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$GGIHW 5RRP 1R "I URDGRI LDZHL ,QGXVIULD) =RQH =KDQINHQJIQJ &RPPXQUN *XDQKX GIUHHI /RQIKXD = LVILLFI
B6KHQTKHQ &KLQD

%ULHI RI WKH SURGXFII

7KH ™ (1&2 ™ )LOHV LV D URRI FDQDO LQVIUXPHQI GHVLIQHG IRU UHPRYLQJ JXID SHUFKD DQG ILIOLQIV LQ URRY
FDQDO EX LQVIDXLQJ RQ iKH FRQIUD DQJOH R1 (QGR ORIRU IR GRLQJ IKH PRYHPHQIV RI 0LIILQJ DQG YHUILFDO
UHFLSURFDILRQ
J LV D IDSHU LQVILXPHQI ZLIK IDSHU PRUH IKDQ ~ UDSHU ZKLFK LV INSH  FODWLILFDILRQ EDVH RQ
62
JILV QRQ VIHULOH LQWIUX PHQIV

SURGXFI 6WUXFIWXUH DQG P DWHULDOV

7KH = (1&2 = )LHV LV FRPSRVHG RI RSHUDILYH SDUIl VIRSSHUV DQG VKDQN
7KH PDLQ ODIHULDOV

2SHUDILYH SDUll LLFNHO 7LIDQLXP

G6KDQN %UDW &

BIRSSHUW  &RORUOHVV WUDQVOXFHQN UXEEHU &$1

Operative part

Shank

Stopper

%HIRUH 8VLQJ

= DUQLQIV!

2Q0\ VNLOOHG GHQILVIV DUH DIRZHG IR XVH
%H VXUH IR VIHULOLTH WKLV SURGXFI IRU HDFK XVH

" R QRI XVH IKLV SURGXFI H[FHSH IRU IKH GHQIDO VHUYLFH DQG IHDIPHQI 8VH Ll LQ DFFRUGDQFH ZLIK IIKH
LQIHQGHG XVH

&RQUUDLQGLFDWLRQV DQG SURKLELWLRQV!
™ R QRI XVH IKLV SURGXFII IRU D SDILHQI ZKR LQGLFDIHV VHQVLIL]DILRQ DQG DUHUILF UHDFILRQ

5H 3URFHWLQJ EDVHRQ ,62

2XU "HQWD0 SRR &DQD0 , QWUXPHQIV DUH VLQJIOH XVH DQG QRW DSSURYHG IRU UH XVH
7KH QXPEHU Rl WHULOL]DILRQV VKRX0G QRW H[FHHG VL[ WLPHV

6SHFLILFDILRQV DQG OHIKRG RI 8VH

5.1 The 6SHFLILFDILRQ RI = (1&2 = )LOHV DV iKH EHIRZ IDEH based on 1SO 3630-1&IS03630-5)
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$GGIHW 5RRP 1R "I URDGRI LDZHL ,QGXVIULD) =RQH =KDQINHQJIQJ &RPPXQUN *XDQKX GIUHHI /RQIKXD = LVILLFI
B6KHQTKHQ &KLQD

6LIH = RUNLQJ ZHQJWIK 7LS " LDPHIHU 7DSH 1XPEHURI
PP PP JURRYHV

5.2 The D Files is use to remove the gum tip inside the root canal after failed root canal treatment

5.3 &KRRVH IIKH PRV DSSURSULDILYH VLTH IRU HDFK FDVH DQG IRWRZ WKH JHQHUDO PHIKRG

5.4 S5HFRPPHQGHG URIWDILRQ VSHHG USP PLQ 7RUTXH 1FP

55 7KLV = (1&2 = )LOHV LV XQGHU IIKH SURYLVLRQV RI ,62 SHUIRUPDQFH IHVH  SURGXFIV] GXUDELOLIN IRU
iZLVILQJ DQG EHQGLQJ PXWI H[FHHG VSHFLILHG YDOXH R1 RXU VIDQGDUG

SUHFDXWLRQV IRU XVH

6.1 7R SUHYHQI LQIHFILRQ SOV FOHDQ DQG GLVLQIHFI IKH SURGXFI SOV VHH LIHP  DQG PDNH VXUH VIHULOL]DILRQ LV
FRPSOHIHG EHIRUH XVLQJ
&KRRVH IKH PRVI DSSURSULDILYH INSH IRU HDFK FDVH DQG IRWRZ IKH JHQHUD) PHIKRG
%HIRUH XVLQJ PDNH VXUH UKH LQVIUXPHQIV RXIVLGH RI RUDO FDYLIN KDV UKHUH DUH QR GHIRUPDILRQV
VFUDIFKHV DQG FUDFNV
,LIKH KHDG R1 SURGXFH LV IKLQ 0RQJ RU ODUJH IKHUH DUH SRWLELOLILHV IRU EUHDNLQJ RU IZLVILQJ %HFDXVH RI
KLV EH VXUH IR DYRLG XVLQJ XQUHDVRQDECH DQJOH DQG H[FHVWLYH SUHVWXUH
= HDU UXEEHU GDP HIF IR DYRLG DFFLGHQIDO LQJHVILRQ DQG 1D0LQJ
" R QRI XVH IKLV LQVIUXPHQIl IRU DQ\ SXUSRVHV H[FHSI IRU 0LVIHG DSSOLFDILRQV DERYH
200\ IRU XVH E\ GHQILVIV
7KLV SURGXFI VKRX0G EH IUHDIHG DV PHGLFD) ZDVIH ZKHQ GLVSRVHG
" LVSRVH IIKH SURGXFIl LI GDPDJHG RU FRQIDPLQDIHG
SIIHU XVLQJ ZDVK L ZLIK PHGLFDO FOHDQLQJ DIHQN DQG EUXVK KHQ ZDVK DZD\ IRUHLIQ VXEVIDQFHY OLNH
DGKHUHQ ERG\ 10XLGV DQG ERG\ ILWXHV
BHI IKH SURGXFI IR D IDQG ZKHQ FOHDQHG EX XOIUDVRQLF FOHDQHU IR DYRLG GHIHULRUDILRQ R1 FXIILQJ SDUI
8VH IIKLV SURGXFIl ZLIK JUHDIl FDUH IR DYRLG SXQFIXULQJ ILQJHU EHFDXVH RI LIV SRWHVLRQ RI VKDUS HGIHG

SDUl
7KLV SURGXFI KDV SRVVLELOLIN WKDW EH FRUURVLYH LI VXQN LQIR 1D2& (= 7$ DQG HiF IRU D 0RQJ ILPH

&OHDQLQJ DQG "LVLQIHFILRQ EDVHRQ ,62

*HQHUDO SHFRP PHQGDWLRQ

30HDVH XVH FOHDQLQJ DIHQIV VXLIDECH IRV FOHDQLQJ VXUJLFDO LQVIUXPHQIV UXEEHU PHGLFDO SIDVILFV
LQWUXPHQIV DQG RIKHU PHGLFDO LQVIUXPHQIV VXFK DV PX0IL HQT\PH FOHDQLQJ DJHQIV = KHQ
XVLQJ SOHDVH VIULFION DELGH EN WKH PDQXIDFIXUHUV UHIXODILRQV RQ WKH FRQFHQIUDILRQ
IHPSHUDIXUH DFILRQ ILPH DQG VKHOI OLIH RI KH VROXILRQ XVHG ™R QRI XVH K\GURJHQ SHUR[LGH
+ 2 VROXILRQ

YRUNRXURZQ VDIHN\ SOHDVH ZHDU SHUVRQDO SURIHFILYH HTXLSPHQI JORYHV JODWHV PDVNV

7KH XVHU VKRX0G EH UHVSRQULECH IRU IKH VIHULOL]DILRQ RU GLVLQIHFILRQ RI WKH SURGXFI LQ IKH ILUVI
F\FOH DQG HDFK VXEVHTXHQW XVH DV ZH00 DV WKH XVH RI GDPDJHG RU GLUN HTXLSPHQI DIIHU
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VIHULOL]DILRQ

,0 IKH ILQD0 ULQVLQJ VIHS GHLRQLJHG ZDIHU PXVIl EH XVHG UHJDUGOHW RI ZKHIKHU DQ DXIRPDILF
ZDVKHU VIHULOLJHU RU PDQXD0 FOHDQLQJ PHIKRG LV XVHG 7DS ZDIHU FDQ DOVR EH XVHG IRU RIKHU
ULQVLQJ VIHSV

2Q0\ LPPHUVH IKH RSHUDILYH SDUI R1 IKH LQVIUXPHQH LQ FRQIDFI ZLIK WKH SDILHQI LQIR WKH 1D2&0
VROXILRQ FRQFHQIUDIH ZLiK D FRQFHQIUDILRQ QRI H[FHHGLQJ

%HIRUH RU GXULQJ GLVLQIHFILRQ RU FOHDQLQJ DYRLG HTXLSPHQI GUNLQJ RXi =U\ ELRORJLFDO
PDIHULDOV PD\ EH GLIILFXO0H IR UHPRYH

2Q0\ XVH IKH DSSURSULDIH VXSSRUI R1 IKH GHYLFH IRU SRVI SURFHWLQJ

" R QRI XVH ODEH0LQJ VAVIHPV RU LGHQILILFDILRQ PDUNV GLUHFION RQ IIKH GHYLFH

2Q0\ XVH ZDVKHU GLVLQIHFIRW DSSURYHG LQ DFFRUGDQFH ZLIK (1 ,62 DQG UHJIXODUON
PDLOIDLQHG DQG YHULILHG

2 SHUDWLRQ 6WHSV
" LVDWHPENLQJ SHPRYH IKH IRSSHU IURP IKH LQWUXPHQI DQG GLVSRVH RI Ui

5LQVLQJ  5LQVH HWHQLYHON DI OHDW  PLQXWH XQGHU I0RZLQJ GHLRQLJHG ZDIHU DPELHQI

IHPSHUDIXUH = KLOH ULQVLQJ XVH D VRIW EUXVK PDGH R1 Q\0RQ SRONSURSN\OHQH DFUNOLF IRU
SUH FOHDQLQJ XQULO YLVLEOH LPSXULILHV DUH UHPRYHG

&HDQLQJ DQG ™ LVLQIHFILRQ

ODQXD0 &0HDQLQJ DWLWIHG EN\ DQ XOWUDVRQLF GHYLFH

ODQXDO FIHDQLQJ ZLIK XOWDVRQLF HTXLSPHQ

30DFH IKH LQWIUXPHQI LQ D NUI VIDQG RU FRQIDLQHU  PDGH RI VIDLQOHW VIHH)

SRINSURS\OHQH RU ILIDQLXP

,PPHUVH LQ D GHIHUJHQI VROXILRQ IRUH[DPSH OHIH[ (P3RZGHU FRQFHQIUDILRQ

ZUIK FOHDQLQJ SURSHUILHV LI DSSURSULDIH VRDN IRU DIl OHDVIl PLOXIHV

ZUIK IKH DLG RI XOIUDVRQLF HTXLSPHQI

YOXVKLQJ 3HUIRUP D ODUJH DPRXQI RI 10XVKLQJ DI OHDVI  PLOXIH XQGHU I0RZLQJ

GHLRQLJHG ZDIHU IHPSHIDIXH & a &

"I\LQJ ™ U\ ZLIK D GLVSRVDEOH QRQ ZRYHQ IDEULF RU KRV DLU GUNHU QRW H[FHHGLQJ

&

BXIRPDIHG &0HDQLQJ XVLQJ D FOHDQLQJ DQG GLVLQIHFILQJ GHYLFH

30DFH IKH LQWIUXPHQI LQ D NUI VIDQG RU FRQIDLQHU PDGH RI VIDLQOHWV ViHHO R
ILIDQLXP

3HUIRUP IKH GHILQHG F\FOH ZLIK GHIHUJHQN VROXILRQ  IRUH[DP'SOH OHIUH[
(P3RZGHU FRQFHQIUDILRQ a IRU DIl OHDVI -~ PLQXIHV LQ WKH ZDVKHU GLVLQIHFIRU
ZUK IHPSHDIXH ~ &a &
" LVLQIHFWLRQ XVLQJ D ZDVKHU GLVLQIHFWRU GHYLFH

30DFH IKH LQWIUXPHQI LQ D NUI VIDQG RU FRQIDLQHU PDGH RI VIDLQOHWY ViHHO R
ILIDQLXP

3HUIRUP IKH GHILQHG F\FOH ZLIK PLOG QHXIUDO HQT\PH FOHDQLQJ DIHQH VRIXILRQ

IRUH[DPSIH OHIUH[ (P3RZGHJ FRQFHQIUDILRQ IRU DIl OHDVIl -~ PLQXIHV LQ IIKH
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$GGUHW 5RRP 1R Vi URDG RI ;LDZHL ,QGXVIULD0 =RQH =KDQJINHQJILQJ &RPPXQLIN\ *XDQKX 6IUHHI /RQJIKXD = LVILLFW
B6KHQTKHQ &KLQD
ZDVKHU GLVLQIHFIRU ZLIK IHPSHUDIXUH |~ & $ !
1RIH
" LVFDUG DQ\ LQVIUXPHQIV ZLIK REYLRXV GHIHFIV EURNHQ EHQH HIF
= KHQ IKH LQVIUXPHQIV DUH SODFHG LQ IKH FOHDQLQJ NLI VXSSRUI RU FRQIDLQHU DYRLG DQ\
FRQIDFI ZLIK HDFK RIKHU
YROORZ IIKH LQVIUXFILRQV DQG FRQFHQIUDILRQ SURYLGHG EX IKH GHIHUJHQI VROXILRQ
PDQXIDFIXUHU VHH DOVR JHQHUDO UHFRP PHQGDILRQV
YROORZ IKH LQVIUXFILRQV RI IKH ZDVKHU GLVLQIHFIRU DQG YHULI KH VXFFHVV FULIHULD DIYHU
HDFK F\FOH LV UHDFKHG DFFRUGLQJ IR IKH PDQXIDFIXUHUV LQVIUXFILRQV
7KH 1LQDO ULQVH VIHS VKRX0G XVH GHLRQL]HG ZDIHU YRU RIKHU IHSV IRIRZ IKH ZDIHU
TXDOL GHILQHG EX IIKH PDQXIDFIXUHU 30DFH IKH GHYLFHV LQ D NLI VXSSRUI RU FRQIDLQHU
PDGH 1URP VIDLQOHVV VIHHO RU ILIDQLXP IR DYRLG DQ\ FRQIDFI EHIZHHQ GHYLFHV RU SRVIV

5LQVLQJ  $EXQGDQN ULQVLQI DI OHDWI  PLQ XQGHU UXQQLQJ ZDIHU DPELHQH IHPSHUDIXUH

8VH GHLRQLIHG ZDIHU IRV ULQVLQJ
,1 IKH SUHYLRXVO\ XVHG FOHDQLQJ VROXILRQ FRQIDLQV D FRUURVLRQ LQKLELIRU LW LV UHFRP PHQGHG
IR GR WKH ULQVLQJ WIHS WXVl EHIRUH WIDUILQJ WKH DXIRFODYLQJ

- U\LQJ " HYLFHV VKRX0G EH IKRURXJKON\ GULHG EHIRUH LQVSHFILRQ DQG SDFNDJLQJ

“U\ RQ D VLQJOH XVH QRQ ZRYHQ FORIK RU ZLIK D KR DLU GULHU DI QRI PRUH IIKDQ &
" HYLFHV VKRX0G EH GULHG XQIL0 YLVXDO WUDFHV RI PRLWIXUH DUH HOLPLQDIHG
3DUILFX0DU DHHQILRQ KDV iR EH SDLG IR HITHFILYHO\ GU\ IRLQIV RU FDYLILHY ZLIKLQ D GHYLFH

,QVSHFILRQ

,QVSHFIIKH GHYLFHV IXQFILRQDOLIN

,QVSHFI GHYLFHV DQG VRUW RXIHIKRVH ZLIK GHIHFIV
" LU\ GHYLFHV PXVIl EH FOHDQHG DJDLQ
"R QRIUH XVH VLOLFRQ VIRSV
" LVFDUG GHYLFHV ZKLFK VKRZ DQ\ GHIHFII

3DFNLQJ  30DFH KH GHYLFHV LQ D NUI VXSSRUI RU FRQIDLQHU IR DYRLG DQ\ FRQIDFI EHIZHHQ

LQVIUXPHQIV RU SRVIV DQG SDFN IIKH GHYLFHV LQ 36IHULOL]DILRQ SRXFKHV”
$YRLG DQ\ FRQIDFI EHIZHHQ LQVIUXPHQIV RU SRVIV GXULQJ WIHULOL]DILRQ  8VH NLIV
VXSSRUIV RU FRQIDLQHWY
JRU VKDUS GHYLFHV KDl DUH QRII FRQIDLQHG ZLIKLQ D ER[ VLOLFRQ WXEHV VKRX0G EH SODFHG
DURXQG IKH GHYLFHV IR SUHYHQIl SDFNDJLQJ SLHUFLQJ
6HDO IKH SRXFKHV DFFRUGLQJ IR IKH UHFRP PHQGDILRQ RI IKH SRXFK PDQXIDFIXUHU ,1 D
WKHUPR VHDOHU LV XVHG IIKH SURFHW PXWI EH YDOLGDIHG
&KHFN IIKH YDOLGLIN SHULRG RI IKH SRXFK JLYHQ EN IKH SRXFK PDQXIDFIXURU IR
GHIHUPLQH WIKH VKHOI OLIH

3DJH RI
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GWHULOL]DWLRQ

6IHDP VWHULOLJDHLRQ DI & ) GXULQJ  PLQ LV UHFRPPHQGHG IRU IKHVH GHYLFHV IRU
IIKH SXUSRVH RI GH DFILYDILQJ SRIHQILDO SULRQV
7KH LQWUXPHQIV DQG SRWV PXVII EH VIHULOLJHG DFFRUGLQJ IR WKH SDFNDJLQJ ODEHMLQJ
30DFH WKH SRXFKHV LQ KH VIHDP VIHULOLJHU DFFRUGLQJ IR IKH UHFRP PHQGDILRQ JLYHQ EN IIKH
VIHULOLJHU PDQXIDFIXUHU

8VH RQI\ VIHDP VIHULOLJHU UIKDI DUH PDIFKLQJ WKH UHTXLUHPHQIV RI (1 FIDW %
VPDO VIHULOLJHU (L 1X00 VLJH WIHULOLTHY
8VH D YDOLGDIHG VIHULOL]DILRQ SURFHGXUH DFFRUGLQJ IR ,62 ZUIK D PLQLPXP GU\LQJ
ILPHRI  PLQ

SHVSHFIIKH PDLQIHQDQFH SURFHGXUH R1 HKH WHULOLTHU JLYHQ EN IKH VIHULOLTHU PDQXIDFIXUHU

&RQIUR0 KH HINLFLHQF\ DQG DFFHSIDQFH FULIHULD RI WKH VHHULOLJDILRQ SURFHGXUH SDFNDJLQJ
LQIHJUL\ QR KXPLGLIN QR FRORXU FKDQJH RI SDFNDJLQJ SRVLILYH SK\VLFR FKHPLFD(
LQGLFDIRW FRQIRUPLIN RI DFIIXD0 F\FOH SDUDPHIHUV R UHIHUHQFH F\FOH SDUDPHIHUY

6IRUH WUDFHDELOIL\ UHFRUGY DQG GHILQH VKHOI OLIH DFFRUGLQJ WR SDFNDJLQJ PDQXIDFIXUHU
JXLGHILQHV

6KRUIHU  VIHULOL]DILRQ F\FOHV DFFRUGLQJ IR ORFDO UHJXODILRQV DUH SRWVLEOH EXIi DUH QR
JXDUDQIHHG IR GH DFILYDWH SULRQV

6WRUDJH

- HHS GHYLFHV LQ WHULOL]DWLRQ SDFNDJLQJ LQ D FOHDQ HQYLURQPHQI DZD\ IURP VRXUFHV RI PRLVIIXUH DQG
GLUHFW VXQOLJKW GIRUH DI DPELHQI WHP SHUDIXUH

6IHULOLN. FDQQRI EH JXDUDQWHHG LI SDFNDJLQJ LV RSHQ GDPDJHG RU ZHU

&KHFN IIKH SDFNDJLQJ DQG WKH PHGLFDO GHYLFHV EHIRUH XVLQJ WKHP  SDFNDJLQJ LQIHJULN\ QR
KXPLGLIN\ DQG XVH E\ GDiH

/UDQVSRUIDILRQ

7R SUHYHQI GDPDJH R WKH PHGLFD0 GHYLFH GXULQJ WDQVLI XVH D VSHFLILF UDFNV WUD\V RU ULJLG
FRQIDLQHUWV PD\ EH UHFRP PHQGHG

= KHQ WKH SDFNDJH ZDV EURNHQ WKHQ LW LV QRQ VIHULLJH PXW EH FOHDQHG GLVLQIHFIHG DQG
VIHULOLJHG EHIRUH XVLQJ

6WRUDJHV DQG GXUDIWLRQ RI XVH

$YRLG VIRULQJ DI KLIK WHPSHUDIXUH KXPLGLI\ DQG GLUHFI VXQILIKI - HHS OLTXLGV DZD\ 6IRUH LI DI
URRP lIHP SHUDIIXUH

"R QRVGDPDJH RU PDNH D SLQKROH R SDFNDJLQJ PDIHULDOV

7KH SURGXFIl LV VXEIHFI IR EH LPSURYHG ZLIKRXII SUHYLRXV QRILFH (QIRUFH WIKH ILUWW LQ ILUVI RXI
PHIKRG IRU VIRFN PDQDJIHPHQ!

"R QR NHHS XQGHU JHUPLFLGD0 0DPS IR DYRLG GHIHULRUDILRQ

7KH VKHOI ILPH RI URRH FDQDO ILOHV DUH  \HDUV

3DJH RI
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VI yRDG RI' 5 LDZHL ,QGXVIULD) =RQH =KDQJINHQJILQJ &RPPXQUN *XDQKX BIUHHI ZRQIKXD = LVILLFI

$GGUHW 5RRP 1R
B6KHQTKHQ &KLQD

" LVSRVDO
JRU SURSHU GLVSRVDO DOZD\V REVHUYH QDILRQD) 0DZV DQG UHFRPPHQGDILRQV RI IIKH DXIKRULILHV

3DFNDJLQJ
OLQLPXP SDFNDJLQJ XQUI  SFV SDFNDJH LQ DOXPLQXP IRL0 ER[ oULQ ™ VKDSHG SODVILF ER[
SWRUIPHQI  SFV IURP HDFK VLJH LQ RQH SDFNDJH

([SIDQDILRQ RI UHIDIHG VAPER(V

6\PERW ([ SODQDILRQ
OHGLFD0 GHYLFH
MD
é For Dental )RU "HQID0 8VH 2Q0\
Use Only

@ "R QR UHXVH
ODIHULDO RI IKH ZRUNLQJ SDUI LLFNHO 7LIDQLXP

5HFRPPHQGHG URIDILRQ VSHHG

XXXKXX = XXXXXX min”

5HFRPPHQGHG IIRUTXH IRU XVH

XXX mNm
%DIFK FRGH
LOT
| 1RQ GWHULOH
&DIDORIXH 1L XPEHU
REF

([SWHG = DIH

EEJ &RQVXOI LQWIUXFILRQV 1RU XVH
i |

$XIKRUL]HG UHSUHVHQIDILYH LQ IKH (XURSHDQ &RPPXQLIN

EC |REP

I ODQXIDFXUHU

3DJH RI
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132°C &DQ EH VIHULOLJHG Dif WKH VSHFLILHG WHIP SHUDIXUH
§89
SWRUIPHQII
o[

@ SFV SDFN

/HJID) PDQXIDFIXUHU!
“ 6KHQ]KHQ ™HQFR OHGLFDI &R ZIIG

$GGUHW 5RRP 1R "NURDG RI ;LDZHL ,QGXVIULDY =RQH =KDQINHQJIILQJ &RPPXQUN *XDQKX GIUHHI
/RQIKXD ™ LVILLFI 6KHQ]KHQ &KLQD

7H) [
ZZZ GHQFRGHQI FRP
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(8 UHSUHVHQIDILYHY

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

$0ZD\V NHHS WKLV GRFXPHQI QHDU DI KDQG ,Q FDVH RI ORW  SOHDVH FRQIDFI GHQIDO
GHSDUYPHQI RI W{KH PDQXIDFIXUHU IRU D FRS\

7KH VSHFLILFDILRQV VIUXFIXUHV  DQG PDIHULDOV  DUH VXENHFW IR EH FKDQJHG ZLIKRXH SUHYLRXV
QRILFHV IRU KH GHPDQGV RI LPSURYHPHQI

7KH FRQIHQWV Rl UKLV LQWUXFILRQ PDQXD0  DUH VXEWHFI  WREH UHYLVHG ZLIKRXI
SUHYLRXV QRILFHV

e o
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SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

1. Kpartko 06 uznenun:
daiirel cToMaTOIOTHYECKHE dHAOAOHTHIecKHe D-files poTopHEBIE - 3TO YHIOAOHTHUIECKIE
HWHCTPYMCHTEI, UCTTIOJIB3YEMBIC JIJI U3BJICUCHUSA I'yTTAlICpUYr IIYyTEM YCTaAaHOBKU Ha yFJ'IOBOfI HAKOHCYHHK
SHIIOMOTOPA U BEHIOIHEHUS BEPTUKAIBHBIX BO3BPATHO-IIOCTYNATEIBHBIX JBIDKCHUH. IHCTPpYMEHTHI ¢
KOHYCHOCTBI0 60oiiee 2%, 4TO COOTBETCTBYET KJIaCCUPUKAIIMOHHOMY THITy 2 cornacHo 1SO3630-1:2019.

He crepunbhbL.

2. CTpyKTypa n MaTepuaJbl:
®aitapl CTOMATOJOTUYECKUE OHIJOJOHTHUYCCKHUEC D-files POTOPHBIC COCTOAT U3 XBOCTOBHKA, pa60qeﬁ
YacTH U CTONIEPA.

OCHOBHBIE MaTepHualbl:

1) Pabouas yacTs: Hukenb-TUTaHOBBIH CILIaB.
2) Xsocropuk: Jlaryns C3604
3) Cronmepsr: becrisetnas nomynpospaynas pesnaa (CAN19-259705.001)

Pabouas yacTb

XBOCTOBUK

Cronnep

3. Ucnnoab30BaHue:

<IIpeaynpexaeHuss>

3.1. K ucnomab30BaHHIO 151691 (SH) 07071 JAOIMYCKAarTCA TOJIBKO KBaJ'II/ICbI/I]_II/IpOBaHHBIe CTOMATOJIOTH.
3.2 O06s3aTeabHO CTepHJ’IHSyfITe nU3aCuA Nepea KaXAbIM UCITOJIb30BAHUEM.
33 HCHOHLSyﬁTe HU3aCJIMs TOJIBKO JJISI OKa3aHUA CTOMATOJIOTHYCCKUX YCIIYT U

COOTBCTCTBYIOIINX MCAUITMHCKUX MTPOUCAYP., T.C. TOJBKO IO HA3HAUYCHHUIO.
<IIpoTuBOMOKA3aAHUI>

He I/ICHOJ'IB3YI\/'IT€ U3aciaus Ojid JICYCHUS ITallUCHTOB, Y KOTOPBIX Ha6J'IIOZ[aCTC${ CCHCI/I6I/IJ'II/I38.L[I/I$I n
AJUICPruICCKUC peaKInuu.

4. IloBTOopHasi 00padoTka (Ha ocHoBanuu ISO 17664: 2017):

CTOMATOJOTMYECKHUE HWHCTPYMCHTEHI U1 KOPHEBBIX KaHAJIOB MPEAHA3HAUCHBI AJI OAHOPAa30BOro
HCIIOJIb30BaHWA U MTOBTOPHOMY HMCIIOJIB30BAHUIO HE ITOAJICHKAT.

Yucio CTepHJ’lH32HHﬁ HE JTOJIZKHO MPeBbIINATH IIECTHU pas.

5. XapakTepucTHKHU U CIOCO0 MPUMEHEHMSI

5.1 XapaktepucTHKH (ailIoB CTOMATOJIOTHYECKUX SHI0A0HTHYeCKUX D-files poTopHbIX
MpuUBeJeHbI B Tabnuie Hke (Ha ocHoBaHuu [SO 3630-1u ISO3630-5):
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Pasmep Juna padoueii Jduametp Konycs. Kounuecrso
yacT (MM) HAKOHEYHHKA, MM (%) 6opo3aok
D1 16 0.19 9 |
D2 18 0.17 8 I
D3 22 0.20 7 I

5.2 Ucnonb3yiiTe (aiiiasl cromaronoruueckue suaogonTuyeckue D-files poTopHble B Lemsax
W3BJICUEHUS Ty TTalepyu.

5.3 IIpaBunbpHO oadOepUTE pa3Mep HHCTPYMEHTOB U CIEIYHUTE 00LIeMy METOLY.

5.4 Pexomennyemasi ckopocth Bpamenus: 150-350 o6/mun. Kpyrsaumuii moment: 2.0- 2.5 H-em.
5.5 @aiinbl cToMaToNoOrn4Yeckue a0 JoHTHUecKkue D-files poTopHBIE COOTBETCTBYIOT YCIOBUSIM
ucnbITanus npousBogutenabHocT [SO 3630. [IpoyHOCT MPOAYKLUMHU HAa CKPYYHBaHUE U U3THO

IMPEBLIIIACT YKa3aHHOC 3HAYCHUEC CTaHAapTa.

6. Mepbl NPEeAOCTOPOKHOCTH:

6.1 UToObI MpeROTBPATUTD 3apaXKEHUE, OUUCTUTE U MPOCTEPUIN3YHTE U3Aenus (CM. yHKT 7) U
y0OenuTecs, nepes UCIoIb30BaHUEM U3/ICIIHSI HAXOSTCS B CTEPHIBHOM BHJIE.

6.2 BeiOepure HanboJee TOAXOAAIICE H3ISIHE TS KaXKI0TO CITydas U CIeayiTe 00neMy MeToIy
OCYILIECTBIICHUS TPOLIEAYPHL.

6.3 Ilepen ucnonp30BaHUEM yOeIUTECh, UTO U3/IENUS HE UMEIOT JeopMalnii, HapanuH U TPEIIrH.
6.4 Ecim TostoBKa M3/1eNHs TOHKAsI, [UTMHHAS WM OOJIBINAs], BO3PACTACT BEPOSATHOCTD €€ IOJIOMKH HITH
nepekpyuuBanus. 1o 3Toil mpuunHe n3deraiire UCOIb30BaHUS YPE3MEPHBIX YIJIOB HAKJIOHA U
YPE3MEPHOTO JABICHUSL.

6.5 Ucnonw3yiite koddepaam mim uHbIE TPUCTIOCOOTCHNUS, YTOOBI H30ekKATh CITy9alfHOTO TaJIeHHs U
[IPOIJIaThIBaHUS HHCTPYMEHTOB.

6.6 He ncrionp3yiiTe n3menus s KaKAX-JIHOO [eNei, KpOMe TepPEeIHCICHHBIX BEIIIE.

6.7 N3nenus npenHa3HayeHbl TOJIBKO AJIs1 UCIIOIB30BAaHUS CTOMATOJIOTaMHU.

6.8 [Ipu yTunu3amnum ¢ U3ENUsAMU CIIeAyeT 00pamaTbes Kak ¢ MEJUIIMHCKAMH OTXOJIaMH.

6.9 YTunusupyiite nu3enus, eCiiv OHU IOBPEKICHbI MIH 3arPsS3HEHBI.

6.10 ITocne ucmonbp30BaHUs MPOMONWTE METUIIMHCKAM YUCTSILIUM CPEICTBOM U LLETKOH, 3aTeM CMOMTE
3arpsI3HEHNUS], HAaPUMeD, MPUIMIIIINE KUJKOCTH U (pparMeHTH! TKaHEH.

6.11 YcranapnuBaiTe U3A€IHS HA TIOACTABKY IIPH OYHCTKE YIBTPA3BYKOBBIM OUNCTUTEIICM, YTOOBI
n30€XaTh MOBPEXAEHUS pabouell yacTH.

6.12 Hcnonb3yiiTe ¢ 0c000i OCTOPOKHOCTBIO, YTOOBI HE TIOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 W3nenust MOXKET OABEPTHYTHCS KOPPO3UU NIPH JUIUTEIILHOM HaXO0KICHUU B KOHTAKTeE C

rurnoxjaoputrom Hatpus, DJITA 1 UHBIMU 1TOTOOHBIMHU BEIIECTBAMHU.

7. Ounctka u ge3uHpexuns (Ha ocnoBanuu ISO 17664: 2017)
7.1 O01mme peKOMeHIAIUN:

7.1.1 Hcnonb3yiiTe YUCTSIINUE CPEACTBA, MOAXOAAIIUE Il OYUCTKH XUPYPrHUECKUX WHCTPYMEHTOB,
MEIWIIMHCKOW PE3WHBl M IUIACTHKA, MEIWIMHCKUX W3JCIHNA, HATpUMEp, MyIbTH()EPMECHTHBIC
ouucTtuTeNd. [IpuM HCMOIB30BAHMU CTPOTO COONIIOJAWTE pPEKOMECHIAIIMKA IPOW3BOIUTEIS
KacaTeIbHO KOHUEHTpallMW, TeMIepaTypbl, BpPEMEHHM JEHCTBUS M CpOKa TOJIHOCTH
HCIoJb3yeMoro pactBopa. He ucmomnp3yiite pactBop mepekucu Bogopoaa (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AETIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOJIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMATH3MPOBAHHASI OYMCTKA C UCMOJIb30BAHUEM YHCTSIIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe M3€NHA HA TOACTABKY WM B KOHTEHHED (U3 HEpKaBEIOIIEH CTaln
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4eM 5 MUHYT B
qUCTSIIE-Ae3UHHIUPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ IOMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA ITOJICTABKY HJIM B KOHTEHHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPAIlMH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM IO IPIMEHEHHUIO YCTPOICTBA [UIs 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPHUH NTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEICHUS KaXI0T0 IUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CIIEAYET UCHOIb30BaTh AEHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHEIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeIoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT MHTUOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpH Temneparype He Boie 110°C.

2. W3penus cnenyeT CyLIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIIHS.

1) TI'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He nucnosip3ylTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.
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7.2.7 YakoBKa: IlomecTuTe H3e/Hs HA TOJCTABKY WM B KOHTEHHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMIICpaType.

1) CrepubHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIULMHCKHUE U3ENUS Mepel UX HCII0Ib30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Ycii0BHSI M CPOK XPAaHCHUA:

9.1 UzberaiiTe XpaHeHHS MIPHU BHICOKOW TEMITEpPaType, BIAKHOCTH | O] BO3JICHCTBHEM
MPSIMBIX COJTHEUHBIX Jy4eil. beperure ot Bnaru. Xpanure nmpu KOMHaTHOM TeMIEparype.

9.2 He noBpesxaaiiTe ynakoBOUHble MaTepHAaJIbL.

9.3 Usnenue moxet ObITh (LB jRJGE nitu qopabotano mpou3BoaUTEIEM O€3 IIPEIBAPUTEILHOTO
yBenomiieHus. Peanuzanus u3nenuii npeaycMaTpuBaeTcs B MOPAIAKE OUepeu: IOCTYIUBILEE
paHbllIe peanu3yeTcst B IPUOPUTETHOM MOPSIKE.

9.4 He nozasepraiite Bo3AeiCTBHIO OAKTEPULIUIHOM JIaMIIbl BO H30€KaHHe OBPEKICHHUS.

9.5. Cpok XpaHEHHs HHCTPYMEHTOB — 5 JI€T.

10. Yruanzauug:
IIJ'IH HpaBPIJ'ILHOﬁ }’TI/IJ'II/I3aI_II/II/I BCEraa CO6J'IIO,E[8.f/’ITe TpeGOBaHI/I}I MCCTHBIX 3aKOHOB U
COOTBCTCTBYIOH.[I/IC peKOMCHZ[a]_II/II/I.

11. YnakoBka:
11.1. MuHuMasbHas €IMHUIIA YITAKOBKU: 6 IIT. B OJHCcTEpe U3 almoMUHIEBO# (onbru/ D-

00pa3Ho MIacTHKOBOU KOpOOKe.
11.2. ACCOPTHMEHT: OJTHO M3JIENTNE KAXKJIOTO pa3Mepa B OJTHON YIIaKOBKE.

12. CumBOJIBI, HCIIOJIB3YEeMble HA MAPKHUPOBKE:

CumsoJ 3HaueHue
M D MenunuHckoe u3aeine
For Dental
Use Only Tonbko AJI1 CTOMATOJIOTUU

3amper Ha IOBTOPHOE NIPUMEHEHHE

Marepuan pabGoueit yacTu:

Hukenb-TUTaHOBEIN CIIIaB

XXKKXX = XXKKKX min” PexomenyeMast CKOPOCTb BpallleHUs

PCKOMCHHyeMOC 3HA4YCHUC
XXX mNm KPYTSILETO MOMEHTA

- Crp.8u3 10
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LOT Kon naprun

B>

He crepunsno

REF Howmep no karanory

Hcnonb3oBaTh 110

[ji] OOpatuTrech K HHCTPYKINH 110 TPUMEHEHHIO

V10o1HOMOYECHHBIHM MMpeaACTaBUTEIIb B

EBponeiickom CoobiiecTBe

“ Usrorosureins

C
$ [Ipenen TemmepaTypsl CTEPUIU3ALUH

AccopTumMeHT

AAAL
o[
@ 6 enTMHUI] B YIIAKOBKE

<IIpousBoaurtejb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.§, 15¢ road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Tea.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnoitHOMOYeHHbIH npeacraBuresab B EBponeiickom Coodmecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeepHana MpnaHaua, BenukobputaHma

Crp.9u3 10
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% Bcerma nepxuTe 3TOT TOKYMEHT MOJ pyKol. B ciydyae yrepu oOpaTtutech 3a KONKMEH B OTAET
CTOMATOJIOTMH IIPOU3BOIUTEIIS.

% TexHHYeCKHE XapaKTEPUCTHKU, KOHCTPYKIIMU H MaTEepUAITBl MOTYT OBITh H3MEHEHEI 0e3
MIPEABAPHUTEIHFHOTO YBEJOMIICHHS B CBS3H C TPEOOBAHUSIMH.

% Conep:kaHue JaHHOH WHCTPYKIMHY 110 IPUMEHEHHIO MOXKET OBITh H3MEHEHO 0e3

IIPECABAPUTECIIBEHOIO YBEIOMIICHHUA.
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Instructions for use
Of
D-Shaper

Doc. No.: DJYL-IFU-B044

Version: Al
Effective: 2022-10-15

@
1
Before using the products, please see the instruction manual as indicated below.
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Revision History

Iltem | Rev description release date
1 A0 The first release 2020-05-27
2 Al Add signs and suggestions 2022-10-15
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SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

1. Brief of the product

D-Shaper is a root canal files kit designed for the entire root canal preparation, it includes one opening
file, one Pro-path file and four Rotary Use files. The Pro-path file is Rotary Use and it instead of manual
glide files use for establishing a glide path before enlarging.
The D-Shaper is used by installing on the contra angle of Endo Motor.

It is “Heat Activation” files, means the file is pre-bendable file.

It is non sterile instruments.

2. Product Structure and materials

The opening file (size R) and Pro-path file (size 016) are both type 5 instruments with non-uniform

tapered and the four rotary files (size S1, S2, S3, S4) are type 2 instruments with uniform tapered base
on 1SO3630-1:2019.

The files are composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Nickel Titanium
2) Shank: Brass C3604
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

(1] |/%A/% 1T

Operative part

Stopper Shank

3. Before Using
<Warnings>

3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on I1SO 17664: 2017)

Peructparma MH 8 Pocanpasramsope Page 3 of 9
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD
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Our Dental Root Canal Instruments are single use and not approved for re-use.

The number of sterilizations should not exceed six times.

5. Specifications and Method of Use
5.1The Specification of DENCO D-Shaper as the below table (based on 1SO 3630-1&1S03630-5):

Size Working Length Tip Diameter Tape Color of ring
(mm) (mm) (%0)
R 17mm 0.20 10 Without color
016 0.15 2~4 White
S1 0.20 4 Yellow
s2 21mm 0.25 4 Red
s3 25mm 0.30 4 Blue
s4 31mm 0.25 6 Double Red

5.2 Probe the root canal using Hand Use K-Files begin from #10 and then #015.

5.3 Use opening file R to expand the root canal.

5.4 Use Pro-Path file to establish a reproducible glide path.

5.5 Choose the most appropriative size for each case and follow the general method.

5.6 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.7This DENCO D-Shaper Files is under the provisions of 1SO 3630 performance test, products’

durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is
completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,
scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of
this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applicationsabove.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like

Page 4 of 9
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adherent body fluids and body tissues.

6.11 Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1 General Recommendation

7.11

7.12
7.1.3

7.14

7.15

7.1.6

7.1.7

7.1.8
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical
plastics, instruments and other medical instruments, such as multi-enzyme cleaning agents.
When using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).
The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the
NaOClI solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly

maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it
7.2.2 RinsiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for pre-
cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection
7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

Peructparma MH 8 Pocanpasramsope

7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a Kit, stand or container (made of stainless steel,
polypropylene or titanium).

Page 5 of 9
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7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes with
the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or

titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex

EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector with

temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the washer-
disinfector with temperature >90°C, A0 >3000.

Note:

1) Discard any instruments with obvious defects (broken, bent, etc.).

2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.

3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).

4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.

5) The final rinse step should use deionized water. For other steps, follow the water quality
defined by the manufacturer. Place the devices in a kit, support, or container (made from
stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).
1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended to
do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.
1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:
7.2.6.1.1 Inspect the devices functionality.
7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between
instruments or posts and pack the devices in “Sterilization pouches”.
1) Avoid any contact between instruments or posts during sterilization. Use Kits, supports
or containers.
2) For sharp devices that are not contained within a box, silicon tubes should be placed
around the devices to prevent packaging piercing.
3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.
4)  Check the validity period of the pouch given by the pouch manufacturer to determine
the shelf life.

Page 6 of 9
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7.2.8 Sterilization:

7.2.8.1 Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices,
for the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by
the sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.85 Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer
manufacturer.

7.2.8.7 Control the efficiency and acceptance criteria of the sterilization procedure (packaging

integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8 Store traceability records and define shelf-life according to packaging manufacturer
guidelines.
7.2.8.9 Shorter sterilization cycles according to local regulations are possible but are not

guaranteed to de-activate prions.

7.2.9 Storage
Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.
1) Sterility cannot be guaranteed if packaging is open, damaged or wet.
2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation
8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and sterilized
before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at room
temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out method
for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging
11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Page 7 of 9
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Symbols Explanation

Medical device

MD

For Dental For Dental Use Only
Use Only

® Do not reuse

Heat Activation Pre-bendable

Material of the working part: Nickel Titanium

Recommended rotation speed
INNNHK = XXXNXN min”

Recommended torque for use

e
=
=
3
-
3

Batch code

Non-Sterile

Catalogue Number

Expired Date

Consult instructions for use

Authorized representative in the European Community

Manufacturer

LD @e B

Can be sterilized at the specified temperature
132°C
$9§
AAAL
Assortment
@ 6pcs/pack

e et




SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

<Legal manufacturer>
Shenzhen DENCO Medical Co., Ltd

Address: Room 301, No.8, 1! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China
Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>
WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental department of the
manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous notices for the
demands of improvement.

The contents of this instruction manual are subject to be revised without previous notices.

Page 9 of 9
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NHCTPpYKIIUSA 110 NPUMEHEHU IO
Dailjibl CTOMATOJOTHYCCKHE
JHAOoAOHTHYecKue D-shaper

Ne JlokymenTa :DJYL-IFU-B044
Bepcus: Al

Mara: 15.10.2022

EH
Heped UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no npuUMeHenuIo.
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Hctopus perakTupoBaHus

Ne Pen. Omnucanne Hara
1 A0 [lepBoHaUaNbHAS TyOIUKAIIHS 27.05.2020
2 Al JloGariieHue CUMBOJIOB, AomoMHEHUS | 15.10.2020




SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

1. Kpartko 06 nznenun:
®aiinbl cTOMaTOJIOTHYECKHE dHA0JoHTHYeCKrEe D-shaper - 310 Habop SHAOJOHTUYECKUX HHCTPYMEHTOB
JUTS TIOJTHOTO TIpoIiecca MOATOTOBKM KOPHEBBIX KaHAJIOB, BKIIOYAONIHH 1 (haiin cTOMaTONOrMIeCKHi
sumonoHTrueckuit opening file, 1 daiin cromatonoruueckuii sumoKOHTHYeCKHi Pro-path u 4 daiina
CTOMATOJIOTHYECKHUX SHJI0OTOHTHUECKUX POTOPHBIX. Daiiil cToMaTOI0rH4eCKHUi SHA0JOHTHYECKUH Pro-
path - poTopHbIi (aiii, HCTIONB3YETCs] BMECTO PYYHBIX (DaiIoB IS TIOATOTOBKH KOPHEBBIX KAHAIOB
Tepel pacIlIupeHUEM.
®aiisibl cTOMATOJIOTHYECKHE dHI0JOHTUYECKHE D-shaper ncob3yroTes MyTeM YCTaHOBKH Ha YTIIOBOU
HaKOHEYHHK 2HJIOMOTOpA.
daitrel cTOMaTOIOTHYECKHE YHAOAOHTHIecKHe D-shaper oTHOCATCS K hailimaM TepMUIECKON
aKTHBAIIMH, YTO 03HAYAET BO3MOXKHOCTb MPEABAPUTEIHHOTO IPHUJIAHUS UM (POPMBIL.
He crepunpHBIL.

2. CTpykKTypa nu MaTepuaJIbl:

daiir CTOMaTOJIOTHYECK I HA0AOHTHYECKHI opening file (pasmep R) u pro-path file (pasmep 016)
OTHOCSITCA K KJIacCH(UKAITHOHHOMY TUITY 5 ¢ HEOTHOPOIHON OKHYCHOCTBIO. 4 (haiina
CTOMATOJIOTMYECKUX dHIOMOHTHUECKHX (pa3mepsl S1, S2, S3, S4) otHOCATCS K KiTaCCH(DUKAIIMOHHOMY
TUMY 2 - KHCTPYMEHTHI C OJHOPOAHON KOHYCHOCTBIO cornacHo 1SO3630-1:2019.

daiipl COCTOAT U3 paboueii yacTH, CTOMIepa U XBOCTOBHUKA.

OCHOBHBIE MaTEPHATIBI:
1) Pabouas yacTh: HukeIb-TUTaHOBBIH CIIJIaB
2) XsocroBuk: Jlaryns C3604

3) Cronnepsr: beciiBernas nmoxymnpospaunas pesuna (CAN19-259705.001)

11 (77, [

Pabouasa yacTb

Cronnep XBOCTOBMK

3. Ucnnoab30BaHue:

<IIpeaxynpexaeHus>

3.1. K ucnonp30BaHuIO HU3JIeUI JOITYCKAaOTCA TOJIBKO KBaJ'II/I(i)I/H_II/IpOBaHHI:IC CTOMATOJIOT'H.
3.2 O0s3aTENBHO CTepI/IJ'II/ISYI\/'ITe n3aciauvs nepea KaXXaAbIM UCIIOJIb30BAHUEM.
33 HCHOJ’ILSyﬁTe HU3ACIIUA TOJIBKO AJI OKa3aHWs CTOMATOJIOTMYCCKUX YCIYT U

COOTBCTCTBYIOIINX MCAUITUHCKUX MTPOLEAYP., T.€. TOJBKO 10 HA3HAYCHUIO.
<IIpoTuBomoxkaszaHus>

He HCHOHBSyﬁTe nu3acaus 4jisd JICYCHUS MallUCHTOB, Y KOTOPbIX HaGJ’IIO,E[aeTCH CeHCI/I6I/IHI/I3aHI/Iﬂ u
AJTICPruICCKUC pCaKlru.

4. IloBTOopHas o0padoTka (Ha ocHoBanum ISO 17664: 2017):
CToOMaTOI0TrHYECKHE HWHCTPYMCHTBI AJI1 KOPHEBBIX KaHAJIOB MPEAHA3HAUCHBI 1JI1 OAHOPAa30BOr0
HCIOJIb30BAHUA U IOBTOPHOMY HMCITIOJIb30BAHUIO HE IMOIJICKAT.

YucJ1o cTepuan3anmii He 10/KHO NMPEBbINIATH IEeCTH pa3s.

o Crp.3u39
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5. XapakTepuCcTHKH M CIOCO0 MPUMEHEHMSI

5.1 XapakrepucTtuku ¢aiibl CTOMaTOJOTHISCKUX dHAOJOHTHYeCKUX D-shaper npuBeieHbI B
tabmuie Hke (Ha ocHoBanuu [SO 3630-1u ISO3630-5):

Pa3mep Ilﬂ::g PII) ?ﬁi;e" Hami[:jr:g) (o1n0) KonycH., (%)| LIBeT koJbua
R 17 mm 0.20 10 becusernsrit
016 0.25 2~4 bemnprit
s1 21 Mm 0.30 4 Kenrorit
S2 25 MM 0.20 4 Kpacuprit
s3 31 0.25 4 Cunuit
S4 0.30 6 JIB. KpacHblii

5.2 [lepen ucnonb30BaHUEM TOATOTOBHTE KOPHEBOM KaHaN K MOCIEIYIOIUM MaHUITYJISLUSAM C
npuMeHeHneM KaHanopacmuputeneit K-Files pyunsix, pasmepom ot #08 mo #015.

5.3 Ucnonp3yiiTe (aiiia cTOMaTOIOTHYECKUI SHIO0TOHTHICCKHN JIJIsl pACIIUPEHUS KaHama.

5.4 Ucnonp3yiTe (aiiia cToMaToIOrHuecKuit supogonTHYeckuii Pro-Path file ays coznanus
BO300HOBJISIEMOT0 KaHaja.

5.5 [IpaBunbHO OAOEPUTE pa3Mep UHCTPYMEHTOB U CIIEIYUTE 00LIEMy METOLY.

5.6 Pexomenayemasi ckopocTh Bpamenusi: 150-350 06/mun. Kpyrsauuii moment: 2.0- 2.5 H-em. 5.7
Daiinbl CTOMATOJIOTHYECKHE YH0JJOHTHYECKHE D-shaper COOTBETCTBYIOT YCIOBUSAM HCIIBITAHUS
npouzBoautensHocTH [SO 3630. [IpoyHOCTh NPOAYKLUMHK HA CKPYUYMBAHUE U U3THO JTOJKHA MPEBbILATH
yKazaHHOE 3HauYeHHUE CTaHIapTa.

6. Mepbl Ipe10CTOPOKHOCTH:

6.1 UToOBI MpeoTBPATUTh 3apaXKEHUE, OUUCTHTE U MTPOCTEPUIU3YHTE M3AeHst (CM. IYHKT 7) U
yOenuTech, epe/1 UCIoIb30BAaHHEM H3CIHsI HAXOISTCS B CTEPHIBLHOM BHUJIE.

6.2 Beibepurte HanboJiee MOIXOASIIee U3IeNNe ISl KAKAO0TO cliydas U CIeAyHTe 00IeMy MeTo Iy
OCYIIECTBIICHHS TIPOLIETYPHI.

6.3 Ilepen ucnonp30BaHneM yOeIUTECH, UTO U3AETHS HE UMEIOT Ae(opManuii, apanyiH U TPEIHH.
6.4 Ecnu royoBKa U3/IeNus TOHKAsI, [UIMHHAS KM OOJIBIIAs, BO3PACTACT BEPOSATHOCTD €€ OJIOMKH UITU
nepexpyuuBanus. [1o aToi mprunne m30eraiiTe NCIOIR30BaHMS YpEe3MEPHBIX YTJIOB HAKIIOHA U
YpPE3MEPHOTO JABIICHUS.

6.5 Ucnonp3yiite koddepaam wim HHbIE TPUCTIOCOOTICHNS, YTOOBI H30ekKaTh CITyIalHOTO TaJIeHHs U
MpOrjaThIBaHUs HHCTPYMEHTOB.

6.6 He ncrionp3yiiTe n3menus I KaKUX-JIMOO0 LENeH, KpoMe TepeYHCICHHBIX BBIIIE.

6.7 N3nenus npenHa3HauyeHbl TOJIBKO AJISI HCIIOIB30BAaHUSI CTOMATOJIOTaMHU.

6.8 I[pun yTHIH3auK ¢ U3ICTHSIMH CIeIyeT 00paIaThes Kak ¢ MEIUINHCKIMHU OTXOAaMH.

6.9 YTunusupyiTe u3genus, ey OHU IOBPEKAEHBI WIK 3arPsA3HEHBI.

6.10 [ocxne ucmoap30BaHMS IPOMOUTE METUIIMHCKIM YUCTSIINM CPEICTBOM U IIETKOMH, 3aT€M CMOITE
3arpsi3HEHNS, HAlPUMeED, PHIIHIIIINE KUIKOCTH U (pparMeHTHI TKaHeH.

6.11 YcranapnuBanTe U3€IMs HA TIOACTABKY IIPH OYMCTKE YIIBTPA3BYKOBBIM OUHUCTUTEICM, YTOOBI
n30eXKaTh MOBPEKICHUS paboyeii JacTH.

6.12 Hcnonb3yiiTe ¢ 0c000i OCTOPOKHOCTHIO, YTOOBI HE IOPAHUTHCSI OCTPHIMU KPOMKAMH.

6.13 znenust MOXKET IMOIBEPTHYTHCS KOPPO3UH NP [UTHTEITFHOM HaXOXICHUN B KOHTAKTE C
runoxyioputoM Hatpusi, DJATA 1 HHEIMU TOJOOHBIMU BELIECTBAMHU.

7. Ouncrka u ae3nHPpexuus (Ha ocaopanum ISO 17664: 2017)

7.1 O01mme peKkoMeHIAUN:

7.1.1 Hcnonp3ylTe YUCTSILUE CPEACTBA, MOAXOMAIIUE I OYMCTKU XUPYPrUUECKUX UHCTPYMEHTOB,
MEJIUIIMHCKON PE3WHbl M IUIACTHKA, MEAMLIMHCKUX H3JENHi, HalpuMep, MyJIbTH()EpMEHTHbIE
ourcrturenu. [lpn HCHONB30BaHUMM CTPOro CcOONMIOJAalTe PEKOMEHAAIMU MPOU3BOIMTEIS
KacaTeJIbHO KOHIICHTpaluu, TEMIICPATYyPhI, BPEMCHHA }leﬁCTBHH u Cpoka T'OJHOCTH
UCIOJB3yeMoro pactBopa. He ucnomnb3yiite pactBop nepekucu Bogopoaa (H,O,).
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7.1.2 B memsax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe M3/AEIHE HA MTOACTAaBKY WIHM B KOHTEHHep (U3 HepKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoii konnentpanun) (1:128) ¢ ounimaronmMu cBOHCTBaMU, IpU
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAaHHOW BO/IOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMATH3MPOBAHHASI OYMCTKA C UCMOJIb30BAHUEM YHCTSIIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe M3€NHA HA TOACTABKY WM B KOHTEHHED (U3 HEpKaBEIOIIEH CTaln
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnentpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIeM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ 1OMOUIbIO YCTPOiicTBA VA Ae3MH(eKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA TOJACTABKY HJIM B KOHTEeWHEp (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YHCTALIeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHNe He MEHEe 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu Temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. 1I.).
2) Kornma nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [Tl OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite IF0O0T0 WX KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPAIlMH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSM 10 IPIMEHEHHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpSiiTe
KPUTEPHUH MTOJIOKUTEIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh AEHOHH3UPOBAHHYIO Boy. IIpu
BBIITOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [0l IPOTOYHOM BOIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAECPIKUT MHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTH IPOMBIBAHUE HETTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boiie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh (P (HEKTUBHON CYIIKE COETUHEHUH U
[IOJIOCTEM BHYTPU U3JEIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM HU3ICIHS.

1) I'psA3HbIe U3ENNS OUUCTUTE SLIE Pas.
2) He ucnosip3ylTe CTOMIEPHI OBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.
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7.2.7 YakoBKa: IlomecTuTe H3eus HA IOJCTABKY WM B KOHTEHHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AENUI MeXTy COO0M, ynakyiiTe B CTepHIN3aLUOHHBIEC TAKETHL.

1)  M30eraiite m0060ro0 KOHTaKTa MEKITYy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU WX KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENHUi, KOTOPBIE HE HAaXOSTCs B KOpPOOKeE,CIeayeT pa3MeCTUTh
CHJIMKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MIPOKAJIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKETOB. EcaM HCIoab3yeTcs TEPMOCBAPIINK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMPEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzaumsi:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTepHIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIUAIbHBIX IPUOHOB.

7.2.8.2 V3penus AOIKHBI OBITh CTEPUIIM30BAHbI COTJIACHO YKa3aHUSM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIN3ATOPOB.

7.2.8.4 Ucrnionp3yliTe TOIBKO MApOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonpme crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAypY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaJIBHON CYIIKOH B TeueHue 20 MuH.

7.2.8.6 Cobumonaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3¢ heKTHBHOCTS M KPUTESPHH IPHEMIIEMOCTH TPOLIETYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YIaKOBKH, IOJIOKUTENbHbIE (PU3UKO-XUMHUECKUE ITOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
apaMeTpOB IUKJIA STAJIOHHBIM HapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TanoB mporiecca, yauThIBAMTEe CPOK XPAHEHHUS B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOAUTENIEM YIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIIM3ALUU B COOTBETCTBUU C MECTHBIMH IIPaBHIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaHeHnmue:

XpaHI/ITC nU3acius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT UCTOYHHUKOB BJIaru

W TIPSIMBIX COJTHEYHBIX JIy4eH MTPU KOMHATHOM TeMIIepaType.

1) CrepunbHOCTh HE MOXET ObITh FapaHTUPOBaHA, €CIIM YIIAaKOBKA OTKPHITA, TOBPEXKICHA WIIH
HaMOKJIa.
2) IlpoBepbTe yNakOBKY U CaMH MEAMLIMHCKUE U3IENINs TIepe UX UCTIONIb30BaHUEM

(IeTTOCTHOCTH YIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 Jl1st mpeoTBpaICHUS TOBPEKACHHS U3/ICNUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHIOBAHO UCIOJIB30BAHUE CHEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBka Oblia IOBPEXICHA, TO H3/IEJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpes

HCIIOJIb30BaHUEM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEPpUIN30BATh.
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9. Ycii0BHSI M CPOK XPAHCHUA:

9.1 N3beraiiTe XpaHeHNS IPH BEICOKOI TeMIlepaType, BIaKHOCTH U IO BO3JICHCTBIEM
IpsSIMBIX COJIHEYHBIX J1yuel. beperute ot Bnaru. XpaHure pu KOMHaTHOM TemIeparype.

9.2 He noBpeskaaiiTe ynnakoBOUHble MaTepHAaIbL.

9.3 HU3nenne MokeT ObITH 10paboTaHO MPOM3BOANTENEM 0€3 IPeABAPUTEIHLHOTO YBEIOMICHHS.
OOHOBIIEHNE HATIMYMS M3ACTHI Ha CKIIaIaX 3aBHCUT OT IPHOOPETAIOIIECH CTOPOHBI.

9.4 He noaBepraiite BO3HCTBUIO0 OAKTEPHUIIUIHOMN JIAMITBI BO H30€KaHHUE TIOPYH.

9.5. Cpok XpaHEHHs UHCTPYMEHTOB — 5 JI€T.
10. YTunusanus:

HHH HpaBHHLHOﬁ YTUJIn3aluu BCeraa COGJIIO)Z[aI;'ITe HallMOHAJIbHBIC 3aKOHBI U PCKOMEH AN,

11. YnakoBka:
11.1 MuHMMaIbHAS €UHMIIA YIIAKOBKH: 6 IIT. B OJIMCTEpe U3 aTFOMHHUEBOW (onbru/D-
00pa3Ho#l MIacTUKOBOK KOpOOKe.

11.2 AccopTUMEHT: OJTHO U3/IeTNe KaXKIOTO pa3Mepa B OJJHOW yIIaKOBKE.

12. CumBoJIbI, HCIOJIB3yeMbIe HA MAPDKHPOBKeE

CuMBoOJ 3HauyeHHne
M D MeanumHCKOE U3aelTHe
For Dental
A Use Only ToaBKO IS CTOMATOIOTHH
@ 3anpeT Ha IOBTOPHOE IPUMEHEHUE

Marepuan paboueii gacTu:

Hukenb-TUTAaHOBEIN CIIIaB

Heat Activation Texuonorus Heat Activation

Pexomenryemast CKOpoCTh BpallleHUs
XXXXXX = XXXXXX min ™

Pexomennyemoe 3HaueHue
Rkl KPYyTSAIIEr0 MOMEHTA

LOT Kon maptun

A@ He crepunsho
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REF Howmep no kxaranory
g Hcnonw3oBats 10
[ ]
1 OO6patuTech K HHCTPYKIUH 110 TPUMCHEHHIO
Y1I0IHOMOYEHHBIN IPEICTABUTEIND B
EC |REP

Esponeiickom Coobmiectse
M U3roroBuTEbH

[Ipenen Temneparypsl CTEpUIIN3ALUI

AccopTUMeHT

@ 6 eMHUI] B yIIAaKOBKE

<IIpousBoauresjnb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.§, 15! road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii
Texn.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnosanomoueHHbIi npeacrasurtenb B EBponeiickom Coodumecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeepHan Mpnangua, BenukobputaHua

% Bcerma nmepxute 3TOT JOKYMEHT o] pyKo. B ciydae yrepu oOpatuTech 3a KOHeH B OTAET
CTOMATOJIOTHH TIPOU3BOUTEIIS.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMU M MaTepHaIbl MOTYT OBITh H3MEHEHHI 03
IPEABAPUTEIHLHOTO YBEIOMIICHHS B CBS3H C TPEOOBAHUSIMH.

% ConepkaHHe JaHHOM MHCTPYKIMH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

MPEABAPUTECIIBHOTO YBEAOMIICHUA.
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Instructions for use
Of
D-Super Files
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The Rotary Use D-Super Files is a Rotary Use root canal instrument designed for enlarging the root
canal by installing on the contra angle of Endo Motor to doing the movements of lifting and vertical
reciprocation.

It having the same design as Super Files just different in color of its operative part, which was changed
after heat activation treatment to becomes gold color and pre-bendable, so to keep the efficiency and
safety pre-bended performance at the same time.

It is “Heat Activation” files, means the file is pre-bendable file.

It is non-uniform taper instrument (more than 1% taper), which is type 4 classification base on I1SO
3630-1:2019.

It is non sterile instruments.

2.  Product Structure and materials

The DENCO D-Super Files is composed of operative part, stoppers and shank.
It is a non-uniform taper instrument with taper more than 2% taper, and having more than on taper
along the operative part.
The main Materials:
1) Operative part: Nickel Titanium
2) Shank: Brass C3604
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

O 0,7, 10

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

Pernctpamua MU & Poc3gparEapzope Page 3of9
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4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO D-Super Files as the below table (based on 1SO 3630-1&1S03630-5):

Size WorkE?nngSength Tip (I?rﬁrrgeter ;I;Zp;e Color of ring
SX 19mm 0.19 3.5-19 orange
Sl 0.17 2-11 purple
S2 0.20 4-11.5 white
F1l 21mm 0.20 7 yellow
F2 25mm 0.25 8 red
F3 31mm 0.30 9 blue
F4 0.40 6 black
F5 0.50 5 yellow

5.2 Before using the Denco D-Super Files, pls establish a reproducible glide path using Hand Use K-Files
begin from #08 to #015, to make path in size 15.

5.3 Use opening file SX to expand the root canal;

5.4 Use #10 or #15 stainless steel Hand Use K-Files to probe the working length;

5.5 Use S1, S2 for shaping.

5.6 Use F1, F2 or F3, F4, F5 (alternative when it needed) for finishing.

5.7 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.8 This DENCO D-Super Files is under the provisions of 1ISO 3630 performance test, products’ durability
for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged
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part.
6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
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7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
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3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
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containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box Or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

For Dental For Dental Use Only
Use Only

® Do not reuse
Material of the working part: Nickel Titanium

O Recommended rotation speed

XXXKXX = XXXXXX min”~

Medical device

Recommended torque for use

XXX mNm

Batch code

LOT

Permcrpaun Mi » Pocsmpasrazsope Page 8 of 9

www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

| Non-Sterile

Catalogue Number
REF

g Expired Date
Eﬂ Consult instructions for use
i |

Authorized representative in the European Community
EC |[REP
I Manufacturer
132°C Can be sterilized at the specified temperature
$99
ALAAL
Assortment
ooQ

@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 1% road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contactdental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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UHCTPpYKIMA 0 NPUMEHEHUIO
Daiyibl CTOMATOJIOTHYECKUE

yHAoAOHTHYecKkHe D-Super Files
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Bepcus: Al

Mara: 2022-10-15

EH
Heped UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no npuUMeHenuIo.
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1. Kpartko 06 uznenun:
daiinbl ctomaronorudeckue ua0A0HTHYecKue D-Super Files - 3To poTOpHbIE SHIOIOHTHYECKHE
WHCTPYMEHTBI, HCTIOJIb3yEeMBbIE ISl PACIIMPECHUST KOPHEBBIX KAHAIOB IIyTEM YCTAHOBKH Ha YTIIOBOH
HaKOHEYHMK SHAOMOTOpA U BBIIIOJHEHUS OJBEMHBIX U BEPTHUKAJIbHBIX BO3BPATHO-IIOCTYIATEIbHBIX
IBUKEeHUH. VIMEIOT Takoil e nu3aiih, kKak ¢aiiel cToMaTonorndeckue saoqouTuaeckue Super Files,
HO OTJIMYAIOTCS LIBETOM padoyeil yacTu, KoTopas 1nocje TepMOaKTUBALIMOHHOM 00paboTku Oblita
M3MEHEeHa Ha 30JI0TOU IIBET U NMpUOoOpena rHOKOCTh, YTOOBI OJHOBPEMEHHO 00ECIIeYNBaeT U
3¢ pekTUBHOCTD, 1 0€30MaCHOCTb.
@aitel npomnta 00paboTKy Mo TexHoioruu Heat Activation, 6marogapst ueMy o0magaioT
COOTBETCTBYIOIIUMH CBOMCTBaMU. IHCTPYMEHTBI C HEOIHOPOJHON KOHYCHOCTBIO (KOHYC Oonee 1%), uro
COOTBETCTBYET KiaccupuKkanuoHHOMy TuIy 4 B cootBercTBrH ¢ SO 3630-1:2019.

He crepunpHBIL.

2. CTpyKTypa n MaTepuaJIbl:
Daiinpl ctomaronorudeckue sua00HTHYecKue D-Super Files cocTosT U3 XBOCTOBHKA, pabovel 4acTH U
CTOIITEPOB.
HNHCTpYyMEHTBI ¢ HEOTHOPOIHON KOHYCHOCTHIO, MEIOIIUE TaKKe KOHYCHOCTh Ooee 2% Ha
OTIpE/ICTICHHBIX Y4acTKax paboueii yacTu.
OCHOBHBIE MaTEPHAITBI:

1) Pabouas yactb: Hukeab-TUTaHOBBIH CIIIaB
2) XBocroBuk: Jlaryns C3604
3) Cronmepsl: becueTtnas noaynpospaunas pesuna (CAN19-259705.001)

1| T

Pabouasn yacTb

Cronnep XBOCTOBWK

3. UcnoJsib30Banue:

<IIpenynpexaeHus>

3.1. K ucnoab30BaHHIO 51691 (S 05051 A0IyCKarTCA TOJIBKO KBaHI/I(i)I/II_II/IpOBaHHLIe CTOMATOJIOI'H.
3.2 O0s3aTeBLHO CTepHJ’IHSyﬁTC HU3ACIIUA IEPECA KaKAbIM UCITOJIb30BAHUEM.
33 I/ICHOJ'IBSYI\/'ITG HU3ACIUs TOJIBKO JJIs1 OKa3aHUs CTOMATOJIOTHYCCKUX YCIYT U

COOTBCTCTBYIOIINX MEAUIIUHCKUX NPOUEAYP., T.€. TOJBKO IO HA3HAYCHUIO.
<IIporuBOMOKA3AHUA>

He HCHOJ’ILSyﬁTe HU3ACIUA AT JICYCHUS TAallUCHTOB, Y KOTOPBIX Ha6J'I}O,Z[aeTCSI CeHCI/I6I/IJ'II/I3a]_II/I}I u
AJUICPIrUYCCKUEC pCaKIUu.

4. IloBTOpHasi 00padoTKa:

CToMaTOJIOTHYSCKHUE HUHCTPYMCHTBI JJI1 KOPHEBBIX KaHAJIOB IIPEIHA3HAYCHBI IJI1 OJJHOPAa30BOT'O
HCIIOJIb30BaHWA U IIOBTOPHOMY HMCIIOJIb30BAHUIO HE OAJICKAT.

Yuciio cTepuan3anmii He T0/KHO MPEBbIIATH IIECTH Pa3.

o Crp.3u39
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5. XapakTepucTHKH U cI0CO0 MPUMEHEHUS:

5.1 Xapakrepuctuku (ainoB cromaronornyeckux sHaogoHTHYecknx D-Super Files npuBeaeHs
B Tabimie Hwke (Ha ocHoBaHuM [SO 3630-1 1 ISO3630-5):

Juanna padoueii HaMer

Paswep qact (MM) HaKOfl[e‘{Hl/lKEIl) (Mm) Konyer, (%) - Ilper koabua
SX 19 MM 0.19 3.5-19 OpaHxeBbIit
S1 0.17 2-11 DHoIeTOBBIN
S2 0.20 4-115 benbrii
F1 21 mMm 0.20 7 Kentorit
F2 25 MM 0.25 8 Kpacusrit
F3 31 MM 0.30 9 Cunnit
F4 0.40 6 UepHblit
F5 0.50 5 Kenterit

5.2 Tlepen ucnons3oBaHueM (ailyioB CTOMaTOJIOTHYECKUX dHA0A0HTHYecKuX D-Super Files,
ITOJTOTOBETE KOPHEBOH KaHAI K ITOCIIECIYIOMINM MaHHUITYJLIINSM C IPIMEHEHHUEM
kaHnanopacmmpureneit K-Files py4nbix, pazmepom ot #08 1o #015, uToOBI yTh KaHaa ObLI
COOTBETCTBYIICH IIHPHHBL

5.3 Jlns pacimupeHus KaHana UCHoib3yiite gainsl pasmepa SX.

5.4 Vcnons3yiiTe KaHATIOpaCIIMPUTENH U3 Hepkaseromen ctanm K-files pyunsie pasmepom #10
#15 ms npobupoBaHus paboueit IUTHHBL.

5.5 [na uameHeHnus GopMbl UCTIONB3YITE MHCTPYMEHTHI pazmepom S1, S2 .

5.6 Ing ¢punansHON 006paboTky nenonbiyiite nacTpyMenTs F1, F2 wmm F3, F4, F5 (o
HEOOXO0JIUMOCTH). )
5.7 Pexomenayemasi ckopocTh BpamieHusi: 150-350 06/vun. KpyTsiuuii moment: 2.0- 2.5 Afcg.
5.8 ®Daiinel cTroMaTonoruyeckue sHaoRoHTHYeckne D-Super Files cOOTBETCTBYIOT yCIOBHSIM
ucnbITaHus pou3BoauTenbHOCTH [SO 3630. IIpoyHOCTh MPOIYKIIMY HAa CKPYYHBAHUE M U3THO
MPEBBIIIAIOT YKa3aHHOE 3HAYCHUE CTAHAAPTA.

6. MepbI pe10CTOPOKHOCTH:

6.1 UToOBI MpeoTBPATUTh 3apaXKEHUE, OUUCTHTE U MTPOCTEPUIU3YHTE M3AeHst (CM. IYHKT 7) U
yOenuTech, epe1 UCIOIb30BAaHHEM U3CIHsI HAXOSTCS B CTEPHIBLHOM BHUJIE.

6.2 Beibepurte HanboJiee MOIXOASIIee U3IeNNe ISl KAKAO0TO cliydas U CIeAyHTe 00IeMy MeTo Iy
OCYIIECTBIICHHS TIPOLIETYPHI.

6.3 Ilepen ucnonp30BaHneM yOeIUTECh, UTO U3AETHS HE UMEIOT Ae(opManuii, apanyH U TPEIHH.
6.4 Ecnu royoBKa U3/IeNus TOHKAsI, [UIMHHAS KM OOJIBIIAs, BO3PACTACT BEPOSATHOCTD €€ OJIOMKH UITU
nepexpyuuBanus. [1o aToi mprunne m30eraiiTe NCIOIR30BaHMS YpEe3MEPHBIX YTJIOB HAKIIOHA U
YpPE3MEPHOTO JABIICHUS.

6.5 Ucnonp3yiite koddepaam wim HHbIE TPUCTIOCOOTICHNS, YTOOBI H30ekKaTh CITyIalHOTO TaJIeHHs U
MpOrjaThIBaHUs HHCTPYMEHTOB.

6.6 He ncrionp3yiiTe n3menus I KaKUX-JIMOO LENeH, KpoMe TIepEeYHCIICHHBIX BBIIIE.

6.7 Nznenus npenHa3HaueHbl TOJIBKO AJISI UCIIOIB30BAaHUS CTOMATOJIOTaMHU.

6.8 I[pun yTIIH3aiK ¢ U3ICTHSIMH CIeAyeT 00paIaThes Kak ¢ MEIUINHCKIMU OTXOAaMH.

6.9 YTunusupyiTe u3genus, ey OHU IOBPEKAECHBI WIK 3arPsA3HEHBIL.

6.10 [ocxe ucmonp30BaHMS IPOMOUTE METUIIMHCKIM YUCTSIINM CPEICTBOM U IIETKOMH, 3aT€M CMOITE
3arpsi3HEHNS, HAPUMeED, PHIIHIIIINE KUIKOCTH U (pparMeHTHl TKaHeH.

6.11 YcranapnuBanTe U3€IMs HA TIOACTABKY IIPH OYMCTKE YIBTPA3BYKOBBIM OUHUCTUTEIEM, YTOOBI
n30eXKaTh MOBPEKICHUS paboyveii YacTH.

6.12 Hcnonb3yiiTe ¢ 0c000i OCTOPOKHOCTHEO, YTOOBI HE IOPAHUTHCSI OCTPHIMU KPOMKAMH.

6.13 znenust MOXKET IMOIBEPTHYTHCS KOPPO3UH P [UTUTEITFHOM HaXOXICHUN B KOHTAKTE C
runoxyioputoM Hatpusi, DJATA 1 HHEIMU TOJOOHBIMU BELIECTBAMHU.

7. Ouncrka u ae3nHPpexuus (Ha ocaopanum ISO 17664: 2017)

7.1 O01mme peKkoMeHIAUN:

7.1.1 Hcrnonp3ylTe YUCTSILKE CPEACTBA, NMOAXOMAIIUE I OYMCTKU XUPYPrUUECKUX UHCTPYMEHTOB,
MEJIUIIMHCKON PE3WHbl M IUIACTUKA, MEAMLIUHCKUX H3JENHi, HarpuMep, MyJIbTH()EpMEHTHbIE
ourctureny. [lpn HCHONB30BaHMM CTPOro CcOONMIOJAalTe PEKOMEHAAIMU IPOU3BOIMTEIS
KacaTeJIbHO KOHIEHTpaluu, TEMIIEPATYPHI, BPEMCHHA }leﬁCTBHH u Cpoka T'OJHOCTH
HCIOJB3yeMoro pactBopa. He ucnomnb3yiite pactBop nepekucu Bogopoaa (H,O,).

- Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe U3/AEIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder Heobxonumoit konnenTpanun) (1:128) ¢ ounmaronmMu cBOHCTBaMu, Ipy
HEOOXOAMMOCTH 3aMOYUTE HE MeHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHN3UPOBAaHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPHAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIIE-Ae3NHHINPYIONIEM YCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ 1OMOUIbIO YCTPOiicTBA UIAA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEIHS HA TOJACTABKY HJIM B KOHTEWHEp (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MEHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Buumanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna mHCTpYMEHTHI IIOMEIIEHB! B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlK PacTBOpa,
IpPe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPAMEHEHHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U IIPOBEpsiiTe
KPUTEPHUH MOJIOKUTEIIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KX I0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBINIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHMUS K KAUeCTBAM BObI, YKa3aHHBIC
npousBoautesieM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEXITy COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MpOMBIBaHKE (HE MEHee | MUHYTBI) 10T IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCMOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE MPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMS CIE€NYET TUIATEIbHO BHICYLINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEeKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM HU3ICIIHS.

1) TI'psA3HbIe U3ENNSA OYUCTUTE CLIE Pas.
2) He nucnosp3ylTe CTOMIEPHI IOBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIoNne Kakue-mu0o e eKThl.
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MeXTy COO0MH, yrnakyiiTe B CTepIIN3aLUOHHBIEC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKEeTOB. EciaM HCIonb3yeTcs TePMOCBAPIIHK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzaums:

7.2.8.1 Jlns uznenuii pekoOMeHAyeTCs CTepUIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TE4YEeHUE 4 MUHYT, C LIEJIbI0 J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BAHbI COTJIACHO YKa3aHUSM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIN3ATOPOB.

7.2.8.4 Ucnionb3yliTe TOIBKO MapOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonpmne crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAypY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOH B TeueHue 20 MuH.

7.2.8.6 Cobumonaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3 heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YHaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
MapaMeTpPOB IUKJIA STAJIOHHBIM MapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TanoB mporiecca, yauThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOIUTENIEM YIIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bornee KOpOTKHE UKIIBI CTEPUIIM3ALUU B COOTBETCTBUU C MECTHBIMH IIPaBHIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITC nU3cius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT UICTOYHHUKOB BJIaru

U TIPSIMBIX COJTHEYHBIX JIy4el IPY KOMHATHOM TeMIepaType.

1) CrepunbHOCTh HE MOXET ObITh FapaHTUPOBAHA, €CIIH YIIAKOBKA OTKPBITA, OBPEXKICHA WIIH
HaMOKJIa.
2) IlpoBepbTe yNmakOBKY M CaMH MEAMLIMHCKUE U3JIENINs IIepe UX UCTIONb30BaHUEM

(1eTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XPaHEHUs).

8. TpancnoprupoBka:

8.1 Jl71st mpeoTBpaIICHUS TOBPEKACHHS U3/ICNUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO UCIOJIB30BAHUE CHEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnn ymakoBka Oblia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIIBHBIM U IIEpes

HCIIOJIBb30BaHUECM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEpUIN30BATh.
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9. Yci0BHS M CPOK XPaHEHUS

9.1 N30eraiiTe XpaHeHHs IPU BBICOKOW TeMIIepaType, BIAXKHOCTHU U 0] BO3IEHCTBHEM
MPSIMBIX COJHEYHBIX JIyuel. beperure ot Bnaru. Xpanure npu KOMHaTHOH TemMmeparype.

9.2 He noBpesxaaiiTe ynakoBOUHbIe MaTepHaIbl.

9.3 U3penue MOXXET OBITh M3MEHEHO WIH I0paboTaHO MPOU3BOAMUTENEM 0€3 MPEABAPUTEIHLHOTO
yBenomileHus. Peanuzanus u3nenuit npeaycMaTpuBaeTcs B MOPSAIKE OUepen: IOCTYIUBILEE
paHblllie peain3yeTcs B IPUOPUTETHOM HOPSIIKE.

9.4 He moaBepraiite BO3ACHCTBHIO OaKTEPUIIMIHON JIAMITBI BO U30€)KAHUE [TOBPEIKACHHSL.

9.5. Cpok xpaHeHUsI MHCTPYMEHTOB — 5 JIeT.

10. YTnaun3zanug:

I[J'I}I l'[paBPIJ'IBHOﬁ yYTUir3anuu BCeraa CO6J'IIO,Z[aﬁTe HAallMOHAJIbHBIC 3aKOHbI U PEKOMCHIAllUN.

11. YnakoBka:
11.1 MuHuManbpHas €JUHNALA YIIAKOBKH: 6 IIT.B ONKCTEpe U3 aJIOMHUHUEBOU (HOJIBIH.

11.2 ACCOPTUMEHT: OJTHO U3JIEIHE KaXK/IOTO pa3Mepa B OJJHOU yITaKOBKE.

12. CI/IMBOJILI, HUCIIOJIB3YEMbIC HA MAPDKHPOBKE

CumBoa 3HavyeHue
M D MenuuuHCKOE U3aeIue
For Dental T
Use Only OJIBKO JUTSl CTOMATOJIOTHH

@ 3anper Ha MOBTOPHOE NPUMEHEHHE
Martepuan paboue 4acTH:
Huxkenb-TuTaHoBBIH cri1aB

oy oppnny o3 PexomeHngyemast CKOpoCTh BpalieHUs

Pexomengyemoe 3HaueHUE
XXX mNm KPYTALLICTO MOMCHTa

LOT Kon maptun
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He crepunbHo

REF Howmep no karasnory

g Wcnonb3oBats 10

EE OO0paTuTech K HHCTPYKIUH 10 IPUMEHEHHIO

Y10JIHOMOYEHHBIN IIPECTaBUTEIND B

EC |[REP

EBponeiickom CoobmiecTBe

“ 3rorosurein

132°C
5_ S_ S,. Ipenen TeMmeparyphbl CTEPUIN3ALIN
a0 I:l AccopTumeHT
@ 6 eTUHUI] B YIIAKOBKE
<IlpousBoaurtesb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 15¢ road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnoJHOMOYEeHHBIH npeacraBuTeb B EBponeiickom Coob0mecTBe>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mipnanaua, BenukobputaHua

% Bcerma mepxute 3TOT JOKYMEHT T0J pyKol. B ciydae yrepu oOpaTtuTech 3a KOIHeH B OTIEI
CTOMATOJIOI'MU IIPOU3BOJUTEISL.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMK M MaTepUaIbl MOTYT OBITH H3MEHEHHI 03
MIPEIBAPUTEIFHOTO YBEIOMIICHHS B CBSI3H C TPEOOBAHUSIMI.

% ConeprkaHHe JaHHOM MHCTPYKIMH 110 IPUMEHEHHIO MOKET OBITH U3MEHEHO 0e3
IIPEJBApUTEIILHOTO YBEIOMIIEHHUS.
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Instructions for use
Of
Gate Drills

Doc. No.: DJYL-IFU-B021
Version: Al
Effective: 2022-10-15

Before using the products, please see the instruction manual as indicated below.

=

e et



SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

Revision History
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2 Al Add signs and suggestions 2022-10-15
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1. Brief of the product

The Gate Drills is an enlarger power-operated endodontic instrument used for improving access to the
root canal by enlarging its coronal opening. It is used by connecting to active device (Allowable engine
speed: MAX 800min-t) and rotates to enlarge root canal orifice.

It is shape instrument, which is type 5 classification base on ISO 3630-1:20109.

It is non sterile instruments.

2.  Product Structure and materials

The Gate Drills is dental drill is integrated with shank, which is no assembly required. There is safety
guide to preventing ledges or perforations, it is designed to be broken at very near to shank.
It is Enlarger Type G base on ISO 3630-2.
The main Materials:
1) Operative part: Stainless steel Notch for size identification
2) Shank: Stainless steel

N\

Operative

Shank

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Gate Drills as the below table (based on 1SO 3630-1 & 1SO 3630-2):
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Size Working Length Tip Diameter Ring marking
(mm) (mm)

1# 0.50 I

2# 0.70 I

3# 28mm 0.90 Il

44 32mm 1.10 il

5# 1.30 il

6# 1.50 1l

5.2 The dentists can choose to use different size according to the size of the root canal.

5.3 Allowable engine speed: MAX 800min-t

5.4 Use the active device which can hold the shank precisely: Diameter of Contra Angle shank: 2.35mm
and the active device which could control all allowable engine speed.

5.5 This DENCO Gate Drills is under the provisions of 1ISO 3630 performance test, products’ durability
for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
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instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
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EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
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around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.
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9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

Medical device

MD

For Dental For Dental Use Only
Use Only

@ Do not reuse
@ Material of the Operative part: Stainless Steel

Recommended rotation speed

XXXXXX = XXXXXX min

@ Tip diameter

Batch code

LOT

| Non-Sterile

Catalogue Number

REF

g Expired Date
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Eﬂ Consult instructions for use
i |

Authorized representative in the European
EC |[REP .
Community
I Manufacturer
132°C Can be sterilized at the specified temperature
59§

Assortment
o0[]

@ 6pcs/pack

<Legal manufacturer>

“ Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>
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WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTPYKIHUA 110 IPUMEHEHHU IO
JApuab00opsl AJI pacuiMpeHust
ycrba KaHaja Gates Drills

Ne Jlokymenra : DJYL-IFU-B021
Bepcus: Al
Jara: 15.10.2022

ﬁ] Heped UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no npUMeHenuIo.
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1. Kpartko 06 uzneauu:
Jpuns6ops! 11st pacmmpeHus yeTbs kanana Gates Drills - sHIOIOHTHYECKHE HHCTPYMEHTEI,
UCIIONIb3yEMBIE JUIsl YIyUIIEeHHs JOCTYIa K KOPHEBOMY KaHAIy 3a CUET yBEIHMUECHUSI KOPOHKOBOIO
OTBEPCTHA. RCNOJIB3YS TS MOCPEICTBOM MOJKIIOYEHHSI K MAIIMHHOMY HAKOHEYHUKY
(momyctumast uacrora spamenus : MAKC. 800 mun!).
OTHOCATCS K KIACCH(PUKAIIMOHHOMY THITy 1 B cooTBeTCTBHH cO ctaHmapTom [SO 3630-1:2019.

He crepunpHsI.

2. CTpyKTypa M MaTepuaJbl:
Jpuib0ops! uis paciiupenus ycrhs kanana Gates Drills BKIIIOYalOT HEChbeMHBIN XBOCTOBHK, COOpKa HE
Tpedyercs. ViMeeTcst HanpaBIsoIas JAJIst IPEeJOTBPALICHHS MTOSBICHHS BHICTYIIOB U ephoparuii.
W3penust pazpaboTaHbl TaK, YTOOBI [IPH JOMYLICHUH TT0JIb30BATENIEM ITOJIOMKH HAJIOM MPOU30LIEI
0JIN3KO K XBOCTOBUKY.
Ha ocHoBanuu 1SO 3630-2 otHOCsTCS K pactmpurensM tumna G.
OCHOBHBIE MaTEPHUATIBI:

1)Pabouas yacth: HepskaBeromas craib.

2)XBocToBUK: Heprkaperoiiast cTalb.
Bopo3abl ana onpegeneHva pasmepa

N\

Pabouasa yacTb

XBOCTOBUMK

3. Ucnosib30Banme:

<IIpeaynpexaeHus>

3.1. K ucnomab30BaHMIO 71631 (S0 JAO0IIYCKArTCA TOJIBKO KBaJ'II/I(bI/ILII/IpOBaHHLIe CTOMATOJIOTH.
3.2 O06s3aTENBHO CTepI/IHI/ISYﬁTe HU3ACIUA IEpEea KaXKAbIM NCITOJIb30BAHUECM.
33 HCHOJ’H:BYﬁTe HU3ACJIMs TOJIBKO JISI OKa3aHUA CTOMATOJIOTHYCCKUX yCIIYT U

COOTBCTCTBYIOIINX MCAUTTMHCKUX MTPOUCAYP., T.C. TOJIBKO 10 HA3HAUYCHHUIO.
<IIpoTuBONOKA3aAHMA>

He HCHOJ’IL3yﬁT€ nu3aCuA QJis JICYCHUA IMaUCHTOB, Y KOTOPBIX H&6n}0/:[aeTc5[ CGHCI/I6I/IJ'II/I38.HI/I}I n
AJUICPIrUICCKUC pCaKInu.

4. IloBTOopHas oOpadoTKAa:
CToMaToJIOTHIeCKue HWHCTPYMCHTBI JIJI1 KOPHEBBIX KaHAJIOB IIPECAHA3HAYCHBI JI1 OTHOPA30BOT'o

HCIIOJIb30BaHMs U OBTOPHOMY UCIIOJB30BAHUIO HE MOAJICKAT.

Koau4yecTBo crepuiim3anmii He 10JKHO MPEBBIMIATH 6 pa3.

5. XapaxkTepucTHKHU M CIOCO0 MPUMEHEHMSI:

5.1 dpnib00poB Aiis paciidpeHus ycThs kanaia Gates Drills mpuBeneHs! B TabmuIe HUKE (Ha

ocroBanuu ISO 3630-1 u ISO 3630-2):
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Pasmep Juna padoue Junamerp Koublesas oTyerKa
4acTu (MM) HAKOHEYHHKa (MM)
1# 0.50 I
2# 0.70 1l
3# 28 Mmm 0.90 11
4# 32 Mm 1.10 il
S# 1.30 1l
6# 1.50 1

5.2 Pa3mep nCmosib3yeMoro HHCTPYMEHTA CIIeAyeT HOA0MpaTh B 3aBUCUMOCTH OT pa3Mepa KaHaa.
5.3 lonycTumasi CKopocTh Bpauienusi: Make. 800 mun!,

5.4 Vicionp3yiiTe yCcTPOMCTBO, KOTOPOE MOKET TOYHO yIEPKUBATh XBOCTOBHUK: TMAMETP XBOCTOBUKA
YTJIIOBOTO HaKOHEUHHKA: 2,35 MM. HakoHeUHMK HOIKEH KOHTPOIMPOBATH JIOITYCTHMBIE OOOPOTHI.
5.5 dpunb0opsl aiist pacimpenus ycTbs kanana Gates Drills mpoxoaart ucnbITaHus Ha
MIPOM3BOANTENHHOCTE 1O cTaHAapTy ISO 3630. IIpodHOCTs NPOAYKIIMY HAa CKPYYHBAHUE U H3THO

MPEBBIIIACT YKAa3aHHOC 3HAYCHUC HAIIETO CTaHaapTa.

6. MepbI MpPe10CTOPOKHOCTH:

6.1 UToObI MpeoTBPATUTh 3apaXKEHUE, OUUCTHTE U MIPOCTEPUIIN3YITE U3AeHst (CM. IYHKT 7) U
yOeauTecs, nepe;] HCIoIb30BaHUEM H3/ICTIHSI HAXOAATCS B CTEPUIBLHOM BHJIE.

6.2 Bribepurte Hanbomee MOAXOAsIIee U3IeNne IS KaKIO0To ciydas U CleAyiTe o0eMy MeToy
OCYILIECTBIICHUS MIPOLIEAYPHL.

6.3 Ilepen ucnonp30BaHUEM YOEIUTECh, UTO U3/IENNS HE UMEIOT AeOpMalnid, apaluH U TPEIIHH.
6.4 Ecnu rosioBKa u3/ieus TOHKAA, AJMHHAS K OOJIbIIas, BO3PACTaeT BEPOATHOCTh €€ MOJIOMKH WIIH
nepekpyuuBanud. [1o 3Toil mpuunHe n3zderaiiTe UCIONB30BaHMUS YPE3MEPHBIX YIJIOB HAKIIOHA U
YPE3MEPHOTO JIaBJICHUSI.

6.5 Ucnonp3yiite koddepaaM uim uHble TPUCTIOCOOTICHUS, YTOOBI N30€kKaTh CIIy4aifHOTO MaJeHHs U
[IPOTJIATHIBAHHSI HHCTPYMEHTOB.

6.6 He ncrionp3yiiTe n3memnus At KAKUX-JIMOO0 LENei, KpoMe TepEeYHCICHHBIX BBIIIE.

6.7 U3menus npenHa3Ha4eHBl TOIBKO AJIS UCTIOJIB30BAHUS CTOMATOIOTaMHU.

6.8 [pn yTHIH3aiK ¢ U3ICTHSIMH CIeIyeT 00paIaThes Kak ¢ MEIUIIMHCKIMHU OTXOAaMHU.

6.9 YTunusupyirte U3Ieus, €CIIM OHHM MOBPEKICHBI WIH 3arpSI3HCHEL.

6.10 [ocxe ucmoap30BaHUS IPOMOUTE METUIIMHCKAM YHUCTSIIINM CPEICTBOM U IIETKOM, 3aTeM CMOITE
3arpsi3HEHNs, HAIPAMED, MPHIHIIIINAE KUIKOCTH U (pparMeHTHl TKaHEH.

6.11 YcranaBnuBaiiTe n3nenus Ha MOJICTABKY MPH OYHCTKE YIHTPA3BYKOBEIM OYHCTHTEIIEM, YTOOBI
n30€XaTh MOBPEKACHHUS padoyeii yacTH.

6.12 Wcmonb3yiiTe ¢ 0c000i 0OCTOPOKHOCTHIO, YTOOBI HE TIOPAHUTHCSI OCTPHIMU KPOMKAMH.

6.13 M3nenust MOXKET IMOIBEPTHYTHCS KOPPO3UH P [UTUTEITFHOM HaXOXICHHN B KOHTAKTE C

runoxyiopuroM Hatpust, DJATA 1 HHBIMU TOTOOHBEIMHU BETIICCTBAMH.

7. Ouuncrka u ae3nHPexuus (Ha ocnopanum ISO 17664: 2017)

7.1 O0mme peKoMeHIAUN:

7.1.1  Hcnonp3yWTe 4HCTAIINE CPEICTBA, NOAXOMANIME UL OYUCTKU XUPYPrUUYECKUX HHCTPYMEHTOB,
MEIUIMHCKON PE3WHBI M IUIACTHKA, MEAWIUHCKUX W3JCIHH, HampuMep, MyIbTH()EpMEHTHbIE
ourcturenu. IIpn HCHONB30BaHMM CTPOrO COOMIOJAWTE PEKOMEHAAIMM IIPOU3BOJHUTEIS
KacaTelbHO KOHLEHTPALUK, TEMIIEpaTypbl, BPEMEHHM HEWCTBHA W CpPOKa TOJHOCTU
HCTOIB3yeMoro pacTBopa. He ucmomnp3yiite pactBop nepekucu sogopoaa (H,O,).

Crp.4m3 10
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee 1| MUHYTBI) IO IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AEHE HA MMOACTAaBKY WIHM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder Heobxonumoit konnenTpanun) (1:128) ¢ ounimaronmu cBOHCTBaMU, Py
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIEHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ IOMOUIbIO YCTPOicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEHS HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna uHCTpYMEHTHI TIOMEIIEHB! B HA0O0p [T OYHMCTKH, TIOACTaBKY WM KOHTECHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPUH MTOJIOKUTEIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 101 IPOTOYHOM BOIOM
(TeMmepaTypsl OKpYIKarolel cpebl).
1) Jlnst npoMBbIBaHUS HCIIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCs BBIMOJIHUTH IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMS CIE€AYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 MCUE3HOBEHHS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
MIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMOTpUTE N3NNI, OTIOKUTE HECOOTBETCTBYIONIHE TPEOOBAHUSIM HU3IEIIHSI.

1) TI'psA3HbIe U3ENNSA OYUCTUTE SLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI OBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.

o Crtp. 6 u3 10
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA IOJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MEX Ty COOO0M, yrnaKkyiiTe B CTepHIN3aLUOHHBIC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKEeTOB. EciaM HCIonb3yeTcs TePMOCBAPIIHK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamnzanmsi:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTEepUIIA3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BaHbI COTTIACHO YKa3aHUSM Ha MapKUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIIU3ATOPOB.

7.2.8.4 Ucnionp3yliTe TOIBKO MApOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonbmmne crepunuzatopsl), EN 285 (momHopa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POIEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOHN B TeueHue 20 MuH.

7.2.8.6 Cobumofaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3 heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YIaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
MapaMeTpPOB IUKJIA STAJIOHHBIM MapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TarnoB nporiecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOIUTENIEM YIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bornee KOpOTKHE UKIIBI CTEPUIIU3ALUN B COOTBETCTBUU C MECTHBIMH IIPaBHIIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIe3aKTUBAIHIO IPHOHOB.

7.2.9 XpaneHnue:

XpaHI/ITC nU3aCius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT KICTOYHHUKOB BJIaru

Y TIPSIMBIX COJTHEYHBIX JIy4eH IPY KOMHATHOM TeMIIepaType.

1) CrepubHOCTh HE MOXET ObITh FapaHTUPOBAHA, €CIIM YIIAKOBKA OTKPBITA, OBPEXKICHA WIIN
HaMOKJIa.
2) IlpoBepbTe yIakOBKY M CaMH MEAMLIMHCKUE U3JIENINs IIepel UX UCTIONb30BaHUEM

(1eTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XPaHEHU).

8. TpancnoprupoBka:

8.1 Jl1s1 mpeRoTBpaIICHUS TOBPEKACHHS U3/IENUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO HUCIIOJIB30BAHUE CIEIUATBHBIX CTOEK, JIOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBka Obliia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpes

HCIIOJIb30BAaHUECM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEPpUIN30BATh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 N30eraiiTe XpaHeHUs! IPU BEICOKOW TeMIIepaType, BIAXKHOCTU U MO BO3AEHCTBUEM IPSIMBIX
COJIHEUHBIX JIy4yell. beperure ot Bnaru. XpaHurte pu KOMHATHOW TEMIIEpaType.

9.2 He noBpesxaaiite ynakoBO4Hble MaTepHaIbl.

9.3 Uznenue Moxet ObITh LB B %S nin qopaborano mpousBoanTENEM 0€3 IPeaBaAPUTETLHOTO
yBepoMmIleHus. Peannzanus u3nenuii npeaycMaTpruBaeTcs B MOPSIKE OYepeIn: TOCTYTUBIIEE
paHbIIle peaTu3yeTcsi B MPHOPUTETHOM TOPSIKE.

9.4 He noaBepraiite Bo3AeiCTBUIO OAKTEPULIMIHOMN JIaMIIbI BO N30€KaHHe IOBPEKICHUS.

9.5. Cpok XpaHeHHs HHCTPYMEHTOB — 5 JIET.

10. Yruanzanusa:

I[JISI HpaBHHbHOﬁ yTUiar3anuu BCErja CO6JIIOI[afITe HAIlMOHAJIbHBIC 3aKOHbI U PEKOMECHAAIUN.

11. YnakoBka:

11.1 MuHuManbHas eIUHHLIA YIIAKOBKU: 6 IIT. B OJIMCTEpEN3 alllOMUHHUEBOM (posbr.

11.2 AccOpTUMEHT: OJTHO U3/IeTTUE KaXKIOTO pa3Mepa B OJTHOW YIIaKOBKE.

12. CumBOJIBI, HCIIOJIB3YEeMbI€ HA MAPKHUPOBKeE

CumBo.a 3HauyeHue
M D MenunuHckoe u3nenme
For Dental
Use Only ToabKO IS CTOMATOIOTHH

3anpeT Ha IMOBTOPHOC NNPUMEHECHUEC

@ Martepuan paboue 4acTH:

HEpXKaBCrolas CTajib

XXXXXX = XXXXXX min PeKOMCH}lOBaHHaH CKOpPOCTH BpalllCHUA

@ JlnameTp HaKOHEUHMKA

LOT Ko maprum

He crepunbhro

REF Howmep no xaranory

g Hcnons3oBarts 10
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| i I OO6paruTtech K MHCTPYKIIUHU 110 TPUMEHEHHIO

Y10IHOMOYEHHBIH IPEJCTaBUTEIDL B
EC |REP

Esporneiickom CoobmiecTse

UsroroBurein

[Ipenen Temneparypsl CTEpUIIN3ALIUI

AccopTumMeHT

6 eMHUI] B YIIAKOBKE

<IIpousBoaurteyn>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8§, 15 road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno/iIHOMO4YeHHBI npeacrasurteb B EBponeiickom Coodmecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeBepHan Mpnangua, BenukobputaHua
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% Bcerna nep)kute 3TOT JOKYMEHT o pykol. B ciyyae yrepu oOpatutech 3a KOnuel B OTAET
CTOMATOJIOI'MU IPOU3BOJUTEIS.

% TexHHYecKue XapaKTEPUCTUKH, KOHCTPYKIIMU H MaTepUAITBl MOTYT OBITh H3MEHEHHI 03
MPeIBapUTENLHOIO YBEJOMJICHHUS B CBSI3U C TPEOOBAHUSIMH.

% ConepskaHue JaHHOM HHCTPYKIIMH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

IIPECaABAPUTCIBHOIO YBECAOMJIICHUA.
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Dﬂ Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The Nickel Titanium Hand Use H-Files is a Hand Use Root Canal Instruments use for enlarging root
canal by the movements of lifting and vertical reciprocation.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Nickel Titanium Hand Use H-Files is composed of handle and operative part.
The cross section of H Files is round.
The main Materials:
1) Operative part: Nickel Titanium
2) Handle: White plastic grains (CAN20-037986.002)
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

e

Operative part \ Handle

Stoppers

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>
Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Nickel Titanium Hand Use H-Files as the below table (based on ISO

3630-1):
. Working Length Tip Diameter Color of
Size (mm) (mm) Taper handle
006 21mm(white stopper) 0.06 2% Pink
Page 3 0of 9
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008 L25mm(yellow 0.08 Grey
010 stopper) 0.10 Purple
015 L28(red stopper) 0.15 White
020 L31(black stopper) 0.20 Yellow
025 0.25 Red
030 0.30 Blue
035 0.35 Green
040 0.40 Black
045 0.45 White
050 0.50 Yellow
055 0.55 Red
060 0.60 Blue
070 0.70 Green
080 0.80 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.

5.3 This DENCO Nickel Titanium Hand Use H-Files is under the provisions of ISO 3630 performance

test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When

Peructpanua MU B PocagpaeHanzope Page 40f9
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using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
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EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, Ao >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 RINsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.
1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.
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2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3) Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4) Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to 1SO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29 Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.
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9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
For Dental

A Use Only For Dental Use Only

Do not reuse

Material of the operative part: Nickel Titanium

Batch code

Identification symbols of H Files

Non-Sterile

Catalogue Number

@ B> O e ®

Expired Date
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SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

[::i] Consult instructions for use
Authorized representative in the European
EC |REP .
Community
I Manufacturer
132°C Can be sterilized at the specified temperature
§9%
Assortment
oo[d

@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTpYKIUS 110 IPUMEHEHHUIO
Kanajopacmupurean
N3 HUKeJb-THTAHOBOIO ciyiaBa H-Files

pPYYHBbIE
Ne loxymenTa : DJYL-IFU-B006
Bepcus: Al
Jara: 15.10.2022

m Hepeo UCNOJ1b306AHUEM O3HAKOMbMmMECDH C uHcmpyKuueﬁ no nNpUMEHEeHUIo.
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Hcropus perakrupoBaHus

Ne Pen. Omnucanue Jlara
1 A0 [TepBoHavanbHAS TyOIUKAIHS 27.05.2020
2 Al JlobaBiieHHEe CUMBOJIOB, TOMOIHEHHS | 15.10.2020




SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kuraii

1. Kparko 00 uznenun:
KananopacmmpuTenu U3 HuKenb-TuTaHoBoro ciasa H-Files py4unsie - 370 3HAOROHTHUECKHE
MHCTPYMEHTBI, UCIIOJIb3YEMBIE ISl pACIIMPEHUS KOPHEBBIX KaHAJI0B BEPTUKAIBbHBIMH BO3BPATHO-
MOCTYHATENIbHBIMU JABUKEHHUSIMU.
CraHgapTHBIE HHCTPYMEHTBI C KOHYCHOCTBIO 2%, UTO COOTBETCTBYET KIIACCU(PHUKAMOHHOMY TUIly 1 B
cootBeTcTBUU co ctanaaptom SO 3630-1:2019.

He crepunpHBIL.

2. CrtpykKTypa M MaTepHAaJIbL:

Kananopacumpurenu u3 HUKelb-TUTaHOBOTO ciutaBa H-Files cocTosT u3 pykosiTku U paboveid 4acTH.
[TomepeyHoe ceyeHne KBaApaTHOE.
OcHOBHBIE MaTepHabI:

1) PaGouas yacth: Hukenb-TUTaHOBBIH CILIaB

2) Pykositka: bensiii rpanynupoBannsii miactuk (CAN20-037986.002)

3) Cronmepsi:beciBeTHas nomynpospaydnas pesuaa (CAN19-259705.001)

Pabouas gacth \ Pyxosrka

Cronmep

3. Ucnosb30Banue:

<IIpeaynpexaeHuss>

3.1. K ucnonp30BaHuIO U3JIeUI AOITYCKArTCs TOJIBKO KBaJ'II/I(i)I/ILII/IpOBaHHI)IC CTOMATOJIOT'H.
3.2 O6s3aTETBLHO CTepPIJ'IPByfITC n3aciaus nepea KaXXabIM UCITOJIb3OBAHUEM.
33 HCHOJ’ILSyﬁTe HU3ACIIUA TOJIBKO OJI OKa3aHWs CTOMATOJIOTHYCCKUX YCIYT U

COOTBCTCTBYIOIINX MECAUITUHCKUX MTPOLUEAYP., T.C. TOJBKO 10 HA3HAYCHUIO.
<IIpoTuBomoxkaszaHus>

He HCHOHLSyﬁTe n3acvs 4jisd JICUCHHU A MMallUCHTOB, Y KOTOPBIX Ha6moz[aeTc;1 CeHCI/I6I/IHI/I33LII/I$I u
AJTICPrUICCKUC pCaKIUU.

4. IloBTOopHas o0padoTka (Ha ocHoBanum ISO 17664: 2017):

CTOoMaTOJOTHICCKUE HWHCTPYMCHTEI JI1 KOPHEBBIX KaHAJIOB IMMPECAHA3HAYCHBI JI1 OAHOPAa30BOTo
HCIIOJIB30BAHMA U IIOBTOPHOMY HCITOJIB30BAHHIO HE IMOMJICKAT.

YucJ10 cTepuian3anuii He J0JKHO NPEBBIIIATH IECTH pas.

5. XapakTepuCcTHKHU M CIOCO0 MPUMEHEHMSI:

5.1 Xapakrepuctuku Kananopacmmpureseii u3 HuKkelb-TuTaHOBOro ciutaBa H-Files pyunbix
npuBe/ICHBI B Tabnuie Hike (Ha ocHoBaHuu 1SO 3630-1):

Crp.3u39
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Jnuna padoueit Jduamertp BeT
Pasmep qacTu (Mm) HAKOHEYHHKa (MM) Komyenocrs pygoslnm
006 0.06 Po3oBrIii
008 0.08 Cepsrit
010 0.10 duoneroBsiit
015 0.15 benprit
020 21 MM (Oenbrii 0.20 YKeTeri
025 cromep) 0.25 KpacHsrii
030 25 MM (OKenThIN 030 Cunmit
035 crommep) 0.35 2% 3enenblit
040 28 MM (KpacHbIH 0.40 UepHblit
045 crorriep) 0.45 Benprit
050 31 mMm("epHBIT 0.50 Kentoiit
055 crornep) 0.55 KpacHpiid
060 0.60 Cunnii
070 0.70 3eneHbIi
080 0.80 YepHsrii

5.2 [IpaBunpHO noAadepuTe pa3Mep HHCTPYMEHTOB U cielyiTe 001eMy METOAY OCYLIECTBICHHUS
IPOLEAYPHL

5.3 Kananopacmupurean U3 HUKeJb-TUTaHOBOTO ciutaBa H-Files pyuHbie cOOTBETCTBYIOT YCIIOBHSIM
ucnbiTanusa npousBoautensHocT [SO 3630. IIpoyHOCTh NPOAYKLUKU HA CKPYYHBAHUE U U3THO

OPEBLIIIACT YKa3aHHOC 3HAYCHUC CTaHAapTa.
6. MepbI Npe10CTOPOKHOCTH:

6.1 UToOBI MpeIoTBPATUTh 3apaXKEHUE, OUUCTHTE U MIPOCTEPUITU3YITE U3AETHsI (CM. IYHKT 7) U
y0OenuTecs, mepe1 NCIoIb30BaHUEM H3EIHsI HaXOSITCS B CTCPHIILHOM BHJIE.

6.2 Beibepure Hanboee NOAXOISIICE H3ASIUE U KOKAOTo CIIydast U cIeayiTe o0meMy MeToLy
OCYIIECTBIICHUS TIPOLETYPHI.

6.3 Ilepen ucnoap30BaHNEM yOSIUTECH, UTO U3ACTHSI HE UMEIOT IeopMaInuii, aparnyuH U TPEIHH.
6.4 Ecnu TostoBKa U3/A€NHs TOHKAS, [UTHHHAS HIIH OOJIBINIAS, BO3PACTACT BEPOIATHOCTD €€ OJIOMKH HITH
nepexkpyuuBanus. [1o 3Toii npuyrHe n3deraiTe UCIOIb30BaHUS YPE3MEPHBIX YIVIOB HAKJIOHA U
YPE3MEPHOTrO AABICHUS.

6.5 Ucnomnp3yiite koddepaaM mim HHbIE TPUCTIOCOOTICHNUS, YTOOBI M30€kKaTh CITy4ailHOTO TaJIeHHs U
IIPOTrJIaTbIBaHUS HHCTPYMEHTOB.

6.6 He ucnonb3yiiTe nzaenus Uit KaKUX-ITu00 Lesel, KpoMe MepeyrcIeHHbIX BhILIE.

6.7 U3nenus npenHa3HaueHbl TOJIBKO JJI UCIIOJIb30BaHUsl CTOMATOJIOTaMH.

6.8 Ilpu yTHIM3aMy ¢ U3ISIHUAMH ClieAyeT 00pamarbes Kak ¢ MEJUIIMHCKAMH OTXOJIaMH.

6.9 YTunuzupyiTe uzenus, eciii OHU IOBPEKAECHbI WM 3arPA3HEHBI.

6.10 ITocne ucnonb30BaHUs MPOMONTE MEAUIIMHCKUM YHCTSILUM CPEICTBOM U ILETKOU, 3aTeM CMOMTE
3arps3HEHUs], HapuMep, MPUIUIIINE KUAKOCTH U (PparMeHThl TKaHEH.

6.11 YcranapnuBaiTe N3AeIMs Ha TOACTABKY IIPH OYMCTKE YIBTPa3BYKOBBIM OUNCTUTEIIEM, YTOOEI
n30€XaTh MOBPEKACHHS paboyeii yacTH.

6.12 Ucnonp3yiite ¢ 0c000# OCTOPOKHOCTHIO, YTOOBI HE TTOPAHUTHLCSI OCTPHIMU KPOMKaMH.

6.13 N3nenust MoKeT NOJABEPTrHYTHCSI KOPPO3UU MPU JUTUTETBHOM HAaXO0XKACHUH B KOHTAKTE C
runoxyiopuroM Hatpust, DJATA 1 HHEIMU TOTOOHBIMHU BETIICCTBAMH.

7. Ounctka u gesuHpexuns (Ha ocHopanuu ISO 17664: 2017)

7.1 O0mme peKkoMeHIAIUH:

7.1.1  Hcnonp3yWTe 4HCTAIINE CPEICTBA, NOAXOMANIME Ul OYUCTKU XUPYPTUUYECKUX HHCTPYMEHTOB,
MEIUIMHCKON PE3WHBI M IUIACTHKA, MEAWIUHCKUX W3JCIHH, HampuMep, MyIbTH()EpMEHTHbIE
ourcturenu. IIpn HCHONB30BaHMM CTPOrO COOMIOJAWTE PEKOMEHAAIMM IIPOU3BOJHUTEIS
KacaTelbHO KOHLEHTPALUK, TEMIIEpaTypbl, BPEMEHHM HEWCTBHA W CpPOKa TOJHOCTU
HCTOIB3yeMoro pacTBopa. He ucmomnp3yiite pactBop nepekucu sogopoaa (H,O,).

- Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AETIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOJIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.

Ctp.5u39

Peructpanua MU B PocagpaeHanzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kuraii

7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4eM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM YCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ NOMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPAIlMH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM IO IPIMEHEHHUIO YCTPOICTBA [UIs 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPHUH MOJIOKUTEIIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIITOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeIoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT MHTUOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpu Temneparype He Boiie 110°C.

2. W3penusd cnenyeT CyWIUTh 10 MCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
[IOJIOCTEM BHYTPU U3/EIHM.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIIHS.

1) TI'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He nucnosip3ylTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.

o Ctp.6u3 9
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTepI/IJ'II/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMICpaType.

1) CreprIbHOCTE HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAKOBKY U CAMH MEIUILIMHCKUE U3ENUS Mepel UX HCII0JIb30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.

o Ctp.7u39
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9. Ycii0BHSI M CPOK XPAHECHUSA:

9.1 UzberaiiTe XpaHeHHS MTPU BHICOKOW TEMITEpaType, BIAXKHOCTH | O] BO3JICHCTBHEM
IIPSAIMBIX COJHEUHBIX Jydeil. bepernte ot Biarn. XpaHute npyu KOMHaTHOM TeMIeparype.

9.2 He moBpex1aiiTe yIakoBOYHBIE MaTePHAITEI.

9.3 U3menue MOXXET OBITh M3MEHEHO WIH 10pabOTaHO MPOU3BOAMUTENIEM O€3 PEeABAPUTEIHLHOTO
yBeIOMIICHHSA. Peannzanus u3nenuit npeaycMaTpuBacTCcs B MOPSIKE OUepeIn: IIOCTYMUBIIEE
paHbllie peanu3yeTcs B IPUOPUTETHOM IOPSIKE.

9.4 He noasepraiite Bo3AeHCTBUIO OAKTEPULIMIHON JIaMIIbI BO U30€KaHUE TOBPEKACHHUS.

9.5. Cpok xpaHEeHHUsI MHCTPYMEHTOB — 5 JIeT.

10. YTnanzanusa:
I[J'ISI HpaBHJ’ILHOﬁ yTI/IJ'II/ISaIII/II/I BCeraa CO6J'HO)13]71TG HallMOHAJIbHBIC 3aKOHbI U peKOMeHI[aHI/II/I.

11. YnakoBka:

11.1 MunnManbsHas eUHAIA YTIAKOBKH: 6 IIT.B INTACTHKOBOI KOpoOKe.

11.2. AccopTUMEHT: OJTHO M3JIEJIHe KaXK]I0T0 pa3Mepa B OJHOU yIIaKOBKE.

12. CumBoJIBI, HCTIOJIB3YyeMbIe HA MAPKHPOBKeE

CumBo. 3HayeHue
M D MeauiHCcKoe U3AeIue
For Dental T
Use Only OJIBKO JIJII CTOMAaTOJIOTHU

3anper Ha NOBTOPHOE IPUMEHEHUE

Marepuan pabodeii yacTH:
HUKEJb-TUTAHOBBI CILTAB

Kox naprun

NnenTndukainoHHbIA CUMBOIT
kaHanopacimpureneid H-Files

He crepunsno

Howmep no kartanory

Hcnonws3oBath J10

@ B> O e ®
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[::i] O6paTuTech K HHCTPYKIMH MO TIPHMEHEHHIO

Y10JIHOMOYEHHBIH IPEJCTaBUTEIL B

EC |[REP

EBponeiickom CoobuiecTse

M Usrorosurens

132°C
%9 IIpenen Temneparypsl CTEpUIN3ALUY
AA_AL
O |:| D AccopTuMeHT
@ 6 eIMHUI] B yITaKOBKE
<IIpou3Boaurte/b>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Teu.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno/iHOMO4YeHHBI npeacrasure/b B EBponeiickom Coodiecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mpnangua, BenukobputaHua

% Bcerga nepxure 3TOT JOKYMEHT NoJ] pykoi. B ciydae yrepu oOpaTtuTech 3a KOmnuei B OTAeN
CTOMATOJIOTUU IIPOU3BOJUTEIIS.

% TexHUYecKHe XapaKTePUCTUKU, KOHCTPYKIIMH U MaTepUalbl MOTYT OBITh H3MEHEHBI 03
MIPEIBAPUTEIILHOTO YBEIOMJICHHS B CBSI3U C TPEOOBAHUSIMH.

% CopeprkaHue JaHHON MHCTPYKIMH MO0 IPUMEHEHHUI0 MOXET ObITh H3MEHEHO 0e3

Ope€aABApUTECIBHOIO YBEAOMIICHHUS.

- Crp.9u39
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Instructions for use
Of
Stainless Steel Hand Use H-Files

Doc. No.: DJYL-IFU-B005
Version: Al
Effective: 2022-10-15

=B

Before using the products, please see the instruction manual as indicated below.
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Revision History

Iltem | Rev description release date
1 A0 The first release 2020-05-27
2 Al Add signs and suggestions 2022-10-15
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1. Brief of the product

The Stainless Steel Hand Use H-Files is a Hand Use Root Canal Instruments use for enlarging root
canal by the movements of lifting and vertical reciprocation.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Stainless Steel Hand Use H-Files is composed of handle and operative part.
The cross section of H Files is round.
The main Materials:
1) Operative part: Stainless steel
2) Handle: White plastic grains (CAN20-037986.002)
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

e

Operative part \ Handle

Stoppers

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.
Repeated sterilization is not recommended

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use.

5. Specifications and Method of Use

5.1 The Specification of DENCO Stainless Steel Hand Use H-Files as the below table (based on ISO
3630-1):

Page 3 0of 9
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Size Working Length Tip Diameter Taper Color of
(mm) (mm) handle
006 0.06 Pink
008 0.08 Grey
010 0.10 Purple
015 0.15 White
020 0.20 Yellow
025 21mm(white stopper) 0.25 Red
030 L25mm(yellow 0.30 Blue
035 stopper) 0.35 2% Green
040 L28(red stopper) 0.40 Black
045 L31(black stopper) 0.45 White
050 0.50 Yellow
055 0.55 Red
060 0.60 Blue
070 0.70 Green
080 0.80 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.

5.3 This DENCO Stainless Steel Hand Use H-Files is under the provisions of ISO 3630 performance

test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

Pemcrpaw-"],\ﬂ,ﬂ B Pocappasnanzope Page 40f9
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711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

Pernctpamua MU & Poc3gparEapzope

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

Page 5 of 9
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7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.
1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

Page 6 of 9
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2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at

Page 7 of 9
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room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

M D Medical device
For Dental
A Use Only For Dental Use Only

@ Do not reuse
@ Material of the operative part

LOT Batch code

O Identification symbols of H Files
Non-Sterile

REF Catalogue Number

Page 8 of 9
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g Expired Date
[::ﬂ Consult instructions for use

Authorized representative in the European

EC |[REP .
Community
I Manufacturer
132°C Can be sterilized at the specified temperature
$99
Assortment
nof

@ 6pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCcTpyKIHUs 110 NPUMEHEHHUIO
Kanajgopacuiypure/u

u3 HepxkaBewuei craau H-Files
PYYHBbIE

Ne ToxymenTa : DJYL-IFU-B005
Bepcus: Al
Jara: 15.10.2022

m Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpyxuueﬁ no npuUmMeHenuIo.

Crp. 1139
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1. Kparko 00 uzgenun:
Kananopacimpurenu u3 Hepkasetomiei ctanu H-Files pydHbie - 3T0 93HI0IOHTHYECKHE
HWHCTPYMEHTBI, UCIIOIb3yEeMbIe JJIsl pACIIMPEHUSI KOPHEBBIX KaHAIOB BEPTUKAIBHBIMU BO3BPATHO-
MOCTYMATEIbHBIMA JIBHYKCHUSIMU.
CrannapTHbIe UHCTPYMEHTHI ¢ KOHYCHOCTBIO 2%, YTO COOTBETCTBYET KJIACCH(PHUKAIIMOHHOMY THITY 1 B
cootBercTBUM co ctanaaprom [SO 3630-1:2019.
He crepunbhbl.

2. CTpyKTypa nu MaTepHaJIbl:
Kananopacmupurenu u3 Hepkapetomieit ctanu H-Files pydHbie cOCTOAT U3 pyKOSATKH, CTOMIIEPa
paboueii yacTu.
[TonepeuHoe ceueHue Kpyrioe.
OCHOBHBIE MaTepHAIBbL
1) Pabouas gacts: HeprkaBeromias cTaib.

2) Pykositka: bensiii rpanyauposanusiii mactuk (CAN20-037986.002)
3) Cronmep: Becrpernas nomynpo3spaunas pesusa (CAN19-259705.001)

Pabouan yactb \ PykosTKa

Cronnep

3. UcnoJsib30Banue:

<IIpenynpexaeHus>

3.1. K ucmosis30BaHHIO U3JeTni A0IyCKarTCA TOJIBKO KBaJ'II/I(l)I/II_II/II)OBaHHLIe CTOMAaTOJIOI'.
3.2 O06s3aTeNBHO CTCpPIJ'IPByfITC HU3OCIIUA IEPCA KAXKABIM UCITOJIb30BAHUEM.
33 HCHOJ’[BSyﬁTe HU3ACIUsA TOJIBKO IJI1 OKa3aHUsl CTOMATOJIOTHYCCKUX YCIYT U

COOTBETCTBYIOIUX MEIUIIMHCKUX MPOLCAYP., T.€. TOJbKO 0 HA3HAYCHUIO.
<HpOTHBOHOKa3aHHﬂ>

He HCHOHLSyﬁTC HU3ACIUA OJI JICYCHUS TAalJUCHTOB, Y KOTOPBIX Ha6.]'IIOZ[aCTC$I CEHCHOMIU3AITU U
AJJICPrUICCKUEC pCaKIuu.

4. IloBTOpHasi 00padoTKa:
CromartoJiornuecKue HHCTPYMEHTBDI 1JIf1 KOPHEBLIX KaHAJIOB MPE€AHA3HAYECHDbI AJIs1 0THOPa30BOro
HCIIOJIBb30BAHMUSA U HE NMPECAHAZHAYCHBI AJI MOBTOPHOI'O HCIIOJIL30BaHUA.

5. XapakTepuCTHKM U CIIOCO0 MPUMEHEHUS:
5.1 XapakTepuCTUKH KaHaJopaclupuTeneil u3 Hepxkaperomei cranu H-Files pydHbIX npuBeeHbI B

Tabmuie Huwke (Ha ocHoBanuu 1SO 3630-1):

Crp.3u39
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Jnuna padoueit Jduamertp BeT
Pasmep gacTu (Mm) HAKOHEYHHKA (MM) Komyenocrs pygoslnm
006 0.06 Po3zoBbIi
008 0.08 Ceppirit
010 0.10 ®droeToBbIH
015 0.15 benrbrii
020 21 MM (66)1];1171 0.20 Kenroit
025 cromnmep) 0.25 KpacHbiii
030 25 MM (KenThIi 0.30 Cunuit
035 cronmep) 0.35 2% 3eneHbli
040 28 MM (kpacHbIii 0.40 YepHbiid
045 CTOIIIEp) 0.45 Benrit
050 31 MM (uepHBbIit 0.50 JKenterit
055 CTOIIIEp) 0.55 Kpachbrit
060 0.60 Cunuit
070 0.70 3eneHslii
080 0.80 YepHsIid

5.2 B 3aBHCHMOCTH OT IPEATNOIaraeMoro UCIoIb30BaHUs CTOMATOIOTH MOTYT BEIOpATh Haubosee
TIOIXOJISIIIIIH THIT U KQXKIOTO CITydas U CIeI0BaTh O0IIeMy METOMY.

5.3 Kananopacmpurenu u3 Hepxkasetoeil ctanu H-Files pyuHble COOTBETCTBYIOT YCIOBUSAM
ucnpiTanus npousBoguteabHocTH ISO 3630. [IpoyHOCTh MPOAYKIIMU Ha CKPYYHBAHUE U U3THO

MPEBLINACT YKa3aHHOC 3HAUCHUEC CTaHAapTa.

6. Mepbl Ipe10CTOPOKHOCTH:
6.1 YtoObI PeJOTBPATUTH 3apakeHUE, OUUCTHTE U MPOCTEPIIIU3YHTE H3AeHs (CM. IYHKT 7) U
yOenuTecsk, epe UCIIOIb30BaHUEM H3IEIHsI HAXOJSTCS B CTCPIIILHOM BHJIC.
6.2 Beibepure Hanbosee NoaXoAdIIee U3AeNne U KaXa0To ciaydas U clieayiite o0meMy MeToay
OCYIIECTBIICHUS TIPOLIETYPHI.
6.3 Ilepen ncnonb3oBaHNEeM yOEIUTECH, UTO U3AEINS HE IMEIOT JedopManuii, IapanuH 1 TPEIyH.
6.4 Eciiu ronioBka u3zenus TOHKas, JUIMHHAS UM 0O0JIbILasi, BO3PAcTaeT BEPOATHOCTh €€ IOJIOMKHU MU
nepekpyuusanus. [1o 3Toit npuunHe u3beraiite HCIONB30BaHUS YPE3MEPHBIX YITIOB HAKIIOHA U
YPE3MEPHOTO AABICHUS.
6.5 Ucnonp3yiite koddepnam uitm HHbIC IPUCTIOCOOIICHUS, YTOOBI H30€XKATh CITy4aifHOTO MajieHUs U
[IPOIJIaThIBaHUS HHCTPYMEHTOB.
6.6 He ucnonp3yiiTe u3aenus Ui KaKux-Iu00 1enei, KpoMe NepedrucIIeHHbIX BbIIIE.
6.7 U3nenus npeaHa3HaueHbl TOIbKO I UCIIOJIb30BaHUSI CTOMATOIOIAMU.
6.8 [pu yTrHM3anuy ¢ U3JENUAMU CIIelyeT 00panaThes Kak ¢ MEAMIIMHCKUME OTXOJaMH.
6.9 YTunusupyiite u3nenus, eciiv OHU MOBPEXKAECHbI WIH 3arPA3HEHBIL.
6.10 ITocne ucnonb30BaHUs MPOMONTE MEAULIMHCKUM YUCTSIIUM CPEACTBOM U IIETKOM, 3aTeM cMoiiTe
3arpsI3HEHUS, HallpUMep, IPUIHIIINE KUIKOCTH U (PparMeHThI TKaHEH.
6.11 YcrananuBaiiTe U3/A€NMs Ha TIOJCTABKY IIPH OYUCTKE YIBTPA3BYKOBBIM OUHCTHUTENIEM, YTOOBI
n30eXaTh MOBPESKACHIUS paboyeii yacTH.
6.12 Hcnone3yiite ¢ 0c000# 0OCTOPOXKHOCTHIO, YTOOBI HE MOPAHUTHCSA OCTPBIMU KPOMKAMHU.
6.13 M3nenus MOKET OABEPTHYTHCS KOPPO3UM IIPU JUIUTEILHOM HAXOXKACHUU B KOHTAKTE C
ruroxyioputoM Hatpust, DJATA v HHEIMU TOTOOHBIMHI BETIICCTBAMH.

7. Ouuncrka u nesuHpexuusa (Ha ocHoBannu 1SO 17664: 2017)
7.1 O01mme pekoOMeHIAUN:

7.1.1 Hcnons3yiiTe yucTAIIME CPEACTBA, MOIXOASAIINE ISl OYUCTKU XUPYPTUUECKUX HHCTPYMEHTOB,
MEIUIMHCKON Pe3WHBl M IUIACTHKA, MEAMIMHCKUX W3JENHH, HarnpuMmep, MyJlbTH(EepMEeHTHbIE
ourcturenu. [lpm wmcnonb3oBaHWMM CTPOTO cOOMIOJAalWTe PEKOMEHJIAIMU  TPOM3BOIAMTEINS
KacaTeIbHO KOHIEHTpallUM, TeMIepaTypbl, BpEeMEHM JAEHCTBUS U CpPOKa TOJHOCTHU
UCIIoNb3yeMoro pactBopa. He ucnonesyiite pactBop nepexucu Bogopona (H,O;).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AETIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOJIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.

Ctp.5u39

Peructpanua MU B PocagpaeHanzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 e3uHdexuns ¢ IOMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IeMs HA MTOJACTABKY HJIM B KOHTEHHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MATKOTO HEUTPaJIbHOTO
pacTBopa GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna nHCTpYMEHTHI TIOMEIIEHBI B HA0O0p [T OYHUCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOO0OT0 WX KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPALlH PacTBOpa,
IpPe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 0 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U IIPOBEpsiiTe
KPUTEPHUH MTOJIOKUTEIBHOCTH PE3YJIbTATOB I10CIIE IPOBEICHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoautenieM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WIHA TUTaHa), 9TOOBI N30€KaTh JTF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJI IPOTOYHOM BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTH IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi M ynakoBKOH U3A€IHs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpH Temneparype He Boie 110°C.

2. W3penusd cnenyeT CyIIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
[IOJIOCTEM BHYTPU U3JEIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIHS.

1) I'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He ucnosip3ylTe CTOMIEPHI OBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTepI/IJ'II/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMICpaType.

1) CreprIbHOCTE HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAKOBKY U CAMH MEIUILIMHCKUE U3ENUS Mepel UX HCII0JIb30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Yci0BuS M CPOK XpPaHEHUS

9.1 U3beraiiTe XpaHeHHS IIPU BEICOKOH TEMITEPAType, BIAKHOCTH U MOJ] BO3ACHCTBHEM
MIPSIMBIX COJHEUHBIX JIydeil. beperure ot Bnaru. Xpanure npu KOMHaTHOW TeMIEpaType.
9.2 He noBpexnaiTe yakOBOYHBIE MAaTEPUAIIBI.

9.3 Uznenue moxeT 6b1Th LB j#JGS rm mopaboraro npousBoauTesieM Oe3
MIpeIBapUTENILHOIO YBeJOMIIeHUs. Peanu3anus uzaenuil npenrycMaTpuBaeTcs B HOPSIIKE
ouepey: MOCTYIHBIIEE PAHbIIEC PEAT3yeTCs B IPHOPUTETHOM MOPSIKE.

9.4 He noasepraiite BO3IeHCTBHUIO OAKTEPHUIIUIHOHN JIAaMIIBI BO N30€KaHHE TIOBPEIKICHUSI.
9.5. Cpok xpaHEeHHS WHCTPYMEHTOB — 5 JIeT.

10. YTuanzanuq:
I[J'DI HpaBI/IJ'ILHOI\/'I }’TI/IJ'II/I3aI_II/II/I Bceraa CO6HIO,H&I>'ITG HaIlMOHAJbHBIC 3aKOHbI U peKOMeHZ[aHI/II/I.

11. YnakoBka:

11.1 MuHMMaTbHAS €IUHMIIA YITAKOBKH: 6 IIT.B IJIACTUKOBOW KOpOOKe.

11.2 AccopTUMEHT: OJTHO U3/IeTNe KaXKIOTO pa3Mepa B OJJHOH yIIaKOBKE.

12. CumBOJIBI, HCIIOJIB3YeMbI€ HA MAPKHUPOBKeE

CumBo. 3HaueHnune
M D MenunuHcKoe u3aeime
For Dental
Use Only TonbKO JJI CTOMATOJIOTHI

® 3anpeT Ha MOBTOPHOE TPUMEHEHNE
Martepuan paboueii 4acTH:
HepKaBeroILas cTajlb

LOT Kon naptuun

NnenTndukainoHHBIA CUMBOIT
kananopacimpureneir H Files
He crepunsro
REF Howmep mo xatanory
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| 1 I OO6parurech K HHCTPYKIHH MO0 TPUMEHEHHIO

YI0JTHOMOYEHHBIH [IPECTaBUTEIND B

EBponeiickom CoobmecTBe

M Wsrorosurenn

C
$ IIpenen Temmeparypsl CTEpHIN3ALUN

AccopTUMEHT

@ 6 eIMHUI] B YIIAKOBKE

<IIpou3zBoguTesb>

Shenzhen Denco Medical Co., Ltd
Anpec: Room 301, No.8, 15t yoad of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Tea.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< Yno/iHOMO4YeHHbII npeacrasure’ib B EBponeiickom Coodmecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHana MipnaHana, BennkobputaHna

Bcerna gepxxute 3TOT TOKYMEHT ITOJ pyKoid. B cirydae yTepu oOpatutech 3a KOIHEH B OTAEI
CTOMATOJIOI' MU IIPOU3BOJUTEIIS.

TexHn4aeckue XapaKTepUCTHKH, KOHCTPYKIIMK M MaTepHalibl MOTYT OBITh H3MEHEHEBI 03
MIPEIBAPUTEIFHOTO YBEIOMIICHHS B CBSI3H C TPEOOBAHUSIMI.

Conep:kaHme JaHHOM HHCTPYKIUH 10 IPUMEHEHHIO MOKET OBITH U3MEHEHO 0e3
MIPEIBAPUTEIILHOTO YBEIOMIICHHUS.
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Instructions for use
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Nickel Titanium Hand Use K-Files
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The Nickel Titanium Hand Use K-Files is a Hand Use Root Canal Instruments use for enlarging root
canal by the movements of lifting and vertical reciprocation.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Nickel Titanium Hand Use K-Files is composed of handle and operative part. The cross section of
K Files is square.
The main Materials:

1) Operative part: Nickel Titanium

2) Handle: White plastic grains (CAN20-037986.002)

3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

U R AL SR et T

i \\7___/,%,- a._,—«/xﬁm__ » J

Operative part Handle

Stoppers

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

Page 3 0of 9
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5. Specifications and Method of Use

5.1 The Specification of DENCO Nickel Titanium Hand Use K-Files as the below table (based on ISO

3630-1):

. Working Length Tip Diameter Color of
Size (mgm) ’ i (mm) Taper handle
006 0.06 Pink
008 0.08 Grey
010 0.10 Purple
015 0.15 White
020 0.20 Yellow
025 21mm(white stopper) 0.25 Red
030 L25mm(yellow 0.30 Blue
035 stopper) 0.35 2% Green
040 L28(red stopper) 0.40 Black
045 L31(black stopper) 0.45 White
050 0.50 Yellow
055 0.55 Red
060 0.60 Blue
070 0.70 Green
080 0.80 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.

5.3 This DENCO Nickel Titanium Hand Use K-Files is under the provisions of ISO 3630 performance
test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

Pemcrpaw-"],\ﬂ,ﬂ B Pocappasnanzope Page 40f9
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7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

Pernctpamua MU & Poc3gparEapzope

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

Page 5 of 9
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7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

Page 6 of 9
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7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and

Page 7 of 9

Pernctpamua MU & Poc3gparEapzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1 Minimum packaging unit: 6pcs/package in plastic box.
11.2 Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
AFBFSS %’,:f;,l For Dental Use Only

Do not reuse

Material of the operative part: Nickel Titanium

Batch code

Identification symbols of K Files

Non-Sterile

Catalogue Number

| F || o f 9| ®

Expired Date
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[:[ﬂ Consult instructions for use

Authorized representative in the European
Community

I Manufacturer

Can be sterilized at the specified temperature

EC |REP

132°C

388
Assortment

6pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTPYKUHUSA M0 IPUMEHEHUIO
Kanajnopacmupurean
U3 HUKeJIbL-TUTAHOBOI'0 ciiiaBa K-Files
PYYHBbIE

Ne TlokymenTa : DJYL-IFU-B002
Bepcusi: Al
Hara: 15.10.2022

m Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpylcuueﬁ no npuUmMeHenuIo.

Ctp.1u39
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Hcropus perakrupoBaHus

Ne Pen. Omnucanue Jlara
1 A0 [TepBoHavanbHAS TyOIUKAIHS 27.05.2020
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SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

1. Kparko 00 uzgenun:
Kananopacmmputenu u3 Hukenb-tuTanoBoro crasa K-Files py4Hbie - 3To py4HbIE 3TO
SHAOAOHTUYICCKUE NHCTPYMEHTHI, UCIIOJIB3YEMBIC IS PACIIUPEHNA KOPHEBLIX KaHAJIOB
BEPTUKATBHBIMA BO3BPATHO-TIOCTYTIATSIHHBIMH TBIKCHHSIMI.
CraHIapTHBIC HHCTPYMEHTBI C KOHYCHOCTBIO 2%, 4TO COOTBETCTBYET KIACCU(PHUKAUOHHOMY TUIY 1 B
cootBeTcTBUU co ctanaapTom [SO 3630-1:2019.

He crepunpHBIL.

2. CrTpykKTypa M MaTepHAaJIbL:
KananopacmmpuTenn u3 HuKenb-TuTanoBoro ciasa K-Files pydrsie cocTosT U3 pykosTku, paboueit
4acTH U CTONIEpA.
ITonepeuHoe cedyeHKe KBaJpaTHOE.

OCHOBHEIC MaTepUabL:
1) PaGouas yacth: Hukenb-TUTaHOBBIH CILIaB
2) Pykositka: bensiii rpanynupoBanssbii mactuk (CAN20-037986.002)
3) Cronmep:becusernas momynpospaunas pesuna (CAN19-259705.001)

i W L
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Pa6oyast yacte PykosTka

Cronnep

3. Ucnosab30BaHue:

<IIpeaynpexaeHus>

3.1. K ucnop30BaHUI0 M3AEIHiA JOMYCKAIOTCS TOJIBKO KBATH(DUITUPOBAHHBIE CTOMATOJIOTH.
3.2 O0s3aTeNbHO CTEPUITN3YITE U3ACIHS MTEePe]] KaKIbIM HCIIOJIb30BaHUEM.
3.3 Ucnonp3yiiTe U3Aeus TOIBKO JUIST OKa3aHHs CTOMATOJIOTHICCKHUX YCIYT U

COOTBCTCTBYIOIMUX MCIANIWHCKUX ITPOUEAYP., T.C. TOJBKO 110 HA3HAYCHUIO.
<IIporuBonOKaA3aHUA>

He HCHOHBSyﬁTe U3CJIUA IJI JICUCHUA MMallTuCHTOB, Y KOTOPBIX H36J'[I02136TC$I CCHCI/I6I/IHI/I3aHI/IH n
AJUICPTUYCCKUEC PCAKIUU.

4. IloBTopHas odpadoTka (Ha ocHoBanum ISO 17664: 2017):
CTOMAaTOJOrHYECKHE HWHCTPYMEHTHI U1 KOPHEBBIX KaHAJIOB MPEAHA3HAYUCHBI AJI1 OJHOPAa30BOI'0
HCIIOJIb30BaHMS U IIOBTOPHOMY UCIIOJIB30BAHUIO HE MMOJICKAT.

Yucmao CTepHJ’lHSaHHﬁ HE JTOJ’KHO NMPEBLINIATH HIECTH pPas.

Perucrpanus MH e Pocspgpaeranzope CTp' 3u39
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5. XapakTepuCcTHKHN M CIOCO0 MPUMEHEHMSI:

5.1 XapaKTepuCTHKU KaHAIOPaCIIHPHUTENIEH U3 HUKEIb-TUTAaHOBOTO ciutaBa K-Files pydHbIx

IpuBeeHb! B Tabnuiie Hipke (Ha ocHoBaHuu [SO 3630-1):

Jauna padoueit Junametp BeT
Pasiep qacn}l) (Mm) HAKOHEYHHKA (MM) Konycnocrs, pyIKIoslTKn
006 0.06 Po3oBbIi
008 0.08 Cepslii
010 0.10 duoneToBbIit
015 0.15 benbrii
020 21 mm (Oebrit 0.20 YKenToii
025 cromnrep) 0.25 KpacHsrit
030 25 MM (GKeThIiH 0.30 Cunnit
035 crommnep) 0.35 2% 3enenblit
040 28 mm (kpacHbIit 0.40 Yepusrii
045 crormrep) 0.45 benerit
050 31 MM (uepHBIit 0.50 XKenrterit
055 CTOIIIIED) 0.55 KpacHsrit
060 0.60 Cununii
070 0.70 3eneHbri
080 0.80 Yepubiit

5.2 B 3aBHCHUMOCTH OT IIPEATNOIaraeMoro UCIoIb30BaHUS CTOMATONIOTH MOTYT BBIOpaTh Hanbomee
MOJXO/SIIUH THIT JUI KQXKJO0T0 CIIydasi U CJIe0BaTh 00IIeMy METOY.

5.3 Kananopacmuipurenu u3 HUKeIb-TUTaHOBOTO ciaBa K-Files pydHbIe COOTBETCTBYIOT yCIOBUSIM
ucnbiTanus npousBoguTenbHocT [SO 3630. [IpoyHOCTh MPOAYKINY HA CKPYYHBAHUE U U3THO

MPEBLIIIACT YKAa3aHHOC 3HAYCHUC CTaHAapTa..

6. MepbI Ipe10CTOPOKHOCTH:

6.1 UToObI IpeJoTBPaTUTh 3apaXKEHUE, OUUCTUTE U MIPOCTEPUIIN3YITE U3AeHs (CM. YHKT 7) U
ybenurecs, nepe UCIoIb30BaHUEM U3AEIHsI HaX0AATCS B CTEPUIILHOM BHJIE.

6.2 Bribepure HanOomee MOIXOAsIIee U3ASNIUE ISl KaKA0TO ciaydasl U clieayiiTe o0IeMy MeToay
OCYILIECTBIICHUS NIPOLIEAYPHI.

6.3 Ilepen ucnoap30BaHuEM yOSIUTECH, UTO U3AETHS HE UMEIOT e(opMaIrii, apalvH U TPEIHH.
6.4 Ecnu rosioBKa u3€IMs TOHKAs, AJIMHHAS WK OO0JIbIIas, BO3PACTaeT BEPOSTHOCTh €€ MOJIOMKH WIIH
nepekpyunBanus. [1o sToit mpuyrHe n3beraiiTe HCIONBE30BaHNS YpEe3MEPHBIX YTIIOB HAKIOHA U
YpEe3MEPHOI'o 1aBJICHUS.

6.5 Ucnonp3yiite koddepmaaM UM HHBIC TPUCTIOCOOICHHUS, YTOOBI H30€kKaTh CITy4alfHOTO TaIeHHS 1
IIPOIJIaThbIBaHUS HHCTPYMEHTOB.

6.6 He ucronb3yiiTe uzaenus uisi KAKUX-TM00 [eJIei, KpoMe MePEeYHCIICHHBIX BBIIIE.

6.7 N3nenus npeaHa3sHayeHbl TOJIBKO JUIS UCIOIb30BAHUS CTOMATOIOTaMH.

6.8 Ilpu yTHIM3aMK ¢ H3IEIHUAMH CIIeAyeT 00pamarbes Kak ¢ MEJUIIMHCKAMU OTXOIaMH.

6.9 YTunuzupyiTe uzgenus, eciii OHU IOBPEKACHBI WK 3arPsA3HEHBIL.

6.10 ITocne ncnonb30BaHUs TPOMONTE METUITMTHCKAM YHUCTSALINM CPEACTBOM U IIETKOM, 3aTEM CMONTE
3arps3HEeHUs, HallPUMED, TPWIIHIIIIAE )KUJKOCTH B (PparMeHThl TKaHEH.

6.11 YcranapnuBaiTe n3AeIMs Ha OACTABKY IIPH OYMCTKE YIBTPA3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
n30exaTh MOBpeXkIeHNs padoueii yacTu.

6.12 Hcnone3yiite ¢ 0c000ii 0OCTOPOKHOCTBIO, YTOOB! HE TIOPAHUTHCSI OCTPBIMU KPOMKAMH.

6.13 N3genus MOXKET IOABEPTHYTHCS KOPPO3UU IIPU JUIUTEIILHOM HaXO0KJIEHUU B KOHTAKTE C
runoxjoputom Hatpus, D TA 1 UHBIMHU TOTOOHBIMHU BEIIECTBAMH.

Ctp.4u39
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7. Ouncrka u nesuddexuus (Ha ocaoBannu ISO 17664: 2017)

7.1 O0Me peKOMeHIAIUN:

7.1.1 Hcnonp3yiiTe 4nucTAIIME CPENCTBA, MOAXOASALINE ISl OYUCTKA XUPYPrHYECKUX WHCTPYMEHTOB,
MEIUIMHCKON Pe3WHBl M IUIACTHKA, MEAMIMHCKUX H3JENHH, Harpumep, MyJibTH(epMeHTHbIE
ourcrurenu. Ilpw wHcHONB30BaHMM CTPOrO COONIOAANWTE PEKOMEHIAIMU  MPOM3BOAMTEIS
KacaTeJIbHO KOHLEHTpAllMM, TeMIlepaTypbl, BPEMEHHW JEUCTBHS W CpOKa T'OJHOCTH
ucronbp3yemMoro pacteopa. He ncnonesyiite pactBop nepekucu Bojgopoaa (H,Oy).

7.1.2 B nensx Oe3omacHOCTH WCTIONIb3YHTE CPEeACTBa MHAWBHUIYATBLHON 3alUTHI (MIepUYaTKHU, OYKH,
MAacKH).

713 ITonp30BaTens HECET OTBETCTBEHHOCTD 3a CTCPUIIU3AUIO NN ,Z[eSI/IH(bCKHI/I}O N3 ICIINA
IIpU IEPBOM U KAXKIOM IOCIIEAYIOIIEM UCIIOJIB30BAHNHU, & TAKXKE 3a ITOCIIEACTBUL
HCIIOJIB30BaHUA IMMOBPEKACHHOIO0 NI HEAOCTATOYHO KAYC€CTBCHHO CTCPUIN30BAHHOTO U3JICITUA.

71.4 Ha 3axmiountensHOM 3Tame OYMCTKH HEOOXOIMMO HCIIONB30BaTh ICHOHU3HPOBAHHYIO BOIY
HE3aBHUCHMO OT TOTO, HICTIONIB3YETCS JM aBTOMATHYECKUI CTEPHIN3aTOp WM PYYHOH METOX
OYUCTKH. J{JIs IPyTHX 3TAOB OYMCTKU MOXHO HCIIOIB30BATh BOJIOTIPOBOIHYIO BOAY.

715 llorpyxarh B KOHLIEHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCS TONBKO pabouyro gacTpb
WHCTPYMEHTA, KOHTAaKTUPYIOIIYIO C AIlMEHTOM, IIPH KOHIIEHTpauu He 6onee 5%.

716 Mo mu Bo Bpems Je3uHGEeKINY 1M OYUCTKH n3beraiTe Beichixanus uzaenuil. Cyxue
3arpsi3HEHUS MOKET OBITh BIIOCIEICTBHH TPYIHO yIAIUTh.

7.1.7  Jusg mocTobpaboTKH NCHOIB3YHTE TOIBKO IMOIXOISIINE YCTPOHCTBRA.

7.1.8 He nanocute cMMBOIBI (MApPKHUPOBKY) WM HACHTH()HUKAIIMOHHBIC 3HAKN HETTOCPEACTBEHHO Ha
W3ACTHAX.

7.1.9 Hcnone3yiite TonbKO Ae3nHUIMPYIOMINE CpeacTBa, 0o0peHHbIe B coorBeTcTBIH ¢ EN ISO
1588, moBepKEHHBIE PETYISIPHBIM IPOBEPKAaM U KOHTPOJIIO.

7.2 llopsigok neiicTBUIA IPH OYHUCTKE
7.2.1 Pa360pKa: CHUMUTE CTOIIEp U YTUIN3UPYHTE ero.

7.2.2 HpOMLIBaHI/le: OO6unsHO poMoiiTe (He MeHee | MUHYTBI) O] TPOTOYHON
JIENOHU3UPOBAHHON BOAOW (KOMHATHOM TemriepaTypsl). [Ipyn mpoMbIBaHHY HCITONB3YHTE
MSATKYIO IIETKY (U3 HEeMIOHa, MOJIMIPONUIIeHA, aKprila) AJs IPeIBapUTEIbHON OUUCTKH 10
yAaJeHUs] BUAUMBIX 3arps3HEHUH.

7.2.3 OuyucTKa U Ae3uHeKuus:

7.2.3.1 Py4yHasi 04HMCTKA ¢ IOMOIIbI0 YJIBTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 PyyHast ouucTKa ¢ IOMOIIBIO YIBTPa3ByKOBOTO 000pYIOBaHHUS.

7.2.3.1.2 IlomecTHTe H3/eNHe Ha MOJCTABKy MIIM B KOHTCHHED (M3 HeprkaBeromen
CTaJI, NOJUIPONMIICHA WM TUTaHA).

7.2.3.1.3 Tlorpy3ure B pacTBOp MOIOIIETO CPeCTBA (HAaIIpuMep, pacTBop Metrex
EmPowder nHeooxonumoii konnentpanun) (1:128) ¢ ounmmaronumu cBOHCTBaMU, MPU
HEOOXOIMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 munyT. Mcrions3yiite
YIIBTpa3ByKOBOE 000pyJOBaHHE.

7.2.3.1.4 IlpombiBaHME: BBHITIOIHUTE OOMIIEHOE IPOMBIBaHUE (HE MeHee | MUHYTHI)
TI0/1 ICMOHU3UPOBAHHOU BO/IOH, TemriepaTypa Bojsl: 20°C ~ 40°C.

7.2.3.1.5 Cymika: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEpUAIOM WIH yJAJIUTE BIary
C TIOMOIIIBIO CYIIMIIKH (TOPSIYUM BO3TyXOM) TpH Temrieparype He Boime 110°C.

Ctp.5u39
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ 1OMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 [lomecTHTe M3/IETMS HA ITOJACTABKY HJIM B KOHTEWHEp (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHHEM MATKOTO HEUTPaJIbHOTO
pacTBopa GepMEHTHOTO YHCTALIEeTO cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MEHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIINN
nipu temmieparype >90°C, A0 >3000.

Buumanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna uHCTpYMEHTHI IOMEIIEHB! B HA00p [T OYHUCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOO0Or0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U pEKOMEHJAlMAM IO KOHLIEHTPALlH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSIM 0 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpsiiTe
KpUTEPUH MTOJIOKUTEIIBHOCTH PE3YIIbTATOB I10CIIE IPOBEICHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHMUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoauteneM. [lomecture n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTF0O0T0 MX KOHTAKTa MEXITy COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 10T IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCIIONIB3YHTE JCMOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT HHTUOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTH IPOMBIBAHUE HETTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi M ynakoBKOH U3A€IHs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpH Temneparype He Boie 110°C.

2. W3penusd cnenyeT CyIIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
[IOJIOCTEM BHYTPU U3JEIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIHS.

1) I'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He ucnosip3ylTe CTOMIEPHI OBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMICpaType.

1) CreprIbHOCTE HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAKOBKY U CAMH MEIUILIMHCKUE U3ENUS Mepel UX HCII0JIb30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 U3beraiiTe XpaHeHHs IPHU BEICOKOH TEMIIEPAType, BIAKHOCTH U MO BO3ACHCTBUEM
NPSIMBIX COJIHEYHBIX JTydeil. bepernute ot Biaru. XpaHure mpu KOMHATHO# TeMIepaType.
9.2 He moBpexaaiiTe ynakoBOYHBIC MaTepUAIBL.

9.3 Usnenue moxet 6bITh LB nnm nopaborano mpousBoauTenem 6e3
HpeBapUTEIbHOIO YBeJOMIICHH. Peanu3aius u3ienuii mpeaycMaTpuBaeTcs B HOpsiaKe
odepenu: MOCTYIHBIIEE PAHBIIE PEATH3YETCs B IPHOPUTETHOM ITOPSI/IKE.

9.4 He moaBepraiite BO3ACHCTBHIO OaKTEPUIIMIHON JIAMITEI BO H30€KaHUE MTOBPEIKICHHS.
9.5. Cpok XpaHeHHs HHCTPYMEHTOB — 5 JIeT.

10. YTuanzanuq:

Jis IpaBUITBHOM yTHIIM3AIMN BCETa COONI0IaiiTe TpeOOBaHUS MECTHBIX 3aKOHOB U
COOTBETCTBYIOIIUE PEKOMEHIAIINY.

11. YnakoBka:

11.1 MuHuMabHas €IUHMLIA YIIAKOBKH: 6 IIT.B MJIACTUKOBON KOpOOKe.

11.2 AccopTUMEHT: OJTHO U3JIeTUe KaXKI0T0 pa3Mepa B OJHON YIIaKOBKE.

12. CumBoJIBI, HCIOJIB3yeMble HA MAPKUPOBKE:

CumBo. 3HaueHnue
M D MeauuruHCcKOoe U3enue
For Dental
A Use Only Tonpko M1 CTOMATOJOTUH

3anper Ha IOBTOPHOE NIPUMEHEHHE

Martepuan paboveii 4acTH:
HHUKEJb-TUTAHOBBIH CIIIaB

5| ®

—
O
3

Kon naprun

W neHTnuKannoHHbI CHMBOI
kaHastopacimpurenei K Files

He crepunbao

Howmep no xaranory

Hcnonp3oBath 10

eliEIN >l
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D:ﬂ OO6patuTech K HHCTPYKINH 110 IPUMEHEHHIO

YTOIHOMOYEHHBIH IIPeCTaBUTENb B
EC |[REP

EBponeiickom CoobuiecTBe

u UsroroBureinb

132°C

[Ipenen TemnepaTypsl CTEpUIU3ALUN

6 eMHUIL B YIIAKOBKE

99
AAAL
AccopTuMeHT

<IlIpousBoaurtesb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 13t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Teu.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnosiHOMO4YeHHbI| npeacTaBuTesib B EBponeiickom Coodiecre>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mipnanaua, BenukobputaHua

%  Bcerga nepxure 3TOT JOKYMEHT NoJ pykoi. B ciydae yrepu oOpaTtutech 3a Konuei B OTAEN
CTOMATOJIOTUU IIPOU3BOJUTEISL.

% TexHUYecKHEe XapaKTePUCTUKU, KOHCTPYKIMH U MaTepUalbl MOTYT OBITh H3MEHEHBI 03
MIPEIBAPUTENILHOTO YBEIOMJICHHS B CBSI3U C TPEOOBAHUSIMH.

% CopeprkaHue JaHHON MHCTPYKIMH MO0 IPUMEHEHHUI0 MOXET OBITh H3MEHEHO 0e3
MIPEIBAPUTENILHOTO YBETOMJIICHHSI.
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Instructions for use
Of
Stainless Steel Hand Use K-Files

Doc. No.: DJYL-IFU-B001
Version: Al
Effective: 2022-10-15
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Before using the products, please see the instruction manual as indicated below.
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Revision History

Iltem | Rev description release date
1 A0 The first release 2020-05-27
2 Al Add signs and suggestions 2022-10-15
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1. Brief of the product

The Stainless Steel Hand Use K-Files is a Hand Use Root Canal Instruments used for enlarging root
canal by the movements of lifting and vertical reciprocation.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Stainless Steel Hand Use K-Files is composed of handle and operative part.
The cross section of K Files is square.
The main Materials:

1) Operative part: Stainless steel

2) Handle: White plastic grains (CAN20-037986.002)

3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

T R G et

i \\7___/,%,- a._,—«/xﬁm__ » J

Working part Handle
Stoppers

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use , Repeated
sterilization is not recommended.

5. Specifications and Method of Use

5.1 The Specification of DENCO stainless Steel Hand Use K-Files as the below table (based on ISO
3630-1):

Page 3 0f 9
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Size Working Length Tip Diameter Taper Color of
(mm) (mm) handle
006 0.06 Pink
008 0.08 Grey
010 0.10 Purple
015 0.15 White
020 0.20 Yellow
025 21mm(white stopper) 0.25 Red
030 L25mm(yellow 0.30 Blue
035 stopper) 0.35 2% Green
040 L28(red stopper) 0.40 Black
045 L31(black stopper) 0.45 White
050 0.50 Yellow
055 0.55 Red
060 0.60 Blue
070 0.70 Green
080 0.80 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.

5.3 This DENCO Stainless Steel Hand Use K-Files is under the provisions of 1SO 3630 performance
test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical

Peructparus MU 8 Pocagpaeranzope Page 4 of 9
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7.1.2
7.1.3

7.14

7.15

7.1.6

7.1.7

7.1.8
7.1.9

plastics, instruments and other medical instruments, such as multi-enzyme cleaning agents.
When using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).
The user should be responsible for the sterilization or disinfection of the product in the
first cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the
NaOClI solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

Pernctpamua MU & Poc3gparEapzope

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
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with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
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thermo-sealer is used, the process must be validated.
4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

8. Storages and duration of use

4.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

4.2 Do not damage or make a pinhole to packaging materials.

4.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.
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4.4 Do not keep under germicidal lamp to avoid deterioration.
4.5 The shelf time of root canal files are 5 years.

9. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

10. Packaging

6.1 Minimum packaging unit: 6pcs/package in plastic box.
6.2 Assortment: 1pcs from each size in one package

11. Explanation of related symbols

Symbols Explanation
M D Medical device
AFSrseD %1;%' For Dental Use Only

Do not reuse

Material of the operative part

Batch code

Identification symbols of K Files

Non-Sterile

Catalogue Number

Expired Date

=EIE | 0|E 0@

Consult instructions for use

Authorized representative in the European
Community

m
(2]
A
m
)

Manufacturer

E

Can be sterilized at the specified temperature

Y
W

N
0

Assortment

O
2
—
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@ 6pcs/pack

<Legal manufacturer>

‘ Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTPpYKIHUSA 110 IPUMEHEHUIO
Kanajiopacmmpure/n U3 HepKaBewuen
craau K-Files pyunsbie

Ne Jlokymenra : DJYL-IFU-B001
Bepcus: Al
Jara: 15.10.2022

m Heped UCNOJ1b306AHUEM O3HAKOMbMECDH C uHcmpyKuueL? no NPpUMEHEHUIO.
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Hcropus perakrupoBaHus
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1. Kparko 00 uznenun:
Kananopacmmpurenu u3 Hepxasetoreit cranu K-Files pydnsie - 3To pydHble HHCTPYMEHTHI IS
KOPHEBBIX KaHAJIOB, UCIIOIB3YEMBIC [UIS PAaCIINPECHHUS KOPHEBBIX KaHAJIOB ITOIHEMHBIME 1
BEPTUKAIBHBIMHA BO3BPATHO-TIOCTYTIATEIHHBIMH JIBIKCHHUSIMI.
CraHOapTHBIE HHCTPYMEHTHI C KOHYCHOCTBIO 2%, UTO COOTBETCTBYET KIIACCH(PHUKAMOHHOMY TUITY 1 B
cootBercTBUU co ctanaapTom SO 3630-1:2019.
He crepunbhbL

2. CTpyKTypa M MaTepHAJIbL:
Kananopacmmputenu u3 Hepxkasetomeit cranu K-Files pyussie cocTosST U3 pyKosSTKH, paboueil yactu
U CTOMIepa.
IlonepeuHoe ceueHUe KBaJPaTHOE.
OCHOBHBIE MaTepHAIIBI

1) PaGouas dacTth: HeprkaBerorias cTaib.
2) Pykositka: benerit rpanyauposanssiii mactuk (CAN20-037986.002)
3) Cronmep: Becusernast nonymnpo3paunas pesuna (CAN19-259705.001)

i W L

\\,___,/u' PR ’\Lﬁ\k—_ ..

Pabouas yacts PykosiTka

Cronnepsl

3. Ucnioab30BaHue:

<IIpeaynpexaeHus™>

3.1. K ucnomnb30BaHMNIO 51631 (S04 A0IYCKArTCA TOJIBKO KBaJ'II/I(bI/II_II/IpOBaHHHe CTOMATOJIOTH.
3.2 O0s3aTeaLHO CTCpHJ’IHSyfITe HU3CIIUA IIEPEI KaXXKAbIM HUCITOJIB30BAHUEM.
33 HCHOJ’IB?}}/I‘;ITG nU3a€JIUA TOJBKO MJIsI OKa3aHUA CTOMATOJIOTMYECKUX YCIYT U

COOTBETCTBYIOIIUX MCIUIUHCKUX ITPOUEAYP., T.C. TOJBKO ITO HA3HAYCHHUIO.
<IIpoTuBOnOKa3aHMUA>

He HCHOJ’IB3yﬁT€ nu3aCuA QJis JICUCHUA IMMallUCHTOB, Y KOTOPBIX Ha6n}oz[aeTc;[ CCHCI/IGI/IJ'II/ISEIHI/IH n
AJUICPIrUICCKUEC pCaKI .

4. IloBTOpHasi 00padoTKa:
CTOMAaTOJI0THYECKHE HMHCTPYMCHTHI U1 KOPHEBBIX KaHAJIOB MPEAHA3HAYCHBI AJI1 OJHOPA30BOTO
HCIIOJIB30BAHUA U HE IMPCIAHAZHAYCHBI IJI IIOBTOPHOT'O MCIIOJIB30BAHUA.

HOBTOpHafl CTepUIN3alnus HE PEKOMEHAYETCs.

5. XapakTepuCTHKHU M CIIOCO0 MPUMEHEHHUS:
5.1 Xapakrepuctuku Kananopacmmpureneit u3 Hepxasetomieii cranu K-Files py4HbIx nmpuBeneHs! B

Tabmuie Hwke (Ha ocHoBanuu [SO 3630-1):
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Jdauna padoyeit JuameTtp BeT
Pasmep qacnll) (Mm) HAKOHEYHHKA (MM) Komyenocrs pyllcloslnm
006 0.06 PozoBrrit
008 0.08 Cepsrii
010 0.10 duoneroBbIit
015 0.15 benprii
020 21 mm (Oesbrit 0.20 YKenThIi
025 crommep) 0.25 KpacHbrit
030 25 MM (5KeThIi 0.30 Cunnit
035 crommep) 0.35 296 SencHbii
040 28 mm (kpacHbIit 0.40 Yepuslii
045 crormrep) 0.45 benprit
050 31 MM (uepHBIit 0.50 Kenterit
055 crormrep) 0.55 Kpachbrit
060 0.60 Cunuit
070 0.70 3eeHbIH
080 0.80 YepHblit

5.2 IlpaBunbHO oAOEpUTE pazMep HHCTPYMEHTOB U CIEAyIHTe 00IeMy METOTY OCYIIECTBICHHS
poLeIypHL.

5.3 Kananopacmupurenu u3 Hepxasetorieit cranu K-Files pydHble COOTBETCTBYIOT YCIOBHSIM
ucnbiTanus npousBoguteabHocT [SO 3630. [IpoyHOCTh MPOAYKIIMY HAa CKPYYHBaHUE U U3THO

IIPEBBIACT YKA3aHHOC 3HAUYCHUEC CTaHaapTa.

6. MepbI Ipe10CTOPOKHOCTH:

6.1 UToOBI IpeIOTBPAaTUTD 3apakKeHHE, OUUCTUTE U MPOCTEPIIIN3YHTE M3AETHS (CM. ITyHKT 7) U
ybeanTecs, Iepe UCTIOIH30BAHUEM H3AEIHSI HaXOJSITCS B CTCPHIIBHOM BHJIE.

6.2 Beibepurte Hanbosee MOIXOAAIIee N3ISNUe U KaXI0TO cydast U clieayiTe o0meMy MeTony
OCYIIECTBIICHUS IPOLICTYPHI.

6.3 Ilepen ncnonb3oBaHNEeM yOeIUTECh, UTO U3ACINS HE UMEIOT JedopManuii, IfapanuH U TPEIyH.
6.4 Eciy ToNI0BKA M3/1eNNs TOHKAs, [UIMHHAS MM OOJIBINAs, BO3PACTACT BEPOSITHOCTD €€ MOJTOMKH HIIN
nepekpyunsanus. [1o 3Toit npuurHe n3beraiTe NCIONBE30BaHNS YPE3MEPHBIX YITIOB HAKIOHA U
YPE3MEPHOTO AABJICHUS.

6.5 Ucnonp3yiite koddepram uim uHbIe TPUCTIOCOOICHUS, YTOOBI H30€XKaTh CIly4aifHOTO MajeHus U
MPOTJIATHIBAHUS WHCTPYMEHTOB.

6.6 He ucnone3yiite u3aenus 1y Kakux-a100 Lene, KpoMe NepeyrnciIeHHBIX BBIIIE.

6.7 U3nenus npegHa3HaueHBbI TOJIBKO AT UCTIOIB30BAHUS CTOMATOIOTaMH.

6.8 Ilpu yTunuzanuu ¢ u3feausMi cleayeT o0pamaTbes Kak ¢ MEIUIIUHCKUME OTXOAaMH.

6.9 Ytunusupyite usfenus, €Clu OHH NOBPEXKICHBI WU 3aTPSI3HEHBIL.

6.10 ITocne ucnonb30BaHUs MPOMONTE MEJULIMHCKUM YUCTSIIUM CPEACTBOM U IIETKOM, 3aTeM cMoiiTe
3arps3HEHUs], HalpuMep, NPUIUIILINE KUAKOCTH U (PparMEeHThl TKAaHEH.

6.11 YcranasnuBaiite u3zenus Ha NOJCTaBKY IPU OYUCTKE YIbTPA3ByKOBBIM OUHUCTHTENIEM, YTOOBI
n30exaTh MOBpexAeHUs paboueil yacTu.

6.12 Ucnonb3y#iTe ¢ 0co00i OCTOPOKHOCTHIO, YTOOBI HE TOPAHUTHCSI OCTPHIMU KPOMKaMH.

6.13 M3aenust MOKET MOABEPTHYTHCA KOPPO3UH MIPU JUIUTEIEHOM HaXOXAEHUU B KOHTAKTE C
runoxjopurom Hatpus, D TA 1 UHBIMU TOOOHBIMHU BEILECTBAMH.

7. Ounctka u ae3uHdpexnus (Ha ocHoBanuu ISO 17664: 2017)
7.1 O01mme peKkoOMeHIAUN:

7.1.1 Hcnonp3ylTe YUCTSILIME CPEACTBA, MOAXOAALIUE I OYMCTKH XUPYPrUUECKUX UHCTPYMEHTOB,
MEIUIMHCKON PE3WHbl W TUIACTHKA, MEIMLUHCKUX H3JENUi, HalpuMep, MYJIbTU(QEPMEHTHbIC
ounctuTend. lIpM HCMIONB30BaHMM CTPOTO COOMIONAiTE pPEKOMEHAAIIMHM IPOU3BOIUTENS
KacaTeNbHO KOHIIGHTpAIlMH, TEMIepaTypbl, BpEeMEHH JCHCTBHUS © CpOKa TOAHOCTH
HCII0JIE3YEMOTO pacTBopa. He ncnonb3yiite pactBop nepekrcu Bogopoaa (H,0,). Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AEHE HA MMOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIM, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoit konnenTpanun) (1:128) ¢ ounmaronmu cBOWCTBaMu, Ipy
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MunyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Bbime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIIE-Ae3NHHIMPYIONIeM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ 1OMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IeMs HA TOJACTABKY HJIM B KOHTEHHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MATKOTO HEUTPaJIbHOTO
pacTBopa GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna mHCTpYMEHTHI TIOMEIIEHBI B HA0O0p [T OYHUCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSIM 10 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U IIPOBEpsiiTe
KPUTEPUH MTOJIOKUTEIIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEICHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHEIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTF0O0T0 MX KOHTAKTa MEXITy COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 10T IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCIIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTH IPOMBIBAHUE HETTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3/A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHN.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHMSIM H3ICIIHS.

1) I'psA3HbIe U3ENNSA OYUCTUTE CLIE Pas.
2) He nucnosip3ylTe CTOMIEPHI IIOBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.
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7.2.77 YIaKOBKA: [NomecTute u3eaus Ha MOJICTABKY WJIA B KOHTEHHEP, YTOOBI H30exkaTh JIF000T0
KOHTaKTa W3IEIHi MEX Iy COOOM, yakyiTe B CTEPHIN3AMOHHBIC TAKEThI.

1)  M3Geraiite m060r0 KOHTAKTa MEXKAy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJICTABKU MM KOHTCHHEPHI.

2)  J114 oCTpBIX H3AeNuii, KOTOpBIe HE HAXOAATCSA B KOPOOKE,CIeayeT pa3MeCTHTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH POKAIBIBAHNUE YIIAKOBKU.

3)  3ameuataiiTe CTCPHIM3ALHUOHHBIC TAKETHI B COOTBETCTBHU C PEKOMEHAAIMSIMHU
HPOU3BOAUTENS TaKkeTOB. ECii ucomp3yeTcs TepMOCBapIIHK, TPOLECC TOKEH OBITh
BaJIMIIPOBAH.

4)  IlpoBepbTe CPOK FOJHOCTH MAKETA, YKA3aHHBIA IPOU3BOJUTENIEM MIAKETa, YTO
OTIPEJICTINTE CPOK XPAHCHHUSI.

7.2.8 Crepuam3zaumsi:

7.2.8.1 [Inst uznenuii pekoMeHayeTcs cTepuim3alius mapom mpu remreparype 132°C/273°F B
TE4YeHHe 4 MUHYT, C LIEJIbI0 Ie3aKTUBAIIMY IOTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 3penust TOKHBI OBITH CTEPIIIM30BAHbI COTJIACHO YKA3aHUSIM Ha MapKHUpPOBKE.
7.2.8.3 [lomecTHTe MAKETHI B TAPOBOW CTEPUIN3ATOP B COOTBETCTBUH C PEKOMEHIAUSIMHA
MPOM3BOAUTEISI CTEPHIH3aTOPOB.

7.2.8.4 Vicnionp3yiiTe TOIBKO NApOBBIE CTEPUIM3ATOPBI, COOTBETCTBYIOLINE TpeOoBaHusIM EN
13060 (xmacc B, neGonpime creprmzaTtopsl), EN 285 (moaHopa3sMepHbIC CTEpHIM3aTOPE).
7.2.8.5 Ucrnonp3yiiTe yTBEPKACHHYIO POIEAYpY cTepuim3anuu cormnacHo [SO 17665 ¢
MUHUMAaIbHON CYITKOH B TeueHue 20 MuH.

7.2.8.6 Cobmofaiite npoueaypy TEXHUUECKOTo 00CITy )KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOANTEIIEM CTEPIIIN3ATOPA.

7.2.8.7 KoHnTposmpyiite 3pHeKTUBHOCTh U KPUTEPUHN TIPUEMIIEMOCTH MTPOIICITyPBI
CTepHIH3anuy (YIaKOBKA: EIOCTHOCTD, OTCYTCTBHE BIAXKHOCTH, OTCYTCTBHE H3MECHEHHS IIBETA
YHaKOBKH, TIOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE ITOKA3aTENH, COOTBETCTBUE (PAKTHUECKHX
MapaMeTPOB IMKJIA STAJIOHHBIM HapaMeTpaMm ITHKIIA).

7.2.8.8 Benure yueT 3TamnoB nporiecca, y9uThIBAMTE CPOK XPAHEHUS B COOTBETCTBUH C
JAHHBIMH MIPOU3BOAUTEINIEM YIIAKOBKA METOJHYCCKUMH PEKOMEHIAIMSIMU.

7.2.8.9 bonee KOpOTKHE LUKJIBI CTEPHIIN3ALMH B COOTBETCTBUN C MECTHBIMU NPaBUIIAMHU
BO3MOJKHBI, HO HE TAPaHTHPYIOT MOJHYIO JIC3aKTHBAIHIO IPHOHOB.

7.2.9 XpaHeHnmue:

XpaHuTe U3enus B CTEPUIN3ALHOHHON YIIaKOBKE B YUCTOM MECTE, BAAJIN OT HUCTOYHHUKOB BJIaru
U IPSAMBIX COJIHEUHBIX JIy4Yell Mpu KOMHATHOW TeMIieparype.

1) CrepuiIbHOCTh HE MOXKET OBITh FapaHTHUPOBAHA, €CJIH YIIaKOBKA OTKPHITA, TOBPEXIEHA WIH
HaMOKJIa.

2) IlpoBepbTe YIAKOBKY U CAMH MEIUIMHCKHE M3ENINS MIEPE NX HCIOIb30BAaHHEM
(1e10CTHOCTh YIIAKOBKH, OTCYTCTBHUE BJIaTd M CPOK XpaHEHHUs).

8. TpancnopTupoBka:

8.1 [l mpemoTBpaneH s MOBPEKACHHS M3/ICIUI BO BpeMsl TPAHCIIOPTHPOBKH MOYKET OBITH
PEKOMEHIIOBAHO HCIOJIb30BAHUE CIICHUATBHBIX CTOCK, IOTKOB HITH JKECTKUX KOHTCHHEPOB.
8.2. Ecnn ynakoBka Obl1a MOBPEXJICHA, TO H3/CTHE CIECAYET CUUTATh He CTEPHIILHBIM U Mepe]]
HCTIOJIB30BaHUEM OYHCTHTD, MPOJIC3UHPHUIINPOBATH U CTEPUIIU30BATb.

9. Ycii0oBHSI M CPOK XPaHECHUA

9.1 U3Geraiite XpaHeHHs IPU BBICOKOM TeMIIEpaType, BIAKHOCTH U MO BO3ICHCTBHEM MPSIMBIX
COJHEUHBIX JTyueii. beperute ot Biaru. XpaHurte Mpyd KOMHATHOM TeMIepaType.

9.2 He noBpexaaiiTe ynakoBOUHbIE MaT€pHAJIbL.

9.3 Uznenue moxet ObITh (LB jEJES nmu qopaboTano mpousBomuTesieM 6€3 MPEABAPUTEIHLHOTO
yBeJoMIIeHHs. Peanu3anus u31eIui [Ipe/lyCMaTpUBAETCs B IOPSJIKE Ouepe/i: MOCTYHBIIEe PaHbIIe
peanu3yeTcs B IPUOPHUTETHOM MOPSIIKE.

9.4 He mojiBepraiiTe Bo3AeHCTBHIO OAKTEPUIIMAHOMN JTaMITbI BO H30e)KaHUE TIOBPEIKICHHSL.

9.5. Cpok XpaHEHH UHCTPYMEHTOB — 5 JI€T.
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10. Yruanzanuqa:
I[J'Ii[ HpaBPIJ'ILHOﬁ YTI/IJII/ISaHI/II/I BCEraa co6moz[ai/’1Te TpeGOBaHI/IH MCCTHBIX 3aKOHOB U
PEKOMEHAALNH.

11. YnakoBka:

11.1 MuHnManbpHas €IMHUIA YIIAKOBKH: 6 IIIT.B TUIACTUKOBON KOPOOKE.

11.2 AccopTUMEHT: OJTHO M3/IETTUE KAXKIOTO pa3Mepa B OJTHOW YIIaKOBKE.

12. CumBoJIbI, HCIOJIB3yeMble HA MAPKUPOBKE:

CumBo. 3HauyeHune
M D Meuuuackoe u3aeime
AFO" Dental ToaBKO IJISI CTOMATOJIOTHH
Use Only

3anper Ha IOBTOPHOE NIPUMEHEHNE

Marepuain paboueif qacTu:
HepyKaBelolas cTajib

Kon maptuu

N nenTndukanmoHHbIA CUMBOJT
kananopactmpureneii K Files

He crepunsuo

Howmep no katanory

Wcnone3oBats 1o
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@ 6 eMHUI] B YIIAKOBKE

<IIpou3Boaureyb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 15U road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Teun.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnoaHoMo4eHHbIH npeacTaBuTeab B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeBepHana MpnaHaua, BenukobputaHua

Bcerna aepxxute 3TOT TOKYMEHT MOJ pyKoii. B ciyuae yTepu obparutech 3a KOnuel B OTAE
CTOMATOJIOTMH MTPOU3BOIUTEIS.

TexHuueckue XxapakTePUCTHUKH, KOHCTPYKIIUU M MaTepualibl MOTYT ObITh H3MEHEHBI 0e3
MpeIBapUTENFHOIO YBEJJOMJICHHUS B CBSI3U C TPEOOBAHUSIMH.
CopeprxaHue JaHHOM WHCTPYKIIMU IO IPUMEHEHUIO MOXKET ObITh U3MEHEHO 0e3
MIPEIBAPUTEIHHOTO YBEIOMIICHUSI.
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The Nickel Titanium Hand Use Reamers is a Hand Use Root Canal Instruments use for enlarging root
canal by the movements of lifting and vertical reciprocation.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Nickel Titanium Hand Use Reamers is composed of handle and operative part.
The cross section of Reamers is triangular.
The main Materials:
1) Operative part: Nickel Titanium
2) Handle: White plastic grains (CAN20-037986.002)
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

]

Operative part Handle
Stoppers

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Nickel Titanium Hand Use Reamers as the below table(based on ISO
3630-1):

Page 3 0of 9
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Size Working Length Tip Diameter Taper Color of
(mm) (mm) handle
006 0.06 Pink
008 0.08 Grey
010 0.10 Purple
015 0.15 White
020 0.20 Yellow
025 21mm(white stopper) 0.25 Red
030 L25mm(yellow 0.30 Blue
035 stopper) 0.35 2% Green
040 L28(red stopper) 0.40 Black
045 L31(black stopper) 0.45 White
050 0.50 Yellow
055 0.55 Red
060 0.60 Blue
070 0.70 Green
080 0.80 Black

5.25.2 According to its intended use, the dentists can choose the most appropriative type for each case
and follow the general method.

5.3 This DENCO Nickel Titanium Hand Use Reamers is under the provisions of 1ISO 3630 performance

test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

Pemcrpaw-"],\ﬂ,ﬂ B Pocappasnanzope Page 40f9
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711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

Pernctpamua MU & Poc3gparEapzope

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
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7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.
1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

Page 6 of 9
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2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
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room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

M D Medical device

For Dental
A Use Only For Dental Use Only

@ Do not reuse
Material of the operative part: Nickel Titanium

LOT Batch code

A Identification symbols of Reamers
Non-Sterile

REF Catalogue Number

Page 8 of 9
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g Expired Date
[::ﬂ Consult instructions for use

Authorized representative in the European
EC |[REP .
Community
I Manufacturer
132°C Can be sterilized at the specified temperature
§99
AAAL
Assortment
o0

@ 6pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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1. Kparko 00 usgenun:
PyMeps! U3 HUKENB-THTAHOBOTO CILIABA PYYHBIE - 3TO SHAOJOHTHYECKNE HHCTPYMEHTEI,
HCIIONB3yeMBIe IS PACIIMPEHHs] KOPHEBBIX KaHAIOB BEPTUKAIBHBIME BO3BPATHO-TIOCTYATEIbHBIMH
asrxeHusAMH. CTaHIapTHBIE HHCTPYMEHTHI C KOHYCHOCTBIO 2%, 9TO COOTBETCTBYET
KIacCH(PHUKAIIIOHHOMY THITY | B COOTBETCTBHH cO ctannaptoM [SO 3630-1:2019.
He ctepunbHbL.

2. CprKTypa U MaTepHuaJibl:
Pumeps! 13 HUKETb-TUTAHOBOTO CIUTABA COCTOAT U3 PYKOATKHU U paboueH JacTH.

Honepeque CCYCHUEC KBaIpaTHOC.

OcCHOBHBIE MaTepHUAIbL:

1) Pabouas yacte: Hukenb-TUTaHOBBIH CIUIaB
2) PyxosTka: bensiii rpanynupoBanssiif maactuk (CAN20-037986.002)
3) Cromnmepsr:becupetnas monynpo3paunas pesuna (CAN19-259705.001)
Pabouas yacTtb PykosTKa
Cronnep

3. UcnoJsib30BaHue:

<IIpeaynpexaeHus>

3.1. K ucronp30BaHUIO W3ACIHIA JOMYCKAIOTCS TOJIBKO KBATH(DUITUPOBAHHBIE CTOMATOJIOTH.
3.2 O0s13aTeNbHO CTEPUITN3YITE U3ACTHS ITePe]] KaXKIbIM HCIIOJE30BaHUEM.
3.3 Ucnomnp3yiiTe U3AeIHs TOIBKO JUIS OKa3aHHUS CTOMATOJIOTHICCKHX YCIIYT U

COOTBETCTBYIOIMUX MCIUIUHCKUX ITPOUEAYP., T.C. TOJIBKO 110 HA3HAYCHUIO.
<IIpoTuBONOKA3aAHUA>

He I/ICHOHBSYIZTG U3CIIUA IJId JICUCHUA MMallTUCHTOB, Y KOTOPBIX Ha6J'IIOZIa€TC$I C€HCI/I6I/IHI/I33HI/IH u
AJUICPTUYCCKUEC PCAKIUU.

4. IToBTOpHas oOpadoTka (Ha ocHoBanum ISO 17664: 2017):

CTOMAaTOJIOTHYCCKHE HWHCTPYMEHTHI JJIs1 KOPHEBBIX KaHAJIOB MPEAHA3HAYUCHBI AJI1 OJHOPAa30BOr'o
HCIIOJIb30BaHMS U IIOBTOPHOMY UCIIOJIB30BAHUIO HE MOJICKAT.

Yucgo CTepnnmaunﬁ HE JTOJI’KHO NMPEeBbINIATH IECTH pas.

5. XapakTepuCcTUKHU U CIOCO0 MPUMEHEHHUS:

5.1 XapaKkTepucTUKH pUMEPOB M3 HUKEIh-TUTAHOBOTO CIIaBa PYYHBIX TPUBEICHBI B Ta0OIHIIE
Hmxke (Ha ocaoBannu [SO 3630-1):
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Pasmep Jmuna paboyei Jduamertp KonycHocTs LBer
JacTu (Mm) HAKOHEYHHKa (MM) PYKOSITKH

006 0.06 Po3oBrIit
008 0.08 Cepslit
010 0.10 duoneToBwIit
015 0.15 benprit
020 21 Mm (66.]'11;1171 0.20 Kenteiit
025 crorep) 0.25 KpacHbrit
030 25 MM (KENTHIHA 0.30 CHnui
035 cronmep) 0.35 2% 3estenbiit
040 28 MM (KpacHBIiI 0.40 UepHbrii
045 cTOTIIEp) 0.45 benbrit
050 31 mm(gepHBIH 0.50 Kenteriit
055 cromrep) 0.55 Kpachpiii
060 0.60 Cunnit
070 0.70 3eeHbIi
080 0.80 YepHbri

5.2 IlpaBunbHO oadEpuTE pa3Mep HHCTPYMEHTOB U CIIEAyIHTE 00IIEMy METOY OCYIICCTBICHHS
IpOLEeypPHL.

5.3 Pumepsbl U3 HUKENb-TUTAHOBOTI'O CILJIaBa PYYHbIE COOTBETCTBYIOT YCIOBHUAM UCIBITAHUS
npousBoauTensHOCTH [SO 3630. [IpoyHOCTh MPOAYKIMHK HA CKPYYHBAHUE U U3THO JTOJKHA MPEBbIIIATH
yKa3aHHOE 3Hau€HHUEe CTaHapTa.

6. MepbI Ipe10CTOPOKHOCTH:

6.1 YUtoObI peJOTBPATUTH 3apakeHUE, OUUCTHTE W MIPOCTEPIITU3YHTE M3Aeus (CM. IYHKT 7) 1
yOenuTeck, epe UCTIOIB30BaHIEM M3 HAXOSTCS B CTEPIIIBHOM BUJIC.

6.2 Boibepute HanboJee MoaXoAsIIee U3AeNINe U KaKAO0T0 ciydas U clieayiTe o0IeMy MeToay
OCYIIECTBJICHUS MTPOLIEAYPHI.

6.3 [lepen ucmonb30BaHUEM YOCIUTECH, UTO U3JICNTUSI HE UMEIOT JeopMallnii, aparnuH U TPEIIrH.
6.4 Eciiu rosioBKa U3enus TOHKas, IJIMHHAS WM 00JIbIlasi, BO3pacTaeT BEPOATHOCTh €€ MOJIOMKH WU
nepekpyunBanus. 11o 3Toii mpuurHe u3deraiTe UCTOIb30BaHMS YPE3MEPHBIX YITIOB HAKIJIOHA U
YPE3MEPHOTO JIaBIICHUSI.

6.5 Ucnons3yiite koddepaam wim uHbIE TPUCTIOCOOICHNUS, YTOOBI H30eXKaTh CIIydaliHOTO MaicHHUS U
MIPOIJIaThIBAaHUSI HHCTPYMEHTOB.

6.6 He ucnone3yiite uzaenus 1y Kakux-amu0o Lenel, KpoMe MepedrcIeHHbIX BBILIE.

6.7 V3nenus npenHa3HayeHbl TOJIBKO JJIS1 UCIIOJIB30BaHUSI CTOMATOJIOTaMHU.

6.8 Ilpu yTrnm3anu ¢ W3eIHsIMH CIeAyeT 00paIaThesl Kak ¢ MEJUIMHCKIMH OTXOJaMH.

6.9 YTunusupyiite u3aenus, eCiii OHU NOBPEKACHbI WIH 3arPsS3HEHBL.

6.10 ITocne ucmonb30BaHus MPOMONWTE METUIIMHCKAM YUCTSIIUM CPEJICTBOM M IETKOH, 3aTeM CMOUTE
3arps3HEHUs, HaPUMED, IPUIUTIINE KUAKOCTH U (ParMEeHTHI TKAHEH.

6.11 YcranapnuBalTe U3A€NNS HA TIOACTABKY IIPH OYHCTKE YIBTPa3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
n30exaTh MOBPEKIACHIUS paboveH YacTu.

6.12 Hcnoneayiite ¢ 0c000H OCTOPOKHOCTBIO, YTOOBI HE IOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 13nenust MOKET OABEPTHYTHCA KOPPO3UU NIPU JUIUTEILHOM HaXOKAECHUU B KOHTAKTE C
rurnoxyiopuroM Hatpusi, S TA 1 HHEIMHU TOJOOHEIMHU BEIIIECTBAMH.

7. Ouuncrka u ae3nHPexuus (Ha ocnopanum ISO 17664: 2017)

7.1 O0mme peKoMeHIAUN:

7.1.1  Hcnonp3ylTe 4HCTAIINE CPEACTBA, NOAXOMANIME Ul OYUCTKU XUPYPTrUUYECKUX HHCTPYMEHTOB,
MEIUIMHCKON PE3WHBI M IUIACTHKA, MEAWIUHCKUX W3JCIHH, HampuMep, MyIbTH()EpMEHTHbIE
ourcturenu. IIpn HCHONB30BaHMM CTPOrO COOMIOJAWTE PEKOMEHAAIMM IIPOU3BOJHUTEIS
KacaTelbHO KOHLEHTPALUK, TEMIIEpaTypbl, BPEMEHHM HEWCTBHA W CpPOKa TOJHOCTU
HCTOIB3yeMoro pacTBopa. He ucmomnp3yiite pactBop nepekucu sogopoaa (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AEHE HA MMOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIM, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoit konnenTpanun) (1:128) ¢ ounmaronmu cBOWCTBaMu, Ipy
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MunyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Bbime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4eM 5 MUHYT B
qUCTSIIE-Ae3UHHIUPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ IOMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA ITOJICTABKY HJIM B KOHTEHHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPAIlMH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM IO IPIMEHEHHUIO YCTPOICTBA [UIs 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPHUH NTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEICHUS KaXI0T0 IUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CIIEAYET UCHOIb30BaTh AEHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHEIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeIoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT MHTUOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpH Temneparype He Boie 110°C.

2. W3penus cnenyeT CyLIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIIHS.

1) TI'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He nucnosip3ylTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.

o Ctp.6u3 9
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7.2.7 YakoBKa: IlomecTuTe H3/eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MEXTy COOO0M, ynakyiiTe B CTEpHIN3aLUOHHBIC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCS B KOPOOKeE,CIEeayeT pa3MECTUTh
CHJIMKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MIPOKAJIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKETOB. EcaM HCIoab3yeTcs TePMOCBAPIINK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzanmsi:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTEepUIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BAHbI COTJIACHO YKa3aHUSM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIN3ATOPOB.

7.2.8.4 Ucrnionp3yliTe TOIBKO MapOBBIe CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonbmme crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POIEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOH B TeueHue 20 MuH.

7.2.8.6 Cobumofaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3 heKTHBHOCTS U KPUTESPHH IPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yIakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETa
YHaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE ITOKA3aTeNH, COOTBETCTBUE (PAKTHUECKHX
apaMeTpOB IUKJIA STAJIOHHBIM MapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TanoB nporiecca, y9uThIBATEe CPOK XPAHEHHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOAUTENIEM YIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMH.

7.2.8.9 Bonee KOpOTKHE IUKIIBI CTEPUIIU3ALUN B COOTBETCTBUU C MECTHBIMH IIPaBHIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITC nU3acius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAaJIM OT KCTOYHHUKOB BJIaru

Y TIPSIMBIX COJTHEYHBIX JIy4el ITPU KOMHATHOM TeMIepaType.

1) CrepubHOCTh HE MOXET ObITh FapaHTUPOBaHA, €CIIM YIIAaKOBKa OTKPBITA, OBPEXKICHA WIIN
HaMOKJIA.
2) IlpoBepbTe yNakOBKY M CaMH MEAMLIMHCKUE U3JIENINs IIepel UX UCTIONb30BaHUEM

(IeTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 Jl1st mpeRoTBpaICHUs TOBPEXKACHHS 31NN BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO UCIOJIB30BAHUE CHEIUATBHBIX CTOEK, JIOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBKa Oblia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpe

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEPpUIN30BATh.
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9. Ycii0BHSI M CPOK XPaHCHUA

9.1 N30eraiiTe XpaHeHUs! [IPU BBICOKOW TeMIIepaType, BIaXKHOCTU U MO BO3AEHCTBUEM IPSAMBIX
COJIHEUHBIX JIydell. beperure ot Bnaru. XpaHurte pyu KOMHATHOW TEMIIEpaType.

9.2 He noBpesxaaiite ynakoBOYHbIE MaTepHUaIbl.

9.3 Uznenue Moxet ObITh LB Bk nn nopaborano mpousBoauTeNeM 0e3 IpeaBapuTEILHOTO
yBepoMIleHus. Peannzanus u3nenuii npeaycMaTpruBaeTcs B MOPSIKE OYepen: TOCTYTUBIIEE
paHbIIle peau3yeTcsi B MPHOPUTETHOM TOPSIKE.

9.4 He noasepraiite Bo3AeiCTBUIO OAKTEPULIMIHOMN JIaMIIbI BO N30€KaHHe IOBPEKICHUS.

9.5. Cpok XpaHeHHsS UHCTPYMEHTOB — 5 JIET.

10. Yruanzanusa:
I[JISI HpaBHHbHOﬁ yTI/IJ'II/I3aIII/II/I BcCeraa CO6JIIOL[aI>1Te HallMOHAJBHBIC 3aKOHbI U peKOMCH}laL{I/II/I.

11. YnakoBka:

11.1 MuHuManbpHas eAMHUIA YIIAKOBKH: 6 MT.B OJIMCTEpe U3 aTFOMHHUEBON (DOJIBIH.

11.2. AccopTuMEHT: OJJHO M3IEJHe KaXKI0T0 pa3Mepa B OJJHOU yIaKOBKE.

12. CumBoJIBI, HCTIOJIB3yeMbIe HA MAPKHPOBKeE

CumBo. 3HaueHnue
M D MenunmuHCKOe M3AeIIHe
For Dental TOaBKO IJII CTOMATOIOTUU
Use Only

@ 3amnper Ha MOBTOPHOE MTPUMEHEHHE
Marepuan pabodeit yacTu:

HUKEJIb-TUTAHOBBIM CILJIaB

LOT Kox naprun

A WnenTudukaioHHbIH CHMBOJ pUMEPOB
A@ He crepunsno
REF Howmep no xatanory
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Hcnone3oBats 1o

| ° I
1 OO6patuTech K HHCTPYKIUH 110 TPUMEHEHHIO

YHoJIHOMOYEHHBIN MMpEaACTAaBUTEIIb B

EC |REP

EBponeiickom CoobiiecTBe

M W3rorosurenn

132°C
669 [Ipenen TemnepaTypsl CTEpUIN3ALNAN
AAAL
af I:l AccopTuMeHT
@ 6 eIUHHUII B YITAKOBKE
<IIpousBoaurejb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Teax.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< ¥YnoJITHOMOYeHHbIH npeacrasureb B EBponeiickom Coo0mecTBe>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan MipnaHaua, BenukobputaHua

Bcerna nepxxute 3TOT TOKYMEHT O pyKoil. B ciyuae yrepu obpartutech 3a KOnuen B OTAET
CTOMATOJIOTHH TIPOU3BOIUTEIIS.

TexHuueckue XapaKTCPUCTUKHU, KOHCTPYKIIUHU U MaTE€pHUaIbl MOTYT OBITh H3MEHEHEI 0€3
Ope€aABApUTEIBHOTO YBEIOMIICHUSA B CBA3H C TpC6OBaHI/I$IMI/I.

CoaepmaHHe JIaHHOM HWHCTPYKIHUH 110 IPUMEHCHHUIO MOXKET OBITh HI3MEHEHO 0¢3
OpeaABApPUTEIBHOTO YBEAOMIICHHUS.

Crp.9u39
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The Stainless Steel Hand Use Reamers is a Hand Use Root Canal Instruments use for enlarging root
canal by the movements of lifting and vertical reciprocation.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Stainless Steel Hand Use Reamers is composed of handle and operative part.
The cross section of Reamers is triangular.
The main Materials:
1) Operative part: Stainless steel
2) Handle: White plastic grains (CAN20-037986.002)
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

]

Operative part Handle
Stoppers

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use.
Repeated sterilization is not recommended

5. Specifications and Method of Use

5.1 The Specification of DENCO Stainless Steel Hand Use Reamers as the below table(based on ISO
3630-1):

Page 3 of 10
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Size Working Length Tip Diameter Taper Color of
(mm) (mm) handle
006 0.06 Pink
008 0.08 Grey
010 0.10 Purple
015 0.15 White
020 0.20 Yellow
025 21mm(white stopper) 0.25 Red
030 L25mm(yellow 0.30 Blue
035 stopper) 0.35 2% Green
040 L28(red stopper) 0.40 Black
045 L31(black stopper) 0.45 White
050 0.50 Yellow
055 0.55 Red
060 0.60 Blue
070 0.70 Green
080 0.80 Black

5.25.2 According to its intended use, the dentists can choose the most appropriative type for each case
and follow the general method.

5.3 This DENCO Stainless Steel Hand Use Reamers is under the provisions of 1ISO 3630 performance

test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

Permcrpaun Mi » Pocsmpasrazsope Page 4 of 10
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711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

Pernctpamua MU & Poc3gparEapzope

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
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7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.
1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

Page 6 of 10
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2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at

Page 7 of 10
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room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

M D Medical device
For Dental
A Use Only For Dental Use Only

@ Do not reuse
@ Material of the operative part

LOT Batch code

A Identification symbols of Reamers
Non-Sterile

REF Catalogue Number

Page 8 of 10
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g Expired Date
[::ﬂ Consult instructions for use

Authorized representative in the European

EC |REP .
Community
I Manufacturer
132°C Can be sterilized at the specified temperature
133
AAAL
Assortment
ooQ

@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTPpYKIHUS 110 IPUMEHEHUIO
Pumepsl U3 HepkaBeren

CTAJIA PYYHbIE

Ne lokymenTa : DJYL-IFU-B009
Bepcusi: Al
Jara: 15.10.2022

m Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpylcuueﬁ no npuUmMeHenuIo.
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Hcropus perakrupoBaHus

Ne Pen. Omnucanue Jlara
1 A0 [TepBoHavanbHAS TyOIUKAIHS 27.05.2020
2 Al JlobaBiieHrEe CUMBOJIOB, nomoyiHeHus | 15.10.2020
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1. Kparko 00 usgenun:

PuMephl U3 HepKaBerOIeH CTaly PyYHBIC - 3TO SHIOJJOHTHYCCKUE HHCTPYMEHTBI, HCITOb3yEeMbIC IS
pacHIMpeHusi KOPHEBBIX KAHAJIOB BEPTUKAILHBIMHA BO3BPATHO-TIOCTYIATEIBHBIMU JIBIXKEHUSIMU.
CrannapTHbIC THCTPYMEHTHI C KOHYCHOCTBIO 2%, YTO COOTBETCTBYET KJIACCH(PHUKAIIMOHHOMY THITY | B
cootBercTBUM co ctanaaprom [SO 3630-1:2019.

He crepunbHEI.

2. CTpyKTypa U MaTepuaJIbl:
Pumeps! U3 Hep)KaBEIOIIEH CTaIM pydYHBIE COCTOST U3 PYKOSTKH, CTOIIEepa U pabouei 4acTH.
Honepeqﬂoe CCUCHHUEC TPECYTOJIBHOC.
OcHOBHBIE MaTepUabI:

1) PaGouas yacth: HeprkaBeromias craib.
2) Pykositka: bensriii rpanynupoBannstil miactuk (CAN20-037986.002)
3) Cronmnepsr: beciieTHas momymnpospaunast pesuna (CAN19-259705.001)

Pabouas yactb PyKosATKa
Cronnep

3. Ucnioab30BaHue:

<MpeaynpexaeHus>

3.1. K ucnomnb30BaHUIO M3ENUH JOMYyCKAIOTCS TOJIBKO KBATHN(HINPOBAHHBIC CTOMATOJIOTH.
3.2 O0s3aTeNbHO CTEPUIIN3YITE U3ACIHS TTePe]] KaKIbIM HCIIOJIE30BaHUEM.
3.3 Ucnonp3yiiTe U3A€AMs TOJIbKO Ul OKa3aHUs CTOMATOJIOTMYECKUX YCIIYT U

COOTBCTCTBYIOIIUX MCAUIUHCKUX ITPOUEAYP., T.C. TOJBKO IO HaA3HAYCHUIO.
<IIpoTruBonoOKa3aHusa>

He ucnone3yiite u3aenus i JIeUeHUS MAIMEHTOB, Y KOTOPBIX HaOII01aeTCsi CEHCHOMIN3AIUS |
JJIEPrUYECKUE PEAKIIUU.

4. IloBTOpHas oOpadoTKAa:
CTOMaTOJIOrMYECKHUE HWHCTPYMCHTEI JIJI1 KOPHEBBIX KaHAJIOB IPEAHA3HAYCHBI JI1 OTHOPA30BOT0
HCIIOJIb30BaHWA U HE MMPEAHA3HAYCHBI JJIs1 IOBTOPHOI'O MCIIOJIb30BaHUs. HOBTOpHaﬂ CTepuIn3anusa

He peKOMeHyeTcs.

5. XapakTepuCTHKH U CIOCO0 MPUMEHEHMSI:

5.1 XapakTepucTHKN pUMEPOB M3 HEPKABEIONICH CTajll TPUBEACHBI B TaOHIle HIDKE (HA OCHOBAHUH

ISO 3630-1):

Ctp.3u3 10
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Juna padoueii Jdunamerp BeT
Pasmep yacTu (Mm) HAKOHEYHHKA (MM) Komyenocrs pyllcloslnm
006 0.06 Po30BbIit
008 0.08 Cepsrii
010 0.10 ®roneToBbIN
015 0.15 beunblii
020 21 mm (Oenbrit 0.20 XKenrerit
025 croep) 0.25 Kpachbrit
030 25 MM (KeThIi 0.30 Cunnit
035 croniep) 0.35 2% SencHbI
040 28 mm (kpacHbIit 0.40 Yepuslii
045 crormrep) 0.45 benprit
050 31 MM (uepHBIit 0.50 Kenterit
055 crorrep) 0.55 Kpachbrit
060 0.60 Cunnii
070 0.70 3enenbrit
080 0.80 YepHblii

5.2 [paBunbHO IoAOEpUTE pa3zMep HHCTPYMEHTOB U CIIEIyHTe 00IEeMy METOIY OCYIIECTBICHHUS
MPOIIE Ty PBI.

5.3 Pumepbl U3 HepKaBEIOIIEH CTAIM PYYHBIE COOTBETCTBYIOT YCIIOBUSM HCIIBITAHUS
nipousBouTenbHOCTH [SO 3630. [IpoyHOCTh IPOAYKIMK HA CKPYYUBAHUE M U3THUO JIOJDKHA TPEBHIIIAET
yKa3aHHOE 3HA4YCHUE CTaHAapTa.

6. Mepbl MPEAOCTOPOKHOCTH:
6.1 YUtoObl peJOTBPATUTh 3apakKeHUE, OUUCTUTE U MIPOCTEPUIU3YHTE 3AeHs (CM. IYHKT 7) U
yOeauTecs, mepell UCIoIb30BaHHEM U3CIHs HaXOASATCs B CTEPHIILHOM BHJIE.
6.2 Brioepure Hanbosee OAXOAAIIEE H3SIHE TS KaXKIOTO CITydas ¥ CIeAyiTe 00meMy MeTory
OCYIIECTBJICHUS POLIEAYPHI.
6.3 [lepen ucnonp30BaHUEM YOeIUTECh, UTO U3IENUS HE UMEIOT JeopMalnii, HapanuH U TPEIIrH.
6.4 Eciv TontoBKa M3/1eHs TOHKAs, IJIMHHAS WU OOJIbINasi, BO3PACTAET BEPOATHOCTH €€ TOJIOMKH HIIH
nepexpyuuBanus. [1o aToit nprumHe n30eraiiTe HCIONB30BaHNS YpE3MEPHBIX YITIOB HAKIOHA U
Ype3MEpHOTO JaBIEHUS.
6.5 Vcnons3yiite koddepaam wiv uHbIE TPUCITOCOOJICHHUS, YTOOBI U30€XKATh CIy4YaiHOTO MAJCHUS U
MPOTJIATHIBAHHUSI HHCTPYMEHTOB.
6.6 He ucronb3yiite usaenus [y Kakux-m1u0o 1enen, KpoMe MepeyrciICHHBIX BBIIIIE.
6.7 Uznenus npeaHa3HaueHbl TOJIBKO U1 UCIIOJIBb30BaHUS CTOMATOJIOTaMHU.
6.8 [Ipu yTunmu3anuu ¢ U3IeNUsAMH clelyeT 00palaThesl Kak ¢ MEAUIMHCKUMHI OTXOJaMH.
6.9 YTunusupyiite uzgenus, €clu OHU IOBPEKACHbI UM 3arPs3HEHBIL.
6.10 [Toce ncnonp30BaHUs TPOMOWTE MEIUIIMHCKUM YHCTSIINM CPEACTBOM U IIETKOH, 3aTeM CMOMNTE
3arpsA3HEHUs, HaIpuMep, IPUIKIIINE KUAKOCTH U (PparMeHThl TKaHEH.
6.11 YcranapnuBaiiTe U3A€NMs HA TIOACTABKY IIPH OYHCTKE YJIBTPa3BYKOBBIM OUUCTUTEIIEM, YTOOBI
n30eXaTh MOBPEXKICHUS paboueii yacTu.
6.12 Mcnone3yiiTe ¢ 0c000H OCTOPOKHOCTBIO, YTOOBI HE TIOPAHUTHCS OCTPHIMH KPOMKAMH.
6.13 M3xenust MOKET MOABEPTHYTHCSA KOPPO3UH MPH JUIUTEILHOM HaXOXKACHUU B KOHTAKTE C
runoxjoputrom HaTpusi, DJITA 1 MHBIMH 1TOTOOHBIMHU BEILIECTBAMHU.

7. Ounctka u ge3undpexuus (Ha ocnoBanuu ISO 17664: 2017)

7.1001mme peKoMeH AN

7.1.1 MHcnonw3yiiTe yucCTAIIME CPENCTBA, NOAXOASIINE ISl OUUCTKH XUPYPrUUECKUX UHCTPYMEHTOB,
MEIUIMHCKON PE3WHBl U IUIACTHKA, MEAMIMHCKUX H3JENHi, HArnpuMmep, MyJbTH()EepMEHTHbIE
ourcturend. Ilpu HCHONB30BaHUM CTPOrO COONMIOJAWTE PEKOMEHJAAIMU MPOU3BOIAMTENS
KacaTeCJIbHO KOHIICHTpaluu, TEMIICPATYPHI, BPEMCHHA HeﬁCTBHﬂ n Cpoka TOOHOCTH
HCIONIb3yeMOT0 pacTBopa. He ncnonb3yiite pactBop nepekucu Bopopoaa (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AETIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOJIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4eM 5 MUHYT B
qUCTSIIE-Ae3UHHIUPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ IOMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA ITOJICTABKY HJIM B KOHTEHHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPAIlMH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM IO IPIMEHEHHUIO YCTPOICTBA [UIs 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPHUH NTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEICHUS KaXI0T0 IUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CIIEAYET UCHOIb30BaTh AEHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHEIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeIoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT MHTUOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpH Temneparype He Boie 110°C.

2. W3penus cnenyeT CyLIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIIHS.

1) TI'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He nucnosip3ylTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTepI/IJ'II/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMIICpaType.

1) CrepubHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIULMHCKHUE U3ENUS Mepel UX HCII0Ib30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XpaHSHHS TIPU BICOKOW TEMITEPAType, BIAXKHOCTH H O] BO3JICHCTBHEM
MPSIMBIX COJTHEYHBIX Jy4el. beperute oT Bnaru. XpaHurte npu KOMHATHOH TeMIeparype.

9.2 He noBpexaiiTe yakoBOUYHbIE MaTEpHAJIbI.

9.3 Uznenue moxeT ObITh (LB jBJGS nimu nopaboTano mpousBoaUTeIeM 6€3 MPEABAPUTEILHOTO
yBeoMIIeHU. Peanuzanus u3aeinii npeaycMaTpruBacTCs B MOPSIKE OYSPEIN: TIOCTYITUBIIICE
paHbliie pean3yeTcs B MPUOPUTETHOM TMOPSIIKE.

9.4 He nozaBepraiiTe Bo3ICHCTBUIO0 OAaKTEPHUIIUIHON JaMIIbl BO H30€KaHUE MOBPEKICHUSI.

9.5. Cpok XpaHEHHs UHCTPYMEHTOB — 5 JIET.

10. YTuaun3zanua:

JJis paBUIIBHOM yTHJIM3AIMN BCETAa COONoIaiiTe TpeOOBaHMUS MECTHBIX 3aKOHOB U
COOTBETCTBYIOIINE PEKOMEH/IAIINH.

11. YnakoBka:

11.1 MuHMManbHas €IMHUIA YIIAKOBKH: 6 IIT.B TUIACTUKOBON KOPOOKE.

11.2. AcCOpTUMEHT: OJTHO U3JIETHe KaXKI0TO pa3Mepa B OJJTHOW YIIaKOBKE.

12. CumBoJIBI, HCNIOJIB3YyeMbIe HA MAPKHPOBKeE

CumBo. 3HaueHnue
M D MeauuHCcKOoe U3aeIne
For Dental
Use Only Tonbko 1uis CTOMATONOTUH

@ 3arnper Ha IOBTOPHOE NIPUMEHEHNE
@ Marepuan paboueli yacTu:
HEpKaBEIoILasl CTalb

LOT Kox maptun

A W neHTudrKamoHHbI CHMBOJ pUMEPOB
He crepunsho
REF Howmep no karanory
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Hcnonp3oBaTth 10

[E OO6patuTtech K HHCTPYKIHMH MO0 TPUMEHEHHIO

YNOIHOMOUYEHHBIN IPEACTABUTEND B
EC |REP .
EBponeiickom CoobriecTse

Hsrorosurens
132°C
64 [Ipenen TemnepaTypsl CTepUIN3aLUN
AAAL
O I:I I:l AccopTrMeHT

@ 6 eIUHUI] B YITAKOBKE

<IIpousBoauresjib>

wl

Shenzhen Denco Medical Co., Ltd
Anpec: Room 301, No.8, 15U road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Tean.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< Yno.tHOMOYeHHbI# npeacTaBuTesb B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan MipnaHaua, BenukobputaHua
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Bcerna nepxute 5TOT TOKYMEHT IO pyKoii. B ciydae yTepu oOpartutech 3a KONUeH B OTAET
CTOMATOJIOTUU IIPOU3BOJUTEISL.

TexHHYECKHE XapaKTEPUCTHKH, KOHCTPYKIIMU M MaTepUalbl MOTYT OBITH H3MEHEHEI 03
MIPEABAPUTEIFHOTO YBEIOMIICHHS B CBS3H C TPEOOBAHUSIMH.

ConeprkaHue JaHHOM HHCTPYKIIMH 110 IPUMEHEHHIO MOJKET OBITH M3MEHECHO 0e3

MIPEIBAPUTEIIEHOTO YBEIOMIICHHUSI.
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1. Brief of the product

3. Before Using

Pernctpamua MU & Poc3gparEapzope

Only One Files is a root canal instrument designed for enlarging the root canal by installing on the
contra angle of Endo Motor to doing the movements of lifting and vertical reciprocation.

It is a high efficient Rotary File with cutting force in both forward and reverse directions, so it is also
called “NITI RECIPROCATING SYSEM?”, means the DENCO Only One Files is NiTi
rotary reciprocating series files, the user can use it on Endo Motor work in reciprocating mode, and
just one file can prepare a root canal.

It is a taper instrument with taper more than 2% taper, which is type 2 classification base on
1ISO3630-1:2019;

It is non sterile instruments.

Product Structure and materials

The DENCO Only One Files is composed of operative part, stoppers and shank.
Due to the unique design of the cross-sectional shape, the twisting direction and angle of the thread,
DENCO Only One Files has the characteristics of cutting force in both directions.
The main Materials:
1) Operative part: Nickel Titanium
2) Shank: Brass C3604
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

Qz-f;z_}_‘_zux—f:-iﬁf;c;—r-ﬁ/—? 11 | 1]

Operative part

Shank

Stopper

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

Re-Processing (base on 1SO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.
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5. Specifications and Method of Use

5.1 The Specification of DENCO Only One Files as the below table (based on ISO 3630-1&ISO 3630-5):

. Working Length Tip Diameter Tape .
Size (mm) (mm) (%) Color of ring
R25 21mm 0.25 8 Red
R40 25mm 0.40 6 Black
R50 imm 0. 50 5 Yellow

5.2 Before using the DENCO Only One Files, pls establish a reproducible glide path using Hand Use
K-Files begin from #08 to #015(not larger than #15) or DENCO PA Files or DENCO pro-glide Files.

5.3 Choose the most appropriative size for each case and follow the general method.

5.4 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.5 This DENCO Only One Files is under the provisions of 1SO 3630 performance test, products’
durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
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using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
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with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
around the devices to prevent packaging piercing.
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3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.
9.2 Do not damage or make a pinhole to packaging materials.
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9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
For Dental For Dental Use Only
Use Only

@ Do not reuse
Material of the working part: Nickel Titanium

O Recommended rotation speed

XXXKXX = XXXXXX min”

Recommended torque for use

XXX mNm

@ Reciprocating files, can work in reciprocation mode
NITI RECIPROCATING SYSEM NiTi rotary files reciprocating series

LOT Batch code

| Non-Sterile
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Catalogue Number
REF

g Expired Date
Eﬂ Consult instructions for use
i |

Authorized representative in the European Community
EC |REP
I Manufacturer
132°C Can be sterilized at the specified temperature
$9%
ALAAL
Assortment
oo

@ 6pcs/pack

<Legal manufacturer>

“ Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.
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Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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Daisibl CTOMATOJOTHYECKHE
yngaoaoHTHYecKkue Only One File
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1. Kparko 00 nzneaum:

®aiinbl cromaTonoruueckue sugonoHTHYecKue Only One File - 310 3HI0I0HTHYECKHE UHCTPYMEHTHI,
MCIOJIb3YEMBbIE JUIsl PACIIIUPEHUS] KOPHEBBIX KAHAJIOB ITyTEM YCTAaHOBKH Ha YIJIOBOW HAKOHEYHHK
SHJIOMOTOpPA U BBIMOJHEHHS BEPTUKAIBHBIX BO3BPATHO-TIOCTYATEIbHBIX ABMKECHUH. Daribl
oTHOCATCSA K "HUKeNb-TUTaHOBOH BO3BPATHO-IMOCTYNATEIBHOM CHCTEME", UYTO 03HAYAET BO3MOXXKHOCTh
WX UCTIOJIB30BaHUs MPH paboTe S3HIOMOTOPA B BO3BPATHO-TIOCTYATEILHOM pexkuMe. VHCTPYMEHTHI ¢
KOHYCHOCTBIO Ooitee 2%, KOTOPBIH COOTBETCTBYET KITACCH()UKAIIMOHHOMY THITY 2 B COOTBETCTBHH C
ISO 3630-1:2019.

He crepunbHsI.

2.  Crpykrypa Hu MaTepuajbl:

daiinpl ctomaronorudeckue sug0A0HTHYecKre Only One File coctosiT u3 XBocToBHKE, pabodeii yacTu
U CTOIIIEpa.

Bnaronapst yHukanbHO#H (opMe MOMEPEYHOTO CEUCHHUsI, HAITPABICHHS 3aKpyYUBaHHA U YTJia pe3b0bl,
¢aiisl 007a7a50T XapaKTEPHUCTUKAMHI PEXYIIEH CHIIBI B 000MX HAIlPaBICHUSIX.

OCHOBHBIE MaTepHaIbl

1) PaGouas dyacTh: HuKeIb-TUTAHOBBIH CIIJIaB
2) XBocrosuk: Jlatyns C3604
3) Cronmepsi: becuBeTHast moymnpo3paunas peanna (CAN19-259705.001)

=== 7 J [ ] ] |

Paboyan yactb

XBOCTOBMK

Cronnep

3. Ucnosab30BaHue:

<IIpenynpexaeHusa>

3.1. K ucnonp30BaHUI0 M3AEIHiA JOMYCKAIOTCS TOJIBKO KBATH(DUITUPOBAHHBIC CTOMATOJIOTH.
3.2 O0s3aTeNbHO CTEPUITN3YITE U3ACIHS MEePe]] KaKIbIM HCIIOJIb30BaHUEM.
3.3 Ucnonp3yiiTe M3Aeus TOIBKO JUISA OKa3aHHs CTOMATOJIOTHICCKHUX YCIYT U

COOTBCTCTBYIOIMUX MCANIUHCKUX ITPOUEAYP., T.C. TOJBKO 110 HA3HAYCHUIO.
<IIporuBoNOKaA3aHUA>

He HCHOHBSyﬁTe U3CJIUA IJI JICUCHUA MMallUCHTOB, Y KOTOPBIX H36J'[I02136TC$I CCHCI/I6I/IHI/I3aHI/IH n
AJUICPIUYCCKUEC pCaKIUU.

4. IlloBTopHas 00padoTka (Ha ocHoBanum ISO 17664: 2017):

CTOMAaTOJOTHYECKHUE HWHCTPYMCHTEI JJI1 KOPHEBBIX KaHAJIOB IMPECIHA3HAYCHBI 11 OAHOPAa30BOro
HCIIOJIb30BaHUA U TOBTOPHOMY UCIIOJIB30BAHUIO HE MMOAJICKAT.

Yucio CTeanm?.aunﬁ HE JOJIZKHO MPEeBbIINATH IIECTHU pa3.
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5. XapakTepucTHKHU M CIOCO0 MPUMEHEHMSI:

5.1 XapaktepucTuKH (aiiyioB cToMaTonorudeckux suaoaouTudeckux Only One File npuBeneHs! B
tabnuie Hwke (Ha ocHoBanuu [SO 3630-1&I1S0O3630-5):

Jauna padoueii Jnamerp 0
Pa3mep aactn (M) HaKomewmIKa (MM) KonycH., (%)| LBeT KoabIa
R25 0. 25 8 Kpacnprii
21 mm
R40 25 MM 0. 40 6 YepHblii
R50 31 mm 0.50 5 Kenrsrii

5.2 [lepen ucnonp30BaHUEM (PAIOB CTOMATONOTHYECKHUX 3HA0J0HTHUecKuX Only One File
MOATOTOBbTE KOPHEBOW KaHaJ K MOCJIEIYIOIINM MAHUITYJISAINUAM C TPUMEHEHUEM
kaHanopacmmpureinei K-Files (pyunsix), pasmepom ot #08 no #015, 4ToObl myTh KaHana ObL1
COOTBETCTBYIOMICH ITUPUHBI.

5.3 I[IpaBmwibHO MOAOEPUTE pa3Mep HHCTPYMEHTOB U CICIYHTE OOIEMY METOIY OCYILECTBICHHSI
MIPOLIETYPHI.

5.4 Pekomenayemasi ckopocTh Bpamenusi: 150-350 06/mun. Kpyrsamuii moment: 2.0- 2.5 H-cm.
5.5 ®aitnel cToMaTonorndeckue sunonouTHIeckrne Only One File cOOTBETCTBYIOT yCIOBHSIM
ucnbiTanus npousBogutenbHocTH [SO 3630. [IpoyHOCTh NPOAYKIIMK Ha CKPYYHBAaHUE U U3THO JTOJKHA
MPEBBIILATh YKa3aHHOE 3HAYeHUE CTaHAapTa.

6. Mepbl MNPEI0OCTOPOKHOCTHU:

6.1 YtoObl PeJOTBPATUTH 3apajkeHUE, OUUCTUTE M MIPOCTEPUITU3YIHTE M3AeHs (CM. TIYHKT 7) H
ybenurecs, nepej UCIoib30BaHUeM U3AEIHs HaXOAATCS B CTEPUIILHOM BHIIE.

6.2 Beibepute Hanbomee MoAXoAAIIee U3eNne U KaXKA0TO ciaydast U clieyiTe o0meMy MeToay
OCYILIECTBIJICHUS NIPOLIEAYPBI.

6.3 Ilepen ucnonb30BaHueM yOEIUTECH, UTO U3AEINS HE IMEIOT AedopManuii, apanvuH U TPEUIyH.
6.4 Eciin ronoBKa u3enus TOHKas, IJIMHHAS WU 0OJIbIlasi, BO3pacTaeT BEPOATHOCTh €€ OJIOMKHU MU
nepekpyunBanus. [1o 3Toii mpuyrHe U30eraiTe NCob30BaHMs YPE3MEPHBIX YTITIOB HAKIIOHA U
YpEe3MEPHOTro JaBJICHUS.

6.5 HUcnonp3yiiTe KoddepaaM miIi HHbIE MPUCTIOCOOTICHU, YTOOB! H30€KaTh CIy4allHOTO MaACHHs 1
MIPOTJIaThIBAaHUS HHCTPYMEHTOB.

6.6 He ucnone3yiite u3aenus 1 Kakux-am10o 1enel, KpoMe NepedrciIeHHBIX BBIIIE.

6.7 V3nenus npenHa3HauyeHbl TOIBKO ISl UCTIOJIB30BAaHUSI CTOMATOJIOTAMHU.

6.8 Ilpu yTunm3anuy ¢ u3AeIHsIMH CIeAyeT 00paIaThesl Kak ¢ MEIUIUHCKAME OTXOJaMH.

6.9 YTunusupyiite u3gaenus, eciyu OHU MOBPEKACHbI WIH 3arPsA3HEHBL.

6.10 ITocne ucnonp30BaHus IPOMOMTE MEAUIIMHCKUM YUCTSIIMM CPEACTBOM M IIETKOM, 3aTEM CMOITE
3arps3HEHUs, HapUMep, PUITHTIINE KUIAKOCTH U (parMEeHTHI TKAaHEH.

6.11 YcranapnuBaiTe U3A€NNs HA TIOACTABKY IIPH OYHCTKE YIBTPA3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
n30exaTh MOBpeXIeHUs paboueil yacTu.

6.12 Hcnone3yiite ¢ 0c000# 0CTOPOXXHOCTHIO, YTOOBI HE ITIOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 M3nenust MOKET OABEPTHYTHCSA KOPPO3UH IIPU JUINTEILHOM HaXOXKAECHUU B KOHTAKTE C
runoxsopuroM HaTpus, S TA 1 HHEIMHU TOJOOHEIMHU BEIIIECTBAMH.

7. Ounctka u ge3undpexuus (Ha ocHoBanuu ISO 17664: 2017)
7.1 O01mme peKkoMeHAAUN:

7.1.1 Hcnonb3yiTe YUCTSILKE CPEACTBA, MOAXOMSALIUE A1 OYUCTKH XUPYPrHUECKUX WHCTPYMEHTOB,
MEIUIUHCKOW PE3WHBI W IUIACTHKA, MEAMIMHCKUX H3IICNIHN, HAIpUMeEp, MYyIbTH()EpPMEHTHBIE
OUMCTHTENH. [IpM WCIONB30BAaHUK CTPOTO COONIOMANTE PEKOMEHIAIMH POU3BOIUTEIS
KacaTeJbHO KOHUEHTpalluu, TeMIlepaTypbl, BPEMEHHU JEHCTBHS M CpPOKa TOJHOCTU
UCTOJIB3yeMoro pactBopa. He ucnonp3yiite pactBop nepekucu Bogopoaa (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AETIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOJIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4eM 5 MUHYT B
qUCTSIIE-Ae3UHHIUPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ IOMOUIbIO YCTPOiicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA ITOJICTABKY HJIM B KOHTEHHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM IO KOHLIEHTPAIlMH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM IO IPIMEHEHHUIO YCTPOICTBA [UIs 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPHUH NTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEICHUS KaXI0T0 IUKIA B
COOTBETCTBUH C HHCTPYKLUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CIIEAYET UCHOIb30BaTh AEHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHEIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeIoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINA PACTBOP COAEPIKUT MHTUOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpH Temneparype He Boie 110°C.

2. W3penus cnenyeT CyLIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICIIHS.

1) TI'psA3HbIe W3NS OYUCTUTE SLIE Pas.
2) He nucnosip3ylTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-mu0o e eKThl.

o Crtp. 6 u3 10
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMIICpaType.

1) CrepubHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIULMHCKHUE U3ENUS Mepel UX HCII0Ib30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Ycii0BHSI M CPOK XPaHCHUA

9.1 UzberaiiTe XxpaHeHHs MPU BHICOKOW TeMIIepaType, BIAXKHOCTHU | O] BO3IEHCTBHEM
MPSIMBIX COJTHEYHBIX JIydeil. bepernte ot Bmaru. XpaHure pu KOMHATHOH TeMIIepaType.

9.2 He noBpexkaaiiTe ynakOBO4UHbIE MaTEpPHAIIBL.

9.3 U3penue mosket ObITh LB jd %S nimmn nopaborano nmpousBoauTeeM O0e3 MpeaBapUTEILHOTO
yBemoMIIeHus. Peanuzaius u3nenuii peaycMaTpuBaeTcs B MOPSAKE OYepeln: IIOCTYITHBIIEE
paHBIIIE pean3yeTcsl B IPHOPUTETHOM MOPSIIKE.

9.4 He noBepraiite BO3JICHCTBHIO OAKTEPHUIIMIHOMN JIAMITBI BO U30€KaHHE TOBPEIKICHHUS.

9.5. Cpok XpaHEHHS HHCTPYMEHTOB — 5 JIeT.

10. YTuan3zanus:
11 IpaBUIIBHOM yTHUJIM3AIKU BCEeTAa COOMoIaiiTe TpeOOBaHUS MECTHBIX 3aKOHOB U
COOTBETCTBYIOIIUE PEKOMEHIAIINH.

11. YnakoBka:
11.1. MunuManpHasl €IMHALIA YITAKOBKU: 6 IIT. B OyMcTepe U3 allfoOMUHUEBOH (onbru/ D-

00pa3Hol MIacTUKOBOK KOpOOKe.
11.2. ACCOPTUMEHT: OJTHO M3JIENINE KaXIOr0 pa3Mepa B OJJHOH yIaKOBKe.

12. CumBoOJIBI, HCTIOJIB3yeMbIe HA MAPKHPOBKeE

CuMBoOJ 3HaueHune
M D MequIuHCKOe U3IeNe
For Dental TONBKO VIS CTOMATOJIOTHH
Use Only

® 3amper Ha MOBTOPHOE IPUMEHEHHE
@ Matepuan paboueii 4acTH:
Huxkenb-TuTaHoBbIH cIj1aB

XXXXXX = XXXXXX min” PeKOMCHI[yeMaH CKOpPOCTH BpalliICHUA

PeKOMCHHyeMOG 3HA4YCHHC
XXX mNm KpyTAlIero MOMEHTa

®aiinbl A5 paboOTHI SHAOMOTOPA
B BO3BPATHO-TIOCTYNATEIIBHOM PCIKUME
d

NITI REC I PROCAT ING SYSEM ®aitsibl CTOMATOJIOTHYECKHUE OHAOAOHTHYCCKHUE JIA
NPUMCEHECHHA B BO3BPATHO-NIOCTYIATCIbHOM PEIKNUME

LOT Kon maptuu

He crepunsho
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‘ Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 18t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com
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WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mipnanaua, BenukobputaHua
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% Bcerma mepxute 3TOT TOKYMEHT O] pyKol. B ciydae yrepu oOpaTuTech 3a KOMHEH B OTAET
CTOMATOJIOI'MU IPOU3BOJUTES.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMU H MaTepUaIbl MOTYT OBITh H3MEHEHHI 03
IPEIBAPUTEIHFHOTO YBEIOMIICHHS B CBSI3U C TPEOOBAHUSIMH.

% ConepskaHHe JaHHOM HHCTPYKIIMH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

[IPEIBAPUTEIILHOTO YBEIOMIICHHUS.
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The DENCO PA Files is for building a smooth path in the root canal by installing on the contra angle of
Endo Motor to doing the movements of lifting and vertical reciprocation.
It is non sterile instruments.

2. Product Structure and materials

The DENCO PA Files is composed of operative part, stoppers and shank.
It is a standard instrument with taper 2% taper, which is type 1 classification base on ISO
3630-2:2019;
The main Materials:
1) Operative part: Nickel Titanium
2) Shank: Brass C3604
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

e

Operative part /

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO PA Files as the below table (based on ISO 3630-1&IS03630-5):

Page 3 0of 9
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. Working Length ip Di T .
Size 0 (mgm)e ot Tlp(l?r;?z;eter (OZF))e Color of the ring
013 21 0.13 2 Purple
016 25 0.16 2 White
019 31 0.19 2 Yellow

5.2 Before using the DENCO PA Files, pls use Hand Use K-Files begin from #08 to #015 (not larger than
#15) to probe the root canal.

5.3 Choose the most appropriative size for each case and follow the general method.

5.4 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

55 This DENCO PA Files is under the provisions of 1ISO 3630 performance test, products’ durability for
twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.
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7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.19

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device

Pernctpamua MU & Poc3gparEapzope

7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
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titanium).

7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.

Note:

1) Discard any instruments with obvious defects (broken, bent, etc.).

2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.

3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).

4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.

5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
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determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.
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9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

Medical device
MD

For Dental For Dental Use Only
Use Only

@ Do not reuse
Material of the working part: Nickel Titanium

O Recommended rotation speed

XXXKXX = XXXXXX min”

Recommended torque for use

XXX mNm
Batch code
LOT
| Non-Sterile
Catalogue Number
REF

Expired Date

° Consult instructions for use
1
REP

Authorized representative in the European Community
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I Manufacturer

132°C Can be sterilized at the specified temperature
99
Assortment
o0[]

@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTpYKIMA 0 NPUMMEHEHHUIO
danjapl CTOMATOJIOIHYECKHUE
ynaononTudeckue PA-Files

Ne JlokymenTa : DJYL-1FU-B038
Bepcus: Al

Mara: 2022-10-15

EH
Heped UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no npuUMeHenuIo.
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1. Kparko 00 uzgeaum:
Daiinpl cToMaTonorudeckue sua0AoHTHYecKue PA-Files - 3To 9HI0JOHTHYECKUE HHCTPYMEHTHI,
HCIOJIB3YEMBIE I CO34AHU JIETKOIIPOXOAUMOTO IIyTH B KOPHEBBIX KaHAJIaX IIyTeM YCTAaHOBKU Ha
YTIIOBOM HAaKOHEYHHK 3HJIOMOTOPA U BBITIOJHEHUS BEPTHUKAIBHBIX BO3BPATHO-TIOCTYIIATEIHHBIX
IBUKCHUM.

He crepunpHBIL.

2. CTpykTypa H MaTepuaJbl:
Daiinpl cTomMaTonoruieckue suaogoHTHYeckue PA-Files cocTosAT U3 XBOCTOBHKA, paboyeii 4acTH U
cTomIepa.
CraHOapTHBIC HHCTPYMEHTHI C KOHYCHOCTBIO 2%, UTO COOTBETCTBYET KIACCU(PHKAMUOHHOMY TUITY 1 B
cootBercTBUM co cranaaprom ISO 3630-1:2019.
OCHOBHBIE MaTepPHUAIbL:
1) PaGouas dyacTh: Hukeab-TUTAHOBBIH CIIJIaB

2) XBoctoBuk: Jlaryns C3604
3) Cronmnep: becusernas nomynpo3paunas pesuna (CAN19-259705.001)

el (77

XBOCTOBMK

Pabouas yacTb

Cronnep

3. Ucnnoab3oBanue:
<[Ipeaynpe:xaeHus™>

3.1. K ucnonb30BaHUIO U3ACTUN J0IYyCKarTCA TOJIBKO KBaJ'H/I(l)I/IIII/IpOBaHHLIC CTOMATOJIOI'H.
3.2 O06s3aTeNBHO CTCpI/IJ'[I/ByI\/’ITe HU3ACIIUA IEPECT KaXKABIM UCITOJIb30BAHUEM.
33 I/ICHOHB3yﬁTe nU3aCIUs TOJIBKO JJIs1 OKa3aHUs CTOMATOJIOTHYCCKUX YCIIYT U

COOTBETCTBYIOIIUX MEIUIIMHCKUX MPOLCAYP., T.€. TOIBKO 10 HA3HAYCHUIO.
<Hp0TI/IBOHOKaBaHI/Iﬂ>

He HCHOHLSyﬁTC HU3ACTIUA AT JICYCHUS TAallUCHTOB, Y KOTOPBIX Ha6n}oz[aeTc51 CeHCI/I6I/IJ'II/I3aHI/I$I u
AJUICPrU4CCKUEC pCaKIuu.

4. IlloBTopHas 00padoTka (Ha ocHoBanum ISO 17664: 2017):

CToMaToJorn4ecKue HWHCTPYMCHTBI 114 KOPHEBBIX KaHAJIOB IIPECIHA3HAYCHBI JI1 OTHOPAa30BOTo
HCIIOJIb30BaHHA U IIOBTOPHOMY HMCIIOJIB30BAHUIO HE ITOAJICKAT.

YwncJio cTepuiin3anuii He JO/KHO NMPEBBIIATH MIECTh Pas3.

5. XapakTepucTHKHU M CIOCO0 MPUMEHEHMSI:

5.1 XapaktepucTuku (haiioB cToMaToIOrHYeckux sHaoa0HTHYecKX PA-Files npuBencHb! B
tabnune Hwke (Ha ocHoBanuu ISO 3630-1 u ISO3630-5):

: Crp.3u39
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Pa3mep Almuna padodei Anamerp KonycH., (%) LBeT koabua
yacT (MM) HAKOHEYHHKA (MM)
013 21 0.13 Purple
016 25 0.16 2 White
019 31 0.19 2 Yellow

5.2 [lepen ucronp30BaHUEM (PaiyioB CTOMATOIOTHYECKHX 3HA0AoHTHUecKUX PA-Files , moarorossTe
KOPHEBOU KaHa K MOCIEIYOIINM MaHUTTYJISIIHUSM C IPUMEHEeHHeM KaHaopacmmpureneid K-Files
py4HBIX, pazmepom ot #08 no #015, Ho He Oomee yem #015.

5.3 I[IpaBmwibHO MOAOEpUTE pa3Mep HHCTPYMEHTOB U CICAYHTE OOIEMY METOIY OCYIECTBICHHSI
MPOLE Iy PHI.

5.4 Pexomennyemasi ckopocTs Bpamenusi: 150-350 06/mun. Kpyrsamuii moment: 2.0- 2.5 H-cm.
5.5 ®@aiinel ctomaTonoruyeckue snogoHTHUecKne PA-Files COOTBETCTBYIOT yCIIOBUAM UCTIBITAHUS
npousBoautensHocTH ISO 3630. [IpouHoCTs NPOAYKIMK Ha CKPYYHBAHUE M U3THO MpEBbIIIACT

YKa3aHHOC 3HAUCHUEC CTaHAapTa.

6. Mepbl Npe10CTOPOKHOCTH:

6.1 YToOBI peOTBPATUTD 3apakeHHe, OUUCTUTE U MPOCTEPIIIN3YHTE H3AETHS (CM. ITyHKT 7) U
ybenurecsk, epejl UCIob30BaHUEM U3AEIIHs HaXOAATCS B CTEPUIIBHOM BHIIE.

6.2 BriOepute Hanbomee MOAXOAsIIee U3EINe AT KAKIOT0 Cydas ¥ CIeayHTe 00IIeMy METOIY
OCYIIECTBICHHS IPOLEAYPHI.

6.3 Ilepen ncnonb3oBaHNeM yOEIUTECH, UTO U3AEINSI HE IMEIOT AedopManuii, Iapani 1 TPEIvH.
6.4 Eciiu ronoBKa U3enus TOHKas, JJIMHHAS WM 0OJIbIlasi, BO3pacTaeT BEPOATHOCTh €€ IOJIOMKHU HIIN
nepekpyunBanus. [1o 3Toii mpuyrHe n3deraiTe NCIONb30BaHMS YPE3MEPHBIX YITIOB HAKJIOHA U
YPE3MEPHOTO AABICHUS.

6.5 Ucnonp3yiite koddepnam uitm HHbIE TPUCTIOCOOIICHUS, YTOOBI H30€XKAaTh CITyJaiiHOTO MAaJICHUS U
MIPOIJIaThIBaHUS HHCTPYMEHTOB.

6.6 He ucnonb3yiiTe u3aenus s KaKux-1100 1enei, KpoMe NepedrCcICHHbIX BbIIIE.

6.7 V3nenus nmpenHa3HayeHb! TOJIBKO JJIs1 UCIIOJIb30BAaHUSI CTOMATOJIOTaMHU.

6.8 Ilpu yTunm3anuy ¢ W3AETIHsIMH CIIEAyeT 00pamaThesl Kak ¢ MEIUIUHCKAME OTXOJaMH.

6.9 YTunusupyiite u3aenus, ecliv OHU MOBPEKACHbI WIH 3arPA3HEHBI.

6.10 Iocne ucnonabp30BaHUs IPOMONTE METULIMHCKUM YUCTSIIUM CPEACTBOM U IIETKOH, 3aTeM cMoiiTe
3arpsI3HEHUS, HAIIPUMep, IIPIILIIINE KUIKOCTH U (PparMeHTHI TKaHCH.

6.11 YcranapnuBaiTe U3A€NNs HA TIOACTABKY IIPH OYHCTKE YIBTPA3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
n30exaTh MOBpeXIeHUs pabouell yacTu.

6.12 Mcnoneayiite ¢ 0c000H OCTOPOKHOCTBIO, YTOOBI HE IIOPAHUTHCA OCTPHIMH KPOMKAMHU.

6.13 M3nenust MOKET NOABEPTHYTHCSA KOPPO3UU IIPU JUINTEILHOM HaXOXKAECHUU B KOHTAKTE C
runoxsiopuroM HaTpus, O TA 1 MHEIMHU TOJOOHBIMH BEIIIECTBAMH.

7. Ounctka u ge3uH@pexuus (Ha ocHoBanuu ISO 17664: 2017)
7.1 O0mme peKoOMeHIAUM:

7.1.1 Hcnonw3yiTe 4HUCTAIINE CPEACTBA, NOAXOAANIME Uil OYUCTKU XUPYPrUU4E€CKUX HUHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBl M IUIACTHKA, MEAWIUHCKNX W3JENNi, HampuMep, MyIbTH()EepMEHTHbIC
ouncrurenu. [Ipn HCHONB30BaHWM CTPOTO  cOOMIOMalTe pPEKOMEHAAIMH  IIPOU3BOJHUTEIS
KacaTelbHO KOHLEHTPALMH, TEMIIEpaTypbl, BPEMEHH NEWCTBHS W CpOKa TOJHOCTH
ucronbs3yeMoro pactsopa. He ncnonesyiite pactBop nepexucu Bogoposa (H,O,).
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7.1.2 B memsax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe U3/AEIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UIH TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnenTpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, IpU
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHN3UPOBAHHON BO/IOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEpUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.

Ctp.5u39
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7.2.3.2 ABTOMATH3MPOBAHHASI OYMCTKA C UCMOJIb30BAHUEM YHCTSIIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe M3€NHA HA TOACTABKY WM B KOHTEHHED (U3 HEpKaBEIOIIEH CTaln
WA TUTAHA).

7.2.3.2.2 BoInoaHATE 33JaHHBIA UK OYUCTKHU C YUCTSIINM PAaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B Teuenue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ IOMOUIbIO YCTPOicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEHS HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna uHCTpYMEHTHI TIOMEIIEHB! B HA0O0p [T OYHMCTKH, TIOACTaBKY WM KOHTECHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPUH MTOJIOKUTEIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 101 IPOTOYHOM BOIOM
(TeMmepaTypsl OKpYIKarolel cpebl).
1) Jlnst npoMBbIBaHUS HCIIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCs BBIMOJIHUTH IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMS CIE€AYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 MCUE3HOBEHHS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
MIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMOTpUTE N3NNI, OTIOKUTE HECOOTBETCTBYIONIHE TPEOOBAHUSIM HU3IEIIHSI.

1) TI'psA3HbIe U3ENNSA OYUCTUTE SLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI OBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.

o Ctp.6u3 9
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA IOJCTABKY WM B KOHTEIHHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa U3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 11060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALINH.
Hcnonw3yiiTe HAOOPHI, MOJACTABKU HIIU KOHTCHHEPHI.

2)  [nd ocTphIX U3AEIH, KOTOpbIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3MeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEIOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEPMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XPaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st u3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu temuneparype 132°C/273°F B
TE4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus JOKHBL OBITh CTEPUIIM30BaHBI COTTIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOUTEISI CTEPHIIM3ATOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonbume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MuH.

7.2.8.6 ColumrofiaiiTe nporeaypy TEXHHUECKOTo 00CTy)KUBaHUS CTEPHIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH POLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIE (PH3UKO-XHMUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIA STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yuuThIBaTe CPOK XPAHEHHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKKME UKIBI CTEPUIM3ALUU B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJIHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIM OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ npu KOMHATHOM TeMIICpaType.

1) CreprbHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIIAKOBKA OTKPBITA, IOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIUIIMHCKUE U3ENUS Mepel UX HCII0JIb30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPpEAOTBPAIICHHA TOBPEKACHUA HU3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO MCIOJB30BAHUEC CICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3CIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPE

HCIIOJIb30BAHUECM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> 1 CTEPUIINU30BaTh.

o Ctp.7u39
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XxpaHeHHs MPU BHICOKOW TeMIIepaType, BIAXKHOCTHU | MOJI BO3IEHCTBHEM
MIPSIMBIX COJTHEYHBIX JIydeil. bepernte ot Bmaru. XpaHure pu KOMHATHOH TeMIIepaType.

9.2 He noBpexkaaiiTe ynakOBOUHbIE MaTEPHAIIBL.

9.3 U3npenue mosket ObITh LBt %S nmn nopaborano nmpousBoauTeeM 0e3 MpeaBapUTEILHOTO
yBemOMIIeHHs. Peanuzaus u3nenuii npeaycMaTpuBaeTcs B MOPSAKE OYepeln: IIOCTYITHBIIEE
paHBIIIE pean3yeTcsl B IPHOPUTETHOM MOPSIIKE.

9.4 He noaBepraiite Bo3JICHCTBHIO OAKTEPHUIIMIHOMN JIAMITBI BO U30€KaHHE TOBPEIKIICHHUS.

9.5. Cpok XpaHEeHHS HHCTPYMEHTOB — 5 JIeT.

10. YTuan3zanus:
1 IpaBUIIBHOM yTUJIM3AIKU BCEeTAa COOM0IaiiTe TpeOOBaHUS MECTHBIX 3aKOHOB U
COOTBETCTBYIOIIUE PEKOMEHIAIINH.

11. YnakoBka:
11.1. MunuManpHasl €IMHALIA YITAKOBKU: 6 IIT. B OJMcTEpe U3 allfOMUHUEBOH (onbru/ D-

00pa3Hol MIacTUKOBOK KOpOOKe.
11.2. ACCOPTUMEHT: OJTHO M3JIENINE KaXIOr0 pa3Mepa B OJJHOH yIaKOBKe.

12. CumBoJIbI, HCTIOJIB3y€EMbIEe HA MAPKHPOBKeE

CumBo.J 3HadyeHHe
M D MeauiuHCcKoe u3aeane
For Dental T
Use Only OJILKO JIIsl CTOMATOJIOT MU

@ 3anpeT Ha IOBTOPHOE NIPUMEHEHUE
Marepuan paboueid 4acTH:
Huxenb-TUTaHOBBIN crsIaB

PeKOMeHZ[yeMaSI CKOpPOCTh BpallICHU

XXXXXX = XXXXXX min

PekoMeHIyeMOe 3HAUEHUE
XXX mNm KPYTSILETO MOMEHTA

LOT Koz maptun

He crepunsHo

Crp.8u39
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REF Howmep no karanory

Ucnoap3oBath 00

DE] OO6patuTtech K HHCTPYKIUH 110 TPUMEHEHHIO

V1oaHOMOYEHHBIHM MMpeaACTaBUTCIIb B

EC |REP

EBponeiickom CoobmiecTBe

u UsroroBureib

132°C
§ 9

[Ipenen TemnepaTypsl cTepUIN3aLUN

3
§

AccopTuMeHT

AAAL
o0[]
@ 6 CAVHUIL B YIITAKOBKE

<IIpousBoaurejib>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 18t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno.itHOMO4YeHHbIi npeacTaBuTeib B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHana MipnaHana, BennkobputaHna

% Bcerna nep)kuTe 3TOT JOKYMEHT MoJ pykol. B cimyuae yrepu oOpatutech 3a KONMel B OTAET
CTOMATOJIOTUU TTPOU3BOJUTEIIS.

%  TexHUYeCKHE XapaKTePUCTUKH, KOHCTPYKIIMU U MaTepUalbl MOTYT OBITh U3MEHEHBI 03
MPeIBapUTENHFHOTO YBEJOMJICHHUS B CBSI3U C TPEOOBAHUSIMH.

% CogeprkaHue TaHHON MHCTPYKIHMH MO0 MPUMEHEHHIO MOXeT ObITh U3MEHEHO 0e3

MpEABAPUTEIBHOTO YBEIOMIICHUSA.

Crp.9u39
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Instructions for use
Of
Paste Carriers

Doc. No.: DJYL-IFU-B023
Version: Al

Effective: 2022-10-15

@
1 | N .
Before using the products, please see the instruction manual as indicated below.
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Revision History

Iltem | Rev description release date
1 A0 The first release 2020-05-27
2 Al Add signs and suggestions 2022-10-15
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1. Brief of the product

The Paste Carriers is a root canal instrument designed for conveying filling material or medicaments
into a root canal. It is used by connecting to active device (Allowable engine speed: less than 800
min-') and rotates to deliver root canal filling or medical agent.

It is an auxiliary instrument of endodontic instrument and it is the type 3 classification base on I1SO
3630-1:2019 and 1SO 3630-4.

It is non sterile instruments.

2. Product Structure and materials

The Paste Carriers is composed of Operative part and stainless steel shank. The working portion of
this product is equipped with spiral form or spiral coil spring.
The main Materials:

1) Operative part: Stainless steel

2) Shank: Brass C3604

e ———— W

Operative part Shank

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Paste Carriers as the below table (based on ISO 3630-1&IS03630-4):

Page 3 0of 9
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Size Working Length Tip Diameter Color of ring
(mm) (mm)

#25 21 0.25 Red

#30 il 0.30 Blue

#35 29mm 0.35 Green

#40 0.40 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.

5.3 Allowable engine speed: MAX 800min-

5.4 Use the active device which can hold the shank precisely: Diameter of Contra Angle shank: 2.35mm

and the active device which could control all allowable engine speed.

5.5 This Paste Carriers is under the provisions of I1SO 3630 performance test, products’ durability for

twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

Page 4 of 9
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7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.19

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device

Pernctpamua MU & Poc3gparEapzope

7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
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titanium).

7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.

Note:

1) Discard any instruments with obvious defects (broken, bent, etc.).

2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.

3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).

4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.

5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
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determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.
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9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

MD

For Dental For Dental Use Only
Use Only

Medical device

Do not reuse

@ Material of the Operative part: Stainless Steel

Recommended rotation speed

XXXXXX = XXXXXX min

@ Tip diameter

Batch code

LOT

| Non-Sterile

Catalogue Number

REF

g Expired Date
° Consult instructions for use
1
REP

Authorized representative in the European
Community

e esener
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I Manufacturer

132°C Can be sterilized at the specified temperature
§9%

Assortment
o0

4pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 1% road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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UHCTpYKIMA 110 NPUMEHEHUIO
KanajoHnanoJiHuTE IH
Paste Carriers

Ne JTokymenta : DJYL-IFU-B023
Bepcusi: Al

Hara: 15.10.2022

@
Hepeo UCNOJI1b306AHUEM O3HAKOMbMECH C uucmpymmeit no NpUMEHEHUI0.

Crp. 1139
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1. KpaTko 00 uzneaun:
SO0ROEEROtsthkdls jizd Paste Carriers - Asts AdgHSHEGSUJNS S dhistezdsjoist, e jHBOLGOY bR Y § HEW
YsHOYd Hiskedistotydses did ¢y jBhkises diok jtedoto o Cehjos? COR0E. RijYBE Lo thed
feHCE sy idkdd € 0CkdodtiE Zhstes2hisokz. IIpuMeHsIOTCS MOCPEICTBOM MOAKIIOYEHHS K
MANIMHHOMY HAKOHEYHHKY (omycTuMasi ckopocth Bpamenusi : MAKC. 800 mun-').
Antfsdsse0ls jiz-d j HEsHSHsdyINSd ] dusistzajdisT. wstlsejishisolzEls CeohhdwdSoydethssiz syl 3
hsekonds 1SO 3630-1:2019 d 1SO 3630-4.
WJ fsJtedidzr.

2. CTpyKTypa U MaTepHaJIbl:
S0R0EsEOtstdds jizd Paste Carriers fishissws dL 0By 2 yomisd d ~ethistadso. t0BEYOW yofis
UshBOP j0 MfoiedEdas? stz cftas?.
OcCHOBHEIE MaTcpualbl:

1) Pabouas yacts: HepikaBeroras crajib
2) XBocrosuk: Jlaryur C3604

e —— N R )

Pabouas yacTtb XBOCTOBMK

3. Ucnosib30Banme:

<IIpeaynpexaeHus>

3.1. K ucronb30BaHUIO M3ENHNA JOMYCKAIOTCS TOJBKO KBATU()UIUPOBAHHBIE CTOMATOJIOTH.
3.2 O0s3aTeNIbHO CTEPUIIU3YUTE U3CIUS TIEPEe]] KaXIbIM UCTIOIh30BAaHUEM.
3.3 Vcnons3yiiTe n3nenus TONbKO JUIsl OKa3aHHUsI CTOMAaTOJIOTMYECKUX YCIYT U

COOTBCTCTBYIOIINX MEAUITUHCKUX NPOUEAYP., T.€. TOJBKO IO HA3HAYCHUIO.
<IIpoTuBONOKA3aAHMSI>

He HCHOJ’ILByﬁTC HU3ACTUA AT JICYCHUS TAallUCHTOB, Y KOTOPBIX Ha6n}onaeTc51 CeHCI/I6I/IJ'II/I3aHI/I$I u
AJJICPrUICCKUEC pCaKIUuu.

4. IloBTOopHas oOpadoTKAa:
CToMaToJIOTHIeCKue HWHCTPYMCHTBI JIJI1 KOPHEBBIX KaHAJIOB IIPECAHA3HAYCHBI JI1 OTHOPA30BOT'o

HCIIOJIb30BaHMs U OBTOPHOMY UCIIOJB30BAHUIO HE MOAJICKAT. KoauuecTBo CTepmm3aum71 HE

J0JIZKHO MPEBBIIATH 6 pa3.

5. XapakTepuCTHKH U CIIOCO0 MPUMEHEHMSI:

5.1 XapakTepucTUKH KaHalloHanoaHuTenel Paste Carriers mpuBeneHbI B Ta0IUIE HIOKE (HA

ocroBanuu ISO 3630-1 u ISO 3630-4):

o Crp.3u39
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SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kuraii

Pasmep Jauna padoueit Junametp IBer KobIA
qacT (MM) HaKOHEeYHHKa (MM)
#25 0.25 Kpacusrit
#30 21m 0.30 Cunuit
#35 gghﬁf 0.35 3enenbili
#40 0.40 Yepnslit

5.2 [IpaBunbHO nogOepuTe pazMep HHCTPYMEHTOB U CIeyiTe 00LeMy METOY OCYLIECTBICHUS
MPOLIEYPHI.

5.3 donycrumas ckopocth Bpamenusi : MAKC. 800 mun'.

5.4 Ucnonp3yiiTe yCTPOUCTBO, KOTOPOE MOXKET TOYHO YJAEPKHUBATh XBOCTOBUK: JHMAMETP XBOCTOBUKA
YIJIOBOTO HaKOHEeUHHKa: 2,35 MM. HakoHEUHHK JIOJKEH KOHTPOJIMPOBATH JIOIYyCTUMBIE OOOPOTHL.

5.5 Kananonamomautenu Paste Carriers MpoXoasIT UCTIBITaHHUS Ha TIPOU3BOIUTEIEHOCTD MO CTAHAAPTY
ISO 3630. ITpoyHOCTH MPOAYKLIMHU HA CKPYYHBAHUE W N3THO MpPEBBIIACT yKa3aHHOE 3HAYSHHUE HAIeTo
cTaHAapTa.

6. Mepbl Npe10CTOPOKHOCTH:
6.1 YToObI MpeaOTBPATUTH 3apaXKEHUE, OUUCTUTE U MPOCTEPUIN3YiiTe u3enus (CM. MyHKT 7) U
ybenurecs, mepe] NCTIOIb30BAHIEM U3AENHUS HAXOAATCSA B CTEPIIIBHOM BHE.
6.2 Bribepurte Hanbosee MOIXOAsIIEe U3IeNne IS KAKIO0To ciydas U CleAyiTe o0IeMy MeToIy
OCYIIECTBIEHUS IPOLETYPBI.
6.3 Ilepen ucnonp30BaHneM yOeIUTECh, UTO U3AETHS HE UMEIOT eopMaIyii, aparnyH U TPEIHH.
6.4 Ecnu royioBKa U3AENUs TOHKAs, JUIMHHAS M OOJIBIIAs, BO3PACTACT BEPOIATHOCTD €€ MOJTOMKH MIIU
nepekpyunsanust. I1o aToil npudrHe uzberaiite HCIONB30BAHUS YPE3MEPHBIX YITIOB HAKIIOHA U
Ype3MEpPHOTO JaBJICHNUS.
6.5 Hcnonw3yiite kodepaam wim nHbIC TPUCIIOCOOICHHUS, YTOOBI N30€XKaTh CIyYaiiHOTO MaJCHUS 1
IIPOIJIaThIBAHUSL HHCTPYMEHTOB.
6.6 He ncrions3yiiTe n3genus A1 KaKUX-JIMOO NS, KpoMe TepeUnCICHHbBIX BBIIIE.
6.7 U3penus npeHa3HAYEHbI TOIBKO AJISI UCTIONIB30BAHUS CTOMATOIOTaMHU.
6.8 Ilpu yTHnn3anuu ¢ H3AENUSAMH CIeRyeT o0pamarscsa Kak ¢ MeIUINHCKAMH OTXOaMH.
6.9 YTunuzupyiTe uzgenus, i OHU IOBPEKACHBI WIH 3aIPA3HEHBL.
6.10 ITocne ucnonb30BaHUSA TPOMONUTE METULIMHCKUM YUCTSAILIUM CPEJCTBOM U ILIETKOM, 3aTeM CMOITe
3arpsI3HEHNS, HalpUMeD, MPIIIHIIIINE )KUIKOCTH U (h)parMeHTHI TKaHEH.
6.11 YcranaBnuBaiiTe u3aeans Ha MOACTABKY IIPH OUUCTKE YJIBTPa3BYKOBBIM OUUCTUTEIIEM, YTOOBI
U30€eXKaTh MOBPEKAECHHS paboueil yacTH.
6.12 Hcnoneayiite ¢ 0c000ii 0OCTOPOKHOCTBIO, YTOOB! HE TIOPAHUTHCSI OCTPHIMU KPOMKAMH.
6.13 M3nenust MOXET MOABEPTHYTHCS] KOPPO3UH MPU JUIUTETLHOM HaXOXICHUU B KOHTAKTE C

THIIOXJIOPUTOM HATpUs, QZ[TA U UHBIMHU HOI[O6HBIMI/I BCIIIECTBAMU.
7. Ounctka u ge3uHdpexuus (Ha ocHoBanuu ISO 17664: 2017)

7.1 O61mme peKOMeHIAUN:

7.1.1 Hcnonb3ylTe YUCTSILIKE CPEACTBA, MOAXOMALIUE A1 OUUCTKH XUPYPrHUECKUX WHCTPYMEHTOB,
MEIUIUHCKOW PE3WHBI W IUIACTUKA, MEAMIMHCKUX H3JICNIHN, HApUMep, MYyIbTH()EpPMEHTHBIE
OUMCTHTENH. [IpM WCIONB30BAaHUK CTPOTO COONIONANTE PEKOMEHIAIMH POU3BOIUTEIS
KacaTeJbHO KOHUEHTpallMu, TeMIlepaTypbl, BPEMEHHU JEHCTBUS U CpPOKa TOJHOCTU
HCTOJIB3yeMoro pactBopa. He ucmomnp3yiite pactBop nepekucu Bogopoaa (H,O,).

: — Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe U3/AEIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder Heobxonumoit konnenTpanun) (1:128) ¢ ounmaronmMu cBOHCTBaMu, Ipy
HEOOXOAMMOCTH 3aMOYUTE HE MeHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHN3UPOBAaHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPHAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.

Ctp.5u39
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Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kuraii

7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIIE-Ae3NHHINPYIONIEM YCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexnns ¢ 1OMOUIbIO YCTPOiicTBA UIAA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEIHS HA TOJACTABKY HJIM B KOHTEWHEp (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BeInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MATKOTO HEUTPaJIbHOTO
pacTBopa (GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MEHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Buumanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna mHCTpYMEHTHI IIOMEIIEHB! B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlK PacTBOpa,
IpPe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPAMEHEHHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U IIPOBEpsiiTe
KPUTEPHUH MOJIOKUTEIIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KX I0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBINIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHMUS K KAUeCTBAM BObI, YKa3aHHBIC
npousBoautesieM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEXITy COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MpOMBIBaHKE (HE MEHee | MUHYTBI) 10T IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCMOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE MPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMS CIE€NYET TUIATEIbHO BHICYLINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEeKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM HU3ICIIHS.

1) TI'psA3HbIe U3ENNSA OYUCTUTE CLIE Pas.
2) He nucnosp3ylTe CTOMIEPHI IOBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIoNne Kakue-mu0o e eKThl.

o Ctp.6u3 9
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MeXTy COO0MH, yrnakyiiTe B CTepIIN3aLUOHHBIEC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKEeTOB. EciaM HCIonb3yeTcs TePMOCBAPIIHK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzaums:

7.2.8.1 Jlns uznenuii pekoOMeHAyeTCs CTepUIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TE4YEeHUE 4 MUHYT, C LIEJIbI0 J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BAHbI COTJIACHO YKa3aHUSM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIN3ATOPOB.

7.2.8.4 Ucnionb3yliTe TOIBKO MapOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonpmne crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAypY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOH B TeueHue 20 MuH.

7.2.8.6 Cobumonaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3 heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YHaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
MapaMeTpPOB IUKJIA STAJIOHHBIM MapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TanoB mporiecca, yauThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOIUTENIEM YIIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bornee KOpOTKHE UKIIBI CTEPUIIM3ALUU B COOTBETCTBUU C MECTHBIMH IIPaBHIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITC nU3cius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT UICTOYHHUKOB BJIaru

U TIPSIMBIX COJTHEYHBIX JIy4el IPY KOMHATHOM TeMIepaType.

1) CrepunbHOCTh HE MOXET ObITh FapaHTUPOBAHA, €CIIH YIIAKOBKA OTKPBITA, OBPEXKICHA WIIH
HaMOKJIa.
2) IlpoBepbTe yNmakOBKY M CaMH MEAMLIMHCKUE U3JIENINs IIepe UX UCTIONb30BaHUEM

(1eTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XPaHEHUs).

8. TpancnoprupoBka:

8.1 Jl71st mpeoTBpaIICHUS TOBPEKACHHS U3/ICNUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO UCIOJIB30BAHUE CHEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnn ymakoBka Oblia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIIBHBIM U IIEpes

HCIIOJIBb30BaHUECM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEpUIN30BATh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 N30eraiiTe XpaHeHUs! IPU BEICOKOW TeMIIepaType, BIAXKHOCTU U MO BO3AEHCTBUEM IPSIMBIX
COJIHEUHBIX JIydeil. beperure ot Bnaru. XpaHurte pu KOMHATHOW TEMIIEpaType.

9.2 He nopesxaaiite ynakoBOYHble MaTepHUaIbl.

9.3 Uznenue Moxet ObITh LB B %S nitn nopaborano mpousBoanTENEM 0€3 IPeaBaPUTETLHOTO
yBepoMIleHus. Peannzanus u3nenuii npeaycMaTpuBaeTcs B MOPSIKE OYepeIn: TOCTYTUBIIEE
paHbllle peau3yeTcsi B MPHOPUTETHOM MOPSIKE.

9.4 He noaBepraiite Bo3AeiCTBUIO OAKTEPULIMIHOMN JIaMIIbl BO N30€KaHHEe IOBPEKICHUS.

9.5. Cpok XpaHeHHsS HHCTPYMEHTOB — 5 JIeT.

10. YTnan3zanua:
I[J'IS[ HpaBHJ’IBHOI:I y'TI/IJ'II/ISaI_[I/II/I BcCeraa CO6J'IIOZ[3ﬁTe HallMOHAJIbHBIC 3aKOHbI U peKOMeHI[a]_II/II/I.
11. YnakoBka:

11.1 MunnManpHast €IUHULA YIIAKOBKH: 4 IIT. B OJHCTEpE U3 aTFOMUHHEBOH (DOJIBTH.

11.2 AccopTUMEHT: OJTHO HU3JIeTINe KaKIOTO pa3Mepa B OJJHOHU yIaKOBKE.

12. CumBOJIBI, HCIIOJIB3yEeMbl€ HA MAPKHUPOBKeE

CumBo. 3HaueHHe
M D MenunuHcKoe u3aeme
For Dental
Use Only ToJabKO AJ1 CTOMATOJIOTUU

@ 3anper Ha IOBTOPHOE NIPUMEHEHHE
@ Marepuan paboue 4acTH:
Hep KaBeroIlasi CTallb
XXKEXX = XXKKXX min” PexomeHn10BaHHAs CKOPOCTb BpalllEHUs

@ JlnameTp HaKOHEUYHHKA

LOT Koz nmaptuun

He crepunsho

REF Howmep no karanory
g Hcnonw3oBats 10
| i I OOpatuTech K UHCTPYKLUU 110 IPUMEHEHHIO
EC |REP OO6parutech K MHCTPYKIIUH 110 IPUMECHEHHIO
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u Usrortosurens

153 %;3 Tpenen TemMiepaTypbl CTEPUITH3AINN

AA_AL

a0 I:l AccopTumeHT

4 CAWHUIIBI B YIIAKOBKE
<IIpousBoauresjb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 13t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii
Tex.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno.tHOMOYeHHbII npeacTaBuTesb B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan MipnaHaua, BenukobputaHua

% Bcernma gepkuTe 3TOT JOKYMEHT T0J] pyKoii. B cimydae yrepu oOpaTuTech 3a KOHMEH B OTIEN
CTOMATOJIOTMH IPOU3BOIUTEIIS.

% TexHn4yeckue XapaKTEPUCTUKH, KOHCTPYKIIMU M MaTE€pHAIIBl MOTYT OBITh H3MEHEHHI 03
IIPEIBAPUTENILHOIO YBEJOMJIEHUS B CBSI3U C TPEOOBAaHUSIMU.

% Conep:kaHue JaHHOH WHCTPYKIMH 110 TPUMEHEHHIO MOXKET OBITh N3MEHEHO 0e3
[IPEJBAPUTENILHOIO YBEJOMIICHUS.
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Instructions for use
Of
Peeso Reamers

Doc. No.: DJYL-IFU-B022
Version: Al
Effective: 2022-10-15

Before using the products, please see the instruction manual as indicated below.
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Revision History

Iltem | Rev description release date
1 A0 The first release 2020-05-27
2 Al Add signs and suggestions 2022-10-15
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1. Brief of the product

The Peeso Reamers is an enlarger power-operated endodontic instrument used for improving access to
the root canal by enlarging its coronal opening. It is used by connecting to active device (Allowable
engine speed: MAX 1200min-t) and rotates to enlarge root canal orifice.

It is shape instrument, which is type 5 classification base on 1SO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Peeso Reamers is dental drill is integrated with shank, which is no assembly required. There is
safety guide to preventing ledges or perforations, it is designed to be broken at very near to shank.
It is Enlarger Type P base on ISO 3630-2.
The main Materials:
1) Working part: Stainless steel Notch for size identification
2) Shank: Stainless steel

— ————————— —

e %J T \

S

Working part

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on I1SO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Peeso Reamers as the below table (based on I1SO 3630-1&IS03630-2):

Page 3 of 10
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Size Working Length Tip Diameter Ring marking
(mm) (mm)

1# 0.70 I

2# 0.90 I

3# 28mm 1.10 Il

44 32mm 1.30 il

5# 1.50 il

6# 1.70 1l

5.2 The dentists can choose to use different size according to the size of the root canal.

5.3 Allowable engine speed: MAX 1200min-!

5.4 Use the active device which can hold the shank precisely: Diameter of Contra Angle shank: 2.35mm
and the active device which could control all allowable engine speed.

5.5 This Peeso Reamers is under the provisions of ISO 3630 performance test, products’ durability for
twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,

Page 4 of 10
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temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.
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7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
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thermo-sealer is used, the process must be validated.
4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
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method for stock management.
9.4 Do not keep under germicidal lamp to avoid deterioration.
9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
For Dental For Dental Use Only
Use Only

Do not reuse

Recommended rotation speed

@ Material of the working part; Stainless Steel

XXXXXX = XXXXXX min

@ Tip diameter

Batch code

LOT

| Non-Sterile

Catalogue Number

REF

Expired Date

E]E Consult instructions for use
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Authorized representative in the European

B [REF Community
I Manufacturer
132°C Can be sterilized at the specified temperature
999

Assortment

o0
@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China
Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.
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The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTPYKIIHUSA 110 NIPUMEHEHU IO
JApuiab00opsl AJIs pacClIMPEeHUs YCThA
U BEPXHEH TPETH KOPHEBOI'0 KaHAJIA

Peeso Reamers

Ne lokymenTa : DIJYL-IFU-B022
Bepcus: Al
Jdara: 15.10.2022

ﬁ] Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpytmueﬁ no npuUMeHenuIo.

Crp.1u310

Pernctpamua MU & Poc3gparEapzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kuraii

Hctopusi perakTupoBaHus

Ne Pen. Omnucanne Hata
A0 [lepBoHauanbHas TyOTHUKAIHS 27.05.2020
2 Al JloGaBiieHUEe CUMBOJIOB, TOMONHEHUS | 15.10.2022
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Shenzhen, Kuraii

1. Kparko 00 uzgeanm:
Jpuns00ops! 11 pacIupeHns yCThS U BEpXHEH TpeTH KopHeBoro kaHana Peeso Reamers -
9HJOIOHTHYECKHE HHCTPYMEHTBI, UCIIOJIb3yeMble IS YIIy4IlIeHHUs J0CTya K KODHEBOMY KaHally 3a CHeT
YBEIHUYCHUST KOPOHKOBOT'O OTBEPCTHS. RCIMOJIB3YSTCSI MOCPEICTBOM IOTKIIOUEHHS] K MAINHHHOMY
HAKOHEYHHUKY (1omyctumasi yuacrora spamenus : MAKC. 1200 mun).
OTtHOocsTCA K KiaccuukaunoHHoMy Tumy 1 B cooTBeTcTBUH co ctanaapTom [SO 3630-1:2019.

He crepunpHBI.

2. CTpykKTypa M MaTepuaJbl:

Jpuns00ps! 171 paciupeHns yCThs U BEpXHEH TpeTH KopHEeBoro kaHana Peeso Reamers
BKJIIOUAIOT HECHEMHBII XBOCTOBHK, cOOpKa He TpeOyercs. MmeeTcs Hampasisiomas st
IPEeOTBPALICHUS OABICHUS BBICTYIIOB U nepdopanuil. M3nenus paspaboTaHsl Tak, YTOOBI IpU
JOMYIIEHUH TI0JIb30BATENIEM MOJIOMKH HAIOM IMPOU30IIEI OIU3KO K XBOCTOBHKY.

Ha ocnoBanuu ISO 3630-2 oTHOCHTCS K paciIupHUTesM Tuna P.

OCHOBHEBIE MaTcpualbl:

1) Pabouas yacts: HeprxaBeroras crais. Boposabl AnA onpeaeneHuA pasmepa

2) XBocToBHK: HeprkaBeromas cTalb.

————— T e
Cl?.ﬂf( = J
e _;:-:-;XT_ __--_""—\-\. \
AN
Paboyan yactb
XBOCTOBMK

3. Ucnmoab3oBanue:

<IIpexynpexaenus>

3.1. K ucrnonb30BaHUIO U3AEIHNA JOMYCKAIOTCS TOJIBKO KBATU(UIIUPOBAHHBIE CTOMATOJIOTH.
3.2 O0s13aTeNIbHO CTEPUITU3YUTE U3ENUS MTEPET KAXKIBIM UCTIOIB30BAHUEM.
3.3 Mcnons3yiiTe n3neaus TONbKO JUIsl OKa3aHHsl CTOMATOJIOTHYECKUX YCIyT U

COOTBCTCTBYIOIINX MCAUITUHCKUX TPOUEAYP., T.€. TOJIBKO IO HA3HAYCHHUIO.
<IIpoTuBONOKA3AHMSI>

He chonmyf/iTe n3acaus ajid JICYCHUS Mallu€HTOB, Y KOTOPBIX Ha6J’IIOI[aCTC$I CeHCI/I6I/IJ'[I/I3aIII/IH u
AJJICPrU4CCKUC pCaKInum.

4. IloBTopHas o0padoTKa:
CTOMAaTOJIOTHYECKHE HHCTPYMCHTHI JIS1I KOPHEBBIX KaHAJIOB IIPEAHA3HAYCHDBI IJIA OAHOPAa30BOro
HCIOJIb30BAHUA U IOBTOPHOMY MCIIOJIb30BaHUIO HE IMOIJICKAT.

KonnyecTBo cTepuin3anuii He I10JKHO MPeBBILIATDH 6 pa3.

5. XapakTepMCcTHKH M CIOCO0 MPUMEHEHMSI:

5.1 XapaKkTepuCcTUKU APUILOOPOB s pacIIUPEHHs YCThs U BEpXHEH TPETH KOPHEBOro KaHaia

Peeso Reamers mpuBenens! B Tabnuie Hwke (Ha ocHoBanuu [SO 3630-1 u ISO 3630-2):

: — Crp.3u3 10
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Jauna padoueit HaMer
Pa3mep yacti (Mm) naxof[leqﬂmczl: (Mm) KoJsbueBasi oTMeTKa
1# 0.70 |
2# 0.90 ]
3 %g v 1.10 M
a# 1.30 111
5# 1.50 111
6# 1.70 11111

5.2 Pa3mep nCTosib3yeMoro HHCTPYMEHTA CIIEAyeT HOAOHPaTh B 3aBUCUMOCTH OT pa3Mepa KaHana.

5.3 lonycTtumast ckopocts Bpamenus: Makc. 800 muu!

5.4 Vicions3yiiTe ycTpOMCTBO, KOTOPOE MOKET TOYHO yJIEPKUBATh XBOCTOBUK: TMAMETP XBOCTOBUKA
YTJIOBOTO HAaKOHEUHHKA: 2,35 MM. HakoHEUHMK JOJKEH KOHTPOJIMPOBATh JIOMYCTHMBIE OOOPOTHL.

5.5 Jpunb0opsl AJs pacIIMpEHUs YCThs U BEpXHEU TPETH KOPHEBOro kaHana Peeso Reamers mpoxoasT
WCIIBITaHUS HA MPOU3BOAUTENBHOCTD 10 cTanAapty ISO 3630. ITpoyHOCTs NpOAYKIMK HA CKPYUHBAaHUE

U U3rub J0JDKHA NPEBbINIaTh YKa3aHHOC 3HAUYCHUE HAILICTO CTaHAapTa.
6. MepbI Npe10CTOPOKHOCTH:

6.1 UToObI peJoTBPaTUTh 3apakeHUE, OUUCTUTE U IPOCTEPUIIU3YITE U3AeIHs (CM. IYHKT 7) U
yOenuTech, epe1 UCIOIb30BAaHHEM H3EIHsI HAXOSITCS B CTCPHIBHOM BHUJIC.

6.2 Beibepure Hanboee TOAXOISIICE H3ASIUE U KOKAOTo CIIydast U ciIeayiTe o0meMy MeToLy
OCYIIECTBIICHHS TIPOLIETYPHI.

6.3 [lepen ucnonp30BaHAEM yOSIUTECH, YTO U3ACTHS HE UMEIOT Ne(opMaIrii, aparyH U TPEIIHH.
6.4 Ecnu TommoBKa U3AENNs TOHKAS, [NTHHHAS WA OOJIBIIAS, BO3PACTACT BEPOIATHOCTD €€ TIOJIOMKH HITH
nepexpyuuBanus. [1o 3ol mprunHe m30eraiiTe NCIOIb30BaHMs Ype3MEPHBIX YTIIOB HAKIIOHA H
YpEe3MEPHOTO TABIICHUSL.

6.5 Ucnonp3yiite koddepaaM v HHbIE TPUCTIOCOOTICHNUS, YTOOBI H30€kKaTh CITy9alHOTO TaJIeHHs 1
IIPOTIIATHIBAHUS HHCTPYMEHTOB.

6.6 He ucronp3yiiTe uzjenus uisi KAKUX-THO0 IeJIei, KpoMe MePeUrCICHHBIX BBIIIE.

6.7 U3menus mpenrHa3HaYeHBl TOIBKO JJIS HCTIOJIB30BAHUS CTOMATOJIOTaMH.

6.8 Ilpu yTHnM3auy ¢ H3ISIHUAMH ClieayeT 00panmarbes Kak ¢ MEJUIIMHCKAMH OTXOIaMH.

6.9 YTunusupyiTe uzgenus, €Cii OHU IOBPEKAECHBI WIH 3arPA3HEHBIL.

6.10 ITocne ncnonp30BaHMs MPOMOMTE METUITMTHCKUAM YHUCTSAIINM CPEACTBOM U IIETKOM, 3aTEM CMONTE
3arpsi3HEHNs], HalPUMeEDp, MPUIIHIIIINE KUIKOCTH U (pparMeHTHI TKaHEH.

6.11 YcranapnuBaiTe U3A€IMs HAa TOACTABKY IIPH OYNCTKE YJIBTPA3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
n30exaTh MOBpexkIeHNs paboueii yacTu.

6.12 Hcnone3yiite ¢ 0c000ii 0OCTOPOKHOCTBIO, YTOOBI HE TIOPAHUTHCSI OCTPBIMU KPOMKAMH.

6.13 W3genus MOXKET IOABEPTHYTHCS KOPPO3UU MIPH JUIUTEIILHOM HaXO0KJICHUU B KOHTAKTE C

rUIOXJI0puToM HaTpus, DJTA 1 UHBIMU TOT0OHBIMHU BEIIECTBAMHU.

7. Ouncrka u ae3nHPpexuus (Ha ocaopanum ISO 17664: 2017)

7.1 O01mme peKkoMeHIAUN:

7.1.1 Hcrnonp3ylTe YUCTSILUE CPEACTBA, NMOAXOMAIIUE I OYMCTKU XUPYPrUUECKUX UHCTPYMEHTOB,
MEJIUIIMHCKON PE3WHbl M IUIACTUKA, MEAMLUUHCKUX H3JENHi, HarpuMep, MyJIbTH()EpMEHTHbIE
ourcrtureny. [lpn HCHONB30BaHWMM CTPOro CcOONMIOJAalTE PEKOMEHAAIMU TPOU3BOIMTENS
KacaTeJIbHO KOHIEHTpaluu, TCMIIEPATYPHI, BPEMCHHA }leﬁCTBHSI u Cpoka T'OJHOCTH
HCIOJB3yeMoro pactBopa. He ucnomnb3yiite pactBop nepekucu Bogopoaa (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe U3/AETHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TTOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, IpU
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIBHOE IPOMBIBaHKE (He MeHee 1| MUHYTBI)
o1 ISMOHNU3UPOBAaHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ 1OMOUIbIO YCTPOicTBA VIS Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA TOJICTABKY HJIM B KOHTEWHEp (M3 HepKaBerolen
CTaJld UM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAaHIEM MATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YUCTALIeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3HH(EKIINN
nipu temmieparype >90°C, A0 >3000.

Buumanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna mHCTpYMEHTHI IIOMEIIEHB! B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM 10 KOHLIEHTPAIlK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPIMEHEHHUIO YCTPOICTBA [UIs 1e3UH(EKIN U IIPOBEpsiiTe
KPUTEPUH MTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CIIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHUS K KAUeCTBAM BOBI, yKa3aHHBIC
npousBoauteneM. [lomecture n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [T0JT IPOTOYHOM BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMBbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAECPKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IHs CIE€AYeT TUIATEIbHO BHICYIIHTb.

1. BeITepeTs 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpH Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHHS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3P (HEKTUBHON CYIIKE COETUHEHUH U
MIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoOTpUTE U3ENHS, OTIOKUTE HECOOTBETCTBYIONIHE TPEOOBAHUSIM U3IEIIHSI.

1) T'psA3HbIe U3ENINSA OYUCTUTE SLIE Pas.
2) He ucnosp3yiTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.
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7.2.7 YakoBKa: IlomectuTe H3/eus HA IOJCTABKY WM B KOHTEHHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MEXTy COOO0MH, ynakyiiTe B CTEpHIN3aLUOHHBIC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCS B KOPOOKeE,CIEeayeT pa3MECTUTh
CHJIMKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MIPOKAJIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKETOB. EcaM HCIoab3yeTcs TEPMOCBAPIINK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMPEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzaumsi:

7.2.8.1 JIns nznenuii pekoOMeHAyeTCs CTepUIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BAHbI COTTIACHO YKa3aHUSM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IApOBOM CTEPUIM3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
IIPOU3BOUTENS CTEPHIIU3ATOPOB.

7.2.8.4 Ucrnionp3yliTe TOIBKO MapOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIOMIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonpne crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAypY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYIIKOHN B TeueHue 20 MuH.

7.2.8.6 Cobumofaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3¢ heKTHBHOCTS M KPUTESPHH IPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YHaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUYECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
apaMeTpPOB IUKJIA STAJIOHHBIM HapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TarnoB nporiecca, yauThIBAMTEe CPOK XPAHEHUS B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOAUTENEM YIAKOBKH METOJUUECKUMH PEKOMEHALUSIMHU.

7.2.8.9 bornee KOpOTKHE IUKIIBI CTEPUIIM3ALUU B COOTBETCTBUU C MECTHBIMH IIPaBHIIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaneHnue:

XpaHI/ITC nU3acius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT UCTOYHHUKOB BJIaru

W TIPSIMBIX COJTHEYHBIX JIy4eH MTPU KOMHATHOM TeMIIepaType.

1) CrepubHOCTh HE MOXET ObITh FapaHTUPOBaHA, €CIIM YIIAKOBKA OTKPBITA, TOBPEXKICHA WIIN
HaMOKJIa.
2) IlpoBepbTe yNakOBKY U CaMH MEAMLIMHCKUE U3IENINs IIepel UX UCTIONIb30BaHUEM

(IeTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XPaHEHU).

8. TpancnoprupoBka:

8.1 Jl1s mpeoTBpaICHUS TOBPEXKACHHS U3/ICNUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO HUCIIOJIB30BAHUE CIEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBka Obliia IMOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpes

HCIIOJIBb30BAaHUEM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTCpUIN30BATh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 N30eraiiTe XpaHeHUs! [IPU BBICOKOW TeMIIepaType, BIaXKHOCTU U MO BO3AEHCTBUEM IPSAMBIX
COJIHEUHBIX JIydeil. beperure ot Bnaru. XpaHurte pyu KOMHATHOW TEMIIEpaType.

9.2 He noBpesxaaiite ynakoBO4Hble MaTepHaIbl.

9.3 Uznenue Moxet ObITh LB BB nitn qopabotano mpousBoaAUTENEM 0€3 IPEaBAPUTEILHOTO
yBepoMIleHUs. Peannzanus u3nenuii npeaycMaTpruBaeTcs B MOPSIKE OYepeIn: TOCTYTUBIIEE
paHblIle peaTu3yeTcsi B MPHOPUTETHOM TMOPSIKE.

9.4 He noasepraiite Bo3AeiiCTBUIO OAKTEPULIMIHOMN JIaMIIbI BO N30€KaHHEe IOBPEKICHUS.

9.5. Cpok XxpaHeHHs HUHCTPYMEHTOB — 5 JIET.

10. YTuanzanuq:
HJ’[SI HpaBHJ’ILHOﬁ yTI/IJII/I3aHI/II/I BcCeraa CO6JIIOI[aI>iTC HallMOHAJIbHBIC 3aKOHBI U peKOMCHI{aHI/II/I.

11. YnakoBka:

11.1 MuHHUMaNbHAS €UHMALIA YIIAKOBKH: 6 IIT. B OJIUCTEpE U3 ATFOMHUHUEBOU (DOJIBTH.

11.2 AccopTUMEHT: OJTHO M3JIeHNe KaXKIOTO pa3Mepa B OJJHOH yIaKOBKE.

12. CI/IMBOJIBI, HCIMOJIB3YEMbIC HA MAPDKHUPOBKE

CumBo. 3HauyeHHne
M D MenunuHcKoe n3aeime
For Dental T
USG Only OJIBKO 1JId CTOMATOJIOTUHU

® 3anpeT Ha IOBTOPHOE NIPUMEHEHNE
@ Martepuan paboueii 4acTH:
HEPKaBEIOILas CTalb
XXKEXX = XXKKXX in” PexoMeH10BaHHAs CKOPOCTh BpaILlEHUs

@ JuaMeTp HaKOHEYHUKA

LOT Kox maptun

He crepunsno

REF Howmep no katanory

Ucnoap3oBath 10

EE OO0partutech K MHCTPYKIIHH 110 TPUMCHEHHIO
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Y10JIHOMOYEHHBIH IPEJCTaBUTEIb B

EC |[REP

EBponeiickom CoobuiecTBe

u UzroroBurein

[Ipenen Temneparypsl CTEpUIN3ALUN

ACCOPTHUMEHT

AAAL
o0[]
@ 6 eTMHUI] B YIIAKOBKE

<IIpousBoaurteyn>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.§, 15 road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnosiHoMO4YeHHbIH npeacTaBuTesib B EBponeiickom Coodiecre>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeepHana MpnaHaua, BenukobputaHna
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% Bcerna nep)kute 3TOT JOKYMEHT o pykol. B ciyyae yrepu oOpatutech 3a KOnuel B OTAET
CTOMATOJIOI'MU IPOU3BOJUTEIS.

% TexHHYecKue XapaKTEPUCTUKH, KOHCTPYKIIMU H MaTepUAITBl MOTYT OBITh H3MEHEHHI 03
MPeIBapUTENLHOIO YBEJOMJICHHUS B CBSI3U C TPEOOBAHUSIMH.

% ConepskaHue JaHHOM HHCTPYKIIMH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

IIPECaABAPUTCIBHOIO YBECAOMJIICHUA.
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Instructions for use
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

Pre-Shaper is one type of Dental root canal files kit designed for the entire root canal preparation, in
includes two hand files used by handheld and 4 rotary files used by installing on the contra angle of
Endo Motor to doing the movements of lifting and vertical reciprocation.

It is “Heat Activation” files, means the file is pre-bendable file.

It is non sterile instruments.

2. Product Structure and materials

The Pre-Shaper is a kit includes 2 stainless steel hand Use K files, 1 rotary opening file, and 3 rotary
files with uniform taper 4%. The files are composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Stainless Steel (Hand Use K-Files) / Nickel Titanium(rotary files)

2) Handle: White plastic grains (CAN20-037986.002)

3) Shank: Brass C3604

4) Stoppers: Colorless translucent rubber (CAN19-259705.001)

11 (77, [

Operative part

\\ __/,,_/'“"--f_““" ’—\""“m__ -
Handle
3. Before Using
<Warnings>
3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.
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3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>
Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use
5.1 The Specification of DENCO Pre-Shaper as the below table (based on 1SO 3630-1&I1S03630-5):

. Working Length Tip Diameter Tape .
Size (mm) (mm) (%) Color of ring

R 17mm 0.20 10 Without color

S1 21mm 0.20 4 Yellow

S2 25mm 0.25 4 Red

s3 31mm 0.35 4 green

5.2 Establish a reproducible glide path using Hand Use K-Files begin from #10 and then #015.

5.3 Use opening file R to expand the root canal;

5.4 Choose the most appropriative size for each case and follow the general method.

5.5 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.6 This Pre-Shaper Files is under the provisions of ISO 3630 performance test, products’ durability for
twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, Please clean and disinfect the product (Please see item 7) and make sure

sterilization is completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.
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6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.
6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged
part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
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1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or

titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex

EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector

with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device

7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or

titanium).

7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution

(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the

washer-disinfector with temperature >90°C, A0 >3000.

Note:

1) Discard any instruments with obvious defects (broken, bent, etc.).

2) When the instruments are placed in the cleaning kit, support or container, avoid any

contact with each other.

3) Follow the instructions and concentration provided by the detergent solution

manufacturer (see also general recommendations).

4) Follow the instructions of the washer-disinfector and verify the success criteria after

each cycle is reached according to the manufacturer's instructions.

5) The final rinse step should use deionized water. For other steps, follow the water

quality defined by the manufacturer. Place the devices in a kit, support, or container

(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.
7.2.6.1.2 Inspect devices and sort out those with defects.
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1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).
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8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

Medical device
MD

For Dental For Dental Use Only
Use Only

® Do not reuse
Material of the working part: Nickel Titanium

Heat Activation Pre-bendable

Recommended rotation speed

XXXXXX = XXXXXX min ™
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Recommended torque for use

XXX mNm

Batch code
LOT
@ Non-Sterile
Catalogue Number
REF

g Expired Date
Eﬂ Consult instructions for use
i |

Authorized representative in the European Community

EC |REP
I Manufacturer
132°C Can be sterilized at the specified temperature
999
Assortment
@ 6pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www. dencoendo. com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contactdental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTpYKIMA 110 NPUMEHEHUIO
Daiiibl CTOMATOJOTHYECKHE
JHAOAOHTHYEeCKHEe Pre-shaper

Ne lokymenTa :DJYL-IFU-B044
Bepcusi: Al

Jdara: 2022-10-15

EH
Heped UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no NnpUMEeHeHUuIo.

Crp.1u39
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1. Kparko 00 uzaennu:

@aiiner cToMaToIorn4IecKue YHA0AoHTHIecKHe Pre-shaper - Habop sHIOIOHTHYECKUX (aiiiIoB,
IpeaHa3HAYCHHBIHN IS TIOJTHOM ITOITOTOBKHM KOPHEBBIX KaHaIoB. Habop BKITIOWaeT /Ba pydIHBIX
(baitina, a Taxke 4 poTOpHBIX (haiiyia, HCIIOIB3yEMbIX TIPH YCTAHOBKE HA YIIIOBOW HAKOHEYHHK
9HIOMOTOpA C BBITIOJIHEHHEM BEPTHKAIBHBIX BO3BPATHO-TIOCTYIIATEIBHBIX ABHKCHUH.

@Daitnbr OTHOCATCS K KATETOPHH M3/ACTHH TEPMUUECKOI aKTHBAIIUH, YTO TOAPa3yMEBaeT
COOTBETCTBYIOIINE (PYHKIIHH.

He ctepunbHbL.

2. CTpyKTypa U MaTepuaJbl:
Daiinbl CTOMATOIOTMIeCKUE SHIOJOHTHYECKUE Pre-shaper BKIIIOYAIOT 2 KaHAJIOPaCIIUPUTENS U3
HeprkaBeromeit craau K-Files pyunsix, 1 ¢aitn oTKpsIBaIOIUil poTOpHBIH, U 3 pOTOpHBIX (aiina ¢
YHHUBEpCaAIbHONU KOHYCHOCTBIO 4%. Daiinbl cocToAT U3 pabouell 4acTH, XBOCTOBUKA U CTOMIIEPA.

OcHOBHBIE MaTEpUAIbI:

1) PabGouas yacts: HepxaBeroras crans (kanamopacmmputenn K-Files pyunsie) / Hukess-
TUTAHOBBII CIUIaB (POTOPHBIC (aiiib)

2) Pykositka: 6enbiii rpanyupoBanubiii miactuk (CAN20-037986.002)

3) XsocroBuk: Jlaryns C3604
4) Crommepsl: becuBerHas momynpospadnas pezuHa (CAN19-259705.001)

(1] U%////}) me

Pabouas yactp

Cromnmep XBOCTOBHK

\__ ___/d' o 'ﬂ-"\_,_ -

3. Ucnoab30BaHue: PyKkosTKa

<IIpeaymnpexaeHus>

3.1. K ucnoab30BaHUIO PIBIICJ'II/II\/'I J0IMYyCKarTCA TOJIBKO KBaJ'H/I(i)I/I]_II/IpOBaHHBIC CTOMATOJIOTH.
3.2 O6s3aTeaLHO CTepI/I.]'II/ISyf/'ITC nu3aciuA Nepea KaXKabIM UCITIOJIb30BAHUEM.
33 I/ICHOJ'IB3YI\/‘ITC HU3aCJIMs TOJIBKO JIsI OKa3aHUsA CTOMATOJIOTHYCCKUX YCIIYT U
COOTBCTCTBYIOIIUX MEAUITUHCKUX NIPOUEAYP., T.€. TOJBKO IO HA3HAYCHUIO.
Ctp.3u39
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<IIporuBomoxkaszaHus>
He HCHOHLSyﬁTe HU3ACITUA AT JICYCHUS ITallUCHTOB, Y KOTOPBIX Ha6n}0):[aeTc;1 CCHCI/I6I/IJ'II/I3a]_II/I$[ n
AJUICPIrUICCKUC pe€aKnuu.

4. IloBTopHas o0padorka (Ha ocHoBanum ISO 17664: 2017):

CToMaToJIOrHIeCKue HWHCTPYMCHTBI JI1 KOPHEBBIX KaHAJIOB IMPEAHA3HAYCHBI JI1 OAHOPA30BOT'O
HCIIOJIb30BAHUSA U IMIOBTOPHOMY HCIIOJIB30BaHUIO HE IMOJICKAT.

Yucio CTepl/l.]'lI/BaIIl/lﬁ HE JOJKHO NMpeBbIATh HIECTH pPas3.
5. XapakTepuCcTHKHM U CIOCO0 MPUMEHEHMSI:

5.1 XapakrepucTtuku ¢aiioB CTOMAaTOJIOTMYECKUX SH0IOHTHYECKUX Pre-shaper npuBeeHs! B
tabmune Hwke (Ha ocHoBanuu [SO 3630-1 u ISO3630-5):

I
R 17 mm 0.20 10 becup.
S1 21 MM 0.20 4 Kenrorit
S2 25 MM 0.25 4 Kpacuprii
S3 31mm 0.35 4 3eneHbli

5.2 TloaroToBBETE KOPHEBOW KaHAI K TOCIEAYIONIEMY OCYIIECTBICHUIO IPOLIEYP ¢ IPUMEHEHUEM
kananopactmpureien K-Files pyunsix pasmepom #10 u #015.

5.3 Ucnons3yiiTe ¢aiin pasmepa R s pacmupenns kaHana.

5.4 TlpaBunbHO oAaOepuTe pa3Mep HHCTPYMEHTOB U cielyiiTe 00IeMy METOY OCYLIECTBICHHUS
MPOLE Iy PHI.

5.5 Pexomennyemasi ckopocts Bpamenusi: 150-350 06/mun. Kpyrsamuii moment: 2.0- 2.5 H-cm.
5.6 daiter cTOMATOIOTHYECKUE YHAOIOHTHIECKHE Pre-shaper cooTBETCTBYIOT YCIOBHAM HCITBITAHUS
npousBoautensHoCcTH [SO 3630. [IpouHOCTs MPOIYKIIMK Ha CKPYUYHBAHUE M U3THO JOJDKHA
MPEBBIILIATh YKa3aHHOE 3HAYEHUE CTaHAapTa.

6. MepbI Npe10CTOPOKHOCTH:

6.1 YroObl MpeJOTBPATUTh 3apaKEHUE, OUUCTUTE U IPOCTEPUIU3YHTE U3aeus (CM. IYHKT 7) U
ybenuTech, epes UCTIOIH30BAHUEM M3/ HAXOSTCS B CTEPIIIBHOM BHJIC.

6.2 Boibepute Hanbosee MoaXoAsIIee U3AeNIne U KAKA0TO ciydas U clieayiTe o0IeMy MeToay
OCYIIECTBICHHUS POLIETYPHI.

6.3 [lepen ucnonp3oBaHUEM yOeIUTECh, UTO U3/IENUS HE UMEIOT AeopMaluii, HapaniH U TPEIIrH.
6.4 Ecny ToNTOBKa M3/1eNHUs TOHKAs, [UTMHHAS WM OOJIBINAsi, BO3pAcTaeT BEPOSTHOCTD €€ TIOJIOMKH HITH
nepekpyunBanus. [1o 3Toii mpuyrHe n3deraiTe NCIoIb30BaHMsI YPE3MEPHBIX YITIOB HAKIJIOHA U
Ype3MEepHOTro JaBJIECHUS.

6.5 Ucnons3yiite koddepnam uim uHbIe TPUCTIOCOONIEHUS, YTOOBI H30eXKaTh CIly4aifHOTO MajeHus U
MIPOIJIaThIBAaHUS HHCTPYMEHTOB.

6.6 He ucnions3yiiTe u3menus I KaKUX-IH00 Iefieid, KpoMe epPEeUHCIICHHBIX BBIIIE.

6.7 Uznenus npeaHa3HaueHbl TOJIBKO U1 UCIIOJIb30BAaHUS CTOMATOJIOTaMHU.

6.8 [Ipu yTuimM3amnmu ¢ U3JIENMAMU CIIelyeT 00panaThes Kak ¢ MEAMIIMHCKUME OTXOJJaMH.

6.9 YTunusupyiite u3gaenus, eciu OHU MOBPEKACHbI WIH 3arPsA3HEHBI.

6.10 [Tocne ncnonp30BaHUsI IPOMOMTE MEAUIIMHCKUM YHCTSIIINM CPEACTBOM U IIETKOH, 3aTEM CMOMTE
3arps3HeHUs], HapuMep, IPUIKIIINE KUAKOCTH U (ParMeHThl TKaHEH.

6.11 YcranapnuBaiTe U3AENNS HA TIOACTABKY IIPH OYHCTKE YIBTPa3BYKOBBIM OUHUCTUTEIEM, YTOOBI
n30exaTh MOBPEXKACHUS paboueil yacTu.

6.12 Ucnoms3yiiTe ¢ 0c000# 0CTOPOKHOCTHIO, YTOOBI HE TIOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 M3nenust MOKET MOABEPTHYTHCSA KOPPO3UU IIPU JUIUTEILHOM HaXOXKAECHUU B KOHTAKTE C
runoxjopurom Hatpus, D TA n MHBIMU 10TOOHBIMHU BELLIECTBAMHU.

7. Ouuncrka u ae3uHPexuus (Ha ocnopanum ISO 17664: 2017)
7.1 O0mme peKoMeHIAUN:

7.1.1 Vcnonp3yiTe 4nCTAIINE CPEICTBA, TOAXOAAIINE UISI OYUCTKUA XUPYPIUYECKUX HHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBI M IUIACTHKA, MEAWIUHCKUX W3JENHH, HampuMep, MyIbTH()EpMEHTHbIE
ouncrturenu. [Ipn HCHONB30BaHMM CTPOTO  COOMIOJAWTE PEKOMEHAAIMH IIPOM3BOJHUTEIS
KacaTelbHO KOHLEHTPALMH, TEMIIEpaTypbl, BPEMEHH NEWCTBHA W CpPOKa TOJHOCTH
ucrons3yemMoro pactsopa. He ucnonesyiite pactBop nepekucu sogopona (H,O,).

: S Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe U3/AEIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UIH TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnenTpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, IpU
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHN3UPOBAHHON BO/IOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEpUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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Perucrpanua MH B Pocagpaeragzope p

www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

7.2.3.2 ABTOMAaTH3MPOBAHHASI 0YMCTKA C UCIIOJIb30BAHUEM YHMCTSIIE-
Ae3UHGUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe M3AETUs HA MOACTABKY WM B KOHTEHWHED (M3 HEP)KaBEIOIIEH CTaIN
WJIM TUTAHA).

7.2.3.2.2 BBINOIHUTE 33JAHHBINA UK OYUCTKU C YUCTSIIMM PAaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnienTpanuu 1:128 ~ 1:512) B TeueHne He MeHee YeM 5 MUHYT B
qucTAnie-Ae3nHGUIUpyoIeM ycTpoiictse pu temmnepatype 20°C ~ 40°C.

7.2.3.3 leanHdeKuus ¢ MOMOLIBIO YCTPOMCTBA sl Ae3HH(PEKIHU

7.2.3.3.1 TlomecTuTe M3eNUs HA TIOJCTABKY WM B KOHTEHHED (M3 HepKaBEIOIeH
CTaJli UM TUTAHA).

7.2.3.3.2 BpInOaHUTE 3a1aHHBIM LHKJI C HCIIOIH30BAaHMUEM MSTKOTO HEHTPaJIHLHOTO
pacTtBopa (hepMEHTHOTO YUCTSIIETo cpeacTa (Hanpumep, Metrex EmPowder B
KoHIeHTpauuu 1:128) B TeueHue He MeHee 5 MUHYT B YCTPOUCTBE /sl Ie3MHPEKINN
npu temmeparype >90°C, A0 >3000.

Buumanue:

1) YrunusupyiiTe HHCTPYMEHTHI C SBHBIMH JiepeKTaMHt (CIIOMaHHBIE, TIOTHYTHIC U T. 1.).
2) Kornma nHCTpYMEHTHI TOMEIIEHBI B Ha0Op [Tl OYHCTKH, TIOICTaBKY MM KOHTEHHED,
n30eraiite 11000ro UX KOHTAKTa APYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSIM U pEKOMEHJAIMAM IO KOHLIEHTPAIlH PacTBOpa,
MPEJOCTABIICHHBIM IPOU3BOAMTENEM (CM. TaKXKe: OOIIUEe PEKOMCHIAIINH ).

4) CrnenyiiTe HHCTPYKIUSM IO IIPAMEHECHUIO YCTPOICTBA [UIsl 1e3UH(EKIIN U IIPOBEPSHTE
KpUTEPHUH MOJIOKUTEIBHOCTH PE3YJIbTaTOB MOCIIE MPOBEICHUS KX 100 IUKIA B
COOTBETCTBUH C MHCTPYKIUSIMU IPOU3BOUTEIIS.

5) Ha mocnenneM 3Tare OYHCTKH CIIEAYET HCIOIh30BaTh ACHOHI3HPOBAHHYIO BOTy. [1pH
BBITIOJTHEHHH IPYTUX ACHCTBUI YUUTHIBalTEe TPeOOBaHUS K KAYeCTBAM BOIBI, yKa3aHHEIE
npousBoauteneM. [lomectuTe n3aenus Ha NOJACTaBKY WM B KOHTeHHep (U3
HEpKaBEIOIEH CTaly UM TUTaHa), YTOOBI M30€kKaTh JTF000T0 UX KOHTAKTa MEXIy COOOM.

7.2.4 HpOMbIBaHl/Ie: OO6unpHOE IPOMBIBaHKE (HE MeHee | MUHYTHI) IOA MPOTOYHOI BOIOH
(TemmepaTyphl OKpy>Karome Cpesibl).
1) Jlst mpoMBbIBaHUS HCIIONB3YWTE ICHOHU3UPOBAHHYIO BOITY.
2) Ecnun panee HCHIONB30BaHHBIN YHCTSIINH PacTBOP COAECPKUT HHIHONTOP KOPPO3UH,
PEKOMEHAYETCS BBIIOJIHUTH IPOMBIBAHUE HEIIOCPEICTBEHHO II€pe]] HauaJIoM

ABTOKJIaBUPOBaHUA.

7.2.5 Cyunca: [lepen nmpoBepKoil M yIaKOBKOM M3/ENNs CIEyET TIIATEIbHO BHICYIINTb.

1. BrITepeTs 0THOPA30BBIM HETKAHBIM MaTEPHAIOM WIIN BBHICYIIUTH TOPSIAM
BO3TyXOM Ipu Temmnepatype He Boimie 110°C.

2. Wznenus cnepyeT CyIIUTh A0 UCUE3HOBEHUS BUIUMBIX CIEJOB BIIATH.

3. Ocoboe BHUMaHHE CIIEAYET YACTATh 3 (HEKTUBHON CYIIKE COCTHHEHUN U
MTOJIOCTEN BHYTPH U3JIETUN.

7.2.6 OcMmortp:

7.2.6.1.1 TlpoBepbTe QyHKIMOHAIBEHBIE XapaKTEPUCTUKN U3IEITHA.

7.2.6.1.2 OcMOTpUTE U3CIHS, OTIOKUTE HECOOTBETCTBYIOIIHE TPEOOBAHUAM H3ICIIHS.

1) I'psi3HBle H3/IETHS OYUCTHUTE €IIe pas.
2) He ucnone3yiite cTOMMIEPH! TOBTOPHO.
3) YTwmmsupyiite u3nenus, IMeIomue Kakue-1iu0o aeeKxTsl.
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA OJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 11060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALINH.
Hcnonw3yiiTe HAOOPHI, MOJACTABKU HIIU KOHTCHHEPHI.

2)  [nd ocTphIX U3AEIH, KOTOpbIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3MeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEIOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEPMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XPaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st u3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu temuneparype 132°C/273°F B
TE4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus JOKHBL OBITh CTEPUIIM30BaHBI COTTIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOUTEISI CTEPHIIM3ATOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonbume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MuH.

7.2.8.6 ColumrofiaiiTe nporeaypy TEXHHUECKOTo 00CTy)KUBaHUS CTEPHIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH POLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIE (PH3UKO-XHMUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIA STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yuuThIBaTe CPOK XPAHEHHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKKME UKIBI CTEPUIM3ALUU B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJIHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIM OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ npu KOMHATHOM TeMIICpaType.

1) CreprbHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIIAKOBKA OTKPBITA, IOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIUIIMHCKUE U3ENUS Mepel UX HCII0JIb30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPpEAOTBPAIICHHA TOBPEKACHUA HU3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO MCIOJB30BAHUEC CICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3CIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPE

HCIIOJIb30BAHUECM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> 1 CTEPUIINU30BaTh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XpaHeHHs MTPU BHICOKOW TeMIIEpaType, BIaXKHOCTHU H MOJ] BO3IECHCTBUEM PSAMBIX
COJIHEUHbIX Jy4el. beperure ot Biaru. XpaHure npu KOMHaTHOH TeMIepaType.

9.2 He moBpex1aiiTe yIakoBOYHBIE MaTEPHAIIEI.

9.3 Usnenue Mosket ObITh LBt %S nimm nopaborano npousBoauTeieM O0e3 IpeaBapUTEILHOTO
yBenomIeHus. Peanuzanus u3nenuii npeaycMaTpuBaeTcs B MOPSAAKE OUepeln: IOCTYIUBILIEe
paHbllle pean3yeTcs B IPUOPUTETHOM TOPSIIKE.

9.4 He noaBepraiite Bo3IcHCTBHIO OAKTEPHUIIMIHON JIAMITBI BO N30€)KaHHE TOBPEIKICHHS.

9.5. Cpok XpaHEeHHS UHCTPYMEHTOB — 5 JeT.

10. Yruan3zanuq:

I[J'[SI HpaBHJ’[BHOﬁ yYTUin3anuu BCerja CO6J1IOIIaI>‘ITe HAIlMOHAJIbHBIC 3aKOHBI U PEKOMCHAAIUU.

11. YnakoBka:
11.1 MuHUMaITbHAS SUHAIIA YIIAKOBKH: 6 IIT.B OJINCTEpe U3 aTFOMHUHUCBOM
(onbru/ D-o0pa3HOl TIIACTHKOBOM KOPOOKeE.
11.2 AccopTUMEHT: OJTHO U3JIETUE KaXK0T0 pa3Mepa B OTHOM yIIaKOBKE.

12. CuMBOJIBI, HCIIOJIb3yeMble HA MAPKUPOBKeE:

12. CuMBOJIBI, HCTIOJIB3yeMble HA MAPKHUPOBKeE

CumBoJ 3HaueHue
M D MenumuHCcKoe U3Ienve
For Dental
A Use Only TompKo 11 CTOMATOIOTHH
® 3anper Ha MOBTOPHOE MMPUMEHEHHE

Martepuan paboueii 4acTH:
Huxkenb-TuTaHoBbIH criiaB

Texnonorusa Heat Activation

Heat Activation

Pexomenyemasi CKOPOCTh BpallleHUs
XXXXXX = XXXXXX min ™
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Pexomengyemoe 3HaueHue
KPYTSILETO MOMEHTA

LOT Koz maprun

He crepunsno

XXX mNm

REF Howmep mo karanory
E Hcnons3oBath 10
E:i] OO0paruTech K MHCTPYKIIUHU TI0 TPUMEHEHUIO
YTomHOMOYEHHBIN TPECTaBUTENb B
EC |REP

Epornetickom Coo01ecTse
“ U3rotoBUTENDH

[Ipenen Temneparypsl CTEpUIN3ALUT

AccopTumMeHT

@ 6 eAMHUI] B YIIAKOBKE

<IIpou3zBoaurean>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.§, 15¢ road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Tea.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno.tHOMOYeHHbI npeacTaBuTesb B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mpnangua, BenukobputaHua

% Bcerma nepute 3TOT JOKYMEHT MoJ] pyKoi. B cinydae yrepu oOpaTtutech 3a KOMueH B OTAET
CTOMATOJIOTUU TIPOU3BOUTEIISL.

X TexHH4eckue XapaKTEPUCTUKHU, KOHCTPYKIUH U MaTepHaJIbl MOTYT OBITh H3MEHEHEI 03
IpCABAPUTCIIBHOTO YBEIAOMIICHHA B CBS3U C Tp€6OBaHI/I${MI/I.

% CopaeprkaHHe TaHHOM MHCTPYKIIMH 110 IPUMEHEHHIO MOJKET OBITH U3MEHEHO 0e3
MIPEIBAPUTEIILHOTO YBEIOMIICHUSI.
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Instructions for use
Of
Primary Files

Doc. No.: DJYL-IFU-B047
Version: Al

Effective: 2023-05-20

| o \
1 Before using the products, please see the instruction manual as indicated below.
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2.

Brief of the product

The Primary Files is the same as Rotary Sup-Taper Files just change the working length to shorter
special designed for kids, and it also use for enlarging the root canal by installing on the contra angle of
Endo Motor to doing the movements of lifting and vertical reciprocation.

It is “Heat Activation” files, means the file is pre-bendable file.

It is non-uniform taper instrument (more than 1% taper), which is type 4 classification base on ISO
3630-1:2019.

It is non sterile instruments.

Product Structure and materials

The DENCO Primary Files is composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Nickel Titanium

2) Shank: Brass C3604

3) Stoppers: Colorless translucent rubber (CANEC1925970501)

7/ Man

Operative part

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.
3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the

intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

Re-Processing (base on 1SO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.

Page 3 of 10
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5. Specifications and Method of Use

5.1 The Specification of DENCO Primary Files as the below table (based on I1SO 3630-1&1S03630-5):

. Working Length Tip Diameter Tape .
Size (mm) (mm) (%) Color of ring
25#04 0.25 4 Red
25406 17mm 0.25 6 Red
30#04 0.30 4 Blue
40#04 19mm 0.40 4 Black

5.2 Before using the DENCO Primary Files, pls establish a reproducible glide path using Hand Use
K-Files begin from #08 to #015 (not larger than #15) or DENCO PA Files or DENCO Pro-Path Files.

5.3 Choose the most appropriative size for each case and follow the general method.

5.4 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.5This DENCO Primary Files is under the provisions of ISO 3630 performance test, products’
durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

A 7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
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temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
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with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 RINsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
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around the devices to prevent packaging piercing.

3) Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4) Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to 1SO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7 Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29 Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
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room temperature.
9.2 Do not damage or make a pinhole to packaging materials.
9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out

method for stock management.
9.4 Do not keep under germicidal lamp to avoid deterioration.
9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

Medical device
MD

For Dental For Dental Use Only
Use Only

® Do not re-use
Material of the working part: Nickel Titanium

Recommended rotation speed

XXXXXX = XXXXXX min ™

Recommended torque for use

XXX mNm

Batch code

LOT

| Non-Sterile

Catalogue Number

REF
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g Use-by date
[:z] Consult instructions for use
) |

Authorized representative in the European Community/
European Union

I Manufacturer

Can be sterilized at the specified temperature

EC |REP

132°C

54

AN\

A 2l

Caution

13: Warranty conditions

Shenzhen Denco Medical Co., Ltd guarantees that the medical device retains its properties for the
duration of the shelf life.

Products that come into contact with blood and/or biological fluids belong to class B medical devices
according to the medical waste classification SanPin 2.1.3684-21 and may be recycled and / or disposed
in accordance with applicable national regulations.

Unused products (not in contact with blood and/or biological fluids), including those with expired shelf
life, belong to class A medical devices under medical waste classification SanPin 2.1.3684-21 and may
be recycled and/or disposed in accordance with applicable national regulations.

<Legal manufacturer>

I SHENZHEN DENCO MEDICAL CO., LTD

Address:Address: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing
Community, Guanhu Street, Longhua District, Shenzhen, China
Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www. dencoendo. com
< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental department of the
manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous notices for the
demands of improvement.
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NHCTPpYKIMSA M0 NIPUMMEHEHHUIO
Danjabl CTOMATOJOTHYECKUE
JHAOAOHTHYecKUe Primary Files

Ne lokymenrta : DJYL-IFU-B047
Bepcusi: Al

Jara: 20.05.2023

| D \ .
l Hepeo UCnoOJ1b306aHUEM O3HAKOMbMECH C UHCMPYKUUeUu no NPUMEHEHUIO.
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1. Kparko 00 uznenun:
daiinbl cToMaTonoruieckue suaoaoHTrYeckue Primary Files - 3To 3HIOIOHTHYECKHE HHCTPYMEHTHI,
aHaJoTHYHBIE (ailyiaM CTOMaTOJIOTHYeCKUM dHAoAoHTHYeckuM Sup-Taper Files, Ho Ooniee KOPOTKHE: UX
JUIMHA TpeHa3Ha4YeHa JUIs paboThl ¢ KOPHEBBIMH KaHAJIaMHU I€TCKUX 3y00B. Mcrnonp3ytoTes s
pacIIMpeHust KOPHEBBIX KaHAIOB ITyTE€M YCTAaHOBKH HA YTJIIOBOM HAKOHEYHHUK SHAOMOTOPA U BBIIOIHEHHUS
BEPTUKAIBHBIX BO3BPATHO-TIOCTYMATEIbHBIX JBIDKCHUI.
OTHOCATCS K TepMOAKTHBAIIMOHHBIM (aiinam, T.e. (aiinam, HCTIONB3YIOMKM TexHoIoruio Heat
activation. MHCTpyMEHTBI C HEOJTHOPOTHON KOHYCHOCTBIO (Ooee 1% ), 9To COOTBETCTBYET
knaccuukanmonHomy tumy 4 B cootBerctBuu ¢ ISO 3630-1:2019.

He crepunbhbL

2. CTpyKTypa n MaTepuaJIbl:
daiinpl cToMaToIoruieckre Ha00HTHYecKkue Primary Files cocTosar u3 XxBocToBuKa, paboueii yactu u
cTOIIEpA.

OCHOBHEBIE MaTepHualbl:

1) PaGouas yacTh: HukeIb-TUTAHOBBIH CIIJIaB
2) XBoctoBuk: Jlaryas C3604.
3) Crommep: becneetHas nonynpo3paunas pe3nna (CAN19-259705.001).

222 T

XBOCTOBMK

Paboyas yacTb

3. Ucnioab30BaHue: Cronnep

<IIpenynpexaeHus>

3.1. K ucrnomnb30BaHNIO 51631 (S0 AO0IMYCKAKTCA TOJIBKO KBaJ’II/I(bI/I]_II/IpOBaHHHe CTOMATOJIOTH.
3.2 O0s13aTeaLHO CTepI/IHI/Byf/'ITe H3ACIUA IEPECA KaKAbIM NCITOJIb30BAHUECM.
3.3 He chonwyﬁTe HU3ACIIUA TOJIBKO OJI OKa3aHWs CTOMATOJIOTUYCCKUX YCIYT U

COOTBCTCTBYIOIIUX JIe4eOHBIX npoueayp., T.€. TOJIbKO IO HA3HAYCHHUIO.
<IIpoTuBOnmOKa3aHUA>

He wucrnonp3yiiTe 3TOT MPOAYKT JUIsl MAIMEHTOB, Y KOTOPBIX HAONIONACTCS CEHCHOWIM3AIHS |
ajiepruyecKast peaxiusl.

4. IToBTOpHas oOpadoTka (Ha ocHoBanum ISO 17664: 2017):
CTOMaTOJIOrNYECKHUE HWHCTPYMCHTBI AJI1 KOPHEBBIX KaHAJIOB MPE€AHA3HAUCHBI JJI1 OAHOPAa30BOI0
HCIOJIb30BAHUA U TTIOBTOPHOMY HMCIIOJIb30BaHUIO HE IMOJICKAT.

Yucsio cTepuian3anmii He 10JKHO NMPEBbINIATH IECTH pa3s.

Crp.3u3 10

Perucrpanus MH e Pocspgpaeranzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

5. XapakTepucTHKHU U CIOCO0 MPUMEHEHMSI:

5.1 XapakTepHuCTHKH (PaiiJIoB CTOMATOJIOTHYECKUX dHA0AOHTHYecKuX Primary Files mpuBeneHs! B
tabmurie Hwke (Ha ocHoBanuu 1SO 3630-1u [ISO3630-5):

Juna padoueii Juamerp 0
Pa3mep aactn (M) HaKomewmIKa (MM) KonycH., (%)| LBeT koabIa
25#04 0.25 4 KpacHsrit
25#06 17w 0.25 6 KpacHbilit
30#04 0.30 4 Cunni
40#04 19 Mmm 0.40 4 YepHsii

5.2 Ilepen ucmonp30BaHUEM (DAJIOB CTOMATOJIOTHYECKHUX dHAOAOHTHYeCKNX Primary Files, moarorossre
KOPHEBOI KaHaJl K MOCIEAYIOIIEeMY HCIIOIb30BaHMIO C IpUMEHEHHeM KaHanopacmmputenei K-Files
(pyunbIxX), pazmepoM oT #08 no #015(ue Oonee #15), (aiiioB CTOMATONOTHYECKUX SHIAOAOHTHUECKUX PA
Files wnn ¢aiinos cromaronornueckux 3Ha010HTHYECKUX Pro-Path Files.

5.3 IIpaBunbpHO TIOAOEpHUTE pa3zMep HHCTPYMEHTOB U CIIeIyiTe 00IIeMy METOY.

5.4 Pexomenayemas ckopocthb Bpamenusi: 150-350 06/mun. Kpyrsimumii moment: 2.0- 2.5 H-em.

5.5 ®aiinbl cTOMATONOTHYECKHE SHIOOHTHYEeCKHE Primary Files cOOTBETCTBYIOT YCIOBHSM UCIIBITAHHS
nipouzBouTebHOCTH [SO 3630. [IpoyHOCTh IPOAYKIMK HA CKPYYMBAHUE M U3THUO JIOJDKHA TIPEBHITIIATH
yKa3aHHO€ 3Hau€HUe cTaHaapra.

6. Mepbl Npe10CTOPOKHOCTH:

6.1 YtoObl mpeOTBPaTUTh 3apakeHUE, OUUCTUTE U TPoAe3UH(UIMpYHTEe U3Aeus (CM. IYHKT 7) U
ybenurecs, nepesl UCIob30BaHUeM U3AEIIHs HaXOAATCS B CTEPUIILHOM BHIE.

6.2 Beibepute HanOoJee MOIXOASIIee U3ISNNe JUTS KAXKIOTO ciydast U ClieAyiTe o0eMy MeToy.

6.3 [lepen ucnons30BaHUEM YOeIUTECh, UTO U3/IENUS HE UMEIOT AeopMaluii, HapaniH U TPEIIrH.
6.4 Eciiu rosioBKa u3/enus TOHKas, IJIMHHAS WM 00JIbIlasi, BO3pacTaeT BEPOATHOCTh €€ MOJIOMKH W
nepekpyurBanus. [1o 3Toi mpuyrHe n30eraiTe NCIoIb30BaHMs YPE3MEPHBIX YIIIOB HAKIIOHA H
YpEe3MEPHOTO JIaBICHUSI.

6.5 Vcnons3yiite koddepaam wim HHbIE TPUCITOCOOICHHUS, YTOOBI U30€KaTh CIIyYaitHOTO MAJACHUS U
IIPOIJIaThIBaHUSI HHCTPYMEHTOB.

6.6 He ucnionp3yiiTe u3nenus U KaKuX-IH00 Ieeid, KpoMe IepeIrCIICHHbIX BBIIIE.

6.7 Uznenus npeaHa3HaueHbl TOJIBKO U1 UCIIOJIB30BaHUS CTOMATOJIOTaMU.

6.8 [Ipu yTunusauuu ¢ U3AeNIUAMH cielyeT o0pallaThes Kak ¢ MEAULMHCKUMH OTXOJaMH.

6.9 YTunusupyiite uzgenus, eciii OHU MOBPEKAECHO WIH 3arPA3HEHBL.

6.10 [Tocne ncnonp30BaHUsl IPOMONTE MEAUIIMHCKUM YHCTSAIINM CPEACTBOM U ILETKOM, 3aTEM CMOMNTE
3arpsA3HeHus, HapuMep, IPUINIIINE KUAKOCTH U (ParMeHThl TKaHEH.

6.11 YcranapnuBalTe U3AENNS HA TOACTABKY IIPH OYHCTKE YIBTPa3BYKOBBIM OUHUCTUTEIEM, YTOOBI
n30exaTh MOBPEKACHUS pabodeit yacTu.

6.12 Ucnonb3yiiTe ¢ 0c000ii 0OCTOPOKHOCTHIO, UTOOBI HE MOPAHUTHCS OCTPHIMU KPOMKAMHU.

6.13 M3aenust MOKET MOABEPTHYTHCSA KOPPO3UU NIPU JUIUTEILHOM HaXOKAECHUU B KOHTAKTE C
rurnoxsiopuroM Hatpusi, DATA 1 moxoOHBIMH BEIIECTBAMH.

7. Ounctka n ge3uH@exnus (Ha ocnoBanuu ISO 17664: 2017)

7.1 O01mme peKkoMeHAAUN:

7.1.1 Hcnonp3ylTe YUCTSILUE CPEACTBA, NMOAXOMAIIUE I OYMCTKU XUPYPIUUECKUX UHCTPYMEHTOB,
MC}IHHMHCKOﬁ PE3MHBI U IJIaCTUKA, MCIUIIMHCKUX I/I3]1€J'IHI7[, TaKHUC KakK MyJ'II:-TI/I(bepMeHTHI)Ie
YUCTSIIME CpeicTBa. [Ipu MCIIONB30BaHUK CTPOTO COOJIIOAANTE PEKOMEHIAIMU TPOU3BOIMTEIS
KacaTecJIbHO KOHIEHTpaluu, TEMIICPATYyPhI, BPEMCHHU )leﬁCTBHH u CpokKa T'OJHOCTH
UCIOJB3yeMoro pacteopa. He ucnomnb3yiite pactBop nepekucu Bogopoaa (H,O,).
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7.1.2 B 1mensx 0e30MacHOCTH UCHONB3YHTE CPEACTBA WHAMBHIYATBHON 3aIIUTHI (MICPYATKH, OYKH,
MAacKH).

713 [Tonb3oBaTens HECET OTBETCTBEHHOCThH 3a CTCpUIIU3alluIO0 NUIIN }le3I/IH¢)eKHI/IIO N3OSN
IIpyU IEPBOM U KaXKAOM IMOCJIEAYIOIIEM UCIIOJIb30BAHNHU, a TAKXKC 3a UCIIOJIB30BaAHUC
TMOBPEKIACHHOI'O MJIM HEJOCTATOYHO KAYE€CTBEHHO CTCPUIIN30OBAHHOT'O U3JACIINA.

714  Ha 3aKIIOYMTENPHOM STale MPOMBIBAHHS HEOOXOAMMO HCIOIB30BATH JICHOHHU3MPOBAHHYIO
BOAY HE3aBUCHMO OT TOTO, HCIOJB3YeTCS U aBTOMAaTHYECKHH CTEPHIN3aTOp WIH PYyYHOU
METOJl OYMCTKU. JJI JAPYyrux 3TamnoB MPOMBIBAHHS MOXHO HCIOJIB30BaTh BOJOMPOBOIHYIO
BOJY.

71.5 llorpyxark B KOHUEHTPAT PACTBOPA 'MIOXJIOPHTA HATPHS JOIYCKACTCS TONBKO pabouylo yacTh
MHCTPYMEHTa, KOHTaKTHPYIOIIYIO C MAI[MEHTOM, TIPH KOHILIEHTpaIK He Ooinee 5%.

716 Jlo unm Bo BpeMst ne3uH(BEKIMN MM OYUCTKH n30eraiTe Beichixanus uzzaenuit. Cyxue
3arpsA3HEHUS] MOXKET OBITh BIIOCJICICTBUH TPYIHO YAAINTb.

7.1.7 s mocTtoOpabOTKK HCIOIB3YHTE TOJBKO MOIXOISIIUE YCTPOHUCTRA.

7.1.8 He ncnons3yiite cHMBOIBI (MAPKUPOBKY ) WIIN HICHTH(PUKAMOHHBIC 3HAKH HEITOCPEICTBEHHO Ha
W3JENNH.

7.1.9 Hcnomp3yiiTe TONBKO Me3WHPHUIHUPYIONINE CPEACTBa, 0H00peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, mpoxopsiiye peryaspHylo MPOBEPKY.

7.2 llopsigok aeiicTBUI IPH OYUCTKE:

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ TPOTOYHOM
JIEMOHU3UPOBAHHOM BOOH (KOMHATHOU Temrieparypsl). [Ipu omonackuBaHUM UCTIOIB3YHTE
MSTKYIO HIETKY (M3 HEMIOHA, TIONUIPOITIICHA, aKPIJIa) JUTS IPeIBAPUTEIHLHON OYHCTKH 10
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouncrka u ne3suHpexuus:

7.2.3.1 Py4yHasi 0OMHMCTKA C MIOMOIIbIO YJIbTPa3BYKOBOI'0 OUMCTUTEJIS

7.2.3.1.1 Pydnast o4uCTKa C IIOMOINBIO YIBTPA3BYKOBOTO O0OPYIOBaHUSI.

7.2.3.1.2 TlomecTuTe M3AeIME B KOMIUICKT, TOJICTABKY WM KOHTEHHED (M31enus u3
HepIKaBeIoIleH cTalu, ONUITPONIICHa WK TUTAHA).

7.2.3.1.3 Ilorpy3ute B paCTBOP MOIOILET0 CPeACTBa (HapuMep, HEOOXOIUMYIO
koHIeHTpanuio Metrex EmPowder) (1:128) ¢ ounimarommmMu cBOHCTBaMH, IPU
HE00XOJAUMOCTH 3aMOYHTE HE MEHEee YeM Ha 15 MUHYT, HCTIONB3YHTE YIbTPa3BYKOBOE

obopynoBaHue.

7.2.3.1.4 IlpoMbIBaHHE: BHIIONHUTE OOUIBHYIO IPOMBIBKY (HE MEHEe 1 MUHYTHI) OJ
JIEMOHU3UPOBAHHOM BOOM, TemriepaTypa Bojbl: 20°C ~ 40°C.
7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BBIM HETKAHBIM MaTepUaIOM WIN yJaIUTe BlIary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temriieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTHU3MPOBAHHASI OUYMCTKA C UCNOJIb30BAHUEM OYUCTUTEIBHO-
Ae3uHGUIUpYIOLIEro ycTpoiicTBa

7.2.3.2.1 IlomecTuTe U31enUsl B KOMILIEKT, IOJICTaBKy WIIM KOHTEHHED (M31enus U3
HeprKaBeollel cTajld WK TUTaHa).

7.2.3.2.2 BeInonHUTE 33aHHBIN MUK OYHCTKH C PACTBOPOM MOIOIIETO CPECTBA
(nampumep, Metrex EmPowder B koHuenTpauuu 1:128 ~ 1:512) B TeueHne He MeHee 4eM
5 MHHYT B OYHUCTUTEIBHO-AC3UHHINPYIONIEM YCTpoHCcTBe ¢ TemmepaTypoii 20°C ~ 40°C.

7.2.3.3 e3uHdexnus ¢ NOMOLIbI0 MOECYHO-Ae3HH(PHIMPYIOLIEro yCTPoiicTBa
7.2.3.3.1 IlomecTute u3aeIe B KOMILIEKT, IOJCTaBKY WJIM KOHTeiHEp (13
HEpI)KaBEIOIeH CTany WK THUTaHA).
7.2.3.3.2 BeIOIHAUTE 33aIaHHBIA UAKII C UCTIOIH30BAHHEM MATKOTO HEUTPaIHHOTO
pacTBopa (PepMEHTHOTO YHCTAIIETo cpeicTBa (Hanpumep, Metrex EmPowder B
KoHIeHTpauuu 1:128) B TedeHne He MeHee 5 MUHYT B MOEUHO-AE3MH(PULIUPYIOIIEM
ycTpoiicte npu Temnepatype >90°C, A0 >3000.
OOpaTruTe BHUMaHHe:

1) YTunusupyite MHCTPYMEHTHI C SIBHBIMH Je(eKTaMU (CIOMaHHbIE, TOTHYTHIE U T. [1.).
2) Korga uHCTpYMEHTHI IOMEIIEHBI B HA0Op 715l YUCTKH, TIOJCTAaBKY MM KOHTEHHED,
n3beraiTe Mmo00ro UX KOHTaKTa APYT C IPYTOM.

3) CaenyiiTe MHCTPYKLMAM U KOHLIEHTPALUU, IPEAOCTABICHHBIM [IPOU3BOAUTENIEM
MOIOILIETO pacTBOpa (CM. Tarke: 00IIKe PEeKOMEHIAINN ).

4) CnenyiiTe HHCTPYKLUSM CTUPAIbHO-E3WHPUIHMPYIOLIEH MAIIMHBI U IPOBEPSIiTE
KPUTEPUH yCIIeXa MOCe JOCTHKEHUS KaX/I0T0 IIUKJIa B COOTBETCTBUU C MHCTPYKIIUSIMU
IIPOU3BOIUTEILS.

5) Ha nocienHem 3Tarne ornojJacCKuBaHUs CIeIyeT HUCIIOIb30BaTh JEMOHU3UPOBAHHYIO BOAY.
IIpu BeIMONHEHUN APYTUX NEUCTBUN YUUTHIBAWTE KAUYECTBO BOJBI, YKa3aHHOE
npousBoauTeneM. [loMecTute U3aemusi B KOMIUIEKT, [TOJICTaBKy WIIM KOHTEHHep (13
HeprKaBEIOIIEeH CTaIH WIIN THTaHa), YTOOBI H30eKaTh TF000r0 KOHTAKTa MEXKIY
YCTPOUCTBAMHM WM IITU(DTAMU.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 101 IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKaroIleH cpebl).
1) Jlnst npoMBbIBaHUS HCIIONIB3YHTE JCMOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT MHTUOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTE IPOMBIBAHUE HEMTOCPEICTBEHHO MEpe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMS CIE€AYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpu Temneparype He Boie 110°C.

2. W3penusd cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE W3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICTIHS.

1) I'psassble uznenus He0OXOIUMO OYHCTUTH eLIe pas.
2) He ucnonp3yiiTe MOBTOPHO CHIIMKOHOBBIC CTOIIICPEI.
3) YTruwmsupyiite usnenus, IMEomue Kakue-1mu00 aeexTsl.

o Crtp. 6 u3 10
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA IOJCTABKY WM B KOHTEHHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AENUI MEXTy COO0MH, yrnakyiiTe B CTepHIN3aLUOHHBIC TAKETHL.

1)  HM3Geraiite m060ro KOHTaKTa MEKITYy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU WX KOHTCHHEPHI.

2) J1st OCTPBIX M3JICNUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH IPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAITUSIMU
IPOU3BOAUTENS MAKETOB. EcaM HCIoabp3yeTes TEPMOCBAPIINK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETa, UTO

ONpPEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzaums:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTEepUIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BAHbI COTTIACHO YKa3aHUSM Ha MapKUPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOAUTENS CTEPHIIU3ATOPOB.

7.2.8.4 Ucnionp3yliTe TOIBKO MapOBBIe CTEPUITN3ATOPHI, COOTBETCTBYIOMIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonpmne crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOH B TeueHue 20 MuH.

7.2.8.6 Cobumonaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTponupyiite 3¢ heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH TIPOLIETYPHI
cTepwiIn3aluy (yakoBKa: LIeI0OCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETa
YHaKOBKH, IOJIOKUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKHX
MapaMeTpOB IUKJIA STAJIOHHBIM HapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TanoB mporiecca, yauThIBAMTE CPOK XPAHEHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOAUTENIEM YIIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIIU3ALUU B COOTBETCTBUU C MECTHBIMH IIPaBHIAMH
BO3MOJXKHBI, HO HE TAPaHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaneHnue:

XpaHI/ITC nU3acius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAaJIM OT KCTOYHHUKOB BJIaru

Y TIPSIMBIX COJTHEYHBIX JIy4el IIPY KOMHATHOM TeMIeparType.

1) CrepupHOCTh HE MOXET ObITh FapaHTHPOBAHA, €CIIM YIIAKOBKA OTKPBITA, OBPEXKICHA WIIN
HaMOKJIa.
2) IlpoBepbTe ymakOBKY M CaMH MEAMLIMHCKUE U3JIENIUs TIepel UX UCTIONIb30BaHUEM

(IeTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 Jl71s1 mpeoTBpaICHUS TOBPEKACHHS 31NNl BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO HCIIOJIB30BAHUE CIEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ynmakoBka Obliia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIIBHBIM U IIEpest

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEpUIN30BATh.

o Crp. 7u3 10
Perucrpanua MH B Pocagpaeragzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XxpaHeHHs MIPU BHICOKOW TeMIIepaType, BIAXKHOCTHU | O]l BO3IECHCTBHEM
TIPSIMBIX COJTHEYHBIX JTy4eil. beperure ot Bnaru. Xpanurte mpu KOMHATHOW TEMITEPAType.

9.2 He noBpexaaiiTe ynakOBOYHbIE MaTEpHAIIBL.

9.3 Uznenue MOXeT OBITh M3MEHEHO WU TOpaObOTaHO MPOU3BOAUTENIEM 0€3 peBApUTEIHLHOTO
yBemoMIIeHHs. Peanuzaius u3nenuii peaycMaTpuBaeTcs B MOPSAIKE OYepeln: IIOCTYIHBIIEE
paHbIlle pean3yeTcsl B IPUOPUTETHOM ITOPSIJIKE.

9.4 He noaBepraiite BO3ICHCTBHIO OAKTEPHUIIMIHOMN JIAMITBI BO U30€KaHHE TOBPEIKICHHUS.

9.5. Cpok XpaHEeHHS UHCTPYMEHTOB — 5 JIeT.

10. Yruaunzanus:
14 npaBUIIbHOM yTUIIM3alMK BCeraa coOnroiainTe TpeOOBaHUS MECTHBIX 3aKOHOB U
COOTBETCTBYIOIINE PEKOMEHIAIINH.

11. YnakoBka:
11.1. MuHuUManpHas eIMHALIA YIAKOBKH: 6 IIT. B OJIUCTEpe U3 afOMUHUEBOU (obru/ D-
00pa3Ho¥ MIaCTHKOBOU KOpOOKe.
11.2. AccopTUMEHT: OJTHO U3/ETUE KaXKI0Tr0 pa3Mepa B OJJHON YIIaKOBKE.

12. CuMBOJIBI, HCTI0JIb3yeMble HA MAPKUPOBKeE:

CuMBoJI 3HaueHHue
For Dental T
Use On|y OJIBKO IJI1 CTOMATOJOTnu

3anper Ha MOBTOPHOE MPUMEHEHHE

Martepuan paboueii 4acTH:
Hukenb-TuTaHoBBIH crij1aB

@@@

YRR = XU min” PexoMenmyemas CKOPOCTh BPaIEHHS

PexoMenyeMoe 3HaueHUE
XXX mNm KPYTSILIETO MOMEHTA

LOT Kon maptun

He ctepunsHO

B>

REF Howmep mo karamory
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EBponeiickom CoobmiecTBe

M M3rorosurein

132°C
§99

[Ipenen Temneparypsl CTEpHUIIN3ALUN

oo[d

AccopTuMeHT

A OcropoxHo!

<IIpousBoaurtesib>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.&§, 15t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Teun.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< YnosaHomouyeHHbIH npeacrasurTenb B EBponeiickom Coodmecrae>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeBepHan MipnaHausa, BenukoGputaHma
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%  Bcerma gepikure 3TOT JOKyMEHT IoJ pyKoil. B ciyuae yTepu oOpaTuTech 3a Konueil B oTaen
CTOMATOJIOTUH ITPOU3BOAUTEIIS.

% TexHHYecKue XapaKTEPUCTUKU, KOHCTPYKIIMU U MaTepUaIbl MOTYT ObITh U3MEHEHEI 03
IPEeABAPUTEIFHOTO YBEIOMIICHHS B CBSA3U C TPEOOBAHUSIMH.

% Copnep:kaHHe JaHHOM MHCTPYKIMU 11O IPUMEHEHHIO MOXKET OBITh H3MEHEHO 0¢3

MPEABAPUTECIIBHOTO YBEAOMIICHUA.
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

Pro-Flexi Files is a root canal instrument designed for enlarging the root canal by installing on the
contra angle of Endo Motor to doing the movements of lifting and vertical reciprocation.

It is a simple but effective rotary file, the taper of files is uniform in taper 4% or 6%, the cutting force
is much stronger, and its operative was in gold color after heat treatment, so it has stronger cutting
force and is safer at the same time.

It is “Heat Activation” files, means the file is pre-bendable file.

It is a taper instrument with taper more than 2% taper, which is type 2 classification base on
1ISO3630-1:2019;

It is non sterile instruments.

2.  Product Structure and materials

The DENCO Pro-Flexi Files is composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Nickel Titanium

2) Shank: Brass C3604

3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

7,

Operative part

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

Page 3 of 10
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4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Pro-Flexi Files as the below table (based on I1SO 3630-1 & ISO3630-5):

Size WorkE?nngSength Tip (I?rzz;rgeter ;I;Zp;e Color of ring
01/09 19mm 0.25 9 White
20/04 0.20 4 Yellow
25/04 21mm 0.25 4 Red
30/04 25mm 0.30 4 Blue
35/04 31mm 0.35 4 Green
25/06 0.25 6 Double-Red

5.2 Before using the DENCO Pro-Flexi Files, pls establish a reproducible glide path using Hand Use
K-Files begin from #08 to #015(not larger than #15) or DENCO PA Files or DENCO pro-glide Files.

5.3 Use opening file SX to expand the root canal;

5.4 Choose the most appropriative size for each case and follow the general method.

5.5 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.6 This DENCO Pro-Flexi Files is under the provisions of 1SO 3630 performance test, products’
durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

Perucrpanus MH e Pocspgpaeranzope Page 4 0f 10
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7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

Pernctpamua MU & Poc3gparEapzope

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

Page 5 of 10
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7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect
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7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
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sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
For Dental For Dental Use Only
Use Only

@ Do not reuse

Material of the working part: Nickel Titanium

Heat Activation Pre-bendable

Recommended rotation speed
XXXXXX = XXXXXX min”

Recommended torque for use
XXX mNm

Batch code

LOT
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@ Non-Sterile

Catalogue Number
REF

g Expired Date
Eﬂ Consult instructions for use
i |

Authorized representative in the European Community
EC |REP
I Manufacturer
132°C Can be sterilized at the specified temperature
999
Assortment
o0(

@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 18 road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss,

please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
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notices for the demands of improvement.
The contents of this instruction manual are subject tobe revised without
previous notices.
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NHCTPYKIHUSA 110 NPUMEHEHU IO
PanJjbl CTOMATOJOTHYECKHE
yngononTudeckue D-files
POTOPHBIE

Ne lokymenra : DJYL-IFU-B033

Bepcusi: Al
Mara: 2022-10-15

EE
Hepeo UCNnOJ1b306aAHUEM O3HAKOMbMECDH C uHcmpyKuueﬁ no NpUMEHEeHUIo.
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1. Kpatko 00 usgenunu:
daiiner ctomaronornueckue saaoA0HTHYecKHE Pro-Flexi Files - 310 s3HIOKOHTHYECKIE HHCTPYMEHTHI,
HCTIOJIb3YEMBIC IJIA paCIIUPECHUS KOPHECBBIX KaHAJIOB IYTEM YCTAHOBKU Ha yFHOBOfI HAKOHCYHHUK
OHJIOMOTOpPA U BBITNIOJHCHUA BEPTUKAJIbHBIX BO3BPATHO-MIOCTYIIATCIIbHBIX HBHH(CHHﬁ. HpOCTLIe, HO
3¢ (heKTUBHBIE POTOPHBIC HUHCTPYMEHTHI, KOHYCHOCTh 4% uiu 6%, ¢ 6oJiee BBICOKON CHIION
Bo3zeiicTeus. Ilocne TepMo0oOpaboTKH IIBET paboUeii YaCTH CTAHOBUTCS 30JI0THIM, XapaKTEPU3yETCsI
0oJ1ee BEICOKOM CUIION BO3/IEHCTBHS U 0€30I1aCHOCTEIO.
OTHOCATCS K TEPMOAKTHBAIIMOHHBIM (paiinam, T.e. (aiiyiel 0051a1al0T COOTBETCTBYIONIMMH Pe3yibTaTaM
o0paboTtku no TexHonoruu Heat Activation ¢pyHkuusMu. MHCTpYMEHTBI C KOHYCHOCTBIO Oouee 2%,
YTO COOTBETCTBYET KJIACCH(UKANMOHHOMY THITY 2 B cooTBeTcTBHH ¢ ISO3630-1:2019.

He ctepunbHbL.

2. CTpyKTypa n MaTepuaJibl:
®aiinbl ctomarosiorndeckue sH00HTHYecKue Pro-Flexi Files cocTosiT 3 XBocTOBHKa, paboyeit
YacTH U CTOMIIEPOB.
OcHOBHBIC MaTepUaIbl:
1) Pabouas vacts: Hukens-THTaHOBBIN CITJIAB.

2) XsoctoBuk: Jlaryns C3604.

3) Cronmnep: becupernas momynpo3paunas pesuHa (CAN19-259705.001).

i B ) = [ e — T |_
ST e ::1"3:;_3::?*; %
A |:

Paboyas yacTb

XBOCTOBUK

Cronnep

3. Ucnoab30BaHue:

<IIpemxymnpe:xaenus>

3.1. K ucronb30BaHUIO H3AEIHNA JOMYCKAIOTCS TOJIBKO KBATU(DUIIUPOBAHHBIE CTOMATOJIOTH.
3.2 O0s13aTeNbHO CTEPIIIU3YITE U3ACTHS Mepe]] KaKIBIM HCIOIb30BAHUEM.
3.3 Ucnonp3yiiTe U3nenus TOIbKO AJIA OKAa3aHUSA CTOMAaTOJIOTUYECKUX YCIYT U

COOTBCTCTBYIOIUX MCAUIMWHCKUX MTPOUEAYD., T.C. TOJBKO MO HA3HAYCHUIO.
<IIporuBomoxkazaHus>

He HCHOHLSyﬁTC U3aCuA OJid JICYCHUS MAallUCHTOB, Y KOTOPBIX Ha6H}OHaeTCﬂ CeHCI/IGI/IHI/I3aHI/I$[ u
AJJICPIrUYCCKUEC pCaKIuu.
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4. IToBTopHas o0padoTka (Ha ocHoBaHum ISO 17664: 2017):

CTOMAaTOJOTHYECKHUE HWHCTPYMECHTEI JJIA KOPHEBBIX KaHAJIOB IMPECAHA3HAYCHBI JIJI1 OAHOPAa30BOro
HCIIOJIb30BAHUA U TOBTOPHOMY HMCIIOJIB30BAHUIO HE MOAJICKAT.

Yucsio crepuan3anmii He TOJLKHO NMPEBBIATH IECTH Pas.

5. XapakTepucTHKHU M CIOCO0 NMPUMEHEHMSI:

5.1 XapakTepHCTUKH (aiiJIoB CTOMATOJIOTHYECKUX dHI0A0HTHIecKuX Pro-Flexi Files nmpuBeneHs! B
tabmuiie Hwke (Ha ocHoBanuu ISO 3630-1u ISO3630-5):

Pa3mep Ilﬂq'gﬁp??gi;e“ HaKOﬂ:‘?HMI:II: () KonycH., (%)| LBeT KoabLa
01/09 19 MM 0.25 9 benbrii
20/04 0.20 4 Kenrerit
25/04 21 MM 0.25 4 Kpacusrit
30/04 25 mm 0.30 4 Cunnii
35/04 31mm 0.35 4 3eneHbIi
25/06 0.25 6 JIB. KpacHbIi

5.2 Tepen ucnonb3oBaHueM (GaiioB CTOMATONIOTHISCKHUX SHA0A0HTHUYeCKUX Pro-Flexi Files ,
MOJIrOTOBBTE KOPHEBOH KaHAJ K MOCIEAYIONINM MaHUTTYJISIHSIM C IPUMEHEHUEM
kananopactmpureneid K-Files pydnbix pasmepom ot #08 mo #015(He Oomnee #15), daiinos
CTOMATOJIOTHYECKHUX 3HJ0J0HTHUecKnX PA Files mmu (aiiiioB cTOMaTONOrHYeCKUX SHA0TOHTHYESCKIX
Pro-glide Files.

5.3 [IpaBunbHO TIOAOEpHUTE pa3Mep HHCTPYMEHTOB U CIICIyHTe 00IEMY METOY.

5.4 Pexomenayemasi ckopocTh Bpamenus: 150-350 06/mun. Kpyrsamuii moment: 2.0- 2.5 H-cm.
5.5 @aiinel cTomaTonorudeckue saaogouTHIeckue Pro-Flexi Files cooTBeTcTBYIOT yCcnoBusM
ucnbiTanus npousBoguteabHocT [SO 3630. [IpoyHOCTh NPOAYKLIMU Ha CKPYYHBAHUE U U3THO
IIPEBBIIIAET YKa3aHHOE 3HaU€HUe CTaHapTa.

6. Mepbl MPEeaTOCTOPOKHOCTH:

6.1 UToOBI peKOTBPaTUTh 3apakeHHe, OUUCTHUTE U MPOCTEPIIIN3YHTE H3AETHS (CM. IyHKT 7) U
y0enuTecs, nepes UCHOIb30BaHUEM U3JICTHS HAXOAATCS B CTEPUIBHOM BHJIE.

6.2 BriOepure HanboJee MOAXOAAIIEe H3ISIUE IS KaXKIOTO CIydast ¥ CIeAyiTe 00IeMy MeTory
OCYIIECTBICHHS IPOLEAYPHI.

6.3 Ilepen ucnonb30BaHuEeM yOEIUTECH, UTO U3AEIHS HE NMEIOT NedopManuii, apanuH U TPEIIHH.
6.4 Eciii TonoBKa M31eus TOHKas, IJIMHHAS MU OOJIbINasi, BO3PACTAET BEPOSATHOCTh €€ TIOJIOMKH HITN
nepexkpyunBanus. 11o 3Toii mpuyrHe n3deraite UCI0Ib30BaHUS YPE3MEPHBIX YIJIOB HAKJIOHA U
YPE3MEPHOTO AABJICHUS.

6.5 Vcnons3yiite koddepaam wiiu MHbIE TPUCITOCOOICHHUS, YTOOBI U30€KaTh CIIyYaitHOTO MAJACHUS U
MIPOTJIATHIBAHNST HHCTPYMEHTOB.

6.6 He ucnonb3yiiTe usaenus 1 KaKux-1u00 1enei, KpoMe NepedrCcIeHHbIX BbIIIE.

6.7 U3znenus npeaHa3HaueHbl TOJIbKO [Vl UCIIOJIb30BAHUS CTOMATOJIOIaMHU.

6.8 Ilpu yTunuzanuu ¢ u3fAeausaMi cleayeT oOpalaTbes Kak ¢ MEULIMHCKUMH OTXOAaMH.

6.9 YTunusupyiite u3aenus, €civ OHU MOBPEKACHbI WM 3arPsA3HEHBI.

6.10 ITocne nucnonp30BaHusl IPOMOMTE MEAUIIMHCKUM YHCTSAIINM CPEACTBOM U ILETKOM, 3aTEM CMOMNTE
3arpsI3HEHNUS, HAIPUMED, IPIUTHIIIINE KUIKOCTH U (PparMeHTHl TKaHEH.

6.11 YcranapnuBaiiTe U3AENNS HA TIOACTABKY NIPH OYUCTKE YIBTPa3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
n30eXaTh MOBPEKACHIUS paboueit yacTu.

6.12 Vcnone3yiite ¢ 0c0060# 0CTOPOKHOCTHIO, YTOOBI HE TIOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 M3xenust MOKET MOABEPTHYTHCSA KOPPO3UH MPH JUIUTEILHOM HaXOXKAEHUU B KOHTAKTE C
rurnoxsiopuroM Hatpusi, S[ATA 1 HHEIMU TOJOOHEIMH BEIIIECTBAMH.

7. Ounctka u ae3un@pexuus (Ha ocHoBanuu ISO 17664: 2017)
7.1 O01mme peKOMeHIAUN:

7.1.1 Vcnonp3yiTe 4nCTAIINE CPEICTBA, TOAXOAAIINE UISI OYUCTKUA XUPYPIUYECKUX HHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBI M IUIACTHKA, MEAWIUHCKUX W3JENHH, HampuMep, MyIbTH()EpMEHTHbIE
ouncrturenu. [Ipn HCHONB30BaHMM CTPOTO  COOMIOJAWTE PEKOMEHAAIMH IIPOM3BOJHUTEIS
KacaTelbHO KOHLEHTPALMH, TEMIIEpaTypbl, BPEMEHHM NEWCTBHS W CpPOKa TOJHOCTH
ucrons3yemMoro pactsopa. He ucnonesyiite pactBop nepekucu sogopona (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe U3/AEIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UIH TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnenTpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, IpU
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHN3UPOBAHHON BO/IOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEpUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI 0YMCTKA C UCIIOJIb30BAHUEM YHMCTSIIE-
Ae3UHGUUMPYIOLIUX YCTPOHCTB

7.2.3.2.1 IlomecTuTe M3AETUs Ha MIOACTABKY WM B KOHTEHWHED (M3 HEP)KaBEIOIIEH CTaIH
WJIM TUTAHA).

7.2.3.2.2 BBINOIHUTE 33JAHHBINA UK OYUCTKU C YUCTSIINM PACTBOPOM (HAIIpUMED,
Metrex EmPowder B konnienTpanuu 1:128 ~ 1:512) B TeueHne He MeHee YeM 5 MUHYT B
qucTAnIe-Ae3nHGUIUpyoIeM ycTpoiictse pu Temmnepatype 20°C ~ 40°C.

7.2.3.3 leanHdeKuus ¢ MOMOLIBIO YCTPOMCTBA sl Ae3HH(PEKIHU

7.2.3.3.1 TlomecTuTe M3eNUs HA TIOJCTABKY WM B KOHTEHHED (M3 HepKaBEIOIeH
CTaJli UM TUTAHA).

7.2.3.3.2 BpInOaHUTE 3a1aHHBIM LHKJI C HCIIOIH30BAaHMUEM MSTKOTO HEHTPaJIHLHOTO
pacTtBopa (hepMEHTHOTO YUCTSIIETo cpeacTa (Hanpumep, Metrex EmPowder B
KoHIeHTpauuu 1:128) B TeueHue He MeHee 5 MUHYT B YCTPOUCTBE /sl Ie3MHPEKINN
npu temmeparype >90°C, A0 >3000.

Buumanue:

1) YrunusupyiiTe HHCTPYMEHTHI C SBHBIMH JiepeKTaMHt (CIIOMaHHBIE, TIOTHYTHIC U T. 1.).
2) Kornma nHCTpYMEHTHI TOMEIIEHBI B Ha0Op [Tl OYHCTKH, TIOICTaBKY MM KOHTEHHED,
n30eraiite 11000ro UX KOHTAKTa APYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSIM U pEKOMEHJAIMAM IO KOHLIEHTPAIlH PacTBOpa,
MPEJOCTABIICHHBIM IPOU3BOAMTENEM (CM. TaKXKe: OOIIUEe PEKOMCHIAIINH ).

4) CrnenyiiTe HHCTPYKIUSM IO IIPAMEHECHUIO YCTPOICTBA [UIsl 1e3UH(EKIIN U IIPOBEPSHTE
KpUTEPHUH MOJIOKUTEIBHOCTH PE3YJIbTaTOB MOCIIE MPOBEICHUS KX 100 IUKIA B
COOTBETCTBUH C MHCTPYKIUSIMU IPOU3BOUTEIIS.

5) Ha mocnenneM 3Tare OYHCTKH CIIEAYET HCIOIh30BaTh ACHOHI3HPOBAHHYIO BOTy. [1pH
BBITIOJTHEHHH IPYTUX ACHCTBUI YUUTHIBalTEe TPeOOBaHUS K KAYeCTBAM BOIBI, yKa3aHHEIE
npousBoauteneM. [lomectuTe n3aenus Ha NOJACTaBKY WM B KOHTeHHep (U3
HEpKaBEIOIEH CTaly UM TUTaHa), YTOOBI M30€kKaTh JTF000T0 UX KOHTAKTa MEXIy COOOM.

7.2.4 HpOMbIBaHl/Ie: OO6unpHOE IPOMBIBaHKE (HE MeHee | MUHYTHI) IOA MPOTOYHOI BOIOH
(TemmepaTyphl OKpy>Karome Cpesibl).
1) Jlst mpoMBbIBaHUS HCIIONB3YWTE ICHOHU3UPOBAHHYIO BOITY.
2) Ecnun panee HCHIONB30BaHHBIN YHCTSIINH PacTBOP COAECPKUT HHIHONTOP KOPPO3UH,
PEKOMEHAYETCS BBIIOJIHUTH IPOMBIBAHUE HEIIOCPEICTBEHHO II€pe]] HauaJIoM

ABTOKJIaBUPOBaHUA.

7.2.5 Cyunca: [lepen nmpoBepKoil M yIaKOBKOM M3/ENNs CIEyET TIIATEIbHO BHICYIINTb.

1. BrITepeTs 0THOPA30BBIM HETKAHBIM MaTEPHAIOM WIIN BBHICYIIUTH TOPSIAM
BO3TyXOM Ipu Temmnepatype He Boimie 110°C.

2. Wznenus cnepyeT CyIIUTh A0 UCUE3HOBEHUS BUIUMBIX CIEJOB BIIATH.

3. Ocoboe BHUMaHHE CIIEAYET YACTATh 3 (HEKTUBHON CYIIKE COCTHHEHUN U
MTOJIOCTEN BHYTPH U3JIETUN.

7.2.6 OcMmortp:

7.2.6.1.1 TlpoBepbTe QyHKIMOHAIBEHBIE XapaKTEPUCTUKN U3IEITHA.

7.2.6.1.2 OcMOTpUTE U3CIHS, OTIOKUTE HECOOTBETCTBYIOIIHE TPEOOBAHUAM H3ICIIHS.

1) I'psi3HBle H3/IETHS OYUCTHUTE €IIe pas.
2) He ucnone3yiite cTOMMIEPH! TOBTOPHO.
3) YTwmmsupyiite u3nenus, IMeIomue Kakue-1iu0o aeeKxTsl.
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA OJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 11060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALINH.
Hcnonw3yiiTe HAOOPHI, MOJACTABKU HIIU KOHTCHHEPHI.

2)  [nd ocTphIX U3AEIH, KOTOpbIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3MeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEIOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEPMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XPaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st u3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu temuneparype 132°C/273°F B
TE4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus JOKHBL OBITh CTEPUIIM30BaHBI COTTIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOUTEISI CTEPHIIM3ATOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonbume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MuH.

7.2.8.6 ColumrofiaiiTe nporeaypy TEXHHUECKOTo 00CTy)KUBaHUS CTEPHIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH POLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIE (PH3UKO-XHMUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIA STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yuuThIBaTe CPOK XPAHEHHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKKME UKIBI CTEPUIM3ALUU B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJIHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIM OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ npu KOMHATHOM TeMIICpaType.

1) CreprbHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIIAKOBKA OTKPBITA, IOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIUIIMHCKUE U3ENUS Mepel UX HCII0JIb30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPpEAOTBPAIICHHA TOBPEKACHUA HU3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO MCIOJB30BAHUEC CICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3CIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPE

HCIIOJIb30BAHUECM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> 1 CTEPUIINU30BaTh.

o Crp. 7u3 10
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 V3beraiiTe XpaHeHUs IPU BEICOKO TeMIIEpaType, BIAKHOCTH U IO BO3IAEHCTBHEM MPSIMBIX
COITHEYHBIX JIydeil. Beperure ot Biarn. Xpanure npu KOMHATHOW TeMIIEpaType.

9.2 He moBpeskaiite yIakoBOYHBIE MATEPHAIBI.

9.3 NU3penue mosket ObITh L jd %S nmn nopaborano nmpousBoauTeeM O0e3 MpeaBapUTEIHLHOTO
yBeIOMITCHUS. Peanusarys u3/euii mpeyCMaTpUBaeTCs B MOPSIKE OUEpe/IH: TOCTYITHBIIEe
paHbIIle peann3yeTcsi B IPHOPUTETHOM MOPSIKE.

9.4 He noaBepraiite Bo3IcHCTBHIO OAKTEPHUIIMIHON JIAMITBI BO U30€)KaHHE TOBPEIKICHHUS.

9.5. Cpok xpaHEeHHUsI MHCTPYMEHTOB — 5 JIeT.

10. YTnaun3zanua:

I[J'I}I l'[paBPIJ'IBHOﬁ yYTUir3anuu BCeria CO6J'IIO,Z[aﬁTe HAallMOHAJIbHBIC 3aKOHbI U PEKOMCHIAlUN.

11. YnakoBka:
11.1 MuHuManbHas eIUHNLA YIIAKOBKU: 6 IIT. B OMcTepe U3 altoMUHKEBOH (onsru/ D-
00pa3HOH MIaCTUKOBON KOpOOKe.

11.2. AcCOpTUMEHT: OJTHO M3JIENHE KaXK/0T0 pa3Mepa B OJJHOW yITaKOBKE.

12. CuMBOJIBI, HCIIOJIB3yEeMble HA MAPKHUPOBKeE

CuMBoJ 3HaYeHHne
M D MGHI/IHHHCKOG 5691 (S5 (S
For Dental T
Use On|y OJIBKO MJId CTOMATOJIOTNH

@ 3arnpeT Ha MOBTOPHOE MPUMEHEHHUE
Marepuan pabodeit yacTu:
Huxkenb-TuTaHoBbIH cri1aB

Wz nennsa ¢ BO3MOKXHOCTEIO
MIPEBAPUTENHHOTO CTHOAHUS

Heat Activation

YT = KKK min” PexomeHyemast CKOpOCTh BPAIIEHHS

Pexomennyemoe 3HaueHue
XXX mim KPYTSAILEr0o MOMEHTA

LOT Kon napruu

Crp.8u3 10
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He crepunsho

REF Homep 1o karaiory

g HUcnonb3oBaTh 10
[ ]
1 OO6patuTech K HHCTPYKINH 110 TPUMEHEHHIO

Y1IOIHOMOYEHHBIH IPEJCTaBUTEIND B
EC |REP .
EBponeiickom CoobmiecTBe

“ Uzrorosurens

153 % ;: Ipenen TeMeparypsl CTEPUIH3ALHH
AAAL
ad I:l AccopTuMeHT

@ 6 eMHUI] B yIIAaKOBKE

<IIpousBoauresjib>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 18t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnoJHOMOYEeHHbIH npeacraButeb B EBponeiickom Coo0mecTBe>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mipnanaua, BenukobputaHua
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% Bcerna gep:kuTte 3TOT JOKYMEHT 10J] pyKoil. B cimydae yrepu oOpaTutech 3a Komuel B OTIEN
CTOMATOJIOI'MU IPOU3BOJUTES.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMK H MaTepHaIbl MOTYT OBITh H3MEHEHHI 03
MPEIBapUTENHLHOIO YBEJOMJIEHHUS B CBSI3U C TPEOOBAaHUSIMH.

% ConepskaHue JaHHOM HHCTPYKIIMH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

[IPEIBAPUTEIILHOTO YBEIOMIICHHUS.
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1. Brief of the product

The DENCO Pro-Path is a root canal instrument designed for establish a glide path in the root canal
before doing enlarging, it is used by installing on the contra angle of Endo Motor to doing the
movements of lifting and vertical reciprocation.

It was special heat treatment to make it gold color and with a very unique flexibility.

It is non-uniform taper instrument (more than 1% taper), which is type 4 classification base on ISO
3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The DENCO Pro-Path is composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Nickel Titanium

2) Shank: Brass C3604

3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

Operative part

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

S. Specifications and Method of Use

5.1 The Specification of DENCO Pro-Path as the below table (based on ISO 3630-1&1503630-5):

Page 2 of 8
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6.

Shenzhen, China
. Working Length Tip Diameter Tape ¢
Size (mm) (mm) (%) Color of ring
21mm
016# 25mm 0.16 2-6 white
31mm

5.2 Before using the DENCO Pro-Path, pls use Hand Use K-Files begin from #08 to #015 (not larger than
£15) to probe the root canal.

5.3 Choose the most appropriative size for each case and follow the general method.

5.4 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm. g% =

55 This DENCO Pro-Path is under the provisions of ISO 3630 performance test, products’ durability for
twisting and bending must exceed specified value of our standard

Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

Cleaning and Disinfection (base on ISO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide

e
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(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
Tinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCl
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 Rillsillg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.
7.2.3.3 Disinfection using a washer-disinfector device

Page 4 of 8
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7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or

titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution

(for example, Metrex

washer

Note:

1) Discard any instruments with obviou:
2) When the instruments are placed in the ¢

_disinfector with temperature >90°C, A0 >3000.

contact with each other.

3) Follow the instructions and concentration provided

manufacturer (see also general recommendations).

each cycle

5) The

(made

quality defined by the manufacturer. Pl

EmPowder concentration 1:128) for at least 5 minutes in the

s defects (broken, bent, etc.).

leaning kit, support or container, avoid any
by the detergent solution

4) Follow the instructions of the washer-disinfector and verify the success criteria after

is reached according to the manufacturer's instructions.

final rinse step should use deionized water. For other steps, follow the water

ace the devices in a kit, support, or container

from stainless steel or titanium) to avoid any contact between devices or posts.

724 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.

2) If the previously used cl
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly

1) Dry
2) Devices should be dried until visual
3) Particular attention has to be paid to

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

72.6.12 Inspect devices and sort out those with defects.

1) Dirty devices must be cleaned again.

2) Do
3) Dis

not re-use silicon stops.
card devices, which show any defect

eaning solution contains a corrosion inhibitor, it is recommended

dried before inspection and packaging.

on a single use non-woven cloth, or with a hot air drier at not more than 110°C.
traces of moisture are eliminated.
effectively dry joints or cavities within a device.

y fis My | Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in

“Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use kits,

supports or containers.
2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around

3)  Seal the pouches according to the recommendation o

therm

the devices to prevent packaging piercing.

o-sealer is used, the process must be validated.

-

f the pouch manufacturer. Ifa
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4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

72.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.2.9  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.
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]

9.4 Do not keep under germicidal lamp to avoid deterioration.
9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.
11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

| Symbols Explanation

M D Medical device
For Dental For Dental Use Only
Use Only

® Do not reuse
Material of the working part: Nickel Titanium

Heat Activation . Pre-bendable

Recommended rotation speed
XXXXKX = X000 win ™

Recommended torque for use

' XXX mNm
Batch code
LOT
Non-Sterile
NON
STERILE
Catalogue Number
REF

g Expired Date
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Consult instructions for use

Shenzhen, China

T e s N R R e ——
Authorized representative in the European Community
EC |REP
I Manufacturer
[132°C Can be sterilized at the specified temperature
§99
Assortment
ood

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China
Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CEmarking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

% Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy-

% The specifications, structures and materials are subject 10 be changed without previous
notices for the demands of improvement.

3% The contents of this instruction manual are subject tobe revised without

previous notices.
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HNHCTpYKIUA 10 NPUMEHCHU IO
danabpl CTOMATOJOIHYECKHE
yHaoaoHTuueckue Pro-Path

Ne JloxymenTta: DJYL-IFU-B048
Bepcusi: Al

Hara: 2022-10-16

EH
Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpyxuueﬁ no npuUmMeHenuIo.
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1. Kparko 00 uzgesun:
Daiiel CTOMATOJIOTHYECKHE SHI0JOHTHYeCKHe Pro-Path - 3To 3HI0IOHTHYECKHE HHCTPYMEHTHI,
HCTIONb3yeMbIe JJIsl CO3JIaHHS JIETKOMPOXOMMOTO ITyTH B KOPHEBBIX KaHAJax IyTeM YCTaHOBKH Ha
YTJI0BOI HAKOHEYHHK SHIAOMOTOPA U BBIMOJHEHHS BEPTUKAIBHBIX BO3BPATHO-TIOCTYMATEIBHBIX
NBIDKCHUM.
daiinpl 3aKaeHbl 0COOBIM 00pa30oM, B pE3yJIbTaTe 4ero NpUoOPesH 30JI0THCThIA IIBET U 3HAYUTEIILHYIO
THOKOCTb.
Daiiibl ¢ HEOJHOPOIHOM KOHYCHOCTBIO (Goitee 1% ), UTO COOTBETCTBYET KIAaCCH(PUKATHOHHOMY THITY 4
B cooTBeTCTBUM co ctanmaprom 1SO 3630-1:2019.

He crepumnbHsI.

2. CTpyKTypa M MaTepHAJIbL:
daiinel CTOMATOJIOTHYECKUE OHAOAOHTUYCCKUEC Pro-Path coctosT u3 XBOCTOBHKA, pa6oqel71 qacTu u
CToIIiepa.

OCHOBHBIE MaTepUabl:
1) PaGouas yacTh: HukeIb-TUTAHOBBIH CIIJIaB

2) XBoctoBuk: Jlaryns C3604
3) Cronmep: becupernas nonynpo3paunas pesuna (CAN19-259705.001)

\HJ

Pabouasn yacTb

XBOCTOBMK

3. Ucnoan30BaHue: Cronnep

<IIpeaynpexaeHus>

3.1. K ucnoab30BaHuIO b41e31 (S0 AO0MMYyCKarTCA TOJIBKO KBaJ'II/I(bI/I]_II/IPOBaHHBIe CTOMATOJIOTH.
3.2 O06s3aTeabLHO CTepHJ’IHSyﬁTe HU3ACIUA IEPEA KaXKAbIM UCITOJIb30BAHUEM.
33 I/ICHOHLB}’I\/’ITG HU3ACJIMs TOJIBKO JJISI OKa3aHUs CTOMATOJIOTHYCCKUX YCIIYT U

COOTBCTCTBYIOIIUX MEAUITUHCKUX NPOUEAYP., T.€. TOJBKO IO HA3HAYCHUIO.
<IIpoTuBomOKaA3aHUI>

He I/ICHOJ'IBS}’I\/'ITC W3S OJid JICYCHUS ITallUCHTOB, Y KOTOPBIX Ha6J'HOZ[aeTC$[ CeHCI/IGI/IJ'II/ISaLII/If{ n
AJUICPrUICCKUC pe€aKInuu.

4. IloBTopHas o0padoTka (Ha ocHoBanum ISO 17664: 2017):

CTOMaTOJI0THYECKHIE HWHCTPYMCHTBI JJI1 KOPHEBBIX KaHAJIOB MPE€AHA3HAUYCHBI JI1 OAHOPAa30BOI0
HCIIOJIB30BAHHUA U IIOBTOPHOMY HMCITIOJIb30BaHUIO HE IMOMJICKAT.

Yuciio crepuan3anmnii He J0JKHO MPEBbIIATH LIECTH pa3.

5. XapakTepucTHKHU M CIOCO0 MPUMEHEHMSI:

5.1 XapaktepucTuku (GailioB CTOMATOIOTHUECKUX SHA0JOHTHYeCKUX Pro-Path mpuBeneHs! B
tabnune Hwke (Ha ocHoBanuu ISO 3630-1 u ISO3630-5):

Ctp.2u3 8
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i HamMmer
Paswep Imql;}:;? al\ﬁ;;:)en Haxoﬂeqﬂmcz[: (Mm) Konycn., (%) IBer kosbua
21 Mm
0l6# 25 MM 0.16 2-6 Benrrii
31 MM

5.2 Tlepen ucnonb3oBaHUEM (PaiIOB CTOMATONOTHISCKHUX SHAOAOHTHUECKUX Pro-Path, moaroroeere
KOPHEBOH KaHaJ K MOCICAYIOIINM MaHUIYJISALUAM ¢ IpUMeHeHeM Kananopacmmpureneit K-Files
(pyunsIx), pazmMepom oT #08 o #015, Ho He Gonee yem #015.

5.3 [IpaBunbHO OAOEPUTE pa3Mep UHCTPYMEHTOB U CIIEYHTE 00IIeMy METOLy OCYIICCTBICHUS
IpOLEypPHI.

5.4 Pexomennyemasi ckopocth Bpamenus: 150-350 o6/mun. Kpyrsaumwuii moment: 2.0- 2.5 H-cm.
5.5 @aiinpl CTOMATONOTHYECKHE YHI0JOHTHYECKHE Pro-Path cOOTBETCTBYIOT yCIIOBHSIM UCTIBITAHUS
nponsBoanTensHocTH [SO 3630. IIpoYHOCTE MPOAYKIIMN HA CKPYUIUBAHHIE U N3THO MPEBBIIIAET
yKa3aHHOE 3Hau€HHUe CTaHIapTa.

6. Mepbl IMPEeAOCTOPOKHOCTH:

6.1 YtoObl peJOTBPATUTH 3apaKeHUE, OUUCTUTE U MIPOCTEPUIU3YHTE H3Aeus (CM. IYHKT 7) U
yOeaurecs, mepeji UCIoIb30BaHHEM U3CIHs HaXOASTCs B CTEPHILHOM BHJIE.

6.2 BriOepure HanboJee MOAXOAAIIEE H3ISIUE IS KaXKIOTO CIIydast ¥ CIeAyiTe 00IeMy MeToIy
OCYIIECTBJICHHUS MPOLIEAYPHI.

6.3 [lepen ucnonp30BaHUEM YOEIUTECh, UTO U3/IENUS HE UMEIOT JAeopMaliuii, HapaniH U TPEIIrH.
6.4 Ecii TonmoBKa M3/1eHs TOHKAs, IJTMHHAS WU OOJIbINas, BO3pAcTaeT BEPOATHOCTh €€ TIOJIOMKH HITH
nepekpyuuBanus. [1o aToii mpryrHe n30eraiiTe HCIONB30BaHUS YPE3MEPHBIX YITIOB HAKIOHA U
YpEe3MEPHOTro JaBICHUSI.

6.5 Ucnons3yiite koddepnam uim uHbIE TPUCTIOCOOICHUS, YTOOBI H30€XKATh CIIy4alfHOTO MaJIeHUS U
IIPOIJIaTHIBaHUS HHCTPYMEHTOB.

6.6 He ucnone3yiite u3genus i Kakux-a100 Lenel, KpoMe NepedrciIeHHBIX BBILIE.

6.7 V3nenus npenHa3HauyeHb! TOJIBKO JJIs1 UCIIOJIb30BAaHUSI CTOMATOJIOTaMHU.

6.8 [Ipu yTuiHM3amnmu ¢ U3JINMAMU CIIeIyeT 00panaThesl Kak ¢ MEAMIIMHCKUME OTXOJaMH.

6.9 YTunusupyiite u3enus, €ciu OHU MOBPEKACHbI WIH 3arpsS3HEHBI.

6.10 ITocne ucmob30BaHus IPOMONWTE MEJUIIMHCKAM YUCTSIUM CPEJICTBOM M LIETKOH, 3aTeM CMOITE
3arps3HEHUs], HapUMep, IPUIUTIINE KUAKOCTH U (ParMeHThI TKAHEH.

6.11 YcranapnuBaiTe U3A€NNS HA TOACTABKY IIPH OYHCTKE YIBTPa3BYKOBBIM OUHUCTUTEIEM, YTOOBI
n30eXKaTh MOBPESKACHIUS padoveit yacTu.

6.12 Mcnoneayiite ¢ 0c000i OCTOPOKHOCTHIO, YTOOBI HE TOPAHUTHCS OCTPHIMU KPOMKAMHU.

6.13 M3nenust MOKET NIOABEPTHYTHCSA KOPPO3UU IIPU JUIUTEILHOM HaXOXKAECHUU B KOHTAKTE C

runoxsiopuroM Hatpust, S TA 1 HHEIMU TOJOOHEIMH BEIIIECTBAMH.

7. Ounctka u ge3un@pexuus (Ha ocnoBanuu ISO 17664: 2017)
7.1 O01mme peKOMeHIAUN:

7.1.1 Hcnonp3yiiTe 4HUCTAIIME CPEACTBA, MOAXOAALINE Uil OYUCTKU XUPYPTrUUECKUX MHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBl M IUIACTHKA, MEAMIUHCKUX H3JENHi, HarpuMep, MyJIbTH()EepMEHTHbIE
ouncrurend. [Ipn HCHONB30BaHMM CTPOrO cOONMIOAalTE pPEKOMEHAAIMH IIPOU3BOJHUTEIS
KacaTeIbHO KOHLEHTpAalluM, TEeMIepaTypbl, BpPEeMEHH JEWCTBUS U CpPOKa TOAHOCTHU
ucronbs3yeMoro pactsopa. He ucnonssyiite pactBop nepexucu Bogopona (H,O,).

: — Crp.3u38
Pernctpanua MU & Pocagpasransope P
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

7.1.2 B memsax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO U3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM dTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs! M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METox
OYHUCTKH. IJIs1 APYTHX 3TANlOB OYMCTKH MOYKHO HCIIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCS TONBKO PaboUyI0 JacTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He naHocuTe CHUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAaK1 HENOCPCACTBCHHO Ha
U3ACINAX.

7.1.9 Hcnone3yiite TonbKO Ae3MHPUIMPYIONINE CPEICTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYISAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsigok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiiTe (He MeHee 1| MUHYTBI) IO/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IIOMOIIBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTuTe M3/AEIHE HA MOACTAaBKY WIHM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIM, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoit konnenTpanun) (1:128) ¢ ounmaronmu cBOHCTBaMu, TIpy
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIEHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHN3UPOBAHHOW BO/ION, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B Teyuenue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ IOMOUIbIO YCTPOlicTBA UIAA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IeMs HA MTOJACTABKY HJIM B KOHTEeHHED (M3 HepKaBeromen
CTaJld UM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAaHIEM MATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YUCTALIeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Buumanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. II.).
2) Korna nHCTpYMEHTHI TIOMEIIEHB! B HA0O0p [T OYHUCTKH, TIOACTaBKY WM KOHTEHHED,
n3beraiite JIFOO0OT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U pEKOMEHJAlMAM IO KOHLIEHTPALlMK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSIM 10 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U IIPOBEpsiiTe
KPUTEPHUH MTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEICHUS KaXI0T0 IUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoautesieM. [lomectute n3aenus Ha NOJACTaBKY WM B KOHTeHHep (U3
HEpIKaBeOIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHON BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTH MPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO31yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YAETATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 IlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM H3ICTIHS.

1) T'psA3HbIC W3NS OYUCTUTE CLIE Pas3.
2) He nucnosip3ylTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIoNne Kakue-mu0o e eKThl.
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA OJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MeXy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALINH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOpbIE HE HAaXOASTCA B KOPOOKeE,CIeAyeT pa3MeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEIOTBPATUTH MTPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes TEpPMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAKETa, YKa3aHHBIN MPOU3BOAUTEIEM IAKETA, YTO

OMpeaACINTb CPOK XPaHCHUA.

7.2.8 Crepuiamzaums:

7.2.8.1 st m3mennii peKOMEHIyeTCs CTepUIIN3aIys napom rpu remueparype 132°C/273°F B
TE€4YEeHUe 4 MUHYT, C LIEJIbI0 1€3aKTUBALIMH OTEHIIMAIbHbBIX IPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BaHBI COTTIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3AaTOPOB.

7.2.8.4 Vcmonmp3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIH3aTOPEI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu corynacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIIKOH B TeueHue 20 MuUH.

7.2.8.6 CoburofaiiTe nporeypy TEXHHUECKOTo 00CTy)KUBaHUS CTEPHIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTpomnupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwin3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMUUECKHE TIOKA3aTeNH, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIMKJIA STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKKE UKIIBI CTEPUIU3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO I€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHnenue:

XpaHI/ITe u3gcius B CTCpI/IJII/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIM OT ICTOYHUKOB BJIaru

1 OpsIMBIX COJTHCYHBIX queﬁ opu KOMHATHOM TeMIICpaType.

1) CreprbHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YNaKkoOBKY U CAMH MEIUIMHCKHE U3ENUs Mepel UX HCII0JIb30BaHHEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIard U CPOK XPaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBpAIICHHA ITOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMOBPEXKACHA, TO U3CIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPE

HCIIOJIb30BAHUECM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XpaHeHHs MTPU BHICOKOW TeMIIEpaType, BIAXKHOCTH | O]l BO3IECHCTBHEM
MIPSIMBIX COJTHEUHBIX JIydeil. bepernte ot Bmaru. XpaHute pyu KOMHATHOH TeMIIepaType.

9.2 He noBpexkaaiiTe ynakOBOUHbIE MaTEPHAIIBL.

9.3 U3penue mosket ObITh LBt %S nmm nopaborano npousBoauTeeM O0e3 MpeaBapUTEILHOTO
yBemoMIIeHus. Peanuzanus u3nenuii mpeaycMaTpuBaeTcs B MOPSAKE OYepeln: IIOCTYITHBIIEE
paHBIIIE peau3yeTcsl B IPHOPUTETHOM MOPSIIKE.

9.4 He noBepraiite BO3ICHCTBHIO OAKTEPHUIIMIHOMN JIAMITBI BO U30€KaHHE TOBPEIKICHHUS.

9.5. Cpok XpaHEeHHS HHCTPYMEHTOB — 5 JIeT.

10. YTuan3zanus:
1 IpaBUIIBHOM yTUJIM3AIKU BCEeTAa COOM0IaiiTe TpeOOBaHUS MECTHBIX 3aKOHOB U
COOTBETCTBYIOIIUE PEKOMEHIAIINH.

11. YnakoBka:
11.1. MunuManpHasl €IMHALIA YITAKOBKU: 6 IIT. B OJMcTEpe U3 allfOMUHUEBOH (onbru/ D-
00pa3Hoil MIacTUKOBOK KOpOOKe.

11.2. AccopTUMEHT: OJTHO U3eNINe KaxJ0ro pa3Mepa B OJIHOM yIaKOBKeE.

12. CumBOJIBI, HCIIOJIB3yEeMbl€ HA MAPKHUPOBKE:

CumBoJa 3HauyeHHE
M D MenunuHCcKoe U3aeiue
For Dental T
Use Only OJIBKO JIsI CTOMATOJIOTHH

® 3anper Ha MOBTOPHOE MPUMEHEHHE
Marepuan paboueit yacTu:
Hukenp-TUTAaHOBEIN CIIIaB

Heat Activation Texnonorus Heat Activation

XXKHXX = XXXKKXX i PexomeHryeMast CKOPOCTh BpallleHUs

Pexomengyemoe 3HaueHuE
XXX mNm KPYTAILEr0 MOMEHTa

LOT Kon maptun

He crepunsho

REF Howmep o karanory

g Ucnoap3oBath 10
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[ ]
| 1 I OO6parurech K HHCTPYKLHUH [0 IPUMEHEHUIO

EC |REP YTOIHOMOYEHHBIN IPEACTABUTEND
B EBpornetickom CooOriectBe

u HsroroBurein

132°C
$ss [Ipenen TemnepaTypsl CTEpUIU3ALUN
AAAL
o I:l AccopTuMeHT
<IIpousBoaurtenb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 18t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii
Tea.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno.itHOMOYeHHbIH npeacrasuresb B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mpnangua, BenukobputaHua

%  Bcerna nep:kuTe 3TOT JOKYMEHT IOA pyKoil. B ciydae yrepu oOpaTurech 3a KOMHEH B OTAEN
CTOMATOJIOTUH IIPOU3BOAUTEIS.

% TexHHYecKue XapaKTEPUCTUKU, KOHCTPYKIIMU U MaTepUabl MOTYT ObITh U3MEHEHEI 03
IPEeABAPUTEIFHOTO YBEOMIICHHS B CBSA3U C TPEOOBAHUSIMH.

% Copnep:kaHHe JaHHOM MHCTPYKIMU 110 IPUMEHEHHUIO MOXKET OBITh H3MEHEHO 0e3
IIPEJBAPUTEIILHOTO YBEIOMIICHHUS.
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

Roll Wave is a root canal instrument designed for enlarging the root canal by installing on the contra
angle of Endo Motor to doing the movements of lifting and vertical reciprocation.

It having the same design as W Files just different in the size and color of its operative part, which was
changed after heat activation treatment to becomes gold color and pre-bendable, so to keep the
efficiency and safety pre-bended performance at the same time.

Itis “NITI RECIPROCATING SYSEM”, means the DENCO Roll Wave is NiTi rotary
reciprocating series files, the user can use it on Endo Motor work in reciprocating mode.

It is “Heat Activation” files, means the file is pre-bendable file.

It is a taper instrument with taper more than 2% taper, which is type 2 classification base on
1ISO3630-1:2019;

It is non sterile instruments.

2.  Product Structure and materials

The DENCO Roll Wave is composed of operative part, stoppers and shank.
Due to the unique design of the cross-sectional shape, the twisting direction and angle of the thread,
DENCO Roll Wave has the characteristics of cutting force in both directions.
The main Materials:
1) Operative part: Nickel Titanium
2) Shank: Brass C3604
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

NI =k

Shank

Operative part

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.
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4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Roll Wave as the below table (based on 1SO 3630-1&1S03630-5):

. Working Length Tip Diameter Tape .
Size (mm) (mm) (%) Color of ring
Small
(20/7%) 0.20 7 Yellow
Primary
(25/7%) 21mm 0.25 7 Red
Medium 25mm
(35/6%) 31mm 0.35 6 Green
Large .
(45/50%) 0.45 5 White

5.2 Before using the DENCO Roll Waves, pls establish a reproducible glide path using Hand Use K-Files
begin from #08 to #015(not larger than #15) or DENCO PA Files or DENCO pro-glide Files.

5.3 Choose the most appropriative size for each case and follow the general method.

5.4 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.5 This DENCO Roll Wave is under the provisions of ISO 3630 performance test, products’ durability
for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.
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7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

Pernctpamua MU & Poc3gparEapzope

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
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7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect
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7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
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sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.
11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

M D Medical device
For Dental
A Use Only For Dental Use Only

® Do not reuse
Material of the working part: Nickel Titanium

Heat Activation Pre-bendable
@ Reciprocating files, can work in reciprocation mode
NITI RECIPROCATING SYSEM NiTi rotary files reciprocating series

Recommended rotation speed
XXXXXX = XXXXXX min~

Perucrpauus M s Pocsapassagsope Page 8 of 10
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Recommended torque for use
XXX mNm

Non-Sterile

Batch code

REF Catalogue Number

Expired Date

Hﬂ Consult instructions for use

EC |REP Authorized representative in the European Community
M Manufacturer
132°C . .
%% Can be sterilized at the specified temperature
o0 Assortment
4pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contactdental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
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NHCTpYKIMA 110 NPUMEHEHUIO
daljabl CTOMATOJIOTHYECKHEe
yaaonouTunueckue Roll Wave

Ne TlokymenTa : DJYL-1FU-B030
Bepcus: Al

Hara: 2022-10-15

EH
Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no npuUMEeHeHuIo.
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SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kurait

1. Kparko 00 uzgenun:
dailnel cTOMaTOJIOTU4ECKUe YHA0A0HTHIecKHe Roll Wave - 3T0 93HI0J0HTHYeCKUE HHCTPYMEHTHI,
HCIOJIb3yEMBIE AJIS paCIIUPEHUs] KOPHEBBIX KaHAJIOB IIyTEM YCTaHOBKH Ha YIJIOBOI HAKOHEUHUK
9HIOMOTOPA U BBIIIOJHEHNUS BEPTUKAIbHBIX BO3BPATHO-TIOCTYNATENbHBIX ABMKEHUH. IMeroT Takoii
ke TU3aiiH, Kak ¢ailiiel cTomaronornyeckue a0 oaTHIeckue W Files, HO oTiryaroTcst IBeTOM U
pa3mepom paboueil yacTu, KOTopasi 1mociie TePMOAKTUBALIMOHHOM 00paboTKH prodpena 30J0ToH
I[BET U cTajia 00/1a1aTh COOTBETCTBYIONMMHU (PYHKIIMSIMH, YTOOBI OTHOBPEMEHHO 00ECTIeunBaET
3¢ GEKTUBHOCTH U 0€30MaCHOCTb.
@aitnbl oTHOCATCA K "HUKEIB-TUTAHOBOW BO3BPATHO-IIOCTYNATENBHOM cucTeMe", 4TO 03HAYAET
BO3MOXKHOCTB UX MCITOJIB30BAHMS TIPH PadOTe SHIOMOTOPA B BO3BPATHO-TIOCTYTIATEIIFHOM PEXKHAME.
TepMoakTUBalIMOHHBIE (ailyibl, YTO O3HAYAET, 4yTO (ailyibl 001aJaI0T COOTBETCTBYIOIIUMHU
cBolicTBamu. HCTpyMEHTHI ¢ KOHYCHOCTEIO Oosiee 2%, YTO COOTBETCTBYET KIaCCH(DUKAITMOHHOMY
tury 2 B coorBercTBuM ¢ [ SO 3630-1:2019.

He crepunbhbl.

2. CTpyKTypa H MaTepHUaJIbI:
Daiinel ctomMaronornueckue 3ua0aouTHYecKkue Roll Wave cocTosT U3 XBocTOBHKa, paboyeil 4acTu u
cTormepa.
Brnaropaps yHMKanbHOI GopMe IOIEPeYHOro CedeHMs, HallpaB/leHNA 3aKpy4/MBaHMA U yI/Ia pe3bObl,
(aiiiel 06/1a/jal0T XapaKTePUCTUKAMM PEXXYILeil CHIIBL B 000MX HaIllpaBIeHMSX.
OCHOBHBIE MaTepHUAIbL:
1) Pa6oyas yactb: Hukenb-TUTaHOBBIN CIIIAB.
2) XBocrosuk: Jlaryns C3604
3) Cronnep: beciserHas nonynpospauHas pesnHa (CAN19-259705.001)

)
L1 | |

Paboyan yactb

XBOCTOBMK

Cronnep

3. Ucnosib30Banue:

<IIpeaynpexaeHus>

3.1. K ucnoas30BaHUIO U3AeIui JO0IIYCKarTCA TOJIBKO KBaHI/I(bI/IIII/IpOBaHHBIe CTOMATOJIOI'u.
3.2 O06s3aTeNBHO CTepI/IHI/ISyﬁTC n3acaus nepea KaXXabIM UCII0JIb30BAHUEM.
33 HCHOJ’ILZ&yﬁTe U3ACJIMs TOJIBKO JJIsI OKa3aHUA CTOMATOJIOTHYCCKUX YCIIYT U

COOTBETCTBYIOIIUX MEAULIMHCKUX IPOLEAYP., T.€. TOJIBKO 10 HA3HAYCHUIO.
<Hp0TI/IBOHOKa3aHI/IH>

He I/ICHOJ’[B3YI>1TC n3acaus ajid JCYCHUsS MalfuCHTOB, Y KOTOPBIX Ha6J'IIOI[aCTC${ CCHCI/I6I/IJ'II/I33.LII/I${ u
AJJICPru4€CKUC peaKknum.

o Crp.3u3 10
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4. IToBTopHas o0padoTka (Ha ocHoBaHum ISO 17664: 2017):

CTOMAaTOJOTHYECKHUE HWHCTPYMECHTEI JJIA KOPHEBBIX KaHAJIOB IMPECAHA3HAYCHBI JIJI1 OAHOPAa30BOro
HCIIOJIb30BAHUA U TOBTOPHOMY HMCIIOJIB30BAHUIO HE MOAJICKAT.

Yuciao CTepI/IJII/ISaIII/Iﬁ HE JOJI?KHO NMPEeBbIIIATH IIECTH pa3.
5. XapakTepucTHKHU M CIOCO0 MPUMEHEHMSI:

5.1 XapakTepucTUKH (aiijioB CTOMATOIOTHYECKUX 3HA0AoOHTHYecKHX Roll Wave npuBeneHs! B
Tabuie Huke (Ha ocnoBannu ISO 3630-1 d ISO3630-5):

Jauna padoueii Juamerp 0
Paswep YacTu (MM) HAKOHEYHHUKA (MM) Konyeit, (%)) Iper koabita
Mauneii
% o
(20/7%) 0.20 ! —
Crang. o
. K
(25/79%) gé xﬁ 0.25 7 pacHBIi
Cpennmit N
3eneHblit
(35/6%) 31 mMm 0.35 6
Bonpmoit 0.45 5 Benuit
(45/5%) '

5.2 llepen ucnonb3oBaHueM (HailIoB CTOMATONIOTHYECKUX dHAOAOHTHYEeCKUX Roll Wave, moarorosste
KOPHEBOU KaHa K MOCIICIYFOIIUM MaHUIYJSIIHASM C IPUMEHeHneM Kanaopaciupureneid K-Files
pyuHbIX pazmepom oT #08 mo #015, yToOBI MyTh KaHaa OBUT COOTBETCTBYIOIIECH ITHPUHBI.

5.3 IlpaBmwibHO MOAOEPUTE pa3Mep HHCTPYMEHTOB U CICIYHTE O0IEMY METOIY OCYIIECTBICHHS
MIPOLIEYPHI. )

5.4 Pexomenayemasi ckopocth Bpamenus: 150-350 06/mun. Kpyrsimuii moment: 2.0- 2.5 Aid.
5.5 ®aiinel cToMaTONOTHYECKHE YHI0IOHTHYecKHE Roll Wave coOOTBETCTBYIOT yCIIOBHSM UCTIBITAHUS
npousBoautensHocTH ISO 3630. IIpouHOCTs NPOAYKIMK HAa CKPYUYHBAHUE U U3THO MpEeBbILIaeT
yKa3aHHOE 3Ha4YeHHe CTaHIapTa.

6. Mepbl Ipe10CTOPOKHOCTH::
6.1 UtoObl MpeoTBPATUTh 3apakKeHUE, OUUCTUTE U MTPOCTEPUIU3YHTE U3AeHHs (CM. IYHKT 7) U
yOenuTech, epes UCIoIb30BaHHEM U3CIIHS HaXOISATCS B CTEPHIIHLHOM BHJIE.
6.2 Beibepute HanboJee MOIXOASIIee U3IENNe TSl KAKAOTO clydas U ClieAyiTe o01eMy MeToay
OCYIIECTBIICHHS TIPOLETYPHI.
6.3 Ilepen ucnonb30BaHueM yOeIUTECH, UTO U3AEIHS HE UIMEIOT AedopManuii, apanuH U TPEIIHH.
6.4 Eciu royioBKa U3/IENUs TOHKAsI, [UIMHHAS HJIH OOJIBINAs, BO3PACTACT BEPOATHOCTD €€ IOJIOMKH UITH
nepekpyunBanus. [1o 3Toi mpuyrHe U30eraiiTe UCIoIb30BaHMsI YpE3MEPHBIX YIIIOB HAKIIOHA H
YpEe3MEpHOTO JIaBJICHUSI.
6.5 Ucnonw3yiite koddepaam wim HHbIE TPUCTIOCOOICHNUS, YTOOBI H30ekKaTh CITy9alHOTO TaIeHHs U
MPOrJIaThIBAaHUS HHCTPYMEHTOB.
6.6 He ucrionb3yiite uagaenus Uit KAKUX-THO0 [eel, KpoMe MepeYrCICHHBIX BBIIIIE.
6.7 N3nenus npenHa3HauyeHbl TOJIBKO JJIS1 UCIIOJIB30BaHUSI CTOMATOJIOTaMHU.
6.8 Ilpu yTrm3anuy ¢ U3CIHIMH CIeayeT 00pamaThesl Kak ¢ MEIUINHCKUMH OTXOZaMH.
6.9 YTunusupyiTe u3enus, €Cli OHU IOBPEKACHBI WU 3arPs3HEHBL.
6.10 [oce ucmoap30BaHMS IPOMONUTE METUIIMHCKAM YUCTSIIIAM CPEICTBOM U LIETKOMU, 3aTe€M CMOTE
3arpsA3HEHUs, HalpUMeEp, PUIUIIIINE XUAKOCTH U (PParMEeHTHI TKAaHEH.
6.11 YcranapnuBanTe U3AEIHs HA TIOACTABKY IIPH OYHCTKE YIBTPA3BYKOBBIM OUHUCTUTEIICM, YTOOBI
n30eXaTh MOBPEXKICHUS paboyeii yacTH.
6.12 Hcnonp3yiiTe ¢ 0c000i OCTOPOKHOCTBIO, YTOOBI HE TIOPAHUTHCS OCTPHIMU KPOMKAMH.
6.13 Uznenust MOXET IMOIBEPTHYTHCS KOPPO3UH MIPH [UTUTEIFHOM HaXOXICHUU B KOHTAKTE C
runoxjoputom Hatpusi, TA 1 UHBIMH 1T010OHBIMHU BEILIECTBAMHU.

7. Ounctka u ae3nnpexnus (Ha ocnopanum [SO 17664: 2017)
7.1 O01mme peKoMeHIAIUU:

7.1.1 I/ICHOHB3yfIT€ YUCTAIIUC CPEACTBA, MOAXOAAMMNEC I OYUCTKHU XUPYPrUiC€CKUX MHCTPYMEHTOB,
Me[[HHHHCKOﬁ PE3MHbI U IUIACTUKA, MCAUIHMHCKUX I/I3I[€J'IHI>1, Hanpumep, MYJ'ILTI/I(i)GpMeHTHI)IG
OYUCTHUTCIIN. HpI/I HCIOJb30BaHUU  CTPOT'O co6mo,ua171Te PEKOMCHAAIUU TIPOU3BOJAUTEIIA
KacaTcJIbHO KOHIICHTpaluu, TeMIECpaTyphl, BpEMCHU I[CﬁCTBI/IS[ u CpOKa TOJHOCTH
ucronbs3yeMoro pactsopa. He nucnonesyiite pactBop nepexucu Bogopona (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee 1| MUHYTBI) IO IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTuTe U3/AEIHE HA MOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOLIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoii konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3UHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ 1OMOUIbIO YCTPOicTBA UIfA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3AEHS HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInoysHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa GepMEHTHOTO YUCTALIeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUI JAe3UH(EKIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma mHCTpYMEHTHI TIOMEIIEHBI B HA0O0p [T OYHMCTKH, TIOACTaBKY WM KOHTEHHED,
nzberaiite JIF0O0T0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U pEKOMEHJAlUAM 110 KOHLIEHTPAIlH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXKe: 00IIUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSIM 10 IPAMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpSiiTe
KpUTEPUH MTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeOIIEeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTF0O0T0 MX KOHTAKTa MEXITy COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MpOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHOM BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTE IPOMBIBAHUE HETTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHHS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEeKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 IlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHUSIM H3ICTIHS.

1) I'psA3HbIe W3NS OYUCTUTE CLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI TOBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA IOJCTABKY WM B KOHTEHHED, 4T00bI H36eKaTh M0GOro
KOHTaKTa U3AEIUI MeX Ty COOO0M, yrnakyiiTe B CTepHIN3aLUOHHBIC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCS B KOPOOKeE,CIEeayeT pa3MECTUTh
CHJIMKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MIPOKAJIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKETOB. EciaM HCIoab3yeTcs TEPMOCBAPIINK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzanms:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTepUIIN3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BAHbI COTTIACHO YKa3aHUSIM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIU3ATOPOB.

7.2.8.4 Ucnionb3yliTe TOIBKO MapOBBIe CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonpmme crepunuzatopsl), EN 285 (momHopa3sMepHbIe CTEpUIN3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYIKOH B TeueHue 20 MuH.

7.2.8.6 Cobumonaiite npoueaypy TEXHUUECKOro 00CITy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3¢ heKTHBHOCTS M KPUTESPHH IPHEMIIEMOCTH TIPOLIETYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YHaKOBKH, IOJIOKUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKHX
apaMeTpPOB IUKJIA STAJIOHHBIM HapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TanoB nporiecca, yauThIBAMTEe CPOK XPAHEHUS B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOAUTENIEM YIIAKOBKH METOJMUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 Bonee KOpPOTKHE UKIIBI CTEPUIIU3ALUN B COOTBETCTBUU C MECTHBIMH ITPaBHIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIC3aKTUBAIHIO IPHOHOB.

7.2.9 XpaHeHnmue:

XpaHI/ITC nU3acius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT UCTOYHHUKOB BJIaru

U TIPSIMBIX COJTHEYHBIX JIy4el IPY KOMHATHOM TeMIepaType.

1) CrepuIbHOCTh HE MOXET ObITh FapaHTUPOBaHA, €CIIM YIIAaKOBKA OTKPBITA, TOBPEXKICHA WIIN
HaMOKJIa.
2) IlpoBepbTe yIakOBKY M CaMH MEAMLIMHCKUE U3JIENINs TIepe UX UCTIONb30BaHUEM

(IeTTOCTHOCTD YIIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 Jl1st mpeRoTBpaICHUs TOBPEXKACHHS U3/ICNUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHIOBAHO HCIOJIB30BAHUE CHEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBka Oblia IOBPEXICHA, TO H3/IEJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpe

HCIIOJIb30BAHUECM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEpUIN30BATh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XpaHeHHS IPU BBICOKOW TEMITEPAType, BIAKHOCTH H TIOJ] BO3JICHCTBUEM MPSMBIX
COJIHEUHBIX Jy4yel. beperure ot Biaru. XpaHute Ipu KOMHAaTHOM TeMIepaType.

9.2 He noBpexkaaiiTe yniakoBOUHble MaT€pPHAIbL.

9.3 Uznenue moxeT ObITh (LB jEJGS nmu nopabotano npousBoguTesieM 6€3 MPeABAPUTEILHOTO
yBegoMIIeHUs. Peanuzanus u3aennii npeaycMaTpiuBaeTcs B MOPAIKE OYepean: OCTYITUBIICE
paHbllle peann3yeTcs B MPUOPUTETHOM MOPSIIIKE.

9.4 He noaBepraiite BO3ICHCTBUIO OAKTEPUIIUIHON JTaMIIbl BO M30€KaHUE MOBPEKICHUS.

9.5. Cpok xpaHeHHS UHCTPYMEHTOB — 5 JIeT.

10. YTnaun3zanua:

I[J'I}I l'[paBPIJ'IBHOﬁ yYTUir3anuu BCeraa CO6J'IIO,Z[aﬁTe HAallMOHAJIbHBIC 3aKOHbI U PEKOMCHIAllUN.

11. YnakoBka:
111 MI/IHI/IMaJ'IBHaSI (107050701 ¢) yr[aKOBKI/II 4 IIIT. B HJ'IaCTPIKOBOﬁ yHaKOBKe.

11.2 ACCOpTI/IMeHTZ OIHO U3ACJINE KaXXI0Iro pasMepa B OJHOM YIIaKOBKE.

12. CumBoOJIBI, HCIIOJIB3yeMbIe HA MAPKHPOBKeE

CumBoJ 3HauyeHue
M D MeauurHCKOE U3HEIne
For Dental TOJNBKO VIS CTOMATOJIOTHH
Use Only

® 3amper Ha MOBTOPHOE NIPUMEHEHHE
Martepuan pabouen 4acTH:
m Hukenb-TUTAHOBBIN CIIJIaB

W3penust ¢ BO3MOXHOCTBIO
MIPEIBAPUTEIIHHOTO CTUOAHUS

Heat Activation

@ ®aiinel 1 paboTHI SGHAOMOTOPA
, B BO3BPATHO-NOCTYNATEIEHOM PEKIME

®daiinbl CTOMATOJIOTHYECKUE SHAOAOHTHUYCCKUE IS
NOPUMCHCHHA B BO3BPATHO-IIOCTYIIATEJIBHOM PEXUME

NITI RECIPROCATING SYSEM

Pexomenyemast CKOPOCTb BpaIlieHHs
XXKKXK = XKXKK min”
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PekoMeHIyeMoe 3HaueHHe
XXX mNm KPYTSAIIEro MOMEHTA

LO Kon maptun

He crepunsho

REF Homep no karasory
g Hcnonp3oBath 10
I:]E] OO6paTuTech K MHCTPYKIMK MO MPUMEHEHHIO

Y10JIHOMOYEHHBIN TPEJICTABUTEIND B

EBponeiickom CooOriecTBe

M UzroroBurein

132°C
$99 IIpenen TemnepaTypbl CTEpUIU3aLIUN
ALAAL
o0 D AccopTEMeHT
4 eTMHHUIIBI B yITAKOBKE
<IlIpousBoaurtesb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 15¢ road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnoJHOMOYEeHHBIH npeacraBuTeb B EBponeiickom Coob0mecTBe>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mipnanaua, BenukobputaHua
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% Bcerma mepxute 3TOT TOKYMEHT O] pyKol. B ciydae yrepu oOpaTuTech 3a KOMHEH B OTAET
CTOMATOJIOI'MU IPOU3BOJUTES.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMU H MaTepUaIbl MOTYT OBITh H3MEHEHHI 03
IPEIBAPUTEIHFHOTO YBEIOMIICHHS B CBSI3U C TPEOOBAHUSIMH.

% ConepskaHHe JaHHOM HHCTPYKIIMH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

[IPEIBAPUTEIILHOTO YBEIOMIICHHUS.
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Stainless Steel Hand Use Pluggers
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Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The DENCO Stainless Steel Hand Use Pluggers is a Root Canal Instruments whose operative part is
cylindrical, circular in cross-section and has a flat tip end which is designed to compact filling materials
in a root canal mainly in an axial direction.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Stainless Steel Hand Use Pluggers is composed of handle and operative part.
The main Materials:
1) Operative part: Stainless steel
2) Handle: White plastic grains (CAN20-037986.002)

/’- e R i

/ Wopmrtn

Operative part

Handle

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use. Repeated
sterilization is not recommended.

5. Specifications and Method of Use

5.1 The Specification of DENCO stainless Steel Hand Use Pluggers as the below table (based on 1SO
3630-1 & ISO 3630-3):
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Size Working Length Tip Diameter Taper Color of
(mm) (mm) handle
010 0.10 Purple
015 21mm(white stopper) 0.15 White
020 L25mm(yellow 0.20 Yellow
025 stopper) 0.25 2% Red
030 L28(red stopper) 0.30 Blue
035 L31(black stopper) 0.35 Green
040 0.40 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.

5.3 This DENCO Stainless Steel Hand Use Pluggers is under the provisions of ISO 3630 performance test,

products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.
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7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.19

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device

Pernctpamua MU & Poc3gparEapzope

7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
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titanium).

7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.

Note:

1) Discard any instruments with obvious defects (broken, bent, etc.).

2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.

3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).

4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.

5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
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determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.
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9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

M D Medical device

For Dental
A Use Only For Dental Use Only

Do not reuse

Material of the operative part

9@

LOT Batch code
Non-Sterile
REF Catalogue Number

Expired Date

)

Consult instructions for use

-
.

Authorized representative in the European
Community

EC (REP

Manufacturer

E

e agener®




SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

132°C - e
699 Can be sterilized at the specified temperature
oa[] Assortment

@ 6pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 1t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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m Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpylcuueﬁ no npuUmMeHenuIo.
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1. Kparko 00 uznenun:
[Tnarrepsl 13 HepIKaBEIOIIECH CTAM PYYHBIE - 3TO SHAOJAOHTHYECKHE HHCTPYMEHTHI C IMIMHAPHIECKOM
paboueil yacTb0, KPYTIIBIM TIONIEPEYHBIM CEYCHHUEM U HE3a0CTPEHHBIM KOHIIOM, TIpeIHa3HAYCHHBIC JIJIS
VIUTOTHEHUSI IIIOMOMPOBOYHOTO MaTepHalia B KOPHEBOM KaHaJIe TPEUMYIIIECTBEHHO B a HAITPABICHHH.
CraHgapTHbIC HHCTPYMEHTHI ¢ KOHYCHOCTBIO 2%, 4TO COOTBETCTBYET KIIACCH(PUKAIIMOHHOMY THITY 1 B
cootBercTBUU co ctanaaptom [SO 3630-1:2019.

He crepunpHBI.

2. CTpyKTypa n MaTepuaJIbl:

[Tnarrepbl W3 HEpXKABEOIEH CTAM COCTOSAT M3 PYKOSTKU M paboueii yacTy.
1) Pabouas yacTth: HeprkaBerorias craib.

2) Pyxosarka: benbrii rpanynuposannslii tiactiuk (CAN20-037986.002)

Paboyas yactb
3. Ucnoab3oBanue: PyKoATKa

<IIpeaynpexaeHus>

3.1. K ucnoap30BaHMIO 156691 (S 0505 A0IyCKarTCA TOJIBKO KBaJ'H/I(i)I/II_II/IpOBaHHble CTOMATOJIOI'H.
3.2 O0s3aTeabHO CTepHJ’IPByﬁTC HU3ACIIUA IEPCA KaXKAbIM UCITOJIb30BAHUEM.
33 I/ICHOJ'IB3YI\/'IT6 HU3ACIUs TOJIBKO JJI1 OKa3aHUs CTOMATOJIOTHYCCKUX YCIYT U

COOTBCTCTBYIOIINX MEAUIIUHCKUX NPOUEAYP., T.€. TOJBKO IO HA3HAYCHUIO.
<IIporuBOMOKA3AHUA>

He HCHOHLSyﬁTe HU3ACITUA AT JICYCHUS TAalJUCHTOB, Y KOTOPBIX Ha6n}oz[aeTc;1 CeHCI/I6I/IJ'II/I3a]_II/IH n
AJUICPITUICCKUEC pEaKIUU.

4. IloBTOpHasi 00padoTKa:
CTOMAaTOJI0THYECKHE HMHCTPYMCHTHI I KOPHEBLIX KaHAJIOB MPEAHA3HAYCHBI AJI1 OJHOPA30BOTO
HCIIOJIB30BAHHUA U ITIOBTOPHOMY HCIIOJIb30BaHUIO HE IMMOMJICHKAT. HOBTOPHaﬂ cTepuiin3anus He

PECKOMEHAYETCH.

5. XapakTepHCTHKHU M CIOCO0 NMPUMEHEHUS:

5.1 XapaKTepUCTUKH IIATTepOB U3 HEPXKABEIOILIEH CTald PYYHBIX PUBEIEHBI B Ta0IUIE HUXKE (Ha

ocunoBanuu [SO 3630-1 u ISO 3630-3):

o Crp.3u39
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JuHa padoyeii HMuametp

Pasmep A aer PII’ o) wakoneamika () | KOHYCHOCTE vaRI::TTKn
010 15y MM(OeIBIi cTomIep) 0.10 QHOHGTOEHﬁ
015 25 MM (KeTThIi 0.15 bebrit
020 CTOHHep) 0.20 Kentorit
025 28 MM(KpacHbIit 0.25 2% KpacHsrii
030 CTOIIEp) 0.30 Cunnit
035 31 mm(4epHbIit 0.35 3eeHbli
040 cromep) 0.40 YepHblit

5.2 IlpaBmwibHO MOAOEPUTE pa3Mep HHCTPYMEHTOB U CICAYHTE 00IEeMy METOTY OCYIIECTBICHHS
HIpPOLEAYPHL

5.3 IInarrepsl U3 HEP>KABEIOLIEH CTAIH COOTBETCTBYIOT YCIOBHUAM UCIBITAHUS IIPOU3BOJUTEIBHOCTH
ISO 3630. [TpoyHOCTH MPOAYKIINU HA CKPYYHBaHUE U U3THO JIOJKHA MPEBHINIATh YKa3aHHOE 3HAUCHHE
CTaHjaapra.

6. Mepbl pe10CTOPOKHOCTH:

6.1 YToOBI PeJOTBPATUTH 3apajkeHUE, OUUCTUTE M MIPOCTEPIITU3YITE M3Aeus (CM. TIYHKT 7) U
ybeanTech, epes UCTIOIH30BAHUEM M3/ HAXOSTCS B CTEPIIIBHOM BHJIC.

6.2 Beibepurte HanOoJee MoIXoAsIIee U3IeNNe U KAXKIO0TO ciydast U ClieAyiTe o0eMy MeToay
OCYIIECTBICHHS IPOLEAYPHI.

6.3 Ilepen nucnonb3oBaHueM yOeIUTECh, UTO U3ACINSA HE UIMEIOT AedopMmanuii, apanuH U TPEIIyH.
6.4 Eciu Tos10BKa M3/1eNUs TOHKAs, [UIMHHAS UM OOJIBINAs, BO3PACTACT BEPOSITHOCTD €€ MOJIOMKH MIIN
nepekpyunBanus. [1o 3Toit npuunHe u3beraiiTe NCIONB30BaHUS YPE3MEPHBIX YITIOB HAKJIOHA U
YPE3MEPHOTO AABICHUS.

6.5 Vcnons3yiite koddepaam uiu UHbIE TPUCITOCOOJICHHUS, YTOOBI U30€KAaTh CITYYaitHOTO NMAJICHUS U
MPOTJIaTHIBAaHUS HHCTPYMEHTOB.

6.6 He ucnonb3yiiTe usaenus s KaKux-1u00 1enei, KpoMe NepedrCcIeHHbIX BbIIIE.

6.7 U3penus npegHa3HaueHb! TOJIbKO AT UCIIONB30BAHUS CTOMATOIOIaMH.

6.8 [Ipu yTuiM3auuu ¢ U3AeNUsAMH cielyeT 00pallaThes Kak ¢ MEAULIUHCKUMH OTXOJaMH.

6.9 YTunusupyiite u3gaenus, ecliu OHU MOBPEKACHbI WIH 3arPsA3HEHBL.

6.10 ITocne ucnosb30BaHMs MPOMOUTE MEJULIMHCKUAM YUCTSIIUM CPEICTBOM M LIETKOH, 3aT€M CMOiiTe
3arpsA3HeHUs], HapuMep, NPUIKIIINE KUAKOCTH U (ParMeHThl TKaHEH.

6.11 YcranaBnuBaiiTe n3enus Ha NOJCTaBKY IPU OYUCTKE YIbTPA3ByKOBBIM OUHUCTHTEIEM, YTOOBI
n30eXKaTh MOBPESKACHUS padoueit yacT.

6.12 Ucnonme3yiiTe ¢ 0c000# 0CTOPOKHOCTHIO, YTOOBI HE IIOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 M3xenust MOKET MOABEPTHYTHCSA KOPPO3UH IIPU JUIUTEILHOM HaXOXKAEHUHU B KOHTAKTE C
runoxsiopuroM Hatpus, S[ATA 1 HHEIMHU TOJOOHEIMHU BEIIECTBAMH.

7. Ouncrka u aesuHdexuus (Ha ocHoBanum ISO 17664: 2017)

7.1 O0mme pexkoMeH AN

7.1.1  Hcnonp3yiiTe YHCTAIAE CPEICTBA, MOAXOAALINE Ul OYMCTKUA XMPYPrU4ECKUX MHCTPYMEHTOB,
MEIUIMHCKON PE3WHBl M IUIACTHKA, MEIWLUHCKUX W3JCIUH, HampuMep, MYIbTH(QEPMEHTHbIC
ourcturenu. Ilpm HCHONB30BaHUHM CTPOTO COONIOAANTE PEKOMEHIAIMU IPOM3BOAUTEIS
KacaTelbHO KOHIEHTPALWH, TEMIIEPaTypbl, BpPEMEHH NEWCTBHA M CpOKa TOJHOCTH
HCHoIB3yeMoro pactBopa. He ucmomns3yiite pactBop mepekucu Bogopoaa (H;O,).

: — Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee 1| MUHYTBI) IO IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AEHE HA MMOACTAaBKY WIHM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder Heobxonumoit konnenTpanun) (1:128) ¢ ounimaronmu cBOHCTBaMU, Py
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIEHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.

Ctp.5u39
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ IOMOUIbIO YCTPOicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEHS HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna uHCTpYMEHTHI TIOMEIIEHB! B HA0O0p [T OYHMCTKH, TIOACTaBKY WM KOHTECHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPUH MTOJIOKUTEIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 101 IPOTOYHOM BOIOM
(TeMmepaTypsl OKpYIKarolel cpebl).
1) Jlnst npoMBbIBaHUS HCIIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCs BBIMOJIHUTH IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMS CIE€AYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 MCUE3HOBEHHS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
MIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMOTpUTE N3NNI, OTIOKUTE HECOOTBETCTBYIONIHE TPEOOBAHUSIM HU3IEIIHSI.

1) TI'psA3HbIe U3ENNSA OYUCTUTE SLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI OBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.

o Ctp.6u3 9
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA IOJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MEX Ty COOO0M, yrnaKkyiiTe B CTepHIN3aLUOHHBIC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKEeTOB. EciaM HCIonb3yeTcs TePMOCBAPIIHK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamnzanmsi:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTEepUIIA3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BaHbI COTTIACHO YKa3aHUSM Ha MapKUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIIU3ATOPOB.

7.2.8.4 Ucnionp3yliTe TOIBKO MApOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonbmmne crepunuzatopsl), EN 285 (momHopa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POIEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOHN B TeueHue 20 MuH.

7.2.8.6 Cobumofaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3 heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YIaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
MapaMeTpPOB IUKJIA STAJIOHHBIM MapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TarnoB nporiecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOIUTENIEM YIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bornee KOpOTKHE UKIIBI CTEPUIIU3ALUN B COOTBETCTBUU C MECTHBIMH IIPaBHIIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIe3aKTUBAIHIO IPHOHOB.

7.2.9 XpaneHnue:

XpaHI/ITC nU3aCius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT KICTOYHHUKOB BJIaru

Y TIPSIMBIX COJTHEYHBIX JIy4eH IPY KOMHATHOM TeMIIepaType.

1) CrepubHOCTh HE MOXET ObITh FapaHTUPOBAHA, €CIIM YIIAKOBKA OTKPBITA, OBPEXKICHA WIIN
HaMOKJIa.
2) IlpoBepbTe yIakOBKY M CaMH MEAMLIMHCKUE U3JIENINs IIepel UX UCTIONb30BaHUEM

(1eTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XPaHEHU).

8. TpancnoprupoBka:

8.1 Jl1s1 mpeRoTBpaIICHUS TOBPEKACHHS U3/IENUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO HUCIIOJIB30BAHUE CIEIUATBHBIX CTOEK, JIOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBka Obliia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpes

HCIIOJIb30BAaHUECM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEPpUIN30BATh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 N3beraiiTe xpaHeHHs TP BBICOKOM TeMIIEpaType, BIAXKHOCTH U MOJ BO3ACHCTBHEM IPSAMBIX
COJIHEYHBIX JTy4eil. beperute ot Biaru. XpaHurte npu KOMHATHOW TeMIIeparype.

9.2 He moBpexnaiiTe ynakoBOYHbIC MaTEpUAITHI.

9.3 Usnenue moxeT ObITh LB %S mim mopaborano MpousBoaMTeNIeM O€3 MPeaBapHTEIHLHOTO
yBeIOMIICHHS. Peannzarus u3aennii mpeycMaTpruBaeTCcs B MOPSIAKE OUepean: IIOCTYMHBILEE
paHBbIIIE pean3yeTcsl B IPUOPUTETHOM HOPSIIKE.

9.4 He noasepraiite BO3ICHCTBUIO OAKTEPHUIIMIHOMN JIaMITBI BO N30€KaHHEe TIOBPEIKICHUS.

9.5. Cpok XpaHEHHs UHCTPYMEHTOB — 5 JIET.

10. YTuanzauug:
HJ’IH HpaBHJ’ILHOﬁ yTI/IJ'II/IBaHI/II/I BcCeraga CO6J'IIOII&I71TC HAaITMOHAJIBHBIC 3aKOHBI U peKOMCH}IaHI/II/I.

11. YnakoBka:

11.1 MuHuMaIbpHAS €UHUIA YIIAKOBKH: 6 IIT.B OJIFICTEpe U3 AIOMHHUEBO (DOIIBTH.

11.2. AccopTUMEHT: OJJHO M3JIEJIHE KaKI0TO pa3Mepa B OJJHOU yIaKOBKE.

12. CuMBOJIBI, HCTIOJIB3yeMble HA MAPKHUPOBKeE

CumBo.a 3HaueHnue
M D MenuImHCKOe U3IeIue
For Dental -
Use On|y OJIBKO JJIsI CTOMAaTOJIOTUH

@ 3anpeTr Ha IOBTOPHOE IPUMEHEHUE
Martepuan paboueii 4acTH:
HEep)KaBeIOIas CTallb
LOT Kon maprumn

He crepunbhno

REF Howmep no xaranory

Hcnone3oBarth 10

OO6parurech K MHCTPYKIIHH 110 TPUMECHEHHIO

-
.

Y10IHOMOYEHHBIH IIPEJCTaBUTEIND B

EC |REP

EBponeiickom Coo0lecTBe

M U3rorosureinn
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132°C
65 Ipeen TeMnepaTypbl CTEPUIN3AIIUH
ALAAL

o I:l AccoprumeHt

@ 6 eTuHUI] B YIIAKOBKE

<IlIpousBoaurtesb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 18t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnosiHoOMOYeHHbIH npeacTaBuTesib B EBponeiickom Coodiecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CeepHan Mpnanaua, BenukobputaHua

% Bcerma nepxute 3TOT TOKYMEHT o] pyKo. B ciyyae yrepu oOpatuTech 3a KOMHUEH B OTAESHT
CTOMATOJIOTHU TIPOU3BOIUTEIIS.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMU M MaTEpUaIbl MOTYT OBITh H3MEHEHHI 03
MPECABAPUTECIBHOIO YBEAOMIICHHSA B CBA3U C Tpe6OBaHI/IHMI/I.

% Conep:kaHHE JaHHOM MHCTPYKIMH 10 IPUMEHEHHUIO MOXKET OBITh H3MECHEHO 0¢3
MPEIBAPUTEIILHOTO YBEIOMIICHHS.
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E:IE Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The DENCO Stainless Steel Hand Use Spreaders is a Root Canal Instruments whose operative part is
cylindrical, circular in cross-section and has a pointed tip end which is designed to compact filling
materials in a root canal mainly in a literal direction.

It is standard instrument with 2% taper, which is type 1 classification base on ISO 3630-1:2019.

It is non sterile instruments.

2. Product Structure and materials

The Stainless Steel Hand Use Spreaders is composed of handle and operative part.
The main Materials:

1) Operative part: Stainless steel

2) Handle: White plastic grains (CAN20-037986.002)

/;_-M'\—'“\_zm_/“’ T
< ] 1

Operative part

Handle

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.
3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the

intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing

Our Dental Root Canal Instruments are single use and not approved for re-use.
Repeated sterilization is not recommended.,

5. Specifications and Method of Use

5.1 The Specification of DENCO stainless Steel Hand Use Spreaders as the below table (based on ISO
3630-1 & ISO 3630-3):

Peructpanua MU B PocagpaeHanzope Page 3of9
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Size Working Length Tip Diameter Taper Color of
(mm) (mm) handle
010 0.10 Purple
015 0.15 White
020 2 0.20 Yellow
025 Los 0.25 2% Red
030 L3l 0.30 Blue
035 0.35 Green
040 0.40 Black

5.2 According to its intended use, the dentists can choose the most appropriative type for each case and
follow the general method.
5.3 This DENCO Stainless Steel Hand Use Spreaders is under the provisions of ISO 3630 performance

test, products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

Page 4 of 9
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7.1.2
7.13

7.14

7.15

7.1.6

7.1.7

7.18
7.1.9

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device

7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device

Pernctpamua MU & Poc3gparEapzope
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7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).

7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, Ao >3000.

Note:

1) Discard any instruments with obvious defects (broken, bent, etc.).

2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.

3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).

4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.

5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 RINsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
around the devices to prevent packaging piercing.

3) Seal the pouches according to the recommendation of the pouch manufacturer. If a

Page 6 of 9
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thermo-sealer is used, the process must be validated.
4) Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to 1SO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7 Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.
9.2 Do not damage or make a pinhole to packaging materials.
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9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box.
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

MD Medical device

For Dental
A Use Only For Dental Use Only

@ Do not reuse
@ Material of the operative part

LOT Batch code

Non-Sterile

Catalogue Number

Expired Date

Consult instructions for use

= B [F | B
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£ IREP Authorized representative in the European
Community
M Manufacturer
18%;: Can be sterilized at the specified temperature
AAAL
oa[] Assortment

@ 6pcs/pack

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss,
department of the manufacturer for a copy.

The specifications, structures and materials are subject
notices for the demands of improvement.

please contact dental

to be changed without previous

The contents of this instruction manual are subject tobe
previous notices.

revised without
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NHCcTpyKUMA 110 IPUMEHEHHU IO

Cupeaepbl U3 Hep:KaBeloIleil cTaju
pY4HbIE

Ne lokymenTa :DJYL-IFU-B016
Bepcusi: Al
Hara: 15.10.2022

[ji;‘l Ilepeo ucnonv3osanuem 03HAKOMbmMeCh ¢ UHCMPYKUUeEll RO NPUMEHEHUIO.
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Hcropus perakrupoBaHus

Ne Pen. Omnucanue Jlara
1 A0 [TepBoHavanbHAS TyOIUKAIHS 27.05.2020
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1. Kparko 00 uzgesnun:
Crpeznepbl U3 HEPIKABEIOLICH CTANN PYYHBIC - 3TO SHIOJOHTHICCKUE HHCTPYMEHTHI C IIHJIHHAPHICCKOI
paboueil yacTb0, KPYTJIBIM MIONIEPEYHBIM CEYCHHUEM U 3a0CTPEHHBIM KOHIIOM, MTpeIHa3HAUCHHBIE IS
YIUIOTHEHUA HHOM6I/IpOB0‘-IHOI‘0 MaTtepurajia B KOpPHEBOM KaHAJIC MPEUMYIIECTBCHHO B IIPSIMOM
HAIpaBJICHUH.
CraHgapTHBIE HHCTPYMEHTBI C KOHYCHOCTBIO 2%, YTO COOTBETCTBYET KIIaCCU(PUKAIMOHHOMY TUMY 1 B
cooTtBeTcTBUU co ctanaapToM [SO 3630-1:2019.

He cTepuibHbI.

2. CTpyKTypa u MaTepuaJIbl:
Crpeznepsl U3 HEp)KaBeIOLIEH CTAIN COCTOST U3 PYKOSITKH U pabouel yacTu.
OCHOBHbIE MaTepHAIIBI:

1) PaGouas gacth: HeprkaBeroras cTaib.

2) Pykositka: bensiii rpanynupoBanssbii mactuk (CAN20-037986.002)

-

/ N -K"'“\_,-.._J QL -

< |

/ s _Jf-\_l_"'\/ e "I\_\_ __J/

Pabouasa yacTb

PykoATka

3. Ucnosib30Banme:

<IIpeanynpexaeHus>

3.1. K ucnonb30BaHuUIO U3ICTUN J0IMYyCKarTCsA TOJIBKO KBaJ'II/ICI)I/ILII/IpOBaHHBIe CTOMATOJIOI'u.
3.2 O06s3aTeNBHO CTepHHHSyﬁTC n3aciaus Nepea KaxXabIM NCITI0JIb30BAHUEM.
33 HCHOHIByI\/‘ITe U3ACJIMs TOJIBKO JJIsI OKa3aHUA CTOMATOJIOTHYCCKUX YCIIYT U

COOTBETCTBYIOIIUX MEAULIMHCKUX IPOLEAYP., T.€. TOJIbKO M0 HA3HAYCHHIO.
<Hp0TI/IBOHOKa3aHI/IH>

He I/ICHOHB3YI>'ITC n3acaus ajisd JEYCHUsS MalluU€HTOB, Y KOTOPBIX HaGJ’H—OI[aCTCS[ CeHCI/I6I/IJ'[I/I3aLlI/I${ u
AJJICPru4CCKUC pCaKIum.
4. IloBTOpHasi 00padoTKa:
CTOMAaTOJI0THYECKHE HMHCTPYMCHTHI 1A KOPHEBBIX KaHAJIOB MPEAHA3HAYCHBI AJI1 OJHOPA30BOTO
HCIIOJIB30BAHHUA U IIOBTOPHOMY HCIIOJIb30BaHUIO HE IMMOMJICHKAT. HOBTOPHaﬂ CTepuin3anus He

PCKOMEHAYETCH.

5. XapakTepHCTHKHU M CIOCO0 NPUMEHEHUS:

5.1 XapaKTepuCTUKHU CIIPENEPOB U3 HEPXKABEIOLIECH CTaI PYYHBIX IPUBEICHbI B TAOIHIIE HIDKE (Ha

ocunoBanuu [SO 3630-1 u ISO 3630-3):

: Crp.3u39
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JIMHA paboyeii Huamertp

Pasmep A qac“ll) (Mm) HAKOHEYHHKA (MM) Konycrocts pvllf:::KH
010 0.10 duoeToBbIM
015 0.15 benbrit
020 21 mm 0.20 Kentorit
025 25 M 0.25 2% KpacHbiii
030 g? e 0.30 Crmmi
035 0.35 3eneHbIi
040 0.40 YepusIit

5.2 IlpaBunbpHO IOROEpUTE pa3Mep HHCTPYMEHTOB H CleAyiiTe 00ImeMy METOIy OCYIIeCTBICHHS
IIPOLETYPHI.

5.3 Cripeznepsl 13 HeprkaBeIOIIEeH CTalIl PyYHbIE COOTBETCTBYIOT YCIOBHSIM HCIIBITAaHUS
npomsBoanTenbHOCTH ISO 3630. IIpoYHOCTS MPOAYKIMN HA CKPYYHBAHUE M H3THO MPEBHIIIAIOT

YKa3aHHOC 3HAYCHUC CTaHAapTa.

6. MepbI NpPe10CTOPOKHOCTH:

6.1 UToOBI MpeIoTBPATUTh 3apaXKEHUE, OUUCTHTE U MTPOCTEPUITU3YITE M3AeHsl (CM. IYHKT 7) U
yOeauTecs, mepe]| HCIoIb30BaHUEM H3/ICIIHsI HAXOAATCS B CTEPUIHLHOM BHJIE.

6.2 Bribepute Hanbomee MOIXOAsIIee U3IeNUE ISl KAKIO0TO claydast U ClieayiTe o0IeMy MeToIy
OCYIIECTBIICHUS MPOIEAYPHL.

6.3 Ilepen ucnonp30BaHUEM yOCIUTECH, UTO U3CTHSI HE UMEIOT Je(opManuii, apanyH U TPEIHH.
6.4 Ecnu rostoBKa U3AENHs TOHKAs, JUIMHHAS WM OOJIBIIAS, BO3PACTACT BEPOITHOCTD €€ MOJIOMKH MITH
nepekpyunBanus. [1o 3Toii mpuyrHe N30eraiTe UCTIOIb30BaHMs YPE3MEPHBIX YIJIOB HAKIIOHA
YpE3MEPHOTO JaBIICHUS.

6.5 Hcnonw3yiite kopdepaam wiv nHbIe TPUCIIOCOOICHHUS, YTOOBI N30€XKAaTh CYyYaiiHOTO MaJCHUs 1
MPOTJIATHIBAaHUA HHCTPYMEHTOB.

6.6 He ucnonb3yiiTe nzgenus Uit KAKUX-TUO0 Lejel, KpoMe MepeYrCIeHHbIX BBILIE.

6.7 N3nenus npeaHa3HadeHbl TOIBKO I UCTIOIb30BaHUS CTOMATOJIOTaMH.

6.8 Ilpu yTunu3anmu ¢ U3IENUAMH clieAyeT o0paaTbes Kak ¢ MeJUIMHCKUMH OTXOIaMH.

6.9 YTunuzupyiTe uzgenus, ey OHU TOBPEXKACHBI WIIH 3arpA3HEHBI.

6.10 ITocne ucnonb30BaHUs MPOMONTE MEAUILIMHCKUM YHCTSILUM CPEICTBOM U LLETKOMU, 3aTeM CMOMTE
3arpsi3HEHNS, HAPUMED, MPHJIHIIIINAE KUIKOCTH U (pparMeHTHl TKaHEH.

6.11 YcranaBiuBaiiTe n3enus Ha MOJACTaBKY IPU OYHCTKE YJIbTPa3ByKOBBIM OUHCTHUTEIIEM, YTOOBI
n30exaTh MoBpexIeHus padoueil yacTu.

6.12 Ucrnonp3yiite ¢ 0c000i OCTOPOIKHOCTHIO, UTOOBI HE TTIOPAHUTHLCSI OCTPHIMU KPOMKaMH.

6.13 M3aenust MOXKET MOABEPTHYTHCA KOPPO3UU MPH JUIUTEIILHOM HaXOKIEHUU B KOHTAKTe €
runoxyioputoM Hatpus, DATA 1 HHEIMU TOTOOHBEIMHU BETIIECCTBAMH.

7. Ouncrka u gesuHpexuus (Ha ocHosanuu ISO 17664: 2017)

7.1 O01mme peKoMeHIAUM:

7.1.1 Vcnonp3yiiTe 4ucTAIINE CPENCTBA, TTOAXOASAIINE UISI OYUCTKA XUPYPIUYECKUX HHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBl M IUIACTHKA, MEAWLIUHCKUX W3JENHH, HalpuMep, MyIbTH()EepMEHTHbIC
ouncrurenu. [lpn wHCHoONb30BaHWM CTPOrO  coOMIOJalTe pPEKOMEHAAIMH IIPOU3BOJHUTEIIS
KacaTelbHO KOHLEHTPALMH, TEMIICpaTypbl, BPEMEHH NEWCTBHS W CpOKa TOJHOCTH
ucrons3yemMoro pactsopa. He ucnonesyiite pactBop nepexucu Bogopona (H,O,).

: — Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSI/IHCI)eKL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKHpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee 1| MUHYTBI) IO IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AEHE HA MMOACTAaBKY WIHM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder Heobxonumoit konnenTpanun) (1:128) ¢ ounimaronmu cBOHCTBaMU, Py
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIEHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.

Ctp.5u39
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ IOMOUIbIO YCTPOicTBA UIA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3/IEHS HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YUCTALIEeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna uHCTpYMEHTHI TIOMEIIEHB! B HA0O0p [T OYHMCTKH, TIOACTaBKY WM KOHTECHHED,
n3beraiite JIFOOOT0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlUAM IO KOHLIEHTPAIlK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IIUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIUSIM 10 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPUH MTOJIOKUTEIBHOCTH PE3YIIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) 101 IPOTOYHOM BOIOM
(TeMmepaTypsl OKpYIKarolel cpebl).
1) Jlnst npoMBbIBaHUS HCIIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCs BBIMOJIHUTH IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMS CIE€AYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 MCUE3HOBEHHS BUAMMBIX CJIEI0B BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEKTUBHON CYIIKE COETUHEHUH U
MIOJIOCTEM BHYTPU U3/EIHML.

7.2.6 Ocmortp:

7.2.6.1.1 TlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMOTpUTE N3NNI, OTIOKUTE HECOOTBETCTBYIONIHE TPEOOBAHUSIM HU3IEIIHSI.

1) TI'psA3HbIe U3ENNSA OYUCTUTE SLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI OBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.

o Ctp.6u3 9
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7.2.7 YakoBKa: IlomecTuTe H3eHs HA IOJCTABKY WM B KOHTEIHED, 4T00bI H36eKaTh M06Oro
KOHTaKTa U3AEIUI MEX Ty COOO0M, yrnaKkyiiTe B CTepHIN3aLUOHHBIC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIU3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKEeTOB. EciaM HCIonb3yeTcs TePMOCBAPIIHK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamnzanmsi:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTEepUIIA3aIis mapoM Tipu temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMY OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BaHbI COTTIACHO YKa3aHUSM Ha MapKUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIIU3ATOPOB.

7.2.8.4 Ucnionp3yliTe TOIBKO MApOBBIE CTEPUITN3ATOPHI, COOTBETCTBYIONIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonbmmne crepunuzatopsl), EN 285 (momHopa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POIEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYITKOHN B TeueHue 20 MuH.

7.2.8.6 Cobumofaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3 heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH TIPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YIaKOBKH, IOJIOKHUTENbHbIE (PU3UKO-XUMHUECKUE MTOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
MapaMeTpPOB IUKJIA STAJIOHHBIM MapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TarnoB nporiecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTAaHHBIMU [TPOU3BOIUTENIEM YIAKOBKH METOJUUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bornee KOpOTKHE UKIIBI CTEPUIIU3ALUN B COOTBETCTBUU C MECTHBIMH IIPaBHIIAMH
BO3MOJXKHBI, HO HE TAPAHTHPYIOT MOJHYIO JIe3aKTUBAIHIO IPHOHOB.

7.2.9 XpaneHnue:

XpaHI/ITC nU3aCius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAJIM OT KICTOYHHUKOB BJIaru

Y TIPSIMBIX COJTHEYHBIX JIy4eH IPY KOMHATHOM TeMIIepaType.

1) CrepubHOCTh HE MOXET ObITh FapaHTUPOBAHA, €CIIM YIIAKOBKA OTKPBITA, OBPEXKICHA WIIN
HaMOKJIa.
2) IlpoBepbTe yIakOBKY M CaMH MEAMLIMHCKUE U3JIENINs IIepel UX UCTIONb30BaHUEM

(1eTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XPaHEHU).

8. TpancnoprupoBka:

8.1 Jl1s1 mpeRoTBpaIICHUS TOBPEKACHHS U3/IENUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHJIOBAHO HUCIIOJIB30BAHUE CIEIUATBHBIX CTOEK, JIOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnu ymakoBka Obliia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpes

HCIIOJIb30BAaHUECM OYHCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEPpUIN30BATh.

o Ctp.7u39
Perucrpanua MH B Pocagpaeragzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Anpec: Room 301, No.8, 1st road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, Kuraii

9. Ycii0BHSI M CPOK XpPaHCHUA

9.1 N30eraiiTe XpaHeHUs! [IPU BBICOKOW TeMIIepaType, BIAXKHOCTU U MO BO3AEHCTBUEM IPSAMBIX
COJIHEUHBIX JIy4deil. beperure or Bnaru. XpaHurte pu KOMHATHOW TEMIIEpaType.

9.2 He noBpesxaaiite ynakoBO4Hble MaTepHUaIbl.

9.3 Uznenue Moxet ObITh LB kS nitn nopaborano mpousBoaAUTENEM 0€3 IPEaBAPUTEILHOTO
yBepoMIleHus. Peannzanus u3nenuii npeaycMaTpruBaeTcs B MOPSIKE OYepeIn: TOCTYTUBIIEE
paHbllle peau3yeTcsi B MPHOPUTETHOM MOPSIKE.

9.4 He noaBepraiite Bo3AeiCTBUIO OAKTEPULIMIHOMN JIaMIIbI BO N30€KaHHe TIOBPEKICHUS.

9.5. Cpok XpaHeHHs HHCTPYMEHTOB — 5 JIET.

10. Yruanzanusa:

Z[Jlﬂ HpaBHJIbHOﬁ yTI/IJ'II/I3aIII/II/I BcCeraa CO6JHOL[aI>1Te HallMOHAJBHBIC 3aKOHbI U peKOMeH}laHI/II/I.
11. YnakoBka:

11.1 MuHMMaNTbHAS €UHALIA YIIAKOBKH: 6 IIT.B OIHCTEpe M3 allOMUHHEBOH (DOJIBIH.

11.2 AccopTuMeHT: 1o | IIT. U3/AETUS KaXI0T0 pa3Mepa B OJIHOM yIaKoOBKe.

12. CuMBOJIBI, HCTIOJIB3yeMble HA MAPKHUPOBKeE

CumBo.J 3HaueHnne
M D MenuiuHCcKoe U31emre
For Dental T
Use Only OJIBKO JIJISl CTOMATOJIOTHH

@ 3anper Ha NOBTOPHOE IPUMEHEHHE
Marepuan paboved 4acTH:
HeprKaBeroIast CTaJlb

LOT Kon maptun

He crepunsuo

Howmep no karanory

Hcnonp3oBath 10

OO6partutech K MHCTPYKIIUH TI0 IPUMEHEHHIO

= B [E B
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EC |REP YNOTHOMOYEHHBIN IPEICTABUTEND B
EBponetickom CooOriectBe
M Usrorosurens
132°C
65 [Ipenen TemmepaTypsl CTEpPHIN3ANNAN
AAAL
o0 D AccoprumeHT
@ 6 eTMHUI] B YIIAKOBKE
<IlIpousBoaurtesb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 18t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnosHoMo4eHHbIH npeacrapureb B EBponeiickom Coodmecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mpnangua, BenukobputaHua

% Bcerma nep)kute 3TOT JOKYMEHT MoJ pyko. B cimydae yrepu oOpatutech 3a KOnuel B OTAET
CTOMATOJIOTUU TIPOU3BOJUTEIISL.

%  TexHUYeCKHE XapaKTePUCTUKH, KOHCTPYKIIMK U MaTepUalbl MOTYT OBITh U3MEHEHBI 03
MpeIBapUTENHFHOTO YBEJOMJICHHUS B CBSI3U C TPEOOBAHUSIMH.

% CogeprkaHue TaHHOH MHCTPYKIMH MO MPUMEHEHHIO MOXeET ObITh U3MEHEHO 0e3
MPeBAPUTENLHOTO YBEIOMIICHHUSI.

- Crp.9u39
Perncrpannga MH e Pocanpaeragzope
www.nevacert.ru | info@nevacert.ru
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Instructions for use
Of
Super Files 11

Doc. No.: DJYL-IFU-B026

Version: A01
Effective: 2022-10-15

STERILE
®
1 | N .
Before using the products, please see the instruction manual as indicated below.
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3. Before Using

Peructpanua MU B PocagpaeHanzope

Brief of the product

The DENCO Super Files Il is a root canal instrument designed for enlarging the root canal by installing
on the contra angle of Endo Motor to doing the movements of lifting and vertical reciprocation. It is the
next generation to the Super Files, which is covers more difficult clinical cases, brings improved safety
and shortens the shaping time.

It is non sterile instruments.

Product Structure and materials

The DENCO Super Files Il is composed of operative part, stoppers and shank.
It is a taper instrument with taper more than 2% taper, which is type 2 classification base on
1ISO3630-1:2019;
The main Materials:
1) Operative part: Nickel Titanium
2) Shank: Brass C3604
3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

i
R s ?/////% l_:D
; i

/

Operative part /

Stopper

Shank

<Warnings>

3.1 Only skilled dentists are allowed to use.

3.2 Be sure to sterilize this product for each use.

3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the
intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

Page 3 0of 9
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5. Specifications and Method of Use

5.1 The Specification of DENCO Super Files Il as the below table (based on I1SO 3630-1&1S03630-5):

. Working Length Tip Diameter Tape .
Size (mgm) g P (mm) (%F)) Color of ring
X1 0.20 4 Yellow
X2 21mm 0.25 6 Red
X3 25mm 0.30 7 Blue
X4 31lmm 0.40 6 Black
X5 0.50 6 Orange

5.2 Before using the DENCO Super Files Il, pls establish a reproducible glide path using Hand Use K-Files
begin from #08 to #015, to make path in size 15.

5.3 Use from X1, X2 to F3 or F4, F5 (alternative when it needed) for enlarging the root canal.

5.4 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.5 This DENCO Super Files 1l is under the provisions of 1SO 3630 performance test, products’
durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

7.1.1 Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When

Page 4 of 9
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using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

7.1.2 For your own safety, please wear personal protective equipment (gloves, glasses, masks).

7.1.3 The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

7.1.4 In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

7.1.5 Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

7.1.6 Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

7.1.7 Only use the appropriate support of the device for post-processing.

7.1.8 Do not use labeling systems or identification marks directly on the device.

7.1.9 Only use washer-disinfectors approved in accordance with EN ISO 15883 and regularly
maintained and verified.

7.2 Operation Steps
7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsINg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:
7.2.3.1.1 Manual cleaning with ultrasonic equipment
7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).
7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.
7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.
7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
110°C.
7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector

Page 5 of 9
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with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,
supports or containers.

2)  For sharp devices that are not contained within a box, silicon tubes should be placed
around the devices to prevent packaging piercing.

Page 6 of 9
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3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.

8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.
9.2 Do not damage or make a pinhole to packaging materials.
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Pernctpamua MU & Poc3gparEapzope
www.nevacert.ru | info@nevacert.ru



SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out

method for stock management.
9.4 Do not keep under germicidal lamp to avoid deterioration.
9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation

Medical device
MD

For Dental For Dental Use Only
Use Only

@ Do not reuse
Material of the working part: Nickel Titanium

O Recommended rotation speed

XXXKXX = XXXXXX min”

Recommended torque for use

XXX mNm
Batch code
LOT
| Non-Sterile
Catalogue Number
REF

Expired Date

=z
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EZ:I Consult instructions for use
i |

Authorized representative in the European Community

I Manufacturer

Can be sterilized at the specified temperature

Assortment

@ 6pcs/pack

<Legal manufacturer>

u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 1% road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,

Longhua District, Shenzhen, China
Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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UHCTPYKIIMA 110 IPUMEHEHHU IO
Danjbl CTOMATOJIOTHYCCKHUE
yHA0A0OHTHYecKUue Super-Files 11
POTOPHbIE

Ne lokymenTa : DJYL-IFU-B026

Bepcusi: Al
Hara: 15.10.2022

EE
H€p€0 UCNOJI1b306AHUEM O3HAKOMbMECDH C uncmpyxuueﬁ no NpUMEHEeHUI.

Crp.1u39
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1. Kparko 00 uznenun:
daitnbl cromaTonoruueckue o 0aTHYecKre Super-Files I poTopHBIE - 3TO 3HIOIOHTHYECKHE
WHCTPYMEHTBI, UCTIOJIb3yEMBIE I pacIIMPEHHsI KOPHEBBIX KaHAJIOB ITyTeM YCTAaHOBKH Ha YTIIOBOU
HaKOHEYHHK 2HJIOMOTOPA M BBIITOJHEHUSI BEPTHKAIBHBIX BO3BPATHO-ITOCTYATENBHBIX JBUKCHHMN.
[pencraBnsaioT coboit ciaenyromee nmokoaenue Super Files, koTopoe oxBaThIBaeT 00JI€€ CIOKHBIC
KJIIMHUYECKUE CITyuau, 00ECIeunBaeT MOBBIIICHHYIO O€30MaCHOCTh M COKPAIaeT BPeMst

9H/I0IOHTUYECKUX Npoueayp. He cTepuibHEL.

2. CTpyKkTypa H MaTepHaJIbl:
daitnbl cromaTonoruueckue sugooaTHYecKre Super-Files II coctosT u3 XBocTOBHKA, paboveii 4acTH u
crormrepa.
HHCTpyMEHTHI ¢ KOHYCHOCTBIO Ooitee 2%, 4TO COOTBETCTBYET KIIACCU(PUKAIIMOHHOMY THITY 2 B
cootBeTcTBUH ¢ ISO3630-1:2019;
OCHOBHBIE MaTepHUATIbL:

1) PaGouas yacts: HuKeb-TUTAaHOBBIH CIIIAB
2) XBocroBuk: Jlatryns C3604
3) Cromep: becuiserHas momymnpospaunas pesuna (CAN19-259705.001)

SCEESEUNT ;iit_ﬁgﬂ_l_l_[ W I_:D

Paboyas yacTb

XBOCTOBUK

Cronnep

3. Ucnosb30Banue:

<IIpeaxynpexaeHus>

3.1. K ucnoiap30BaHHUIO 7631 (N 1501 A0IIyCKarTCA TOJIBKO KBaJ'II/I(bI/IIII/IpOBaHHLIC CTOMAaTOJIOI'.
3.2 O06s3aTeNBHO CTepI/IJ'[I/ISyI\/‘ITe nsacians nepea KaXXJabIM UCIIO0JIb30BAHUCM.
33 HCHOJ’[BSyf/'ITe HU3ACIUA TOJIBKO OJI OKa3aHWsl CTOMATOJIOTHYCCKUX YCIYT U

COOTBETCTBYIOIUX MEIUIIMHCKUX IIPOLCAYP., T.€. TOIBKO 10 HA3HAYCHUIO.
<Hp0THBOHOKaSaHI/IH>

He HCHOJ’ILSyﬁTG HU3OCTIUA AT JICYCHUS TAlIUCHTOB, Y KOTOPBIX HaﬁJ'IIOZ[aCTCSI CCHCI/I6I/IJ'II/ISa]_II/Iﬂ "
AJJICPIrUICCKUEC pCaKIUU.

4. IToBTOpHas oOpadoTka (Ha ocHoBanum ISO 17664: 2017):

CToMaToJIOrHYeCKue HWHCTPYMCHTEI JIJI1 KOPHEBBIX KaHAJIOB IIPEIHA3HAYCHBI JJI1 OJTHOPA30BOT'O
HCIIOJIb30BAaHHA U IIOBTOPHOMY HCIIOJIb30BAHUIO HE ITOAJICIKAT.

YucJio cTepuan3anmii He J0JKHO NMPEBbIIATH LIECTH Pa3.
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5. XapakTepuCcTHKH M CIOCO0 MPUMEHEHMSI:

5.1 XapakrepucTuku GpainoB ctoMaToIorndeckux sHaogonTndeckux Super-Files II poTopHbIx
MpHUBeJIcHBI B Ta0muIe HUKe (Ha ocHoBanuu [SO 3630-1 u ISO3630-5):

Pa3zmep ﬂﬂ:;i,?a;ﬁi;e“ Haxoﬂz‘fr:;: (M) KonycH., (%)| ILBeT KoJbIa
X1 0.20 4 Kenrerit
X2 21 MM 0.25 6 KpacHblit
X3 25 MM 0.30 7 Cunnii
X4 31 MM 0.40 6 Uepnbliii
X5 0.50 6 OpanxeBblil

5.2 llepen ucnonb3oBaHuEM (PaiijioB CTOMATONOTHYECKUX SHA0AOHTHUYecKUX Super-Files I1
POTOPHBIX, IOJATOTOBLTE KOPHEBOM KaHAN K MOCIEIYIOIINM MAaHUITYJISIHAM C TPUMEHEHHUEM
kaHanopacmmputeneid K-Files pyunsix, pazmepom ot #08 mo #015, 9T005I MyTh KaHaNIA OBLT
COOTBETCTBYIOILEH LIUPUHBL.

5.3 Ucnons3yiite pazmepsl oT X1 u X2 no F3, F4, F5 (o HeoOxonumocTH) Ans pUHAIBHOMN
00paboTKH.

5.4 Pexomenayemasi ckopocTh Bpamenusi: 150-350 06/mun. Kpyrsauuii momenrt: 2.0- 2.5 H-em.
5.5 ®aiinel cToMaToNOrHYecKue SHI00HTHYecKre Super-Files 11 poTopHbie COOTBETCTBYIOT
YCIIOBUSIM UcTbITaHus ipousBoauTenbHocT [SO 3630. [IpoyHOCTh MPOAYKINHK Ha CKPYYHBAaHUE U
M3rub JOKHA MPEBHIATh YKa3aHHOE 3HAYEHHE CTaH/apTa.

6. MepbI IpeA0CTOPOKHOCTH:

6.1 YtoObl MpeJOTBPATUTH 3apaKEHUE, OUUCTUTE U MIPOCTEPUIU3YHTE H3AeHs (CM. IYHKT 7) U
yOennTeck, epes UCTIOIH30BAHUEM M3 HaXOSTCS B CTEPIIIBHOM BHJIC.

6.2 Boibepurte Hanbosee NoaxoAsIee n3AeNIne Ul KaKA0ro ciaydas U clieayiite o0IeMy MeTony
OCYILLECTBIECHUS IPOLEAYPHI.

6.3 Ilepen ucnonb3oBaHueM yOEIUTECh, UTO U3AEINS HE UIMEIOT JAedopMmanuii, apanuH U TPELyH.
6.4 Eciy ToNI0BKa M3/1eNUs TOHKAs, [UTMHHAS WM OOJIBINAsi, BO3PACcTaeT BEPOSTHOCTD €€ TIOJIOMKH HITH
nepekpyuuBanus. [1o aToli npryrHe u30eraifTe HCIONb30BaHUS YPE3MEPHBIX YITIOB HAKIOHA U
YPE3MEPHOrO AABICHUS.

6.5 Ucnonp3yiite koddepnam uim uHbIe TPUCTIOCOOICHUS, YTOOBI H30€XKATh CIIy4aitHOTO MaJIeHUS U
IIPOIJIaThIBaHUS HHCTPYMEHTOB.

6.6 He ucnonp3yiite u3aenus 11 Kakux-a100 Lenel, KpoMe NepedrcIeHHBIX BBIIIE.

6.7 U3nenus npegHa3HaueHb! TOJIBKO AT UCIIONB30BAHUS CTOMATOIOIaMH.

6.8 [Ipu yTuimM3amnuu ¢ U3JeNMsAMU CIelyeT 00palaThes Kak ¢ MEAMIIMHCKUME OTXOJaMH.

6.9 YTunusupyiite uzgenus, eciiv OHU IMOBPEKACHbI WM 3arPsA3HEHBI.

6.10 ITocne ucnosb30BaHus MPOMONWTE MEUIIMHCKUAM YUCTSIUM CPEJICTBOM M LIETKOH, 3aT€M CMOITe
3arpsiI3HEHUs], HaIpUMep, IPUIUIIINE KUJKOCTH U (PparMeHTh! TKaHEH.

6.11 YcranapnuBaiiTe U3A€NNS HA TIOACTABKY NIPH OYUCTKE YIBTPa3BYKOBBIM OUHUCTUTEIIEM, YTOOBI
M30eKaTh MOBPEXKICHUS paboueii yacTu.

6.12 Ucnome3yiite ¢ 0c000# 0CTOPOKHOCTHIO, YTOOBI HE IIOPAHUTHCS OCTPHIMU KPOMKAMH.

6.13 W3nenus MoXeT MOJBEPrHYTHCS KOPPO3UU IPU [UIUTEIHHOM HAX0XKICHUU B KOHTAKTE C
rurnoxsiopuroM Hatpusi, S[ATA 1 MHEIMHU TOJOOHBIMH BEIIECTBAMHU.

7. Ounctka u ge3uH@exuus (Ha ocHoBanuu ISO 17664: 2017)
7.1 O0mue peKoMeHIAUN:

7.1.1 Vcnonp3yiTe 4nCTAIINE CPEICTBA, TOAXOAAIINE UISI OYUCTKUA XUPYPIUYECKUX HHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBI M IUIACTHKA, MEAWIUHCKUX W3JENHH, HampuMep, MyIbTH()EpMEHTHbIE
ouncrturenu. [Ipn HCHONB30BaHMM CTPOTO  COOMIOJAWTE PEKOMEHAAIMH IIPOM3BOJHUTEIS
KacaTelbHO KOHLEHTPALMH, TEMIIEpaTypbl, BPEMEHH NEWCTBHA W CpPOKa TOJHOCTH
ucrons3yemMoro pactsopa. He ucnonesyiite pactBop nepekucu sogopona (H,O,).
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee | MUHYTBI) O/ TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTHTe M3/AETIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HEpKaBeroIei
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pacTBop Metrex
EmPowder nHeobxonumoit konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYHTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOMIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
o1 ISMOHNU3UPOBAHHOW BOJIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI 0YMCTKA C UCIIOJIb30BAHUEM YHMCTSIIE-
Ae3UHGUUMPYIOLIUX YCTPOHCTB

7.2.3.2.1 IlomecTuTe M3AETUs Ha MIOACTABKY WM B KOHTEHWHED (M3 HEP)KaBEIOIIEH CTaIH
WJIM TUTAHA).

7.2.3.2.2 BBINOIHUTE 33JAHHBINA UK OYUCTKU C YUCTSIINM PACTBOPOM (HAIIpUMED,
Metrex EmPowder B konnienTpanuu 1:128 ~ 1:512) B TeueHne He MeHee YeM 5 MUHYT B
qucTAnie-Ae3nHQUIUpYoIIeM ycTpoiicTse pu Temnepatype 20°C ~ 40°C.

7.2.3.3 le3anHdeKkuus ¢ MOMOLIBIO YCTPOMCTBA A5 Ae3HH(PEKIHU

7.2.3.3.1 TlomecTuTe M3eNUs HA TIOJCTABKY WM B KOHTEHHED (M3 HEpKaBEIOIeH
CTaJld UJIM TUTAHA).

7.2.3.3.2 BpINOAHUTE 3a1aHHBIA LHKJI C HCIIOIH30BAaHIUEM MSTKOTO HEHTPaJIHLHOTO
pacTtBopa (hepMEHTHOTO YUCTSIIETo cpeacTa (Hanpumep, Metrex EmPowder B
KoHIeHTpauuu 1:128) B TeueHue He MeHee 5 MUHYT B YCTPOUCTBE /ISl Ie3UHPEKIINN
pu temmeparype >90°C, A0 >3000.

Buumanue:

1) YrunusupyiiTe HHCTPYMEHTHI C SBHBIMH Jie(peKTaMHt (CIIOMaHHBIE, TIOTHYTHIC U T. 1.).
2) Kornma nHCTpYMEHTHI TOMEIIEHBI B Ha0Op [Tl OYHCTKH, TIOICTaBKY MM KOHTEHHED,
n3beraiite 11000ro UX KOHTAKTa APYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSIM U pEKOMEHJAIMAM 10 KOHLIEHTPAIlUH PacTBOpa,
MPEJOCTABIICHHBIM IPOU3BOAMTENEM (CM. TaKXKe: OOIIUEe PEKOMCHIAIINH ).

4) CrnenyiiTe HHCTPYKIMSM IO IIPAMEHECHUIO YCTPOICTBA [UIsl 1e3UH(EKIIN U IIPOBEPSHTE
KpUTEPHUH MOJIOKUTEIBHOCTH PE3YJIbTaTOB MOCIE MPOBEICHUS KX I0T0 IUKIA B
COOTBETCTBUH C MHCTPYKIUSIMU IPOU3BOUTEIIS.

5) Ha mocienneM 3Tame OYHCTKH CIIEAYET HCIOIb30BaTh ACHOHM3HPOBAHHYIO BoTy. [Ipu
BBITTOJTHEHHH IPYTUX ACHCTBUI yUUTHIBalTE TPeOOBaHUS K KAYeCTBAM BOIBI, yKa3aHHEIE
npousBoauteneM. [lomectuTe n3aenus Ha NOJACTaBKY WM B KOHTeHHep (U3
HEpKaBEIOIEH CTaly WM TUTaHa), YTOOBI M30€kKaTh JF000T0 UX KOHTAKTa MEXIy COOOM.

7.2.4 HpOMbIBaHl/Ie: OO6unpHOE IPOMBIBaHKE (HE MEHEe | MUHYTHI) IOA MIPOTOYHOI BOIOH
(TemMmepaTyphl OKpy>Karome Cpe/ibl).
1) st mpoMBbIBaHUS HCIIONB3YWTE ICHOHU3UPOBAHHYIO BOITY.
2) Ecnun panee HCHIONB30BaHHBIN YHCTSIINH PacTBOP COAECPKUT HHIHONTOP KOPPO3UH,
PEKOMEHAYETCS BBIIOJIHUTH IPOMBIBAHUE HEIIOCPEICTBEHHO NI€pe]] HauaJIoM

ABTOKJIaBUPOBaHUA.

7.2.5 Cyunca: [lepen nmpoBepKoil M yIaKOBKOM M3/ENNs CIEYET TUIATEIbHO BHICYIINTb.

1. BrITepeTs 0THOPA30BBIM HETKAHBIM MaTEPHAIOM WIIH BBHICYIIUTH TOPSIAM
BO3TyXOM Ipu Temmnepatype He Boimie 110°C.

2. Wznenus cnepyeT CyIIUTh A0 UCUE3HOBEHUS BUIUMBIX CIEJOB BIIATH.

3. Ocoboe BHUMaHHE CIIEAYET YACTATh 3((HEKTUBHON CYIIKE COCTUHECHUN U
IIOJIOCTEN BHYTPH U3JIETUN.

7.2.6 OcMmortp:

7.2.6.1.1 TlpoBepbTe QyHKIMOHAIBHBIE XapaKTEPUCTUKU U3IEITHA.

7.2.6.1.2 OcMOTpUTE W3NS, OTIOKUTE HECOOTBETCTBYIOIIHE TPEOOBAHUAM H3ICIIHUS.

1) I'psi3Hble H3/IENHS OYUCTHTE €IIe pas.
2) He ucnone3yiite cTOMMIEpH! TOBTOPHO.
3) Yrwmmsupyiite u3nenus, IMeIomue Kakue-1mu0o aeexTsl.
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7.2.7 YakoBKa: IloMecTuTe H3eHs HA TOJCTABKY WM B KOHTEIHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa M3AEIUI MeXTy COO0MH, ynakyiiTe B CTepIIN3allMOHHBIC TAKCTHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALIH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCcTphIX U3AEIHI, KOTOphIE HE HAXOASTCA B KOPOOKeE,CIeAyeT pa3sMeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTes: TEpMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK I'OJHOCTH MAaKETa, YKa3aHHBIN MPOU3BOAUTEIEM IIAKETA, YTO

OMpEeaACINTb CPOK XpaHCHUA.

7.2.8 Crepuamnzaums:

7.2.8.1 st m3mennii peKOMEHIyeTC s CTepUIIN3aIys napoM rpu Temneparype 132°C/273°F B
TE€4YEeHUE 4 MUHYT, C LIEJIbIO 1€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3nenus AOKHBI OBITh CTEPUIIM30BAHBI COTJIACHO YKa3aHUSAM Ha MapKHUpPOBKE.
7.2.8.3 IlomecTuTe NakeTsl B IAPOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOM3BOIUTEISI CTEPHIIM3aTOPOB.

7.2.8.4 Vcmonmb3yiiTe TONBKO MapOBBIE CTEPHUIM3ATOPHI, COOTBETCTBYIONIHE TpeOoBaHUsIM EN
13060 (xnacc B, nebonpume crepunuzatopsl), EN 285 (monHopa3MepHbIe CTEpUIU3aTOPHI).
7.2.8.5 Ucnonp3yiiTe YyTBEPKACHHYIO POLEAYpY cTepuian3anuu coryiacHo ISO 17665 ¢
MUHHUMAJIbHOH CyIKOH B TeueHue 20 MUH.

7.2.8.6 CoburofaiiTe nporeaypy TEXHHUECKOTo 00CTy>KHBaHUS CTEPHIIM3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3ppeKTHBHOCTS M KPUTEPUH IPUEMIIEMOCTH MPOLIEAYPHI
cTepwiIn3anuy (ynakoBKa: IIeIOCTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBUE U3MEHEHNS 1IBETA
YIIAKOBKH, TIOJIOKUTENBHBIC (PH3UKO-XHMHUUECKHE TIOKA3aTEeNN, COOTBETCTBUE (PaKTHUSCKUX
napaMeTpoB LIUKJIa STAIOHHBIM MTapaMeTpaM LUKJIIA).

7.2.8.8 Benure yueT 3TanoB npoliecca, yYuThIBATe CPOK XPAHEHUSI B COOTBETCTBUU C
JTaHHBIMU [IPOU3BOAUTENEM YIIAKOBKM METOJUUECKUMH PEKOMEHAALUSIMMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIM3ALUN B COOTBETCTBUU C MECTHBIMH IIpaBUIIAMU
BO3MOXKHBI, HO HE FAPAHTHPYIOT MOJHYIO JI€3aKTUBAIUIO IPHOHOB.

7.2.9 XpaHeHnue:

XpaHI/ITe u3gcius B CTepI/IJ'II/I3aIlI/IOHHOI71 YIAaKOBKE B YUCTOM MECTE, BAAJIN OT HICTOYHUKOB BJIaru

" IpsIMBIX COJTHCYHBIX queﬁ nmpu KOMHATHOM TeMIICpaType.

1) CrepubHOCTH HE MOXKET OBITh TAPaHTHPOBAHA, €CIIU YIAKOBKA OTKPBITA, TOBPEKICHA FIIH
HaMOKJIa.
2) IlpoBepbTe YIAaKOBKY U CAMH MEIULMHCKHUE U3ENUS Mepel UX HCII0Ib30BaHUEM

(1eTTOCTHOCTD YIIaKOBKH, OTCYTCTBHUE BJIaru U CPOK XpaHEHUs).

8. TpancnoprupoBka:

8.1 I[J'[SI MMPEAOTBPAIICHHA TOBPEKACHUA U3JETUN BO BpEMA TPaHCIIOPTUPOBKU MOKET OBITH
PEKOMEHAOBAHO HMCIOJIB30BAHUEC CIICTUAJIBHBIX CTOCK, JIOTKOB HUJIU JKECTKHUX KOHTCﬁHepOB.
8.2. Eciin YIIaKOBKa ObLIa IMMOBPEXKIACHA, TO U3ACIHE CIIEAYCT CHUTATh HE CTEPHUIIBHBIM U IIEPEL

HCIIOJIb30BAHUEM OYHCTUTD, HpOI[C3I/IH(1)I/IHI/Ip0BaTI> " CTEPUIIU30BaTh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XpaHeHHs MTPU BHICOKOW TeMIIEpaType, BIaXKHOCTHU H MOJ] BO3IECHCTBUEM PSAMBIX
COJIHEUHbIX Jy4el. beperure ot Biaru. XpaHure npu KOMHaTHOH TeMIepaType.

9.2 He moBpex1aiiTe yIakoBOYHBIE MaTEPHAIIEI.

9.3 Usnenue Mosket ObITh LBt %S nimm nopaborano npousBoauTeieM O0e3 IpeaBapUTEILHOTO
yBegomsIeHHs. Peannzarus usnenuii npeaycMaTpuBaeTCs B HOPSIKE OUepean: MOCTYIUBIIEE

paHbIIIE pEannu3y€eTCs B IPUOPUTETHOM ITOPSIKE.
9.4 He noaBepraiite Bo3ICHCTBHIO OAKTEPHUIIMIHOMN JIaMITBI BO N30€KaHHE TOBPEIKICHHUS.

9.5. Cpok XpaHEeHHS UHCTPYMEHTOB — 5 JIeT.

10. YTuan3zauuq:

Z[J'[SI HpaBHJ’[BHOfI yYTUin3anuu BCerja CO6HIOZ[aI>‘ITe HAIlMOHAJIbHBIC 3aKOHBI U PEKOMCHAAIUU.

11. YnakoBka:
11.1 MunuManbHast €TUHUIA YIIAKOBKH: 6 IIIT.B YITAKOBKE U3 ATFOMIUHHEBON
(onbru/ D-o0pa3HOl TIIACTHKOBOM KOPOOKeE.
11.2 AccopTUMEHT: OJTHO U3JIETUE KaXK0T0 pa3Mepa B OTHOM yIIaKOBKE.

12. CuMBOJIBI, HCII0JIb3yeMble HA MAPKUPOBKeE:

CumBoa 3HavyeHue
M D MenuuuHCKOE U3AeIne
For Dental T
Use Only OJIBKO JJIsl CTOMATOJIOT UM

® 3amper Ha NIOBTOPHOE NIPUMEHEHHE
Marepuan paboueit yacTu:
Huxkenb-TuTaHoBbIH criiaB

XXXXXX = XXXXXX min ™ PeKOMeHI[yeMa}I CKOPOCTbH BpalIlCHUA

PeKOMCH,E[yeMOC 3HA4YCHHC

XXX mNm KPYTAILEr0 MOMEHTa
LOT Howmep nmaptun

He crepunsno
REF Howmep no xaranory

g HUcnonb3oBats 10
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E i I OO0paTuTtech K HHCTPYKIHUH 10 IPUMEHEHHIO

Y10JIHOMOYEHHBIN IIPEJCTaBUTEIND B

EC |REP

EBponeiickom CoobmiecTBe

u HzroroBurtenb

132°C
49 [Ipenen Temnepatypsl CTEpUIN3ALAA
AAAL
od I:l AccopTiMeHT
@ 6 CAWHUI] B YITAKOBKE
<IIpousBoaurtesb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8, 13t road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kuraii

Ten.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Yno.tHOMOYeHHbIH npeacTaBuresb B EBponeiickom Coo0mecrse>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan MipnaHaua, BenukobputaHua

%  Bcerna nep)kute 3TOT JOKYMEHT IO pykol. B ciyuae yrepu oOpatutech 3a Konuel B OTAET
CTOMATOJIOI'MU IPOU3BOJUTEI.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMU U MaTepUaIbl MOTYT OBITh H3MEHEHBI 03
[IPEIBapUTENLHOIO YBEJOMJIEHHUS B CBSI3U C TPEOOBAHUSIMH.

% ConeprkaHHe JaHHOM HHCTPYKIIUH 110 IPUMEHEHHIO MOXKET OBITh U3MEHEHO 0e3

MIPECaABAPUTECIBHOTO YBEAOMIICHUA.
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Instructions for use
Of
Super Files 111

Doc. No.: DJYL-IFU-B027
Version: Al

Effective: 2022-10-15

@
1 | N .
Before using the products, please see the instruction manual as indicated below.
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Revision History

Iltem | Rev description release date
1 A0 The first release 2020-05-27
2 Al Add signs and suggestions 2022-10-15
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1. Brief of the product

The DENCO Rotary Use Super Files Il is a root canal instrument designed for enlarging the root canal
by installing on the contra angle of Endo Motor to doing the movements of lifting and vertical

reciprocation.
It is non-uniform taper instrument (more than 1% taper), which is type 4 classification base on I1SO

3630-1:2019.
It is non sterile instruments.

2. Product Structure and materials

The DENCO Rotary Use Super Files 11 is composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Nickel Titanium

2) Shank: Brass C3604

3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

1T 1 /%% T

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.
3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the

intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Rotary Use Super Files Il as the below table (based on ISO
3630-1&IS03630-5):

Pernctpamua MU & Poc3gparEapzope Page 3of9
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Size WorkE?nngSength Tip (I?rﬁrrgeter ;I;ZF)Je Color of ring
SX 19mm 0.19 3.5-19 orange
Sl 0.17 2-11 purple
S2 0.20 4-11.5 white
F1l 21mm 0.20 7 yellow
F2 25mm 0.25 8 red
F3 31mm 0.30 9 blue
F4 0.40 6 black
F5 0.50 5 yellow

5.2 Before using the Denco Rotary Use Super Files lll, pls establish a reproducible glide path using Hand
Use K-Files begin from #08 to #015, to make path in size 15.

5.3 Use opening file SX to expand the root canal ;

5.4 Use #10 or #15 stainless steel Hand Use K-Files to probe the working length;

5.5 Use S1, S2 for shaping.

5.6 Use F1, F2 or F3, F4, F5 (alternative when it needed) for finishing.

5.7 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.8 This DENCO Rotary Use Super Files Ill is under the provisions of 1ISO 3630 performance test,
products’ durability for twisting and bending must exceed specified value of our standard.

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.

Pemcrpaw-"],\ﬂ,ﬂ B Pocappasnanzope Page 40f9
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7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

Pernctpamua MU & Poc3gparEapzope

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding

Page 5 of 9
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110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect

Page 6 of 9
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7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and

Page 7 of 9
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sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box Or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
For Dental For Dental Use Only
Use Only

@ Do not reuse

Material of the working part: Nickel Titanium

Heat Activation Pre-bendable

Recommended rotation speed
XXXXXX = XXXXXX min”

Recommended torque for use

XXX mNm

Batch code

LOT

Perucrpanns MY & Pocsnpasiansope Page 8 of'9
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I Non-Sterile

Catalogue Number

Expired Date

EZ:I Consult instructions for use
i |

Authorized representative in the European Community

EC |[REP
I Manufacturer
1 s:%%;: Can be sterilized at the specified temperature

Assortment

<Legal manufacturer>
u Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China
Tel.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without

previous notices.
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NHCTPpYKIMSA M0 NIPUMEHECHUIO
Daisibl CTOMATOJOTHYECKHE
yHAoaoHTHYecKUue Super Files I11
POTOPHBIE

Ne lokymenTa : DIYL-IFU-B027
Bepcusi: Al

Hara: 2022-10-15

KH
Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uncmpykuueﬁ no npuUMeHenuIo.

Crp. 1139
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1. Kpartko 06 uznenun:
®aitnel ctomaTonorudeckue suaonoHTHYecKkre Super Files 111 poTopHbie - 3TO 3HI0IOHTHYECKHE
WHCTPYMEHTBHI, UCTIOJIb3yeMbIe JJISl PACIIUPEHUS] KOPHEBBIX KAHAJIOB ITyTEM YCTAHOBKH Ha YTIIOBOH
HaKOHEYHMK SHI0OMOTOpPA U BBIIIOJHEHNS BEPTUKAIbHBIX BO3BPATHO-NIOCTYNATEIbHBIX ABHKECHHH.
HHCTpYMEHTBI ¢ HEOJHOPOAHOM KOHYCHOCTBIO (KOHYCHOCTB Ooiiee 1%), 4TO COOTBETCTBYET
KJaccu(UKaMOHHOMY TUIY 4 B COOTBETCTBUM co ctanaaprom [SO 3630-1:2019.

He cTepunbHbI.

2. CTpyKTypa u MaTepHaJIbl:
@aiinel cTomMaTonornieckue saogoHTHdecKue Super Files III poTopHBIE cOCTOSAT U3 XBOCTOBHKA,
pabodeil yacTu U cTommepa.

OCHOBHBIE MaTepUabl:
1) PaGouas yacth: Hukenb-TUTaHOBBIH CILIaB
2) XBoctoBuk: Jlaryas C3604

3) Crommep: becupetnas noxynpo3paunas pesuna (CAN19-259705.001)

[T] |/%% T

XBOCTOBMK

Paboyas yacTb

Cronnep

3. Ucnnosb30Banue:

<IIpeaynpexaeHus™>

3.1. K ucronb30BaHUI0 M3EIHNA JOMYCKAIOTCS TOJBKO KBATH(DUIIUPOBAHHBIC CTOMATOJIOTH.
3.2 O0s13aTeNNbHO CTEPIITN3YHTE U3ENUS TIEPE]T KaXKAbIM UCTIOTb30BAHUEM.
3.3 Ucnonb3yiiTe H3IEHS TOJIBKO ISl OKa3aHUS CTOMATOJIOTHYECKUX YCIYT U

COOTBETCTBYIOIUX MCIAUIUHCKUX IMTPOUEAYP., T.C. TOJBKO IO HA3HAYCHHUIO.
<IIpoTuBONOKA3aHUA>

He ucnionp3yiite u3memnvst JUis JICUYCHUS TTAIIMEHTOB, Y KOTOPHIX HAOIIOIAeTCS CCHCUOMITU3AITHS U
aJNIepTUYECKUE PEaKIIHH.

4. IloBTOopHas odpadorka (Ha ocHoBanum ISO 17664: 2017):

CToMAaTOJIOrHYeCcKue HMHCTPYMEHTHI U KOPHEBBIX KaHAJIOB MPEAHA3HAYCHBI AJIs1 OJHOPAa30BOTO
HCIIOJIb30BaHMS U IOBTOPHOMY UCIIOJIB30BAHUIO HE MMOAJICKAT.

Yucs10 cTepuin3anuii He 10/KHO MPEBBIATH HIECTH Pa3s.

5. XapakTepuCcTHKHN M CIOCO0 MPUMEHEHMSI:

5.1 XapaxrepucTuku GaiiioB cToMaToNIOrHYeCKNX dHA0A0HTHIecKuX Super-Files 111 poropHBIX
MpHUBeJIcHBI B Ta0muIle Hke (Ha ocHoBanuu [SO 3630-1 u ISO3630-5):

Crp.3u39
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Pasmep Ilﬂ::ziv[l) ?ﬁOM‘;e“ Hakoi[:;::;: (Mm) Konycn., (%) LlBer koabua
SX 19 mm 0.19 3.5-19 OpanxeBbIit
S1 0.17 2-11 dDuoseToBbIH
S2 0.20 4-11.5 Bebrit
F1 21 Mm 0.20 7 XKenroiii
F2 25 MM 0.25 8 Kpacubriit
F3 31 MM 0.30 9 Cunnit
F4 0.40 6 YepHbIit
F5 0.50 5 Kenreii

5.2 Ilepen ucnonp3oBaHueM (ailyioB cToMaToIornyeckux s3Ha040HTHYeckuX Super-Files I poropHbIx,
MIOJIrOTOBBTE KOPHEBOM KaHAJ K IOCIEAYIOIIMM MaHUITYJISALMAM C IIPUMEHEHUEM KaHaJI0pacuIupuTenei
K-Files pyunbix, pasmepom ot #08 mo #015, 4ToObI MyTh KaHaIa OBUT COOTBETCTBYIOMICH TMPUHBI.

5.3 Hcnons3yiite pazmep SX muist pacIupeHusl.

5.4 Ucnonp3yiiTe KaHalopaclIMpUTe I u3 Hepxaserwomleil cranu K-Files pyunsie pasmepom #10 nnn
#15 nist mpoBepKu paboyueit TTyOHHEL.

5.5 Ucnonw3yiite pazmepbl S1, S2 mutst npunanus GOpMBIL.

5.6 Vcnons3yiite pazmepst F1, F2 unu F3, F4, F5 (o HeoOxoaumocTy) uist PUHATEHON 00paOOTKH.
5.7 Pekomenayemasi ckopocTh Bpamenusi: 150-350 06/mun. Kpyrsamuii moment: 2.0- 2.5 H-cm.

5.8 daitnel ctomaroorndeckue sgogonTHdeckue Super Files III poTopHBIE COOTBETCTBYIOT YCIOBHAM
ucnbITanus npousBouTenbHOCTH [SO 3630. [IpoyHOCTh MPOAYKIINK HA CKPYYHBAHUE H U3THO
MIPUEBBIIIAIOT YKa3aHHOE 3HAYE€HUE CTaHAapTa.

6. Mepbl IPEAOCTOPOKHOCTH:
6.1 UToOBI IPEeIOTBPATUTH 3apaKEHNUE, OUUCTUTE U TPOCTEPUIUIYITE U3Ieaus (CM. IYHKT 7) U
yOenuTecs, mepe/i UCIoIb30BaHHEM U3/ICTIHs HAXOAATCS B CTEPUILHOM BHJIE.
6.2 Beibepure HanboJee OIXOASIICe U3eNTUe JUTS KaXI0TO ciydast U ClieyiTe o0meMy MeTony
OCYIIECTBIICHUS TTPOIEAYPHI.
6.3 [lepen ucnonb30BaHUEM YOEIUTEChH, UTO U3/IENUSI HE UMEIOT Ae(opMaliuii, HapaniH U TPEIInH.
6.4 Eciii ronoBKa M3eNus TOHKas, [UTMHHAS MITH OOJIbINAs, BO3PACTAET BEPOSATHOCTh €€ TIOJIOMKH HITH
nepekpyurBanus. [1o 3Toii mpudrHe U30eraiTe UCIoIb30BaHus YPE3MEPHBIX YTIIIOB HAKIIOHA H
YpEe3MEPHOTO JIaBIICHUSI.
6.5 Vcnons3yiite kodhdepaam uitu uHbIE TPUCITOCOOJICHHUSI, YTOOBI N30€KAaTh CITyYaitHOTO NMaJICHUS U
MPOTJIATHIBAHUS WHCTPYMEHTOB.
6.6 He ucronb3yiite u3aenust 1y Kakux-1u0o0 1eiel, KpoMe NMepeYrciICHHBIX BBIIIIE.
6.7 V3nenus mpeqHa3HauYeHb! TOJIBKO /ISl UCTIOIB30BAHUSI CTOMATOJIOTAMHU.
6.8 Tlpu yTunu3anuu ¢ u3eTUsIMU ClieyeT o0pamaThes Kak ¢ MEIUIIMHCKUMU OTXOaMH.
6.9 YTunusupyiite usgenus, eciii OHU MOBPEKACHbI UIH 3arPsA3HEHBIL.
6.10 ITocne ncnonp30BaHUs IPOMOWTE MEAUIIMHCKIM YUCTSIIIAM CPEJICTBOM H IIETKOM, 3aTeM CMOITe
3arps3HEHUs, HapUMep, MPUITHIIIINE KUIAKOCTH U (ParMEeHThI TKaHEH.
6.11 YcranaBnuBaiiTe u3Jienus Ha MOJICTABKY IIPU OYUCTKE YJIBTPA3BYKOBBIM OUHCTUTEIEM, YTOOBI
n30eKaTh MOBPEXKICHUS paboueii yacTu.
6.12 Hcmons3yiite ¢ 0c000H OCTOPOKHOCTBIO, YTOOBI HE TIOPAHUTHCS OCTPHIMH KPOMKAMHU.
6.13 U3nmenust MOXET MOABEPTHYTHCS KOPPO3UHU NIPH JUTUTETHHOM HAXO0XKICHUN B KOHTAKTE C
runoxjgoputom Hatpus, D TA 1 UHBIMHU TOTOOHBIMU BEILIECTBAMH.

7. Ounctka n ge3uH@exnus (Ha ocnoBanuu ISO 17664: 2017)
7.1 O01mme peKkoOMeHIAUN:

7.1.1  Hcmomp3yiiTe YHCTAMINAE CPEICTBA, MOIXOMALINE JUII OYUCTKH XUPYPTUYECKUX HHCTPYMEHTOB,
MEJIUIMHCKON PE3MHbl W IUIACTHUKA, MEJULUHCKUAX H3JENUi, HalpUMep, MYJIbTU(QEPMEHTHbIC
ourcrurenu. IIpu HCHONB30BaHUM CTPOrO COONIIOAANTE PEKOMEHIAIMK [POM3BOAUTEIS
KacaTelbHO KOHILICHTPALMKM, TEMIIEpaTypbl, BpPEMEHH [EeWCTBHS M CpoKa TOJHOCTH
Hcnoabp3yeMoro pactopa. He ucmomns3yiite pactBop nepekucu Bogopoaa (H,O,).

- Crp.4u39
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTe cTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO nipoMoiiTe (He MeHee 1| MUHYTBI) IO IPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn nmpomMbIBaHUN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIOMIPOITIIICHA, aKpHJIa) U IPEABAPUTEIIFHON OYHCTKH J10
yIaIeHHs BUIUMBIX 3arps3HEeHHH.

7.2.3 OuucrTka u ge3uHpexumns:

7.2.3.1 Py4yHast ouMcTKa ¢ NOMOIIBIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pyunast o4ucTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUSI.

7.2.3.1.2 TlomecTuTe U3/AEIHE HA MOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOLIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder nHeobxonumoii konnentpanun) (1:128) ¢ ounmaronmu cBOHCTBaMU, Ipy
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHNU3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BrInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIIMM PaCTBOPOM (HAIIpUMeED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3UHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ 1OMOUIbIO YCTPOicTBA UIfA Ae3MH(peKINH

7.2.3.3.1 IlomecTHTe M3AEHS HA TOJACTABKY HJIM B KOHTEWHED (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInoysHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MSATKOTO HEUTPaJIbHOTO
pacTBopa GepMEHTHOTO YUCTALIeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuH 1:128) B TeueHHe He MeHee 5 MUHYT B YCTPOUCTBE JUI JAe3UH(EKIHN
nipu temmieparype >90°C, A0 >3000.

Bunmanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Kornma mHCTpYMEHTHI TIOMEIIEHBI B HA0O0p [T OYHMCTKH, TIOACTaBKY WM KOHTEHHED,
nzberaiite JIF0O0T0 X KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U pEKOMEHJAlUAM 110 KOHLIEHTPAIlH PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXKe: 00IIUE PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSIM 10 IPAMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpSiiTe
KpUTEPUH MTOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEIACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nmocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBAlTE TPeOOBAHMUS K KAUeCTBAM BOBI, yKa3aHHBIC
npousBoauteneM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEpIKaBeOIIEeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTF0O0T0 MX KOHTAKTa MEXITy COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MpOMBIBaHKE (HE MEHee | MUHYTBI) [TOJT IPOTOYHOM BOJIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAEPIKUT HHTMOUTOP KOPPO3HH,
PEKOMEHAyETCS BBIMOJIHUTE IPOMBIBAHUE HETTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKON U3A€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHHS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE ClEAyeT YACTATh 3 (HEeKTUBHON CYIIKE COETUHEHUH U
IIOJIOCTEM BHYTPU U3/EIHMI.

7.2.6 Ocmortp:

7.2.6.1.1 IlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKU H3ICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHUSIM H3ICTIHS.

1) I'psA3HbIe W3NS OYUCTUTE CLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI TOBTOPHO.
3) YrwimsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.
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7.2.77 YnakoBKa: Ilomecture u3jenus Ha MOJICTAaBKy WJIM B KOHTEIHEp, 4TOObI n30exkKaTh JII060ro
KOHTaKTa U3AEIHI MEXIy COOO0MH, ynaKkyiiTe B CTEpPIIIN3alMOHHBIC TAKETHI.

1)  UzGeraiite 1:060r0 KOHTaKTa MEXly HHCTPYMEHTaMHU BO BpeMsI CTEPUIIU3ALINH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU HIIM KOHTCHHEPHI.

2)  [nd oCTphIX U3AETIHI, KOTOpbIE HE HAXOASTCA B KOPOOKeE,CleAyeT pa3MeCTUTh
CIJTHKOHOBBIE TPYOKH, YTOOBI TPEAOTBPATUTH MPOKAJIBIBAHHE YIIAKOBKH.

3)  3ameuaraiiTe CTEpMWIN3alMOHHBIE TAKETHI B COOTBETCTBUU C PEKOMEHAALUAMU
MPOM3BOINTENS TAKETOB. ECIM MCIIONMB3yeTesT TEPMOCBAPIIHK, IPOLIECC TOJDKEH OBITH

BaJIMAUPOBaH.

4)  IIpoBepbTe CPOK IOJHOCTH MAKETa, YKa3aHHBIN MPOU3BOAUTENIEM IIAKETA, YTO

OMpeaACINTb CPOK XPaHCHUA.

7.2.8 Crepuamn3zanmsi:

7.2.8.1 [Insg nznenuit pekoMeHayeTCs CTepuin3anus mapoM npu remnepatype 132°C/273°F B
TeueHHE 4 MUHYT, C IIENbI0 AC3aKTHBALIMH OTCHIINATIBHBIX IPHOHOB.

7.2.8.2 3penust HOIKHBI OBITH CTEPUITU30BAHBI COTIIACHO YKa3aHUSIM Ha MapKHPOBKE.
7.2.8.3 IlomecTuTe MakeThl B HApOBOM CTEPUIM3ATOP B COOTBETCTBUH C PEKOMEHIAMAMU
MPOU3BOAUTENSI CTEPUIU3ATOPOB.

7.2.8.4 Hcmionp3yiTe TONBKO MAapOBBIE CTEPHIN3AaTOPEI, COOTBETCTBYIOMME TpeboBausaM EN
13060 (xmacc B, HeOonpmue crepuimsaropsl), EN 285 (momHOpa3MepHbIe CTEPHUIH3aTOPHI).
7.2.8.5 Mcnonp3yiiTe yTBEpKACHHYIO MPOLEAYPY cTepuin3aunu cormacHo ISO 17665 ¢
MUHHMMAaJIbHOH CyIIKOH B TeueHue 20 MuH.

7.2.8.6 CoburomaiiTe mporeaypy TEXHIIECKOT0 00CTy )KHBaHHS CTEPUIIN3ATOPA, YKA3aHHYIO
[IPOU3BOUTENIEM CTEPUIU3ATOPA.

7.2.8.7 KonTtponupyiite 3 PeKTUBHOCTh U KPUTEPUU PUEMIIEMOCTH MPOLELyPhI
cTepuan3anuy (YIaKoBKa: LEJIOCTHOCTb, OTCYTCTBHE BIQXKHOCTH, OTCYTCTBHE H3MECHEHHUS IIBETA
YIIAaKOBKH, TIOJIOKUTENbHBIE (PH3NKO-XUMUUECKHE TIOKA3aTeNN, COOTBETCTBHE (PaKTHUECKUX
rapaMeTpoB LIUKJIa STAIOHHBIM [TapaMeTpaM LIUKJIA).

7.2.8.8 Benute y4eT 3TanoB npolecca, yUuThIBaHTe CPOK XPAHEHHUS B COOTBETCTBUU C
JAHHBIMH IIPOU3BOAUTENIEM YIIAaKOBKH METOJHUECKUMH PEKOMEHAAIMSIMU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPIIIN3AINH B COOTBETCTBUY C MECTHBIMU TPAaBUIIAMHU
BO3MOJKHBI, HO HE TapaHTUPYIOT MOJIHYIO J€3aKTHUBALMIO IPHOHOB.

7.2.9 XpaHeHnmue:

XpaHI/ITe HU31CTIUsA B CTepI/IHI/I3aHI/IOHHOﬁ YIOAaKOBKE B YUCTOM MECTE, BAAJIM OT HICTOYHUKOB BJIaru

U IPSAMBIX COJIHEUHBIX JIyuell Ipy KOMHATHOM TemIeparype.

1) CrepmabHOCTH HE MOXKET OBITH TApaHTHPOBAHA, €CIN YIAKOBKA OTKPHITA, TOBPEXK/ICHA FIIH
HaMOKJIa.
2) IlpoBeppTe yHakoBKY M CaMH MEIUIIMHCKHE M3ACNUS IEPE UX UCIIOIH30BAHHEM

(LIeIOCTHOCTP YIIaKOBKH, OTCYTCTBHE BJIATU M CPOK XPaHEHHS).

8. TpancnoprupoBka:

8.1 [l mpeoTBpanIeHuUs! MTOBPEKACHHS U3/ICIUI BO BpEMsI TPAHCIIOPTUPOBKH MOKET OBITH
PEKOMEHZ0BAaHO UCIIOJIb30BaHUE CHEMAIbHBIX CTOEK, IOTKOB WU KECTKUX KOHTEHHEPOB.
8.2. Ecimm ymakoBka ObliTa IMOBpPEXICHA, TO M3MIEIUE CICAYET CUUTATh HE CTEPIUILHBIM U IIepe]T

HUCIIOJIBb30BAHUEM OYUCTUTH, HpO,Z[eSI/IH(i)I/II_II/IpOBaTB " CTECPUIIN30BATDb.
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9. Ycii0BHSI M CPOK XPaHCHUA

9.1 UzberaiiTe XpaHeHHS IPU BBICOKOW TEMITEPAType, BIAKHOCTHU H TIOJ] BO3JICHCTBUEM MPSMBIX
COJIHEUHBIX Jy4yel. beperure ot Biaru. XpaHute Ipu KOMHAaTHOM TeMIepaType.

9.2 He noBpexkaaiiTe ynnakoBOUHble MaTepHAIbL.

9.3 Uznenue moxeT ObITh (LB jEJGS nmn nopabotano npousBoauTesieM 6€3 MPeaBAPUTEILHOTO
yBepoMIIeHUs. Peanuzanus u3aennii npeaycMaTpiuBacTcs B MOPAIKE OYepeIn: OCTYIUBIICE
paHbllle peann3yeTcs B MPUOPUTETHOM MOPSIIIKE.

9.4 He noaBepraiite BO3ICHCTBUIO OAKTEPUIIUIHON JTaMIIbl BO M30€KaHUE MOBPEKICHUS.

9.5. Cpok xpaHeHHS UHCTPYMEHTOB — 5 JIeT.

10. YTuanzanua:
I[J'DI HpaBI/IHLHOﬁ YTI/IHI/ISaHI/II/I Bceraa CO6J'HOZ[aI>iTe HaIlMOHAJIbHBIC 3aKOHBI U peKOMeHI[aI_II/II/I.

11. YnakoBka:

11.1 MuHMMaNbHAs eIMHAIIA YTIAKOBKHU: 6 IT.B OJrcTepe U3 allfoMUHIEBOH (onbru / D-
00pa3Hoil MIIACTUKOBOM KOPOOKE.

11.2 AccopTUMEHT: OJTHO U3/IETUE KAXKI0TO pa3Mepa B OJJHOU yIIaKOBKE.

12. CumBoJIBI, HCIOJIB3yeMbIe HA MAPKUPOBKE:

Cumso 3HaYEeHHE
M D MGHI/IHHHCKOG N3a€JI1e
For Dental T
Use On|y OJIBKO MJId CTOMATOJIOTNH

@ 3arnpeT Ha MOBTOPHOE MPUMEHEHHUE
Marepuan pabodeit yacTu:
Huxkenb-TuTaHoBBIH cri1aB

Heat Activation [IpenBapuTelbHO crubaeMble U3IEINS

‘ Pexomenmyemass CKOpOCTh BpaleHUS
YXXKKX = XKXXXX min” Ay p panj

Pexomennyemoe 3HaueHne
XXX mNm KPYTALIEr0 MOMEHTA

LOT Kon napruu
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He crepunsno

RE F Howmep mo xatanory

g Hcnons3oBate 10
| © I
1 O6parutech K MHCTPYKIUHU 110 IPUMEHEHHIO

Y10JIHOMOYEHHBIN IIPECTaBUTEIND B
EC |REP

EBponeiickom CoobmiecTBe

u Hsrorosurens

132°C
669 [Ipenen TemmepaTypsl CTEpUIN3ALNN
AA_AL
o0 I:l AcCOpTUMEHT
<IIpou3Boaurte/b>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8§, 15 road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Tea.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< Ynonnomo4eHHbIH npeacrasurTenb B EBponeiickom Coodmecree>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

CesepHan Mpnangua, BenukobputaHua

% Bcerma nepute STOT JOKyMEHT HOA pyKoil. B cirygae yrepu oOpaTurech 3a KOIUEH B OTHEI
CTOMATOJIOT MU IIPOU3BOIAUTEISL.

X TexHuueckue XAPAKTCPUCTUKHU, KOHCTPYKIIUHU U MAaTCpUAJIbl MOTYT OBLITH M3MEHEHEI 0€3
OpeaABaApUTECIbHOTO YBEIOMIICHUS B CBA3H C Tp€6OBaHI/IHMI/I.

% CojepaHue JaHHOM MHCTPYKLUH [0 MIPUMEHEHUI0O MOXET ObITh H3MEHEHO 0e3
MIPEIBAPUTENIEHOTO YBEIOMIIEHHUS.
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Instructions for use
Of
Rotary Use Super Files

Doc. No.: DJYL-IFU-B025
Version: Al

Effective: 2022-10-15

EE]
Before using the products, please see the instruction manual as indicated below.
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1. Brief of the product

The DENCO Rotary Use Super Files is a root canal instrument designed for enlarging the root canal by
installing on the contra angle of Endo Motor to doing the movements of lifting and vertical

reciprocation.
It is non-uniform taper instrument (more than 1% taper), which is type 4 classification base on I1SO

3630-1:2019.
It is non sterile instruments.

2. Product Structure and materials

The DENCO Rotary Use Super Files is composed of operative part, stoppers and shank.
The main Materials:

1) Operative part: Nickel Titanium

2) Shank: Brass C3604

3) Stoppers: Colorless translucent rubber (CAN19-259705.001)

1T 1 /%% T

Shank

Stopper

3. Before Using

<Warnings>

3.1 Only skilled dentists are allowed to use.
3.2 Be sure to sterilize this product for each use.
3.3 Do not use this product except for the dental service and treatment. Use it in accordance with the

intended use.

<Contraindications and prohibitions>

Do not use this product for a patient who indicates sensitization and allergic reaction.

4. Re-Processing (base on ISO 17664: 2017)

Our Dental Root Canal Instruments are single use and not approved for re-use.
The number of sterilizations should not exceed six times.

5. Specifications and Method of Use

5.1 The Specification of DENCO Rotary Use Super Files as the below table (based on ISO
3630-1&IS03630-5):
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Size WorkE?nngSength Tip (I?rﬁrrgeter ;I;ZF)Je Color of ring
SX 19mm 0.19 3.5-19 orange
Sl 0.17 2-11 purple
S2 0.20 4-11.5 white
F1l 21mm 0.20 7 yellow
F2 25mm 0.25 8 red
F3 31mm 0.30 9 blue
F4 0.40 6 black
F5 0.50 5 yellow

5.2 Before using the Denco Rotary Use Super Files, pls establish a reproducible glide path using Hand
Use K-Files begin from #08 to #015, to make path in size 15.

5.3 Use opening file SX to expand the root canal ;

5.4 Use #10 or #15 stainless steel Hand Use K-Files to probe the working length;

5.5 Use S1, S2 for shaping.

5.6 Use F1, F2 or F3, F4, F5 (alternative when it needed) for finishing.

5.7 Recommended rotation speed: 150-350 rpm/min, Torque: 2.0- 2.5N.cm.

5.8 This DENCO Rotary Use Super Files is under the provisions of ISO 3630 performance test,
products’ durability for twisting and bending must exceed specified value of our standard

6. Precautions for use:

6.1 To prevent infection, pls clean and disinfect the product (pls see item 7) and make sure sterilization is

completed before using.

6.2 Choose the most appropriative type for each case and follow the general method.

6.3 Before using, make sure the instruments outside of oral cavity that there are no deformations,

scratches and cracks.

6.4 If the head of product is thin, long or large, there are possibilities for breaking or twisting. Because of

this, be sure to avoid using unreasonable angle and excessive pressure.

6.5 Wear rubber dam etc. to avoid accidental ingestion and falling.

6.6 Do not use this instrument for any purposes except for listed applications above.

6.7 Only for use by dentists.

6.8 This product should be treated as medical waste when disposed.

6.9 Dispose the product if damaged or contaminated.

6.10 After using, wash it with medical cleaning agent and brush, then wash away foreign substances like
adherent body fluids and body tissues.

6.11Set the product to a stand when cleaned by ultrasonic cleaner to avoid deterioration of cutting part.

6.12Use this product with great care to avoid puncturing fingers because of its possession of sharp-edged

part.

6.13This product has possibility that be corrosive if sunk into NaOC1, EDTA and etc. for a long time.
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7. Cleaning and Disinfection (base on 1SO 17664: 2017)

7.1General Recommendation

711

7.1.2
7.13

714

7.15

7.1.6

7.1.7

7.18
7.1.9

Please use cleaning agents suitable for cleaning surgical instruments, rubber, medical plastics,
instruments and other medical instruments, such as multi-enzyme cleaning agents. When
using, please strictly abide by the manufacturer's regulations on the concentration,
temperature, action time and shelf life of the solution used. Do not use hydrogen peroxide
(H202) solution.

For your own safety, please wear personal protective equipment (gloves, glasses, masks).

The user should be responsible for the sterilization or disinfection of the product in the first
cycle and each subsequent use, as well as the use of damaged or dirty equipment after
sterilization.

In the final rinsing step, deionized water must be used regardless of whether an automatic
washer sterilizer or manual cleaning method is used. Tap water can also be used for other
rinsing steps.

Only immerse the operative part of the instrument in contact with the patient into the NaOCI
solution concentrate with a concentration not exceeding 5%.

Before or during disinfection or cleaning, avoid equipment drying out. Dry biological
materials may be difficult to remove.

Only use the appropriate support of the device for post-processing.

Do not use labeling systems or identification marks directly on the device.

Only use washer-disinfectors approved in accordance with EN 1SO 15883 and regularly
maintained and verified.

7.2 Operation Steps

7.2.1 Disassembling: Remove the stopper from the instrument and dispose of it

7.2.2 RINsIiNg: Rinse extensively (at least 1 minute) under flowing deionized water (ambient

temperature). While rinsing, use a soft brush (made of nylon, polypropylene, acrylic) for
pre-cleaning until visible impurities are removed.

7.2.3 Cleaning and Disinfection

7.2.3.1 Manual Cleaning assisted by an ultrasonic device:

Pernctpamua MU & Poc3gparEapzope

7.2.3.1.1 Manual cleaning with ultrasonic equipment

7.2.3.1.2 Place the instrument in a kit, stand or container (made of stainless steel,
polypropylene or titanium).

7.2.3.1.3 Immerse in a detergent solution(for example, Metrex EmPowder concentration
1:128) with cleaning properties, if appropriate, soak for at least 15 minutes
with the aid of ultrasonic equipment.

7.2.3.1.4 Flushing: Perform a large amount of flushing (at least 1 minute) under flowing
deionized water temperature 20°C ~ 40°C.

7.2.3.1.5 Drying: Dry with a disposable non-woven fabric or hot air dryer not exceeding
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110°C.

7.2.3.2 Automated Cleaning using a cleaning and disinfecting device
7.2.3.2.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.2.2 Perform the defined cycle with detergent solution (for example, Metrex
EmPowder concentration 1:128 ~ 1:512) for at least 5 minutes in the washer-disinfector
with temperature 20°C ~ 40°C.

7.2.3.3 Disinfection using a washer-disinfector device
7.2.3.3.1 Place the instrument in a kit, stand or container (made of stainless steel or
titanium).
7.2.3.3.2 Perform the defined cycle with mild neutral enzyme cleaning agent solution
(for example, Metrex EmPowder concentration 1:128) for at least 5 minutes in the
washer-disinfector with temperature >90°C, A0 >3000.
Note:
1) Discard any instruments with obvious defects (broken, bent, etc.).
2) When the instruments are placed in the cleaning kit, support or container, avoid any
contact with each other.
3) Follow the instructions and concentration provided by the detergent solution
manufacturer (see also general recommendations).
4) Follow the instructions of the washer-disinfector and verify the success criteria after
each cycle is reached according to the manufacturer's instructions.
5) The final rinse step should use deionized water. For other steps, follow the water
quality defined by the manufacturer. Place the devices in a kit, support, or container
(made from stainless steel or titanium) to avoid any contact between devices or posts.

7.2.4 Rinsing: Abundant rinsing (at least 1 min) under running water (ambient temperature).

1) Use deionized water for rinsing.
2) If the previously used cleaning solution contains a corrosion inhibitor, it is recommended
to do the rinsing step just before starting the autoclaving.

7.2.5 Drying: Devices should be thoroughly dried before inspection and packaging.

1) Dry on asingle use non-woven cloth, or with a hot air drier at not more than 110°C.
2) Devices should be dried until visual traces of moisture are eliminated.
3) Particular attention has to be paid to effectively dry joints or cavities within a device.

7.2.6 Inspection:

7.2.6.1.1 Inspect the devices functionality.

7.2.6.1.2 Inspect devices and sort out those with defects.
1) Dirty devices must be cleaned again.
2) Do not re-use silicon stops.
3) Discard devices, which show any defect
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7.2.7 Packing: Place the devices in a kit, support or container to avoid any contact between

instruments or posts and pack the devices in “Sterilization pouches”.

1)  Avoid any contact between instruments or posts during sterilization. Use Kits,

supports or containers.

2)  Forsharp devices that are not contained within a box, silicon tubes should be placed

around the devices to prevent packaging piercing.

3)  Seal the pouches according to the recommendation of the pouch manufacturer. If a
thermo-sealer is used, the process must be validated.

4)  Check the validity period of the pouch given by the pouch manufacturer to
determine the shelf life.

7.2.8 Sterilization:

7.2.8.1Steam sterilization at 132°C / 273°F during 4 min is recommended for these devices, for
the purpose of de- activating potential prions.

7.2.8.2 The instruments and posts must be sterilized according to the packaging labelling.

7.2.8.3 Place the pouches in the steam sterilizer according to the recommendation given by the
sterilizer manufacturer.

7.2.8.4 Use only steam sterilizer that are matching the requirements of EN 13060 (class B,
small sterilizer), EN 285 (full size sterilizer).

7.2.8.5Use a validated sterilization procedure according to ISO 17665 with a minimum drying
time of 20 min

7.2.8.6 Respect the maintenance procedure of the sterilizer given by the sterilizer manufacturer.

7.2.8.7Control the efficiency and acceptance criteria of the sterilization procedure (packaging
integrity, no humidity, no colour change of packaging, positive physico-chemical
indicators, conformity of actual cycle parameters, to reference cycle parameters).

7.2.8.8Store traceability records and define shelf-life according to packaging manufacturer
guidelines.

7.2.8.9Shorter sterilization cycles according to local regulations are possible but are not
guaranteed to de-activate prions.

7.29  Storage

Keep devices in sterilization packaging in a clean environment, away from sources of moisture and
direct sunlight. Store at ambient temperature.

1) Sterility cannot be guaranteed if packaging is open, damaged or wet.

2) Check the packaging and the medical devices before using them (packaging integrity, no
humidity and use by date).

8. Transportation

8.1 To prevent damage to the medical device during transit, use a specific racks, trays or rigid
containers may be recommended.
8.2 When the package was broken, then it is non-sterilize, must be cleaned, disinfected and
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sterilized before using.

9. Storages and duration of use

9.1 Avoid storing at high temperature, humidity and direct sunlight. Keep liquids away. Store it at
room temperature.

9.2 Do not damage or make a pinhole to packaging materials.

9.3 The product is subject to be improved without previous notice. Enforce the first-in first-out
method for stock management.

9.4 Do not keep under germicidal lamp to avoid deterioration.

9.5 The shelf time of root canal files are 5 years.

10. Disposal

For proper disposal, always observe national laws and recommendations of the authorities.

11. Packaging

11.1Minimum packaging unit: 6pcs/package in aluminum foil box or in D-shaped plastic box
11.2Assortment: 1pcs from each size in one package

12. Explanation of related symbols

Symbols Explanation
M D Medical device
For Dental For Dental Use Only
Use Only

® Do not reuse

Material of the working part: Nickel Titanium

O Recommended rotation speed
XXXXXX = XXXXXX min ~

Recommended torque for use

XXX mNm

Batch code

LOT
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| Non-Sterile

Catalogue Number

g Expired Date
Eﬂ Consult instructions for use
i |

Authorized representative in the European Community
EC |[REP
I Manufacturer
132°C Can be sterilized at the specified temperature
§99
Assortment
o0[]
6pcs/pack

<Legal manufacturer>
‘ Shenzhen Denco Medical Co., Ltd

Address: Room 301, No.8, 15! road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street,
Longhua District, Shenzhen, China

e agener®



SHENZHEN DENCO MEDICAL CO., LTD

Address: Room 301, No.8, 1St road of Xiawei Industrial Zone, Zhangkengjing Community, Guanhu Street, Longhua District,
Shenzhen, China

Tel.: 86 755 23764065 / Fax.: 86 755 23764065
www.dencodent.com

< EU representative>

WellKang Ltd (www.CE-marking.eu)

Enterprise Hub, NW Business Complex,
1 Beraghmore Road, Derry, BT48 8SE,

Northern Ireland, UK.

Always keep this document near at hand. In case of loss, please contact dental
department of the manufacturer for a copy.

The specifications, structures and materials are subject to be changed without previous
notices for the demands of improvement.

The contents of this instruction manual are subject tobe revised without
previous notices.
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UHCTPYKIMA IO MPUMEHEHUIO
Danjbl CTOMATOJOTHYECCKUE
ynaoaoHTHYecKHe Super Files
POTOPHbIE

Ne lokymenTa :DJYL-1FU-B025
Bepcusi: Al

Jara: 15.10.2022

EH
Hepeo UCNOJIb306AHUEM O3HAKOMbMECDH C uucmpyxuueﬁ no npuUMeHenuIo.

Crp.1u310
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Hcropus perakrupoBaHus

Ne Pen. Omnucanue Jlara
1 A0 [TepBoHavanbHAS TyOIUKAIHS 27.05.2020
2 Al JloOaBieHne CMMBOJIOB, JOMOMHEHUS | 15.10.2022
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1. Kpartko 06 uznenun:

®aiiner cTomMaToJornaeckue sHnogoHTHIecKue Super Files poTopHBIe - 3TO SHIOAOHTUYECKIE
WHCTPYMEHTBHI, UCTIOJIb3yeMbIe JJISl PACIIUPEHUS] KOPHEBBIX KAHAJIOB ITyTEM YCTAHOBKH Ha YTIIOBOH
HAKOHEYHHK YHOMOTOPA U BHIMOIHEHUS BEPTUKAIBHBIX BO3BPATHO-IIOCTYNATEIBHBIX JTBIDKCHUH.
WHCTpYyMEHTBI ¢ HEOTHOPOTHON KOHYCHOCTRIO (60stee 1%),49TO0 COOTBETCTBYET KIaCCH(DUKAIIMOHHOMY
tuny 4 B coorBeTcTBUH co ctanaaprom 1SO 3630-1:2019.

He cTepunbHbI.

2. CTpyKTypa U MaTepHaJIbl:
Daiinel cTOMaToIOrN4ecKUe YHA0A0HTHIecKHe Super Files poTopHBIE COCTOSAT U3 XBOCTOBHKA,
cTommnepa 1 paboueil yacTH.

OCHOBHBIE MaTepUabl:

1) Pabouast yacte: Hukenb-TUTaHOBBIH CIUTa
2) XBocroBuk: Jlaryns C3604
3) Crommepsl: becuBernas momynpo3paunas pesuna (CAN19-259705.001)
01,7 . ,
Pabouas yactb
Cronnep XBOCTOBUK
3. Ucnosab30Banue:

<IIpeaynpexaeHus>

3.1. K ucnonp30BaHUIO U3AEIHNA AOMYCKAIOTCS TOJIBKO KBANU(DUIIUPOBAHHBIE CTOMATOJIOTH.
3.2 O0s13aTeNIBHO CTEPUIIM3YIUTE U3IENUS MTEPE]T KAKIBIM UCIIOJIB30BAHUEM.
3.3 Hcnonb3yiiTe U3aeaus TOIABKO JUIsl OKa3aHUsl CTOMATOJIOTHYECKUX YCIYT U

COOTBECTCTBYIOIINX MEAUITUHCKUX MTPOLEAYP., T.€. TOJBKO 10 HA3HAYCHHUIO.
<IIpoTuBONOKA3AHUI>

He I/ICHOJ'II)3yI\/‘ITe n3acaus jid JICYCHU MalluU€HTOB, Y KOTOPBIX Ha6J'IIOI[aCTC$I CCHCI/I6I/IJ'II/133HI/IH n
AJUICPrUICCKUC PCaAKIIUH.

4. IlloBTOopHas 00padoTKa:

CToMaTOJIOrHYeCKue HUHCTPYMCHTHI U KOPHEBBIX KaHAJIOB MPEAHA3HAUCHBI AJIs1 OJHOPA30BOTO
HCIIOJIb30BaHUA U ITOBTOPHOMY HMCIIOJIB30BAHUIO HE MOAJICKAT.

Yuciio cTepntalmii HE JOJKHO NMpeBbIIATH HIECTH pas.
5. XapakTepuCcTHKHU M CI0CO0 MPUMEHEHMSI:

5.1 Xapakrepuctuku ¢aiioB CTOMaTOJIOTUYECKUX dHA0JoHTHYeCKUX Super Files poTopHbIxX
npuBe/IeHbI B Tabmuie Hike (Ha ocHoBanuu [SO 3630-1 u ISO 3630-5):

Crp.3u3 10
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Pasmep Jauna padoueit Muamerp KonycHocth IBer KoabNA
yactu (MM) HAKOHEYHUKa (MM) (%)
SX 19mm 0.19 3.5-19 OpanskeBblii
S1 0.17 2-11 DuoneToBbIH
S2 0.20 4-11.5 benprii
F1 21lmm 0.20 7 JKenrteii
F2 25mm 0.25 8 KpacHbrii
F3 31mm 0.30 9 Cunuit
F4 0.40 6 UYepHslii
F5 0.50 5 Kenterit

5.2 [epen ucnonb3oBaHueM (aillIoB CTOMATOIOTHUECKIX dHAoMoHTHYeCKUX Super Files poTopHBIX,
MOJITOTOBBTE KOPHEBOH KaHAJ K IMOCICAYIOIIMM MaHHITYJISIUAM C IPUMEHEHUEM
KaHAJIOpaCHINPUTENEeH U3 HUKENb-TUTaHOBOTO ciuiaBa K-Files pyunsix pasmepom ot #08 no #015,
YTOOBI IyTh KaHaIa ObUT COOTBETCTBYIICH ITUPUHBI.

5.3 Jlns pacmMpeHus KaHalla UCIIoNb3yiTe daitnel pasmepa SX.

5.4 Vcnonp3yiiTe KaHAJIOpACIITUPUTENU U3 HepkaBeromed cranu K-files pyunsie pazmepom #10 wim
#15 nnst npoOupoBaHUs padoYei THBIL.

5.5 Jlyis uameHeHus: GOpMbI HCTIONB3YHTE S3HI0JOHTHICSCKUE HHCTPYMEHTHI pasmepamu S1, S2 .

5.6 s ¢puHansHON 00paboTku ucnonb3yite nHcTpyMenTtsl F1, F2 unu F3, F4, F5 (o
HEOOXOIMMOCTH).

5.7 Pekomenayemasi ckopocThb Bpamienusi: 150-350 o6/mun. Kpyrsaummii Moment: 2.0- 2.5 H.cm. 5.8
daiiner cTomMaToJIorudeckue sHAo0AoHTHIecKre Super Files poTopHBIE COOTBETCTBYIOT YCIOBHAM
ucnblTanud npoussogutensHoct ISO 3630.

6. Mepbl Ipe10CTOPOKHOCTH
6.1 UtoObl MpeoTBPaTUTh 3apaKEHUE, OUUCTHTE W MTPOCTEPUIU3YHTE M3Aeus (CM. IYHKT 7) 1
yOenuTecs, mepe UCIoIb30BaHHEM U3CIHS HaXOSATCS B CTEPHIIBLHOM BHIIE.
6.2 Boibepurte HanOoJee MOAXOAsIIee U3eNINe IS KaKAO0Io ciyyas U clieAyiTe o0IieMy MeToay
OCYIIECTBIICHUS TIPOLETYPHIL.
6.3 Ilepen nucnonp30BaHneM yOeIUTECH, UTO U3AETHS HE UIMEIOT AedopManuii, apanuH U TPEIIHH.
6.4 Ecnu ToymoBKa M3/IeNUs TOHKAs, [UIMHHAS WM OOJIBINAs], BO3PACTACT BEPOATHOCTD €€ TIOJIOMKH HITH
nepekpyuuBanusd. 1o 3Toif mpuyunHe u3deraiiTe UCOIb30BaHUS YPE3MEPHBIX YIJIOB HAKJIOHA U
YPE3MEPHOTO JABICHUSL.
6.5 Ucnonw3yiite koddepaam mim uHbIE TPUCTIOCOOICHNUS, YTOOBI H30ekKaTh CITy9alfHOTO TaJIeHHs U
MIPOIJIaThIBaHUS HHCTPYMEHTOB.
6.6 He ucnone3yiite uzgenus Ui Kakux-nmu0o Lenel, KpoMe NepedrcIeHHbIX BBIIIE.
6.7 N3nenus npenHa3HauyeHbl TOJIBKO AJIS1 UCIIOJIB30BaHUSI CTOMATOJIOTaMU.
6.8 [Ipu yTunu3amnmuy ¢ U3ENUsAMH ClIeNyeT 00panaThes Kak ¢ MEJUIIMHCKAMH OTXOIaMH.
6.9 YTunusupyiTe nu3enus, eCiiv OHU IOBPEKICHbI MIH 3arPsS3HEHBI.
6.10 ITocne ucmonb30BaHUs MPOMONWTE MEIUIIMHCKAM YHCTSILIUM CPEICTBOM U LLETKOH, 3aTeM CMOMTE
3arpsI3HEHNUS], HaIpUMep, MPUIMIIIINE XKUJKOCTH U (PparMeHTH! TKaHEH.
6.11 YcranapnuBaiTe U3A€IHS HA TIOACTABKY IIPH OYHCTKE YIBTPa3BYKOBBIM OUHUCTUTEIICM, YTOOBI
n30exKaTh MOBPEKICHIUS padoUeii JacTH.
6.12 HMcnone3syiite ¢ 0c060i1 0CTOPOKHOCTBIO, YTOOBI HE TOPAHUTHCS OCTPHIMU KPOMKAMH.
6.13 U3nenust MoeT NOABEPTHYTHCSI KOPPO3UU MIPH JUTUTETLHOM HAaX0XACHUH B KOHTAKTE C
rurnoxyiopuroM Hatpusi, DATA 1 HHEIMU TOJOOHBEIMHU BETIIECTBAMHU.

7. Ounctka u ae3uHdexuus (Ha ocHoBanuu ISO 17664: 2017)
7.1 O01mme peKoMeHIAIUH:

7.1.1 Hcnomb3yiTe 9uCTSAIINE CPEJCTBA, MMOAXOMAIINE JUIS OUYUCTKH XUPYPTUYECKHUX MHCTPYMEHTOB,
MEIUIIMHCKON PE3WHBI M IUIACTHKA, MEAMIMHCKUX W3JENHHA, HampuMep, MylbTH()EpMEHTHbIE
ourcturenu. [lpm wWcHonb30BaHWMM CTPOTO  cOOMIOJaWTe pPEKOMEHAAIMH  TIPOU3BOIMTEIS
KacaTeJbHO KOHIEHTPALMH, TEMIICpaTypbl, BPEMEHHM NEWCTBHS W CpOKa TOJHOCTH
HCTIoNB3yeMoro pactBopa. He ncnonesyiite pactBop nepexucu Bogoponaa (H,O,).

- — Crp.4u3 10
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7.1.2 B mensax 6e30macHOCTH MCIONB3YHTE CPEACTBA WHAWBHIYAIBHOW 3aIIUTH (EPYAaTKH, OUKH,
MAacCKH).

713 Ilomp30BaTens HECET OTBETCTBEHHOCTD 32 CTECPUIIN3AIUIO0 U I[CSPIHCI)@KL[I/IIO NU3ICINA
TP IEPBOM U KAXKJIOM ITOCJIEAYIOIEM UCITOJIB30BAHNN, & TAKXKE 3a IMMOCIEACTBUA
HCIIOJIB30BaHMA MOBPEKACHHOTO WJIIM HEAOCTATOYHO KAQYECTBEHHO CTCPHUITN30BAHHOTO U3CIHUA.

714 Ha 3aKIIOYHTENBHOM OTane OYMCTKA HEOOXOAMMO HCIONB30BATh JICHOHH3HPOBAHHYIO BOAY
HE3aBHCHUMO OT TOTO, WCHONB3YETCs] M aBTOMATHYECKUH CTEPHIM3ATOP WM PYyYHOH METOox
OYHUCTKH. JIs1 APYTHX 3TANIOB OYMCTKH MOYKHO HCTIOJIB30BATH BOJOTIPOBOIHYIO BOLY.

715 llorpyxars B KOHICHTPAT PAaCTBOPA THIIOXTOPHTA HATPHS JOIYCKACTCA TONBKO PaboUyo acTh
WHCTPYMEHTA, KOHTAaKTHPYIOUIYIO C MAI[IEHTOM, IPH KOHIIEHTpaLuK He 6osee 5%.

716 A0 WM BO Bpems Ne3HH(EKIMH WM OYUCTKH H30eraiiTe BeIChIXanns u3zemmid. Cyxue
3arpsI3HEHUS] MOXKET OBITh BIIOCIEACTBUH TPYIHO YAAIUTb.

7.1.7 g mocToOpaboTKM HCHOIB3YUTE TOMBKO IMOAXOISIINE YCTPOUCTBA.

7.1.8 He nanocute CUMBOJIBI (MapKI/IpOBKy) 501048 HZ[eHTPI(l)I/IKaI_[I/IOHHLIG 3HAK1 HCNOCPCACTBCHHO Ha
U3ACIINAX.

7.1.9 Hcnonssyiite TonbKO Ae3nHPUIMPYIONINE CPeIcTBa, 000peHHbIe B cooTBeTcTBUH ¢ EN ISO
1588, moxBep:keHHbIE PETYIAPHBIM IPOBEPKAM U KOHTPOJIIO.

7.2 llopsiaok aeiicTBUN NIPH OYHUCTKE

7.2.1 Pa360p1¢a: CHumuTE CTONINEP U YTUIU3UPYHTE €ro.

7.2.2 HpOMblBaHI/Ie: O6unsHO ipoMoiite (He MeHee 1| MUHYTBI) O TPOTOYHOM
JICMOHN3UPOBAHHOM BOIOH (KOMHATHOI TemmnepaTypsl). [Ipn mpomMbIBaHNN HCTIONB3YHTE
MSTKYIO IIETKY (M3 HEHJIOHA, TIONMIPOITIIICHA, aKPHJIa) U IPEABAPUTEIIFHON OYHCTKH JI0
yIaIeHHs BUIUMBIX 3arps3HEHHH.

7.2.3 Ouucrka u Ae3uHexkuuns:

7.2.3.1 Py4ynast ouMCTKA ¢ NOMOIIbIO YIbTPA3BYKOBOI'0 OYHCTHTEJIA

7.2.3.1.1 Pygnast o4uCTKa C IOMOINBIO YIBTPA3BYKOBOTO O0OPY/IOBaHUS.

7.2.3.1.2 TlomecTHTe U3/AEIHE HA MTOACTAaBKY WIM B KOHTEHHep (U3 HepKaBeroIe
CTaJIH, TIOJUNPONHIICHA UM TUTAHA).

7.2.3.1.3 Ilorpy3ure B pacTBOp MOIOIIETO CpeACTBa (HampuMep, pactBop Metrex
EmPowder Heobxonumoit konnenTpanun) (1:128) ¢ ounimaronmu cBOHCTBaMU, IpU
HEOOXOAMMOCTH 3aMOYUTE HE MEHee ueM Ha 15 MuHyT. Mcnons3yiiTe yapTpa3ByKoBOE
obopynoBaHue.

7.2.3.1.4 TIpoMbIBaHHE: BBITOJHUTE OOWIIBHOE IPOMBIBaHKE (He MeHee 1 MUHYTBI)
oJ1 ISMOHN3UPOBAHHOW BOIOH, Temrieparypa Boasl: 20°C ~ 40°C.

7.2.3.1.5 Cymka: BBITpUTE OAHOPA30BbIM HETKAHBIM MaTEPUAIOM WIU YJAIUTE Bary

C TIOMOMIBIO CYIIMJIKH (TOPSTYMM BO3TyXOM) IIpH Temrieparype He Boime 110°C.
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7.2.3.2 ABTOMAaTH3MPOBAHHASI OYMCTKA C UCNOJIb30BAHUEM YHCTSIIIe-
Ae3UHPUUMPYIOLIUX YCTPOUCTB

7.2.3.2.1 IlomecTuTe U3ENHA HA TOACTABKY WM B KOHTEHHED (U3 HEpI)KaBEIOIIEH CTalu
WJTA TUTAHA).

7.2.3.2.2 BoInoaHATE 33IJaHHBIA UK OYUCTKU C YUCTSIINM PaCTBOPOM (HAIIpUMED,
Metrex EmPowder B konnientpauuu 1:128 ~ 1:512) B TeueHue He MeHee 4YeM 5 MUHYT B
qUCTSIIE-Ae3NHHINPYIONIEM yCTpoicTBe pH TemmepaType 20°C ~ 40°C.

7.2.3.3 le3uHdexuns ¢ 1OMOIIbIO YCTPOicTBA UIA Ae3MH(pEeKINH

7.2.3.3.1 IlomecTHTe M3/IEMs HA TOJACTABKY HJIM B KOHTEeWHEp (M3 HepKaBeromen
CTaJld UJIM TUTAHA).

7.2.3.3.2 BhInosHUTE 3aJaHHBIA UK ¢ UCTIOJIb30BAHUEM MATKOTO HEUTPaJIbHOTO
pactBopa GepMEHTHOTO YHCTALIeTo cpeacTsa (Hanpumep, Metrex EmPowder B
KOHIIeHTpanuu 1:128) B TeueHHe He MEHee 5 MUHYT B YCTPOUCTBE JUIS JAe3UH(EKIHN
nipu temmieparype >90°C, A0 >3000.

Buumanue:

1) YTunusupyiite HHCTPYMEHTHI C SIBHBIMH JeeKTaMu (CIOMaHHbIE, TOTHYTHIC U T. [I.).
2) Korna nHCTpYMEHTHI IOMEIIEHBI B HA0O0p [T OYMCTKH, TIOACTaBKY WM KOHTEHHED,
nzberaiite JIF0O0T0 WX KOHTAKTA JAPYT C APYTOM.

3) CaenyiiTe MHCTPYKIMSAM U peKOMEHJAlMAM 110 KOHLIEHTPAIlMK PacTBOpa,
Ipe0CTaBICHHBIM IPOU3BOIUTENEM (CM. TaKXkKe: 00IUEe PEKOMEHAAINHN).

4) CnenyiiTe HHCTPYKIMSIM 0 IPIMEHEHUIO YCTPOICTBA [UIsl 1e3UH(EKIN U TIPOBEpsiiTe
KPUTEPHUH MOJIOKUTEIBHOCTH PE3YJIbTATOB I1OCIIE IPOBEACHUS KaXI0T0 LIUKIA B
COOTBETCTBUH C HHCTPYKLHUAMH IIPOU3BOAUTEIIS.

5) Ha nocnenneM 3Tane O4UCTKH CJIEAYET UCHOIb30BaTh ACHOHH3UPOBAHHYIO Boy. IIpu
BBIIIOJTHEHHUH APYTUX ACHCTBUI yUUTHIBalTE TPeOOBAHMUS K KAUeCTBAM BObI, yKa3aHHBIC
npousBoautesieM. [lomectute n3aenus Ha NOJACTaBKY WK B KOHTeHHep (U3
HEepIKaBeoIIeH CTalld WA TUTaHa), 9TOOBI N30€KaTh JTIF0O0T0 MX KOHTAKTa MEX]Ty COOOH.

7.2.4 HpOMblBaHl/Ie: OO6unbpHOE MPOMBIBaHKE (HE MEHee | MUHYTBI) [0l IPOTOYHOM BOIOM
(TeMmepaTypsl OKpYIKarollel cpebl).
1) Jlnst npoMbIBaHUS HCTIONIB3YHTE JCHOHU3UPOBAHHYIO BOAY.
2) Ecnu paHee UCMOJIb30BaHHBIN YUCTALINIA PACTBOP COAECPIKUT MHTMOUTOP KOPPO3HH,
PEKOMEHAYETCS BBIMOJIHUTH IPOMBIBAHUE HEMTOCPEICTBEHHO Mepe]l HayaloM

ABTOKJIaBUPOBAHUA.

7.2.5 Cyuma: [lepen npoBepkoi ¥ ynakoBKOH U3/€IMs CIE€NYeT TUIATEIbHO BHICYIINTb.

1. BeITepeTh 0JHOPA30BBIM HETKAHBIM MAaTEPHAIOM WU BBICYIIUTH TOPSIUM
BO3yXOM IIpu Temneparype He Boie 110°C.

2. W3penus cnenyeT CyWIUTh 10 UCUE3HOBEHUS BUAMMBIX CJIEIOB BJIATH.

3. Ocoboe BHUMaHHE CleAyeT YACTATh 3P (HEKTUBHON CYIIKE COETUHEHUH U
[IOJIOCTEM BHYTPU U3/EIHM.

7.2.6 Ocmortp:

7.2.6.1.1 IlpoBepbTe HyHKIIMOHATBHBIC XapaKTEPUCTHUKH H3JICITHH.

7.2.6.1.2 OcMoTpHTE N3HETHS, OTIOKHUTE HECOOTBETCTBYIOIINE TPEOOBAHNSIM HU3ICTIHS.

1) I'psA3HbIe U3ENNSA OYUCTUTE CLIE Pas.
2) He ucnosip3yiTe CTOMIEPHI TOBTOPHO.
3) YrwmsupyiTe uzaenus, UMEIone Kakue-muoo e eKThl.
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7.2.7 YakoBKa: IlomecTuTe H3/eHs HA IOJCTABKY WM B KOHTEHHED, 4T00bI H30eKaTh M06Oro
KOHTaKTa U3AENUI MeXTy COOO0MH, yrnakyiiTe B CTepHIN3aLUOHHBIEC TAKETHL.

1)  M3Geraiite m060ro KOHTaKTa MEKITy HHCTPYMEHTAMH BO BPEMs CTCPHIIH3AIIHH.
Hcnonp3yiiTe HAOOPHI, MOJACTABKU U KOHTCHHEPHI.

2) J1st OCTPBIX M3JIENUi, KOTOPBIE HE HAaXOSTCs B KOPOOKeE,CIEayeT pa3MeCTUTh
CHJINKOHOBBIE TPYOKH, UTOOBI IPEAOTBPATUTH MPOKAIBIBAHNUE YIIAKOBKH.

3) 3ameyaTaiiTe CTEPUIN3AIMOHHBIC TAKETHI B COOTBETCTBUU C PEKOMEHAAIUIMU
IPOU3BOAUTENS MAKETOB. EcaM HCIonb3yeTcs TePMOCBAPIINK, IPOLECC AOKEH OBITh

BaJIMAUPOBAH.

4) IIpoBepbTe CpOK rOJHOCTH NAKETA, yKa3aHHbII IPOU3BOAUTENIEM [1AKETA, UTO

OIMpEACINTb CPOK XpaHCHUS.

7.2.8 Crepuiamzanmsi:

7.2.8.1 JIns uznenuii pekoOMeHAyeTCs CTepHIIN3aIis mapoM Tipu Temmepatype 132°C/273°F B
TEUYEeHUE 4 MUHYT, C LIEJIbIO J€3aKTUBALIMH OTEHIIMAIbHBIX IIPUOHOB.

7.2.8.2 V3penus AOKHBI OBITh CTEPUIIM30BaHbI COTJIACHO YKa3aHUSM Ha MapKHUPOBKE.
7.2.8.3 IlomecTuTe NakeThl B IApOBOM CTEPUIU3ATOP B COOTBETCTBUM C PEKOMEHJALIUAMU
MIPOU3BOUTENS CTEPHIIU3ATOPOB.

7.2.8.4 Ucnionp3yliTe TOIBKO MapOBBIe CTEPUITN3ATOPHI, COOTBETCTBYIOMIHE TpeboBaHusiM EN
13060 (xmacc B, Hebonbmme crepunuzatopsl), EN 285 (momHOpa3sMepHbIe CTEpUIH3aTOPHI).
7.2.8.5 Ucnonp3yiiTe yTBEPKACHHYIO POLEAYpY cTepuin3anuu coriacHo ISO 17665 ¢
MUHUMAaIBHON CYIIKOH B TeueHue 20 MuH.

7.2.8.6 Cobumonaiite npoueaypy TEXHUUECKOro 00CIy>KUBaHUS CTEPUIIN3ATOPa, YKa3aHHYIO
MPOU3BOAUTEIEM CTEPUIIN3ATOPA.

7.2.8.7 KonTtponupyiite 3¢ heKTHBHOCTS M KPUTESPHH IIPHEMIIEMOCTH IPOLICTYPHI
cTepwiIn3aluy (yakoBKa: LIeI0CTHOCTh, OTCYTCTBUE BJIAXKHOCTH, OTCYTCTBHE U3MEHEHHS 1IBETA
YIaKOBKH, IOJIOKUTENbHbIE (PU3UKO-XUMHUECKUE ITOKA3aTeNH, COOTBETCTBUE (PAKTHUECKUX
apaMeTpoB IUKJIA STAJIOHHBIM HapaMeTpaMm IUKIIA).

7.2.8.8 Benure yueT 3TamnoB nporiecca, yYuThIBATE CPOK XPAHEHUSI B COOTBETCTBUU C
JAaHHBIMU [TPOU3BOAUTENEM YIIAKOBKH METOJMUECKUMH PEKOMEHAALUSIMHU.

7.2.8.9 bonee KOpOTKHE UKIIBI CTEPUIIU3ALUU B COOTBETCTBUU C MECTHBIMH IIPaBHIAMH
BO3MOJXKHBI, HO HE TAPaHTHPYIOT MOJHYIO JIe3aKTUBAIHIO IPHOHOB.

7.2.9 XpaneHnue:

XpaHI/ITC nU3aCius B CTCpHJ’IH?,aHPIOHHOfI YIIaKOBKE B YUCTOM MECTE, BAAaJIM OT HCTOYHHUKOB BJIaru

W TIPSIMBIX COJTHEYHBIX JIy4eH MPY KOMHAaTHOM TeMIepaType.

1) CrepunbHOCTh HE MOXET ObITh FapaHTUPOBAHA, €CIIM YIIAaKOBKA OTKPBITA, OBPEXKICHA WIIN
HaMOKJIA.
2) IlpoBepbTe yNakOBKY M CaMH MEAMLIMHCKUE U3IENINs TIepel UX UCTIONIb30BaHUEM

(1eTTOCTHOCTD YIaKOBKH, OTCYTCTBHE BJIard U CPOK XpaHEHHs).

8. TpancnoprupoBka:

8.1 Jl1st mpeoTBpaICHUS TOBPEKACHHS U3/ICNUI BO BpeMsl TPAHCIIOPTUPOBKH MOXKET OBITH
PEKOMEHIOBAHO UCIOJIB30BAHUE CHEIUATBHBIX CTOEK, IOTKOB MM KECTKUX KOHTEHHEPOB.
8.2. Ecnn ymakoBka Oblia IOBPEXICHA, TO H3/EJIUE CIEAYET CUUTATh HE CTEPIIILHBIM U IIEpe

HCIIOJIb30BAHUEM OYHUCTUTD, HpOI[C3I/IH(1)I/ILlI/IpOBaTI> " CTEpUIN30BaTh.
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9. Ycii0BHSI M CPOK XPaHECHUA

9.1 UzberaiiTe XpaHeHHS IPU BBICOKOW TEMITEPAType, BIAKHOCTH H TIOJ] BO3JICHCTBUEM MPSMBIX
COJIHEUHBIX Jy4yel. beperure ot Biaru. XpaHute Ipyu KOMHAaTHOM TeMIepaType.

9.2 He noBpexkaaiiTe ynnakoBOUHblE MaT€pHAIbL.

9.3 Uznenue moxet ObITh (LB jEJGS nmu nopabotano npousBoauTesieM 6€3 MPeaBaPUTEILHOTO
yBepoMIIeHUs. Peanuzanus u3aennii npeaycMaTpiuBaeTcs B MOPAIKE OUepeIn: OCTYIUBIICE
paHbllle peann3yeTcss B IPUOPUTETHOM TMOPSIIIKE.

9.4 He noaBepraiite BO3ICHCTBUIO OAKTEPUIIUTHON JTaMIIbl BO M30€KaHUE MOBPEKICHUSI.

9.5. Cpok xpaHeHHS UHCTPYMEHTOB — 5 JIeT.

10. YTuan3zanus:
I[J'DI HpaBI/IHLHOﬁ YTHJIM3alluu BCEraa CO6J'H0£[aI>iTC HAallMOHAJIBHBIC 3aKOHBI 1 PEKOMCHIAllUH.

11. YnakoBka:

11.1 MuHMMaTbHAS CIUHMIIA YITAKOBKH: 6 IIT.B OIHCTEpe U3 aTOMHUHUEBOH (HOJIbIrH /
D-00pa3Hoii TUTACTUKOBOI KOPOOKe.

11.2 AccopTUMEHT: OJTHO MU3/IeNe KaXI0TO pa3Mepa B OJJHOH yIaKOBKE.

12. CumBoJIBI, HCTIOJIB3yeMbIe HA MAPKHPOBKeE

CumBoa 3HaueHue
M D MemunuHCKOe U3ACIIe
For Dental
Use Only Tonpko 11 CTOMATONOTUH

@ 3anper Ha MOBTOPHOE MPUMEHEHHE

Martepuan pabodel 4acTH:

Huxens-TuTaHOBBIN criaB

XXX = XXX i Pexomenryemast CKOpOCTh BpallleHUs

PexomeHnyemoe 3HaueHNE
XXX mNm KPYTAILLICTO MOMCHTa

LOT Kon naprun
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‘@ He crepunsho

Howmep no xarasnory

g Hcmons3oBath 10

[ ]
| 1 I OO0partutech K HHCTPYKIMH 110 TPUMEHEHHIO

VY10IHOMOYEHHBIH IPEJCTaBUTEIND B
C [RE .
= P EBponeiickom Coo0lmiectse

M UzroToBUTEND

[Ipenen TemmepaTypsl CTEPUIU3ALUH

AccopTuMeHT

@ 6 eTUHUII B YITAKOBKE

<IIpou3sBoaurteynb>

Shenzhen Denco Medical Co., Ltd

Anpec: Room 301, No.8§, 15¢ road of Xiawei Industrial Zone, Zhangkengjing Community,
Guanhu Street, Longhua District, Shenzhen, Kurait

Tea.: 86 755 23764065 / Fax.: 86 755 23764065

www.dencodent.com

< YnousiHOMO4YeHHbIH npeacTtaBuTeab B EBponeiickom Coo0mecre>

WellKang Ltd (www.CE-marking.eu)
Enterprise Hub, NW Business Complex,
Ec REP 1 Beraghmore Road, Derry, BT48 8SE,
CeBepHan UpnaHgusa, BennkoGputaHma
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% Bcerna gepkuTte 3TOT JOKYMEHT 10OJ] pyKoil. B cimydae yrepu oOpaTuTech 3a Kommuel B OTIEN
CTOMATOJIOTMH IPOU3BOIUTEIIS.

% TexHn4eckue XapaKTEPUCTUKH, KOHCTPYKIIMU M MaTepHaTbl MOTYT OBITh H3MEHEHHI 03
IIPEIBAPUTENILHOIO YBEJOMJIEHUS B CBSI3U C TPEOOBAHUSIMU.

% Conep:kaHue JaHHOM WHCTPYKIMH 110 IPUMEHEHHIO MOXKET OBITh N3MEHEHO 0e3

IIPEIBAPUTEIILHOTO YBEIOMIICHHUS.
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