Instructions for Use
CKH
Disposable Linear Staplers and Reloads
Indication
Disposable Linear Stapler and Reload is automatically placing a double-staggered row of staples to suture
the tissue. It is simply used to substitute the manual suturing and widely applied for the efficiency and

convenience, shortened time of the surgery it may provide with.

Schematic View and Nomenclature

Fig. 1

.Jaws 2. Anvil 3. Cartridge 4. Cartridge Housing 5. Retaining Pin
6. Active Handle 7. Fixed Handle 8. Retaining Pin Thumb Button 9. Release Button

Product Specifications

Instrument Cartridge Tissue Thickness Color of Cartridge Height of Staple
CKH303 CH303 1.5mm blue 3.8mm
CKH304 CH304 2.0mm green 4.5mm
CKH453 CH453 1.5mm blue 3.8mm
CKH454 CH454 2.0mm green 4.5mm
CKH603 CH603 1.5mm blue 3.8mm
CKH604 CH604 2.0mm green 4.5mm
CKH753 CH753 1.5mm blue 3.8mm
CKH754 CH754 2.0mm green 4.5mm
CKH903 CH903 1.5mm blue 3.8mm
CKH904 CH904 2.0mm green 4.5mm




1.Take out the sterilized instrument from the package, Place the intended tissue between the cartridge and
the anvil (see Fig.2).
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2.Grasp the handles (see Fig.3) to move backward the active handle to about half of the movable range and
release the active handle and keep it.

Adjust the tissue between the cartridge and the anvil to make the tissue adequate and no overlapping.
Further press the active handle to the end (see Fig.4) until the click sound can be heard. The intended tissue
is fraped in between the cartridge and the anvil.

Release the active handle to the original place automatically and clamp the tissue tightly between the anvil
and cartridge.

3. Grasp the handles again, and press the active handle to the end (see Fig.5). Then fire the instrument and
suture the tissue. The active handle is locked and complete the firing.

Fig. 5

4.Cut the excessive tissue by scalpel. Press
release button (see Fig.6), and the active handle will be automatically opened. withdraw the retaining pin

thumb button and remove the instrument.

Fig. 6



Reloading
1. If one surgical procedure need suturing several times (see Fig 7), move backward the

retaining pin thumb button to the end and take out the used cartridge and change the new one (see Fig. 7).
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Fig. 7

2. Repeat use steps No.1-4 for another suturing

Warning and Precautions

1. When closing the instrument completely, the thickness of the sutured tissue shall be 1.0-2.5mm.

2. After removing the instrument, examine the staple line for hemostasis and proper staple closure.

If hemostasis is not present, appropriate techniques should be used to achieve hemostasis.

3.ltis single-use instrument and can be only used for one surgical procedure.

4. Make sure not to fall the excessive staples into the body if the width of tissue is smaller than the width of
instrument.

Caution

0 Sterilized using ethylene oxide

Do not use if package is damaged and consult instructions for use

Do not re-use
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NHCTpYKUUM No NpUMEHEHMIo

CKH
AnnapaT clumBaroLWwmi NMMHENHBLIN NPSAMOWN OQHOPAa30BbIN U CMEHHbIE
KacceTbl K annapaTty CLUMBAIOLLEMY JIMHENHOMY MPSIMOMY

O HOpa3oBOMY
[NokasaHus

AnnapaT cLuMBatoLUN IMHENHBIA NMPSMON OOHOPA30BbIN U CMEHHbIE KacceTbl K annapaTy
CLUMBaOLLEMY FIMHEVNHOMY NPSIMOMY OHOPAa30BOMY aBTOMAaTMYECKM pasMeLlatoT ABOWHON pag
ckob ons clumBaHmsa TkaHu. OH NPOCTO UCNONb3yeTCHa AN 3aMeHbl PYYHOrO HaANOXEHUS LLBOB 1
LUMPOKO NpuMeHsieTca 6narogaps ceoert aheKTUBHOCTU U YOOOCTBY, a Takke COKpaLLEHUIo
BpEeMeEHW onepauuu.

Cxematundeckoe n3obpaxkeHne n HoMeHknartypa

Fig. 1

1. BpaHwu
2. YnopHas yacTb
3. KapTpuox
4. Kopnyc kapTpuaxa
. DUKCUpyOLLMIA WITUGT

. MNoaswxHasn PYKOATKa HonbLioro nanbua

5

6

7. HenonsuxHas pykosiTka

8. KHonka ¢ukcupytowas wtudT
9

. Knorka cnycka

TexHun4yeckme XapakTepucTukm

UHCTpyMeHT KapTtpunox TonwuHa TkaHu LiBeT kapTpumka BbicoTa ckobbl
CKH303 CH303 1,5 Mm CUHUI 3,8 Mm
CKH304 CH304 2,0 Mm 3ereHbIn 4.5 mm
CKH453 CHA453 1,5 Mm CUHUI 3,8 Mm
CKH454 CH454 2,0 Mm 3eneHbIn 4.5 mm
CKH603 CH603 1,5 Mm CUHUI 3,8 MM




CKH604 CH604 2,0 Mm 3efeHbIn 4,5 Mm
CKH753 CH753 1,5 Mm CUHUI 3,8 Mm
CKH754 CH754 2,0 mm 3€eneHbIN 4,5 Mm
CKH903 CH903 1,5 Mm CUHUI 3,8 MM
CKH904 CH904 2,0 Mm 3eneHbIn 4.5 Mmm




1.3BneknTe CTEPUNN30BaHHbIA MHCTPYMEHT U3 YNaKoBKW. NOMECTUTE HYXXHYIO TKaHb MexXay

KapTpUIDKEM U YNOPHOM YacTblo (CM. puc. 2).
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2.Bo3bmuTteck 3a pyykm (cm. puc. 3), 4TOObI COBMHYTH MOABWXKHYIO PYKOATKY Ha3ad NpUMEPHO Ha
NMONOBVHY AMana3oHa NepemMeLleHns, OTNYCTUTE MOABWXHYIO PYKOATKY U YOAEPXUBaNTe ee.
OTperynupyite TkaHb MEXAY KapTPUIPKEM U YNOPHOM YacTblo, YTOObI OHa Oblna yMEeCTHOM U He
nepekpbILTOKa Apyr Apyra. [lanee HaxXmMuTe NOABWXHYIO PYKOATKY A0 KOHUA (CM. puc. 4), noka He
yCcnbiWnTe WenyoK. HykHas TkaHb 3axaTa MexXay KapTpUKeM U YNOPHOW YacTbHOH.

OTnycTTE NOABMXHYIO PYKOSATKY, YTOObI OHA aBTOMaTMYECKN BEPHYNachk B UCXOAHOE

MONOXEHNE, N NIIOTHO 3aXMUTE TKaHb MEXAY YNOPHOWN YacCTbIO U KapTpuaXeM.

Fig. 3 £ Fig. 4 A\ }
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3. CHOBa BO3bMUTECH 3@ PYKOSITKN Y HAXXMUTE Ha NOABWXKHYIO PYKOSITKY 10 yrnopa (CM. puc. 5).
3aTeMm 3anycTuTe MHCTPYMEHT U HanoXuTe LWOB Ha TkaHb. MoaBwxkHas pykosTka

3a6J'IOKVIpyeTCFI 1 3aBepLunT 3anyck.

Fig. 5

4.CpexXbTe NULLHIO TKaHb ckanbnenem. Haxvure
KHOMKy crycka (CM. puc. 6), 1 NoABWXHas pyKosiTka aBToMaTnyeckn oTkpoetcs. OTnycTuTe

Scalpel

Fig. 6
KHOMKY (bI/IKCI/IpyPOIJJ,y}O LLITM(bT oonbLnm nanbuem n N3BNEKUTE NHCTPYMEHT.



CMeHa KacceThbl

1. Ecnu B Xo[e 04HOW XMpypruyeckon npoueaypbl TpebyeTcs HECKONbKO pa3 HaknaablBaTb LUBbI
(c™m. puc. 7), coBuHbTE Hasag

KHOMKY (OMKCUPYHOLLLEro WTudTa 4o ynopa, U3BNekUuTe UCMNoNb30BaHHbIN KapTpuaX 1 3ameHuTe
€ro HOBbIM (CM. puC. 7).

i Cartridge

Fig. 7

2. lMoBtopute warn Ne 1-4 ans cnegyroLero HanoXxeHus LwBea.
MpeoynpexaeHnst 1 Mepbl NPEOCTOPOXKHOCTU

1. anI MOJIHOM 3aKpbITUN MHCTPYMEHTA TOJILLNHA CLUMBaEeMON TKaHun JomkHa coctasnatb 1,0-2,5
MM.

2. MNocne yoaneHns MHCTpPyMeHTa NPOBEpbTE NUHUIO CKPENmeHns Ha npeameT
remocTasa v NpaBWUIbHOIO 3aKPbITUSI CKpenneHus. Ecnun remoctas oTcyTCTBYET, cneayet
MCNonb30BaTb COOTBETCTBYHOLUME METOALI ANISt M0 AOCTMKEHUS.

3.9T0 UHCTPYMEHT 0OQHOPA30BOI0 UCMOSb30BaHUS!, KOTOPbIA MOXET ObITb MCNOMNb30BaH TONLKO
AN 0QHOW XMpYpruyeckoit npoueaypsbl.

4. Y6eguTech, YTO U3NULLHME CKOObI HE MoMaayT B OPraHn3m, eCnu LUMPUHA TKaHN MeHbLUe
LUMPUHBI MIHCTPYMEHTA.

MpenynpexaeHue

STERI DE CTepununsoBaHo C NOMOLLIbIO 3TUMEHOKeHUaa

He ncnonb3oBaTh, ecnu ynakoska nospexaeHa, 1 03HaKoOMUTBLCH C
® WHCTPYKLUMEN MO NPUMEHEHWNIO

He ncnonb3oBaTb NOBTOPHO

000 «xunanrcy BpantHec Megukan JeBancuc»
“ Apnpec: 3gaHue 1, 3-n atax 3gaHus 3, 2-i, 3-n, 5- aTaxun 3gaHua 5 1 komHaTa 7-3 3gaHusa 7, Ne 66,
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Instructions of Disposable
Linear Staplers and Reloads

[Product Name] Disposable Linear Staplers and Reloads

[Components]

1. Anvil 2.Cartridge 3.Cartridge Housing 4.Shaft 5.Fixed Handle
6. Firing Handle 7.Closure Handle  8.Release Button 9.Staple
Form of Disposable Linear Staplers and Reloads
[Product Specifications]

Instrument Cartridge Tissue Thickness | Color of Cartridge Height of Staple
SAF302 SF302 1.0mm white 2.5mm
SAF303 SF303 1.5mm blue 3.8mm
SAF304 SF304 2.0mm green 4.5mm
SAF452 SF452 1.0mm white 2.5mm
SAF453 SF453 1.5mm blue 3.8mm
SAF454 SF454 2.0mm green 4.5mm
SAF602 SF602 1.0mm white 2.5mm
SAF603 SF603 1.5mm blue 3.8mm
SAF604 SF604 2.0mm green 4.5mm
SAF752 SF752 1.0mm white 2.5mm
SAF753 SF753 1.5mm blue 3.8mm
SAF754 SF754 2.0mm green 4.5mm
SAF902 SF902 1.0mm white 2.5mm
SAF903 SF903 1.5mm blue 3.8mm
SAF904 SF904 2.0mm green 4.5mm




[Main Technical Index] Disposable Linear Stapler and Reload is constituted by anvil, cartridge, shaft,
closure handle, firing handle, fixed handle, release button, staples. Material: Anvil, Cartridge housing,
shaft is made by 06Cr19Nil0, cartridge housing, closure handle, firing handle, fixed handle, release
button are made by ABS, staples are made by TA1G or TA2G.

Characters: Cartridge and shaft should match each other and disassembled smoothly, and all moveable
parts should be pushed smoothly without stuck and loose. Compressive stress should be

endured = 3.6Kpa and no leakage and split. Staples heads should be sharp and acuity. it should be
installed into cartridge easy, and the staples should not fall off during swinging the instrument. The spring
should be elastic enough.

[ Application] Used in the surgery of esophagus, stomach and digestive tract

[Usage] During the incision surgery or partly cutting surgery of esophagus, stomach and digestive tract,
disposable Linear Stapler and Reload can be used as a substitute of handwork. See its instructions as
below: MTake it out form the sterile package, then remove the protector, place the target tissue between
anvil and cartridge (as picture 1), clasp the closure handle to pull it back until it reaches its half range,
then release the closure handle (not restoration) and adjust the place of target tissue which is clamped by
anvil and cartridge to prevent overlap (as picture 2).

(@ Continue to clasp the closure handle again after adjust the tissue to make it reaches the end when
there is a click sound which means the target tissue is clamped by anvil and cartridge well. Then release
the closure handle but it is fixed now (as picture 3).

® Clasp firing handle until it reaches the end, the staples in the cartridge will be fired and suture the
tissue. Then release the firing handle, it will restore to its original place (as picture 4).

@ Cutting the superfluous tissue by knife (as picture 5).

® Push the release button, the closure handle will be restored automatically, then stapler will be opened
and exited.

Picture 1 Picture 2

Picture 3 Picture 4



Scalpel

Picture 5
P. S.: Methods of cartridge replacement when times of suture are necessary in a same surgery: Take out
the cartridge directly and replace a new one, then it can be reused again (as picture 6).

Cartridge

Picture 6

[Attentions]
1. Surgeons who operate must be qualified.
2. There is a safety ability of it, the staples will be fired without cartridge implant.
3. Tissue’s thickness should be less than 1.0mm-2.5mm when the instrument is totally clamped.
4. Please check the cutting point tissue, if damage or bleeding is found, you should do some repairing
suture or electrocoagulation.
5. Please pay attention that the surplus staples should not be left inside patient’s body when tissue’s
width is narrow than the cartridge’s.
6.Disposable Linear Stapler and Reload is single use only and sterilized by EO, the package is sterile.
and there is “Sterile” marked in package, and there are marks of ® , sterilization date
and warnings of no usage of broken-packed product.
7.Check the package before use and never use it if the package is broken.
8.Please destroy it after use according to regulations.



[Packing] Inner package is a sterile and seal blister box ,and middle package is a paper box,

there is one piece of product in every paper box together with quality certification and use instruction,
the out package is a corrugated paper carton.

Instructions of marks in the package: [sTEr|LE E Sterilized using ethylene oxide

® Do not re -use

Put the products in ventilated, drying and non-corrosive room with the humidity under 80%.

[ Storage]
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MHCprKLIMVI no NnpuMeHeHunro

AnnapaTt cluMBaKoLWMUNA NINHENHbIN
NnpsiMOM O4HOPa30BbIA U CMEHHbIe
KacceTbl K annaparty cluMBaroLllemMy

JINHEUHOMY NPSMOMY
oAHOpa3oBOMY

[HassaHue npoaykTa)l Annapar cluMBaOLLMI NNHENHBINA NPSIMON OJHOPA30BbIN U CMEHHbIE KacceTbl K annapaty
cluMBaroLLeMy NMMHEVNHOMY NPSIMOMY OQHOPAa30BOMY
[KomnoneHTbI)

— -

1. YnopHas yacTtb 2. Kaptpuax 3. Kopnyc kapTpugxa 4. Wrok 5. HenogswmxHas
pykosiTka
6. PykodATka ons 3anycka 7. Pykositka 3akpbitus 8. KHonka

CcnyckKa 9.0opma ckob ans annapaTta CLUMBAaKLLEro JIMHENHOTO
npAaMoro ogHopasoBoro

[TexHnueckume xapakrepuctuku npoaykra)

MHcTpymMeHT Kaptpumx TonwmHa TkaHu LiBeT kapTpuoxa BbicoTa ckobbl
SAF302 SF302 1,0 oenbin 2,5 MM
SAF303 SF303 1,5 Mm CUHUI 3,8 Mm
SAF304 SF304 2,0 Mm 3eneHbin 4.5 Mm
SAF452 SF452 1,0 Mm oenbin 2,5 Mm
SAF453 SF453 1,5 Mm CUHUI 3,8 Mm
SAF454 SF454 2,0 Mm 3eneHbin 4.5 Mmm
SAF602 SF602 1,0 Mm oenbin 2,5 Mm
SAF603 SF603 1,5 Mm CUHUI 3,8 Mm
SAF604 SF604 2,0 Mm 3eneHbin 4.5 mm
SAF752 SF752 1,0 Mm Genbin 2,5 MM
SAF753 SF753 1,5 Mm CUHUI 3,8 mm
SAF754 SF754 2,0 mm 3€eneHbIn 4,5 Mm
SAF902 SF902 1,0 Mm Genbin 2,5Mm
SAF903 SF903 1,5 Mm CUHUI 3,8 mm
CACONA cor-anAa M nana AT 1 11 A L nanan




[OcHoBHbIe TexHMUYeckue xapaKTepuCTUKM]ANnapaT CLUMBAIOLLNIA NUHENHBIA MPSAMON OAHOPA30BbIN U CMEHHbIe

KacceTbl K annapaTy CLUMBAOLLEMY NIMHENHOMY MPSAMOMY OAHOPAa30BOMY COCTOSAT M3 YNOPHOW YacTu, KapTpraxa,
LUTOKa,
3anopHOW PYYKOW, CIyCKOBOW PYYKOW, HEMOABUXHOW PYKOSITKOW, KHOMKOW crycka 1 ckobamu. MaTtepuan:

yrnopHas 4acTb, KOPNyC KapTpuaka u LWToK uarotosneHsl n3 06Cr19Ni10, kopnyc kapTpuaxa, 3anopHasi

PYKOSITKa, CMycKOBasi PyKOsiTKa, HEMOABW)KHASA PYKOATKA M KHOMKa CMycka U3roToBneHbl 3 ABS, ckobbl

narotoBneHsl 3 TA1G nnu TA2G.

XapaktepucTtukn: KapTpuox u LUTOK OMKHbI COOTBETCTBOBATL APYr APYry U nerko pasbupaTtbces, a Bce

NOABWXKHbIE YAaCTW AOMKHbI ABMraTbCs NraBHO, 6e3 3aknMHuBaHua n niodta. CxmmaroLLee HanpsxxeHne

OOJIMKHO BblAepXXnBaTb Harpysky 23,6 kla, He gonyckaTb yTeyek U packonoB. [0noBku cko® AOMKHbI ObiTh

OCTPbIMMK 1 3a0CTpPeHHbIMU. CKOBbI AOMKHBI YCTaHaABNMBATLCA B KAPTPUAXK NErko, U ckobbl He AOMKHbI

BblMagaTb NpY packadynBaHUy MHCTPyMeHTA. [NpyxumHa gormkHa 6biTb AOCTAaTOYHO YMPYro.

[MpumeHneHue] VicnonbayeTca Npu xMpyprvecknx onepaumnax Ha NULLEBOE, Xenyake v NULLeBapuTenbHOM TpakTe
[Ucnonb3oBaHme]Bo Bpemst onepaumn no paspesy Unm YacTMYHOMY paspesy NULLIEeBOAA, XKernyaka n

NYLLIEBapUTENBbHOro TpakTa
annapar CLUMBaIoLLMN NNHENHbBIN NPSAMON OAHOPA30BbIN U CMEHHbIE KAaCCeTbl K annapaTy clumsatoLwemy
NMHENHOMY NPSMOMY OAHOPA30BOMY MOTYT UCMONb30BAaTLCH B KA4eCTBE 3aMeHbl Py4HON paboTbl. CMm.
WHCTPYKLNN HUXKE: (éﬂwnexme N3 CTEPUNBHOWN YNakoBKW, 3aTEM CHUMMUTE 3aLUUTHYIO NIEeHKY, MOMecTuTe
LeneBylo TKaHb MexXAy YNOPHON YacTbIOK U KapTpuaxKeM (Kak nokasaHo Ha pucyHke 1), 3axXmuTe pyuky
3aTBOpa, YTOObLI OTTAHYTL €e Ha3ad A0 NOMOBUHBLI X04a, 3aTeM OTNYCTUTE PYYKY 3axmma (He pecTaBpaumio) n
OTperynMpymnTe NosfioXeHne LeneBon TKaHW, 3aXXaTon YNOPHOW YacTbio 1 KapTpuaxKem, 4Tobbl NpeaoTBpaTuTh
nepekpbITUe (Kak NoKa3aHO Ha PUCYHKe 2).

(2) MpopormkaiiTe 3aXMMaTh PYUKy 3aX1Ma Nocne PeryrmpoBkM TKaHu, YTobbl OHa AOCTUIMA KOHLUA, Koraa
pa3gacTcs WenyoK, 03Ha4aLWmMi, YTO Lenesas TKaHb XOPOLLO 3axaTa YNOPHOW HYacTbio U KapTpUaxXeM.

3aTem OTNycTUTE pPYYKy 3aXK1Ma, HO OHa Tenepb 3adMKCpOoBaHa (Kak NokasaHo Ha puUcyHke 3).

(3) axmunTe pykosTKy A0 yropa, ckobbl B KapTpumke 6yayT BbinyLeHbl 1 3aL1BatoT
TKaHb. 3aTeM OTNYCTUTE PYKOSITKY, OHA BEPHETCS B UCXOAHOE MONOXEHME (KaK NMoKa3aHo Ha pUCYHKe 4).

(4) OTpexbTe NULLIHIOK TKaHb HOXOM (Kak NoKa3aHo Ha PUCYHKe 5).

@ Haxmute KHOMKY CrnycCKa, PYKOATKa 3aCTEXKN aBTOMaTU4ECKN BEPHETCA B UCXOOHOE NOoJioXeHue, nocrie 4ero

clumBaTerb OTKpoeTCH
M BbINOET.

PucyHok 1 PucyHok 2

PucyHok 3 PucyHok 4



+«—  Ckanbnenb

PucyHok 5
P. S.: MeToabl 3aMeHbl kapTpuaxa, koraa B Xxo4e OAHON onepaumm HeO6X0AMMO HaNoXWUTb HECKOMbLKO LLBOB:
N3BIEKUTE KapTPUIK U 3aMEeHUTE ero HOBbIM, MOCIIE YEro ero MoXHo 6yaeT NCnonb30BaTb NOBTOPHO (CM.
PUCYHOK 6).

Kaptpuax

PucyHok 6

[BHumaHme]

1. Xwvpypru, npoBogsilime onepauuto, AOMMKHbI UMETb COOTBETCTBYHIOLLYIO KLUTOKMGMKALMIO.

2. NmeeTcs dyHKumA 6esonacHOCTU: CKOObI OyayT BbICTpenuBaTbCcs 6€3 umnnaHTauum Kaptpugxa.

3. TonuwmHa TkaHu JormkHa ObiTb MeHee 1,0—2,5 MM, KOraa UHCTPYMEHT MOMHOCTLIO 3aXar.

4. TlpoBepbTe MecTo pa3pesa TkaHu. Ecnv obHapyxeHbl NOBpeXaeHNs Unm KpoBoTedeHne, Heobxoammo
BbIMOSIHUTb BOCCTAHOBUTESbHbIN LLUOB UMK 3MEKTPOKOAryrnsumio.

5. O6paTuTe BHMUMaHWe, YTO M3NULLKN CKOD He JOSMKHbI OCTaBaTbCA B Tene nauveHTa, ecnv WwnpuHa
TKaHW MEHbLUE LMPUHbBI KapTpuaxa.

6. Annapat CLUMBaIOLLNIA NIMHEVHbBIA NPSIMON OAHOPA30BbIA U CMEHHbIE KacCeTbl K annapaTy cLuMBalLweMy NMHENHOMY
NPSMOMY OAHOPAa30BOMY NpeAHasHayeHbl TONbLKO AN OAHOKPATHOro UCNONb30BaHUA U CTEPUNN30BaHbI 3TUMOBLIM
OKCW[OM, yraKoBKa CTepunbHa.

Ha ynakoBke umeeTcsi MapkupoBka «CTepuUnbHO», a Takke STERILE ® Hata cTepunusaim
MapKupoBKa 1 NpeaynpexaeHus o 3anpere UCMosb30BaHNs
npoayKTa C NoBPEXAEHHON YNaKoBKOW.

7.Mepen ucnonb3oBaHWEM NPOBEPLTE YNAKOBKY U HE UCMONb3yNTe NPOaYKT,
€CInv yrnakoBKa NoBpexaeHa.

8.Mocne ncnonb3oBaHus yTI/IJ'IM3I/IpyIZTe €€ B COOTBETCTBUM C NpaBuiamMu.



[YnakoBka] BHyTpeHHsis ynakoBka npeacTaBnsieT coboi CTepUNbHYIO N repMEeTUYHYI0 BNUCTEPHYIO KOPOBKy, a

cpeHsia ynakoBka — GyMadkHYH KOpOOKy.
B kaxxgon 6ymaxHomn kopobke HaxoanTcs ogHa eauHMLa NpoaykTa BMecTe ¢ cepTMdMKaTOM KavyecTsa U
WHCTPYKLUMEN MO NPUMEHEHMIO, BHELLIHASA YNakoBKa npeacTaBnseT cobon roppokapTOHHY KOPOOKY.

WMHCTPYKUMM NO MapKUPOBKE B YNaKOBKEISTER|LE CTepunnsoBaHo C UCMOSb30BaHWEM 3TUIEHOKCMAA

® He ncnonb3osaTtk NOBTOPHO

[XpaHenue]
XpaHuTe NpoayKLmio B NPOBETPMBAEMOM, CYXOM NnomMeLleHnn 6e3 arpecCcmnBHbIX Cpef C BNaXHOCTbIo He 6onee 80%.

Appec: 3gaHue 1, 3- aTax 3ganus 3, 2-n, 3-i, 5-1 aTaxu 3gaHns 5 n kKomHaTta 7-3 3gaHus 7,
Ne 66, NexyaH Poya, 30Ha akoHoMu4eckoro passutus xoHrnoy, Yansaxoy, 213000 LisaHcy,
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Jiangsu Brightness Medical Devices Co., Ltd.

JQ AND JQII DISPOSABLE ENDOCUTTER &
DISPOSABLE ENDOCUTTER RELOAD

Instructions for Use

PLEASE READ THE FOLLOWING INSTRUCTIONS CAREFULLY BEFORE USE. FAILURE TO
PROPERLY FOLLOW THE INSTRUCTIONS MAY LEAD TO SERIOUS SURGICAL CONSEQUENCES,
SUCH AS STAPLE MALFORMATION, LEAKAGE, OR DISRUPTION OF OPERATION.

This document aims to assist surgeons in using this product; it is not a reference to surgical procedure.

This device is for single-use only. Reuse or reprocessing of this device may lead to its failure and
subsequent patient injury. Reprocessing and/or re-sterilization of this device may create the risk
of contamination and patient infection. Do not reuse, reprocess or re-sterilize this device.

Intended Purpose

This device is intended for use in abdominal, thoracic, and gynaecologic surgery for resection,
transection, and creation of anastomosis.

Description

This is a sterile, disposable, single-patient use device. It places two triple rows of staggered staples
and simultaneously cuts tissue between the two rows, completing the tissue anastomosis. Staple
size and staple line length are determined by the selection of the single-use reloads. The device
may be used in open or laparoscopic surgery.

Any model of the JQ series stapler may be used with any model of JQ series and JJII series
reloads. JQ series staplers may be reloaded and fired up to 25 times in a single procedure.

The JQ series reloads offer staples of uniform height, with options of 2.0mm, 2.5mm, 3.5mm,
4.0mm, or 4.8mm.

The JJII series reloads offer staples with progressive heights. The triple rows at either side of the cut-
line are symmetrical, with the row closest to the cut-line having the shortest staples and the farthest
row having the tallest staples. The staple height increases by 0.5mm per row. The staple height
of the closest row may be selected from the options of 2.0mm, 3.0mm, or 4.0mm, depending on
tissue thickness. Progressive height staples enable better blood circulation in the anastomosis area.

The short model of JQ staplers is designed for open procedures only. The instructions, warnings, and
precautions referring to trocars or endoscopic procedures are not applicable to short model staplers.

Intended Users and Target Patient Group

The device is intended to be used by surgeons who have adequate training and familiarity with open
and laparoscopic techniques. The target patient population consists of adults undergoing abdominal,
thoracic, or gynaecologic surgery with stapled resection, transection, or creation of anastomosis.

Indications

The device is indicated for abdominal, thoracic, and gynaecologic surgeries that use stapled
resection, transection, or creation of anastomosis. Examples of procedures include: gastrectomy,
appendectomy, pulmonary wedge resection, etc.

Contraindications

« Do not use the device where surgical stapling is not appropriate;

« Do not use the short shaft JQ-B & JQIIB model staplers for endoscopic procedures; they are
designed for open procedures only;

« Do not use the device where adequacy of haemostasis cannot be visually verified after application;

« Do not use the device on the aorta and major blood vessels;

« Do not use the device on ischemic, oedematous, friable, or necrotic tissue, as this could result
in staple line leak or bleeding;

« Do not use the reloads on tissue whose thickness cannot be comfortably compressed to less
than the maximum value, or can be easily compressed to less than the minimum value of the
corresponding “tissue thickness range” from the table in “Reload Variants Specifications”. Failure
to respect the appropriate tissue thickness may lead to tissue damage or anastomosis leakage;

Stapler Schematic lllustration
JQ model stapler: JQII model stapler:

. Pin: connection/disconnection between the stapler and the reload;

. Internal rod: supports internal mechanical parts;

Shaft: penetration through trocar sleeve or incision;

Rotation collar: to rotate the shaft freely 360° in both directions;

Safety button: safety lock to prevent unintentional firing, to be pressed just before firing;

Black return knob: to open the reload jaws and return the knife to home position;

Fixed handle: to hold the stapler with one hand;

Movable handle: for JQ model, to close or fire the reload; for JQII model, to open/close or

fire the reload;

9. Articulating lever: to pivot the distal portion of the articulating model reload left or right, up
to 45° on each side;

10. Unload button: to unload the reload.

TS ENAINPN

JQII model offers a different handling option. A closed reload may be opened by pushing the
moveable handle forward, enabling the surgeon to single-handedly reposition the device on a
different site. In comparison, the JQ model stapler requires the surgeon to pull the return knob
with another hand.

Reload Schematic lllustration
JQZ model straight reload:

Stapler Variants Specifications
Staplers models and variants are coded according to the following rules:

(JQuQll)—(ABIL)
L

Stapler type: A=Standard, B=Short, L=Long
Series and model code

S| e | et Specifications
JQ-A 155 370 JQ stapler with standard-length shaft
JQ-B 105 320 JQ stapler with short shaft
JQ-L 255 470 JQ stapler with long shaft
JQIIA 155 378 JQII stapler with standard-length shaft
JalB 105 328 JQll stapler with short shaft
JQllL 255 478 JQII stapler with long shaft

Reload Variants Specifications
JQ series reload models and variants are coded according to the following rules:

JQ(Z/D)~(30/45/60)— (2.0/2.5/3.5/4.0/4.8)

Open staple height (mm)
Staple line length (mm)
Reload model: Z=straight, D =articulating

JJII series reload models and variants are coded according to the following rules:
JJII(Z/D)—(30/45/60)—(1/2/3)

Code Open staple height (mm)
1

2.0, 25, 3.0
2 3.0, 35, 40
3 4.0, 4.5, 5.0

Staple line length (mm)
Reload model: Z=straight, D =articulating

1. Cartridge: with two triple rows of staples; 2. Anvil: forms the staples into “B” shapes; 3.
Cartridge holder: houses the cartridge; 4. Knife position indicator: indicates the knife position;
5. Shaft protector: protects mechanical parts.

Reload model: JQZ, straight reload
Reload variant | Cartridge | Open staple height | Tissue thickness | Staple line length | Reload length | Number
(code) colour (mm,£0.2mm) range (mm) (mm,22.0mm) | (mm+5.0mm) | of staples
JQZ-30-2.0 Gray 20 0.75-1.00
JQZ-30-2.5 White 25 1.00 — 1.50
JQZ-30-3.5 Blue 35 1.50 - 2.00 30.0 170 48
JQZ-30-4.0 Gold 4.0 1.70 - 2.20
JQZ-30-4.8 Green 48 2.00 - 2.50 178
JQZ-45-2.0 Gray 20 0.75-1.00
JQZ-45-2.5 White 25 1.00 — 1.50 184
JQZ-45-3.5 Blue 35 1.50 — 2.00 43.0 66
JQZ-45-4.0 Gold 4.0 1.70 - 2.20
JQZ-45-4.8 Green 438 2.00 - 2.50 193
JQZ-60-2.0 Gray 20 0.75-1.00
JQZ-60-2.5 White 25 1.00 — 1.50 199
JQZ-60-3.5 Blue 35 1.50 — 2.00 60.0 90
JQZ-60-4.0 Gold 4.0 1.70 - 2.20
JQZ-60-4.8 Green 4.8 2.00 —2.50 209
Reload model: JQD, articulating reload
Reload variant | Cartridge | Open staple height | Tissue thickness | Staple line length |Reload length | Number
(code) colour (mm,£0.2mm) range (mm) (mm,£2.0mm) | (mm+5.0mm) | of staples
JQD-30-2.0 Gray 2.0 0.75-1.00
JQD-30-2.5 White 2.5 1.00 - 1.50 205
JQD-30-3.5 Blue 3.5 1.50 - 2.00 30.0 48
JQD-30-4.0 Gold 4.0 1.70-2.20
JQD-30-4.8 | Green 4.8 2.00 - 2.50 213
JQD-45-2.0 Gray 2.0 0.75-1.00
JQD-45-2.5 White 2.5 1.00 - 1.50 217
JQD-45-3.5 Blue 3.5 1.50 - 2.00 43.0 66
JQD-45-4.0 Gold 4.0 1.70-2.20
JQD-45-4.8 | Green 4.8 2.00 - 2.50 225
JQD-60-2.0 Gray 2.0 0.75-1.00
JQD-60-2.5 White 2.5 1.00 - 1.50 233
JQD-60-3.5 Blue 3.5 1.50 — 2.00 60.0 90
JQD-60-4.0 Gold 4.0 1.70-2.20
JQD-60-4.8 | Green 4.8 2.00 —2.50 241
Reload model: JJIIZ, straight reload
Reload | i i%f;;‘?g'f;;'ﬁgﬁg:& thTéii:ZS Stapleline | Reload | Number
vaniant | = our | cutiine, 3¢ row: farthest to cutline) | range et (B i
(code) p— 2% row | 3 row ) (mm,+2.0mm) | (mm+5.0mm) | staples
JJIIZ301| Tan 2.0 25 3.0 0.88 — 1.50
JJIIZ302| Purple 3.0 3.5 4.0 1.50-2.25 30.0 202 48
JJIIZ303| Black 4.0 4.5 5.0 2.25-3.00
JJIIZ451| Tan 2.0 25 3.0 0.88 — 1.50
JJIIZ452| Purple 3.0 3.5 4.0 1.50-2.25 43.0 217 66
JJIIZ453| Black 4.0 4.5 5.0 2.25-3.00
JJIIZ601| Tan 2.0 25 3.0 0.88 - 1.50
JJIIZ602| Purple 3.0 3.5 4.0 1.50-2.25 60.0 232 90
JJIIZ603| Black 4.0 4.5 5.0 2.25-3.00
JJIIZ model straight reload: Reloadvmodel: JJIID artictlJIating reload
Open staple heights (mm, Tissue .
s;:io:n? Cartridge ;O.me 15! row: nearest tol thickness Stla;lgtlr']ne 'E:g?ﬁ Nurgfber
(code) colour | cutline, 3 row: farthest to cutline) range @ | (s e | sEgss
15t row 2row | 39row (mm)
JJIID301|  Tan 2.0 25 3.0 0.88 — 1.50
JJIID302| Purple 3.0 35 4.0 1.50-2.25 30.0 202 48
JJIID303| Black 4.0 45 5.0 2.25-3.00
JJIID451|  Tan 2.0 2.5 3.0 0.88 — 1.50
JJIID452| Purple 3.0 3.5 4.0 1.50-2.25 43.0 217 66
JJIID453| Black 4.0 4.5 5.0 2.25-3.00
JJIID601| Tan 2.0 25 3.0 0.88 — 1.50
JJIID602| Purple 3.0 3.5 4.0 1.50-2.25 60.0 232 90
JJIID603| Black 4.0 4.5 5.0 2.25-3.00

Implanted Materials
The staples are made of titanium or titanium alloy Ti-3Al-2.5V.




Warnings and Pr tion

« The device is intended to be used by surgeons who have adequate training and familiarity with
open and laparoscopic techniques.

« Prior to any procedure, surgeons must read and carefully follow this IFU, consult the medical
literature relative to techniques, complications and hazards, be familiar with the structures of
and around the intended stapling site. Do not use the device where adequacy of haemostasis
cannot be visually verified after application.

« Consider other options if the patient’s tissue is oedematous (swollen with fluid), friable (tissue
that readily tears, fragments, or bleeds when gently palpated or manipulated), necrotic (dead
tissue), or if it has received any preoperative chemotherapy or radiation, as the staples may
be less likely to securely close tissue. Use in these circumstances may result in staple line
leak or bleeding, prolonged surgery time, or inflammatory reaction.

« The device is packaged and sterilized by Ethylene Oxide (EO) for use in a single procedure
only. Check the integrity of the sterilized package before use. Discard if the package is not
sealed. Use of an unsealed device may lead to pathogen transfer, contamination of the
patient, infection, or inflammation.

« Check the date of validity before use, and discard if the device is expired. Use of an expired
device may lead to pathogen transfer, contamination of the patient, infection, or inflammation.

« Reprocessing, re-sterilization, or reuse of a disposable device may damage the device’s
structural integrity, pose a risk of contamination / cross-infection to the patient, result in injury,
illness or even death of patient.

« Carefully evaluate the tissue thickness. Have a range of staple sizes available and select the
appropriate size reload for the tissue type and thickness. Overly thick or thin tissue may result
in unacceptable staple formation, which may lead to staple line leak, bleeding, or prolonged
surgery time.

« Do not attempt to remove the protective cap until the reload is properly loaded onto the stapler.

« Before loading or unloading, the jaws must always be set in open position. Additionally, for
articulating JQD or JJIID reloads, the jaws must be parallel to the shaft (neutral position).
Attempting to load/unload a reload with closed or articulated jaws may damage the load/
unload mechanism and make multi-reloading no longer possible.

« Before introducing the stapler into the trocar or incision, always perform a close-open cycle of
the jaws to confirm proper loading and clamping mechanism.

« Prior to introducing or removing the stapler from the trocar or incision, the jaws must always
be in closed position. Additionally, articulating models must be in neutral position. Failure to set
the jaws in closed neutral position will result in difficult insertion or withdrawal of the device.

< For articulating reloads, always use the stapler’s articulating lever to regulate the articulation
angle. Do not exert direct force on the jaws, as this may damage the articulating mechanism
and make unloading difficult or even impossible without damaging the stapler.

« The anvil must be completely past the trocar (if a trocar is used) prior to opening the reload
within the body cavity.

« Placement of tissue proximal to the tissue stops (on the reload) may result in stapler
malfunction. Any tissue extending beyond the black “cut” line on the reload will not be
transected, all tissue placed within the “cut” line will be transected.

« When positioning the stapler on the application site, ensure that no obstructions such as
clips, stents, guide wires, etc. are within the jaws. Firing over an obstruction may result in
incomplete cutting action, improperly formed staples, and/or inability to open the jaws, which
could lead to staple line leak, bleeding, or prolonged surgery time.

« Ensure that the tissue lies flat and is evenly distributed inside the stapling range prior to
closing the jaws. “Bunching” tissue may result in staple malformation, poor haemostasis and/
or leakage.

« Always completely fire the reload. Partial firing leads to incomplete cut and/or staple
malformation, which may result in poor haemostasis and/or leakage.

« The device is equipped with a safety interlock to prevent an empty or partially-fired reload
from being fired a second time. Do not attempt to override the safety interlock, as it will cause
device malfunction.

« If the clamping or firing mechanism fails to work (excessive resisting force), do not continue
the operation. Remove and carefully check the stapler-reload structural integrity following the
IFU. The use of excessive force may result in device damage, injury, or tissue damage.

< After firing and removal of the device, always inspect the staple line and the surrounding site
for air sealing / haemostasis of the anastomosis line and to see whether the staples are closed
properly. Minor bleeding or leakage may be treated by electrocautery, manual suture or other
appropriate methods.

« In asingle procedure, any JQ series stapler may be reloaded and fired up to 25 times with any
JQ or JJll reload.

« Dispose of all opened devices whether used or unused. Devices which come into contact with
bodily fluids require special disposal handling to prevent biological contamination, relevant
local regulations shall be respected.

« The implantable staples are MR conditional, see the MRI Safety Information section for more
information.

Instructions for Use
Prior to use

1. Carefully evaluate the length and thickness of the tissue to be excised, then select one or several
reloads with the appropriate staple sizes from the table in “Reload Variants Specifications”.

2. Check the integrity of the sterile barrier of the packaging, and the device expiration date. Do
not use any device with damaged sterile barrier or device past expiration date.

3. Open the blister box of the stapler, ensure that the black return knob on the stapler is pulled
back completely, and that the articulating lever is in neutral position.

4. Open the blister box of the reload, check that the jaws are in open position, and the protective
cap remains wedged. Discard the reload if the cap is not in place.

Loading the reload

5. Align the “LOAD” indicator on the reload with the “LOAD” indicator on the stapler shaft, push
the reload into the stapler’s pin and twist clockwise 45° relative to the stapler, so that the
reload locks into place and an audible click is heard. Do not squeeze the movable handle
during the loading, or prior to removing the protective cap.

6. Remove the reload protective cap, check for the presence of all staples.

7. Perform a close-open cycle to confirm proper loading: squeeze the movable handle once to
close the jaws, then pull back the black return knob to open the jaws. For JQIl model staplers,
an additional way to open the jaws is to push the movable handle forward.

During use

8. Close the jaws, ensure the articulating lever’s neutral position, and insert the device into
an appropriately sized trocar. Note: the green JQ reload (4.8mm) and black JJII reload
(4.0/4.5/5.0mm) must be inserted through a 15mm trocar sleeve (or larger with a converter),
while other reloads are designed for introduction through a 12mm trocar sleeve (or larger
with a converter).

9. Once inside the body cavity, ensure that the anvil is completely visible. Open the jaws by
pulling back the black return knob (do not squeeze the movable handle at same time). If
necessary, use the shaft's 360° rotation collar and (for articulating reload) the articulating
lever to articulate the reload up to 45° in either direction. Position the device across the target
tissue, ensure that the tissue to be transected lies flat and evenly, with no obstructions within
the jaws. Close the jaws by fully squeezing the movable handle. It is recommended to wait at
least 15s before firing. The jaws of the device may be repositioned on the tissue prior to firing
by pulling back the black return knob, allowing the jaws to open.

10. Push the green safety button, squeeze the movable handle fully and repeatedly until the knife
position indicator reaches the distal end to completely fire the reload. The total number of
squeezes depends on the reload length (30mm, 45mm or 60mm). Failure to completely fire

the reload will lead to incomplete cut and/or staple malformation, which may result in poor
haemostasis and/or leakage.

11. Once the reload has been completely fired, it is recommended to keep the jaws closed and
wait at least 15s. Open the jaws by pulling the black return knob back completely. Gently
remove the device from the tissue, close the jaws, ensure the articulating lever’s neutral
position, and withdraw the device out of the body cavity.

12. Carefully inspect the staple line for proper staple formation and haemostasis. Minor bleeding
or leakage may be treated by electrocautery, manual suture or other appropriate methods.
Unloading the reload

13. Ensure that the jaws are open and in neutral position. Press the “UNLOAD” button back
towards the stapler, twist the reload counter clockwise 45° and remove the reload from the
shaft of the stapler.

14. Additional reloads (up to 25 times in total) may be then loaded and fired in a single procedure.
A safety interlock prevents an empty reload from being fired a second time. Do not attempt
to override the safety interlock.

Clinical Benefits

The device offers the possibility of minimally invasive surgery and its associated lower amounts

of intra-operative blood loss and smaller incisions. Smaller incisions result in less incisional

infections, shorter recovery time, less post-operative pain, and smaller scars.

Undesirable Side Effects/Residual Risks

Undesirable side effects and risks associated with the device are the same as those related to
stapling surgery and other suture methods: potential leakage, infection, bleeding, haematoma,
stricture, abscess, ulcers, herniation, reoperation, conversion to open surgery, death, reflux,
pneumonia, pain, allergy, pancreatitis, ileus, delayed gastric emptying, perforation, vomiting,
effusion, fistula, empyema, recurrence, chylothorax, stroke, acute respiratory distress syndrome,
conversion, readmission, gastrointestinal dysfunction. Users must communicate these risks to

patients.

MRI Safety Information

The staples are MR conditional

For whole-body MR examinations: a person implanted with the staples may be safely scanned
anywhere in the body at 3.0T under the following conditions. Failure to follow these conditions
may result in injury.

« Static magnetic field (BO) no more than 3.0T;

» Maximum allowable spatial gradient magnetic field (vB) is 30T/m (3,000 gauss/cm);

» Magnetic induced torque is less than worst-case gravitational torque;

* In3.0T or 1.5T MR system, whole-body average Specific Absorption Rate (SAR) no more than
2W/kg, RF exposure no more than 15mins;

+ Artifact information, sample causes artifacts up to 3.8mm in 3.0T MR system and 3.2mm in
1.5T MR system.

Packaging

The device is packaged in a sterile blister box and paper box.

Duration of Validity

The device is valid for 5 years.

Production Date

Refer to package label.

Storage and Handling Conditions

Store at room temperature, avoid prolonged exposure to elevated temperatures. Do not expose
to temperatures above 30°C or below 10°C, do not expose to humidity above 70% or below 35%.
Handle with care, do not over-stack or over-palletize.

Sterilization Method
Ethylene oxide sterilization
Incident Reporting

Any serious incidents related to the device should be reported to the manufacturer and the
competent authority of the country in which the user and/or patient is established.

Summary of Safety and Clinical Perfor: (sscp)

The SSCP is available in the European database on medical devices (Eudamed). Use the Basic
UDI-DI 69492989L.S0001WS5 to find the device on the website: https://ec.europa.eu/tools/eudamed.

Symbol Description

Date of manufacture Manufacturer

Catalogue number Authorized representative

o

R re~EP>rwm [ EEE R

Batch code

Unique device identifier "Q

Medical device

Sterilized using ethylene oxide

Single sterile barrier system with
protective packaging outside

Single sterile barrier system

Use-by date Do not re-sterilize

Caution Do not re-use

Consult instructions for use or consult
electronic instructions for use

Do not use if package is damaged
and consult instructions for use

Upper limit of temperature Keep away from sunlight

Fragile, handle with care Keep dry

Humidity limitation MR conditional
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JQ 1 Jall AMMNAPAT CLUMBAIOLLMIA NMMHEMAHBIW NS SHOOCKOMUYECKUX
OMEPALIMA OOHOPA30BbIV M OOHOPA30BbIE KACCETbI NSl AMMAPATA
CLUMBAIOLLIEIO JIMHEMHOIO AN 3HOOCKOMUYECKMX OMEPALINA

VIHCTpYKLMM 1O NpUMEHEHNIO

BHUMATENbHO U3YYUTE MHCTPYKLUUIO MEPEQ UCMNONIb3OBAHUEM.
HECOBJIIOAEHUE TPEBOBAHUA MOXET MPUBECTU K CEPbE3HbIM
XUPYPITUYECKUM OCINOXHEHUAM, TAKUM KAK OE®OPMALIUA CKOB,
HECOCTOATENbHOCTbL LUBA U CPbIB OMEPALIUA.

HaCTDiILLMIZ AOKYMEHT npeJHa3Ha4eH Ana okasaHusa NoMoLLW Xvupypram B UCNONb30BaHUN AaHHOTO U3AENNA; OH He ABNAETCA CNPaBO4HbIM
martepuanom no Xupypruyeckum npoueaypam.

OT0 YCTPOACTBO NpeaHasHa4eHo TOMbKo AN OAHOPA3OBOTO MCMOMb30BaHws. MOBTOPHOE UCNONL30BaHWE MM NoBTOpHas obpaboTka
9TOro yCTpoUCTBa MOXET NPUBECTU K erp BbIXOAY M3 CTPOA U nocneaylowemMy TpasMUPOBaHNIO nauueHTa. nOBTOpHaH oﬁpaﬁo‘rxgl nnn
NOBTOpHasa C'[EDMI'IMC!ZL[MFI aToro _yCTpOMCTBa MyO)KeT €034aTb PUCK 3arpAsHeHus u MHdJMLlI/IpOGaHVIH nauueHTa. He wucnonb3ynte, He
0GpabaTbiBaliTe 1 He CTEPUNM3YITE 3TO YCTPOICTBO MOBTOPHO.

MpegHasHaveHne

370 YCTPOVICTBO MPEeAHA3HAYEHO [7151 UCOMNE30BaHIS B aGAOMUHATHON, TOPaKarbHOW 1 THEKOTIOTYECKOM XVUPYPIVINA 15 PE3EKLM,
nepeceyeHIst 1 CO3aHNs aHaCTOMO3a.

Onwucanve

OT0_CTepurbHoe OHOPA3oBOE YCTPOICTBO, NPeAHa3HaYeHHOE AMS MCTIONb30BAHMA OAHMM nauyeHtoM. OHO yCTaHaBnvBaeT fBa
TPOWMHBIX PAA CKOD B LAXMATHOM MOPSZIKE M OAHOBPEMEHHO a3pesaeT TKaHM MEX[y ABYMS psiaamy, 3aBepLuas aHacTOMO3 TKaHeil.
Pa3avep ckob W AnvMHA SIMHUA CKPenneHns onpeaensioTcs BbIGOpOM OOHOPa3oBbIX 3apsAoB. YCTPOWCTBO MOXET MCMONb30BaTbCs B
OTKPLITOM UK NIANAPOCKONMHECKON XMPYPIUM.

TNiobas mogens cumsatens cepum JQ MOXET UCNONb30BaTLCA ¢ NoGoi Moaernbio 3apsaos cepun JQ n JJII. Cuvsarenm cepum JQ
MOTYT niepesapspkaTbes 1 cpabartbisaTh 40 25 pas 3a ofHy NpoLeaypy.

MepesapsigHble ycTpoiicTea cepun JQ npeanaratoT ckobbl OAVHAKOBOM BbICOTLI C BapuaHTamm 2,0 MM, 2,5 MM, 3,5 MM,
4,0 MM nnm 4,8 Mm.

MepesapsiHble ycTpoiicTea cepun JJII npeanaraioT ckoBbl C MPOrPecCHBHON BbICOTON. TPOMHbIE Psiabl N0 06 CTOPOHbI OT NMHMK pa3pesa

TexHuyeckne xapakTepucTuk1 BapuaHTOB CLUMBAIOLWMUX annapaTos
Mopenw 1 BapyaHTbI CLUMBAIOLLMIA annapaToB KOAVPYIOTCS B COOTBETCTBIM CO CIEAYIOLLMMM NpaBuiamu;
(JCEIQII)—(A/BIL)

Twn annapara cLuMBaHIs: A = CTaHgapTHbIA, B = kopoTkui, L =

L LNVHHBIA
Koa cepun v moaenu

Mogenb/mMoauduk [inuHa xBoCTOBUKa O6was anvHa TeXHUHEHUE XapaKTEPUCTARM

auus (% 10 mm) CLUMBAIOLLErO annapara
CLuMBatoLLero (£ 10 Mm)
annapara

JOA 155 37 Crennep JQ co cTaHAAPTHOI ANUHOI LLTOKA
QB 105 320 Crennep JQ ¢ KOPOTKUM LuacpToM
JoL 255 470 Crennep JQ C ANMHHBIM LUTOKOM
JQIA 155 378 Crennep JQII co cTaHAAPTHBIM LUTOKOM
JoiB 105 328 Crennep JQII ¢ KOPOTKUM LUTOKOM
JolL 255 478 Crennep JQII ¢ ANUHHbBIM LLTOKOM

BapuaHTbl cMeHHoI KacceTbl

TexHNYECKMe XapaKTepUCTUKIA
Mogienv v BapnanTsl cepuit JQ C BOSMOXHOCTBIO CMEHbI kacceTbl 0603Ha4aIoTCA B COOTBETCTBIN CO CRIEAYIOLLMMI NpaBunami:

JQ(Z/D)—(30/45/60)—(2,0/2,5/3,5/4,0/4,8
L BoicoraotkpbiToii ckobbl (MM)
‘ ‘ [AnuHa nuHum ckoBbl (Mm)

Mopers nepesapsiaku: Z = npsimasi, D = WwapH1pHas

Mopenu 1 BapuanTbl nepesapsiakv cepun JJII KOAMPYIOTCS B COOTBETCTBIM CO CEAYHOLLMMM NpaBunamm:

311(Z/D)—(30/45/60) (1/2/3)

Kon BbicoTa OTKpbITOM CKOGbI (MM)
1 20,2530
2 3,0,35,40
3 4,0,45,50

[nHa nuHUK ckpennexns (Mm)
Mopenb nepesapaaku: Z= npsmas, D= LapHupHas

CUMMETPUYHBI, IPUYEM P, DNMXALLINA K MHMA Pa3pe3a, MMEET CaMble KOPOTKME CKOBbI, a CaMblil AanbHUA Ps] — Camble BoiCokie sy \= v vy iy A= £u vy (T 2,U MMy
bl. BbicoTa ckoBbl Heenmwaae'rca Ha 0,5 MM Ha KaxKablit . BbicoTa ckobbl 6rvkaiiluero psiaa MoXeT ObiTb BblopaHa 13 BapuaHToB Ceoni
2,0 mm, 3,0 mm um 4,0 MM B 3aBUCHMOCTI OT TOMLMHBI TKaHW. CKOBbI C MPOrPECCUBHOI BbICOTON 0BECMEUMBAIOT MyHLUYIO LIMPKYALMIO JQz:3020 PbM 20 075100
KpOBM B 06NIACT/ aHACTOMO3a. 1023025 Benbit 25 100—150
‘ ;| A 5 170
Kopotkas mopens annapaTos JQ npeaHasHayeHa TOMbKO ANA OTKPbITbIX Onepauii. VIHCTpYKUMM, NpeaynpexaeHns i mepol Q73035 CrHmit 35 150—2.00 300 48
npenc KT WM SHOOCKOMMYECKMM MPOLIEYPaM, HEe MPUMEHUMbI K KOPOTKUM MOAESsiM i " i i
annaparos. JQZ-3040 3ororoit 40 1,70—2,20
Mpeanonaraembie Nofb3oBaTeny v Lenesas rpynna nauMeHTos JQz-3048 3eneHblit 48 2,00—2,50 178
YCTPOICTBO MPeAHA3HAYEHO ANA UCMOMb30BAHMS XVPYPraMie, IMEIOLMMI COOTBETCTBYIOLLYIO MOATOTOBKY 1 3HAKOMbIMMA C OTKPBITBIMMA 1 y .
T1aNapoCKONMYECKMA TeXHMKaMi. Lienesas rpynna naLMeHToB COCTOMT U3 B3POCbIX, NOABEPaOLLMXCA aBIOMAHATBHIM, TOPAKATbHBIM N JQz4520 Cepir 20 075100
TUHEKOMOTMYECKUAM ONEPaLIMAM C UCNOMb30OBAHWEM CLUMBAHUS, EPECEYEHNS MW CO3AaHNS aHACTOMO3a. 1QZ4525 Benbiit 25 1,00—1,50 184
MpumeHenune JQZ4535 CuHmiA 35 1,50—2,00 430 66
YCTPOICTBO MokasaHo Anst abaoMUHanbHbIX, TopakarbHbIX 1 MMHEKOMOTMYECKUX ONepaLuii, B KOTOPbIX UCMOSb3YeTCA pe3ekuvs, JQZ4540 3oroToit 40 1,70—2,20
nepeceyeHne MM CO3aHNe aHacToMo3a G MOMOLLBIO CKPEroK. pUMeps! Npoueayp: racTpaKTOMUs, anneHAIKTOMAS, KIMHOBUAHAs —
peseKums Nerkoron T. A. JQZ4548 3erneHblit 48 2,00—250 193
MpoTusonokasaHus JQZ-60-20 Cepblii 20 0,75—1,00
*  He vicrionbayiiTe yCTPOIACTBO B CriyMasix, KOraa Xvpypryyeckast CLUVBKA HeLiernecoobpasHa; JQZ60-25 Benblit 25 1,00—1,50 199
¢ He vicrionbayiiTe cTenriepsb ¢ KOpOTKM LUTOKoM Moaener JQ-B 1 JQIIB Ans SHI0CKONHeckIX MpoLesyp; OHY NpeAHasHaueHb! JQz6035 Curmin 35 1,50—2,00 60,0 920
TOSMBKO AMNS OTKPbITBIX MPOLEAyp; - - - .
He ncnonb3yiite ycTpoiicTBO B CRyyasix, koraa nocne HEBO3MOXHO CTb remocTasa. He JOZ-6040 Sororoit 4,0 1,70—2220
UCronb3yiiTe YCTPOICTBO Ha a0pTe U KPYMHbIX KPOBEHOCHBIX COCY/1aX. -
*  He ucrionb3ayiTe YCTPOICTBO Ha WLLEMU3NPOBAHHBIX, OTEUHBIX, PHIXIIbIX UM HEKPOTUYECKVX TKAHSIX, TaK Kak 3TO MOXET NPUBECTH K JQz6048 Senexsii 48 20—2% 209
YTEUKE UN KDOBOTEHEHWIO B NIUHWM CKDENNEHNSA. Mogenb cmerHol kacceTbl: JQD, WapHUpHas CMeHHas kaccata
He ncnonb3yute 3apafbl Ha TKaHAX, TOMLWWHA KOTOPbIX HE MOXET 6bITb nerko cxara A0 MeHee Yem BapnaHT chel = e B ~ I 301 il \Eng[h Number
YeM MaKCUMarbHoe 3HaYeHie, WM MOXeT GbiTb JIETKO GABMEHO [10 3HAYEHWs, MEHBLIETO, YEM MVH/MAIsHOE 3HaueHie PUaHT CMEHHOM s biCoTa OTKPLITON manason mHa mHAN (mm+5.0mm) of staples
COOTBETCTBYIOLLETO AnanasoHa TOMWWHbI TKaHU» U3 Tabnuubl B «TexHuyeckue Xapakrep Bap1aHToB KacceTbl KapTpumka CKOBbI TOMNLWWHBI TKAHEN CKpenseH1s o
HecobrnioaeHne COOTBETCTBYIOLLEI TOMLIMHBI TKaHM MOXET MPUBECTM K NOBPEXAEHIIO TKaHW UMK yTeUKe aHacToMO3a; (kop) (0,2 Mmm) (Mm) (2,0 mm) (5,0 mm)
CxemaTuyeckoe 13obpaxeHue ClLUMBaOLLEro annapara JQD-30-20 Cepbiit 20 0,75—1,00
Crennep mogenn JQ: Crennep mopenu JQII: JQD-30-25 Benbiit 25 1,00—1,50 205
1 2 3 4 5 6 1 2 3 L 5 6 JQD-30:35 Curuin 35 1,50—2,00 300 48
— JQD-30-40 3orioToii 40 1,70—2,20
JQD-30-48 BeneHblit 48 2,00—2,50 213
7 JQD-45-20 Cepblit 20 0,75—1,00
o~ / JQD-4525 Benbiit 25 1,00—1,50 77
y,(? JQD4535 Curutii 35 1,50—2,00 430 66
U JQD-45-40 3oroToi 40 1,70—2.20
. JQD-45-48 BeneHblit 48 2,00—2,50 225
1. WwdT: coepmHenve/pasbepHer1e Mexay CTEnnepom 1 3apskoi; ~
2. BHyTpeHHWI CTepieHb: nop, BHYTPEHHe Kue aeTanu; JQD60-20 Cepoid 20 0.75-1,00
3. Brynka: MpoHKHOBEHYE Yepe3 TPOaKAPHYIO BTYIIKY UiV paspes; JQD-60-25 Benbii 25 1,00—150 3
4. Bpaluaiolascs BTyrnKa: Anst CBOGOAHOO BPALLEHMS! LLTOKA Ha 360° B 0GOMX HaNpaBNeHsX; JQD-60-35 CvHWA 35 1,50—2,00 60,0 90
5. MpenoxpatutensHas kHonka: Ans npeioT 0ro cpabarbiBaHus, HaXUMaeTcs 106040 Sonpio 20 170—22Gmm)
HeNoCpPe/ICTBEHHO Nepey] cpabaTbiBaH1em; —
6. YepHas kHOMKa BO3BPATa: ATIS OTKPBITUS 3AKMMOB /315 MEPE3aPSKI M BO3BPATa KHOMKM B UCXOAHOE MOMOKeHMe; JQD-6048 Serexbit 48 2,00—2.50 241
7. HenonpwkHas pyKosTKa: ANs yAEPaHS CTenrepa OaHOiA PyKOW; Mogenb cmenrHol kacceTsl: JJIIZ, npsimasi CMeHHas kacceta
8. MopewkHas pykosTka: Ans moaeny JQ — Ans 3akpbITVS UK 3anycka nepesapsaky; Ana mogenn JQIl — ana BapuaHt BbicoTa OTKpbITON CkoBbI JAvanasoH AnvHa nuium | AnuHa cmeHHow | Konnuyecr|
OTKPBITUS/3aKPLITUSA MK 3aMyCka CMEHHOW KacceTbl; CMEHHOM LigeT (£0,2 MM, 1 ps: Grupkaiiiumid k| TOMLMHbI cKpenneHs KacceTbl BO CK0G
9. MoBOPOTHbIV perynaTop: Ans noBopoTa AUCTaNbHO YacTu LWapHUPHOW MOAEN CMEHHON KacceTbl BIIEBO UMK BNpaBo, A0 KacceTbl KapTpuaka o TkaHen (%2,0 mm) (% 5,0 Mmm)
45° B KaXyko CTOPOHY; INuHM pe3a, 3 paa;: yaaneHHbIn (Mm)
10. Kronka paarpyaku: Anst pasrpyskv CMEHHOM KacceTbl. (ko) OT NHUM pe3a)
iMogens JQII npeanaraet Apyroi BapuaHT pyKOATKM. 3aKpbITyl0 Nepesapsiaky MOKHO OTKDbITb, CABUHYB NOABIKHYIO PYKOATKY 1-n 2-h 3-n
Bnepes, YTO MO3BOSISIET XVPYPrY C MOMOLLBIO OFHOA PyKM NEPEMECTUTL YCTPOUCTBO B Apyroe MecTo. [Iis CpaBHEHWsi, CLUMBATENb psal psa psa
mogenu JQ TpebyeT, 4ToBbl XUpYpr APYroii pyKoW MoTsHyn 3a pyuky Bo3spata.
. JJNiz301 Bexeso- 20 25 30 088— 150
CxemaTu4eckoe U306paxeHNe CMEHHOM KacceTbl . 300 20 8
MpsiMoit cMeHHbIN Brnok moaenu JQZ: Mpsimoit cMeHHbINn Briok moaenu JJINIZ: KOPUHHEBLI '
JJ1z302 ‘duoneTosbIit 30 35 40 150—22%
JJ1iZ303 YepHbIi 40 45 50 225—300
JJIiz4s1 TaH 20 25 30 088— 150
1IIz452 Ovoneromsiii | 30 35 40 150 — 2,25 430 a 66
JJ1IiZ453 YepHblit 40 45 50 225—300
JJIiZ601 TaH 20 25 30 088—150
Mogens JQD ¢ LiapHUpHBIM CMEHHBIM 1112602 duoneTosbiii | 3,0 35 40 150—225 600 232 0
Grokom: JJ1iZ603 YepHbiit 40 45 50 225— 30
Mopenb cmeHHoi kacceTsl: JJIID WapHUpHas CMeHHas kacceTa
BapuaHt BbicoTa OTKpbITON CkOGbI [AvanasoH Anvna nuein | Anusa cmenHoii |Konnuyect
> CMEHHO Liset (0,2 MM, 1 psip: TONLLUVHBI CcKpennexns KacceTb! BO CKOB
i/ ) I kacceTbl KaPTPUIKE | g0 ot K HUN pesa, TKaHen (£ 2,0 mm) (5,0 Mmm)
2/ (xom) 3 pA: yAaneHHBIil OT NUHUN (Mm)
1. KapTpumpxk: ¢ AByMst TPOWHBIMM psiAamu ckob; 2. YnopHas YacTk: npuaaet ckobam copmy Gyksbl «B»; 3. [lepxatens pesa)
KapTPUIXKA: YAEPKMBAET KAPTPUIK; 4. VIHAMKATOP MOMOXEHUS HOXA: YKa3biBAET NOMOKEHIE HOXa; 1"
5. allMTHas HakmaKa LITOKA: 3aLLMLIAET MexaHIeckme AeTan. 331D301 Boxemo 20 25 30 06— 150
KOPU4HEBBIA 300 202 48
JIID302 Duoneromsiii | 30 35 40 150— 225
D303 YepHbiit 40 45 50 225300
JJIID451 Tau 20 25 30 088—150
ID452 | ouonerossiii | 30 35 40 150225 430 a7 66
1IID453 UepHbin 40 45 50 225— 300
D601 TaH 20 25 30 088— 150
JJIID602 Ovonetossiii | 30 35 40 150225 600 232 %0
JJIiD603 YepHbIi 40 45 50 225—300




ma

CKoBbl U3roTOBNEHBI U3 TUTaHa WM TUTaHoBoro cnnasa Ti-3AI-2.5V.

MpeaynpexaeHusi N Mepbl NPEAOCTOPOXHOCTN

YCTPOACTBO NpeaHasHayeHo Ans WCTONb30BAHMS XMPYPramy, WMEIOLMMA COOTBETCTBYIOLLYIO MOATOTOBKY M 3HAaKOMbIMA C
OTKPbITIMM 1 1TaMapOCKONMHYECKIMM TEXHIKaMM.

Mepez, 11060/ NPOLIEAYPON XVIPYPIv AOIDKHbI NPOHMTATE 1 TLUATESIEHO CRIGA0BATE AaHHOM MHCTPYKUMN MO MPUMEHEHMIO, O3HAKOMMUTLCS
C MeOULIMHCKOW NUTEPaTypon, KacatoLLeNCs TEXHUK, OCTIOKHEHW 1 ONacHoCTel, a Takke XOPOLLO 3HaTb CTPYKTYpbl B MecTe
npeanonaraemMoro ClUMBaHus 1 BOKpYr Hero. He ncnonbayiTe yCTPOCTBO B Cryyasix, KOraa Nocne ero npuMeHeHUsi HEBO3MOXHO
BW3yanbHO NPOBEPUTL aAeKBAaTHOCTb reMocTasa.

PaccMoTpuTe ipyr1e BapuaHTbl, €CM TKaHI NaLMEHTa OTEUHbIe (HaNOMHEHHBIE XUAKOCTLI0), PhIXTIbIE (TKaHN, KOTOpbIE, Kak YKa3aHO
Ha caitel , paspbiBaIOTCS, PPATMEHTUPYIOTCS MM KDOBOTOMET MPW NIETKOM MaribipoBaHN Ui MaHUNYALWEX), HEKpOTIHECKYe
(MepTBble TKaHW) WM, KaK yKasaHO Ha caiiTe, NOABepranvchb NPefonepaLvoHHON XMuUoTepanii Ui nyyesoi Tepanuul
MOCKOTTbKY CKODbI MOTYT GbiTh MEHee HafleXHbIMM [1s 3aKpbITVS TKAHEN. VICronb3osaHme B Takix CriyHasix MOXET NPUBECT K
yTeuke WM KPOBOTEHYEHMIO B 0BNMacTW NMHMW CKPenmeHus ckobamu, yBenuu4eHuio MpOAOSTKUTENBHOCTM onepaumn unn
BOCNANUTENLHON PeaKLMM.

YCTPOICTBO ynakoBaHO M CTEpUNN30BaHO aTurneHokeuaom (EO) ans vucronb3oBaHMA Torbko B ofHoi mpoueaype. Mepen
UCMOMnb30BaHeM MpoBEpLTE  LIENOCTHOCTL  CTepUnbHOW ynakoskvl . Ecnv ynakoBka He 3anevaTtaHa, BbibpockTe ee.
Vicronb3oBaH1e He3areyaTaHHOro YCTPOICTBA MOXET MPUBECTW K Mepejaye NaToreHoB, 3apakeHWio nauueHTa,
VHDEKLIMI N BOCTIAMNEHNIO.

° Mepen vcnonb3oBaH1eM NPoBEPbTE CPOK OAHOCTM U BbIGPOCLTE YCTPOWCTBO, €CMN CPOK FOAHOCTU MCTEK. Mcnonb3oBaHue
b BC

MPOCPOYEHHOTO YCTPOCTBA MOXET NPUBECTY K Nepesjaye NaToreHos, nauvenTa,

MepepaGoTka, MOBTOPHasH CTEPUIN3ALIVS UMK MOBTOPHOE WCTIOMNb30BaHIE OHOPA30BOrO YCTPOWCTBA MOXET MOBPEANTH €ro
CTPYKTYPHYIO LIeNIOCTHOCTb, CO3aTh PUCK 3apaeHIs/NepekpecTHONO 3apaxeHins nawmenTal , NpuBecTy K Tpaeme, 3abonesaHmio unm
Aaxe cMepTyn naumenTal .

° TwarenbHO OLeHNTE TOMNLLMHY TKaH. IMeiiTe B Hanuumn pasniiHble pasveps! ckob 1 Boibupaiite NnoaxoasiumMii pasvep Ans tina u

TONUWWHLI TKaHW. CIMLWKOM TOMNCTas WM TOHKas TKaHb MOXET NPUBECTM K HEAOMYCTMMOMY (hOPMMPOBAHWIO CKOB, YTO MOXET
MPVBECTU K yTEUKE MO NMNHIN CKOG, KDOBOTEHEHMIO NN YBEMNUHEHWIO NPOAOIKUTENBHOCTM onepauuu. |

He nbiTaiiTech CHUMATD 3aLLMTHBIA KONMAYOK, Noka 3apsaKa He ByAEeT NPaBubHO YCTaHOBNEHa B CTennep.

Mepen 3arpyskoi Unn pasrpy3koi GpaHLK BCeraa A0MkHbI GbiTh YCTAHOBMEHB! B OTKPLITOE NoroxeHue. Kpome Toro, anst
wapH1pHbIX 3apsigos JQD unm JJIID GpaHwm [omkHbI GbiTb NapannenbHb! WTOKY (HeidTparbHoe nonoxenue). MonbiTka
3arpy3nTb/pasrpysuTe  3apsia G 3aKpbiTbIMA WM WAPHWPHBIMA  YEIOCTAMM  MOXET  MOBPeaNTb  MexaHuam
3arpy3KW/pa3rpyaKki 1 GienaT MHOFOKPATHYIO Mepe3apsiziky HEBO3MOXHON.

Mepen BBEAEHNEM ClUMBATEN B TPOAKAP UMM Pa3pe3 BCETAA BLINONHANTE LMKN 3aKPbITUA-OTKPLITUS GpaHLL, YToGbl YGeauTsCcs B
npaBUrbHON 3arpy3ke U CPaBaTLIBAHNM 3KMMHOTO MeXaHU3Ma.

lMepen BBEAEHVEM WM M3BTIEYEHMEM CLUMBAIOLLETO annapara 13 Tpoakapa M paspeaa GpaHLLIM [OMKHLI BCEr1a HaXouTbes B
3aKpbITOM MONOXEHUN . KDOME TO[O, LIapHUPHbIE MOAenu AO0MKHbI HAaxoaAUTbCA B HEUTPANbHOM NONOXEHUW. HeCI'IgCOGHOCTb
YCTaHoBUTL GpaHLUIA B 3aKpbITOEe HeUTparnbHOe NoNoXeHne NPUBEAET K 3aTPyAHEHUIO BBEAEHUS N U3BMeYeHns YCTPOUCTBa .

151 Nepesapsiak LWapHPHBIX MEXaHI3MOB BCET1a UCTIONb3yVATE NOBOPOTHIN PETYNISTOP CLUMBATENS, YTOGbI PerynpoBath yron
wapHvpa. He npunaraiite npamMoe ycurie Ha GpaHLUM, Tak Kak 3TO MOXET MOBPE/MTL LWAPHVPHBIA MEXaHIaM 1 3aTPyAHUTL Wi
[flaxe cenaTb HEeBO3MOXHOM Pasrpy3ky 6e3 NoBPEXAEHS CLUVBATENS.

YnopHast YacTb0MKHa MOMHOCTLIO MPOATI MAMO TPOakapa (ECTI MCMOMNL3yeTCs Tpoakap) Neper; OTKPLITEM 3apsiia B NONocTu
Tena.

PasmelleHre TKaHW MPOKCUMANbHO MO OTHOWEHMIO K OrpaHMYMTEnsM TKaHW (Ha 3apsae) MOXeT npuBecTn K
HeycnpaBHOCTY clumBaTens. J1io6as TkaHb, BbIXOASLLAs 3a YEPHYIO NMNHUIO «pa3pesar Ha 3apsje, He byaeT nepeceyeHa,
BCA TKaHb, PaCrioNoXeHHas BHYTPU NMHIK «pa3pesay, byneT nepeceyeHa.

Mpu ycTaHoBKe CluvBaloLLero annapata B MeCTe NpUMeHeHNs y6eanTeck, YTo B 3aXUMax HeT NPenaTCTBUNA, Takux Kak
CKoBbl, CTEHTbl, NpdBOAHMKM W T. . [MpwkumaHue K MpensTcTBUIO MOXET MPUBECTU K HErONHOMY paspesaHuio,
HenpaBurbHOMY (hOPMMPOBaHMIO CKOG WU HEBO3MOXHOCTMA OTKPbITh 32KMMbI, YTO MOXET Bbi3BaTb YTEUKY MO NMHWM
CLUMBAHWSA, KPOBOTEYEHME N YBENYEHNE NPOLOIMKMTENBHOCTY OnepaLini.

Mepen 3akpbiem GpaHil yGeanTeCh, YTO TKaHb NEXMT POBHO M PaBHOMEPHO pacripedernieHa B npeaenax oGnactu
ClUMBaHWS. «CKOMKaH1ey TKaHV MOXET MPMBECTY K AechopMaLii1 CkOG, MIOXOMY reMoCTasy U/vMn yTeuke.

Bcerda MOMHOCTLIO BbICTpenuBaiTe nepesapsiaky. HenomHbii BbICTPEN MPUBOAWT K HEMOMHOMY paspesy u/vnu
niechopmaLIn CKOBI, HTO MOXET MPVBECTY K MIIOXOMY reMOCTady WWni yTedke.

YCTPOICTBO OCHALLIEHO NPeAOXPaHUTENbHOM BIOKMPOBKOI, NpeaoTBpaLLatoLLel NOBTOPHLIA BbICTPEN NYCTOR UMK HacTU4HO
MCrOMb30BaHHON 3apsIKOW. He MbiTaiiTeck 0GOMTY MPEIOXPaHTENbHYIO GIOKVPOBKY, Tak Kak 3TO NPUBEAET K HEMCTPaBHOCTM
ycTpoicTBa.

ECr 3a)AMHOI NV 3aMyCKalOLLNA MexaH13M He paboTaeT (YpesMepHoe COMPOTHBIIEHVE), He NPOAOIDKalTe onepauyio. CHuMUTe
1 TWATENbHO NPOBEPLTE KOHCTPYKUMIO CTENmnepa-3apsaHoro YCTPOUCTBa, Criefys MHCTPYKLMM NO aKcnryaTauuu. [MpumeHeHve
Ype3MEPHOI CTTbl MOKET NPUBECTM K NOBPEXIEHIO YCTPOVICTBA, TPaBMam Uri NOBPEXAEHMIO TKaHE.

lMocre BbICTpena 1 M3BMeYeHns yCTpoiicTBa BCEraa NPOBEPATE NMHUIO CKPEMIIEHNS U OKPYXaloLLyio 0BnacTb Ha npeamet
repMeTUYHOCTY/reMOCTa3a NMHIMM aHACTOMO3a U MPABUILHOCTIA 3aKPbITUS CKOG. HesHaUUTENbHOE KPOBOTEHEHNE W YTEuKa M
GbiTb YCTPaHEHb! C_MOMOLLbIO MIEKTPOKOANYMISLIM, PY4HOTO HArNOXEHWs LBOB WM /IDYTUX MOAXOAAMX MeTofos. [loGoi
clmsaTenb cepun JQ MOXHO nepesapskaTh 1 3anyckaTb A0 25 pas.

YTUIM3NpyATe BCE BCKPbITbIE YCTPOWCTBA, HE3ABUCMMO OT TOrO, Gbini NM_OHW MCMONb30BaHbI MMM HET. YCTPOWCTBa, KoTopble
BCTYNaIOT B KOHTaKT C BUOMOrMYECKV MM XUAKOCTAMM, TpeByIoT crieumanbHOI yTUn3alvm Ans NpeaoTepalLeHis Gronoruyeckoro
3arpsisHeHIs, HeobxoaMMOo cobnioaaTk COOTBETCTBYIOLLIME MECTHBIE MpaBusia.

MmnnaHtupyemble ckobbl sensiotcs MR-coBMecTUMBIMK, cM. pasaen «MHdopmauuns no 6esonacHoctit npu MPT» ans nonyqeHns
Gonee noapobHoi MHpopMaLK.

WHCTPpYKUMM NO NpMMeHEeHUIo
Mepen ucnonssosanuem

1.
2.
3.
4.

Tu.\aTeano OLEHUTE ANMHY U TONWKUHY ynanﬂemoﬁ TKaHu, 3atem EblﬁepMTe OfHY UNN HECKONbKO CMEHHbIX KacceT C
COOTBETCTBYHOLLVIMI pasmepamit ckob 13 Tabnnubl B pagaene «TeXHIHECKM e XapakTepycTVKA BapaHTOB CMEHHBbIX KacceTk»

TMpoBepbTe LIeNOCTHOCTL CTEPUITLHOTO Gapbepa yrakoBky 1 CPOK FOAHOCTY YCTpoiicTBa. He vcronbayiiTe ycTpoiicTsa ¢
NoBpeXaeHHbIM CTEPUbHbIM GapbepOM WA C UCTEKLLUM CPOKOM MOAHOCTW.

OTKpoiiTe GNIMCTEPHYIO YNakoBKy CTENepa, ybeamnTecs, YTo YepHas BO3BPaTHas PYKOATKa Ha CTEmNIepe MofHOCTLIO OTTSHyTa
Ha3al, @ IOBOPOTHIN PEryNATOp HaXOAWTCS B HETPAITLHOM MOMOXEHUM.

OTkpoiiTe GNMCTEPHYIO yNakoBKy CO CMEHHO KacceTow, Y6eauTech, YTO 3aKnMbl HaXO[ATCS B OTKPLITOM MOMOXEHUH, @ 3aLLNTHBIA
KONNa4ok ocTaeTcst 3akaTbiM. BeiGpockTe 3apsi/Ky, €Crv Konnayok He HaxoamTCs Ha MecTe.

3arpy3ka CMeHHOM KacceTb!

5.

Bo
8.

10.

CosmectuTe uHaukatop «LOAD» Ha 3apsae ¢ uiavkatopom «LOAD» Ha TOKY cTensiepa, BCTaBbTe 3apsf B LWTMAT cTennepa u
TOBEPHUTE €r0 MO YacoBOV CTPErke Ha 45° OTHOCUTENIbHO CTennepa, YTOObI 3apsa 3adhMKCMPOLLTOKCA Ha MecTe i
pasgancs CriblMMbIA Lienyok. He cxuMaiiTe NOABWXHYIO Pydky BO BPEMs 3apsikaHusi UMW [0 CHATUS 3alLMTHOrO
Konnaka.

CH/MMTE 3aLLMTHBIA KONNaYoK 3aps/HOro YCTPOICTBa, yoeanTech B HanuumMmi Boex ckob.

BbIMOMHATE LK 3aKPbITI ITUS, YTOGbI WThCA B MPaBWIBHOM 3arpy3ke: OVH Pa3 COMMMTE MOABIDKHYIO PYUKY, HTOGbI
3aKpbiTb ryOKM, 3aTeM MOTSHWTE Hasaj_4epHylo KHOMKy BO3BpaTa, YTODbI OTKpbITb rybku. [ns crennepos momenu JQII
[IOMONHUTENBHBIM CrIOCOGOM OTKPBITUS TYGOK SIBNISIETCA HaXaT/e NOABIKHOM PYUKM Briepes.

BPEMSs UCNONb30BaHUsA

Bakpoiite 6paHLUK, yBeanTecs, YTO pbiyar apTUKyNALMM HAXOAUTCS B HEIATPAbHOM MOMOXEHN, 1 BCTaBbTE YCTPOIACTBO B
Tpoakap noaxogsiuero paamepa. Mpumeyarue: 3eneHbin JQ reload (4,8 mm) v vepHbiit JJII reload ( 4,014,5/5,0 MM) omkHb
BCTaBNATLCA 4Yepe3 15-MMNNMMETPOBYI0 BTYNIKY Tpoakapa (unu Gomee KpymHylo C KOHBEpPTEpoM), B TO BpeMs Kak apyrvie
CMeHHbIe Ka(x;erbl npeaHa3HadeHbl Ans BBENeHUs Yepes 12-MUnnMMEeTPOBYIo BTYSIKy Tpoakapa (M Goree KpyrHyio ¢
KOHBEPTEpOM).

lMocne BBEAEGHMA B NONOCTL Tena y6eanTech, YTO YNopHas YacTbrONHOCTLIO BuaHa. OTKpoiiTe GpaHLLM, NOTAHYB Hasaf
YepHylo KHOMKy BO3BpAaTa (HE CXKWMasi Mpu 3TOM TMOABWKHYKO PyuKy). Mpu HEOOXOAMMOCTU MCMOMb3yiATe KOSibLO Anst
noBopoTa LToka Ha 360° U (Ans WapHUPHOTO nepesapshkaHus) pbiuar Ans NoBopoTa nepesapskadus fo 45° B nobom

11.

12.

Mepesapsiika NPUBEAET K HEMOMHOMY pa3pedy Wi AedopMaLim ckoBbl, YTO MOXET Bbi3BaTb MIOXYIO reMOCTady v/mnu
yTeuUKy.

Mocre nomnHoro BbiCTpena nepesapshkeHHOro YCTPOWCTBa pekoMeHAyeTcA AepaTb GpaHLuM 3akpbiTbiMM W NoAoXAaTb He
MeHee 15 cekyHA. erpoﬁne GpaHLUK, MONHOCTLIO MOTAHYB Ha3aj YepHylo KHOMKY Bo3BpaTa. AKkypaTHO W3BMekMTe
YCTPOWCTBO W3 TKaHW, 3akpoiiTe BpaHLLK, yBeanTech, 4TO NOBOPOTHbIN PErYNSITOP HAXOAUTCS B HEMTParibHOM MOMOXeHW, 1
M3BMeK1Te yCTPOVCTBO M3 MOMoCTH Tena.

BHAMATENEHO OCMOTPUTE NIHMIO  CKPEMNEHMs, 4TOBbl YBEAUTBCA B MPaBUIbHOM (HOPMMPOBAHWM CKOG 1 remocrase.
HesHaunTenbHoe KPOBOTEUEHME MMM YTENKa KDOBM MOTYT GbiTb YCTPaHEHb! G MOMOLLHO AMEKTPOKOAMy ALK, PYHHOTO HaNOXeHus
LBa UM APYrX NOAXOAALMX METOAO0B.

Pasrpyska cmeHHoW KacceTbl

13. Y6enurecs, uto BpaHLM OTKPLITLI 1 HAXOAATCA B HeTparnbHOM nonoxeHun. Haxmute kHonky « UNLOAD» (Pasrpyska) B

HanpaBneHni K CLUMBAIOLLIEMY annapaTy, NOBEpHITE 3apsiAHYI0 KAacCeTy NPOTUB YaCoBOM CTPENKA Ha 45° 1 CHAMUTE ee C LUToKa
CLUMBAIOLLEro annapata.

14. DononnnTenshbie nepesapsasl (10 25 pas B 06lLel CIOXHOCTH) MOTYT 6biTb 3aTeM 3arpyKeHbl 1 Npou3BeaeHbl B pamKkax OaHOR

npoueaypsl. MpenoxpaHnTensHas GrioKMpoBKa NpeaoTBpaLLaeT MOBTOPHbIV BLICTPEN W3 NycToro nepesapsaa. He nbimairecs
0BOWUTU NPeAOXpPaHUTENBHYIO BNOKUPOBKY.

KnuHuyeckue npenmyliecTea

inTpOﬁCTBO 0BeCreumBaeT BO3MOXKHOCTL npoBeaeHUst MUHUMarbHO
onepaumm n s . M

ornepaumin ¢ /i KPOBOMOTEpEeN BO Bpems
paspesbl NPUBOAST K MeHbLUEMY KOnudecTsy ek B obnacTu paspesa,

Bonee KOpPOTKOMY nepuofy BOCCTaHOBMEHUS, MeHbLLUen I'IOCJ'IeOI'IepaLlVIOHHOI;I Bonu 1 MeHbLLIMM pyouam.
HexenaTtenbHble No6o4HbIe 3P EKTLI/OCTaTOYHbIE PUCKK
HexenarenbHble No6o4HbIE meKTbl W PUCKK, CBAI3aHHbIE C UCMONb3oBaHNEM ychoﬁcTBa, aHanorM4Hbl TeM, KOTOpble CBA3aHbl C

XMPYPrYECKMM CLUMBAHVEM U IDYTMI METOAAMM HANOXEHs LLIBOB: BOMOXHAS

Ka, VH(peKLMs), KPOBOTEYEHwe, reMaroma,

CTPUKTYpa, abCLEcC, 538, MPbbKa, NOBTOPHAsH ONepaLys, Nepexoz K OTKPLITON XUPYPru1, CMepTb, PEChIloKC, NHEBMOHIS, Gorb,
anneprus, NaHKPeaTUT, KULLIEYHas HEMpOXOANMOCTb, 3aAepXKKka OMOPOXHEHMS Kenyaka, nepdopalys, pBoTa, BbIMOT, CBY,
3MNUEMa, PELNAMB, XANOTOPAKC, MHCYNbT, OCTPbIV PECTMPATOPHbIA ANCTPECC-CUHAPOM, MEpexoq, MOBTOPHas rocruTanusaLys,
eryA04HO-KMLLIEYHASt AMCCHYHKLVS. MOMb30BaATENM [OMKHBI MHCDOPMIUPOBAT NALIMEHTOB 06 3THX PUCKAX.

& MPT

] [
Crkobbl sBnatoTcs MP-CoBMECTUMBIMM.

[ns MP-1ccrienosaHmii BCero Tera: YeroBex C MMMaHTPOBaHHbIMM ckobamu MOXeT 6e30nacHo MPOXOAUTL CkaHWpOBaHMe B MtoBoi
yacvi Tena npu 3,0 T npu cobrioieHnm crieayoLLyx ycrosii. HecobriioaeHiie 3Tux ycrioBiini MOXeT NpUBECTW K TpaBMam.

Cratiyeckoe marHuTHoe none (BO) He Gonee 3,0 T;

MakcumanbHo JoNyCTUMOE NPOCTPAHCTBEHHOE rPaaUEeHTHOE MarHMTHoe none (e B) coctaensier 30 T/m (3000 rayccos/cm);
MarHuUTHbI MHAYLMPOBAHHBI MOMEHT MEHbLLE, YEM rPaBUTALMOHHBI MOMEHT B XyALWEM Cy4ae;

B cucremax MPT 3.0T unm 1.5T cpeaHsisi yaenbHas MOLLHOCTb nornoLueHnsi (SAR) Anst BCero Tena He npesbiwaet 2 Br/kr,

BO3AENCTBIME PAANOYACTOTHONO M3NYYEHUS HEe NPEBBLILLAET 15 MUHYT;
WHcbopmaums 06 apTedakrax: obpasel| Bbl3biBaeT apTedaktsl pasmepom Ao 3,8 mm B cucteme MPT 30 Twn 3,2 v B
1,5T MP-cucTeme.

YnakoBka
YCTPOICTBO yNakoBaHo B CTEPHIbHYI0 GIMCTEPHYIO KOPOGKy 1 GyMakHYI0 KOPOGKY.

Cpok rogHoCcTH
(CpOK rofIHOCTU YCTPOVICTBA COCTARNSET 5 neT.

[ata npoussoactsa Cm.
BTUKETKY Ha yraKOBKe.

Ycnoeus xpaHeHusi n o6palieHuns

Temnepatyp Bbiwe 30

HVTb MPY KOMHATHO Temneparype, usberatb AMTErNbHOM BO3AENCTBIA NOBbILUEHHbIX Temme) . He nogseprars BO3/EACTBUIO
°C umm Hwke 10 °C, He nopeepraTb BO3ZENCTBUIO BnaxHoCTU Boiwe 70 % unu Huke 35 %. OBpalyatbes ¢

OCTOPOXHOCTBIO, HE LITabenpoBaTh 1 He YKNa/ibiBaTh Ha MOfA0H.
MeTog cTepunusauum

CTepunmusaums sTUneHoKeHaoM

C

onp TBUSAX

O niobbix CepbesHbIX MHLMAEHTAX, CBA3AHHBIX C YCTPOICTBOM, CrieayeT coobLuaT NPOMSBOANTENHO 1 KOMNETEHTHOMY OpraHy
CTpaHbl, B KOTOPOW NPOXVBAET MONb30BaTENb WM NALMEHT.

KpaTkoe

XapakTepucTuk (SSCP)

SSCP fiocTynHo B eBponelickon 6a3se faHHbIX N0 Mel:lMLMHCKMMhVISIIlE/HMRM (Eudamed)v Mcnonbayme 6a3osbiit UDI-DI
ite: htty

69492989L.S0001W5, 4To6bl HaiiTi YCTPONCTBO Ha BEG:

ps:/lec.europa.et

Onucanuve cumeona

[lara warotoaneus MpovssoauTens

il

KatanoxHiit Homep YnonHomoyeHHslit NpeacTasuTens

Kog naptuu C c
P O[HOKOMMOHEHTHas CTepuUnbHast
YHUKanbHbIA AEHTUdMKATOP o i GapbepHas cucTema C BHELLHE 3aLLUUTHO
MeguumHekoro usaenus (YVIM3) et ynakoBKon

Mepuuuickoe usnenve OpHopa3osas cTepubHas GapbepHas cucTema

CpoKrogHocTH He nojepraTh NOBTOPHO/ CTEpMIA3ALMM

He ucnonb3osaTb NOBTOPHO

Mpenynpexaenne

C MHCT i no npi Wi He ucnons308ats, ecnvt ynakoska nospexieHa, u
ANEKTPOHHOI VHCTPYKLMEV MO MPUMEHEHIIO ¢ o

Bepxnuit npeien Temnepatype! Bepeub 0T CONHENHOM caeTa

Xpynkwit, oBpaLiaiiTech 0CTOPOKHO XpaHuTs B CyXom MecTe

YcnosHo cosmecTm ¢ MPT
Ol'paHMHEHME 0 BNaXHOCTH

B>

oY e it =1 = LIC IR

HanpaBsneHuu. PacnonoxuTe yCTPOACTBO MOMepek LieneBov TKaHW, YOeauTeCk, YTO TKaHb, MOANEXALlasi NepeceyeHmio, Nexut
POBHO 11 PaBHOMEPHO, 63 NPENATCTBMIA BHYTPU GPaHLL. 3aKpOiTe OPaHLIM, MOHOCTBIO CKAB NOLBUKHYIO PyuKy. P cst
nopoxaats He MeHee 15 CeKyHA nepeq BbICTPENioM. BpaHLUM YCTPONCTBA MOXHO NEPEMECTUTL Ha TKaHW Nepes BbICTPENoM,
NOTSHYB Ha3a/ YePHYIO KHOMKY BO3BPATa, YTOBbI OTKPbITH GpaHLLIM.

HaxmuTe 3eneHyio KHoMKy 6e30MacHOCT, NOSIHOCTBIO COXMMTE MOABIKHYIO PY|KY U MOBTOPUTE HECKOMBKO Pas,

n0Ka UHVKATOP MOTOXKEHNS HOXaA HE [JOCTUTHET AVCTAITbHOMO KOHLIA, YTOGk! MOMHOCTLIO BLICTPENNTH

nepesapsiaky. OBLLee KoNMYeCTBO CKaTUS 3aBUCUT OT ANWHbI Nepesapsakut (30 MM, 45 M unmn 60 Mm).
HeBo3MOXHOCTb NOMHOrO BbiCTpena

000 «[Ixvarrcy BpaiitHec Meavkan [lesaricnen

3naHve 1, 3-it aTax 3ganus 3, 2-i, 3-i, 5-it aTaxm 3gaHus 5 v komHata 7-3 3fanus 7,
Ne 66, l'exyaH Poya, 30Ha 3KOHOMUYECKOrO pa3BuTUs [KOHIMOY, YaHbaxoy,

213000 Liscy, KHP

C€

0344

«Jleny Meaukan (KOpon) Koonepatud Y.A.»

Bynbeap Abe JleHctpa 36, 8448 JB XepeHseH, Huaepnarabl Homep pepakumn. A/l, 2025-02-13
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Disposable Linear Cutter Staplers and Reloads
Instruction for Use
[Product Name] Disposable Linear Cutter Staplers and Reloads
[Product specification] QAB60(80 * 100) 2(3 * 4) ; Cartridge: QB60(80 ~ 100) 2(3 * 4)

[ Main Technical Information ]

Material: Staple: TA1,TA2, Anvil: 06Cr19Ni10 stainless steel, Cutter: 6Cr13 stainless steel, Handle, Releasing
Button: ABS.

Capability: The quality disposable Linear cutter is able to provide good performance of cutting and suturing, the
sutured tissue is allowed under pressure of more than 3.6Kpa without leaking and tearing appearing. Clear scale
mark should be presented on the instrument, and its retractable handle can open and close flexibly. Its safety lock
can secure from mis-firing, ensure to provide safe performance. The products is sterilized and can be used directly
after unpacking.

Instrument Description
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1 Releasing Button 2 Retractable handle 3 Trigger 4 Cartridge Rack
5.Cartridge 6 Scalpel 7 Anvil 8.Anvil Handle 9.Staple

Remarks: 1pcs cartridge is along with each Disposable Linear Cutter as standard kit when delivery.

[Application] Applied for gastrointestinal and pulmonary surgery.

[Instruction for Use]

1.After Press the Trigger to open the retractable handle, separate the cutting cartridge and anvil, and then remove
the protector from the cartridge gently.

2. Place tissue between cutting assembly and anvil, then press the retractable handle to the locked the part( Note:
The” Click” sound will be heard after the retractable handle press completely in place).

3. Carry the disposable linear cutter with one hand while press&push forward the releasing button gently to fire
position by thumb and index finger of another hand.(The frictional force is not so obvious when the cutting haven’t
acted). And then keep push toward the releasing button completely to end position. (The frictional force increase
when push the trigger that means transection and suturing acting to the tissue). According to the operation habits,
push forward one side releasing button from initial fire position to select being fired by left hand or right hand.

4. Don't lift and pull the instrument immediately after withdraw the releasing button to initial position. The

instrument should only be taken out after separate the cutting assembly and the anvil.



5. Replace the cartridge: withdraw the releasing button completely and press the trigger to open the retractable

handle. And the replace the new cartridge to continue the surgery operation.

[Warning and Precautions ]

(. The user should only be qualified surgeon.

@. The disposable linear cutter is only for single use, adopt ethylene oxide sterilization, sterilized and sealed
package when delivery,marked the warnings of [sTerLEEd| , ® , date of sterilization, and damaged
package is prohibited from using on the package box.

®. According to the surgery need,1 to 3pcs cutting cartridges is required to one surgery.

@. Check the seal integrity of package before use, damaged package and over the period of valid shall be
prohibited from using.

®. If the instrument is found rusted before use, it shall be prohibited strictly from using.

®. Please destroy after use according to regulation.

[Storage] Instrument should be placed in ventilated, dry and non-corrosive indoor environment, and prevent it

from being crushed, worn and impacted.

d Jiangsu Brightness Medical Devices Co., Ltd
Address: Building 1, the 3rd floor of Building 3, the 2nd, 3rd, 5th floor of Building 5 & Room 7-3 of
Building 7, No.66, Hehuan Road, Zhonglou Economic Development Area, Changzhou, 213000
Jiangsu, P.R. China
Tel: +86-519-83908835 Fax: +86-519-83908831

Lepu Medical (Europe) Cooperatief U.A. c € 0197

Address: Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The Netherlands
Tel.: +31-515 573399 Fax: +31-515 760020
Date of issue:13.02.2025 Revision no:A/1



AnnapaTt cluMBarOLWNN FIMHEUHBIU C HOXXOM

OAHOPa30BbIN U KacceTbl CMEeHHbIe K annapaTy
clumBaroLweMy JIMHEMHOMY C HOXXOM

MHCTpYKLIMﬂ no NnpuMeHeHunr

[HassaHue npoaykTal Annapar cCLUMBAIOLLMIA NIMHENHBINA C HOXXOM O[HOPA30BbIN 1 KACCEeThbl CMEHHbIE K annapaTy
CLUMBAIOLLIEMY NTMHENHOMY C HOXOM

[Cneundmkaumnsa npogykral] QAB60(80\100) 2(3\4); KapTpuok: QB60(8\100) 2(3\4)
[OcHoBHas TexHuueckasn nHdopmaums]

Matepuan: ckobbl: TAL, TA2, ynopHas 4YacTb: HepxasetoLas ctanb 06Cr19Ni10, pesak:
HepxxaBetowasa ctanb 6Crl3, pykosiTka, KHoMnka cnycka: ABS.

Bo3amoxxHOCTU: KaueCcTBEHHbIM annapaTt CLUMBALLNA NIMHENHBIN C HOXXOM O4HOPa30BLIN obecrnevnBaeT
XOPOLLYH NPON3BOAMTENBHOCTb NP paspe3aHun U HanoXXeHnn LBOB, CLUMTasi TKaHb BblAEpXXMBaeT
naBneHue bonee 3,6 klNa 6e3 yTeuek n pa3pbiBOB. Ha MHCTpyMeHTe OormkHa ObITb YeTkas Lwkana, a ero
BblABWXHAsA PyKOSiTKa AOJPKHA rMOKO OTKpbIBATbLCS U 3aKpbiBaTbCs. [peaoxpaHnTens 3alimwaeT ot
HenpegHamepeHHoro cpabaTbiBaHMs 1 obecneunBaeT 6e3onacHyto paboTy. [poaykT cTepunm3osaH u
MOXET UCNONb30BaTbCA Cpa3y Nocne pacnakoBKy.

OnucaHue MHCTpPyMeHTa
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1. KHonka cnycka

2. BoigBkHasa pykosiTka 3. Kypok
4. NepxaTenb kapTpuaxa 5. Kaptpumx

6. Ckanbnens 7. YnopHas 4acTb

8. PykosiTka ynopHoii 4actu 9. Ckoba

anIMeLIaHI/IFlZ 1 Wwr. KapTpugxa BXxoguT B CTaHﬂapTHbIVI KOMMJEKT NMOCTaBKM KaXXAoro annaparta clumeatrouiero
NMHENHOro ¢ HOXXOM OAHOPAa30BOro.

[MpumeHeHnune] MpumeHseTca B xenyqoUHO-KULLIEYHOW U NETOYHON XMPYPIUM.

[MHcTpyKUMA no npumeHeHuio]

1.MNocne HaxaTtusa Ha CI'IyCKOBOVI KPHO4YOK, 4YTOObI OTKPbITb BblABMXHYIO PYYKY, OTOENUTE pe>|<yu.|,vu71

KapTpuaX U HaKOWTOKbHIO, a 3aTeéM OCTOPOXXHO CHUMUTE 3alLUNTHLIN KOXYX C KapTpumxa.

2. lMomecTuTe TKaHb Mexay pexywum y3nom u yI'IOpHOI7I 4YacCTblOK, 3aTeéM HaXXMUTE Ha BblABUXHYHO

py4Ky, 4TObbI 3acbmkenpoBaTth getanb (MpMMeYaHune: nocre MOoSHOro HaXaTus Ha BbIABWXHYIO PYYKY
pasgacTcs Wernyok).

3. Oepxwnte annapat CLUMBAOLLMIA NMMHENHBIA C HOXXOM OHOPA30BbIN OOHOW PYKOW, a ApYron pykon



GonbWNM 1 yKka3aTenbHbIM NanbLamMy OCTOPOXHO HaXMWUTE U COBMHbTE Bnepes KHOMKY Chycka B
nonoxeHve cTpenbbbl (Cnna TpeHWs He Tak 3amMeTHa, Korga pesak elle He 3aeCTBOBaH). 3atemM
NpoaoSKaNTE HAXXMMAaTb Ha KHOMKY Crycka 40 KOHEYHOro nonoxeHus. (Cuna TpeHus yBenmynBaeTcs
MpW HaXkaTun Ha CNYCKOBOW KPHOYOK, YTO O3HAYaeT nepepesky u clumBaHue TkaHu). B cootBeTcTBUM C
npvBblYKamMn paboTbl, HAXKMUTE Ha OAHY M3 BOKOBLIX KHOMOK Crycka M3 Ha4arbHOro NOJIOXKEHUS,
4yTO6bI BbIGPATL CNYCK JIEBOWN NN NPABON PYKOW.

4. He nogHvumanTe N He TAHUTE MHCTPYMEHT Cpa3y Nocre BO3BPAaLLEHMS KHOMKKN CrycKa B

NCXOOHOE NnonoxeHne. MHCTpYMeHT criegyeT n3BfnekaTb TONbKO NOCIe OTAENEHNsT PeXYLLEro

y3na v ynopHOM 4YacTu.



5. 3amMeHWUTe KapTPUIK: MOJIHOCTbIO OTMYCTUTE KHOMKY CMycKa U HaXKMUTE Ha CMYCKOBOW KPIOYOK,
YTOObI OTKPbITb BbIABWKHYIO PYKOATKY. 3aTeM YCTaHOBUTE HOBbIV KapTpuaXK, YToBbl NPOAoIKNUTE

onepauuio.
[Npeaynpexaexne u mepbi npegoctopoxHocTH]

(1. Monb3oBaTtenem A0MKEH BbITb TOMBKO KLLITOKUGULIMPOBAHHbIA XMPYPT.

@. AnnapaT CLUMBAIOLLMIA NNHENHBIN C HOXOM OJIHOPa30BbIN Pe3ak NpeaHasHa4eH TonbKO Ans
OAHOKPATHOro MCNosib30BaHUs, CTEPUNN3YETCA ATUNEHOKCUAOM. NOCTaBMISAETCS B CTEPUIIBHON U

3aneyaTaHHOMN yNakoBKe C MapKUPOBKON NpeaynpexaeHuiASTERLEEo| ® faTou
CTEPUNM3aLMN U NOBPEXAEHNAMM

NCNoNb30BaTh YMaKOBKY 3anpeLyeHo.

@. B 3aBucumocTu oT noTpebHocTen onepawmm, ons ogHon onepauun Tpebyetca ot 1 0o 3 pexyLmnx
KapTpuaxen.

(). Mepepn UCMonNb30BaHNEM NPOBEPLTE LIENOCTHOCTL YNAKOBKM, MOBPEXAEHHYIO YAKOBKY W YNakoBKy C MCTEKLIUM

CPOKOM roaHoCTun
Mcnosib3oBaThb.

(5). Ecnu nepea Mcnonb3oBaHeM 06HapyXeHO, YTO MHCTPYMEHT 3apXKaBer, ero 1Cnomnb30BaHne CTPoro
3anpeLyaeTcs.
(6). Mocne Ncnonb3oBaHMs YHUUTOXbTE B COOTBETCTBUM C NPaBuUNami.

[Xpanenue] MpubGop cnegyet xpaHnTb B NPOBETPMBAEMOM, CYXOM MOMeLLEeHUN 6e3 arpecCuBHbIX

cpen, He gonyckaTtb ero gedpopmaunu, U3Hoca 1 yaapos.

d «xunaHrcy BpanTtHec Meagukan JeBancuc»
Appec: 3gaHue 1, 3-i1 aTax 3gaHua 3, 2-1, 3-i, 5-1 aTaxn 3gaHns 5 n komHata 7-3 3gaHua 7,

Ne 66, MexyaH Poya, 3oHa akoHoOMunuyeckoro passutusa [xoHrnoy, Yanbaxoy, 213000 LisgaHcy,
KHP
Ten.: +86-519-83908835 dakc: +86-519-83908831

«Jleny Megukan (FOpon) Koonepartud Y.A.» c E 0197

Appec: bynbBap Abe JleHcTpa 36, 8448 JB XepeHBeH, HuagepnaHapl

Ten.: +31-515 573399 ®akc: +31-515 760020
Oata Bbinycka: 13.02.2025 Homep pegakuuu: A/l



Instructions for Use
Disposable Linear Cutter Staplers and Reloads

[Product Name] Disposable Linear Cutter Staplers and Reloads

[ CE certificate No] HD 60086113 0001

[Product Specification]

Instrument Cartridge Tissue Number of Cartridge

Code No. Code No. Thickness staples Color
GH553 GK553 1.5mm 56 Blue
GH554 GK554 2.0 mm 56 Green
GH753 GK753 1.5mm 76 Blue
GH754 GK754 2.0 mm 76 Green
GH1003 GKI1003 1.5 mm 100 Blue
GH1004 GKI1004 2.0 mm 100 Green

Application

Applied for gastrointestinal and pulmonary surgery. Description

Instrument Description Exploded View

3.Anvil
7.Button

1.Cartridge 2.Cartridge Housing
5.Scale 6.Handle
Instructions for Use

4 .Protector

Select instrument with blue or green cartridge according to tissue thickness.Take out the sterilize
instrument from the package, pull out active handle to divide the instrument into two parts.

remove the protector from the cartridge, place tissue between anvil and cartridge and close active handle.
Push button forward, the instrument will suture the tissue and cut it in between. Release the Stapleline
push-button to the original position, pull out active handle to divide the instrument into two. Do no retire
the instrument. Take out the sutured and cut tissue, examine the staple line for hemostasis and proper
staple closure. If hemostasis is not present, appropriate techniques should be used to achieve
hemostasis.

If there is a need to change new cartridge, release push-button to the original position and pull out active
handle. Take out the used cartridge by Lilting up the end of cartridge and reload the new one. remove the
protector from the cartridge.

The instrument is now ready for use.

Warning and Precautions

1. The instrument can be used for one patient several times, dispose it after using. Do not resterilize.

2 Cartridge is only single use.

3. The use of the instrument should only be done by well experienced surgeon.

4 Make sure to remove the protector from the cartridge before firing instrument.



Contraindication

1. Don’t use the instrument with blue cartridge on any tissue that requires excessive force to compress
to 1.5mm or on any tissue that compresses easily to below 1.5mm.

2. Don’t use the instrument with green cartridge on any tissue that requires excessive force to compress
to 2.0 mm or on any tissue that compresses easily to below 2.0mm.
Don’t use on ischemic or necrotic tissue.
Don’t use on pulmonary vessel.

Don’t use on uterine vessels.

Jiangsu Brightness Medical Devices Co., Ltd.

ADD: Building 1, the 3rd floor of Building 3, the 2nd, 3rd, 5th floor of Building 5 & Room 7-3 of Building 7,
No.66, Hehuan Road, Zhonglou Economic Development Area, Changzhou, 213000 Jiangsu, P.R. China
Tel: +86-519-83908835 Fax: +86-519-83908831
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Add: Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The Netherlands

Tel: +31-515 573399 Fax: +31-515 760020
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MHCTpYKLUMM NO NPUMEHEHUIO
Annapart cLuMBaoLWnM NMIMHENHBIN C HOXXOM OHOPAa30BbIN U KAaCCeTbl CMEHHbIE
K annaparty clumsarwowiemy J'IVIHeIZHOMy C HOXXOM
[Hassanune npoaykTal Annapat cCLUMBAIOLLNI IMHENHBIN C HOXXOM OfHOPA30BbIN U KACCEeThbl CMEHHBIE K
annapary CLUMBAIOLLEMY NIMHENHOMY C HOXOM
[CepTudmkar CE Ne] HD 60086113 0001
[Cneundmkaumsa npogykta ]

WHcTpymeHT | KapTpumpk| TkaHb Konnyectso KapTtpnox

Kopg Kop, TonwmHa ckob LiBet
GH553 GK553 1,5 Mm 56 CuHni
GH554 GK554 2,0 Mm 56 3eneHbin
GH753 GK753 1,5 Mm 76 CuHni
GH754 GK754 2,0 Mm 76 3eneHbin
GH1003 GKI003 1,5 mm 100 CurHui
GH1004 GKI004 2,0 Mm 100 3eneHbin

MpumeHeHune

MpuMeHsieTCs B XKenyOoo4HO-KMLLEYHON 1 nerodHomn xupyprin. OnucaHue

OnucaHne MHCTPYMEHTa Pa3bopHasn cxema

1. Kaptpugx 2. Kopnyc kaptpuaxa

3. YnopHas yacTb 4. 3alnTHbIN KOXYX

5.lUkana

6. PykoaTka 7. KHonka

UHCTpYyKUMM NO NpUMEHeHuro

BbibepnTe MHCTPYMEHT C CUHUM UMK 3ENEHBIM KapTPUIKEM B 3aBUCUMOCTU OT TOSLLMHbI
TKaHW. N3BNeKUTE CTEPUIbHBIA MHCTPYMEHT M3 YMAaKOBKU, BbITAHUTE MOABWKHYHO PYYKY,
YTOObI pa3genuTb MHCTPYMEHT Ha [BE YacTu.

CHMMUTE 3aLLMTHBIV KOXYX C KapTpuaxa, NOMecTUTe TKaHb MeXay YNOPHOW YacTbio U
KapTpPUIPKEM U 3aKPOWNTE MOABWKHYK PYKOATKY. HaXkmMnTe KHOMKY Bnepea, UHCTPYMEHT
CLUMBAET TKaHb U pa3pe3aeT ee nocepeanHe. OTnycTute kHonky Stapleline B ucxogHoe
NonoXeHne, BblTalLMTe NOABWKHYIO PYKOATKY, YTOObI pasgenute MHCTPYMEHT Ha [BE YacTu.
He ybuparite MHCTPYMEHT. /3BNeEKNTE CLUNTYIO U paspe3aHHyl TKaHb, OCMOTPUTE FIMHUIO
CLUMBaAHMSA Ha NpeaMeT remocTasa 1 NpaBuUibHOMo 3akpensneHnsa ckod. Ecnu remoctas
OTCYTCTBYET, CriegyeT MCMoSb30BaTb COOTBETCTBYHOLLME METOAbI OIS €0 AOCTVKEHNS.

Ecnn HeobxoOMMoO 3aMeHUTb KapTpumK, OTMYCTUTE KHOMKY B WCXOAHOE MONOXEHWe W
BblTalLUTE MOABWMXHYIO PYKOATKY. M3BNEKUTe MCNONb30BaHHLIN KapTpuoK, NPUNoaHSAB ero
KOHeL, 1 BCTaBbTe HOBbIA. CHUMUTE 3aLUMUTHBIW KOXYX C KapTpuaxa.

VIHCTPYMEHT roTOB K MCMOMNb30BaHMIO.

MpeaynpexaeHUAa U Mepbl NPefOCTOPOXKHOCTU



A wDN

VIHCTPYMEHT MOXHO MCNONb30BaTh AMs OAHOro NaumneHTa HECKONbKO pas, Mocne NCnonb30BaHns
yTUnu3npymTe ero. He nogeeprante NOBTOPHOW CTEPUNU3aLINN.

KaprI/ID,)K npegHa3Ha4eH ToNbkKo AnA 04HOPa30BOro UCNoJib30BaHUA.
Mcnonb3oBaHue MHCTPpYMEHTa OO0JTKHO OCYLLECTBIIATLCA TOJIbKO OMbITHbIM XUPYProm.

ﬂepe,q 3anyCKkoM MHCTPYyMEHTa y6eﬂ,V|Ter, YTO C KapTpuayKa CHATa 3alluMTHaA KpblllKa.



MpoTuBONOKa3aHus

1. He ucnonb3ynte MHCTPYMEHT C CUHUM KapTpUAXEM Ha TKaHAX, KoTopble TpebyioT
Ype3MEepHOro ycunusa ans cxatns 4o 1,5 MM, Unm Ha TkaHaX, KOTopble NErko CXMMaroTes
0o pasmepa meHee 1,5 mm.

2. He ncnonb3ynTe MHCTPYMEHT C 3eNeHbIM KapTpUOKEM Ha TKaHsAX, KOTopble TpebyoT
Ype3MepHOro ycunusa ans cxatus 4o 2,0 MM, Unu Ha TKaHsIX, KOTOPbIE NErko CKUMatoTCs
0o pasmepa meHee 2,0 mm.

3. He ncnonb3ayinTte Ha MWIEMUYECKUX UNN HEKPOTUHECKUX TKaHSIX.

4. He ncnonb3yiite Ha NeroYHbIX cocyaax.

5. He ncnonb3syinTte Ha MaTOYHbIX cOCyaax.

000 «xunaHrcy BpantHec Megukan OeBancuc»
Appec: 3aaHue 1, 3-11 atax 3gaHus 3, 2-1, 3-i, 5-I 3Taxun 3gaHnsa 5 n KomHata 7-3 3gaHus 7,

Ne 66, "'exyaH Poya, 3oHa akoHoMu4yeckoro passutusa [xoHrnoy, Yansaxoy, 213000 LisaHcy,

KHP
( € 0197
Ten.: +86-519-83908835 dakc: +86-519-83908831

«Jleny Megukan (lOpon) Koonepatud Y.A.»
Appec bynbBap Abe JleHcTpa 36, 8448 JB XepeHBeH,

HupepnaHabl
Ten.: +31-515 573399 dakc: +31-515 760020
[ata Bbinycka: 13.02.2025 Howmep pepakummn: A/3



Jiangsu Brightness Medical Devices Co., Ltd.

BL DISPOSABLE ENDOCUTTER & c €
DISPOSABLE ENDOCUTTER RELOAD 0344

Instructions for Use

PLEASE READ THE FOLLOWING INSTRUCTIONS CAREFULLY BEFORE USE. FAILURE TO PROPERLY
FOLLOW THE INSTRUCTIONS MAY LEAD TO SERIOUS SURGICAL CONSEQUENCES, SUCH AS STAPLE
MALFORMATION, LEAKAGE, OR DISRUPTION OF OPERATION.

This document aims to assist surgeons in using this product; it is not a reference to surgical procedure.

This device is for single-use only. Reuse or reprocessing of this device may lead to its failure and subsequent patient
injury. Reprocessing and/or re-sterilization of this device may create the risk of contamination and patient infection. Do
not reuse, reprocess or re-sterilize this device.

Description

This is a sterile, disposable single-patient use device intended for use in abdominal, thoracic, and gynaecologic surgery
for resection, transection, and creation of anastomosis. It places two triple rows of staggered staples and simultaneously
cuts tissue between the two rows, completing the tissue anastomosis. Staple size and staple line length are determined
by the selection of the single-use reloads. The device may be used in open or laparoscopic surgery.

BLR reloads offer staples of uniform height or of progressive heights, as illustrated below.

3rd 2nd 1 st 1 st 2nd 3rd 3rd 2nd 1 st 1 st 2nd 3rd
row row row row row row row row row row row row

|

/
1 2 3 1 2 3 ﬂ/
1) Cartridge; 2) Cartridge holder; 1) Cartridge; 2) Cartridge holder;
3) Staple pusher; 4) Staples of uniform height 3) Staple pusher; 4) Staples of progressive heights

Uniform staple height reloads are available in 2.0mm, 2.5mm, 3.5mm, 3.8mm, 4.1mm, or 4.3mm, while progressive
staple height reloads are available in 2.5/3.0/3.5mm and 3.8/4.1/4.3mm. Progressive staple height reloads enable better
blood circulation in the anastomosis.

45mm staplers may only be used with 45mm reloads; 60mm staplers may only be used with 60mm reloads.

The BL stapler may be reloaded and fired up to 12 times in a single procedure.

Intended Users and Target Patient Group

The device is intended to be used by surgeons who have adequate training and familiarity with open and laparoscopic
techniques. The target patient population consists of adults undergoing abdominal, thoracic, or gynaecologic surgery
with stapled resection, transection, or creation of anastomosis.

Indications

The device is indicated for abdominal, thoracic, and gynaecologic surgeries that use stapled resection, transection, or
creation of anastomosis. It simultaneously places two triple rows of staggered staples and cuts tissue between the two
rows, completing the tissue anastomosis. Examples of procedures include: gastrectomy, appendectomy, pulmonary
wedge resection, etc.



Contraindications

¢ Do not use the device where surgical stapling is not appropriate;

« Do not use the device where adequacy of haemostasis cannot be visually verified after application;

¢ Do not use the device on the aorta and major blood vessels;

« Do not use the device on ischemic, oedematous, friable, or necrotic tissue, as this could result in staple line leak
or bleeding;

e Do not use the reloads on tissue whose thickness cannot be comfortably compressed to less than the maximum
value, or can be easily compressed to less than the minimum value of the corresponding “tissue thickness range”
from the table in “Reload Variants Specifications”. Failure to respect the appropriate tissue thickness may lead to
tissue damage or anastomosis leakage;

Stapler Schematic lllustration
BLE model stapler:

BLC model stapler:

L
N\, 3

Anvil: to form the staples into “B” shape;

Reload holder: to house the reload;

Shaft: penetration through trocar sleeve or incision;

Rotation collar: to rotate the shaft freely 360° in both directions;

Articulating fins: apply lateral force to articulate the jaws to the desired angle, release to maintain them in the
desired angle, and pull to reset to neutral position;

Manual knife reverse switch: allows to pull back the knife when squeezing the firing handle;

Knife position window: to show the knife position in a character wheel;

Knife direction indication: to indicate the knife direction (forward/backward);

. Release button: to release the anvil and open the jaws;

10. Fixed handle: to hold the stapler;

11. Closing handle: to clamp the jaws on the tissue;

12. Firing handle: to fire the reload, or (when the knife reverse switch is activated) to pull back the knife.
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The reload holder may be protected to facilitate the stapler's movement in the body cavity.

= e O] [= =p ¢

Back-view of a basic/bare reload holder structure Back-view of a protected reload holder structure

Stapler Variants Specifications
BL series stapler models and variants are coded according to the following rules:

BL - (E/C) — (B/P) — (S/M/L) — (45/60)
\— Jaw size: 45 = use with 45mm reload, 60 = use with 60mm reload
Shaft length: S = short, M = medium, L = long

Reload holder structure: B = basic/bare, P = protected

Anvil tip shape: E = normal end, C = curved end

The BLC model curved anvil tip provides ease of manipulation and better access underneath tissue/vessels.

Stapller model & Shaft length Total stapler length ST
variant (code) (mm, £15mm) (mm, £20mm)

BLEBS45 190 455 Normal anvil tip, basic reload holder, 45mm, short shaft
BLEBS60 190 468 Normal anvil tip, basic reload holder, 60mm, short shaft
BLEBM45 250 515 Normal anvil tip, basic reload holder, 45mm, medium shaft
BLEBM60 250 528 Normal anvil tip, basic reload holder, 60mm, medium shaft
BLEBL45 350 615 Normal anvil tip, basic reload holder, 45mm, long shaft
BLEBLG60 350 628 Normal anvil tip, basic reload holder, 60mm, long shaft
BLEPS45 190 455 Normal anvil tip, protected reload holder, 45mm, short shaft
BLEPS60 190 468 Normal anvil tip, protected reload holder, 60mm, short shaft
BLEPM45 250 515 Normal anvil tip, protected reload holder, 45mm, medium shaft
BLEPM60 250 528 Normal anvil tip, protected reload holder, 60mm, medium shaft
BLEPL45 350 615 Normal anvil tip, protected reload holder, 45mm, long shaft
BLEPL60 350 628 Normal anvil tip, protected reload holder, 60mm, long shaft
BLCBS45 190 455 Curved anvil tip, basic reload holder, 45mm, short shaft
BLCBS60 190 468 Curved anvil tip, basic reload holder, 60mm, short shaft
BLCBM45 250 515 Curved anvil tip, basic reload holder, 45mm, medium shaft
BLCBM®60 250 528 Curved anvil tip, basic reload holder, 60mm, medium shaft
BLCBL45 350 615 Curved anvil tip, basic reload holder, 45mm, long shaft
BLCBL60 350 628 Curved anvil tip, basic reload holder, 60mm, long shaft
BLCPS45 190 455 Curved anvil tip, protected reload holder, 45mm, short shaft
BLCPS60 190 468 Curved anvil tip, protected reload holder, 60mm, short shaft
BLCPM45 250 515 Curved anvil tip, protected reload holder, 45mm, medium shaft
BLCPM60 250 528 Curved anvil tip, protected reload holder, 60mm, medium shaft
BLCPL45 350 615 Curved anvil tip, protected reload holder, 45mm, long shaft
BLCPL60 350 628 Curved anvil tip, protected reload holder, 60mm, long shaft

Reload Schematic lllustration
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Reload Variants Specifications

BLR series reload models and variants are coded according to the following rules:

BLR — (S/P) — (A/W/B/Y/G/H/L/M) — (45/60)
\— Staple line length (mm)

Staple height (mm): A=2.0,W=25,B=3.5Y=3.8,

G=41,H=43;L=25/3.0/3.5, M =3.8/4.1/4.3;

Cartridge surface:

S = smooth surface, P = gripping surface

Reload model: BLRS, smooth surface reload
Reload Open staple heights (mm, £0.2mm, 1< Staple line | Reload length
, row: closest to cutline, 3™ row: farthest to | Cartridge | Tissue thickness Number
variant cutline) colour range (mm) length (mm, (mm. of staples
(code) +2.0mm) 1£5.0mm)
18t row | 2" row ‘ 3 row
BLRSA45 2.0 Gray 0.75-1.0 49.3 76 70
BLRSW45 2.5 White 1.0-2.0 49.3 76 70
BLRSB45 3.5 Blue 15-24 49.3 76 70
BLRSY45 3.8 Gold 1.8-3.0 49.3 76 70
BLRSG45 4.1 Green 20-33 49.3 76 70
BLRSH45 43 Black 23-4.0 49.3 76 70
BLRSAG0 2.0 Gray 0.75-1.0 61.3 88 88
BLRSW60 2.5 White 1.0-2.0 61.3 88 88
BLRSB60 3.5 Blue 1.5-24 61.3 88 88
BLRSY60 3.8 Gold 1.8-3.0 61.3 88 88
BLRSG60 4.1 Green 20-33 61.3 88 88
BLRSH60 4.3 Black 23-4.0 61.3 88 88
BLRSL45 25 3.0 3.5 Tan 1.0-24 49.3 76 70
BLRSM45 3.8 4.1 4.3 Purple 1.8-4.0 49.3 76 70
BLRSL60 25 3.0 3.5 Tan 1.0-24 61.3 88 88
BLRSM60 3.8 4.1 43 Purple 1.8-4.0 61.3 88 88
Reload model: BLRP, gripping surface reload
Reload Open staple heights (mm, £0.2mm 1* Staple line | Reload length
, row: closest to cutline, 3™ row: farthest to | Cartridge | Tissue thickness Number
variant . length (mm, (mm,
(code) cutline) colour range (mm) +2.0mm) +5.0mm) of staples
15t row | 24 row ‘ 3 row

BLRPA45 2.0 Gray 0.75-1.0 49.3 76 70
BLRPW45 2.5 White 1.0-2.0 49.3 76 70
BLRPB45 3.5 Blue 1.5-24 49.3 76 70
BLRPY45 3.8 Gold 1.8-3.0 49.3 76 70
BLRPG45 4.1 Green 20-33 49.3 76 70
BLRPH45 4.3 Black 23-4.0 49.3 76 70
BLRPAG0 2.0 Gray 0.75-1.0 61.3 88 88
BLRPWG60 2.5 White 1.0-2.0 61.3 88 88
BLRPB60 3.5 Blue 1.5-24 61.3 88 88
BLRPY60 3.8 Gold 1.8-3.0 61.3 88 88
BLRPG60 4.1 Green 20-33 61.3 88 88
BLRPHG0 4.3 Black 23-4.0 61.3 88 88
BLRPL45 25 3.0 3.5 Tan 1.0-24 49.3 76 70
BLRPM45 3.8 4.1 4.3 Purple 1.8-4.0 49.3 76 70
BLRPL60 25 3.0 3.5 Tan 1.0-24 61.3 88 88
BLRPM60 3.8 4.1 43 Purple 1.8-4.0 61.3 88 88




Implanted Materials
The staples are made of titanium alloy Ti-3Al-2.5V.

Warnings and Precautions

The device is intended to be used by surgeons who have adequate training and familiarity with open and
laparoscopic techniques;

Prior to any procedure, surgeons must read and carefully follow this IFU, consult the medical literature relative to
techniques, complications and hazards, be familiar with the structures of and around the intended stapling site. Do
not use the device where adequacy of haemostasis cannot be visually verified after application.

Consider other options if the patient's tissue is oedematous (swollen with fluid), friable (tissue that readily tears,
fragments, or bleeds when gently palpated or manipulated), necrotic (dead tissue), or if it has received any
preoperative chemotherapy or radiation, as the staples may be less likely to securely close tissue. Use in these
circumstances may result in staple line leak or bleeding, prolonged surgery time, or inflammatory reaction.

The device is packaged and sterilized by Ethylene Oxide (EO) for use in a single procedure only. Check the integrity
of the sterilized package before use. Discard if the package is not sealed. Use of an unsealed device may lead to
pathogen transfer, contamination of the patient, infection, or inflammation.

Check the date of validity before use, and discard if the device is expired. Use of an expired device may lead to
pathogen transfer, contamination of the patient, infection, or inflammation.

Reprocessing, re-sterilization, or reuse of a disposable device may damage the device’s structural integrity, pose
a risk of contamination / cross-infection to the patient, result in injury, iliness or even death of patient.

Carefully evaluate the tissue thickness. Have a range of staple sizes available and select the appropriate size
reload for the tissue type and thickness. Overly thick or thin tissue may result in unacceptable staple formation,
which may lead to staple line leak, bleeding, or prolonged surgery time.

Do not attempt to remove the protective cap until the reload is properly loaded onto the stapler.

Before loading or unloading, the jaws must always be open and parallel to the shaft (neutral position). Attempting
to load/unload a reload with closed or articulated jaws may damage the load/unload mechanism, making multi-
reloading no longer possible;

Before introducing the stapler into the trocar or incision, always perform a close-open cycle of the jaws to confirm
proper loading and clamping mechanism;

Prior to introducing or removing the stapler from the trocar or incision, the jaws must always be in closed neutral
position. Failure to set the jaws in closed neutral position will result in difficult insertion or withdrawal of the device;

The anvil must be completely past the trocar (if a trocar is used) prior to opening the reload within the body cavity;

Placement of tissue proximal to the tissue stops (on the reload) may result in stapler malfunction. Any tissue
extending beyond the black “cut” line on the reload will not be transected, all tissue placed within the “cut” line will
be transected,;

When positioning the stapler on the application site, ensure that no obstructions such as clips, stents, guide wires,
etc. are within the jaws. Firing over an obstruction may result in incomplete cutting action, improperly formed staples,
and/or inability to open the jaws, which could lead to staple line leak, bleeding, or prolonged surgery time.

Ensure that the tissue lies flat and is evenly distributed inside the stapling range prior to closing the jaws. “Bunching”
tissue may result in staple malformation, poor haemostasis and/or leakage;

Always completely fire the reload. Partial firing leads to incomplete cut and/or staple malformation, which may result
in poor haemostasis and/or leakage;

The device is equipped with a safety interlock to prevent an empty or partially-fired reload from being fired a second
time. Do not attempt to override the safety interlock, as it will cause device malfunction;

If the clamping or firing mechanism fails to work (excessive resisting force), do not continue the operation, remove
and carefully check the stapler-reload structural integrity following the IFU. The use of excessive force may result
in device damage, injury, or tissue damage;



After firing and removal of the device, always inspect the staple line and the surrounding site for air sealing /
haemostasis of the anastomosis line and to see whether the staples are closed properly. Minor bleeding or leakage
may be treated by electrocautery, manual suture or other appropriate methods;

In a single procedure, a BL series stapler may be reloaded and fired up to 12 times with BLR reloads;

Dispose of all opened devices whether used or unused. Devices which come into contact with bodily fluids require
special disposal handling to prevent biological contamination, relevant local regulations shall be respected.

The implantable staples are MR conditional, see the MRI Safety Information section for more information.

Instructions for Use

Prior to use

1.

5.

Carefully evaluate the length and thickness of the tissue to be excised, then select one or several reloads with the
appropriate staple sizes from the table in “Reload Variants Specifications”. Keep in mind that 45mm staplers may
only be used with 45mm reloads, while a 60mm stapler may only be used with 60mm reloads.

Check the integrity of the sterile barrier of the packaging, and the device expiration date. Do not use any device
with damaged sterile barrier or device past expiration date.

Open the blister box of the stapler; ensure that the jaws are open.

Get familiar with the articulating action by pulling on the articulating fins and simultaneously applying a lateral
pressure on the jaws with the other hand or against a supporting surface. The jaws pivot to a maximum angle of
45° in either direction, at which point the pivoting force increases to signal the end of the articulating arc. Maintain
the lateral pressure while releasing the articulating fins to lock the jaws at one of the predetermined
15°/30°/45°angles, then release the lateral pressure. To return to straight (neutral) position, just pull on the
articulating fins to release the lock, the angle of the jaws will automatically reset.

Open the blister box of reload, look for the presence of a protective cap. Discard the reload if the cap is not in place.

Loading the reload

6.

With the jaws open, insert the reload by sliding it against the bottom of the jaw until the reload alignment tab stops
in the alignment slot and snaps securely in place.

Remove and discard the protective cap. Examine the reload surface for the presence of all staples. Discard and
replace the reload if any staples are missing.

Perform a close-open cycle to confirm proper loading. To close the jaws, squeeze the closing handle until it locks
in place and an audible click is heard. To open the jaws, squeeze the closing handle, press and maintain the anvil
release button, then slowly release the closing handle.

During use

9.

10.

11.

12.

Close the jaws, ensure that they are in neutral position, and insert the device into a 12mm trocar or incision. Avoid
inadvertently pulling the firing handle. If the firing handle is unintentionally pulled, the device will be locked and it
will no longer be possible to open the jaws by pressing the anvil release button. To recover from this state, remove
the device and push down the red manual knife reverse switch. The knife direction indicator will display a backward
arrow, indicating that the knife is in backward mode. Squeeze the firing handle completely, the knife position
indicator will display zero, indicating that the knife is back to home (starting) position. Press the anvil release button
to open the jaws and replace the reload.

Once inside the body cavity, ensure that the anvil is completely visible. Open the jaws. Use the shaft rotation collar
to rotate the jaws 360° freely, and the articulating fins to articulate the jaws up to 45° in either direction. A body
structure, organ, or another device may be used as a supporting surface to apply a lateral pressure on the jaws
and to bend the jaws to one of the predefined 15°/30°/45° angles. When using body structures or organs as
supporting surface, particular attention should be placed to the visual cues and tactile feedback received from the
device. Do not apply frontal pressure or excessive lateral pressure to the tissue as tissue damage or tissue trauma
may occur.

Position the device around the tissue to be stapled and ensure that the tissue lies flat and evenly inside the cutting
range, with no obstructions within the jaws. Close the jaws by squeezing the closing handle completely. It is
recommended to wait at least 15s before firing. If the closing handle is difficult to lock, reposition the device and
take a smaller amount of tissue.

Squeeze the firing handle repeatedly to fully fire the reload: three complete strokes to cut/staple the full length of
tissue within the cutting/stapling range, and 1 complete stroke to send the knife back to home position. For each
stroke, squeeze fully and release the firing handle with continuous and smooth movement. The knife position
indicator moves with each stroke. After the third stroke, the knife direction indicator will display a backward arrow,



indicating that the knife is in backward mode. At the end of the fourth stroke, the knife position indicator will display
0, indicating that the knife is back to home position.

13. Once the reload has been completely fired, it is recommended to keep the jaws closed and wait at least 15s. Open
the jaws, gently remove the device from the tissue, close the jaws, pull on the articulating fins to reset the jaws to
neutral position, and withdraw the device out of the body cavity through the trocar sleeve.

14. Carefully inspect the staple line for proper staple formation and haemostasis. Minor bleeding or leakage may be
treated by electrocautery, manual suture or other appropriate methods.

Unloading the reload
15. Ensure that the jaws are open and in neutral position. Push the used reload up toward the anvil to unsnap the
reload from the jaw, discard the used reload.

16. Additional reloads (up to 12 times in total) may be then loaded and fired in a single procedure. A safety interlock
prevents an empty reload from being fired a second time. Do not attempt to override the safety interlock.

Clinical Benefits

The device offers the possibility of minimally invasive surgery and its associated lower amounts of intra-operative blood
loss and smaller incisions. Smaller incisions result in less incisional infections, shorter recovery time, less post-operative
pain, and smaller scars.

Undesirable Side Effects/Residual Risks

Undesirable side effects and risks associated with the device are the same as those related to stapling surgery and
other suture methods: potential leakage, infection, bleeding, haematoma, stricture, abscess, ulcers, herniation,
reoperation, conversion to open surgery, death, reflux, pneumonia, pain, allergy, pancreatitis, ileus, delayed gastric
emptying, perforation, vomiting, effusion, fistula, empyema, recurrence, chylothorax, stroke, acute respiratory distress
syndrome, conversion, readmission, gastrointestinal dysfunction. Users must communicate these risks to patients.

MRI Safety Information ‘a
The staples are MR conditional

For whole-body MR examinations: a person implanted with the staples may be safely scanned anywhere in the body at
3.0T under the following conditions. Failure to follow these conditions may result in injury.

Static magnetic field (BO) no more than 3.0T;

Maximum allowable spatial gradient magnetic field (VB) is 30T/m (3,000 gauss/cm);

Magnetic induced torque is less than worst-case gravitational torque;

In 3.0T or 1.5T MR system, whole-body average Specific Absorption Rate (SAR) no more than 2W/kg, RF exposure
no more than 15mins;

e Artifact information, sample causes artifacts up to 3.8mm in 3.0T MR system and 3.2mm in 1.5T MR system.

Packaging
The device is packaged in a sterile blister box and paper box.

Duration of Validity
The device is valid for 5 years.

Production Date
Refer to package label.

Storage and Handling Conditions

Store at room temperature, avoid prolonged exposure to elevated temperatures. Do not expose to temperatures above
30°C or below 10°C, do not expose to humidity over 70% or below 35%. . Handle with care, do not over-stack or over-
palletize.

Sterilization Method
Ethylene oxide sterilization

Incident Reporting
Any serious incidents related to the device should be reported to the manufacturer and the competent authority of the
country in which the user and/or patient is established.

Summary of Safety and Clinical Performance (SSCP)



The SSCP is available in the European database on medical devices (Eudamed). Use the Basic UDI-DI
69492989L.S0001WS5 to find the device on the website: https://ec.europa.eu/tools/eudamed.
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000 «[xunaHrcy bpantHec Megukan [desavicmc»

BL AMMAPAT CLUMBAIOLLN NMHEWHBIV ANA 3HOOCKOMNMUYECKMX OMEPALNIA c €
OOHOPA3OBbIN 1 OOHOPA3OBBIE KACCETbI ANA AMMAPATA CLUMBAIOLLEIO 0344
NIMHEMHOIO AN 3HOOCKOMUYECKMX OMEPALNIA

WNHCTpyKUMSa No NpUMEHEHNIO

MEPEA UCMNOJNb30BAHUEM BHUMATENIbHO NPOUYTUTE CNEAYIOWWE UHCTPYKLIUU. HECOBMNMIOAEHUE UHCTPYKLIMA MOXXET
NMPUBECTU K CEPbE3HbIM XUPYPTMYECKUM NOCJNIEACTBUAM, TAKUM KAK OE®EKTbI CKPEMJIEHUA, YTEYKA UNn
NMPEPbIBAHUE ONEPALIUM.

Hactoswmin goKyMeHT npegHa3HayeH aAns okasaHusi NOMOLLM XMpypram B UCMOSb30BaHUM AAHHOTO NPOAYKTa; OH He SBNsieTCs
CNpaBOYHbIM MaTeprarnom fno XMpypruyeckum npoueaypam.

OTO yCTPOWCTBO NpedHasHa4yeHo TOMbKO A O4HOPa3oBOro MCMonb3oBaHus. [MOBTOpHOE WCNONb30BaHME WU MOBTOPHas
06paboTka 3TOro yCTPOMNCTBA MOXET NPUBECTU K €r0 BbIXOAY M3 CTPOS U NocneayoleMy TpaBMMpoBaHWI0 nauveHTa. [oBTopHas
obpaboTka u/vnn NOBTOPHasi CTepUNM3aLmnsa 3TOro YCTponcTBa MOXET CO34aTb PUCK 3arpsa3HeHns U MHpMUMPOBaHUA nauueHTta. He
ncnonb3ynTe, He obpabaTtbiBanTe 1 He CTEPUNN3YIATE STO YCTPOMUCTBO NMOBTOPHO.

OnucaHme

3TO CcTepusibHOE OOHOPa30BOE YCTPOWCTBO, MpedHasHauyeHHoe AN UCMOoSb30BaHUs B abAoMUHAnNbHON, TopakanbHOW U
TMHEKONOMMYECKOW XMPYPrK s pe3ekumn, nepecedeHmnst 1 cosgaHus aHactomosa. OHo ycTaHaBnMUBaeT ABa TPOMHbIX psiga ckob
B LWAXMaTHOM Mopsiake U OOHOBPEMEHHO paspesaeT TkaHb Mexay ABYMS psiiamMu, 3aBepluasi aHacToMo3 TKaHW. Pa3mep ckob u
ONVHA NWHUKU CKPENNeHus onpeaensitoTcs BolGOpOM OAHOPA30BbIX KAacCeT. YCTPONCTBO MOXET MCMOSb30BaTbCA B OTKPbLITON Unn
11anapocKonUYecKon XUpypruu.

CwmeHHble kacceTbl BLR npeagnararoT CKOObl OANHAKOBOW BLICOTbI UITM C MOCTENEHHbIM yBeJin4eHneM BbICOThbI, KaK NokKa3aHO HuXe.
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1 2 3 4
1) KapTpuaox; 2) Oepxatenb kapTpuaxa; 1) Kaptpuax; 2) Oepxatenb kapTpuaxa;
3) TonkaTtenb ckob; 4) Ckobbl 0AVHAKOBOW BbICOTbI 3) TonkaTenb ckob; 4) Ckobbl Pa3nU4HON BbICOTbI

3anacHble ckobbl OOMHAKOBOWM BLICOTHI AOCTYMNHbI B pasmepax 2,0 mm, 2,5 mm, 3,5 mm, 3,8 mm, 4,1 mm unu 4,3 MM, a 3anacHble
CkOObI MpOrpeccuBHON BbiCOTbl — B pasmepax 2,5/3,0/3,5 mm u 3,8/4,1/4,3 mmMm. 3anacHble ckOObl MPOrpPecCUMBHON BbICOTbI
obecneymBaroT nydlliee KpoBoobpalleHne B aHaCTOMO3e.

Crennepbl 45 MM MOryT UCNONb30BAaTLCH TOMLKO C kKacceTaMmu 45 Mm; ctennepbl 60 MM MOryT MCNOMb30BaTLCS TONBKO

¢ kacceTamu 60 mm. Ctennep BL MoXeT GbITb NepesapsikeH 1 BbicTperneH Ao 12 pas 3a ogHy npoueaypy.

Mpepnonaraemsie Nosnib3oBaTtenv U Luenesasn rpynna nauyMeHToB

YCTPONCTBO npegHasHa4yeHo Ans UCnorib3oBaHus Xvpypramu, npoweaumMmm COOTBETCTBYHOLLYHO NOArOTOBKY WM 3HAakKOMbIMU C
OTKPbITBIMW 1M flanapocKkonuyecknmn TexHukamu. LleneBass rpynna nauueHTOB COCTOMT M3  B3POCHbIX, MNepeHecLumnx
aG,D,OMMHaJ'IbHy}O, TOpakarnbHYKO UMM TMHEKONOrn4eckyo onepaunto € pesekumnen, nepecedeHnem nnn cos3gaHnem aHacTtomosa C
NMOMOLLIbIO CKPEMnOoK.

MokasaHuna

YCTPONCTBO MOKa3aHO AN abAoMMHanbHbIX, TOpaKanbHbIX M TMHEKONOIMMYECKMX onepaunii, B KOTOPbLIX UCMOSb3yeTCs pe3ekums ¢
NMOMOLLIbIO CLUMBaHUS, NMepeceyeHne unm cosgaHne aHactoMo3a. YCTPOMCTBO O4HOBPEMEHHO HaknadblBaeT OBa TPOVHbIX psiaa
CMELLEHHbIX CKOD M paccekaeT TkaHb Mexay 3TMMK psidamu, 3aBepluasi ()OpPMUPOBAHWE TKaHEBOrO aHacTtomosa. [lpumepsl
npoueayp: racTpakToMusl, anneHA3KTOMUS, KNMMHOBUAHAsA pe3eKkLumns nerkoro u T. A.



MpoTuBonokasaHuna

o He vcnonb3yiiTe yCTPOWCTBO B Criyyasix, Koraa xmpypruyeckas clumBka HelenecoobpasHa.

o He vcnonb3yiiTe yCTPOWCTBO B Cryyasix, Korga nocrne npuMeHeHNs1 HEBO3MOXHO BM3yaribHO NPOBEPUTL aAeKBaTHOCTb reMoCTasa;

. He ncnonb3yiiTe yCTPOWCTBO HA aopTe U KPYMHbIX KPOBEHOCHbLIX COCYAaX;

. He wcnonb3yite yCTPOWCTBO Ha MLLEMU3MPOBAHHLIX, OTEYHbIX, PbIXMbIX UMM HEKPOTUYECKMX TKaHSIX, TaK Kak 3TO MOXET
NPVBECTU K YTEYKE UMM KPOBOTEYEHUIO B NIMHNW CKPENSIEHUS;

. He wvcnonb3yiite 3apsgbl Ha TKaHsX, TOMWMHA KOTOPbIX He MOXeT OblTb Nerko cxata [0 3HaYeHusl, MEHbLUEro
MaKkCUManbHOro, UnnM MoXeT ObiTb NEerko cxata [0 3Ha4YeHWs,, MEHbLUEro MWHUMAanbHOTO 3HAYEHWUs! COOTBETCTBYIOLLETO
«auanasoHa TOMWMWHbI TKaHW» M3 Tabnuubl «TexHW4eckMe xapakTepucTuku BapuaHTOB 3apsgoB». Hecobniogexue
COOTBETCTBYIOLLEN TOMLLMHBI TKAHWU MOXET NPUBECTU K NMOBPEXAEHUIO TKAHU UMW YTEYKE aHAaCTOMO3a;

CxemaTuuveckoe usobpaxeHue crennepa

Crennep mopgenu BLE:

L3

Crennep mopgenu BLC:

[l !
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1. YnopHas yacTb: Ansl npuaaHnsa ckobam opmbl «Bx;

2. [OepxaTenb KacceTbl: 415 pasMeLLeHUs KacceTbl;

3. XBOCTOBMK: AJ151 MPOHUKHOBEHUS Yepes3 TpoaKapHyH BTYIIKY UIK paspes;

4. TloBOPOTHLIN perynaTop: Ansi CBOGOAHOrO BpallleHUst WToka Ha 360° B 060MX HamnpaBneHusix;

5. LlapHupHbIe NNaBHUKWU: NPUNOXeHNe GOKOBOro YCUNUs AN OTKIOHEHNS 6GpaHLL Ha TpebyeMbli yron; oTnyckaHue ans
ukcaumm yrna u noaTsarMBaHve Asnsi BO3BpaTta B HEWTPanbHOE MOSIOXEHME.

6. TMepekniovaTenb peBepca HOXa: MO3BOMNSAET OTTAHYTb HOX Ha3aj NpPWU HAXaTUK Ha CMYCKOBYHO PYKOSITKY;

7. OKHO MHAUKALWK NOJIOXEeHUA HoXa: AN 0TOBpaXeHUs NMONOXEHUsI HOXa B KOnece CUMBOIOB;

8. WUHaukaTop HanpaBreHUs HOXa: ANs yKa3aHusa HanpaBneHus Hoxa (Bnepea/Hasan);

9. KHonka pa36rioKMPOBKM: OTNYCKaeT HAaKOLUTOKEHIO M pasmblkaeT BpaHLuu;

10. HenopBwxHas pyKosiTKa: ANs yAepXaHus cTennepa;

11. 3amblkalowasn pyKkosiTKa: OCYLLECTBMAET 3aXMM TKaHU GpaHLwamu;

12. PyKOFITKa AnA BbiCTpena: 4514 BbiCTpesia KacCeTbl Unn (FlpM BKITKOYEHHOM nepekKn4arene 06paTHOFO xoaa HO)Ka) ana oreoaa
HOXa Hasapj.



[epxaTenb KacceTbl MOXET ObITb 3alMLLEH ANs obneryeHns OBMKEHUS cTenniepa B NosfioCTn Tena.

[
=

Bup c3agu 6a30BoiA/ronol KOHCTPYKLMK AepKaTens KacceThbl

[= = O

Bug c3agu 3awmLLeHHOM KOHCTPYKUMU AepxKaTens Ans KacceTbl

TexHuueckue XapaKTepucTukKkm BapmaHTOB cTennepos
Mogenu un BapuaHTbl cTennepoB cepun BL KOAOMPYKOTCA B COOTBETCTBMK CO cneayrLlmnMmn npasunamMmu:

BL — (E/C) — (BIP) — (SIMIL) — (45/60)

L

Pa3mep 3axuma: 45 = ans ucnonb3oBaHus ¢ kacceton 45 mm, 60 = ansa Mcnonb3oBaHMs
c kacceTorn 60 MM [nuHa wTtoka: S = KopoTkMi, M = cpeaHuin, L = gnuHHbIA
KoHcTpykuus aepxatensi kacceTbl: B = 6asoBas/ronas, P = sawuwieHHas

dopma HaKoHeYHUKa YNopHOiA YacTu: E = HopmanbHbIi KoHel, C =

U30THYThbI 1 KOHeL,

M30rHyThIN HAKOHEYHWK YNOpHOM YacTu mogenu BLC obecneunBaeT NerkocTe MaHUNyNALMIA U Ny4YLLWA AOCTYN Nog TKaHwu/cocyabl.

Mopenb un AnuHa O6Lwan gnuHa
TexHU4Yeckue xapakTepucTUKn
BapuaHT CTEepPXKHSA cTennepa (Mm,
cTennepa (kon) (Mm, £15 mm) 20 mm)

BLEBS45 190 455 CTaHOoapTHBIN HakOHEeYHWK, 6a30BbIN AepXKaTenb AN KacceThbl,
45 MM, KOPOTKMI LUTOK

BLEBS60 190 468 CTtaHaapTHbIV HAKOHEYHUK YNOPHOW YacTu, 6a30BkIN AepxaTtenb
Ans kaccetbl, 60 MM, KOPOTKWUI LUTOK

BLEBM45 250 515 CTtaHaapTHbIV HAKOHEYHUK YNOPHOW YacTu, 6a30BkIN AepxaTtenb
Ans kacceTbl, 45 MM, CpegHUN LWTOK

BLEBM60 250 52 CTaHOapTHBIN HAKOHEYHMK YNOPHOM YacTu, 6a3oBbIv AepxaTenb
4ns kacceTbl, 60 MM, cpegHU LUITOK

BLEBL45 350 615 CTaHOapTHBIN HAKOHEYHMK YNOPHOM YacTu, 6a3oBbIv AepxaTenb
ansi kacceTbl, 45 MM, OJTIMHHbBIV LUTOK

BLEBL60 350 628 CTtaHaapTHbI HAKOHEYHUK YNOPHOW YacTu, 6a30BkIN AepxaTenb
ans kaccetbl, 60 MM, OANMUHHBIA LLITOK

BLEPS45 190 455 CTtaHaapTHbIV HAKOHEYHUK YNOPHOW YacTu, 3alULLEHHbIN
Jepxartenb Ans kaccetbl, 45 MM, KOPOTKUI LUTOK

BLEPS60 190 468 CraHaapTHbIV HAKOHEYHUK YNOPHOW YacTy, 3alULLEHHbIN
gepxarenb ang kacceTbl, 60 MM, KOPOTKMI LUTOK

BLEPM45 250 515 CraHaapTHbIV HAKOHEYHUK YNOPHOW YacTy, 3alULLEHHbIN
Jepxarernb ang kacceTbl, 45 MM, cpegHuUi LUTOK

BLEPM60 250 528 CTaHaapTHbIV HAKOHEYHUK YNOPHOW YacTu, 3alULLEHHbIN
aepxarenb ons kaccetbl, 60 MM, cpefHMI LUTOK

BLEPL45 350 615 CTaHaapTHbIV HAKOHEYHUK YNOPHOW YacTy, 3alULLEHHbIN
Jepxarenb Ansi kaccetbl, 45 MM, OJNIMHHbIN LUTOK

BLEPLG60 350 628 CraHaapTHbIV HAKOHEYHUK YNOPHOW YacT, 3alULLEHHbIN
gepxarenb ang kacceTbl, 60 MM, ONIMHHBIA LTOK

BLCBS45 190 455 M30rHyThIN HAaKOHEYHVWK YNOPHON YacTu, 6a30BbI AepXaTenb
Ans kacceTbl, 45 MM, KOPOTKWUIA LUITOK

BLCBS60 190 468 M30rHyThIN HaKOHEYHWK YNOPHOW YacTu, 6a30BbI AepXKaTenb
ans kaccetbl, 60 MM, KOPOTKWUIA LUTOK

BLCBM45 250 515 M30rHyTbI HAKOHEYHWK YMOPHOM YacTu, 6a30BbIV AepxaTernb
Ans kacceTbl, 45 MM, cpegHUA LUITOK

BLCBM60 250 528 M30rHyThI HAKOHEYHWK, 6A30BbLIV AepxaTenb Ansa kacceTbl, 60
MM, CpeaHUI LITOK

BLCBL45 350 615 M30rHyThIN HakoHEeYHWK, 6a30BbIN AepxaTenb Ans kacceTsl, 45
MM, OANWHHBIW LUTOK

BLCBL60 350 628 M30rHyThIN HaKOHEYHWK YNOPHOW YacTu, 6a30BbI AepXKaTenb
ans kaccetbl, 60 MM, OANUHHBIA LUITOK

BLCPS45 190 455 M30rHyTbIn HAKOHEYHWK YNOPHOM YacTu, 3aLLMLLEHHbLIV
Jepxarenb Ans kaccetbl, 45 MM, KOPOTKUI LUTOK

BLCPS60 190 468 M30rHyThI HAKOHEYHWK, 3aLLMLLEHHbIV AepXaTenb A4S KacceThl,
60 MM, KOPOTKMI LUTOK

BLCPM45 250 515 M30rHyTbi HAKOHEYHWK, 3aLLMLLEHHbIV AepXaTenb A4S KacceThbl,
45 MM, CpeHUN LUTOK

BLCPM60 250 528 M30rHyTbi HAKOHEYHWK, 3aLLMLLEHHbIV AepXaTenb A KacceThbl,
60 MM, cpegHU LITOK

BLCPL45 350 615 M30rHyThI HAKOHEYHUK, 3alUMLLEHHbIN AepXaTerb 115 KacceThl,




45 MM, ONUHHBINA CTEPXXEHb

BLCPL60

350

62

M30rHyThIN HAaKOHEYHVK, 3aLLMLLEHHBIA AepXaTenb ANns KacCeTbl,
60 MM, ONUHHBIN LUITOK

CxemaTuueckoe nsobpaxeHue kaccetbl
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TexHMYecKne XxapakTepMcTMKM BapMaHTOB KacceTt

Mogenu v BapuaHTbl kacceTbl cepun BLR kogmpyoTca B COOTBETCTBUM CO CreayrowumMm npasunamm:

BLR — (S/P) — (A/B/Y/G/H/LIM) — (45/60)

-

[nuHa nuHum ckpennenns (Mm)

BbicoTta ckobbl (Mm): A=2,0,W=25B=35Y=38G=

4,1, H=4,3; L =2,5/3,0/3,5 M = 3,8/4,1/4,3,;

[MoBepxHOCTb KapTpuaxa:

S = rnagkasi NoBepxHOCTb, P = NOBEPXHOCTbL C 3axBaTOM

Mogenb kacceTbl: BLRS, cMeHHas kacceTa C rnaakon NOBEePXHOCTbIO

BbicoTa oTKpbITbIX CKOB (MM, £0,2 MM* 1-
Bapwna M _ ) OnuHa [nnHa KacceTbl
Hr "psin: Gk BCero K NuHUM paspesa, 3 LiseT HAwvana3oH R (M, Konuuec
KacceT Ypsana: nanblue Bcero ot nuHum paspesa) | KapTPua TONLWMHBI (M, +5,0 MM) TBO CKOG
> - - xa TKaHu (MMm)
bl 1" psn 2" psn 3" psa £2,0 Mm)
(koA)
BLRSA45 2,0 Cepbint 0,75-1,0 49,3 76 70
BLRSW45 25 Benbin 1,0-20 49,3 76 70
BLRSB45 35 CuHnin 15-24 49,3 76 70
BLRSY45 3.8 3ornoTto 1,8-3,0 49,3 76 70
BLRSG45 41 3eneHbin 20-33 493 76 70
BLRSH45 4,3 YepHbin 2,3-4,0 49,3 76 70
BLRSA60 2,0 Cepbint 0,75-1,0 61,3 88 88
BLRSW60 25 benbin 1,0-20 61,3 88 88
BLRSB60 35 CuHnin 15-24 61,3 88 88
BLRSY60 3,8 3onoTto 1,8-3,0 61,3 88 88
BLRSG60 4,1 3eneHbin 20-33 61,3 88 88
BLRSH60 4.3 YepHbin 2,3-40 61,3 88 88
BLRSL45 25 3,0 35 BexeBo- 1,0-24 49,3 76 70
KOPWYHEBBIV
BLRSM45 3,8 4,1 43 duroneToBbI 1,8-4,0 49,3 76 70
n
BLRSL60 25 3,0 35 BexeBo- 1,0-24 61,3 88 88
KOPWYHEBBIV
BLRSM60 3,8 4,1 4,3 droneToBbI 1,8-4,0 61,3 88 88
n
Mogenb kacceTbl: BLRP, cMeHHasi kacceTa C 3aXxBaTOM MOBEPXHOCTU
Bapva BbicoTa oTKpbITbIX CkO6 (MM, 0,2 MM 1-9 [numa NnuHa kacceTs
CTpoka: 6rivke BCEro K MMHUK paspesa, LiseT [Onana3soH Konunyec
" 39 cTpoka: Aanblue BCero oT AnHUM KapTpua TOMLWMHBI nvAnn (v, TBO CKOO
KacceT cKpenneHus 15,0 mm)
o _ pa?pe3a) _ xa TKaHu (MM) (MM,
(kop) 1" psn 2" psn 3" psn +2,0 Mm)
BLRPA45 2,0 Cepbinn 0,75-1,0 49,3 76 70
BLRPW45 25 Benbin 1,0-20 49,3 76 70
BLRPB45 35 CuHnin 15-24 49,3 76 70
BLRPY45 3.8 3ornoTto 1,8-3,0 49,3 76 70
BLRPG45 41 3eneHbin 2,0-33 49,3 76 70
BLRPH45 43 YepHbIi 2,3-40 49,3 76 70
BLRPAGO 2,0 Cepbiit 0,75-1,0 61,3 88 88
BLRPWG60 25 Benbin 1,0-20 61,3 88 88
BLRPB60 35 CuHnin 15-24 61,3 88 88
BLRPY60 3,8 3ornoTto 1,8-3,0 61,3 88 88
BLRPG60 41 3eneHbin 20-33 61,3 88 88
BLRPH60 4,3 YepHbI 2,3-40 61,3 88 88
BLRPL45 25 3,0 35 BexeBo- 1,0-24 49,3 76 70




KOPWYHEBBI

BLRPM45 3,8 41 4,3 duoneToBbl 1,8-4,0 49,3 76 70
n
BLRPL60 25 3,0 3,5 BexeBo- 1,0-24 61,3 88 88
KOPUYHEBBIN
BLRPM60 3,8 41 43 1,8-4,0 61,3 88 88

droneToBbl

n




UmMmnnaHTUpyemMbie maTepuanbl
Ckobbl n3rotoBneHbl U3 TuTaHoBoro cnnaea Ti-3Al-2,5V.

MpepynpexxpeHus U Mepbl NPefOCTOPOIKHOCTH

YCTpPONCTBO NpeaHasHayYeHo ans UCnosib3oBaHUs Xupypramm, UMEoLW MMM COOTBETCTBYIOLLYIO noaroToBKy U 3HAKOMbIMU C
OTKPbITbIMU N NanapoCKONMYeCKNMMN TEXHUKAMU;

Mepen nobon npoueaypont XMpypru AOMKHbI NpoYUTaTh U TWATENbHO CNeAoBaTb OAHHOW MHCTPYKUMM MO NPUMEHEHMIO,
03HAKOMUTBCS C MEAMLMHCKOW NUTepaTypoln, KacaloLEeNCs TEeXHWK, OCMOXHEHWA U ONnacHOCTEW, a TakKe XOpOoLlOo 3HaTb
CTPYKTYpbl B MECTE M BOKPYr MecTa npegnonaraemMoro clunmBaHus. He ucnonb3dymnte yCTpoMCTBO B Criyyasix, Korga nocne ero
NPUMEHEHNST HEBO3MOXHO BU3yarbHO MPOBEPUTL aAeKBaTHOCTb reMocTasa.

PaccmoTpuTte apyrve BapuaHTbl, €Cru TKaHW NaumeHTa OTeYHbl (HamoSIHEHbl XWMAOKOCTLIO), pbiXiible (TKaHW, KOTOpble Nerko
pa3pbiBaloTCsl, (PParMeHTUPYIOTCA UMK KPOBOTOYAT MPW NErkoM nanbnauuv Unv MaHunynsuusx), HekpoTmdeckme (MepTBble
TKaHW) UNy ecnu nauMeHT npoLuen npeaonepauMoHHy0 XMMMOTEPanuio Uy NyyeByto Tepanuio, NOCKOMbKY CKOObl MOTyT He
obecneunTb HagexHoe 3aKkpblTue TKaHew. Vcnonb3oBaHre B TakvMx Cryyasix MOXeT MPUBECTU K yTeYKE UMK KPOBOTEYEHUIO B
TIMHWW CKPENNeHWs], yBENMYEHWIO NPOOOIMKUTENBHOCTM ONepaLum Unum BocnanuTenbHON peakumm.

YCTPOMCTBO ynakoBaHO M CTepununsoBaHo aTuneHokcuaom (EO) ans ucnonb3oBaHWs TONbko B ofHoi npoueaype. MNepep
ncnonb3oBaHNeM MNpPoBepbTe LENOCTHOCTb CTepWUnbHOM ynakoBku. Ecnv ynakoBka He 3anedyartaHa, BbIGpocbTe ee.
Mcnonb3oBaHne Hesane4yaTaHHOro YCTPOMCTBA MOXET MPUBECTU K Nnepeaade naTtoreHoB, 3apaxeHWo nauueHTta, UHMeKUn
UM BOCManeHuio.

[Nepen ucnonb3oBaHMEM NPOBEPLTE CPOK FOLHOCTU U Bbl6pOCbTe yCTpOVICTBO, €CNnKn CPOK rogHoCTN uctek. Micnonb3oeaHne
NpPOCPOYEHHOIo yCTpOVICTBa MOXET NPUBECTU K Nepegaye natoreHoB, 3apaXXeHnto NauneHTa, MHEKLNN NN BOCNaneHuio.

MoBTOpHas 06paboTka, NMOBTOPHAS CTEPUNU3ALUS UIM MOBTOPHOE UCMONb30BaHNE 0QHOPA30BOI0 YCTPOMCTBA MOXET
NoBpeaUTb ero CTPYKTYPHYH LIeNIOCTHOCTb, CO34aTb PUCK 3apaXkeHUs/MepekpecTHO NHAEKLUM ANs NaumeHTa, NpuBecTm K
TpaBMme, 3aboneBaHuio UK faxe CMepTW naumeHTa.

BHMMaTenbHO oueHuTe TONWMHY TKaHu. menTe B Hanmuum ckobbl pasHbIX pa3mepoB M BbibvpawTe NoaxoasAwwmnin pasmep
ckob oNng TMna v TOMWMHbI TKaHW. CrMLLKOM TONCTas UNKn TOHKas TKaHb MOXET NPUBECTM K HEAONYCTUMOMY (DOPMMPOBAHUIO
Ck0D, YTO MOXET BbI3BaTb YTEYKY MO FIMHUM CKPEMNOK, KPOBOTEYEHME UMK YBENUYEHME MPOAOIDKUTENBHOCTM onepaLmu.

He nblTanTecb CHUMaTb 3aLLMTHbIN KOSINA4oK, NoKa 3apsag He 6y,u,eT npaBunnbHO YCTaHOBJIEH B CcTennep.

Mepepn ycTaHOBKOW MW M3BREYEHNEM KacceTbl OpaHLLN AOMKHbI ObiTb OTKPBITHI M HAXOAMTLCS B MOSNOXEHUW, NapaniensHoM
XBOCTOBWKY (HEMTpanbHoe nonoxeHue). MNonbiTka yCTaHOBKU/M3BNEYEHNST KacCeTbl NPU COMKHYTBIX UMK apTUKYNMPOBaHHbIX
OpaHLax MOXeT NPUMBECTM K MOBPEXAEHMI0 MexaHW3ma 3arpysku/BbIrpysku, UTO caenaeT HEeBO3MOXHOMW MHOFOKpaTHYHo
nepe3apsifky MHCTPYMEHTa;

Mepen BBegeHMEM clLUMBATENS B Tpoakap Unu paspes BCeraa BbINOMHANTE LMK 3aKpbITUSA-0TKPbITUS BpaHLL, YToObI
y6eanTbcsa B NpaBunbHON paboTe MexaHu3Ma 3arpysku 1 3axuma.

Mepen BBEgeHMEM MK N3BMEYEHNEM CLUMBaTENS U3 Tpoakapa unu pa3pesa bpaHLum Bcerga A0MmKHblI HAXOAUTLCS B
3aKpbITOM HENTpansHOM nonoxeHun. HeebinonHeHne TpeboBaHmsa 0 nepeBeaeHMN GpaHLL B 3aKpbiTOe HEMTpansHoe
NonoxeHne nNpueedeT K 3aTpyAHEHUIO BBEAEHUS UMW N3BNEYEHNS YCTPONCTBA;

YnopHas YacTbA0oMKHA NONHOCTBLIO NPOUTM MUMO Tpoakapa (ECI'IVI ncnonbdyeTcq TpoaKap) nepen oTkpbITUEM Nepe3apAankm B
nonocTn Tena,

Pa3mMelleHre TkaHW NPOKCUMAabHO MO OTHOLLUEHWMIO K OrPaHMUYUTENSAM TKaHWU (Ha 3apsiae) MOXeT MPUBECTU K HeUCNpPaBHOCTH
cTennepa. Jliobas TkaHb, BbIXOASAWAA 3a YepHyl NUHUIO «paspesa» Ha 3apsde, He GyaeT nepeceyeHa, BCSA TKaHb,
pacnonoXeHHas BHYTPU NUHUK «paspesar, ByaeT nepeceyeHa;

Mpwn pa3melleHnmn cTennepa Ha MecTe NpUMeHeHUs ybeanTech, YTo B BpaHLIax HET NPEnsTCTBUNA, TakuxX Kak CKOBbl, CTEHTHI,
Hanpasnsowue nposonoku n 1. 4. CTpenbba Yepes NpensaTCTBUE MOXET NPUBECTU K HEMOMHOMY paspesy, HenpaBUibHOW
hopme ckob U/Mnm HEBO3MOXXHOCTU OTKPbITb BpaHLLKM, YTO MOXET NPUBECTU K YTEYKE MO MUHUU CLUMBAHWS, KDOBOTEYEHUIO UMK
YBEMUYEHUIO NPOAOIIKUTENBHOCTU Onepaunu.

Mepepn 3akpbiTem 6paHLW y6eamTech, YTO TKaHb JIEXXMT POBHO M paBHOMEPHO pacnpegerneHa B npegenax obnactu
cwmBaHua. « CKOMKaHue» TKaHW MOXeT NpuBecTn K Aedopmaumm ckob, MIoxXoMy remoctasy u/unm yredke.

Bcerga nonHocTbio 3apsixkaiite MarasvH. HenonHbli 3apsg NpUBOANT K HEMOMHOMY paspesy u/unu gedopmaumm ckob, 4to
MOXET NPUBECTY K MAOXOMY remMocTasy U/unm yTeuke;

YCTPOWCTBO OCHALLEHO NpefoXpaHUTeNnbHOM BIOKMPOBKOW, NpeaoTBpaLLatoLLe MOBTOPHBIN 3anycK NyCTON MW YacTUYHO
3apshkeHHon kacceTbl. He nbiTaitecb 060MTW NpefoxpaHnTenbHyo BNOKMPOBKY, TaK Kak 3TO MPUBEAET K HEMCMPABHOCTM
YCTPOMWCTBA.

Ecnn 3axkvMHOW Mnu 3anyckawLwuii MexaHu3m He paboTaeT (Ype3MepHOe COMpOTUBMEHME), HE NPOAOSKaNWTe onepauuio,
CHUMUTE W TLATENbHO MPOBEPbTE LIENOCTHOCTb KOHCTPYKLMM CLUMBAIOLLErO anmnapata B COOTBETCTBUM C MHCTPYKUMEN MO
akcnnyatauun. NprMmeHeHne Ype3mepHOn CUnbl MOXET NPUBECTU K NMOBPEXAEHMIO YCTPOWUCTBA, TPaBMaM UIn NOBPEXAEHUIO
TKaHewn;



Mocne cpaGaTbiBaHWsA U yaaneHust yCTpoicTBa BCceraa NpoBepsiiTe NIMHMI0 CKPEMNIEHUS U OKpY»KatoLLyto obracTe Ha npegmeT
repMeTUYHOCTU/reMocTasa NIMHUM aHacToMo3a U MPaBUITbHOCTM 3aKpbITUSE CKOG. HeaHauuMTenbHOe KpOBOTEYEHME UMK yTeuka
MOTYT ObITb YCTPaHEHb! C MOMOLLbIO 371EKTPOKOArysisiu, Py4HOTO HaNoXeHUs LWBOB UMK APYTUX NOAXOAAWMX METOAOB;

B xone ogHon npouenypbl CLUMBatOLWMI annapat cepumn BL moxeT BbITb NnepesapsikeH u cpaboTtaH Ao 12 pa3 ¢ Ucnonb3oBaHMeM
KacceT BLR;

YTUnNu3npynTe BCe BCKPbITbIE YCTPOWCTBA, HE3ABMCKIMO OT TOTO, GbIfM M OHM MCMONBb30BaHbl UMK HET. YCTPOWCTBa, KOTopble
BCTYNalT B KOHTAKT C OMOMOrMYeckMMM XUOKOCTAMM, TpebyloT cheuuvanbHoi yTunu3auumyM Ans  npefoTBpalleHus
GUONor1YecKkoro 3arpsisHeHusl, Heo6xoaAnMo cobrno4aTe COOTBETCTBYIOLME MECTHBIE HOPMATVBHbIE TpeGOBaHUS.

NmnnaHTupyemble ckobbl aBnsoTca MR-COBMECTUMbIMW, AOMONHUTENBHYIO MHOPMaLUo CM. B pasgene «MHgopmayus no
6e3onacHocmu MPT».

MUHCTpPYyKUMM NO NPpUMEHEHUIo

MepeAa ncnonb3oBaHnem

1.

BHMMATENBHO oOUEHWUTE ANWHY W TOMWMHY yAansemMon TKaHW, 3aTteM BblbepuTe OAHY WM HECKONbKO KacceT ¢
COOTBETCTBYHOLUMMM pa3MepaMu ckoG M3 Tabnuubl «XapakTepUCTUKM BapuaHTOB kacceT». MMeiTe B Buay, 4to 45-
MWUMNMMETPOBLIE  CLUMBAalOLWIME annapaTtbl MOTyT MCMONb30BaTbCA TOMbKO C 45-MUNnMMMeTpoBbIMKU KacceTamu, a 60-
MUMNMETPOBbIE CLUMBAIOLLME annapaTtbl — TOMbKO € 60-MUMNNMMETPOBLIMU KacceTamMm.

[MpoBepbTe LENOCTHOCTb CTepuUnbHOro Gapbepa ynakoBKM M CPOK FrOOQHOCTM ycTpouncTea. He ucnonb3ymte ycTtpowctea C
NOBPEXAEHHbIM CTEPUIbHLIM BapbEPOM MM C UCTEKLLIMM CPOKOM FOAHOCTW.

OTKpOVITe 6]'IVICTepHyI'O YNakoBKY CLUMBatOLLEero annaparta; y6e,EI,VITer, 4yTO 6paHLIJVI OTKPbITbI.

O3HakoMbTECb C MEXaHW3MOM LUapPHUPHOrO COEAVHEHWs, NOTSAHYB 3a LUAPHWPHbIE MNABHUKM U OOHOBPEMEHHO MPUIOXMB
6okoBoe AaBneHne Ha GpaHLWm Apyro pykom Uy Ha OMOPHYK NOBEPXHOCTb. BbpaHLwwy noBopayMBalTCa Ha MakcuMarbHbIN
yron 45° B ntoboM HanpaeneHuu, nNocre Yero cuna noBopoTa yBENMYMBAETCH, CUrHaNU3npys 06 OKOHYaHUK AYrY LUAPHUPHOTO
coeavHeHus. YaepxuBarite 60koBoe AaBrneHue, OTnyckas LWapHUpHbIE NNaBHUKK, Y4TODObI 3adnkenpoBaTtb 6paHLLK NO4 OAHUM
u3 3agaHHbix yrnoB 15°/30°/45°, 3atem ocnabbte OokoBOe [AaBneHue. YTobbl BepHyTbCA B MNpsMoe (HeWTparnbHoe)
MONoXeHne, MPOCTO MOTSHUTE 3a LWAPHUPHbIE MNNaBHWKKM, 4YTOObI OTNYCTUTL dukcaTop, yron OpaHWw aBTOMaTUYECKU
cbpocutcs.

OTKporTe 6NUCTEPHYIO YNAKOBKY C 3apsaKor, NpoBepbTe Hanmume 3aliMTHOro Konnayka. Ecnv konnadok oTcyTCTBYET, 3apaaky
cneayet BbIGPOCUTD.

3arpy3ka KaccerTbl

6.

anI OTKPbITbIX 3aXXUMaxX BCTaBbTe KacceTy, CABUHYB €ro K HWKHEN YacTu 3axuma, noka BbICTYN ONA BblpaBHNBAHUA KaCCeTbI
He BoMAeT B na3 Ans BblpaBHNBAHUA N HE 36CbVIKCVIpyETC$| Ha MecCTe.

CHumMuTE 1 BbIBpOCHTE 3alUTHBIA Konna4vok. MpoBepbTe MOBEPXHOCTbL KacceTbl HA Hanuyme Bcex ckob. Ecnu kakue-nnbo
CKOObI OTCYTCTBYHOT, BbIOPOCHTE KACCETY M 3aMEHUTE ee.

BbINONHMTE LMKN 3aKPbITUS-OTKPbLITUA, 4TOObI y6eauTbCA B MpaBunbHOM 3arpyske. YToObl 3akpbiTb OpaHLM, COXMUTE
PYKOSATKY 3aKpbITWS, MOKa OHa He 3adMKCMpyeTCs Ha MecTe M He pas3facTCs CrbIWMMbIV LWenyok. YTobbl oTKpbITe GpaHLuw,
COXMUTE PYKOSATKY 3aKPbITUS, HAXXMUTE N YAEePXMBanNTe KHOMKY OCBOOOXAEHWS YNOPHOM YacTu, 3aTeM MeOsIeHHO OThycTuTe
PYKOAITKY 3aKpbITWS.

Bo BpemMsa uMcnosib30BaHuUA

9.

10.

11.

12.

Bakponte GpaHLiM, y6eanTecb, YTO OHU HaxXoOATCA B HEWTparbHOM MOSIOXEHUWU, U BCTaBbTE YCTPOWCTBO B Tpoakap Wmu
pa3pe3 guameTpoMm 12 mm. CTapaiTeCb He HaxaTb Ha CMyCKOBYK PYKOATKY cryyanHo. Ecnv cnyckoBas pykosiTka Oyner
HaxaTa crny4yanHo, YCTPONCTBO 3abnoKMpYyeTCs, Y OTKPbITb GpaHLUM C NOMOLLbIO KHOMKW OCBODOXAEHUS YNOpHOW YacTu bynet
HEBO3MOXHO. YTOObI BbLIATU M3 3TOrO COCTOSIHWS, W3BIEKUTE YCTPOMUCTBO M HaXMWUTE KpaCHbIA MepeknioyaTenb py4YyHOro
peBepca Hoxa. VHoukaTtop HanpaBneHus Hoxa OoTobpasuT CTpenky Hasag, ykasbiBasi, YTO HOX HaxoguTcs B obpaTHOM
pexume. MNMOoNMHOCTbI0 HAXXMUTE Ha CMYCKOBYH PYKOATKY, MHOUKATOP MOSIOXKEHUSA HOXa OTOOpasvT HOMb, yKasbiBasd, YTO HOX
BEPHYICS B UCXOA4HOE (Ha4anbHoe) nonoxeHve. HaxMute KHOMKy 0CBOGOXAEHWUSI YNOPHOW YacTu, YTOObl OTKPbITL BpaHLIn 1
3aMEeHUTb NaTPOH.

Mocne BBeOeHMS B MNONOCTb Tena yoeanTech, YTO ynopHas 4acTbnonHOCTbo BUaHA. OTkporiTe 6paHwm. C noMoLbio KonbLa
ANsi BpalleHusi lwToka cBoboaHO noBepHUTE GpaHLum Ha 360°, a ¢ NOMOLLbIO LWapHUPHBLIX pebep corHnTe GpaHLuM Ha yron Ao
45° B nobom HanpaBneHun. CTpykTypa Tena, OpraH unu Opyroe yCTPOWCTBO MOTYT UCMONb30BaTbCsl B KAYECTBE OMOPHOM
NMOBEPXHOCTU ANs OKaszaHus OOKOBOro AaBfeHus Ha OpaHwu u ux crmbaHus nod OJHMM M3 3apaHee 3afaHHbIX YrioB
15°/30°/45°. MNpwn ncnonb3oBaHUM CTPYKTYp Tena Unm opraHoB B KAYECTBE OMOPHOW NOBEPXHOCTU ocoboe BHUMaHWE creayeT
yAensTb BU3yanbHbIM CUTHanam u TakTunbHOW o6paTHOM CBSA3M, NonyyYaemMoi OT yCTponcTBa. He okasbiBaliTe ppoHTanbHOro
OABMEHUS UMM 4Ype3MepHOro OOKOBOrO [aBfEHUA Ha TKaHW, TaK Kak 3TO MOXET MNPUBECTU K MOBPEXOEHWU Wnn
TPaBMUPOBAHUIO TKAHEN.

PacnonoxuTe ycTpOWCTBO BOKPYr TKaHW, KOTOPYH HEeOoBXOAMMO CKpenuTb, W ybeOuTechb, UYTO TKaHb JIEXWUT POBHO MU
paBHOMEPHO B Mpedenax AuanasoHa pesaHusi, 6e3 MpenaTcTBU BHYTpWU GpaHwl. 3akpoinTe GpaHLuM, MOSIHOCTBIO CXKaB
PYKOSITKY 3aKpbITusi. PekoMeHayeTcs nofoXaatb He MeHee 15 cekyHA nepen 3anyckoM. Ecrnv pykosTKy 3akpbITUs TPyAHO
3apMKCUpPOBaTb, U3MEHUTE MOMOXEHNE YCTPONCTBA U BO3bMUTE MeHbLLIEE KOIMYECTBO TKaHu.

HaxmuTte Ha PYKOATKY 3arnycka HeCKOIbKO pas, 4YTOObl MOMHOCTLIO 3anyCTnTb nepes3apAanky: TpuU NOJIHbIX HaXatua Onda



paBpe3aHVIFI/CerI'IJ'IeHVIF| BCEN ONMHbI TKaHM B Mpejenax guanasoHa pa3pe3aHVIﬂ/Cerl'lJ'leHVlF| N OOHO NOJNIHOEe HaXkaTtue,
YTOObI BEPHYTb HOX B UCXOOHOE MNoJioXeHune. an/I Ka)KOOM HakaTuu MOSIHOCTbIO CXXUMaWTe 1 OTﬂyCKaﬁTe PYKOATKY 3anycka
nnaBHbIM N HeENpepbiBHbIM ABVWXEHUEM. MHLI,MKaTOp NONOXeHNA HOXa nepemMeLllaeTca Npu KaXXaoM HaXXaTuu. Mocne TpeTbero
Ha)Xatna MHOMKaToOp HanpaBleHUA HOoXa OT06pa3VIT CTpenky Ha3af, yka3biBad, YTO HOX HaxoguTCA B 06paTHOM pexume. B
KOHLEe 4YeTBepTOoro Xxoga MHOANKaATOP MOJI0XKEeHNA HOXa 0T06p83VIT 0, YKa3blBagd, YTO HOX BEPHYJICA B ICXOAHOE NOJ10XEeHne.



13. Mocne norHoro BbLICTPena KacceTbl PEKOMeHOyeTcsl AepxaTb GpaHLM 3akpbiTbiIMUM U MoAoXAaaTb He MeHee 15 cekyHa.
OTkpoliTe GpaHLLN, OCTOPOXHO W3BMEKUTE YCTPOWCTBO M3 TKAHW, 3aKpoUTe OpaHLiM, MOTSHUTE 3a LUapHUPHbIE MNaBHUKY,
4TOGbI BEPHYTHL GpaHLLK B HEUTPanbHOE MOMOXEHWE, U U3BIEKUTE YCTPOMCTBO U3 NMOSIOCTU Tena Yepes BTYNKy Tpoakapa.

14. BHMMaTenbHO OCMOTPUTE NUHUIO CKPENNEHUs Ha NpeaMeT NpaBunbHOro hopmmpoBaHus ckob 1 remocTasa. HeaHaumTensHoe
KpOBOTEYEHUE UMK yTeuka MOryT ObiTb YCTPaHEHbl C MOMOLLBIO IMEKTPOKOoarynsummn, py4yHOro HanoXeHusi LWBOB UMK OpYyrux
NoAXoAsALWMNX METOAOB.

Pasrpyska KacceThbl

15. Y6eauntecb, 4TO GpaHLIN OTKPbITHI U HAXOAATCSH B HEWTpanbHOM MoOroxeHun. TONKHUMTE UCMONb30BaHHbIA NaTPOH BBEPX K
HaKOLUTOKbHE, YTOBbl OTCOEANHUTL ero OT GpaHLL, 1 BbIGPOCbTE MCMONb30BaHHbIA NATPOH.

16. [OononHutenbHble 3apsabl (40 12 pa3 B o6Lei CHOXHOCTA) MOryT OblTb 3aTEM 3arpyXeHbl U BbiMyLleHbl B XO4e OAHOiA
npoueaypsl. NpegoxpaHntensHas 6NokMpoBKa NpeaoTBpallaeT NOBTOPHLIV BbiNyCcK NycToro 3apsiaa. He nbitantecs o6onTn
npefoxpaHnTEnNbHY GrOKMPOBKY.

KnuHuueckue npeummyuiecrtsa

YCTpONCTBO MO3BONSET NPOBOAMTL MarioOMHBAa3MBHbIE OMepauuun, 4YTO COMNPOBOXAAETCA MEHbLUEN KPOBOMOTEpelW BO Bpems
onepauum n MeHblMK pa3pesamu. MeHblume pa3pesbl NPMBOASAT K MEHbLUEMY KONn4ecTBy MHdekumin B obnactu paspesa, 6onee
KOPOTKOMY Mepuoay BOCCTaHOBMEHUS, MEHbLLEN NocneonepaLoHHOn 60nn n meHsbLwWnm pybuam.

HexenarenbHble no6ouHble 3chheKTbl/oCTaTOUHbIE PUCKU

HexenaTtenbHble NOGOYHbIE 3PEKTLI U PUCKU, CBA3AHHBIE C UCMOMNBb30BAHNEM YCTPOWCTBA, aHaNorM4yHbl TEM, KOTOpblE CBSI3aHbl C
XMPYPru4eckuM ClUMBaHUEM U APYrMMU METOAaMU HaroXeHUs LUBOB: BO3MOXHAs yTeuka, MHAEKLMSA, KpoBOTe4YeHue, remaToma,
CTpUKTYpa, abcuecc, s3Bbl, rpbbka, MOBTOPHAsi onepauusl, Nnepexos K OTKPbITOW XMPYprun, cMepTb, pedsitoke, MHEBMOHUS, 6ornb,
anneprusl, NaHKpeaTUT, KuLIeYHasi HEeNpOXOAMMOCTb, 3afepXka OMOPOXHEHMS Xenyaka, nepdopaunsi, pBoTa, BbIMOT, CBULL,
amnuema, peumame, XUNOTOPAKC, MHCYNbT, OCTPbIN pPecnmMpaTopHbIA OMCTPECC-CUHAPOM, Nepexod, NOBTOpHas rocnuvTanunsauus,
XKenyoovHo-KuLeYHasa AucdyHKUmMs. Nonb3oBaTeny JOMKHbI MHOPMMPOBaTh NauMeHToB 06 3TUX puUCKax.

Undcdopmauuna o 6esonacHoctu npu MPT

CkoObI siBnsitoTcss MR-COBMECTUMbIMU A

Ona MP-nccnegoBaHuin Bcero Terna: YeroBeK C MMMMaHTUPOBAHHbIMU CkoGamMu MoOXeT Ge3onacHO MpoXoauTb CKaHMPOBaHWe
nobon yactu Tena npu 3,0 T npu cobniogeHun cnepyroLwmx ycnosuin. HecobntogeHne aTux ycroBuin MOXET NPUBECTU K TPaBMaM.

. CraTtnyeckoe marHuTHoe none (BO) He 6onee 3,0 T;
. MakcrmanbHO 4oNyCTUMBIN NPOCTPAHCTBEHHBIV rpaanMeHT marHntHoro nons (VB) coctaensiet 30 T/m (3000 rayccos/cm);
e MarHuTHbIA MHAYLMPOBAHHBI MOMEHT MEHbLLE, YeM rPaBUTaLMOHHBIN MOMEHT B XyALLEeM cryyae;

. B cuctremax MPT 3,0 T unn 1,5 T cpeaHasa yaenbHasa ckopocTb nornoteHns (SAR) ana Bcero Tena He npesbiwaeT 2 Br/kr,
BO3[eNCTBME PaaMOYacTOTHOMO U3NyYeHns He npesblaeT 15 MUHYT;

. WHdopmaumsa o6 aptedakrax: o6pasel BbidbiBaeT apTedakTel pasmepom o 3,8 mm B MP-cucteme 3,0 T u 3,2 mm B MP-cucteme
15T.

YnaxkoBka
YCTPONCTBO YNakoBaHO B CTEPUIIbHYHO GrIMCTEPHYI0 KOPOOKY 1 BYMakHyH KOPOOKy.

Cpok rogHoCTM
Cpok rogHOCTM YCTPOWCTBA COCTaBnsieT 5 ner.

Odara npou3BoacTBa
CM. 3TMKETKY Ha yrnakoBKe.

YcnoBus xpaHeHus u obpaweHun

XpaHWTe NpuM KOMHATHOW TemnepaTtype, u3beraTb ANUTENbHOrO BO3AEWCTBUS MOBbILWEHHBIX Temnepatyp. He nopsepratb
Bo3gevicTeuio Temnepatyp Bbiwe 30 °C unu Huxe 10 °C, He nogBepraTb BO3AENCTBUIO BNaxHOCTK Bbiwe 70 % wnun Huxe 35 %.
Ob6palyaTtbes ¢ n3gennem oCTOPOXHO, He WwTabenuposaTh 1 He yKNaabiBaTb HA MOAAOHI.

MeTtopn crepunusauumn
Crepvnusaums aTUIIeHOKCUaom

Coo6uweHne o npouciecTBuAxX

O nobbIx Cepbe3HbIX MHUMAeHTax, CBA3aHHbIX C yCTpOIZCTBOM, cnepyet coobuwartb npon3BognTENo U KOMMNETEHTHOMY OpraHy
CTpaHbI, B KOTOpOVI Haxo4MTCsl Nonb3oBaTesnb WKWK NaumeHT.

Kpatkoe manoxxeHme 6e30nNacHOCTU U KIIMHUYECKMX xapakrepuctuk (SSCP)



SSCP poctyneH B eBponeinckor 6a3e AaHHbIX MO MeguuuHckum nagenuam (Eudamed). UcnonbayiTte 6asoseit UDI-DI
69492989L.S0001W5, yTobbl HaTK U3aenue Ha Beb-canTe: https://ec.europa.eu/tools/eudamed.
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