
coflepwMT:
- HiiHMeHOBaHHe npeAnpHHTHS-HaroTOHHTejiH H(MAM) ero rORapmjfl 3H3K;

- HaHMeHOBBHHC HJiH o6o3HaiiCHHe na6opa;
- Kovin/ieKTHocTb (c onucaHHCM coa,ep)KiiMoro na6opa);- cBcjaeHHjj o HajiHMHH rpa^ynpoBKH Ha UITOKC mnpmia;
- cBe^eHHA o HajiHMHH 3amnTiioro KoanaHKa umiHHapa iiinpHua;
- caejieHHH o HSJIHMHH noABHiKHbix BucrrynoB jinx 6AOKHPOBKM o6paTHoro xoAa Ha urroKe nopujHH

Q l/lHCTpyKL(Mfi no npMMeHehMfo,
npoT\ABonoKa3aHv\n \A cocraB
MecTHoaHecTe3wpyioinero pacrBopa
npnnaraercn K rpynnoBOfi ynaKOBKe!

HHbCKropa;- CHMBOA «3anpex iia noBXopHoe npn.MeHeHHe»;- naariHCb; dlpiiMeHaHHe: neKapcxBeHHoe cpeacxBO H nrvia HHbeKUMOHHaa, BXOAJHUMC B cocxaB
H«l6opa* CTCpHAUHbl, SnHporChHbl, HCXOKCHHHbl»;- CBeAeHHH 0 HeAO I ]yCTHMOCXH lipHMCHCHHX B C.’iyHflC HapyUieilHH UeJIOCTHOCtH IIOTpeOHie- IbCKOfl
xapbi;

jdHcmpxMmm no NPUMQHQHUK)- roA H Mccau ynaKOBbiBaHHH;
- ycAOBHS xpaHeHHfi;
- jioMep naprHH;
- rapaHTHHHUlii CpOK TOAHOCXH HAH CAOBU «XOAeH AO...» (MeCHU H ABe nOCAeAHHC HHCj)pbl rOAa)» HAH

cooTBexciuyiomero CHMBOAa;
- HOMep H Aaia perncxpauHOHHoro yaocxoBepcuHa Poc3ApaaHaA3opa;
- o0o3Ha»ienne nacxojiiuHX IV;- upcjyiipc>KACHne «He HcnoAbaoBaxb no HCTeneHmo cpoxa IOAHOCTH! ripuMCHHTb no peuerrry!»;
- CHMBOA reMnepaxypHbift Anana30H npw xpaHCHHH H xpaHcnopxHpoBaHHH;
- 3H8K COOXBCXCTBHA CMK TOCT ISO 13485;
- 3HOK COOTBCTCTBHA no TOCT P 50460;
- CHMBOA o Heo6xo,AHMOCTH BbiSpocHXb ynaK0Bh7 B ypHy;
- urrpHX-KOA-

06o3HaneHHFi CHMBOJIOB npHBefleHbi B TaS/inue:

HAEOP flilfl CTOMATOJlOrilHECKMX
XMpyprHHECKHX npoiiEflyp,

C0flEP)KAII)MH JlEKAPCTBEHHblE
CPEflCTBA, 0flH0PA30B0r0

MCn0Jlb30BAHMB B BAPMAHTAX
MCnOilHEHHB

noIV 32.50.13-002-65038901-2018

CHMBOJI PaCLJJMC|DpOBKa

t BepxHflfl rpaHMua TeMnepaTypHoro flnana30Ha

YnaKOBKy caeflyeT BbiSpocHTb B ypHy.

CoOTBeTCTBMe CMCTeMe CepTMCjDMKaUMM TOCT P©
oooo

BHeniHflfl rpynnoBas ynaKOBKa (Kopo6Ka) HMeeT MapKHpoBKy:
- HaHMeHOBanHC npeflnpnflTHJi-H3roTOBHTen8 H (HJIH) ero TOBapHUH 3Hax;
- iiaHMCHOBamie HJIH o5o3HaneHHe Ha6opa;
- KOMnjieKTHocTb c yKa30HHCM KOJTHHecTBa Ha6opoa (c ormcaHHeM coaepJKHMoro na6opoB,npH

HeOOXOflHMOCTH);
- CBeaeHHH 06 OAHOKPATHOCTH npuMCHeHUH;
- HaAnHCb: wnpHMeHamie: aeKapcTBeHHoe cpeacTBO H Hrna HutcKunoHHaa. Bxojyuune B cociaB

Ha6opa, crepHJibHbi, annporeiiHbi, HeroKCHHim»;
- CBCAeHHa o HeAonycTHMOCiH npHMeHeHHH B cjiynae HapyweHHfl UCJIOCTHOCTH noTpeSmejibCKOH

Tapu (npH HeoCxoAHMOCTH);
- roA H Mecsm ynaKOBbiaaHHA;
* HOMep napTHH;
- o6o3HaneHHe HacTonmux TY,

20.rAPAHTMMHblE 06fl3ATEJlbCTBA
KoMnaHMFi rapaHTupyeT KanecTBo, 6e3onacHocTb H

acf3cj3eKTMBHOCTb H3,qenHfl, ecnn OHO Hcno/ib3yeTCfl B COOTBOTCTBUM
c nHCTpyKunei/1 no npHMeHeHHKD AO lACTe^emn cpOKa roflHOCTH M
xpaHMTCfl c co6nfOfleHneM ycnoBMM xpaHeHM?i.

21.TPEB0BAHMB no TEXHM4ECK0MY OBCJiyXCMBAHUH)

MEflMUMHCKOrO M3flEJ1M5l
l/l3flenne TonbKo flna oflHopa30Boro npHMeHeHHH, TexHHnecKoe

o6cny>KHBaHHe He npHMeHHMO,

22.PEKJ1AMAUM5I
B cxiynae BO3HHKHOB6HHH >Kajio6, no>KajiyHCTa, o6paLuaHTecb no

a^pecaM:
06mecTBO c orpaHHneHHOH OTBETCTBEHHOCTBIO «A3PC-MEfl»

(000«A3PC-MEfl») .
POCCHH, 170001, r. TBepb, TeppHTopnH flBop nponeTapKH, 10 A.
Te/i./ctDaKC: +7 (495) 973-77-35/979-67-15.
Aqpec e/ieKTpoHHOH noHTbi: aers@shpric.com
http://shpric.com/contacts

Hai/iMeHOBaHHe npon3BOACTBeHHOH rmomaflKn:
OOO «A3PC-MEfl»

yno/iHOMOMeHHbm npeflCTaBmeAb B Pecny6nnKe

Benapycb: 3AO «5ejiMeflnocTaBKa».
225730, Benapycb,BpecTCKaa o6nacTb,

flHHCKMH panoH,fl. IIHHKOBHMH,y/i. flonepeMHa^, 36. O— f a

OpraHH3ai4H«-npon3BOflHTe/ib:
OOO «A3PC-MEfl»,

170001, Poccna, TBepcxa^ oOnacTb,
r. TBepb, TeppmopHH flBop nponeTapKH, 10A

Ten./CPaKC: 8 (495) 973-77-35
8 (495) 979-67-15

www.shpric.com

npon3BefleHO no Ty 32.50.13 - 002 -65038901 - 2018
ISO 13485:2003 2024



CBEflEHMfl Q nP0M3B0flMTEJlE MEAMUMHCKOrO M3AEAMA
ripOM3BOflMTenb: 06L14eCTBO C OrpaHMHeHHOM OTBeTCTBeHHOCTbK)

;A3PC-MEfl»(000«A3PC-MEfl») .
Aapec : POCCMA, 170001, r. TBepb, TeppMTopMA flBop nponeTapKM, 10

Aflpeca MecT npon3BOflCTBa: POCCMA, 170001, r. TBepb, TeppMTopMA
flBop riponeTapKM, 10 A.

1. HAMMEHOBAHME MEAMUMHCKOrO M3AEJ1MA
Ha6op AHA CTOMaTonorMHecKMXxMpyprkiHecKMx npoueuyp,

COAEPWALAMM neKapcTBeHHbie cpeACTBa, OAHopa30Boro Mcnonb30BaHMA,
B BapMaHTax McnonHeHMA

noTV 32.50.13-002-65038901-2018.
2. OEJIACTb nPMMEHEHMfl MEAMUMHCKOrO M3AEJ1MA
OOnacTb npMMeHeHMA - CTOMaTonorMA. flnA npocpeccMOHanbHoro

npMMeHeHMA BycnoBMAxJinY
3. HA3HAHEHME MEAML|MHCK0r0 M3AEJ1MA
MeflHUHHCKoe M3flenne npeAHa3HaneHO AHA npoBeAeHMA npoueflypbi

MecTHoro ofeOonMBaHMA nepefl xi/ipypri/ineeKMM BMewaTenbCTBOM B
CTOMATO/lOrMM.

4.nOKA3AHMfl AM nPMMEHEHMfl MEAMLIMHCKOrO M3AEJ1MA
OKa3aHne coBpeMem-ioi/i CTOMATONORI/IHECKOI/I noMOLAM c

npMMeHeHMeM MHC)3MnbTpaUMOHHOl/l 1/1 npOBOflHMKOBOM aHecTe3MM,

5. nP0TMB0ll0KA3AHMfl AM nPMMEHEHMfl MEAMUMHCKOrO M3AEJ1MA
ripi/iMeHeHHe M3flenn5i npn cepbe3Hbix coMaTMHecKMx 3a6oneBaHMAx

MJII/1 anneprun Ha neKapcTBeHHbie npenapaTbi, BXOAALAMX B cocTaB
HaOopa He AonycKaeTCA.

6. MEPbl nPEA0CT0P0)KH0CTM nPM nPMMEHEHMM MEAMUMHCKOrO
M3AEJ1MA

l/l3fle/ine npeflHa3HaneHO TonbKo AHA oflHopa30Boro Mcnonb30BaHMA
M3AeJlH51 C 1/lCTeKLLIMM epOKOM IDAHOCTl/l He CJieAyeT MCnOJ1b30BaTb

AA5i naui/ieHTOB, OHM noAne>KaT yTMnM3auMM.
7. B03MQ)KHblE nOBOHHblE AEMCTBMfl nPM MCn0J1b30BAHMM

MEflMUMHCKOrO M3AEJ1MA
npM Mcno/ib30BaHMM Ha6opa jj/ in cTOMaronormecmxxHpyprmecmx

npopeffyp, coflepKatijero neKapcTBeHHbie cpeflcrda, op,Hopa30Boro
Mcnonb30BaHMn, B BapmHTax Mcnonaenm ObiBaiOT ocno>KHeHMA
yKa3aHHbie B MHCTpyKUMM no npMMeHeHMio Ha neKapCTBeHHoro
cpeACTBa:

anneprMHecKaA peaKUMA -CMJibHbiM OTeK cnM3MCTOi/i;
o6pa30BaHMe reMaTOMbi (cMHAKa) -KOTO KpoBb M3 KanMnnApoB

nonaAaeT B MATKMe TKOHM;
noTepA HYBCTBMTENBHOCTM - B03HMKaeT,ecm BO BpeMA yKOJia Bpan

3aAen HepB;
cna3M >KeBaTeabHbix Mbirnu-6biBaeT NPM cnynaMHOM noBpe>KAeHMM

MblLLIM MJ1M COCVAOB.
8. B3AMM0AEMCTBME C APyrMMM MEflMUMHCKMMM M3AEJ1MAMM
npMMeHeHne HaOopa AHA CTOMaTonorMHecKMX xMpyprMHecKMx

npoueAyp He B03ueMCTByeT Ha npouecc B3aMMHon odycnoBneHHOCTM M
CB513M MeAHUMHCKMX M3A©i1MM.

9.4ACT0TA M 0C0BEHH0CTM MCn0Jlb30BAHMfl MEAMUMHCKOrO M3AEJ1MA
Ha6op npeAHa3HaneH CTporo AHA OAHopa30Boro npMMeHeHMA.
10.KOMnAEKTHOCTb F10CTABKM
B KOMnneKT nOCTaBKM, B 3aBMCMMOCTM OT KOMnneKTaUMM, BXOAHT

OAMH M3 HaSOpOB:
Ha6opl , III, IV, V, VI, VII
- MHbeKTop KapnynbHbiM OAHopa30BbiM;
- neKapcTBeHHoe cpeACTBo;
- Mma.
Ha6op II
- MHbeKTop KapnynbHbiM OAHopa30Bbii/i;
- neKapcTBeHHoe cpeACTBo,
a TaK>Ke AOKyMeHTbi, yAOCTOBepAOLAMe KanecTBO npoAyKUMM M

nocTaBn5ieMbie B cocTaBe HaOopa:
1) STMKeTKa AM. 65038901.000.001 3T-1WT;

2) l/lHCTpyKL4M51 no npMMeHeHMio AM. 65038901.000.001 MM-1 HIT.
Ka>KqbiM Ha6op nocTaBnAeTCA B repMeTMHHoi/i MHAMBMAyanbHoi/i

noTpeOMTenbCKOM Tape. 1/lHAMBMAyanbHan noTpeOMTenbCKaA Tapa npM
3aKa3e pacc£)acoBbiBaeTCA no 10, 50, 100 m\A 200 LUT. BO BHeiuHioio
rpynnoByio ynaKOBKy: KopoOKy M3 roc£)pMpoBaHHoro KapTOHa.

l/lHCTpyKLjMfl no npMMeHeHMK), npOTI/IBOnOKa3QHl/1FI
M cocras MecTHoaHecTe3Hpytouj{ero pacrBopa or
npoM3BOflMTenn npwnaraercn K rpynnoBofi ynaKOBKe!

11. TEXHMHECK0E OnMCAHME MEAMUMHCKOrO M3AEJ1MA
l/lHbeKTop M3 HaOopa M3rcrraBnMBaeTCA M3 nonMnponMneHa no TOCT

26996-86, MapKM nil H030GP «ElonMOM», BO3MO>KHO APyroe npMMeHeHMe
HeTOKCMHHoro MaTepMana c xapaKTepMCTMKaMM He xywe yKa3aHHoro.

Macca Ha6opa (B c6ope) He npeBbiwaeT - 20 r.
B cocTaBe HaOopa npi/iMeH5ieTC5iMrna KapnynbHan OAHOpa30Ban

AA5iCTOMaTonorMHecKMX BMemaTenbCTB, MMeiOLua5i pa3peniMTenbHbie
AOKyMeHTbi Ana npMMeHeHMA B MOAMLIMHCKOM npaKTMKe KaK MeAMAMHCKoe
M3Aenne (MM) M cooTBeTCTByioiAan TOCT ISO7864-2011.

(AO LAenHKa) M npoBepHyrb 3aiAMTHbii/i KonnanoK no nacoBOM cTpenKe
AO MOMeHTa ero OTcoeAMHeHMA OT Kopnyca (npM HCOOXOAMMOCTM).

flocne OKOHHaHun Bcex Mamnynnuy\\A c i/iHbeKropOM HeoOxoAMMO
noMecTMTb MHbe r̂op M 3amMTHbiM KonnanoK c MrnoM B KOHTeMHep
AH5iMcnonb30BaHHbix LiinpMuoB M Mrn AHA nocneAyioLuero
o6e33apa>KMBaHM5i M yTmmau,m.

13. YCAOBMA nPMMEHEHMfl MEAMUMHCKOrO M3AEJ1MA
Ela6op AAN CTOMaTonorMHecKMX XMpyprMHecKMx npoueAyp,

coAep>KaLAMM neKapcTBeHHbie cpeACTBa, 0AH0pa30B0r0
Mcnonb30BaHMA B BapMaHTax McnonHeHMA MOweT npMMeHATbcn B Jiny
CTOMaTonorMHecKoro npocloMna KBanMcjDMMMpoBaHHbiM MOAMUMHCKHM
nepcoHanoM,

14. yCJIOBMfl SKCnnyATAUMM
Ha6op npeAHa3HaneH CTporo AHA 0AH0pa30B0ro npMMeHeHnn.
15. CP0K Ciiy)KBbl (rOAHOCTM) M yKA3AHME HA 3AnPET

MCn0Jlb30BAHMfl MEAMUMHCKOrO M3AEAM5I no MCTEHEHMM CP0KA
cny)KEbi (rOAHOCTM)

l/l3roTOBMTenb (riocTaBLAMK) rapaHTMpyeT cooTBeTCTBMe Ha6opa
TpeOoBaHMAM TY 32.50.16002-65038901-2018 npM coOniOAeHMM
yenOBMM npMMeHeHMA, XpaHeHMA M TpaHCnOpTMpOBaHMA .

TapaHTMMHbiM cpoK rOAHOCTM HaOopa yxa3aH Ha noTpeOMTenbCKOM
(MHAMBMAyanbHOM) ynaKOBKe .

BHMMaHMe! He npMMeHATb nocne MCTeneHMA cpoKa TOAHOCTM
yKa3aHHoro Ha ynaKOBKe!

l/l3AenMe noA^e>KMT yrMnM3auMMl
16. yCJIOBMfl XPAHEHMA
HaSop B ynaKOBKe npeAnpMATMA-M3roTOBMTenn Aonx<eH

xpaHMTbCA Ha CKnaAax nocTaBLUMKa B ycnoBMAX 3aKpbiToro CKnaAa,
noMemeHMA, npM TeMnepaType OT 5 AO 25°C M oTHocMTenbHOM
Bna>KHocTM B03Ayxa He Bbime 80 %, Ha paccTOAHMM He MeHee 1 M OT
OTONMTENBHBIX npMSopOB, B TeneHMM 3 neT c ASTbi ynaKOBbiBaHi/iA, HO
HE 6onee cpoKa xpaHeHMA npMMeHAeMoro B HaOope neKapCTBeHHoro
cpeACTBa.

RIPM xpaHeHMM HaOopbi Aon>KHbi 6biTb 3aLAMLASHbi OT ASMCTBMA
npAMbix nyneiM M He noABepraTbCA ASMCTBMIO Macen, opraHMHecKMx
pacTBopMTenei/i, HecjDTAHbix npoAyKTOB, cf)eHonoB, KMCHOT M
LuenoneM.

17.TPAHCnOPTMPOBAHME
TpaHcnopTMpoBKa ynaKOBaHHbix HaOopoB ocyiASCTBnAeTCA nioObiM

BMAOM TpaHcnopTa, npM ycnoBMM 3aiAMTbi MX OT MexaHMHecKMx
B03ASMCTBMM, aTMOCcjiepHbIX OCaAKOB M ASMCTBMM arpeCCMBHbIX
cpeA, B cooTBeTCTBMM c npaBMnaMM nepeB03KM rpy30B,
A©MCTByKDLAMMM Ha ASHHOM BMA© TpaHCnOpTa.

TpaHcnopTMpoBaHMe npM MMHMManbHOM TeMnepaT/pe
OKpy>KaiOLA6M cpeAbi He HM>Ke 5°C AO MaKCMManbHOM nnioc 25°C,

18. yTMAM3AUMfl M yHMHT0)KEHME
HaOopbi AHA CTOMaTonorMHecKMX XMpyprMHecKMx npoqeAyp,

C0Aep>KaLAMe neKapcTBeHHbie cpeACTBa, OAHOpa30Boro
Mcnonb30BaHMA B BapMaHTax McnonHeHMA, MMeiOLAMe noBpe>KAeHMA
MHAMBMAyanbHOM ynaKOBKM, nM6o MCTCKIUMM cpoK TOAHOCTM
MCNONB30BaTb He AonycxaeTCA, MX cneAyeT yTMnM3MpoBaTb.

A.

B cocTaBe HaOopa npMMeHAeTCA pacTBop AHA aHecTe3MM B Kapnyne,
MMeiOLAMM pa3peillMTenbHbie AOKyMeHTbi AAA npMMeHeHMA B MeAMUMHCKOM
npaKTMKe KaK neKapcTBeHHoe cpeACTBo (TIC).

MaKCMManbHbie pa3Mepbi Mcnonb3yeMbix Kapnyn He npeBbimaioT
AAMHy 63,50MM, HapyxHbM A ^aMeTp He npeBbiiuaeT 8,8 MM, HOMM-
HanbHaA BMecTMMocTb He npeBbiujaeT 1,8 MM.

UMAMHAP MHbeKTOpa CHa6>KeH ynopaMM AHA nanbueB,
oOecnenMBaiOLAMMM cjDMKcauMio MHbeKTOpa B pyKe M npeAOTBpameHMe ero
ctoTbiBaHMA Ha nnocKocTM c yrnoM HaKnoHa K ropM30HTanM 10±1°.

KoHCTpyKLiMA LiiTOKa MHbeKTOpa M ynopa Ha HeM npeAycMOTpeHa T3KMM
o6pa30M, HToObi npM yAep>KaHMM OAHOM pyKOM LIITOK Mor 6biTb yronneH
OonbLLiMM nanbueM OTOM >Ke pyKM.

KoHCTpyKUMA MHbeKropa npeAycMaTpMBaeT Ha/iMHMe BbiABM>KHoro
3aLAMTHoro uMnMHApa, ycTaHOBneHHoro Ha OCHOBHOM uMnMHApe.

3aLAMTHbiM AMHMHAP CBO6OAHO BbiABMraeTCA Ha BCHO M 6onee AHMHy
Mrnbl C 6nOKMpOBKOM M cfDMKCaMMeM B KOHU,e ABM>KeHMA ,

nocne cjDMKcauMM HeB03M0>KH0 AanbHeMLuee ABM>KeHMe 3aiAMTHoro
UMnMHApa B nio6yio CTOpOHy.

OCHOBHOM M 3amMTHbiM uMnMHApbi MHbeKropa npo3panHbie, B uenAx
BO3MO>KHOCTM BMAeTb xapaKrepMCTMKM J1C B Kapnyne HeBoopy>KeHHbiM
rna30M.

12. nOPAAOK PABOTbl C MEAMUMHCKMM M3AEAMEM, TPEBOBAHMA K
nPMMEHEHMK) M 3KCniiyATAUMM MEAMUMHCKOrO M3AEJ1MA

nepeu npMMeHeHMeM HeodxoAMMO TmaTenbHO ocMOTpeTb HaOop,

V6eAMTbCA B uenocTHOCTM ynaKOBKM Ha HanMHMe noBpe>KAeHMM
(BCKpbiTMA) M cpoKe TOAHOCTM HaOopa. B npoTMBHOM cnynae Ha6op
noAne>KMT yTMnM3auMM.

YnaKOBKa BCKpbiBaeTCA c OAHOM M3 CTOPOH. l/l3BneKaeTCA MHbeKTop M
Mrna (AHA Ha6opa I, III, IV, V, VI, VII). YcTaHaBnMBaeTCA (HaKpynMBaHMeM)
MHbeKUMOHHaA Mma Ha pe3b6oByio nacTb MHbeKTOpa.

npMMenaHMe - flonycKaeTCA npMMeHeHMe ApyrMX Mrn, MCXOAA
M3 KnMHMHecKMXTpe6oBaHMM, OTBenaiOLAMX TpeOoBaHMAM TY 32.50.13-002
65038901-2018

npMMeHeHMA B MeAMUMHCKOM npaKTMKe.
M MMeiOLUMx pa3peujMTenbHbie AOKyMeHTbi AHA

KoHCTpyrnm mbeKvopa ppnycmeT B03M0?KH0CTb caMOCTonrenbHOH
ycranoBm BpaaoM xirnbi nw6o CMeHy ixrnbi npix ycnoBm
pywTenbHoro xiApyprwecKoro BMeuiarenbCTBa, HO MCKmowTenbHo
pjin oflHoro napixeHra.

HenocpeACTBeHHO nepeA npMMeHeHMeM, nonHOCTbio yAanneTCA
3amMTHbiM KonnanoK c MHbeKUMOHHOi/i Mrnbi M BbinycKaeTCA
He3HanMTenbHoe KonMnecTBO neKapCTBeHHoro npenapaTa n^rreM
HaAaBnMBaHMA Ha LIITOK MHbeKropa.

nocne 0K0HH3HMA npOUeAypbl MHbeKUMM Heo6xOAMMO BblABMHyTb
BnepeA 3aLAMTHbii/i KonnanoK MHbeKropa B ero OKOHnaTenbHoe nono>KeHMe

19.MAPKMP0BKA
MapKMpoBKa (oTMKeTKa) MHAMBMAyanbHOM noTpeCMTenbCKOM Tapbi

После окончания срока эксплуатации и при потере 
потребительских качеств наборов, при невозможности их 
дальнейшего использования, утилизация должна 
осуществляться в соответствии с действующим 
законодательством Республики Беларусь в области 
обращения с отходами, а также в соответствии с 
санитарно-эпидемиологическими требованиями к 
обращению с медицинскими отходами.




