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Mpepucnosue

Llenn n npuHumMnel ctaHgapTu3aumn B Poccuiickoin ®efepaunn ycTaHoBNeHbl PegepanbHbiM 3aKOHOM
0T 27 gekabps 2002 r. Ne 184-93 «O TEXHUYECKOM perynnpoBaHumn», a npasnaa NpUMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CTtaHgapTusauusa B Pocculickoli ®enepauuu.
OCHOBHbIE MOMOXEHNA»

CeefieHns o cTaHgapTe

1 NMOArOTOBJ/IEH 3akpbITbiM akLMOHEepPHbIM 06LLecTBOM «MeauTecT» Ha OCHOBE ayTEHTUYHOrO nepe-
BOJA CTaHAapTa, yKa3aHHOro B NyHKTe 4

2 BHECEH TexHun4yeckMM KOMUTETOM Mo cTaHgapTusauunm TK 422 «OueHka 6nonornyeckoro fencrems
MeAULUHCKUX N3aennii»

3 YTBEP)XJEH VI BBEJEH B,EI,EI7ICTBVIE Mpukaszom PefepasibHOrO areHTCTBa No TEXHNYECKOMY pe-
rynupoBaHuio n metponorumn ot 14 gekabpsa 2009 r. No 758-ct

4 HacTtosawmii cTaHgapT nAeHTMYeH mexayHapogHomy ctaHgapty CO 7886-4:2006 «LUnpuubl MHbEK-
LIMOHHbIE OJHOKPATHOrO NPYMEHEeHWs cTepunbHble. YacTb 4. LUnpuubl ¢ yCTPOCTBOM, NPENATCTBYOLWLUM UX
NOBTOPHOMY MpumeHeHuto» (ISO 7886-4:2006 «Sterile hypodermic syringes for single use — Part 4: Syringes
with re-use prevention feature»).

Mpy NpYMEHEeHNN HacTOoSLLEro CTaHAapTa pekoMeHAyeTCa UCM0/1b30BaTh BMECTO CCbITOYHbIX MeXAyHa-
POAHbIX CTaHAapPTOB COOTBETCTBYIOLME UM HaLMOHaIbHble CTaHAapTbl Poccuiickoli ®egepaunm, cBegeHus o
KOTOPbIX NpUBEAEHbI B JOMOMHUTE/TbHOM NPUIOXeHun D

5 BBEJEH BIMNEPBbIE

MHopmaLmsi 06 M3MEHEHUAX K HACTOsILLeMY CTaHAap Ty Ny6nKyeTCsl B €XErofHo 13gaBaemMoM WH-
¢hopMaLMoOHHOM yKasaTene «HaunoHasbHble CTaHAapThi», & TeKCT U3MEHEHWIi U MONpaBoK — B eXeme-
CSUHO M3AaBaeMbIx MHPOPMALMOHHbIX YKa3aTensx «HaumoHanbHble cTaHgapThl». B cnyyae nepecmoTpa
(3aMeHbl) UM 0T MEHBI HACTOSAILLEN0 CTaH4apTa CoOOTBETCTBYKLLEee yBeoMIeHNe 6yaeT ony6/MKOBaHO
B ©XXEMECSYHO M34aBaeMoM UH(DOPMaLMOHHOM yKasaTe e «HalnoHanbHble CTaHgapThi». COOTBeTCTBY-
loLLas MHopMaLLMs, YBeJOM/IeHNE N TEeKCTbl pa3melLanT el Takke B MUHDOPMaLMOHHO cucTeme o6Lwero
NoNb30BaHWUs — Ha ouuMansHoOM caiiTe ®efepanbHOro areHTCTBa No TEXHNYECKOMY PEery/IMpoBaHuio 1
MeTposioruv B ceTu HTepHeT

© CrtaHgapTuHopm. 2010

HacTroswuii ctTaHfapT He MOXEeT GbITb MOTHOCTLI0 WU YACTUYHO BOCNPOU3BEEH, TPaXMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLMANbHOIO U3fanns 6e3 paspelleHus ®efepasibHOro areHTCTBa No TeXHUYEeCcKo-
My peryMpoBaHuio U1 METPOIOTM
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BeBepeHune

Bbinyck HacToswwen yactn NCO 7886 6bin NpM3HaH BaXHbIM CPeCTBOM A8 NPefoTBpalleHns NoBTop-
HOro NPUMEHEHWA LWINPULLEB B pa3BMBaloOLLMXCA cTpaHax. [oBTOpHOe NpuMeHeHue Wwnpuues 6e3 ctepununsa-
LMK BCe yalle NpuBoAUT K nepegave UHdeKLuiA Yepes KpoBb.

[Ansa wupokoro npumerenns BO3 paspaboTana cneyndukaummn 4aa WwWnpuues, KOTOpblie NPUXoAnan 6bl B
HerogHocTb nocne nprMeHeHns (06bIYHO Ha3blBaEMbIX «aBTOMATUYECKN NPUXOAALLMMY B HETOAHOCTb» LUNPU-
Lamm) Kak AN UMMyHu3auuy OMKCMpoBaHHOM [030M, Tak 1 A5 WNPULEB 06LWEro HasHauyeHus, CHabXeHHbIX
ycTpoiicTBamu, NPEnATCTBYOLWMUMHU VX MOBTOPHOMY NpuMeHeHnto. BO3 n MICO npuHAAu peLueHne, Y4To A0non-
HUTENbHbIE YacTn MCO 7886 noTpebyoTcs TOMbKO AJ1s ONUCaHUA LWNPULEB C yCTPOCTBaMU, NPensiTCTBYO-
LLMMU NOBTOPHOMY NPUMEHEHMI0, Npu 3ToM NCO 7886-1 n NCO 7886-2 He GyayT cofepxarb U3MEHEHMWIA.

[aHHas yacte CO 7886 npefHasHayeHa 415 ONUCAHUA LLNPULEB, KOTOPble CTAHOBATCA HEMPUTOAHbI-
MV AN AanbHeRWero UCnonb30BaHnsa nocse BBeAeHUst PUKCMPOBAHHON A03bl. JlaHHble LWNPULbI He BXOAST B
o6nactn npumeHeHus NCO 7886-1 n CO 7886-3. B o6nactb npuMmeHeHus NCO 7886-2 BXOAAT LWNPULLbI, UC-
Nonb3yloLiNe HACcoCbl C MeXaHNYeCcKM NpMBOAOM. B 3aBMCMMOCTM OT 0COGEHHOCTE KOHKPETHOrO KMHMUYec-
KOrO MPUMEHEHUSI AO/MKHbI GblTb MCMO/Ib30BaHbl Hanbonee NOAXOAsLLME YCTpoWcTBa, MPensTcTBylLne
NOBTOPHOMY NPUMEHEHMIO, C HAUBbICLLEN CTEMNEHbIo 3aluTbl.

Lnpuubl ¢ 3aWmMTOR OT yKONa UrIoW MOryT Takke COOTBETCTBOBATbL AaHHOW yactn MICO 7886 B yactu
TpeboBaHWit K ycTpoiicTBam, NpensATCTBYIOWMUM NOBTOPHOMY NPUMEHEHMIO, HO faHHas YacTb WICO 7886 He
ycTaHaB/nMBaeT TpeboBaHMWii K 3almTe OT ykona Urioi.
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HAUWOHANBbHBIN CTAHOAPT POCCUMCKOWMW OSGEALEPALUNMN

wnpPumubl MHbEKUMOHHBIE OAHOKPATHOIO NMPUMEHEHWA
CTEPWUbHBLIE

YacTtb 4

Wnpuybl ¢ yCTpOVICTBOM, npenATCcTBYROW MM NX NTOBTOPHOMY NPUMEHEHWUIO

Sterile hypodermic syringes for single use. Part 4. Syringes with re-use prevention feature

[ata seefeHns — 2011—01—01

1 O6nacTb NnpUMeHeHUs

HacToswwii cTaHgapT ycTaHaBnnBaeT Tpe6oBaHNS K MHbEKLUVOHHbIM CTEPUIbHBIM LUMpULLAM Of4HOKpaT-
HOro NPVMEHEHWS, N3rOTOBIEHHLIM U3 NOJIMMEPHbLIX MaTepuasioB, C Uroi unu 6e3 1 npefHasHauyeHHbIM AN
3a60pa XUAKOCTEN UNN UHBEKLMMN XNAKOCTEW HENOCPEACTBEHHO NOC/E HAaNoJIHEHUS, 1 pa3paboTaHHbIM Tak.
YTOGbI LLINPUL, CTAHOBUJICA HENPUIOAHBIM NOC/Ee NPUMEHEHUS.

HacTosiwumii cTaHAapT He NpUMeHsieTcs ANs WNpULEB, M3rOTOBMEHHBIX 13 cTekna (MCO 595), wnpuues ¢
aBTOMaTM4YEeCKUM MpUBELEHVNEM B HEFOAHOCTb NOC/e NMPUMEHEHUS AN UMMYHU3aLMN OMKCUPOBAHHON A03bI
(NCO 7886-3) n Ans npeasapuTesIbHO 3anofIHEHHbIX WNPpUUEB. [ipyrue ctaHfapTbl MOTYT NPUMEHATLCS, KOrga
LINpULbl UCMONb3YHTCA ANSA N06OI ApYroi Lenu, OT/IMYHON OT ONMCaHHON B HACTOALLEM CTaHAapTe.

NMpumeyvyaHue — LNpuUbl C 3aLLMTOV OT yKOMA IO MOTYT TakKe COOTBETCTBOBATb HACTOSILLEMY CTaHAAPTY
B YacTu Tpe6oBaHWii K ycTpoiicTBaM, NPensTCTBYIOWMUM UX NOBTOPHOMY NPUMEHEHUI0, OAHAKO HAcTOAWMI cTaHAapT He
ycTaHaBnvuBaeT TpeboBaHWii K 3alnUTe OT yKona UrIoi.

2 HopmaTtuBHbIe CChIIKK

B HacToALleM cTaHAapTe UCMOMb30BaHbl HOPMATUBHbBIE CChIIKM Ha cnefyowme ctaHaapTbl:

NCO 780:1997 YnakoBka. 'padmyeckas mapkmpoBka A/ 06paboTku rpysa

MNCO 3696:1987 Boaa A9 nabopaTopHOro aHanusa. TEXHUYECKUe TpeboBaHMSA U METOAbI UCTbITAHWIA

MCO 7000 Ipaduyeckne cMmMBOSIbI, NPUMEHSAEMbIE HA 060pyAoBaHNN. CNMCOK U aHHoTaums

NCO 7864:1993 CTepusbHble 04HOPa30Bble UMbl A1 MOAKOXHbIX NHbEKLUIA

NCO 7886-1:1993 CTepunibHble LWNPULbLI ANS NOAKOXHbIX WHBLEKUUA OAHOPA30BOrO MNPUMEHEHUS.
YacTb 1. Wnpuubl 418 py4YHOro UCNonb30BaHusA

NCO 8537:19911 CTepubHble 04HOPa30BbIe LWNPULbI C UTA0A nnn 6e3 ANS UHCYInHa

NCO 9626 Tpy6Kn UronbHble N3 HepXaBetoLLein CTanun AN U3roTOBNEHUA MeANLUHCKMX YCTPOWCTB

ASTM D999-01 CtaHAapTHble MeToAbl BUOPALMOHHbIX NCMbITaHWi TPAHCMOPTHOM Tapbl

ASTM D5276—98 CTaHgapTHble MeToAbl UCMbITaHMA Ha yAap Harpy>XeHHoW Tapbl nyTem cBO6OAHOrO
nageHus

3 TepMuHblI 1 onpepeneHus

B HacTosLeM cTaHaapTe NpuMeHeHbl TepMuHbl no MCO 7886-1, NCO 8537, a Takxe cnepyowuii Tep-
MWH C COOTBETCTBYIOLLUM OnpefeneHnem:

3.1 ycTpolicTBO, NpenaTCcTBYOLWEE NOBTOPHOMY NpUMEHEHUIO (re-use prevention feature): YcTtpoii-
CTBO, KOTOPOE NIN60 aBTOMATUYECKN NPUBOANT B HETOAHOCTb LUMNPUL, NOC/e BBEAEHUSA UK B NpoLecce Beefe-

HUS1 Heo6GX0AMMON [03bl, MGO NPUBOAMTCS B AeliCTBME NOMb30BaTesNIeM ¥ MPEnsTCTBYeT nocneaylLiemy
NOBTOPHOMY MPUMEHEHUIO LINPULA.

' 3ameHeH Ha NCO 8537:2007.

M3paHne oduynanbHoe
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4 O603HauYeHus

O603HavYeHNs geTaneii WnpuLes ¢ yCTPOWCTBOM, NPENATCTBYIOLMM MX NOBTOPHOMY MPUMEHEHWIO, NOo-
kasaHbl Ha pucyHke 1.

J— konnauok (ecnu ncnonb3lyetcs); 2 — urna; 3 — Hynesas NUHUA TPajyupoBKU; 4 — LUUAUHAP; 5 — yCTPONCTBO, NpenATcTByoWEee
NOBTOPHOMY NPUMEHEHUID; 6 — NUHUS HOMWHANbLHOW BMECTUMOCTU; 7 — MNOPLWEHb, B — OCHOBHAA NIMHNA; 9 — YNNOTHUTEND;
10— ynopbl Ans nanbyes, 11 — wTok. 12— ynop wToka 13 — 3alWWUTHbIA 3aAHUI KONNAYoK

MpumeyaHnune — Wnpuy MOXeT UMETb TPpagynpoBKy LKasbl a cooTBeTcTeun ¢ MCO 7886-1

MpumeyaHune — [aHHblli PUCYHOK WNIOCTPUPYET HOMEHKNATypy Aetaneil wnpuuya. KoHdurypauus u Ko-
HCTPYKLUMS LWINPULA MOTYT GbiTh Pa3inyHbl.

NMpumeyvyaHune — PUCYHOK NpefHa3HayeH Ana Toro, 4ToObl NokasaTtb feTanu Lnpuuya ¢ ycTpoicTBOM, npe-
NATCTBYIOLUM €r0 MOBTOPHOMY NPUMEHEHWIO.

PucyHok 1 — CxemaTnueckoe M306paxeHue LWNpuULa ¢ yCTPOiCcTBOM, MPensiTCTBYOWMWUM NOBTOPHOMY NPUMEHEHUIO

5 Twunbl wnpuues

5.1 O6uee

Lnpuubl 4OMXKHBI BbITb KNaccuuumpoBaHbl B cooTBETCTBUM ¢ 5.2 1 5.3. CyliecTByloliee MHOroo6pa-
31e KMHUYECKUX NPUMEHEHUIA NPUBOAMT K TOMY, YTO Hanbonee Noaxoasilee yCTPOCTBO, NPENATCTBYOLLIEE
NOBTOPHOMY NMPUMEHEHMIO WIMPULEB C HAUBLICLLIMM YPOBHEM HAAEXHOCTU, MOXET ObITb ONpeAeneHo TONbKO
NnpyY paccMOTPEHUN KaXA0M KOHKPETHOW KOHCTPYKLUN.

5.2 YcTpolicTBO, NnpenAaTcTByOLWEE NOBTOPHOMY NPUMEHEHUIO

YcTpoiicTBa, NpensTCTBYOLWME NOBTOPHOMY MPUMEHEHWIO, AO/KHbI ObITh KNnaccuuuupoBaHbl cneayto-
WM obpasom:

- Tun 1: cpa6aTtbiBaeT aBTOMaTMYECK B MPOLEcce UM Nocse 3aBeplleHns npefHasHauyeHHoro oAHo-
KpaTHOro npuMeHeHus:;

- Tvn 2: Tpe6yeT BMeLWaTennbCTBa Nonb3oBatesisa and npusegeHunsa wnpuula B HerogHoCTb Nocsie 3aBep-
LeHna npegHasHa4eHHOro oAHOKpaTHOro nNpuMeHeHus.

2
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5.3 HasHauyeHue wnpuua

LLnpuLbl AOMKHBI BbITh KNacCMULMPOBaHbI N0 HA3HAYEeHUIO CefyoLIMM 06pasom:

- Tun A: ogHOKpaTHbI 3a60p XUAKOCTU U MHBEKLWS;

- Tun B: MHOrOKpaTHbIii 3a60p XWAKOCTU A0 OKOHYaHUS YCTAHOB/IEHHOTO OZHOKPATHOTO MPUMEHEHUS
wnpuua.

6 YwuctoTta

MpumeHsoT TpeboBaHus pasgena 5 MCO 7886-1.

7 Mpepaenbl KUCIOTHOCTM UMW LWEMOYHOCTH

YpoBeHb pH 3KCTpakTa Wwnpuya, NPUroTOB/IEHHOTO B COOTBETCTBUM C MPUIOKEHUEM A. [0/IKEH COOT-
BETCTBOBATb PH KOHTPO/ILHOM XWAKOCTM B Npefenax OAHON efvHWUbLI NpyU U3MEpPeHWU NabopaTopHbLIM
pH-MeTpoM co CTaHAAPTHbIM 3/IEKTPOLOM.

8 MpepenbHoe cofepxaHue aKCTparupyembix MeTasnios

OKCTpakKT Lnpuua, NPUroToB/IEHHbIV B COOTBETCTBUM C NPUIOXKEHUEM A, [O/MKEH CofepxXaTb He 6onee
5 Mr/n cymmapHoro Konu4yecTsa CBMHLA, 0/10Ba, LMHKA M Xene3a npu NcnbiTaHny 06LLenpuHATLIM MUKpOaHa-
NUTUYECKMM METOLOM, HanpuMep, MeToA0M aTOMHOW abcopbuun. CogepxaHue KaamMns B 3KCTPaKTe AOHKHO
6bITb He 60nee 0,1 mr/n.

9 Cwma3ska

MpumeHstoT TpeboBaHusa pasgena 8 NCO 7886-1 v nogpasgena 11.4 NCO 7864.

10 Jonycku Ha rpagyvmpoBKY BMECTUMOCTH

MpumeHstoT TpeboBaHns MCO 7886-1. Tabnuua 1. unu. N8 MHCYNMHOBbLIX Wnpuues — NCO 8537. Tab-
nvua 1.

11 MpapyvpoBka WkKasbl

11.1 Wkana

pagyvpoBKa LWkasbl Ao/MHKHA COOTBETCTBOBATL TpeboBaHnam nogpasgena 10.1 NCO 7886-1 wnam noa-
pasgena 9.1 MCO 8537.

11.2 Uudposble 0603HAYEHNS WKanbl

MpuMeHaOT cooTBeTCTBYOWMe TpeboBaHus nogpasgena 10.2 NCO 7886-1 wim nogpasgena 9.2
MCO 8537.

11.3 PacnosoxeHue LwwkKanbl
MpumeHsoT TpeboBaHusa nogpasgena 10.4 NCO 7886-1.
11.4 TMonHadA gnunHa wWkKanbl

MpumeHstoT TpebosaHnsa nogpasgena 10.3 NCO 7886-1 wnu nogpasgena 9.3 NCO 8537. kpome Lwikan
LNpuLeB ¢ QUKCMPOBaHHbLIMW A03aMMU.

12 Unnuugp

12.1 Pa3mepsbl

OnvHa uunuHapa 1 KOHCTPYKUMS YCTPOICTBa, NPenAaTCTBYIOLWEro NOBTOPHOMY NPUMEHEHWUIO, AO/MKHbI
obecneunBaTb MakCMMasibHYt0 BMECTUMOCTb LUNPpULA, N0 MeHbLUEW Mepe, Ha 5 % 6o/bLue, YeM HOMUHaNbHas
BMECTMMOCTb (PeKoMeHAyeTCs MakcMManibHas BMecTUmMocTb Ha 20 % 6onblue, YeM HOMWHAaNbHas BMeCTU-
MOCTb).

12.2 Ynopsbl Ansa nanbues

MpumeHstoT TpebosaHua nogpasgena 11.2 NCO 7886-1.
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13 KOHCTpYyKUMA WTOK-NOPLUIEHb

13.1 KoHcTpyKumnsa

KOHCTpyKUMS LWITOKa 1 ynopa LToKa wnpuua fo/mkHa 6biTb Takoi, 4Tobbl NpK yAepXMBaHUM LWNpuua og-
HOW PYyKOW LUTOK MOT 6bITb YTOMMEH 6ONbLUUM MasbLeM 3TON xe pyku. MoplieHb He Ao/MKeH OTAeNATbCA OT
LUTOKa Mpu BCacbiBaHWM BO BPEMS UCMbITaHUsA, ykasaHHoro B ICO 7886-1. npunoxeHve B, Kak gna BapnaHTa
CO BCTPOEHHOW nrnoi B cootsetcTemu ¢ MCO 8537. npunoxeHune B. Tak n gnsa wnpuua 6e3 ursbl.

KOHCTpyKUMS WTOKa 1 KOHhUrypauums ynopa WwToka Ao/MKHbI GbiTb TakMMK, YTO6bl foMNycKkaTb ynpaBe-
HMe WToKoM 6e3 3aTpyaHEHUI.

Korga nuHus oTcuyeTa NOpLUHS cOBMagaeT C HY/IEBOW NMHUEN rpagyvupoBKM LUAUHAPA, NpesnoYTuTe b-
Hbl cneayloume MUHUMasIbHble 3HAYEHUS AIMHbI BbICTYNAHMWS LWTOKA U3 LUAUHAPA OT NOBEPXHOCTU ynopa Ans
nanbLeB A0 BepXa CTEPXHS LUTOKA:

a) 8 MM — AN WnNpULeB HOMUHa/IbHbIM 06bEMOM [0 2 M/ (LINPUL, 2 M1 B AaHHYI0 NO3ULIMIO HE BXOAUT):
b) 9 MM — AN WNPULEB HOMUHA/IbHBIM 06BeMOM OT 2 40 5 MA (wnpuy 5 M B AaHHYI0 NO3ULMIO0 HE BXO-
uT);
A c) 12.5 Mm — ans Wwnpuues HOMUHaIbHbIM 06BeMOM 5 M 1 6onbLue.
13.2 Mocapjka NopLlwHSa B uuanHape
[ns wnpuues obuiero HasHauyeHUss NpUMeHsaI0T TpeboBaHna nogpasgena 12.2 NCO 7886-1. Ansa nHcy-
NIVHOBBIX WNPULEB NpUMEHAIT TpeboBaHua nogpasgena 11.3 NCO 8537.
13.3 JlnHna otcyeTta

MpuMeHsT cooTBEeTCTBYOWME TpeboBaHuA nogpasgena 12.3 NCO 7886-1 wnu nogpasgena 11.3
MCO 8537.

14 HakoHe4yHWK Wnpuua

14.1 Wnpwuy co BCTPOEHHOW Urnoi

Linpuubl CO BCTPOEHHOW WUFM0IA AO/MKHBI UMETb MUHMMAasIbHOE YCWUIMe COeAVHEHUS NO HanpaBfieHUo
BA0/Ib OCW Ur/bl B cOOTBETCTBUU € ICO 7864.

Tpy6ka nrnbl 4o/mkHa cooTBeTCTBOBaTb TpeboBaHusm MICO 9626.

14.2 Wnpuy ¢ HAKOHEYHUKOM «Jlyep»

LUnpurubl C KOHNYECKUM HAaKOHEYHUKOM «Jlyep» A0/MKHbI COOTBEeTCTBOBaTh pasgeny 13 NCO 7886-1.

15 Pabouune xapakKTepucTtukm

15.1 «MepTBOE» NMPOCTPAHCTBO

Mpu ncnelTaHnn wWnpuues B cooTBeTcTBUKM ¢ MCO 8537, npunioxeHne E. «xMepTBoe» NPOCTPAHCTBO He
[O/MKHO NpeBblWaTtb Npefenos, onpefeneHHbiX B nogpasgene 14.1 NCO 7886-1. laHHoe Tpeb6oBaHe OTHO-
CUTCA K LWINpMLAM CO CbeMHOI WMo, ANS WNPULLEB CO BCTPOEHHON WI/ON 3HaYeHne «MepTBOro» npoctpa-
HCTBa WUr/bl JO0/TXKHO 6bITb BbIYTEHO.

15.2 WNcnbiTaHMe Ha BOAO- U BO3AYXOHENPOHNLAEMOCTb MOPLUHA

Mpn ucnbiTaHUKU WNPULLEB CO BCTPOEHHbLIMU uUrnamu B cootseTcTBun ¢ MICO 8537. npunoxeHue F. n
wnpuues 6e3 urn B cootBeTcTBumU ¢ NCO 7886-1, npunoxeHune D. HEOO6X0ANMO, YTOObI OHW HE UMEeNU yTeuek
BO/AbI Yepes NopLieHb WK yNaoTHUTENb(1).

Mpn ucnbiTaHUU WNPULEB CO BCTPOEHHbLIMU urnamu B cootsetcTeum ¢ NCO 8537, npunoxexue B. n
wnpuues 6e3 urn B cootseTcTBumn ¢ NCO 7886-1. npunoxeHune B. He06X0AMMO, YTOObI OHU HE UMEeSU yTeuek
BO3/yXa vepes NnopLlueHb UK YrioTHUTE b(K) U NoKasaHUs MaHoOMeTpa He CHUXaUCh.

AnsA Wnpuues co BCTPOEHHLIMU UrIaMy NPUMEHAIOT COOTBETCTBYIOLME TpeboBaHuA nogpasgena 14.2
NCO 8537.

YCTONUMBOCTL K BOZO- Y BO3AYXOHENPOHULLAEMOCTH LUNPULIEB A0/MKHA GbITh MPOAEMOHCTPUPOBAHA He-
3aBMCUMO OT YCTPOIACTBA, NPENSITCTBYIOLLErO UX MOBTOPHOMY NPYMEHEHWIO.

15.3 YcTpoiicTBO, NpensTcTBYOLIEE MOBTOPHOMY NPUMEHEHUIO
YcTpoiicTBO, NpensiTCTBYOLEE NOBTOPHOMY NMPVYMEHEHMIO LWNPULLEB, OAHOKPATHO NpKBEAEHHOe B Aeii-
CTBME B COOTBETCTBUU C UHCTPYKLMEN N3TOTOBUTESS, HE LO/KHO aBaTh BO3MOXHOCTU NMOBTOPHOIO IpUMEHe-
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HUA Wnpuua Npy HopMasibHbIX YCIOBUAX NPUMEHEHMA UK NPU TECTUPOBAHUN B COOTBETCTBUU C METOAOM
UCMbITAHUSA, YKa3aHHbIM B MPUIoXeHnu B.

15.4 Pabouune xapaKTepucTUKW Nocfe TpaHCNopTUpoBaHusa

TpaHcnopTUpOBaHMe He A0/HKHO OKa3biBaTb BISAHNA Ha paboune xapakTepucTuku Wnpumua npy ucneita-
HUK B cooTBeTCTBUN ¢ ASTM D999-01 n ASTM D5276-98.

15.5 PykoBOACTBO MO BbI6OpPY MaTepuanos

PyKoBOACTBO N0 HEKOTOPBLIM acnekTam Bblbopa MaTepuanos npusefeHo B npunoxeHun E NCO 7886-1.

16 YnakoBka

16.1 MoTpebuTenbckas ynakoBka

MpumeHstoT TpeboBaHusA nogpasgena 15.1 NCO 8537.
16.2 'pynnoBas ynakoBka

MpumeHstoT TpeboBaHusA nogpasgena 15.2 NICO 8537.
16.3 TpaHcnopTHasa ynakoska

MpumeHstoT TpeboBaHusA nogpasgena 15.3 NCO 8537.

17 MapkupoBskKa

17.1 O6buwee

MapKnpoBka ynakoBKu LLUNPULLEB A0/KHA ObITb YETKON 1 pa360pq1430171 npu HoOpMaJ/ibHOM U/ CKOPPEKTU-
poBaHHOM A0 HOPM&aJ/lbHOro 3peHun.

17.2 EguHnyHasA ynakoska

17.2.1 EpuMHMYHaA ynakoBka wwnpuua

MapkunpoBka eANHNYHOW ynakoBKW LiNpuua A0o/MKHA CoAepXaTb, N0 MeHblueli Mepe, CefyoLy WH-
hopmauuio:

a) cnoBa «Ansa OAHOKPATHOrO NPVMEHEHUS» W IKBUBANEHT (Takol, Kak 3HaK Ans 04HOKPaTHOro npu-
MeHeHUs. npuBedeHHbIn B ICO 7000-1051); He AO/MKEH UCMOIb30BATLCA TEPMUH «YTUIN3NPYEMbI»;

b) 3Hak «[MpefoxpaHeHne OT NOBTOPHOTO NPUMEHEHUS», MPUBELEHHbIV HA PUCYHKe 2;

C) HauMeHoBaHWe W/uNu TOProBylo Mapky v CTpauy-u3roToBuTens;

d) cNoBO «CTEPUIbHO» UM IKBUBASIEHTHbIN 3HAK;

€) HoMep NapTuu C ykasaHWeMm cnoBa «napTusa» (WM 3KBUBANIEHTHbIN 3HaK);

0 paTty ucTeyeHust cpoka rogHocTy (rof 1 Mecsu), 3afaHHyl0 CoBamu «rogeH f,0...» (MU aKBUBaNEH-
THbI/ 3HaK);

) HapyXHbIiA guameTp v 4IMHY BCTPOEHHOW Wbl

17.2.2 MoTpebutenbckas ynakoska

MapkunpoBska NoTpebuTenbCKon ynakoBkM fO/MKHA COAEepXaTb, N0 MEHbLUER Mepe, cneaytoLyto Hdop-
Maumio:

a) cnoBa «Ansi Of4HOKPATHOr0 NPUMEHEHWS» WM 9KBUBANEHT (Takol, Kak 3HaK ANna 04HOPa30BOro npu-
MeHeHUs. npuBedeHHbIn B MCO 7000-1051); He AO/MKEH UCMO/b30BATLCA TEPMUH <YTUNN3UPYEMbI»;

b) 3HaK «[MpefoxpaHeHne OT NOBTOPHOTO NPUMEHEHUS», MPUBELEHHbIV HA pUCYHKe 2;

C) HavMeHoBaHWe Wunu TOProBy MapKy M CTpaHy-u3roToBuTenNs;

d) cNoBO «CTepUIbHO» MU IKBUBAJIEHTHbI COOTBETCTBYIOLLMI 3HAK;

€) HoMep napTuu C ykasaHWem Cnosa «napTus» (U1 3KBUBANIEHTHbIN 3HaK);

0 party ucteyeHusi cpoka rogHocTu (rof U Mecsl), 3afjaHHyt0 C/I0Bamy «TOAEH [0...» (MU IKBUBASIEH-
THbI/ 3HaK);

[1) onucaHue COAEepXMMOro, Bkovalwlee B cebs 3HaYeHNs HOMWHaIbHOMW BMECTUMOCTH LWnpuua, Ha-
PYXHOro AviameTpa v A/IMHbI BCTPOEHHON UMbl.

17.3 TpynnoBas ynakoBka

MapkunpoBKa rpynnoBoii ynakoBkv AO/KHA BKIOYaTb, N0 KpaliHelt Mepe, creayoLLyo niopmMaumio:

a) cnoa «Ansi Of4HOKPATHOTr0 NPUMEHEHNSA» WM 9KBUBANEHT (TaKol, Kak 3HaK 419 0f4HOPa30BOro npu-
MeHeHUs. npuBedeHHbIn B MCO 7000-1051); He A0/MKEH MCMOIb30BATLCA TEPMUH «YTUNIN3NPYEMbI»;

b) 3HaK «lpefoxpaHeHne OT NOBTOPHOTO NPUMEHEHUS», NPUBELEHHbIV HA PUCYHKE 2;
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C) HauMmeHOBaHWe W/1n TOProByl MapKy W CTPaHy-u3roToBuTens,

d) cnoBO «CTEPUNbHO» NN SKBMBANEHTHbIVi COOTBETCTBYIOLNIA 3HAK:

€) HOMep MapTuM C yKkasaHUeM CoBa «napTusa» (UM 3KBUBANIEHTHbIN 3HaK);

f) maTy ucteueHms cpoka rogHoCTm (rof 1 Mecsl), 3afaHHyt0 CNoBamMu «rofeH Ao» (MW SKBUBAIEHTHbI
3HaK).

[) onvcaHue cofepXMmoro, Bkvawllee B ceb6s 3HaYeHUSs HOMUHAIbHON BMECTUMOCTM LWnpuua, Ha-
PYXHOro gnameTpa v AJVHbl BCTPOEHHOW UMb, €C/IN OHa BXOAWT B COCTaB LUNPULA;

h) npegynpexaeHune o KOHTPO/e Le/IOCTHOCTU NOTPeBUTENbCKON YNakoBK/ nepes NCnosib30BaHNeM,;

i) npepynpexaeHue o0 HefOMYCTUMOCTU NMOBTOPHONO HAZEBAHUS UMbl UM 3KBUBASIEHTHbIN 3HaK;

j) wHbopmaumio 06 obpalleHnn, XpaHeHun 1 yTuaM3auum Wwnpuua: gna MNacTpaunm cM. pUcyHok 3;

K) MHCTPYKUMW MO NPUMEHEHUI0, BK/OYAA WHCTPYKLMM NO NMPUMEHEHWIO COOTBETCTBYIOLLEro YCTPOii-
CcTBa. NPENATCTBYIOLLErO NOBTOPHOMY NPUMEHEHUIO, KOTOPbIE AO0/KHbI ObiTh AaHbl B KOMMNAEKTE UAN Kak OT-
AenbHbI BKNagbILL;

) YMCNO WNpULLEB B rPYNMNOBOI yNnakoBke.

17.4 TpaHcnopTHas ynakoska

TpaHcnopTHasa ynakoska (Npy HaaMummn) fomKHa MMeTb MapKMpOBKY, Cofepxallyto, No kpanHei mepe,
cneayoLLyo nHopMaLmio:

a) onucaHue COAEpPXMMOro, BkoYatliee B ce651 3HaYeHNss HOMVWHaNbHOW BMECTMMOCTU LWNpuua, Ha-
PYXHOro gnameTpa v AVHbI WUIbl, €CAN OHa BXOAWT B COCTaB Lwnpuua:

b) 3Hak «lpefoxpaHeHne OT NOBTOPHOIO NPUMEHEHMUS», NPUBEAEHHbIA HA PUCYHKE 2.

C) HOMep nNapTuM C yKasaHWeM C/ioBa «NapTusi» (U 3KBUBASIEHTHbIV 3HaK);

d) garty ncteyeHus cpoka rogHocTu (rof n Mecsu), 3afjlaHHylo coBamMun «rogeH fo...» (U aKBUBaNeH-
THbIW 3HaK);

€) CNOBO «CTEPUNbHO» UMW SKBMBANEHTHbIV COOTBETCTBYIOLLMNIA 3HAK:

f) HaumeHoBaHWe M TOProByld MapKy M CTPaHy-U3roToBUTENS;

A) nHopmaumio 06 obpaLleHnn, XpaHeH U TPaHCMOPTUPOBAHUM COAEPXKMMOro (MW SKBUBANTIEHTHbIE
3Haku, KoTopble npusegeHsl B MICO 780. cM.npunoxeHue D);

h) uucno wnpuues.

17.5 O6epToYHbI MaTepuan Ans TpaHCNoOpTUPOBaHUA

Ecnn TpaHCNopTHas yNakoBKa He WCMofb3yeTcsi, LWNpULbl B PYNNoBoii ynakoBke o60paynBatoT o6ep-
TOUHLIM MaTepuasioM, 1 MHopMaLus cornacHo 16.3 foxHa 6bITh ykazaHa Ha 06epToUHOM MaTepuasne 1M6o
BUAHA Yepes Hero.

r
L J
PucyHok 2 — 3Hak MICO 7000-2655 PucyHok 3 — Mpumep yTunmsauuu
«lpefoxpaHeHne oT NOBTOPHOTO wnpuua

npUMeHeHus*
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MpunoxeHne A
(o6sa3aTenbHoe)

MeToA NpUroTOBNEHUA 3KCTPAKTOB

A.l MeToauka NnpuUroToB/ieHUSA

LWnpuy ¢ urnoii (npu ee HanM4nK) HANOMHAIOT BOAOW ANA SKCTPArMpoBaHUs pacTBOPUMbIX KOMMNOHEHTOB.

A.2 O6opynoBaHue n peakTusbl

A.2.1 Csexass AWCTUANMPOBAHHAs WM [EeUOHU3MpOBaHHas BOAA, MMeloWas 4YUCTOoTy knacca 3 cOrfacHo

NCO 3696.1987.

A.2.2 Habop na6opaTopHoii nocyabl M3 60POCUIMKATHOTO cTekna.

A.3 MeToguka

A.3.1 Tpu wnpuua 3anonHaoT Bogoli (A.2.1) 4O HOMUHANBHOW BMECTUMOCTH, BbITECHAIOT Ny3bipbkn BO3AyXa U Bbl-
[epXunBaloT WNpuubl Npu Temnepatype (37,s) "C B TeueHne 8 4” bMuH.

BbinvBaloT cogepXxumMoe WnpuLes B COCYA, U3roTOB/EHHbIV U3 6opocunukaTHoro ctekna (A.2.2).

A.3.2 MoaroTaB/MMBaIOT NOPLMIO KOHTPOJIbHOW XUAKOCTW U3 Hencnosb3oBaHHol Boapl (A.2.1).
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MpunoxeHune B
(o6s3aTenbHoE)

MeToa ncnblTaHUA yCcTpOCTBa, NPENSATCTBYIOWETO NOBTOPHOMY NPUMEHEHUIO LWINpuLa

B.1 WcnbiTaHue

[na gemoHcTpauumn Toro, 4To yCTPOINCTBO, NPenAaTCTBYlOLLEe NOBTOPHOMY npuMeHenuio (RUP) wnpuua, He gaeTt
BO3MOXHOCTW €ro NOBTOPHOrO MCMO/Ib30BAHUS, UCMOJb3YETCA MexaHW4Yeckuil ucnolTaTenbHblll CTEHA, perncTpupyowuii
3HaYeHNs yCUNNIA NepeaBKEHNS LWITOK-MOPLIHA. [laHHOe ucnbiTaHne paspabaTtbiBaeTcs Npu KOHCTPYMPOBAaHWM LUNPUALA
(cm. 15.3).

B.2 Annapatypa

B.2.1 YcTpoiicTBO, 06ecneunBaioLiee NpUaoKeHNe yCUIns K WTOK-NOPLLHIO Wnpula 40 MakCUMasibHOrO 3HaYeHns
100 H npu cKOpPOCTY ABMXEHUUN LWITOK-NOPLWHA 100 MM/MUH.

3.2.2 YcTpoiicTBO, ob6ecneynBatoLiee NpoTMBoAaBieHne okono 100 kMa/MUH Npu ABMKEHUN LITOK-MOPLUHS C BO3-
MOXHOCTbI0 npunoxeHuns ycunus go 300 kMa.

B.3 Mpoueaypa

B.3.1 WccneposaHne MeTO0M BbITECHEHUA BOAbLI U3 WINpULA

LWnpuy, HanoNHAT BOAON, yAansanT BCe BO3AYLHbIE My3blPbKA M LUTOK-NOPLIEHb BbICTABAAIOT HA HOMWHA/IbHOE
3HayeHue rpagynpoBaHHOl WKanbl, 3aTeM BOAY BbITECHAIT. BkaoualoT Tpebyemoe RUP. OcyLiecTBASAOT NONbITKY NO-
BTOPHOMO HAaNOJ/IHEHUS WNpKLA C MCNOb30BAHMEM HapacTaloLlero ycuamsa BnaoTb A0 MakcumanbHoro B 100 H go Tex nop,
noka wnpuu He 6yeT Hanos/IHeH CHOBA.

Ecnun wnpwvy, moxeT 6bITb NOBTOPHO 3aMo/IHEH BOAON U UCMONb30BaH Npu ycuamn MmeHee 100 H. oH cumTaeTcs He
npoweALWwmnm UernbiTaHue.

B.3.2 MpotusopasneHne

BTopoii Wnpuy, HanoMHAT BOAOW, yAansoT BCe BO3AYLUHbIE Ny3biPbKW U LITOK BbICTABASIOT HA HOMUHA/IbHOE 3Ha-
YyeHue rpafyvipoBaHHON LiKa/bl 1 3aTeM BbITECHAOT Body. BkniouvawoT Tpebyemoe RUP. LUnpuu nogsepraioT AeicTBUIO
MeA/IeHHO HapacTalLero AaB/eHns Co CKOpocTbi 0kono 100 kMa/muH BnnoTb Ao 300 kMa. npuknagbiBaeMoro yepes
WY AV HAKOHEYHUK LUAVHAPA, U PErMCTPUPYIOT, MOXET NN LUTOK-NOPLIEHb NPUBOAUTLCA B 06paTHOE ABWKEHNE B LNIUH-
Ape wnpuua. Ecnv wnpuuy, MmoxeT 6bITb NOBTOPHO UCMNO/Ib30BaH NOC/e NPUI0OXKEeHUss 06paTHOro AaB/ieHUs, 3Ha4eHnem Me-
Hee 300 kMa. OH cuynMTaeTCca He NpoLeWwnum UcnbiTaHme.

B.4 MpoTokon nucnbiTaHna

MpoToKoN McnbiTaHWa AOMKEH CoAepXaTb, N0 MeHbLUel Mepe, cneayLLyo nHopmaymio:

a) CCbI/IKY Ha HacTOSLWWI cTaH[apT;

b) HavMeHOoBaHWe ¥ HOMUHa/IbHYI0 BMECTUMOCTb LWNPULa;

C) MakcuManbHOe npukKnajbiBaeMoe ycuiue;

d) makcumanbHoe npuknagbiBaemoe AaB/eHune;

B) AaTy NpoBeAeHns UCMNbITaHUSA.
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MpunoxeHne C
(o6sa3aTenbHoe)

3awuTa okpyxatoleit cpeasbl

MpoekTupoBaHue u paspaboTka NpoAyKuun, BXoAsaw e B 061acTb NPUMEHEHUST HAcTosALWero cTaHAaapTa, Ao/mkHa
BK/IIOYATb B CE6A YUET BANSHUSA Ha OKPYXatoLLy Cpejy CO CTOPOHbI MPOAYKL UM B TEUEHME €€ XU3HEHHOTO Lukna. BnusHue
Ha OKpyXalLylo cpefy, okasbiBaemoe WnpuuemM ¢ yCTPOCTBOM, NMPENsSTCTBYOWMM NOBTOPHOMY NPUMEHEHUIO, B OCHOB-
HOM. BKMOYaeT crefyloLimne acnekTbl:

- MokasibHOe B/IVSHWE Ha OKpYXatollylo cpefy B NpoLecce HoOpMasbHOro NpUMeHeHus;

- 6esonacHas yTunusauus.

YunTbiBasi BOXHOCTb YMEHbLUEHUS 3KOMOTMYECKOM Harpy3ku, HaCTOAWMIA cTaHAAPT yKasbiBaeT OCHOBHble Tpe6oBa-
HWUSA 1 pekoMeHAalunm, npefHasHaueHHble 415 YMEHbLIEHNS BAUSHUA HA OKPYXaloLLyto cpeay.

B ta6nuue C.1 npuBefeHa cxema BUSHUS MPOAYKLMM HA OKPYXaloLyto cpefy B TeYeHUe XU3HEHHOrOo Lukna.

Tabnuua C.1 — 3Kosornyeckne acnekTbl, onpepensaemMble pasgenaMmn HactTodWwero ctaHgapta

Livkn cpoka cy6bl NpogyKLuun

MpoussoAcTBO 1 PacnpocTpaHeHne  MNpumeHeHve OKoHuaHve
noAroToBka (BKntovasn cpoka Cnyxobl
OKOMOrNYECKNe acneKTbl npou3eoacTBa ynaKoBKy)
(BXOAHbIE 1 BbIXOAHbIE)
Jran A Oran B Jran C Qran D
Ccblinka Ha Ccblnka Ha Ccbinka Ha Ccbuika Ha
noapasgen nogpasgen nogpasgaen nogpasgen
1 Cnoco6 npumeHeHns _ _ — —
2 MoTtpebneHne aHeprum - - — -
3 3arpsasHeHune Bosgyxa - - - 17.3, nepe-
yncnexue ))
4 3arpsasHeHune Bogpl - - 7.8 17.3. nepe-
yucneHue J
5 OTxogbl - 16. 17.5 - -
6 Lym - - — -
7 Bbi6poC onacHbIX BeLLEeCTB - - 7.8 17.3. nepe-
ynucnexue J
8 3arpsasHeHune noyssbl - - - 17.3, nepe-
yucneHue ))
9 Yrposa akosorun B criydyae asapuv wan - _ 5. 15.3. 17.3. nepe-
HenpaBuUbHOI akcnayaTauum 17.2.1. nepe- yucneHue J
yucnexus a).
b). 17.2.2. ne-
peuncnexms
a). b). 17.3.
nepeuyucne-
Hus a). b). h),
j). 17.4, nepe-

yucneHune b)
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MpunoxeHne D
(o6s3aTenbHoE)

CBefieHnsa 0 COOTBETCTBUMU HALLMOHAbHbIX CTaHAapToB Poccuiickoli deaepauumn ccblIOYHbIM

Ta6nunya D1

O603Ha4eHne CCblI04HOro
MeXAyHapoAHOro cTaHaapTa

nco
nco
nco
nco

nco

nco

780:1997
3696:1987
7000
7864.1993

7886-1:1993

8537:1991

NCO 9626

ASTM D999-01

ASTM D5276-98

MeXAyHapoaHbIM cTaHgapTam

O603HaueH1e 1 HaMeHoBaHVe COOTBETCTBYIOLLEro HauMoHa/IbHOro CtaHgapTa

FOCT P NCO 7864—2009 Urnbl MHBEKLMWOHHbIE OLHOKPATHOrO NPUMEHEHUA cTe-
punbHble

FOCT P NCO 7886-1—2009 LUnpunubl MHBLEKLUVOHHbIE OLHOKPATHOTO NPYMEHeHus
cTepunbHble. Yactb 1. WUnpuupsl A4ns pyyHOro Mcnosib3oBaHmns

FOCT P NCO 8537—2009 LWnpuubl MHBEKLNOHHbIE OAHOKPATHOTO NPUMEHEHUS C
nrnoii nnv 6e3 urnbl NS UHCYNMHa CTepusibHble

FOCT P 50444—92 Mpub6opsbl, annapatbl 1 o6opygoBaHne meguumHckue. Obuime
TexHn4yeckKune ycnosus

* COOTBETCTBYIOLMII HALMOHA/bHBIN CTaHAAPT OTCYTCTBYET. [lo ero yTBepXAeHUs peKOMeHAYeTCa UCNo/b3oBaThb
nepeBo/, Ha PYCCKWii S3bIK JaHHOTO MEXAYHapogHOro cTaHAapTa. NepeBos 4aHHOTO MeXAyHapoHOro cTaHAapTa Haxo-
autcs B ®efepansHoM MHGOPMALMOHHOM (hOHAE TEXHUYECKUX PErfiaMeHTOB 1 CTaHAapToB.
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11] WHOA/&B,'99.25.
WHO-UNICEF-UNFPA

12] UCO 7886-2 (ISO 7886-2)

13] NCO 7886-3 (ISO 7886-3)
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Bubnuorpadgus

CoBMeCTHOe 3asiBNieHne Mo WCMOoJIb30BaHWI0 aBTOMATUYeCcku GMOKMpYeMbIX LUNPpULEB B
cnyxb6ax mmmyHmsaumm (Joint statement on Ne use of auto-disable syringes in
immunization services)

Lnpuubl cTepunbHble AN MOAKOXHLIX UHBEKLMA 0f4HOPa30BOro NpumMeHeHns. Yactb 2.
LWnpuubl ANs MCNONb30BaHUS C MeXaHUYeckum npuBOAOM Hacoca wnpuua (Sterile
hypodermic syringes tor single use — Part 2: Syringes for use with power-driven)
LWnpuubl cTepunbHble A5 MOAKOXKHLIX WHBEKLMIA 0fHOPA30BOro NpuMeHeHus. YacTb 3.
ABTOMaTUYECKU Ae3aKTUBMPYyEeMble LWINPULbI ANS MUMMYyHU3auun UKCUpoBaHHOW A030
(ISO 7886-3.2006 Sterile hypodermic syringes for single use. Part 3: Auto-disable synnges
for fixed dose Immunization)

11
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