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Mpeaucnosue

Llenn n npuHumnel ctaHgaptusauum B Poccnitckon Peagepaunm yecraHosneHsl PegeparnbHbiM 3aKOHOM
oT 27 aekabps 2002 r. Ne 184-d3 «O TexHU4eckoM perynmpoBaHniy, a npaeunia npMMeHeHns HaunoHanbHbIX
ctangapToB Poccuiickoin degepaumm — FOCT P 1.0—2004 «CTtaHgapTusaums B Poccuiickon ®egepaunn.
OCHOBHbIE MONOXEHUS»

CBepeHus o ctaHgapTe

1 NMOAMOTOBIEH 3akpbITbiM akLMoHEepHbIM 06LecTBOM «MeaguTecT» Ha OCHOBE ayTEHTUYHOro nepe-
BOJa cTaHAapTa, yKasaHHoro B nyHkTe 4

2 BHECEH TexHu4yeckum komntetToM no ctraHaaptusauun TK 422 «OueHka bruonornyeckoro genctesma
MeANLMHCKNX M3genuniny

3 YTBEPX>XAEH W BBEJEH B JEVCTBUE Mpukazom deaepansHoro areHTcTsa no TeXHUYeckomy pe-
rynMpoBaHuto U meTpornorin ot 14 gekabps 2009 r. Ne 758-ct

4 HacrosiwuiA cTandapT naeHTMYeH MmexagyHapoaHoMmy ctangapTy MCO 7886-4:2006 «LLUnpuubl MHbek-
LIMOHHBbIe OOHOKPATHOro NpMMeEHeHNUs cTepurbHble. Yacts 4. LLUnpuubl ¢ yCTPOMCTBOM, NPEnATCTBYOLWUMM 1X
noBTOpHOMY NpumeHeHuo» (ISO 7886-4:2006 «Sterile hypodermic syringes for single use — Part 4: Syringes
with re-use prevention feature»).

Mpy npuMeHeHUN HacTosILLero cTaHaapTa pekoMeHAYeTCst UCNOMb30BaTh BMECTO CChINOYHBLIX MeXayHa-
POOHBIX CTaH4APTOB COOTBETCTBYIOLME UM HaLMOHanbHble cTandapTel Poccuiickoin ®eaepaunun, ceeaeHus o
KOTOPbLIX NpUBEeAeHbl B 4OMOHUTENBHOM NPUNoxeHun D

5 BBE[AEH BMNEPBbLIE

UHebopmayusi 06 UsMEHEeHUSX K HacmosiweMy cmaHOapmy rybrnukyemcs 8 exe200H0 u30agaeMoM UH-
opmayuoHHOM yKazamerie «HayuoHanbHble crmaHoapmbl», @ MeKCM USMEHEeHUL U rornpasoK — 8 exeme-
cA4YHO uzBasaeMbix UHGOPMAaUUOHHBLIX yKa3amensix «HauyuoHanbHbie cmaHdapmsi». B ciiyyae nepecMompa
(3ameHbi) unu ommeHsl HacmosiWeao cma+HOapma coomeemcmeyroujee yeedomreHue 6ydem ornybruKkoeaHo
8 EXXeMECSIYHO U30asaeMoOM UHhopMaUUOHHOM yKasamene «HayuoHaneHbie cmaHdapmely. Coomeemcemey-
rowas uHgopmauyusi, yeeOoMIIeHUE U MeKCMbl pasMeuaromcesi makxe 8 UHgopmaluoHHoU cucmeme obujezo
ronb308aHUs — Ha oghuyuansbHoM calime @edepanbHO20 azeHmemea o MexHU4eCKoOMy pe2ynuposaHuio u
mempornoauu 8 cemu ViHmepHem

© CraHgapTtuHgpopm, 2010

HacToqauwuin ctaHaapT He MOXeT BbITb NOMHOCTLIO UMW YaCTUYHO BOCNPOU3BeAEeH, TUPaXKUpOBaH U pac-
npocTpaHeH B KayecTse oduLmanbHoro usdaHus 6es paspelueHns degepanbHoro areHTCTBa No TeEXHUYEeCKo-
My perynmpoBaHuio 1 MeTponorun
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BBepeHue

Boinyck HacTosiwe yactu MCO 7886 6bin NpU3HaH BaXKHBIM CPeACTBOM AMs NpeAoTBpaLleHus NoBTop-
HOro NPUMEeHeHUs WNpULEB B pa3BMBaloMXcA cTpaHax. [MosTopHoe npuMeHeHue wnpuues 6es ctepunusa-
Lu1 BCe Yalle NpuBoaMT K Nepeaayde UHheKUUA Yepes KpoBb.

[Ans wupokoro npumeHeHust BO3 paspaboTana cneuudukaumm Ans Wnpuues, KoTopble npuxoamnuv 6ul 8
HerogHoCTb nocrne NpUMeHeHUs (06bIYHO Ha3bIBaeMbIX «aBTOMaTUHECKU NPUXOAALMMUN B HEFOAHOCTbY LUMPKU-
Lamu) kak Anst UMMyHu3aLmmn ukcupoBaHHOW 4030, Tak U ANA WwnpuueB obLlero HasHa4YeHUs, cHabXeHHbIX
YCTPOUCTBaMU, NPENATCTBYIOWNUMN NX NOBTOPHOMY npuMeHeHuo. BO3 u UCO npuHanu pewweHune, 4To Aonor-
HUTenbHble Yactn CO 7886 noTpebytoTca TONbKO ANA ONUCaHWUA LWNPULEB C YCTPOUCTBaMU, NPEnsTCTBYIO-
LLIMMW NOBTOPHOMY NMpUMeHeHuto, npu atom NCO 7886-1 n MCO 7886-2 He ByayT cogepxaTb U3MEHEHUHA.

HanHas yactb UCO 7886 npeaHasHaveHa Anst onUcaHUa WNPULEB, KOTOPLIE CTAHOBATCA HENPUroAHbI-
MU AN AanbHenLwero UCnosnb3oBaHWA Nocne BeeaeHNA UKCUPoBaHHOM A03bl. [JaHHbIe LWNpULBl He BXOAAT B
obnactu npumereHua NCO 7886-1 n UCO 7886-3. B o6nactb npuMeHeHns MCO 7886-2 BXoAAT WNPULbI, UC-
Nonb3yIoLLMe HACOChl C MeXaHUYeCKUM NPUBOAOM. B 3aBUCUMOCTU OT 0COBEHHOCTEN KOHKPETHOMO KNNHUYeC-
KOro NpuUMeHeHUs AOMkHbl GbiTb UCMONb30BaHbl Hanbonee noaxoasiluMe YCTPOWCTBA, NPEensTCTBYyOWME
NMOBTOPHOMY NMPUMEHEHUIO, C HaUBbICLIEN CTENEHbIO 3aLUThI.

LWnpuyubl ¢ 3alimTon OT yKoNa Urnon MoryT Takke COOTBETCTBOBaTb AaHHoW Yactn MCO 7886 B yacTu
TpeboBaHuWii kK ycTporcTBaM, NPENATCTBYOWMUM NOBTOPHOMY NMPUMeEHeHUIo, Ho AaHHas YacTb MCO 7886 He
ycTaHaBnvBaeT TpeboBaHUM K 3awWwmTe OT yKona Urfon.
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HAUWOHANbHBIW CTAHOAPT POCCUMNCKOWN ®EOEPALUUNMN

wnPUUbl UHLEKUUOHHBIE OAHOKPATHOIO MPUMEHEHUA
CTEPUJIbHbIE

YacTb 4

LLinpuubl ¢ YyCTPONCTBOM, NPENATCTBYOLWUM UX NOBTOPHOMY NPUMEHEHUIO

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

DNara Beegaenna — 2011—01—01

1 O6nacTb npuMeHeHusA

Hacroawuii ctaHgapT yctaHaBnueaeT TpeboBaHUs K UHbEKLIMOHHBIM CTEPUMBHBIM LLNPULIAM OAHOKpaT-
HOTo MPUMEHEHNSs!, N3rOTOBEHHBIM U3 NOMIMMEPHBIX MaTepuarnos, ¢ Urnon unu 6es U npeagHasHavYeHHbIM OISt
3ab0pa XNOKOCTeN UMM NHBEKLMMN XUAKOCTENA HEMOCPEACTBEHHO Nocne HanofHeHus, U paspaboTaHHbIM Tak,
YTOObI LUNPUL, CTAHOBWUIICA HEMPUIOAHBLIM NOCIIE NPUMEHEHUS.

Hacroswuin cTaHgapT He MPUMEHSAIETCA A1 LNPULEB, U3roTOBNEHHbIX U3 cTekna (MCO 595), wnpuues ¢
aBTOMaTUYeCcKUM npusegeHneM B HErogHOCTb Nochne NpUMEHeHna AN UMMYHU3auumn hukCMpoBaHHON A03bl
(MCO 7886-3) n Ans npeaBapuTenbHO 3anofTHEHHBIX WApUUEB. [ipyrue cTaHaapThl MOrYT MPUMEHATLCSA, Koraa
LUNpULLBI UCNONb3YOTCA A5 NtoBoi Apyron Lenn, oTIIMYHOW OT ONUCaHHON B HacTosALLeM cTaHAapTe.

MpumeyaHune— WLnpuupl ¢ 3aWMUTON OT YKOMNA UINON MOTYT TaKXKe COOTBETCTBOBATL HACTOSALLEMY CTaHAAPTY
B YacTu TpeGoBaHuii K yCTPOUCTBaM, NPENnaTCTBYIOWNUM UX NOBTOPHOMY NMPUMEHEHWIO, OHAKO HACTOSLWMI CTaHAAPT He
ycTaHaBnveaeTt TpeboBaHW K 3alwmTe OT yKorna Urnown.

2 HopmaTuBHbIe CCbINKN

B HacTosiLeM cTanaapTe UCNOMNb30BaHbl HOPMATUBHBIE CChINIKA HA CrieayloLmMe cTaHaapThbl:

NCO 780:1997 YnakoBka. Mpadudeckas mapkuposka anst obpaboTtkm rpysa

NCO 3696:1987 Boaga ans nabopartopHoro aHanuaa. TexHudeckue TpeboBaHns 1 MeToAbl UCTIbITAHWUIA

MUCO 7000 Mpadcurueckne cumeonsl, NpUMeHsiemble Ha obopyaosaHun. CnMcok 1 aHHoTauus

NCO 7864:1993 CtepurnbHble 0QHOPa3oBbIe UITIbl A4Sl MOAKOXHbLIX MHBEKLMIA

NCO 7886-1:1993 CrepurbHble WNPULLI A NOAKOXHBIX WHBEKLUUIA OAHOPa30BOro NPUMEHEHUS.
YacTb 1. Wnpuubl 4ns py4uHoro UCNonb3oBaHus

NCO 8537:1991" CtepunbHble 0AHOPa30BbIE WNPULLLI C UITOKH UNu Ges AN UHCYNUHA

NCO 9626 Tpybkn nronbHble N3 HepXKaBeloLlet cTany Ans U3roToBNEeHUA MEAULIMHCKUX YCTPOMCTB

ASTM D999-01 CtaHaapTHble MeToAbl BUGpaLMOHHBIX UCMIBITAHUIA TPAHCNOPTHOMU Tapbl

ASTM D5276—98 CraHgapTHbIe MeToabl UCTIbITAHUSI Ha yaap Harpy>XeHHOW Tapbl NyTeM cBoGoaAHOrO
nageHuns

3 TepMuWHbI U onpeaeneHus

B HacTosilweM cTangapTe npuMeHeHbl TepmuHbl no MCO 7886-1, UCO 8537, a Takke cnegyowni Tep-
MWH C COOTBETCTBYIOLLMM OnpeaeneHnem:

3.1 ycTpoMncTBO, NpensaTcTBYOWEe NOBTOPHOMY NPUMEHEHUIO (re-use prevention feature): YcTpoi-
CTBO, KOTOPOE NGO aBTOMaTUYECKU NPUBOANT B HErOAHOCTb LUMPUL, NOCIe BBeAeHUSA Unn B Npouecce BBede-
HUA HeobxoaMMON Ao3bl, NMMBO NPUBOAWUTCS B AECTBME MOMb3oBaTeNieM W NPensTcTByeT nocneayioleMy
MOBTOPHOMY MPUMEHEHUIO LWApULA.

" 3amereH Ha MCO 8537:2007.

WU3paHune ocpmumansHoe
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4 O603HaveHus

O603HaueHVa aeTanei WNpuUUes ¢ YCTPOUCTBOM, NPENATCTBYIOWUM X MOBTOPHOMY NPUMEHEHUIO, Mo-
KasaHbl Ha pucyHke 1.

1 — Konnavok (ecnu ucnonsayetcs); 2 — Urna; 3 — Hynesas NUHUA rPaayupoBku; 4 — LUNUHAP; 5 — yCTPOWCTBO, NPEnsATCTBYloLLEe
NOBTOPHOMY MPUMEHEHUIO; 6 — FIMHUSI HOMUHATNIBHON BMECTUMOCTU; 7 — NOPLUEHb; 8 — OCHOBHAA NUHUSA; 9 — YyNNOTHUTEND;
10 — ynopbl ans nanbues; 717 — wToK; 72 — ynop WwTokKa; 713 — 3aWUTHbIN 3aAHWUIA KONNAYOoK

MpwumeyaHun e — LLnpuy MOXeT UMETb rPagynpoBKy Wwkanel B cootBeTcTBuM ¢ UCO 7886-1.

MpumeyaHune—[aHHbI PUCYHOK UNNIOCTPUPYET HOMEHKNATYpy Agetanen wnpuua. Kondwurypauus m ko-
HCTPYKUMA WNpuLa MOryT GbiTb PasnuyHbl.

MpuMeyaHune—PucyHoK npegHasHaueH gns Toro, 4ytobbl NokasaTb AeTany Wwnpuua ¢ YCTPOMCTBOM, npe-
NATCTBYIOWMM €ro NOBTOPHOMY MPUMEHEHWIO.

PrcyHok 1 — CxemaTtunueckoe nsobpaxeHue WNpuua ¢ ycTpoONCTBOM, NPENATCTBYIOLWWM MOBTOPHOMY NMPUMEHEHWIO

5 Tunbl wnpuueB

5.1 OGwee

LWnpuubl gomnxkHbl BbITe KNaccuduLmMpoBaHbl B cooTBeTCTBUM € 5.2 1 5.3. CyliecTtBytollee MHOroobpa-
31e KIIMHUYECKNX NMPUMEHEHWNIA NPUBOANT K TOMY, YTO Haubonee nogxodsiliee yCTPOWCTBO, NPensaTCTByoLlee
NOBTOPHOMY MPUMEHEHMUIO LUMPULIEB C HAUBBLICLLUMM YPOBHEM HaAEXHOCTU, MOXET BbiTb onpeaeneHo TONbKo
Npu paccMOTPEHUN KaXKO0MN KOHKPETHON KOHCTPYKLMN.

5.2 YcTponcTBO, NpenAaATcTBYlOLee NOBTOPHOMY NPUMEHEeHUI0

YcTpoicTBa, NPenAaTcTeyoLWwme NOBTOPHOMY NMPUMEHEHUIO, AOMKHBI BbITb KnaccuduumposaHsbl cneayro-
MM obpasom:

- Tun 1: cpabaTbiBaeT aBTOMaTU4ECKN B NPOLECCe UK Mocre 3aBepLUeHUst NpeaHasHavYeHHOro 0gHo-
KpaTHOro NpUMeHeHus;

- Tun 2: Tpe6yeT BMellaTenbCTBa NoJib3oBaTeNA Ana npuseaeHuns Wnpuua B HerogHoCTb Nocne 3aBep-
LeHuna npeaHasHav4eHHOro OAHOKPaTHOro NpUMeHeHns.

2
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5.3 HasHaueHue wnpuya

LWnpuupl AomkHbI BbITh KnaccugpuLMpoBaHbl Mo HazHavYeHUo criegyoLnMm o6pasoMm:

- Tun A: ogHoKpaTHbIN 3a60p KUAKOCTU U MHBEKLNS;

- Tvn B: MHorokpaTtHbIA 3a60p XWUOKOCTM 40 OKOHYAHUS YCTAHOBEHHOMO OOHOKPATHOrO NPUMEHEHMUs
wnpuua.

6 Yuncrora
MpumensioT TpebosaHus pasgena 5 UCO 7886-1.

7 Mpenenbl KACNOTHOCTU UMW LLENOYHOCTU

YpoBeHb pH akcTpakTa LWnpuua, NPUroTOBNEHHOrO B COOTBETCTBUM C MPUMNOXKEHUEeM A, [OSDKEH CooT-
BeTCTBOBaTb PH KOHTPOSLHOW XWOKOCTU B npedenax OAHON eauHULbl Mpu UsMepeHun nabopaTopHbIM
pH-MeTpoMm co cTaHAapTHEIM 3MEKTPOAOM.

8 lpepenbHoe copoepXaHMe AKCTparMpyeMbiX MeTanmnoB

3KCTpaKT wWnpuua, NPUroTOBNEHHLIA B COOTBETCTBUKN C NPUMOXeHUeM A, JOSKeH coaepxaTb He Gonee
5 Mr/n cymMMapHOro KonmMyecTea CBUHLA, ON0Ba, LIUHKA U Xefnesa Npu UCNbITaHUN 0BLWEenpUHATHIM MUKpoaHa-
AMTUYECKUM MEeTOAOM, HanpuMep, MeToaoM aToMmHon abcopbuun. CoaepkaHue kKaamMnua B 3KCTpakTe AOIMKHO
ObITb He bonee 0,1 mr/n.

9 Cmaska

MpumenstoT TpebosaHua pasgena 8 NCO 7886-1 u noapasaena 11.4 UCO 7864.

10 [donycku Ha rpaayMpoBKY BMECTUMOCTHU

MpnmeHsoT TpebosarHnsa UCO 7886-1, Tabnuua 1, unu, ans MHCYNMHOBLIX wnpuues — NCO 8537, Tab-
nua 1.

11 MpapyupoBKa WwKanbl

11.1 Wkana

pagyvpoBka LWKankel 4OMMKHa COOTBETCTBOBaTb TpebosaHusaM nogpasgena 10.1 MCO 7886-1 nnu noa-
pasgena 9.1 UCO 8537.

11.2 UudpoBble 0603Ha4eHNA WKanbl

MpumeHsoT cooTBeTcTBYIOWME TpebosaHusA nogpasgena 10.2 MCO 7886-1 wnu noapasgena 9.2
NCO 8537.

11.3 PacnonoxeHue WKanbl
MpumeHsioT TpebosaHusi nogpasgena 10.4 UCO 7886-1.
11.4 MonHasa gNuHa WKanbl

MpumensioT TpebosaHusa nogpasgena 10.3 UCO 7886-1 nnn nogpasaena 9.3 MCO 8537, kpoMe LKas
LWNpuLeB ¢ MUKCUPOBAHHBIMU 403aMU.

12 UunuHpp

12.1 Pa3amepbl

[nuHa umMnuHapa n KOHCTPYKUMA YCTPOMCTBA, NPEnsSTCTBYIOLWEro NOBTOPHOMY NPUMEHEHUIO, JOMKHbI
obecneumBaTb MakcuMarbHyH BMECTUMOCTb LUNPULA, MO MeHbLUel Mepe, Ha 5 % Gonblue, YeM HoMUHanbLHas
BMECTUMOCTb (PEKOMEHAYETCS MakcumarnbHas BMecTUMocTb Ha 20 % 6onblie, YemM HOMUHarNbHaA BMEeCTU-
MOCTb).

12.2 Ynopb! Ansi nanbLues

MpumensioT TpeboBaHua nogpasgena 11.2 NCO 7886-1.
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13 KOHCTpYKUMA LUTOK-NOPLUEHb

13.1 KoHcTpykuus

KOHCTpYKUMA WITOKA 1 yriopa LWToKa Wnpuua AomkHa BbITb Takoi, YTobbl Npy yaepKnsaHun WwWnpuua of-
HOM pyKOW WITOK Mor BbITb yTOMMeH 60MbwMM NanbLemM aTOW Xe pyku. MoplueHb He JOMKeH OTAeNATbLCSA OT
LUTOKa MpU BCacbiBaHWU BO BPeMS UCTbITaHUE, ykasaHHoro B MICO 7886-1, npunoxeHne B, kak ans BapnaHTa
Co BCTpoeHHoW urnon B cootseTcTBUM ¢ UCO 8537, npunoxeHune B, Tak n ansa wnpuua 6e3 urneoi.

KoHCTpyKumst WToKka U KoHdUrypaums ynopa Lwroka AoMmKHbl 6biTb Takumum, 4Tobbl gonyckaTtb ynpasne-
HWe WTokom 6e3 3aTpyaHEeHWA.

Korga nvHus oTcyeTa NopLUHS coBnagaeT C HYNeBon NIMHNEN rpagyupoBKi LMMHAPA, NpeanoyTUTENb-
Hbl crieayoLmMe MAUHUMarbHbIE 3HaYeHWS AMWHbI BLICTYNaHWUSA LWTOKa 13 LUIMHAPa OT NOBEPXHOCTM yriopa Ans
nanbLeB 40 Bepxa CTepXKHN LToKa:

a) 8 MM — Ans Wnp1ues HoMUHaNbHBIM 06BEMOM A0 2 MI (LUNPWL, 2 M B AaHHYHO NO3NLIMIO HE BXOAWUT);

b) 9 MM — ans wnpuues HoMUHaNbHbIM 06bEMOM 0T 2 40 5 M (LUNPUL, 5 MM B A@HHYO NMO3ULIMIO HE BXO-
anT);

c) 12,5 MM — Ons WNpULEB HOMUHAMNbHBIM 06bemMom 5 mMn 1 Gonblue.

13.2 Mocaaka NOpPLUHA B LUNuHape

Ons wnpuues obLlero HasHayeHUs npuMeHsoT TpebosaHusa nogpasgena 12.2 MCO 7886-1. Ans UHcy-
NMHOBBIX WNpULIEB NpUMeHsitoT TpeboBaHua nogpasaena 11.3 NCO 8537.
13.3 JluHuA otcyeTa

MpumeHsitoT cooTBeTCTBYOWMe TpebosaHna nogdpasgena 12.3 NCO 7886-1 wnu nogpasgena 11.3
NCO 8537.

14 HakoHe4HMK wnpuua

14.1 Wnpuy co BCTPOEHHOW Urrnon

LUnpuLbl co BCTPOEHHOR UrMON AOMKHBI UMETb MUHUMarbHOEe yCuve coeguHeHns No HanpaeneHuio
BAOMb ocu urnel B cooTBeTcTBUM ¢ NCO 7864.

Tpybka urnbl AomkHa cooTBeTcTBOBaTh TpeboraHusam NCO 9626.

14.2 Wnpuy c HaKoHeYHUKOM «Jlyep»

LLUnpuupbl ¢ KOHUYECKMM HakoHeYHKkoM «Jlyep» AomKHbI COOTBETCTBOBATL pasaeny 13 MCO 7886-1.

15 Pa6oume xapakTepuUCTUKM

15.1 «MepTBOE» NpPOCTPAHCTBO

Mpw ncneiTaHnn wnpuues B cooteeTcTBUM ¢ MCO 8537, npunoxerue E, «MepTBOE» NPOCTPaAHCTBO He
AOMNXKHO MpeBbIWaTh Npeaenos, onpeaenexHHbIx B nogpasaene 14.1 NCO 7886-1. laHHoe TpeboBaHue OTHO-
CUTCS K LUNPULAM CO CbEMHOWN UIITOW; ANS LUNPULEB CO BCTPOEHHOI UITON 3HAaYeHNe «MepTBOro» NnpocTpa-
HCTBa WrMbl AOMKHO BbITb BbIMTEHO.

15.2 UcnbiTaHMe Ha Bogo- U BO34YXOHENPOHULAEMOCTb MOPLUHA

Mpy ucnblTaHWK WINPULEB CO BCTPOEHHBIMWU Urnamu B cootBeTcTBUKM ¢ UCO 8537, npunoxenue F, n
wnpuues 6e3 urn B cootsetctBun ¢ UCO 7886-1, npunoxenune D, Heobxoanmo, 4Tobbl OHU HE UMENU YyTeUEK
BOAbI Yepes MopLUeHb UK YNIoTHUTENL(K).

Mpw ncnbITaHMM WNPULLEB CO BCTPOEHHBIMWU Urnamu B cooTBeTcTBMM ¢ UCO 8537, npunoxexue B, n
wnpuues 6e3 urn B cootseTcTBUM ¢ MCO 7886-1, npunoxeHue B, HeobxoanMo, 4Tobbl OHU HE UMENU yTeuek
BO34yXa Yepes NoplueHb UK yNnoTHATENb(M) U MOKa3aHWA MaHOMETpa He CHUXKamNUCh.

[nsi wnpuues co BCTPOEHHBIMW UrNaMuy NPUMEHSIOT COOTBETCTBYOW e TpeboBaHus nogpasaena 14.2
NCO 8537.

YCTOMUMBOCTE K BOAO- U BO3AYXOHENPOHULAEMOCTH LUNPULIEB A0IHKHA BbiTh MPOAEMOHCTPUPOBaHA He-
3aBMCUMO OT YCTPOWNCTBA, MPENATCTBYIOLWEro NX NOBTOPHOMY MPUMEHEHNIO.

15.3 YcTponcTBo, npenATCTBYOLWEE NOBTOPHOMY NPUMEHEHUIO

YCTPONCTBO, NPenAaTCTBYyOLEee MOBTOPHOMY NPUMEHEHMWIO LUNPULIEB, OAHOKPATHO NpUBeAEHHOe B Aeit-
CTBUWE B COOTBETCTBUU C UHCTPYKLIMEN U3FOTOBUTENSA, HE AOIMKHO AaBaTbh BOSMOXHOCTU MOBTOPHOIO NpUMeHe-

4
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HUA Wnpuua Npyu HoOpManbHbIX YCIOBUAX NPUMEHEHUA nnn nNpu TeCtTupoBaHUM B COOTBETCTBUM C METOAOM
UcnblTaHnA, ykasaHHbIM B NPUNOXXeHUn B.

15.4 Pa6oune xapaKTepuCTUKU Nocrie TPaHCNOPTUPOBaHUSA

TpaHcnopTUpoBaHWe He J0IPKHO OKasbiBaTb BNUAHWUA Ha paboune XxapakTepUCTUKM LINpULLa Npy UcnbiTa-
HuKn B cooteeTcTBMU ¢ ASTM D999-01 1 ASTM D5276-98.

15.5 PykoBoAacTBO no BbIGOpYy MaTepuanos
PykoBoACTBO No HEKOTOPbLIM acnektam Bbibopa MaTepuanos npuseaeHo B npunoxerun E NCO 7886-1.

16 YnakoBka

16.1 MNMotpebutenbckan ynakoBKa

MpumensatoT TpebosaHus nogpasgena 15.1 UCO 8537.
16.2 NpynnoBas ynakoBka

MpumensatoT TpebosaHus nogpasgena 15.2 UCO 8537.
16.3 TpaHcnopTHan ynakoBka

MpumensioT TpeboBaHua nogpasaena 15.3 UCO 8537.

17 MapkupoBka

17.1 O6wee

MapkupoBKa ynakoBKM LUNPULEB A0SDKHA BbITb YeTKON U pa3GopyunBoi NPU HOPMATIbHOM UK CKOPPEKTU-
POBaHHOM A0 HOPMasbHOTO 3PEeHNM.

17.2 EpMHMYHasn ynakoBKa

17.2.1 EQMHUYHAA ynaKoBKa Wwnpuua

MapkunpoBka eavHNYHOR YNakoBKX LUNpUUA AOSMKHa coaepXaTtb, NO MeHbLUEn Mepe, CriedyowWwyo UH-
dhopmauunio:

a) crosa «Ansl OQHOKPATHOro NPUMEHEHNUSI» UMK SKBUBANEHT (TaKoW, Kak 3HaK AN OAHOKPATHOro Npu-
mMeHeHus1, npusedeHHblid B MCO 7000-1051); He AOMMKEH UCMONb30BaTbC TEPMUH «YTUMN3UPYEMDBIN»;

b) 3Hak «[pegoxpaHeHre OT NOBTOPHOIO NPUMEHEHUS», MPUBEAEHHDbIA Ha PUCYHKE 2;

C) HaumeHoBaHWe U/1Unn TOProByo MapKy U CTPaHy-U3roTOBUTENS!;

d) CnoBO «CTEPUNbHOY» UMW 3KBUBANEHTHBIN 3HaK;

€) HoMmep NapTuK C ykasaHWeM CroBa «napTusi» (Mnv 3KBUBANEHTHBIA 3HaK);

f) paTy ucteveHust cpoka roaHoOCTU (rod U Mecsil), 3aaHHyIo CrioBamMu «rogeH ao...» (U1 aKBUBaneH-
THBIA 3HaK);

g) HapyXHbIA guameTp v ArnvMHY BCTPOEHHON Wb,

17.2.2 NoTpebuTtenbckan ynakoBKa

MapknpoBka NoTpebUTENbLCKON YNakoBKM AOJDKHA coaepkaTtb, MO MEHbLUER Mepe, crneaytoLyto uHdop-
MaLuio:

a) cnosa «AnNsA OAHOKPATHOro NPUMEHEHMUSA» UMW 3KBUBAMEHT (TaKOW, KaK 3HaK AN 04HOPa30BOro Npu-
MeHeHuA, npuseaeHHbIN B UCO 7000-1051); He AOMKEH UCMONbL30BATLCA TEPMUH «YTUNIU3UPYEMBIAY;

b) 3Hak «MpepoxpaHeHne OT NOBTOPHOTO NPUMEHEHUS», MPUBEAEHHbIA HAa PUCYHKe 2;

C) HaumeHoBaHWe W/UNU TOProBYIO MapKy U CTPaHy-U3roTOBUTENS;

d) cnoBo «CTePUNbHO» UMK 3KBUBANIEHTHBIA COOTBETCTBYIOLLNIA 3HAK;

€) HOMep NapTUK C yKasaHUEM CIIOBa «MapTusi» (MM SKBUBAMEHTHbLIA 3HAK);

f) maty ucteyeHua cpoka rogHocTu (rod U MecsiL), 3aAaHHyI0 CroBamn «rogeH Ao...» (Unv aKBMBaneH-
THBIA 3HaK);

g) onucaHue coaepXXUMoro, Bkmovaoulee B cebsa 3HaYeHUs1 HoMUHaNbHO BMECTUMOCTH LWNpUua, Ha-
PYXHOro AvameTpa 1 ANUHbI BCTPOEHHOW WUIb.

17.3 IpynnoBas ynakoBKa

MapkupoBska rpynnoBon ynakoBku AoMKHa BKIlOYATb, MO KpaHel mepe, criedyloLyo nHdopmauuio:

a) crnosa «Ana 0AHOKPATHOro NPUMEHEHMUS» UM IKBUBANEHT (Takoi, Kak 3HaK AN 04HOPa3oBoro Npu-
MeHeHus1, npueeaeHHbIn B UCO 7000-1051); He AOMKEH UCMONb30BaTbCA TEPMUH «YTUMN3UPYEMbIAY;

b) sHak «MpegoxpaHeHe OT MOBTOPHOIO NPUMEHEHUS», MPUBEAEHHbIA HAa PUCYHKE 2;



rocT P UCO 7886-4—2009

C) HauMmeHoBaHWe U/UNN TOProBY0 MapKy U CTPaHy-U3roToBUTENS;

d) CnoBO «CTEPUITbHO» UM 3KBUBANEHTHBIN COOTBETCTBYIOLWNA 3HAK;

€) HOMep NapTuUu C yKasaHWUEM CIIOBa «MapTusly (MIN SKBUBASMEHTHBIA 3HAK);

f) AaTy ucteveHus cpoka rogHocTH (rod U MecsiLL), 3aaHHyo CNoBamMu «rodeH Ao» (M 3KBUBANEHTHBIN
3HaK);

g) onucaHue coaepXumMoro, Bkimovawulee B ceba 3HaYeHns HOMUHaNbHON BMECTUMOCTY Wnpuua, Ha-
pYXHOro AnameTpa 1 AnvHblI BCTPOEHHOMW WUMTbl, €CIIA OHA BXOAUT B COCTaB LUMPpULA;

h) npeaynpexaeHue o KOHTPoOre LenoCcTHOCTU NOTPebUTENbCKOM YNakoBku nepea Ucnonb3oBaHUeM;

i) npeaynpexaeHWe o HeAOMYCTUMOCTU MOBTOPHOIO HAaAeBaHWUA UMbl UITU 3KBUBANEHTHLIA 3HaK;

j) nHdbopmauuio 06 obpalleHnn, XxpaHeHUU 1 YyTURU3aLmn LWNpuLa; 4s UiocTpauum CM. pUCYHOK 3;

K) WMHCTPYKUUW MO NPUMEHEHWIO, BKIOYasi MHCTPYKLUMK NO NPUMEHEHUIO COOTBETCTBYHOLWEro YCTPON-
CTBa, NPEenATCTBYIOLWEro NOBTOPHOMY NPUMEHEHUIO, KOTopble A0MKHbI BbiTh AaHbl B KOMMNEKTE UMK Kak OT-
AenbHbIA BKNaabILWw;

1) yncno WwnpuueB B rpynnoBOi yNakoBKe.

17.4 TpaHcnopTHas ynakoBKa

TpaHcnopTHasa ynakoska (Npu HanmMunm) AOMKHa UMeTb MapKUPOBKY, CoAepKallyto, No KpawHein mepe,
cneayoLyo nHdopMaumio:

a) onucaHue coaepKUMoro, BKovarollee B cebsi 3HaYeHUs HOMUHANBLHOW BMECTUMOCTU WINpULA, Ha-
PYXHOro AnameTtpa 1 AfvHbI Urbl, eCr OHa BXOAWUT B COCTaB LWINpuUa;

b) 3Hak «[NpegoxpaHeHWe OT MOBTOPHOIO NPUMEHEHWA», NPUBEAEHHbIA Ha PUCYHKe 2.

C) HOMep MapTu1 C ykazaHUEeM CroBa «NapTusi» (UNv 3KBUBanNEHTHbIN 3HaK);

d) AaTy ucTeveHus cpoka rogHoCTM (rod 1 Mecsu), 3aaaHHyr CNoBaMu «rodeH J0...» (U 3KBUBaNeH-
THBIA 3HaK);

e) CIIOBO «CTePUITbHO» UMK 3KBUBANEHTHLIA COOTBETCTBYIOLIWIA 3HAK;

f) HaumeHoBaHWe MW TOProByIO MapKy U CTpaHy-U3roToBUTENS;

g) VHdbopmaumio 06 obpalleHun, XpaHeH! U TPaHCNIOPTUPOBAHUM COAEPXKUMOrO (UNN SKBUBANEHTHbIE
3Haku, koTopble npusegeHsl B UCO 780, cm.npunoxeHue D);

h) uucno wnpuues.

17.5 OGepTOYHbIM MaTepuan ONA TPaHCNOPTUPOBaHUs

Ecnu TpaHcrnopTHas ynakoeka He UCMOoMb3yeTcA, WnpuLUbl B rPYNnoBoi ynakoske obopaymsatoT obep-
TOYHBLIM MaTepuanom, n MHbopmaLms cornacHo 16.3 gomkHa 6biTb ykaszaHa Ha 06epTouyHoM MaTepuane nubo
BMAHa Yepes Hero.

r i
L -
PrcyHok 2 — 3Hak MCO 7000-2655 PucyHok 3 — Mpumep ytunuaauun
«MpepoxpaHeHne 0T MOBTOPHOTO wnpuua
NPVYIMEHEHNS»
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MpunoxeHune A
(o6a3aTenbHoe)

MeTop, npuroToBrneHus 3KCTPaKkToOB

A.1 MeToagmka npuroToBneHus
LWnpwuy ¢ urnoi (Npu ee Hanm4mmn) HanonHsIT BOAON ANs 9KCTParMpoBaHUA PACTBOPUMbIX KOMMOHEHTOB.
A.2 OGopynoBaHWe U peakTUBbI

A.2.1 Ceexass OWCTUINUPOBAaHHas MMM AEUOHU3MPOBaHHAs BOAA, MMeKLWas 4YWCTOTY Knacca 3 CcornacHo
MCO 3696:1987.

A.2.2 Habop nabopaTopHol nocyabl n3 60pocUNMKaTHOro cTekna.

A.3 MeTtoauka

A.3.1 Tpw wnpuua 3anonHsitoT Bogon (A.2.1) 4O HOMWHaNBbHON BMECTMMOCTH, BbITECHSIIOT My3bIPbKY BO34YXa U Bbl-
JepXvBatoT WNpULbl NpU TeMnepaTtype (37+3) °C B TeueHmne 8 4*'° MuH.

BbinuBaloT cogepxumoe LNprLeB B COCYA, M3rOTORMNEHHbIM M3 BopocunukatHoro crekna (A.2.2).
A.3.2 lNogroTaenvealeT NOPLMIC KOHTPOMBHON XMAKOCTU N3 HEMCNONb3OBaHHON Boap! (A.2.1).
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MpvnoxeHne B
(o6a3aTenbHoe)

MeToAa UcnbeiTaHusA ycTponcTBa, NpenaTcTByOLWEero NOBTOPHOMY NpUMEeHeHUo WnpuLla

B.1 UcnbiTaHne

Ilna aemoHcTpaummn Toro, 4To YCTPOWCTBO, NPENATCTBYIOWEeE NOBTOPHOMY npumeHeHunio (RUP) wnpuua, He gaet
BO3MOXHOCTH €ro NOBTOPHOrO UCMONb30BaHWUA, UCMOMb3YETCA MEXaHUYECKUI UCTNbITATENbHBIA CTEHA, PErNCTPUPYIOLLMI
3HaYeHUs YCUNni NepeaBuxXeHns WTOK-NopwHs. [lanHoe ncnbitTaHne paspabaTtbiBaeTcs Npy KOHCTPYMPOBaHUM LWNpuua
(cm. 15.3).

B.2 Annapartypa

B.2.1 YcrpouncTeo, o6ecneunBaiowee NpunoXeHne yeunus K WTOK-MOPLUHIO WNpuua A0 MaKCUMarnbHOro 3Ha4YeHus
100 H npu ckopocTu ABUXEHUM WITOK-NOpLWHA 100 MM/MUH.

B.2.2 Ycrponcteo, o6ecnevmBaiwee npotneogasnenmne okono 100 kMa/MuH nNpu ABUXEHUN LITOK-NOPLLHS C BO3-
MOXHOCTBIO Mpunoxennsa yeunua go 300 kMa.

B.3 Mpouenypa

B.31 WUccnepnosaHune meToaoM BbITECHEHUS BOALI U3 WINpUUa

LWinpuy HanonHsaI0T BOQOW, yAANAT BCe BO3AYLIHbIE Ny3bIPbKW U LWTOK-NOPLIEHb BbICTABMNAIOT HA HOMUHANBHOE
3HaueHne rpajyMpoBaHHON LIKanel, 3aTeM BoAy BbiTeCHAIOT. Bkniovatot Tpebyemoe RUP. OcyuwecTBnsitoT NOoNbITKY No-
BTOPHOrO HaMoMHeHWs WNPULIA C UCNONb30BaHNEM HapacTalwero ycunua BnNoTek 4o makcumansHoro 8 100 H go Tex nop,
noka wnpwu, He 6yaeT HanonHeH cHoBa.

Ecnn wnpuy moxeT 6biTb NOBTOPHO 3anonHeH BOAOW U Mcnonb3oBaH Npu yeunun meHee 100 H, oH cuntaeTcs He
npoLeLLIMM UCMbITaHKE.

B.3.2 MNpoTtnBoaaBneHmne

BTopoi Wwnpuyy, HanonHAIT BOAON, YAANAIOT BCE BO3AYLWHbIE NY3bIPbKM U WTOK BbICTABIIAIOT HA HOMUHANBHOE 3HA-
YeHue rpagyvpoBaHHON LWKansl U 3aTeM BbITECHSIIOT BoAy. BknwovaioT 1pebyemoe RUP. Winpuu noagsepraioT aencTeuio
MeAneHHO HapacTalolWwero gaBneHus ¢o ckopoctbio okono 100 kMa/mmH Bnote go 300 kla, npuknagsiBaemoro vepes
UMY UMY HAKOHEYHUK LMMUMHAPA, U PEFMCTPUPYIOT, MOXET N WTOK-NOPLUIEHL NPUBOANTLCSA B 06paTHOE ABUXKEHWE B LUMUH-
ape wnpuua. Ecnu wnpuy MoxeT ObITb NOBTOPHO MCNONB30BaH NOCNE NPUNOXEeHNs 06paTHOro AaBNEHWs, 3Ha4YEeHNEM Me-
Hee 300 kla, oH cunTaeTCa He NPoLWeaWMM UCMbITaHne.

B.4 MpoTokon ncnbiTaHUA

MpoTokon ucnbITaHUA JOMKEH codepaTh, NO MeHbLUel Mepe, Crneayowyto nHhopMaLmio:
a) CCbINKY Ha HacToAWMIA CTanAapT;

b) HaumeHoBaHVe N HOMUHaNBHYIO BMECTUMOCTb WINPWLE;

C) MakcumanbHOe MPUKNafsLIBaeMoe yCunme;

d) makcumanbHoe npuknagsiBaemoe gaeneHue;

e) AaTty NpoBeAeHusi UCMbITaHus.
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(o6a3aTenbHoe)

3aluTa okpyxawowen cpeabl
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MpoektupoBaHne K paspaboTka NPoAyKUMK, BXOAAWEN B 061acTb NPUMEHEHNs1 HACTOSILLEro CTaHaapTa, AoMKHa
BKMNIoYaTh B ce6s1 yUeT BIMSHUSA Ha OKPYXKAIOLLYIO CPeay CO CTOPOHbI MPOAYKLMU B TEYEHNE €€ XU3HEHHOIO UnKna. Bnnsauue
Ha OKpYXaloLyto cpeay, OKassiBagMoe LWNPULEM C YCTPOMCTBOM, MPEnsATCTBYIOWMM NMOBTOPHOMY NPUMEHEHWIO, B OCHOB-

HOM, BKNIOYaeT cneayloumne acneKkrbl:

- rokanbHOe BUsIHUE Ha OKPYXXaloLyto cpeqdy B MPOLEecce HOPMarbHOro NPUMEHEHWS;

- BesonacHasi ytunusaums.

YunTbiBast BAKHOCTb YMEHbLUEHNS SKONOTMHYECKOW Harpy3kn, HACTOAWMIA CTaHAAPT yKasbiBaeT OCHOBHbIE Tpeboea-
HUSI M pekoMeHaauuy, NpeaHasHaqYeHHbIe Ans YMEHbLEHUS BIUSHNSA Ha OKPYXalowWwyo cpeay.
B tabnuue C.1 npuBegeHa cxema BNUSHWS NPOAYKLMM Ha OKPYXKaloWwyo cpeay B TeHeHNe XXU3HEHHOTO UMKNa.

Tabnuua C.1 — Okonoruyeckre acnekTsl, onpeaensemMele pazgenaMy HacTosWero ctaHgapTa

Liukn cpoka cnyx6bl NpoayKumum

MpouaeopcTeo u | PacnpoctpaHeHue | [pumeHeHue OkoH4aHue
noaroToBKa (Bkntovasn cpoka cnyxobi
3Konorn4eckme acnekTbl npoussoacTea YNaKoBKy)
(BXOOHBIE W BbIXOOHLIE)
Stan A Stan B Stan C Oran D
Ccebinka Ha Ccebinka Ha Ccebinka Ha Ccblinka Ha
nogpasgen noapasaen noapasaen nogpasgen
1 Cnocob npumeHeHust — — — —
2 MoTpebnexnne aHeprum — — — —
3 3arpsasHeHue Bo3gyxa — — — 17.3, nepe-
yncneHme j)
4 3arpsisHeHne Bogbl —_ — 7,8 17.3, nepe-
yncneHme j)
5 OT1xoabl —_ 16, 17.5 — —
6 LWym — — — —
7 BbiGpoc onacHbIX BELLECTB —_ — 7,8 17.3, nepe-
YncneHue j)
8 3arpsisHeHne NouBbI — — — 17.3, nepe-
YncneHme j)
9 Yrposa aKkonorvv B criydae aBapvu unu — — 5, 15.3, 17.3, nepe-
HenpaBuIbHON aKCNnyaTauum 17.2.1, nepe- YncneHue j)
uncrneHvs a),
b), 17.2.2, ne-
peuucneHus
a), b), 17.3,
nepeuuncre-
Husi @), b), h),
j), 17.4, nepe-
uncnenue b)
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MpwunoxeHne D
(o6s3aTenbHOe)

CBefieHUs 0 COOTBETCTBUUN HALMOHaNbHbIX cTaHgapToB Poccuiickon CDe,qepau,vm CCbINTOYHbIM
MeXxayHapogHbIM CTaHOapTam

Ta6nwuuya DA

O603HaYeHUe CChINOYHOTO

OB603Ha4YeHUe U HAaUMEHOBaHWE COOTBETCTBYIOLLENO HALMOHANBHOMO CTaHaapTa
MeXayHapoaHOro cTaHaapTa

NCO 780:1997 *

NCO 3696:1987 *

MCO 7000 *

NCO 7864:1993 [OCT P UCO 7864—2009 Nrnbl MHBEKLUMOHHbIE OQHOKPATHOIO MPUMEHEHUs CTe-
punbHble

NCO 7886-1:1993 [OCT P NCO 7886-1—2009 LLnprubl MHBEKUMOHHbLIE OAHOKPATHOIO NPUMEHEHNS
cTepunbHble. Yactb 1. WWnprubl Ana py4HOro ncnonb3oBaHus

MNCO 8537:1991 [OCT P MNCO 8537—2009 Wnpuubl MHBEKLUMOHHBIE OOHOKPATHOIO NPUMEHEHNST C
urnor unu 6e3 urnbl 4158 MHCYIMHA CTEPUITbHbIE

NCO 9626 *

ASTM D999-01 FOCT P 50444—92 lMpwnbopsl, annapatbl 1 obopygoBaHve meanuuHckue. O6lume
TEXHUYECKUE YCITOBWS

ASTM D5276-98 *

* COOTBETCTBYHOLLUI HALMOHaNbHbBIN CTaHApPT oTcyTcTBYeT. [lo ero yTBepxaeHus pekomeHayeTcsi UCNnonb30BaTthb
nepeBop Ha PYCCKUI A3bIK JAHHOTO MeXayHapoaHoro ctaHgapTa. MNepeeo 4aHHOrO MeXayHapoAHOro cCTaHaapTa Haxo-
autes B PegepanbHOM MHPOPMaUMOHHOM (DOHAE TEXHWYECKUX PErnaMeHToB U CTaHOAPTOB.
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[11 WHO/V&B/99.25,
WHO-UNICEF-UNFPA

[2] NCO 7886-2 (ISO 7886-2)

[3] NCO 7886-3 (ISO 7886-3)
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Bubnuorpadua

CoBMeCTHOe 3asiBrieHVe Mo UCMONb30BaHNO aBTOMaTUYeCKkn BnokupyembIX LWNPULEB B
cnyx6ax mmmyHusauum (Joint statement on the use of auto-disable syringes in
immunization services)

LWnprubl cTepunbHble ANsA NOAKOXHbLIX MHBEKUMIA OAHOPa30BOro NpMMeHeHns. YacTtb 2.
Wnpuubl Ana MCNONb3OBaHWs C MeEXaHWYeCckuM MNpuMBOAOM Hacoca wnpuua (Sterile
hypodermic syringes for single use — Part 2: Syringes for use with power-driven)
LWnprubl cTepunbHble ANsS NOAKOXHbLIX MHBEKUMIA OAHOPa30BOro NpMMeHeHus. Yactb 3.
ABTOMaTVYECKM Ae3aKTMBUPYEMbIE LWNPULbI ANsl UMMYHU3aLMK PYKCUPOBAHHOW 4030M
(ISO 7886-3:2006 Sterile hypodermic syringes for single use. Part 3: Auto-disable syringes
for fixed dose immunization)

11
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