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MNpepgncnoBne

1 NOArOTOBJNIEH depepanbHbIM rocygapCTBEHHbIM aBTOHOMHbLIM 06pasoBaTesibHbIM YUYpexaeHnem
BbicLlero obpasoBaHus MNepBblii MOCKOBCKUI rocyapCTBEHHbI MeAULMHCKUA yHuBepcuTeT nmenn W.M. Ce-
yeHoBa MuHUCTepcTBa 34paBooxpaHeHus Pocculickoit ®epepaunn (CevyeHOBCKMI YHMBEPCUTET) Ha OCHOBE
COBCTBEHHOIO NepeBofa Ha PYCCKUA A3blK aHINMOA3bIYHON BEpCcUM CTaHfapTa, yKa3aHHOro B NyHkTe 4

2 BHECEH TexHuuyeckum KomuTeToM Mo cTaHgapTmsauumm TK 458 «PaspaboTka, NpoOM3BOACTBO U
KOHTPO/Ib KayecTBa /IeKapCTBEHHbIX CPeaCcTB»

3 YTBEPXAEH N BBEAEH B ,£I,EI7ICTBI/IE Mpukasom ®epepasibHONO areHTcTBa MO TEXHUYECKOMY
perynnposaHuio n metposorum ot 29 mnoHa 2023 1. Ne 459-cT

4 HacTtoswwuin cTtaHgapT MAEHTUYEH MeXAyHapogHomy cTaHgapty WCO 9187-2:2010 «[lMMepBuu-
Has ynakoBKa AN MHBEKUMOHHbIX N1eKAPCTBEHHbIX MpenapatoB. YacTb 2. AMNy/bl C TOYKOA M3/IOMa»
[ISO 9187-2:2010 «Injection equipment for medical use — Part 2: One-point-cut (OPC) ampoules», IDT],

Mpy NpMMEHEeHMN HacTosWero ctaHgapTa pekoMeHAyeTCs UCNOo/ib30BaTb BMECTO CChIJIOYHbIX MeXay-
HapoAHbIX CTaH4APTOB COOTBETCTBYIOLNE UM HaLMOHa/IbHbIE CTaH4ApPThl, CBEAEHUA O KOTOPbLIX NpUBELAEHb! B
LOMNOMHUTENIbHOM NpuioXeHun JA.

JononHntTenbHble CHOCKM B TEKCTe CTaHAapTa, BblAe/IeHHble KYypCUBOM, NPUBEAEHbl A/ NOSACHEHUS
TeKcTa opurmHana

5 BBEJEH BIMEPBbIE

MpaBuna NnpUMeHeHNA HaCTOALLEro cTaHapTa YCTaHOB/EHbl B CTaTbe 26 ®PefepasibHOro 3akoHa
oT 29 umioHA 2015 r. Ne 162-®3 «O cTaHgapTulaumm B Poccuiickon depepauumn». VMIHpopmaums 06 ns-
MEHEeHMAX K HacToAWeMy cTaHgapTy nybnvkyeTca B exXerogHom (No coCTOSHUI0 Ha 1saHBapsa Tekylero
roga) MHQOpMaUMOHHOM yKasaTene «HauuoHasibHble CTaHA4apThi», a ohuymanbHbli TEKCT U3MEHEeHWUN
N NonpaBoK — B eXeMeCAYHOM MH(OPMAaLMOHHOM yKasaTene «HauuoHanbHble CcTaHgapThl». B cnyyae
nepecMoTpa (3aMeHbl) UM OTMeEHbl HaCTOALWEro cTaHjgapTa cCooTBeTCTBYLWee yBegomneHne byaeT
ony6/IMKOBaHO B GaMKailiem BbINyCKe eXeMecsa4YHOro MHGOPMaUNOHHOro ykasaTens «HauuoHasbHble
cTaHgapThi». CooTBeTCTBYKLWAas UHpopMmauns, ysegoMneHe 1 TeKCTbl pasMeLllalnTCca Takke B WH-
hopMaunOHHON cucTeMe 06Lero nofb3oBaHnsa — Ha opmumManibHOM cainTe ®defepasbHOro areHTCcTBa Mo
TEeXHNYEeCKOMY perynmpoBaHunio 1 MeTponorum B ceTu NHTepHeT (Www.rst.gov.ru)

© 1SO, 2010
© Ocpopmnenune. PreyY «NHCTUTYT cTaHdapTusaymm», 2023

HacTosiwuii cTaHgapT He MOXET 6bITb MOJTHOCTLIO MM YACTUYHO BOCTPOU3BE/EH, TUPaXUPOBaH U pac-
MPOCTPaHeH B KauecTBe O(IULMANIbHOMO U3AaHusi 6e3 paspelleHns defepasibHOr0 areHTCTBa Mo TEXHUYECKO-
My PerysiMpoBaHuio 1 MeTPOoIorim
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CopnepxaHue

1 O6nactb NpuMeHeHns
2 HopmaTuBHble CCbIKK
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BBepgeHne

AMNy bl NpeAcTaBAlT cCO60i NepBUYHYIO YNAKOBKY, NMPUrOAHYIO A1 XpaHEHUSI TEKAPCTBEHHbIX Npena-
paToB [10 UX BBEAEHUS nauueHTy. BcreAcTBre NPsIMOro KOHTaKTa MeX/y ekapCTBEeHHbIM NpenapaTtoM U nep-
BUYHOI YNaKoBKOM Ha MPOTSHXKEHWM ANUTENbHOTO Mepuoga XpaHeHus cnegyeT npeaynpexgatb BO3MOXHble
B3aVMOAENCTBUA MeXay HUMW, uTo6bl rapaHTUpoBaTb 6e30MacHOCTb naumeHToB. COOTBETCTBYHOLME MEPbI
Mo AOCTUXEHWIO 3TOW Lenu BkAualoT B cebsl Hag/iexalinii BbIGop MaTtepmasioB NEPBUYHOI YNAKOBKM, BbIGOP
MPWUroAHON KOHCTPYKLMM YNAKOBKM 1 YyCTAHOBNEHUE (Hanuune) cneuymanbHbiX TPe60BaHU U METOAMK UCTbITa-
HUSI onpeieNeHHbIX NePBUYHBIX YNAKOBOK.
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HAUWOHANBbBHBLW CTAHAOAPT POCCUMCKOMN SGEAQLEPALUNMN

MEPBNYHAA YNAKOBKA ANA MHBEKUMOHHbBIX NEKAPCTBEHHbIX MPEMAPATOB
YacTtb 2
AMNynbl C TOYKOW M3noma

Primary packaging for injectables. Part 2. One-point-cut (OPC) ampoules

Jara BBegeHna — 2024—07—01

1 O6nactb NpUMeHeHus

HacTosiwmii ctaHaapT ycTaHaBnuBaeT Tpe6GoBaHMA K mMaTepuanam, pasMepam W KOHCTPYKTUBHOMY
MCNOJIHEHUIO aMnyn C ToUkoii usnoma (Tunbl B, C 1 D) NS MHBEKUMOHHBIX /TeKapCTBEHHbIX NpenapaTos.
HacTtoawuii cTaHgapT onucbiBaeT aMnysibl A1s1 OAHOKPATHOMO UCMO/Ib30BaHNS.

2 HopmMaTuBHbIE CCbIIKU

B HacTosilem cTaHAapTe UCMO/b30BaHa HOpPMAaTMBHAs CChl/IKa Ha cneaylowmii cTaHgapT [gns gatnpo-
BaHHOIi CCbINKM NPUMEHSOT TONbKO yKa3aHHOEe M3faHuWe CCbIJIOYHOro cTaHjapTa, A8 HefaTMpoBaHHON —
nocnegHee (BkNo4vas Bce M3MEHEHUS)]:

ISO 9187-1:2010, Injection equipment for medical use — Part 1. Ampoules for injectables [[MepBuyHas
ynakoBka A1 UHBbEKUMOHHbIX NeKapCTBeHHbIX npenapatoB. YacTe 1. AMNy/nbl AN UHBEKUMOHHbIX nekap-
CTBEHHbIX npenapaTtos]

3 Pa3smepbl n 0603HaveHmne

3.1 Pa3mepsbl

Pa3smepbl amnyn € TOYKOW M3/10Ma AO0/MKHbI cooTBeTcTBOBaTh WCO 9187-1, Tabnuue 1 n pucyHky 1
HacTosdwero ctaHaapra.

Tabnnya 1 — PasmMepbl amnyn
B munnnmvetpax

HoMuHabHbIl 06bem, [unameTp Touku pasnoma PaccTosiHue OT fHa [0 BEpXHeii rpaHuubl TonuwmHa CTeHKM Nepexuma

M ds TOUKM M3n0Ma /7a, He 6onee WA

1 32,5

2 44,5 0,7 £0,1
3 46,5

5 54,0 0,7 £0,15

2+0,5

10 70,0 0,8 £0,15
20 84,5

25 99,5 1+ 0,20
30 114,5

M3pgaHne odmumnanbHoe
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PucyHok 1 — lMpumep TUMUYHBIX aMy/l C TOYKOR 13sfioma

3.2 0O603Ha4yeHne

O603HayeHVe amnysbl C TOYKON U3IOMa* [O/MKHO BKIOYATb CMOBO «aMmnyna», ykaszaHue VCO 9187-2,
3a KOTOPbIM YKa3blBaKT TUMN ammny/ibl, HOMUHa/bHbI 06bEM, LBET cTekna.

Mpumep 1_- O6GO3HaYeHUe amMny/bl C TOYKOW U3noMa Tuna B ¢ HOMUHabHbIM 06bemMom 10 M, Npous-
BefeHHol n3 6ecueTHOro crekna (cl) B coorseTcTBun ¢ ICO 9187-1:
Amnyna CO 9187-2—OPC-B— 10—d.

4 TpeboBaHUA K MaTepuasty

MaTepuansl amnysnbl 0O/MKHbI cooTBeTcTBOBaTh MICO 9187-1:2010, pasgen 4.

5 TpeboBaHusA

5.1 M'maponutTuyeckass CTOMKOCTb

FmaponnTuyeckass CTOMKOCTb AO/MKHA COOTBETCTBOBATL TpeboBaHnsam NCO 9187-1:2010, 5.1.
5.2 KayecTBO oTxura

KauyecTBo oTxura [O/HKHO COOTBETCTBOBaTb TpeboBaHuaM MCO 9187-1:2010, 5.2.

5.3 Ycunue nsnoma (cnna nanoma)

Mpu ncnbitaHmn no MCO 9187-1:2010, pasgen 6, ycunve nsnoma A0/HKHO COOTBETCTBOBaTbL Tabsvue 2.

* AMMY/bl C TOYKOW M3/1oMa UMeoT 0603HaueHne OPC (one-point-cut).
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Tabnnya 2 — Ycunve vznoma (cuna nsnoma)

Ycunue nsnoma

HoMuHanbHbIA 06BEM, MN OnvHa /- A + /2, Mm
F mnw ﬁ FmaKC’H
1
2 25 65
36 = 18 + 18
3
5 70
10
20 30
60 =22 + 38 80
25
30

B 0cobbix cnyyasx gonyckaeTcs NpUMEHEHWe 3Ha4YeHUs paspyLlarLero ycuansa ¢ MeHbLNM AOMYCKOM.
DTOT AonycK A4o/mKeH B6biTb corfiacoBaH Mexay npov3BoguTenem n noTpebutenem.
5.4 MecTonon0XeHNne N ycToONUYMBOCTb TOUYKM MU3/10Ma

5.4.1 Touka M3/10Ma, OKpallleHHas KPacKol, A0/MKHA GbiTh PACMONIOXKEHA B LEHTPE Haf MEecTOM W3/IoMa.
MakcumasibHoe OTK/IOHEHWEe OT OCEBOI /IMHUI He A0/IKHO NPEBbIllaTh 1 MM.

Mpy MCMbITAHWM Ha ycunve usnoma (Cunbl n3ioma) 060pyaoBaHMe JO/MHKHO pacnosiaraTbCa B LEHTpe
MecTa M3/1oMa, B MPOTMBHOM C/iyyae GyaeT NPOUCXOAWTh 3HAUMTE IbHOE YBENMYeHMe yCunus ufiomMa (Cusbl

n3noma).
5.4.2 Touyka n3nomMa [O/DKHA BblAepxyBaTb HarpesaHue B TedeHue 30 MUH B CYLUM/IBHOM LUKady npu

Temnepatype 120 °C c nocnegywowmm norpyxxeHnem B Bogy npu temneparype 30 °C.
5.4.3 Touka n3nomMa o/KHa BblAepXuBaTb 06bIYHbIE YCNOBUS OUUCTKM U CTEPUAN3ALMUN.

6 dacoBkKa

dacoBka go/mkHa cooTBeTcTBOBaThH TpeboBaHmsam NCO 9187-1:2010, pasgen 7.

7 YnakoBKa

YnakoBka fo/mkHa COOTBETCTBOBaTb TpebosaHmsam NCO 9187-1:2010, pasgen 8.

8 MapkupoBKa

MapkupoBka Ao/mkHa cooTBeTCcTBOBaTb TpeboaHmam MCO 9187-1:2010, pasgen 9.
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MpunoxeHve OA
(cnpaBo4HOE)

CBefieHMs1 0 COOTBETCTBMUN CChIJIOYHbIX MeXAYHapoAHbIX CTaH4apPTOB
HaluWOHa/IbHbIM CTaHgapTam

Tab6nuua [OA1L

O603HayYeHne CCbISIOYHOTO CreneHb O603Ha4YeHne 1 HaMMeHoBaHNe COOTBETCTBYHOLEro HauMoHa/IbHOro CtaHaapTa
MeXAyHapoaHOro ctaHjapTa COOTBETCTBUSA
1ISO 9187-1:2010 HOoT FOCT P NCO 9187-1—2023 «[NepBuyHas ynakoBka A/151 MHBEKLMOHHBIX

NeKapCTBEHHbIX NpenaparoB. YacTb 1 AMMY/bl A8 UHBEKLMOHHBIX fe-
KapCTBEHHbIX MPenapaToB»

MpumeyaHne — B HacToswWeli TabnmLe MCNoNb30BaHO Crieaytollee YCI0BHOE 0603HAYEHNE CTEMEHM COOT-
BETCTBUS CTaHAapTa:
- FOT — UAeHTWUHbI CTaHaapT.

Y[K 615.014.83:006.354 OKC 11.040.20

KnioueBble c/oBa: nepsuyHasa ynakoBka, UHbEKLUMOHHbIE NeKapCTBEeHHbIe npenapartbl, amny/ibl, ToUka u3noma

Pepaktop /1. B. KopeTHrKoBa
TexHuyeckuii pepaktop B.H. Mpycakosa
KoppekTop P.A MeHTOBa
KomnbtotepHast Bepctka W.HO. JInToBKu1HOM

CpaHo B Habop 03.07.2023. T[MognvcaHo B nevatb 04.07.2023. dopmat 60x8418. [apHuTypa Apuas.
Yen. ney. n. 0,93. Yy-u3a. n. 0,66.

MoAroToB/IEHO HA OCHOBE 3/1EKTPOHHON Bepcuu, NPefoCTaB/IEHHON pa3paboTumkom cTaHaapTa

Co3gaHo B eMHUYHOM UCTOMHEHUN B PTBY «/HCTUTYT cTaHaapTusauum»
Ansa komnnektoBaHua ®egepasibHOro nHopmaumoHHoro hoHaa cTaHgapTos,
117418 Mocksa, Haxumosckuii np-T, 4. 31, K 2.
www.gostinfo.ru info@gostinfo.ru
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