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Mpeancnoeue

1 NMOOIOTOBINEH ®enepanbHbIM rocyaapcTBEHHLIM aBTOHOMHLIM 0Bpa3oBaTENbHLIM YYpEXOEHUEM
Bbiclero obpasoBanus MNepebiii MoOCKOBCKUIA rocyAapCTBEHHBIA MeQULMHCKUIA yHUBepcuTeT umeHn WM. Ce-
yeHoBa MuHWcTepcTBa 3gpaBooxpaHeHunst Poccuickon Penepaumm (CeveHOBCKMIA YHUBEPCUTET) Ha OCHOBE
cobCcTBEHHOMO NepeBoaa Ha PYCCKMIA A3bIK aHIMOA3LIYHOW BEPCMM CTaHAapTa, yKa3aHHoro B NyHkTe 4

2 BHECEH TexHuyeckuMm KOoMUTETOM Mo cTaHpgapTu3auum TK 458 «PaspaboTka, Npon3BoAcCTBO U
KOHTPOINb Ka4ecTBa NeKapcTBEHHbIX CPeacTBy

3 YTBEPXIOEH W BBEJEH B OEWCTBWE Mpukasom PeaepanbHOro areHTCTBa no TEXHUYECKOMY
perynupoBaHunio u Metponorun ot 29 uioHs 2023 r. Ne 459-ct

4 HacTodAwuMiA cTaHOApT MOEHTUYEH MexayHapoaHomy cTtaHgapty MCO 9187-2:2010 «[llepBuu-
Has ynakoBKa ANsi MHBbEKLWOHHbIX NMEeKapCTBEHHLIX npenapartoB. YacTs 2. AMnynbl ¢ TOYKON M3nomMa
[ISO 9187-2:2010 «Injection equipment for medical use — Part 2: One-point-cut (OPC) ampoules», IDT].

MpW NpUMEHEeHWM HACTOSILLEero cTaHgapTa pekoMeHayeTca UCMNOoNb30BaTh BMECTO CChIMOYHbIX MEeXay-
HapoHbIX CTAaHOAPTOB COOTBETCTBYOLME UM HaLMOHAaMNbHbIE CTAHAAPTLI, CBEeeHUs O KOTOPbIX NpUBEAEHb! B
JononHUTensHoM npunoxeHun AA.

JononHuTensHble CHOCKWM B TEKCTe CTaHAapTa, BblAeNeHHbIE KYpPCUMBOM, NpUBEAEHbl AN MOSICHEHWS
TekcTa opuruHana

5 BBE[JEH BIEPBbIE

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHsl 8 cmamse 26 @edepanbHO20 3aKOHa
om 29 uwoHsa 2015 2. Ne 162-03 «O cmaHdapmu3sayuu 8 Pocculickol ®edepayuu». MHpopmayus ob us-
MeHeHUSX K HacmosuwieMy cmaHO0apmy nybrnukyemcs e exes00HOM (0 COCMOSAHUK Ha 1 AHeaps meKyuieao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanmeHble cmaHOapmbi», a oguyuanbHbil MeKcm usMeHeHul
U ronpasok — 8 eXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
rnepecMmompa (3aMeHbl) unu ommMeHbl Hacmosuie2o cmaH@apma coomeemcmayrouwee ygedomneHue bydem
onybnukogaHo 8 6nuxaluweM 6bINycKe eXeMecsyHo20 UHGhoPMayUuoHHo20 ykaszamens «HayuoHanbHbie
cmaHOapmol». Coomeememayow,as UHGhopMayusi, yeedoMIeHUe U MeKCmbl pasMewalmcs makxe 8 UH-
gopmayuoHHOU cucmeme 06wea0 Noab3osaHuUss — Ha oghuyuansHoM calime PedepanbHO20 azeHmcmea fno
MexXHUYEeCKOMY peaynuposaHuro U Memposnoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© ISO, 2010
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayuny», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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CopepxaHue

1 00NAaCTb MPUMEHEHMST . . . . o oot et e e e et e e e e e e e e e e e e e 1
2 HOPMATUBHBIE CCBITTKM .« . o o o et e i e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
3 PaABMBDEI N ODOZHAUEHME : « « « o o o svomrarion s & ¢ 5 & v 6 ammmion & % & & 5 § 6 ¥ 6 oo &% & 5§ W5 4 @ a6 e § 6 ¢ 8 1
4 TPEOOBAHUS K MATEPUAITY . o o v v vt ittt et et e et e e e e e e e e e e e 2
STPBOOBAHUA ¢ & s comm s 53 556 v o aiabisis i dars aamsiasiiads Tamans s fiianriiasshantiiss 2
B DACOBKA . . . ittt 3
A 4 = 10 1= - 3
8 MAPKMPOBKA . . oottt e e e e e e e e e e e e 3

MpunoxeHune A (cnpaBovHoe) CBeaeHUs 0 COOTBETCTBUM CCbINTOYHBIX MEXOYHAPOL4HbLIX CTAHAAPTOB
HALUMOHAMNBHBIM CTAHAAPTAM . . ottt it e e e e e et e e e e e e et e e e e e 4
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BeegeHue

AMI'IyHbI npenctaBnawT coboi NePBUYHYH YNAKOBKY, NPUTOOHYH A XpaHEHUA NeKapCTBEHHbIX npena-
paTtoB OO X BBEOEHUA NAUUEHTY. Bcrnencteue NPAMOTro KOHTakTa Mexay NekapCTBeHHbIM npenapartomM U nep-
BUYHOW yI'IaKOBKOl?I Ha NpoOTAXeHUW ONUTENbHOTO Nepunoga XpaHeHusd cnenyet npenynpexgatb BO3IMOXKHbIe
B3aMMOLAENCTBUA Mexay HUMK, 4yT0ObI rapaHTupoBaThb Be3onacHoCTb nauneHToB. COOTBETCTBy}OLLIME Mepbl
Mo OOCTUKEHWIO 3TOKW LeNN BKNKOYaKT B cebs HagnexaLmn Bbl60p MaTepuarioB NnepBUYHON YNakoBKHK, Bb|60p
l'IpVIFO,D,HOﬁI KOHCTPYKUWKW YNaKOBKU N YCTaHOBIIEHNE (Hanwme) cneunvanbHbIX TpeSOBaHMI:’I 1 METOOUK NCNbITa-
HWA onpefeneHHblX NepBUYHBLIX YNaKOBOK.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

NEPBUYHASA YMNAKOBKA ONA MHBEKLMOHHbLIX NEKAPCTBEHHbIX MPEMNAPATOB
YHacTtb 2
AmMnynbl c TOuKOoW nanoma

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

Oarta BBegeHna — 2024—07—01

1 O6nacTb NpUMeHeHUs

HacTtoawun CTaHOapT yCTaHaeBnuBaeT TDESOBBHMFI K Matepunanam, pasmMepam U KOHCTPYKTUBHOMY
MCMOJIHEHUIKD aMNyJnl C TOYKOW 1U3noma (TMI'IbI B, Cu D) AnAa UHbeKUMOHHBIX NeKapCTBEeHHbIX NpenapaToB.
HacTtoauwumi CTaHOapT onuvcbIiBaeT amMnyrbl Ald OOHOKPATHOIO NCNonb3oBaHUA.

2 HopmaTuBHbIe CCbINKK

B HacTosleM cTaHgapTe WCrnonb3oBaHa HopMaTHBHAs CChIfiKa Ha CneaylLwmniA cTanaapT [4ns gatupo-
BaHHOWM CCbINKW MPUMEHSIOT TOMNbKO yKa3aHHOe WU34aHWe CCbINOYHOro ctaHgapTa, Ans HeaaTUpPOBaHHON —
nocnegHee (BKnoYas BCe M3MeHeHWs)]:

ISO 9187-1:2010, Injection equipment for medical use — Part 1: Ampoules for injectables [MepBryHas
yrNakoBKa ANS MHBEKUMOHHBIX NEeKapCcTBEHHbIX npenapaTtoB. YacTe 1. AMMynbl Ans UHBEKUWOHHBIX rekap-
CTBEHHbIX NpenapaTog]

3 Pasmepbl n 0603HaYeHne

3.1 Paamephl

Paamepbl amnyn ¢ TOYKOM M3rioma OomkHbl cooTBeTcTBoBaTh MCO 9187-1, Tabnuue 1 u pucyHky 1
HacTosLero cTaHgapTa.

Tabnuya 1 — Paamepbl amnyn
B munnumetpax
HomuHanbHbIA 00beM, [OnameTp To4kM pasnoma PaccTosHve oT gHa 4o BepXHel rpaHuubl TonuwmHa cTeHkn nepexmma

M dg TO4KM M3noma hg, He Bonee A
1 325

44.5 0,701

46,5

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

MapaHune ochbuumnansHoe
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PucyHok 1 — lMNpumep TUNUYHBIX aMnyn ¢ TOYKOW M3noma

3.2 Obo3Ha4yeHUe

Obo3HaveHre aMnynbl C TOYKOW M3NoMa [OSMKHO BKMAOYaTh CMOBO «amnyna», ykazaHue MCO 9187-2,
3a KOTOpbIM YKa3biBaloT TUM aMnynbl, HOMUHaMNbHBIA 00beM, LBET cTekna.

Mpumep 1 — O6o3HavyeHue amMnynbkl ¢ MoYkol usnoMa muna B ¢ HoMuHanbHbIM o6bemom 10 mn, npous-
eedeHHol u3 6ecysemHozo cmekna (cl) e coomeemcmeuu ¢ MCO 9187-1:
Amnyna ACO 9187-2—OPC-B—10—cl.

4 TpeboBaHuA K MaTepuany

MaTtepuansl amnynsl omkHbl cooTBeTcTBOBaTL MCO 9187-1:2010, pasgen 4.

5 TpeboBaHus

5.1 TmaponUTUYecKas CTOMKOCTb

MMoponuTUyeckas CTOMKOCTb A0IMKHa cooTBeTcTBOBaTh TpebosaHusam MCO 9187-1:2010, 5.1.

5.2 KayecTBO OTXKMra

KayecTBo oTMra JOMKHO COOTBETCTBOBaThL TpeboraHuam MCO 9187-1:2010, 5.2.

5.3 Ycunue nznoma (cuna nanoma)

Mpw ucneitanun no UCO 9187-1:2010, paagen 6, ycunuve uanoMma AOMKHO COOTBETCTBOBATL Tabnuue 2.

" Amnynsl ¢ moykoll uznoma umerom oboaHaveHue OPC (one-point-cut).
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Tabnuua 2 — Ycunue nanoma (cuna nanoma)

Ycunue nanoma
HomuHanbHbIA 0bbem, Mn OnuHa [ = .'1 + 1'2, MM
FMMH’ H FMaKC’ H

1
2 25 65

36=18+18
3
5 70
10
20 30

60 =22+ 38 80
25
30

B ocobbix crny4qaax gonyckaetcd npuMeHeHe 3Ha4eHnA paspyllaowero ycunma ¢ MeHblWMM OOMYCKOM.
3ToT O0NYCK O0IKEeH ObITb cornmacosaH MeXay npoussoguTenem u I'IOTPEGMTE.‘J'IEM.

5.4 MecTononoxeHue U YCTOMYUMBOCTb TOYKWU M3Noma

5.4.1 Toyka nanoma, OKpalweHHasA KpaCKOPI, [OIMKHa BbIThb pacnosnioXxeHa B LedHTpe Hag MecTtoM uaroma.
MakcumanbHOe OTKITOHEeHME OT OCEeBOW NIMHUKN He SOMMKHO npeebillaTh 1 Mmm.

[Npn ncnelTaHnm Ha ycunume marnoma (CHJ'IbI M3J'IOMa) o60py,qosa|-me AOJMKHO pacnonaratbCA B UEHTpe
MeCTa U3noma, B NpoOTUBHOM Crny4vae 6y,EI,ET NPOUCXOONTb 3HA4YUTENBbHOE YBEIIMYEeHWE YCUIA n3rioma (CVIJ'IbI

nanoma).

5.4.2 To4ka Manoma OOMKHa BblAepXXMBaTh HarpeBaHue B TedeHMe 30 MUH B CYLUMITbHOM wWKady npu
Temnepatype 120 °C ¢ nocnegywLwmm norpy>eHnem B Bogy npu temneparype 30 °C.

5.4.3 Touka nanoma JomkHa BblAepXUBaTb 0ObIYHbIE YCNOBUS OYUCTKKU U CTEPUNU3ALNMN.

6 ®acoBKa

dacoBKka gomkHa cooTBeTcTBOBaThE TpebosaHuam NCO 9187-1:2010, pasgen 7.

7 YnakoBKa

YnakoBka OoOMKHa cooTBeTCTBOBaTbL TpeboraHusam MCO 9187-1:2010, pasaen 8.

8 MapkupoBka

MapKkupoBKa AoMmKkHa CooTBEeTCTBOBaThL TpebosaHnam NCO 9187-1:2010, paspen 9.
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Mpunoxenue OA
(cnpaBo4Hoe)

CBegeHMUA 0 COOTBETCTBUM CChINOYHBLIX MeXOyHapodHbLIX CTaHOapTOB
HauMoHanbHLIM CTaHOapTam

Tabnuuya JA1

Obo3Ha4YeHne CebiNoYHOro CreneHb Obo3HaveHWe ¥ HAMMEHOBaHWE COOTBETCTBYHLLErO HALMOHAMNBHOMO cTaHaapTa
MeXayHapoaHoro ctaHaapTa COOTBETCTBUSA
ISO 9187-1:2010 IDT OCT P NCO 9187-1—2023 «[NepBuyHasa ynakoBka AN MHBHEKUWOHHBIX

NeKapCcTBeHHbIX NpenapaTtoBs. Yacte 1. AMI'IyJ'IbI OnAa MHbEKUMOHHbIX ne-
KapCTBEHHEBIX NpenapaTtoB»

MpumevaHue — B HacToswen Tabnuue MCNONbL30BaHO CneayrLlee yCcrnoBHoe 0bo3HavYeHMe CTeNeHU CooT-
BETCTBUSA CTaHzapTa:
- IDT — naeHTUYHbINA cTaHaapT.

YOK 615.014.83:006.354 OKC 11.040.20

Kntoueskie cnoea: nepBUYHan ynakoBKa, MHbEKUWOHHbIE NTEKapCTBEHHbIE NpenapaTtbl, aMmnyribl, TOYKa U3anoma

Pepnaktop f1.B. Kopemt+ukoea
TexHuyeckuid penaktop B.H. MNpycakosa
Koppektop PA. Menmosa
KomneiotepHas BepcTka M.HD. JlumoskuHou

Cpaxo B Habop 03.07.2023. [MoanucaHo B nedatb 04.07.2023. ®opmar 60x84%. [apHwuTypa Apuan.
Yen. ned. n. 0,93, Yy-uzg. n. 0,66.

[MoaroToBNEHO HA OCHOBE 3NEKTPOHHOW BEPCUM, NpeaoCcTaBneHHol paspaboTyMkoM cTaHaapTa

CozgaHo B egUHUYHOM WUCnonHeHun B PIrBY «HCTUTYT cTaHgapTulaumms»
Onsa KkomnnekroeaHus PegepansHoro MHopMaunoHHoro dooHaa craHgapTos,
117418 Mockea, Haxumogscknia np-1, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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