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MNpepgnucnoBne

1 NOATOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM aBTOHOMHbIM 06pa3oBaTesibHbIM YyUYpexaeHuem
BbiClIero  ob6pasoBaHusA «[epBblii MockoBcKuii rocyapCcTBEHHbIN MeLWUUHCKNIA  yHMBepcuTeT
umeHn W.M. CeueHoBa» MuHUCTepcTBa 34paBooxpaHeHus Poccuiickoii ®epepauynn (CeyeHOBCKUIA
YHuBepcuTeT) Ha OCHOBE COOGCTBEHHOIO NepeBOJa Ha PYCCKUIA A3blK aHroA3bl4HOW Bepcuu ctaHgapTta,
yKa3aHHOro B MNyHKTe 4

2 BHECEH TexHunuyeckum KOMUTETOM no cTaHgaptmsaumm TK 458 «PaspaboTka, npou3BOACTBO W
KOHTPO/Ib KayecTBa /N1IeKapCTBEHHbIX CpefCcTB»

3 YTBEPX/JEH W BBEJEH B AEWCTBWE T[pukazom ®defepanbHOr0 areHTCTBa MO TEXHUYECKOMY
perynupoBaHuio YU MeTposiorum oT 6 okTabps 2022 r. Ne 1077-cT

4 HacToslwmii cTaHAapT UAEHTUYEH MexXAyHapogHoMmy cTaHaapTy WCO 8362-2:2015 «KoHTelHepbl U
YKYNOpoUHble cpefcTBa A1 WHBEKLUMOHHbLIX NeKapCcTBeHHbIX dhopM. YacTb 2. Mpobkn ana dpiakoHoB ANA
MHBEKLUMNOHHbIX fieKapCTBEHHbIX dhopm» (ISO 8362-2:2015 «Injection containers and accessories — Part 2:
Closures for injection vials», IDT).

HanmeHoBaHWe HacTosAWero craHgapta U3MEHEHO OTHOCUTENbHO HaUMEHOBaHWA YKa3aHHOro Mexay-
HapoAHOro cTaHgapTa Ans npuBefeHus B cootseTcTBue ¢ FOCT P 1.5—2012 (nyHkT 3.5).

Mpy npuMeHeHWN HacTosALWEero ctaHgapta PeKOMeHAYeTCA MCMNOo/b30BaTb BMECTO CCbIJIOUYHbIX MeEXAy-
HapoAHbIX CTaH4APTOB COOTBETCTBYIOLIME UM HALUMOHa/bHbIE CTAHAAPThl, CBEAEHUA O KOTOPbIX NPUBEAEHbI B
LONOJSIHUTENbHOM NpunoxeHun OA

5 BBEJEH BIEPBbIE

MpaBuna NpMMeHeHMss HACTOSILLEr0 CTaHgapTa yCTaHOBMEHbl B cTaTbe 26 defepasbHOro 3akoHa
0T 29 uioHsa 2015 r. Ne 162-d3 «O cTaHgapTwusauun B Poccuiickoli ®epepauumn». NHdopmauus ob ums-
MEHEHUSIX K HaCTOsILLEMY CTaHgap Ty Ny6/nKyeTCs B €XerofHoOM (N0 COCTOSHUIO Ha 1siHBaps TekKyLllero
roga) MHOPMAaLMOHHOM yKasaTene «HauuoHasbHble CTaHgapThi», a ouuMasibHblii TEKCT U3MeHeHWUl
M NonpaBoK — B €XEeMeCsAYHOM MHOpPMaLMOHHOM yKasaTesne «HauuoHanbHble cTaHAapThi». B cnydvae
nepecmoTpa (3ameHbl) WM OTMEHbl HACTOSALWEr0 CTaHjapTa COOTBeTCTBYyLWee yBeAoMeHe GyaeT
ony6/IMKOBAHO B 6/MXXaiLLEM BbINMYCKE €XEeMEeCSYHOro WH(OPMAaLUMOHHOIO yKasaTens «HauvoHabHble
cTaHgapTbi». CooTBeTCTBYyOLWAs MHopMaLms, yBeAOMIEHNE 1 TEeKCTbl pasMel,anTCcs Takke B WH-
dhopMaLMoHHOl cucTeme 06LLEr0 NOMNbL30BaHMA — Ha ohuumasbHOM caliTe defepasibHOro areHTcTBa no
TEXHNYECKOMY PETY/IMPOBAHNIO U METPOSIONMN B CETU MIHTEepHeT (WWw.Ist.gov.ru)

© 1S0O, 2015
© Odopmnenue. drey «PCT», 2022

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTbLIO MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauecTBe OhMLMANBHOTO M3faHusa 6e3 paspelwleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuio 1 MeTpoJsiorim
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BBepneHne

HacToswwmii cTaHgapT onpegenset dpopmMmy, pasMmepbl 1 TpeboBaHUA K NOIMMEPHbIM Npobkam, npegHa-
3HaYeHHbIM A1 hapmMaueBTUYECKOro NpUMeHeHnsA. NMpobku U3 3N1acTOMEpPHbIX Marepuasios WKUPOKO npume-
HAIOTCA B KayecTBe KOMMOHEHTOB A1 NEPBUYHOW YNaKOBKM NapeHTepasibHbIX f1eKapCTBEHHbIX MpenapaTos.
[ns obecneyeHns repMeTUYHOCTM YKYNOPOUYHO-YNAaKOBOYHOW CUCTEMbI pasMepbl NOIMMEPHbIX NPOBOK AO0X-
Hbl 6bITb COBMECTUMBI C pasMepamMy CTEKNAHHbIX )/TAKOHOB U KOJINAYKOB, YCTAHOB/IEHHbIMW B COOTBETCTBYHO-
wmx ctaHgaprtax cepun NCO 8362.

KOMNOHEHTbI NepBMYHON YNakoBKM W3 3/1aCTOMEPHbLIX MaTepuasnoB SABAAITCA HEOTbEM/IEMON YacTbio
neKapcTBEHHbIX MpenapaTtoB, W, TakMM 06pa3oM, NPUHLMNbLI Hagsexalweid NpovM3BOLACTBEHHON MNPaKTUKU
(cGMP) npumeHaTCA Npy NPOoU3BOACTBE 3TUX KOMMNOHEHTOB.

MpuHumnel cGMP onucaHbl, Hanpumep, B WCO 15378, lMpaBunax GMP Esponelickoro cot3sa, CLUA,
EBpaswniickoro cotsa u ap.
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HAUWOHA/NbHbBIN CTAHAOAPT POCCUMNCKOW SPEALEPALUNMN

MEPBNYHAA YNAKOBKA UV YKYNMOPOYHbLIE CPEACTBA
ONA NHBEKUMOHHBIX TEKAPCTBEHHbBIX ®OPM

YHacTtb 2

Mpo6kn anst NakoHOB AN MHBbEKLMOHHbIX JIEKAPCTBEHHbIX (POPM

Primary packaging and container-closure system for injectables. Part 2. Closures for injection vials

Jata BBepeHuna — 2023—03—01

1 O6nactb NpUMeHeHUsI

HacToAwwmii ctaHgapT yctaHaBnnBaeT TpeboBaHNs K KOHCTPYKTUBHOMY WCMOJIHEHMIO, pasmepam, maTte-
puvany, akcnayaTaunoHHbIM XapakTepucTukam u MapkupoBKe YKYNOpO4HbIX cpeAcTB (Mpo6ok) Ansa p/1akoHOB
0N UHBEKUMOHHbIX 1eKapCTBEHHbIX pOpM, npoussoammblx no CO 8362-1 n NCO 8362-4.

TpeboBaHUA HacToALWero cTaHgapTa K pa3mepaM He pacnpocTpaHAlTCA Ha Npo6ku ¢ 6apbepHbIM No-
KpbITMEM.

Mpo6ku, onucaHHble B HacTOALWEM cTaHgapTe, NpefHas3HavyeHbl TO/IbKO AN OAHOPA30BOr0 UCMOb30-
BaHUA.

MpumMevyaHne — Ha cogepxaHue [AeliCTBYIOLLEro BeLecTBa, Ha/Mume npuMeceit, ctabuibHOCTbL U 6e3onac-
HOCTb JIEKQPCTBEHHOIO Npenapara npu ero NPou3BOACTBE U XPaHEHWUW CYLLECTBEHHOE B/IMSIHUE MOTYT OKasblBaTb CBOVi-
CTBa W XapaKTEPUCTUKN NEPBUYHON YNaKOBKY.

2 HopmaTMBHbIE CCbIJIKA

B HacToswem cTtaHgapTe MCNosib30BaHbl HOPMATMBHbIE CCbIJIKM Ha cnefyluwime ctaHgapTbl [Ansa gatm-
POBaHHbLIX CCbIIOK NMPUMEHSAIOT TO/IbKO yKa3daHHOe u3gaHue CCbIJIOYHOro cTaHgapTta, O/ HeAaTUPOBaHHbIX —
nocnegHee nsgaHue (Bknw4yasa Bce U3MeHeHUN)]:

ISO 481), Rubber, vulcanized or thermoplastic — Determination of hardness (hardness between
10 IRHD and 100 IRHD) [Pe3unHa BynkaHusupoBaHHas wauM TepmonsacTuyHas. OnpegeneHve TBepAoCTU
(tBeppoctb oT 10 IRHD go 100 IRHD)]

ISO 3302-1, Rubber — Tolerances for products — Part 1. Dimensional tolerances (Pe3uHa. [Jonycku Ha
nsgenus. Yacte 1. [lonyckn Ha pasmepbl)

ISO 3302-2, Rubber — Tolerances for products — Part 2: Geometrical tolerances (Pe3uHa. Jonycku Ha
nsgenus. Yactb 2. FleomeTpruyeckme A0ONycKu)

ISO 7619-12\ Rubber, vulcanized or thermoplastic — Determination of indentation hardness — Part 1:
Durometer method (Shore hardness) [Pe3nHa BynkaHusoBaHHaa unm tepmonsacTtuyHas. OnpegeneHue Teep-
[OCTu npu BaasnuBaHun. Yactb 1. MeTog ¢ npumeHeHnem giopomeTtpa (TBepaocTb no Wopy)]

ISO 8362-1, Injection containers and accessories — Part 1. Injection vials made of glass tubing (KoH-
TeliHepbl M YKYNOpOYHble cpeAcTBa AN WHBEKLMOHHbLIX IeKapCTBEHHbIX hopM. HYacTe 1. dnakoHbl AN UHB-
€KLMOHHbIX TEKAPCTBEHHbIX (DOPM U3 CTEK/IAHHON TPYyOKM)

1) 3ameHeH Ha ISO 48-2:2018.
2) 3ameHeH Ha ISO 48-4:2018.

M3paHve odmumanbHoe
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ISO 8362-4, Injection containers and accessories — Part 4: Injection vials made of moulded glass (KoH-
TelHepbl U yKyNnopouHble cpeAcTBa A1 WHBEKUMOHHbIX /IeKapCTBEHHbIX hopM. YacTb 4. dnakoHbl A1 UHb-
€KLMOHHbIX NeKapCTBEHHbIX (hOPM U3 NUTOro CTekna)

ISO 8871-1, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 1: Extract-
ables in aqueous autoclavates (2nacTomepHble cocTaBnsawWmMe Ana napeHTepasabHbiX CUCTEM U U3denuii gns
papmaueBTMyeckux uenein. Yacto 1. BewectBa, akcTparMpyembie npu aBTOKIaBUpPOBaHUN)

ISO 8871-4, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 4: Biologi-
cal requirements and test methods (2n1actomepHble cocTaBasoUMe 4N NapeHTepanbHbIX CUCTEM W U3LENNNA
Onsa papmaueBTMyeckux uenei. Yacto 4. buonornyeckme TpeboBaHna U MeToAbl UCCenoBaHWniA)

ISO 8871-5:20051), Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 5:
Functional requirements and testing (3n1acTomepHblie coCTaBAsAKWME ANS NAapeHTepanbHbIX CUCTEM U M3fe-
nnii ana papmaueBTnyecknx uenen. Yactb 5. PyHKUMOHaANbHbIE TPEO6OBAHMA U METOAblI MCCNen0oBaHnin)

3 Knaccundpmkaums

Mpobkn ana 1akoHOB A/19 UHBEKUNOHHBIX JIEKAPCTBEHHbIX POPM A0/DKHBI KnaccuuumnposaTbCcsa Ha:

-Tun A: npo6kn ans akoHoB 6e3 KoMbLeBOl KaHaBku (6€3 KOHCTPYKTUBHOW OCOGEHHOCTU «b6noy-
63K»);

- TMn B: Nnpo6kn Ansi h1akOHOB C KONbLEBOWN KaHaBKOW (C KOHCTPYKTMBHOMW OCOBEHHOCTbH «6/10y-63K»).

4 dopma u pasmepbl

4.1 dopma 1 pasmepbl Npo6OK AOMKHbI COOTBETCTBOBATb NPMBEAEHHLIM Ha pucyHke 1 un B Tabnuue 1.
Ha pucyHke 1 npuBegeHbl o6a Tvna npo6ok: Tunsl A u B.

1) 3ameHeH Ha ISO 8871-5:2016. OfHako NSt OAHO3HAYHOrO Cob6MAeHUA TPeboBaHNA HACTOSLLEro ctaHaapTa,
BbIPKEHHOrO B AaTMPOBAHHON CCbINKe, PEKOMEHAYETCS UCNOMb30BaTh TOLKO Yka3aHHOE B 3TOM CCbIfke M3AaHue.

2
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b Tvn B

1— KOHCTPYKTVMBHast 0COGEHHOCTb NPOGKK, NpedynpexaaloLlas ee BbiCKakvBaHue, Ansi th1akoHOB C KOMbLIEBOI KaHaBKOM
(C KOHCTPYKTUBHOI OCOBEHHOCTLIO «6/10Y-63K>)
a BHyTpeHHWin anameTp He [O/DKEH MpeBbllaTh AvamMeTp BHYTPEHHeR nosocTu Npo6ku

PucyHok 1— Pa3mMepbl 1 KoHdurypauusi npo6ok Tunos A u B

Ta6nunya 1 — Pa3svepbl Npobok As1 d1akoHOB
HOMUHANLHbI VHbeKUNOHHbIE (hnakoHbl
Tun d2 d3 da hn~ h2 h3 ha
pasmep 0,15 MakKc. +0,2 +0,2 MVH. 40,25 MUH. MWH. NCO 8362-1 NCO 8362-4
13 7,50 5 12,5 — 6,2 2,00 2,0 15 2Rn4R —
A
oT 6 Rao OT5H
20 13,20 10 18,8 — 8,5 3,30 2,0 15 30 R 10 100 H
13 7,40 5 12,5 7,6 6,2 2,00 2,0 15 — OoTr2n
no 10 n
B
— OT6H
20 13,00 10 18,8 13,3 85 3,30 2,0 15 10 100 H
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4.2 Tlpy OTCYTCTBMM WHbIX YKa3aHWii o6LliMe AOMNYCKM HA pasMepbl 4OJKHbI COOTBETCTBOBATb Tpe6GoBa-
Huam NCO 3302-1 n NCO 3302-2.

4.3 Ecnv noBepx dhyiaHua pacnosioXeHbl NPoKAaKu, OHW He AO/KHbl MewaTb MeTkam, 0603HauYalL UM
30HY ANs npokona wrnoii (cM. pucyHok 1). BbicoTa npoknajok He fosixkHa npesbiwatb 0,3 MM.

MprmevyaHune — MNpoknaakm Ha prcyHKe 1 ans npo6ok TMMoB A 1 B nprBeAeHb! TOSIKO B CNPABOYHBIX LieNisX U
He BXOAAT B TpeGOBaHUA HACTOALLEro cTaHaapTa.

4.4 Ecnu dnaHey npobkn umeeT KOHycoob6pasHyk ¢opmy, CKOC MOXET npeBbilaTb 06Wuin anameTp
He 60nee yem Ha 0,3 MM, YTOObl He YCNOXHATb NMPOM3BOACTBO. [ONyckn Ha 06pe3HOol Kpah dhnaHua AOSDKHbI
COOTBETCTBOBATb AOMNYCKaM, yCTaHOB/EHHbIM B Tabnuue 1 ansa guametpa d3.

4.5 Bce Kpas npo6bkn MOryT 6bITb 3aKpyr/ieHbl.

5 O603HayeHune

Mpo6kn A0MXKHbI 6bITb 0603HAaYeHbl B COOTBETCTBUU C MUX TUNom (cMm. 4.1 n pucyHok 1). O603HayeHue
BK/IlOYAET yKasaHue HacTOoAWero craHgapra, 3a KOTOpbIM criefyeT HOMWHabHbIA pasmep npobku u 6yksa,
o603Havalwas ee Tun.

Mpumep

Mpobka Tvna A ana p/1akoHOB A/19 UHBEKLNOHHBIX SIEKAPCTBEHHbLIX (POPM HOMUHANbHOro pasmepa 13,
COOTBEeTCTBYWOLWaa TpeboBaHMAM, YCTAaHOB/MIEHHbIM B JaHHOM cTaHgapTe, o6o3HavyaeTcs cnefyloumMm obpa-
30M:

Mpobka ana dpnakoHa ANA NHBbEKLUMOHHbIX leKapCTBeHHbIX dhopMm TOCT P MCO 8362-2-13—A

6 TpeboBaHus K MaTepuany

Vicnonb3yemsblii 4na Npou3BoAcTBa NPO6OK 31aCTOMEpPHbI Matepuan fo/HKeH yA40BeTBOpATbL TpeboBa-
HUAM, YCTAHOBJ/IEHHbLIM B pasfene 7.

dnacToMepHblil MmaTepuan 4O/DKEH BblAEPXMWBaTb ABA CTEPUIM3ALUNOHHBIX UMKNa MeTOA0M aBTOK/1aBu-
poBaHUA HachblWeHHbIM napomM npu Temnepatype (121 + 2) °C B TedeHue 30 MUH C COXpaHEHUEM COOTBETCTBUSA
BCEM YCTAHOBJ/IEHHbIM TPEOOBAHUAM W 3KCMNyaTalMOHHbIX XapakTepucTuUK npu 06bIYHOM WMCNOoNb30BaHUN. B
c/lyyae NpUMEHEHWs APYTMX MeTOLOB cTepuaunsanun, Hanpumep paguaunoHHOK cTepuansaumm, HeobxoaMmo
oueHuBaTb NPUroAHOCTbL MaTepuana A5 YKYNnopku fekapCcTBEHHbIX NpenapaTos.

Mpo6kn [0/MKHBI 6bITb NPON3BEAEHbI U3 3/1aCTOMEPHOr0 cocTasa, NpeABapuTelbHO UCMbITAHHOIO U YT-
BEPXAEHHOro Npoun3BoAUTENEeM JieKapCTBEHHbIX MpenapaTos. [poussoauTens Npob6oK Ao/HKeH obecneynTb
COOTBETCTBME KaXA0li NOCTaBKM TMNOBOMY 0bpasLy, a Takke COOTBEeTCTBME NpeaBapuTesibHO COr/lacoBaHHbIM
PYHKLMOHANbHBIM 1 dapMakoneiiHbiM TPe6OBaHUAM.

7 TpeboBaHUA K 3KCMlyaTauMOHHbIM XapaKTepuUcTMKam

7.1 O6Lme NoNoXeHUs!

Tpe6oBaHus, yCTaHOB/IEHHblE B 7.2— 7.4, NpeACcTaBAsOT 060/ MUHUMAbHLI 06beM TpeboBaHuii, Ko-
TOPbIM [0/IXHbl COOTBETCTBOBATb MOJIMMEpPHbIE NPOGKM NPU BXOAHOM KOHTPOJiIE MO/Sb30BaTeNEM.

7.2 dunsunyeckune TpeboBaHUA

7.2.1 TBepoocCcTb

JonyckaeTcs OTK/IOHEHMe COrfacoBaHHOW Mexay npou3sBoguTeneMm u notpebutenem TBEpAOCTM MO
Wopy Tuna A He 6onee yem Ha 5 eMHUL, OT HOMUHANLHOIO 3HaYeHUsa Npu ucnblTaHum no NCO 7619-1 cne-
LMasnbHOro ucnelTyemoro obpasua. AnbTepHaTUBHO, TBEPAOCTbL NPO6OK MOXeT 6bITb onpegeneHa no NCO 48.
Mpn ncnbiTaHnn no NCO 48 MUKPOTBEPAOCTb He AO/HKHA OT/AMYaTbCsA 60/1ee YeM Ha 5 mMexgyHapogHbIX
eanHuL TBepAocTn pesnHbl IRHD oT TMnoBoro ob6pasua.

7.2.2 TleHeTpauusa Wr/oi

MpumeHsatoT Tpeb6oBaHna NCO 8871-5:2005, 4.1.

7.2.3 ®parmeHTaumd

MpumeHsatoT Tpe6oBaHna NCO 8871-5:2005, 4.2.
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7.2.4 VcnbITaHMA Ha camorepmMmeTusaymio 1 repMeTUYHOCTb BOAHBIM PacTBOPOM

MpumeHsaoT TpeboBaHua MCO 8871-5:2005, 4.3.

7.2.5 WcnbiTaHe Ha repMeTUYHOCTb PacTBOPOM Kpacutens

MpumeHsaT Tpe6oBaHua NCO 8871-5:2005, 4.4. Ecnu ucnbiTyembllii o6pasel, cooTBeTcTBYeT 7.2.4, TO

OH 6yJeT cOOTBETCTBOBATH W TpebGOBaHUAM [AHHOrO NyHKTa, W NMPOBefeHWe OTAENIbHOT0 UCMbITaHUS He Tpe-
oyeTcs.

7.2.6 YCTOMUYMBOCTb K CTapeHUto

MakcumasibHOe J0MyCcTUMOE BPeMs MexAay AaToil NpousBoAcTBa NPOGOK M MX UCNONb30BaHUEM B hap-
MaLeBTUYECKOM MPOM3BOACTBE C/iefyeT COrlacoBbiBaTb MeXAy NpPou3BOAUTENEM W NOTpebuTenem.

Mpo6GKM A0/KHbI COXPaHATb 3KCMyaTalMOoHHble XapakTePUCTUKM B TeYEHWEe BCEro cpoka rogHocTu ne-
KapcTBeHHOro npenaparta. Cpok rogHOCTM onpegesniseTcs No pesysbTaTaM UCC/efoBaHUs cTabunbHOCTU npe-
naparta, NpoOBOANMOrO MoJib30BaTesiEM.

MpumeyaHune — CTapeHue 3aBMUCUT OT YC/IOBUI XpaHeHNs 1 obpalleHns. PykoBoACTBO MO XpaHEeHWI0 BY/IKaHU-
30BaHHOW pe3nHbl NpuBegeHo B NCO 2230.

7.3 XnmMmnyeckne TpeboBaHus

MpumeHsaT TpeboBaHna NCO 8871-1.

7.4 Buonorunyeckue TpeboBaHus

MpumeHsaT Tpeb6oBaHna NCO 8871-4.

7.5 TpeboBaHUA K COAEPXaHMI0 MEeXaHUYEeCKNX BKITHOHEHUIA

Mpo6Kn A0/MKHbI GbITb U3rOTOB/IEHBI TakMM 06pa3oMm, YTOObI CBECTUM K MUHUMYMY Hannyme mexaHuye-
CKMX BK/IOYEHWU. TexHuyeckme ycnoBusa u MeToj cnefyeT cornacoBaTb Mexay npoussogutenem npobok u
nosb3oBaTtenem. PekomeHAyeTCA NPOBOAMTL UcNbiTaHMe npobok cornacHo MCO 8871-3.

8 MapkupoBka

Ha ynakoBKy ¢ npo6kamu, cOOTBETCTBYIOW MY TpebOBaHMAM HacToAWero ctaHgaprta, MOXeT ObiTb Ha-
HeceHa aTukeTka ¢ o603HayeHuem (cMm. pasgen 5).
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MpunoxeHue JA
(cnpaBo4yHOE)

CBefieHNs1 0 COOTBETCTBUMN CCbIJTOUYHbIX MEXAyHapOAHbIX CTaHAAPTOB HaLUMOHA/IbHbLIM
N MEXrocyAapCTBeHHbIM CTaHAapTam

Tabnuya OA1
O603Ha4YeHne CCbISIOYHOro
MeXyHapoaHoro
CTaHgapTa
ISO 48
ISO 3302-1
ISO 3302-2

ISO 7619-1

ISO 8362-1

ISO 8362-4

ISO 8871-1

ISO 8871-4

ISO 8871-5:2005

CTeneHb
COOTBETCTBMSA

oT

HoT

0T

0T

0T

O603Ha4YeHe N HavMeHoBaHve COOTBETCTBYHLLEro HaluMoHa/IbHOro CtaHgapTa

FOCT P NCO 7619-1—2009 «Pe3nHa BynkaHuW3oBaHHas wnv TepmMornnia-
CcTuyHasa. OnpeneneHve TBepaoCcTU npu BaasnmBaHun. Yacte 1L Metopg c
npuMeHeHvem aropomeTpa (TBepaocTb no Lopy)»

[OCT P NCO 8362-1—2022 «[lNepBuyHasa ynakoBka W YKYrnopoyHble cpea-
CTBa AN UHBEKLUMOHHbBIX SIeKapCTBEHHbLIX hopM. YacTb 1. dnakoHbl Ans
VHBEKLMOHHBIX 1eKapCTBEHHbIX )OPM U3 CTEKISAHHON TPYOKM»

[OCT P NCO 8362-4—2022 «[lNepBuyHasa ynakoBka W YKYrnopouyHble cpea-
CTBa A1 UHBLEKUMOHHbIX JIeKapCTBEHHbIX dhopM. YacTb 4. ®nakoHbl Ans
NHBEKLMOHHBIX NTeKapCTBEHHbIX (DOPM U3 JIMTOTO CTEKNa»

[OCT P NCO 8871-1—2010 «3nacToMepHble COCTaBAloWMe 419 NapeH-
TepasibHbIX CUCTEM W M3LeNvin Ans dapmaueBTUyecknx ueneir. Yactb L
BeluecTtBa, akcTparupyemble npy aBTOKNaBUPOBaHNMN

[OCT P NCO 8871-4—2010 «3nactoMepHble cocTas/aowme 4719 napeH-
TepasibHbIX CUCTEM W M3Oenvii Ans dapmaueBTUYecknx uenein. Yactb 4.
Buonornyeckvne TpeboBaHWs U METOAbI UCCNEL0BaHN»

[OCT P NCO 8871-5—2010 «3nacToMepHble cocTas/iAwoWwmMe 4118 NapeH-
TepasibHbIX CACTEM W M3Lenvii Ana dapmaueBTUYecknx uenein. Yactb 5.
®YHKLUMOHabHbIe TpeboBaHUA 1 METOAbl 1CCiefoBaHUA»

* COOTBETCTBYIOLLMI HAUMOHA/TbHBIV CTaHAapT OTCyTCTBYET. [0 ero NPUHATUA PeKOMEHAYeTCs MCNob30BaThb nepe-
BOJ, HA PYCCKWIA 53bIK JaHHOTO MeXAyHapoaHOro ctaHaapTa. OdmumasibHbIi NepeBos, AaHHOTO MeXAYHapOo4HOro CTaH-
JapTa HaxoguTca B ®efiepasibHOM MHAOPMALMOHHOM hOHAE CTaHAapToB.

NMpumevyaHne — B HacTosiell Tabnule MCMosb30BaHO Crieaylollee YC/IOBHOE 0603HAYEHVE CTEMEHU COOT-

BETCTBNA CTaHOAPTOB:

- FOT — nAeHTMYHbIE CTaHAAPTbI.



(1]
(2]

ISO 2230
ISO 15378

FOCT P UCO 8362-2—2022

Buénuorpadwma

Rubber products — Guidelines for storage (/13gennsi pesvHoBble. PykOBOACTBO MO XpPaHEHWIO)

Primary packaging materials for medicinal products — Particular requirements for the application of
ISO 9001:2000, with reference to Good Manufacturing Practice (GMP) [[MepBryHble yNakoBOYHblE Ma-
Tepuasibl 4Ns NekapcTBEHHbIX cpencTB. YacTHble TpeboBaHus no npumeHeHuto MICO 9001:2000 c yuye-

TOM Hag/iexalleli Npon3BoACTBEHHON npakTukn (GMP)]
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