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Mpeancnoeue

1 NMOOIOTOBMNEH ®egepanbHbIM  rocygapcTBEHHbIM  BHOMKETHBIM  yupexaeHuem «Poccuinckuin
WHCTUTYT cTangaptusaumm» (OIBY «MHCTUTYT cTaHpapTMaaumMmM») Ha OCHOBe cODBCTBEHHOro nepesoda Ha
PYCCKWUIA A3bIK aHIMONA3bIYHOW BEPCUI CTaHA4ApPTa, YKa3aHHOro B MyHKTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHgapTtusaumm TK 458 «PaspaboTka, npousBoacTBO W
KOHTPOMb KayecTBa NekapCTBEHHbIX CPeacTB»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom ®enepanbHOro areHTCTBA MO TEXHUYECKOMY
perynuposaHuio 1 meTponoruu ot 19 maa 2025 r. Ne 428-ct

4 HacTtodwmin crtaHgapT WAeHTMYeH MexayHapogHomy craHgapty MCO 13926-3:2019 «Cuctembl
Ha OcHOBe Wnpuu-pyyek. YacTs 3. YkynopouyHble cpeacTBa AnS LWNPUL-pyYeKk MeOULMHCKOro HazHa4YeHus»
(1ISO 13926-3:2019 «Pen systems — Part 3: Seals for pen-injectors for medical use», IDT).

HavmeHOBaHMe HacToAWEro cTaHaapTa M3AMEHEHO OTHOCUTENBHO HAaMMEHOBAHUWA YKA3aHHOIO MexXay-
HapOLHOro cTaHgapTa 4ns npueedeHus B cootBeTcTBue ¢ FTOCT P 1.5 (nyHkT 3.5).

MexgyHapogHblA cTaHgapT paspaboTaH TexHWYeckMM KOMMTeTOoM no cTtaHgaptusauun MCO/TK 76
«MeawnumHckoe obopynoBaHve W obopygoBaHve (apMaueBTUYEeCKOro HasHayeHwus Ons nepenvBaHui,
BNMBAHNA U UHBEKLIMAY.

Mpy NpUMEHEHWM HACTOSILLEro cTaHOapTa PEeKOMEeHAYeTCA UCMOMNb30BaTh BMECTO CChIMOYHBIX MEeXay-
HapoAHbIX CTAHOAPTOB COOTBETCTBYHOLME UM HALMOHANBHLIE CTAHAAPTLI, CBEAEHUS O KOTOPLIX NPpUBEAEHL! B
OOMNOMNHUTENBHOM npunoXxeHn A

5 BBE[EH BIEPBbIE

lNpasuna npumeHeHUss HacmosAweao cmaHodapma ycmaHoeeHbl 8 cmambse 26 @edepanbHOz0 3aKoHa
om 29 uwHa 2015 a. Ne 162-03 «O cmaHdapmu3zauyuu & Pocculickol ®edepayuu». MHpopmauus ob
usMeHeHUsX K Hacmoswemy cmaHdapmy nybrnukyemcs 8 exe200HOM (N0 COCMOAHUK Ha 1 AHBaps mMeKyuwieao
200a) uHghopmayUOHHOM ykazamene «HayuoHansHele cmandapmely, a oguyuansHbil mekcm uaMeHeHul
U onNpagoKk — 8 EXEeMeCHYHOM UHGhOopMauUOHHOM ykazamene «HauyuoHanbHbie cmaHdapmel». B crnydae
nepecmompa (3aMeHbl) unu omMeHbl Hacmosueao cma+H@apma coomeemcmaytowee ygedomMneHue bydem
onybnukosaHo 8 brnuxaluwieMm 6binycKke eXeMecsyHo20 UHQOPMalyUOoHHO20 ykaszamesns «HayuoHanbHble
cmaHOapmbi». Coomeemcmeyrwas UHgopmayus, yeedoMieHUe U MEeKCMmbl pasMewaromcss makxe 8
UHghopMayUoHHOU cucmeme obuie2o nofib3osaHus — Ha oghuyuansHoM calime @edepanbHo20 azeHmemea
M0 MEeXHUYECKOMY PeayruposaHuo U Memponoauu ¢ cemu MumepHem (www.rst.gov.ru)

© 1S0, 2019
© Odopmnenue. OIEY «MHCTUTYT cTangapTulaumm», 2025

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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BeegeHue

KOMMNOHEHTLI MepBUYHOM YMAKOBKM M3 3MacTOMepHbIX MaTepuanos ABMSATCA HEOTbEeMIEMOW YacTbo
NeKapcTBeHHLIX npenapaTtoB. TakuM o6paszoM, MPUHLUMLI Hagnexalled NPOW3BOACTBEHHOW NpPaKTUKK
(cGMP) npyMeHUMbI NpPK NPON3BOACTBE 3TUX KOMIMOHEHTOB.

MpuHuMnbl cGMP onucaHbl, Hanpumep, B MCO 15378.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

wnPUU-PYYKM ona MEOUMUMHCKOIO NPUMMEHEHWUA
YacTtbe 3
3awuTHbIE KONMA4YKKM ANs WNpUl-pyYek

Pen systems for medical use. Part 3. Seals for pen-injectors
for medical use

Oarta eBegeHna — 2026—06—01

1 O6nacTtb NpUMeHeHunA

HacToawwin ctaHgapt yCTaHaBlnBaeT TDE6OB&HMF| K chopme, paamepam, martepuanam, SKCnnyarta-
UMOHHbIM XapaKTepnCcTUuKam U MapKrMpoBKe YKYNOPO4YHbLIX CpeacTs (SEILLI,MTHbIX KOJ'[I'IB‘-IKOB) ana wnpuu-pyyexk
MeOULUMHCKOro npuMeHeHuA.

MpuvmeyaHune — Ha cogepxaHve OeNCTBYHLLEro BeLLECTBa, HanvdMe npumMecer, ctabunbHoCTh M Besonac-
HOCTb NEeKapCTBEHHOIO npenapaTta npW ero Npou3BOACTBE M XpPaHEeHUW CYLLIECTBEHHOE BMWMAHWE MOTYT OKa3biBaTb CBOW-
CTBa W XapaKTepUCTUKN NepBUYHOIN YaKOBKU.

2 HopmaTuBHbIe CCbINKK

B HacToseMm cTaHZapTe UCNoNb30BaHbl HOPMATUBHbLIE CChIMKW Ha crnefylolne cTaHoapThl [Ans gatu-
POBaHHbIX CCbINOK MPUMEHSOT TONbKO YKazaHHOEe U3[aHue CCbINTOYHOro cTaHgapTta, AN HedaTupoBaHHbIX —
nocriegHee (BKMYas BCe M3MEHEHUS )]:

ISO 3302 (Bce yactu), Rubber — Tolerances for products (Peauna. Jonycku Ha nagenus)

ISO 48-4, Rubber, vulcanized or thermoplastic — Determination of hardness — Part 4: Indentation hard-
ness by durometer method (Shore hardness) [Pe3uHa 1 Tepmonnactel. OnpegeneHne TBepgocTy. Yacte 4.
MeToa BoaBnvMBaHWsa ¢ NpUMeHeHWeM alopomeTtpa (TBepaocTs no LWopy))

ISO 7864, Sterile hypodermic needles for single use — Requirements and test methods (Mrnbl cTepune-
Hble NS NOAKOXHbLIX MHBEKLUA 0QHOPA30BOro NpuMeHeHNs. TpeboBaHUA U METOLLI NCMLITAHWUIA)

ISO 8871-1, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 1:
Extractables in aqueous autoclavates (3nemeHTbl 3anacToMepHble OMs YCTPOWCTB, WCMOMb3yeMblX s
napeHTepanbHOro BBeAeHMsl MpenapaTtoB, M (hapMaueBTMYECKOro HasHadeHus. Yacte 1. CogepxaHue
3KCTparmpyembix BELLECTB B BOAHLIX Npenapatax aBToKNaBoB)

ISO 8871-4, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 4: Biolo-
gical requirements and test methods (Pe3uHoBble geTanu Anst napeHTepanbHbIX YCTPONCTB 1M AN Npubopos
dapmMaLeBTUYeCKOro HasHa4veHuns. HYactb 4. buonorndeckne TpeboBaHnA U MeTOA4LI TECTUPOBAHWSA)

ISO 8871-5:2016*, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 5:
Functional requirements and testing (3nactomepHbie cocTaBnswLNe A8 NapeHTepanbHbIX CUCTEM WM n3de-
nwuiA ang dapmaueBTuydecknx uenei. Yacte 5. ®yHKuMoHanbHble TpeboBaHua U MeToAbl MCCNeaoBaHui)

* 3ameHeH Ha ISO 8871-5:2025. OgHako ana ogHosHavyHoro cobniogeHus TpeboBaHWs HacTosAlero cTaHaapTa,
BblpayKEHHOro B AaTUPOBAaHHOW CChIMNKe, PeKOMEeHOYEeTCA UCMONb30BaTh TONBKO YKa3aHHOE B 3TOW CChINKe MagaHue.

MapaHune ochbuumnansHoe
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ISO 8872, Aluminium caps for transfusion, infusion and injection bottles — General requirements and test
methods (Konnayku anloMUHWEBLIE UMK aMKOMWHUEBO-NNACTUKOBLIE AN DyThINOK ANS MHAY3UA 1 onakoHOB
ana nHbekunin. Obwne TpeboBaHua U MeToabl UCMNbITAHWA)

ISO 11608-3, Needle-based injection systems for medical use — Requirements and test methods —
Part 3: Finished containers (CucTembl MHBEKUMOHHBIE HA OCHOBE MMM MEOMUMHCKOro Ha3HadveHusa. TpeboBa-
HWUS U MeTogbl ucneiTaHui. YacTe 3. KoHTelHepbl 1 MHTErpUpOoBaHHEIE MYTHU MPOXOXAEHNS)

ISO 13926-1, Pen systems — Part 1: Glass cylinders for pen-injectors for medical use (Cuctembl Ha
OCHOBe LWnpuu-pyqek. YacTtb 1. CTeknaHHbIE LMNUHAPLI AN WNPUL-PYYEK MEOULIMHCKOTO Ha3Ha4YeHus )

ISO 13926-2, Pen systems — Part 2: Plunger stoppers for pen-injectors for medical use (Cuctemsbl Ha
OCHOBe LUNpuL-pydek. YacTb 2. YNNoTHUTENY MOPLUHER NS WNPUL-PYYEK MEeOULMHCKOTO Ha3Ha4YeHns)

3 TepMuHbI U onpepeneHus

B HacToswem cTaHgapTe TEPMUHbLI M ONpeaeneHma OTCYTCTBYHOT.

NCO n M3K nopgaep:xueaT TepMUHONornyeckne 6asbl 4aHHbLIX, UCMONb3yeMble B Lensx cTaHaapTuaa-
LMK Mo Cregyowmm agpecam:

- nnaTtdgopma oHnanH-npocmoTpa MCO, nocTtynHaa no agpecy http://www.iso.org/obp;

- Onektponegua M3K, noctynHas no agpecy http://www.electropedia.org/.

4 Knaccudmkauun

38LL|I/ITHbIe Konnadku and wnpuu-pyyexk KnaccwcbwumpymT cnegyrvuwmm o6p330M:
- UM A: 3alUTHBIE KOMMNa4yKu ¢ OOHOCIOMHBIM QUCKOM;
- TMn B: 3aWMTHBIE KONNAYKkn C ,EIByXCJ'IOI?IHbIM AWNCKOM.

5 ®opma n pasmepsbl

5.1 ®opma v pasmepbl 3aLUTHBIX KOMMNa4ykoB AOMKHEI COOTBETCTBOBATE NPUBEOEHHBIM HA PUCYHKE 1 1
B Tabnuue 1.

B munnumetpax

M. 2
o
_ i
]
A
(K2 I o
Tatetel o3e ‘_‘:‘_‘ <= ¥
e
1
Y |
|
N d; o
-t e
a) Tun A — 3aWMTHbLIA KONNa4voK ¢ O4HOCNONHbLIM b) Tun B — 3alMUTHLIA KONNA4YoK C ABYXCAOMHbLIM
[OMCKOM OUCKOM
hy — oblan BbiCOTa 3aLMTHOMO Konnayka; h, — ToNuMHa AncKa; dy; — BHYTPEHHWIA OWameTp 3alUTHOMO KOMnadka;

d, — OnameTp 0TBepPCTUA; & — TOMLMHA antMUHINEBON 0BOMNOHKN

PlﬂcyHOK 1— (DODMB W pa3mMepbl 3allMTHOIO Konnayka ang wnpuu-py4vyek ona MmeauumuHCKOro npMmMmeHeHmus
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Tabnuua 1— Pa3mepbl 3alWNTHLIX KONMNa4KoB

FOCT P UCO 13926-3—2025

B munnumertpax

HomMuHanbHbIA Tun O6wasn BbicoTa TonwmHa gucka BHyTpeHHUiA OuameTp TonwwuHa
pasmep 3aLUUTHOMO OWameTp 3allNTHOro OTBEpCTUS antoMUHUEBOI
Konnauka? Konnadka oBonouku?
h, h, d, d, e
0,15 +0,15 +0,05 +0,2 MUH MaKc
b A 014,85004,9 OTt1,3p001,5 75 3,0 0,15 0,25
i B 014,85 005,3 Ot 1,45 001,95 75 3,0 — —

2 BhlcoTa 3alWUTHOrO Konnayka 3aBUCUT OT TOMLWMHBI U TBEPAOCTU OUCKA.

b TonuwwmHa antommHMesoii oBonoykn gomkHa BbiTe cornacoBaHa Mexay NpousBoauTEneM U notpebutenem u He
[OMKHA OTKIOHATBCA OT HOMWHanNbHOro 3HadeHus Gonee yem Ha £0,02 mm. Mpegensl OTKNOHEHW YKka3aHel 6e3 yyeTa
[OMyCKOB.

5.2 B 3awmTHOM Konnadke Tuna B Kaxablid n3 AByX CroeB A0MKeH ObiTb CNIOWHBIM. 3Ha4YeHne Tonwu-
Hbl 4151 KaX40ro crosi 4OMKHO ObiTh COMMacoBaHo MeXay Npou3BoguTenemM 1 notpebutenem.

5.3 dnameTp pe3nHOoBbIX OMCKOB OomKeH BbiTh TakuMm, 4Tobbl obecne4vnTs 3anpeccoBKy AKMCKA B anto-
MWHWEBbLIA KONNA40K M NpeaoTBpaTuTb €ro BbiNnageHune.

5.4 O6wwne gonycTUMbIE OTKNOHEHWSA pa3MepoB OIMKHbLI coOTBeTCTBOBAThL cepumn MCO 3302, ecnn He
YyKa3aHo WHoe.

5.5 YT00bI M3bexaTb CNMNaHNA GUCKOB, MX MOBEPXHOCTb MOXET ObiTh CTPYKTYpMpOBaHa.

6 Obo3HaueHUe

3awunTHble Konnavkn 0603Ha4aoT B COOTBETCTBUK C MX TUMOM (CM. pasgen 4 u pucyHok 1). ObosHave-
HUE OOMKHO BKMHOYATL CNOBO «3aLMTHBIM KONnnadvoky, o603Ha4eHne HacTosLLero cTaHaapTa, 3Ha4eHne HoMu-
HanbHoro paamepa v 6ykeeHHO-UMPOBOIA CMMBON, 0B03HAYAOLLWIA TUM.

Mpumep — 3awumHsiil konna4ok muna A (¢ oOHocnoliHbIM AUCKOM), coomeemcmeyrowuli mpeboeaHusam
HacmosAuwezo cmaHdapma u rpedHa3Ha4YeHHbIl O5is 20/108KU Kapmpuoda HOMUHallsHo20 pa3mepa 7,5 mm, obo-
3Havyaemcs cnedyrouwium o6pasom:

JawumHsil konna4ok FOCT P UCO 13926-3 — 7,5 — A

7 Martepwman

7.1 Konna4ok

O6Lwume TpeboBaHUS K antOMUHUEBBLIM KOMMadYkam OOIDKHEI yUuTbIBaTh TpeboeaHusa MCO 8872.
BmecTe ¢ Tem Konnavyok gormkeH 6biTe aHOAMPOBAH UMM UMETbL COOTBETCTRYIOLLEE NOKPLITUE, HAanpumMep
ObITb NMOKPbITHIM NAKOM.

7.2 Ouck

Oncky fomkHbl BbITe M3roTOBMNEHb! U3 NpeABapUTENBHO UCMLITAHHOW U 0f00peHHo NoTpebuTenem ana-
cToMepHoi cmecu. NpousBodnTens OUCKOB JormKkeH obecnedymBaTbe MX COOTBETCTBME TMMOBOMY obpasuy u
cobrirogeHve NpedBapuTenbHO COrMacoBaHHbIX MYHKUMOHANbHbBIX U dhapmakoneiHbix TpeboBaHui.

OnacToMepHbI Marepuan AOMKeH BblAepXMBaTk ABa LMKAa CTEPUNM3aLMM NPy aBTOKNaBMPOBaHWM B
HacbllLleHHOM nape npu temnepatype (121 + 2) °C B TeueHune 30 MuH 6e3 yxyaweHns ero yHKUUA B yCNoBu-
AIX HOpManesHOW aKkcnnyatauuun. MNMpu Mcnonb3oBaHMKM APYrMX METOAOB CTePUNU3aLmMmn, HanpumMep UOHWU3UPYIo-
LLIero Nany4yeHus, AoMmKHa ObiTh BbIMONHEHA OLEHKa NPUrogHOCTU MaTepuana.

8 TpeboBaHun

8.1 O6wwue TpeboBaHUA

B 8.2 n 8.3 npuBedeHbl MUHUManbHble TpeBGoBaHUS K 3alMTHLIM KOMMNadkam npu Ux MNonyveHuu
notpebuTtenem.
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8.2 TpeGoBaHuA K (PU3NYECKUM CBOUCTBAM

8.2.1 TBepgocTb gucka

[onyckaeTca OTKNOHEeHWe 3HAYeHWs COrMacoBaHHOW MeXAy npoussoguTenem u notpebutenem Teep-
goctu no Wopy (wkana A) He Donee 4yeM Ha +5 egWHWL OT HOMMHANbHOMO 3HAYEHUA NPW WCNbITAHUKM NO
NCO 48-4 ncneiTyemoro obpasuya. ANbTepHaTUBHbIA METOL OnpedeneHns TBepAoCcTV OUcKa — B COOTBET-
ctBum ¢ MCO 48-2. Mpwu ncnelitaHum no NCO 48-2 MUKPOTBEPAOCTL HE AOMKHa 0TNMYaTecs bonee 4yem Ha £5
MeXOYHapOAHbIX eauHnL Teepaoct pesvHbl IRHD ot Tunosoro o6pasua.

MpowusBoguTEnk NO 3anpocy NpeaocTasnsaeT nogxoaswmne obpasubl 4Nst UCNBITAHWURA.

8.2.2 ®parmeHTauumsa

cnbiTaHne npoBO4AT B COOTBETCTBMM C METOAOM W TpeboBaHWsAMW, MPUMBEAEHHBIMU B MyHKTe 4.2
NCO 8871-5:2016, ncnonbays urmy ¢ Hapy»HeIM gnametpom 0,34 mm (29G) no MCO 7864 (cM. pucyHoK 2).

o
o %

PucyHok 2 — CxemaTnyeckoe naobpaxeHune yrna cpesa obpaTtHON CTOPOHbI UMbl

8.2.3 NepmeTnYHOCTL

3alMTHBIA KOMMNa4oK OOMKEH FepMeTUYHO KPEenUTbCH K KapTPUOKY, MeTO[ UCMLITAHWS Ha repMeTud-
HOCTb NPUBEAEH B NMPUINOXEHNMN A.

8.2.4 Bo3MOXHOCTbL NOBTOPHOIO YKYNopuBaHUA

MpumensoT MCO 11608-3.

8.2.5 YCcTOMYUBOCTL K CTApPEeHUID

MakcumansHO JOoNyCcTUMOE BpeMsi MexOy AaTol MPOM3BOACTBA 3aLUUTHOMO KOMNMMNayka v ero Mcrnonb3o-
BaHWeM B (papMaLueBTMYECKOM NPOU3BOACTBE CNeayeT COrMacoBbLIBATL MEXAy NpoW3BoAUTENEM 3alUUTHBIX
KONMNa4ykoB ¥ NOTpebuTenem.

3alnTHbIE KONMNaykM OOMKHbI COXpaHATL CBOWM 3KCMlyaTalWMOHHbIE XapakTepUCTUKW B Te4HeHWe BCero
cpoka ro4HOCTH NeKapCTBEeHHOro npenaparta, KOTOpblA onpefenseTca notpeduTeneM B paMkax UCCrenoBa-
HWs1 cTabunNbHOCTM Npenapara.

MpumeyaHne—CrapeHue 3aBUCHT OT YCIIOBUIA XpaHeHWUs 1 obpalleHns. PYKOBOACTBO MO XpaHEHWIO BYNKaHU-
30BaHHOW pe3unHbl npueegeHo B MCO 2230.

8.3 TpeboBaHMA K XMUMUYECKUM CBOWCTBaM

K oucky npumensawoT TpebosaHna NCO 8871-1.

8.4 Buonoruyeckue TpeboBaHunA

MpumeHsaoT TpeboBaHua MCO 8871-4.
WcecnepoBaHWe TOKCMYHOCTM NMPOBOAAT TOMBKO Arst AMCKA.

9 MapkupoBka

MapKMpOBKa YNakKoBaHHbIX 3alUTHBIX KONNa4koB, COOTBETCTBYHOLWMKX TDEﬁOBaHVIﬂM HacToALWero ctaH-
apTta, JOmKHa cogepXaTb o0603Ha4yeHne B COOTBETCTBUM C pasgenom 6.
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FOCT P UCO 13926-3—2025

MpunoxeHune A
(obsAzaTensHoe)

McnbiTaHWe Ha repMeTUYHOCTb

A.1 CywHocTb MeTofna

ﬂ,ﬂﬂ WCMNbITAaHWA TOTOBAT KapTPWUOXK, HAaMONMHEHHbIE BO,EI,OPI, W noaxogsalune 3allnTHblie Konnadku. (32 nomMoLlbH cne-
UnanbHOro yCTpOI?ICTBE NpyukKNaabiBatoT YCUITME K Konnadky B TEHEHWE OnpeaeneHHoro neprnoaa spemMeHn. Pei’MCTpVIpyIOT
nobele NPU3HAKKN YTEYKN.

McnbiTaHua Ha repmMeTu4yHOCTb AnA 3allMTHBIX KONnna4koB U yI'IJ'IOTHVITeJ'IEI::‘I I'IOp!.LIHEI?'I AonycKkaeTcd KOM6I/IHI/IDOBaTb
(cm. NCO 13926-2).

A.2 Annapatypa

A.2.1 UnnuHgpel KapTpuaXeW ¢ CUMMKOHW3WPOBAHHOW BHYTPEHHEW TMOBEPXHOCTbID B COOTBETCTBMUA C
NCO 13926-1.

A.2.2 3alMTHbIe KONnadkn, nognexalune UCnbiTaHuaM.

A.2.3 YnnotHutenu nopwHen no CO 13926-2.

A.2.4 CooteetcTBylollee obopygoBaHve Ons HAaNOMHEeHWs KapTpUaXKen BOOOW.

A.2.5 [epxaTenb KapTpuaxa, Hanpumep B cooteetcTBum ¢ MICO 11608-3.

A.2.6 YcTpoiicTeo, obecnevnBaloLLiee NPUNOXeHWe YCUnns B cooTeeTcTeumn ¢ A.3.2.

A.3 NpoBepeHue ucnbiTaHunA
A.3.1 Otbupatot 10 KapTpuIKEN W 3aNoNHAT UX BOAOW A0 BLITECHEHWA NOYTHU BCEro BO3OyXa, 3aTeM yCcTaHaBnu-
BaKOT HA HUX 3aLUUTHBIE KOMMaYKK.

MpumeyaHue — Boagy AonyckaeTcs 3aMeHUTL OKpaLleHHbIM pacTBOPOM Ons yNyyleHWsa BU3yarnsHoro obHa-
PYKEHUS YTEYKM.

A.3.2 YcTtaHoBneHHbll B Aepxaterne (A.2.5) nepBbl KapTpyoX NOMELLAIOT B YCTPOWCTBO, CO3Aatolee AaBneHne
(A.2.6), n npunaratoT ycunue F, BeidmcrneHHoe no dpopmyrne (A1), B TedeHne 1 MuH.

N o
F=064——s-d> (A1)
MM

roe F — npunaraemoe ycunve, H;
d — BHYTPEHHW OMaMeTp CTEKNAHHOro uunuHapa B cooteetrctBumn ¢ MCO 13926-1 (B MCO 13926-1 BHYTpPEHHUIA
AnamMeTp CTEeKINAHHOTO UMNUHApa 0603HayeH Kak dy), MM,

[MpoBepsaT repMETUYHOCTL B MECTE COEAMHEHWUS 3aLLUMTHOrO KoMnmnayvka ¢ KapTpUaKeM.

MpeagynpexaeHne — [na 3aliMTbl oneparopa cnegyeT o6ecne4vuTb COOTBETCTBYlOWUe Mepbl Gesonac-
HOCTW.

A.3.3 lMosTopstoT npouenypy Mo A.3.2 ons ocTanbHbIX KApTPUOKEN.

A.4 MNpeacraBneHue pesynsraTos

B npotokone ucneitaHus ykasbiealoT HabniogaeMoe KonMyecTBo yTedek B MecTe CoOeQMHEHNs 3aLLUMTHOMO Konnadyka
C KapTpuaXeM.

Mpw KOMBUHWMPOBAHWUM UCMNBITAHWIA HA TEPMETUYHOCTE A1 3aLMUTHEIX KONMA4YKOB W YNMOTHATENEW NOPLUHEN yKasbl-
BaOT COOTBETCTBYHOLLYIO HOpMaUuo B npoTtokone (cm. MCO 13926-2).
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rOCT P NCO 13926-3—2025

Mpunoxenue OA
(cnpaBo4Hoe)

CBefgeHUsl 0 COOTBETCTBUM CChINMOYHLIX MeXayHapoaHbIX CTaHOApPTOB HALUWOHaNbHLIM
WU MeXrocynapctBeHHbIM CTaHOgapTam

Tabnuuya JA1

Obo3Ha4YeHNe CCbiNOYHOIo CreneHsb OBo3radveHne 1 HanMeHoBaHWe COOTBETCTBYHOLLEND HALMOHANLHOro,

MexnyHapoaHoro ctaHgaprta COOTBETCTBUA MeXrocynapcTBeHHOoro crasgapra

ISO 3302 (Bce 4acTu) — *

ISO 48-4 — = 1)

ISO 7864 IDT [OCT ISO 7864—2011 «Arnbl MHBEKUUOHHbIE O4HOKPATHOIO MpUMEHe-
HWS CTEPUIBHBIEY

ISO 8871-1 IDT MOCT P UCO 8871-1—2010 «3nacToMepHble cocTaBngawwue Ans
napeHTepanbHbIX CUCTEM W WM3OENWI Ons apMaueBTUYECKMX LEnen.
YacTe 1. BellecTBa, 3KCTparmpyemMslie Npyu aBTOKNaBUPOBaHUW»

ISO 8871-4 IDT [OCT P MCO 8871-4—2010 «3nacToMepHble COCTaBnaAwLWmMe Ans
napeHTepanksHbIX CUCTEM W W3Oenuii Ana gapMaleBTUYECKUX Lenei.
Yactb 4. bruonorudeckne TpeboBaHUsa 1 METOAbLI UCCINELOBAHUSAY

ISO 8871-5:2016 — * 2)

ISO 8872 OCT P NCO 8872—2021 «Konnaykn antoMUHWEBLIE ANA hNakoHOB

IDT Ansa TpaHcdy3nid, UHY3UA 1 UHbekuuin. OBwme TpeboBaHUA U MeTodbl

MCMbITAHWUA»

ISO 11608-3 — *

ISO 13926-1 DT [OCT P MCO 13926-1—2024 «lLnpuu-py4Kn Ana MeguuUHCKOro npume-
HeHus. YacTe 1. CTeknsAHHbIE UMNWHAPLI AN WNPUL-PYYEKks

ISO 13926-2 DT OCT P NCO 13926-2—2024 «lLinpuu-py4kn ong MeauumnHCKoro npume-
HeHus. YacTb 2. YNNoTHUTENU NOpLUHEeR NS WNpUL-pyYeKr»

* COOTBETCTBYHLMIA HALUMOHAMNBHbBIA/MEXIocyaapCTBEHHbIM CTaHAApT OTCyTCTBYeT. o ero npuHATUA pekoMeHay-
€TCs UCNOMb30BaTh NEPEBOL Ha PYCCKWIA s3blK JAHHOMO MeXAyHapo4HOro cTaHgapTa.

MpumeyaHune — B HacTosAwen Tabnuile MCNonbL30BaHO criedykuwee ycrnoeHoe obo3HavyeHUe CTEMNeHn cooT-
BETCTBMSA CTaHOAPTOB:
- IDT — MaeHTU4YHbIE CTaHAAPThLI.

1) Neitcteyer MTOCT P UCO 7619-1—2009 «PeanHa ByNKaHW30BaHHAas WM TepMmonnacTuyHas. OnpedeneHve
TBEpPAOCTU Npu BoasnueaHuv. Yacte 1. Metog c npumeHeHvem gwopomeTpa (TBepgocTe no LUopy)», WOeHTUYHBIR
ISO 7619-1:2004, B3ameH koToporo pa3spabotaH 1ISO 48-4:2018.

2) feiicteyer TOCT P MCO 8871-5—2010 «3nacToMepHble COCTAaBMSAIOWME ANA MapeHTepanbHbIX CUCTEM U
n3genvin ana oapmMaueBTUdeckux Lenen. YacTe 5. @yHKUMOHaNbHbIe TpeboBaHWA U MeTodbl UCCregoBaHWy , MOEHTUYHbIA

ISO 8871-5:2005.
6
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FOCT P UCO 13926-3—2025

Bubnuorpadcun

[1] IS0 48-2, Rubber, vulcanized or thermoplastic — Determination of hardness — Part 2: Hardness between 10 IRHD
and 100 IRHD

[2] 180 2230, Rubber products — Guidelines for storage

[3] 1SO 15378, Primary packaging materials for medicinal products — Particular requirements for the application of
1ISO 9001:2015, with reference to good manufacturing practice (GMP)
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rOCT P NCO 13926-3—2025

YOK 615.014.83:006.354 OKC 11.040.25

Kntouesklie cnoea: nepeBrYHan ynakoBKa, 3alllMTHbIE KOINayvky a4 Wnpul-pydex, Wnpuu-pyykn and meguuuH-
CKOro npumeHeHnA
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