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Mpeaucnosue

1 NOArOTOBJIEH ®deanepanbHbiM rocyaapCTBEHHbIM  YHUTaAPHbIM  NpeanpusatTuemMm «Poccuiickui
Hay4YHO-TEXHUUYECKUI LEHTP MHAOPMaLIMKM NO CTaHAApTM3auumu, METPONOrUKU U OLEHKE COOTBETCTBUS» (PIryTl
«CTAHOAPTNH®OPM») Ha oCHOBE COGCTBEHHOrO NEpeBoja Ha PYCCKUN A3bIK aHrMoA3bIYHOW BEepCUU
cTaHaapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHuyeckum kOMUTETOM no ctaHgaptusauyum TK 011 «MeauumHckue npubopsl, annaparbl
u oBopynosaHue»

3 YTBEP)KOEH M BBEOEH B OEWCTBUE Mpukasom degepanbHOro areHTCrsa no TEXHUYECKOMY
perynupoBaHuio n metponorum ot 10 ceHTsbps 2019 r. Ne 649-cT

4 Hacrosawmii ctaHaapT WAEHTUMYEeH MexayHapoaHomy craHaapty MCO 8362-3:2001 «Emkoctn ans
WHBEKLIMOHHbIX NEKAPCTBEHHBLIX CPEACTB U MPUHAANEXHOCTU K HUM. YacTb 3. ANIOMUHUEBLIE KONMaYku Ans
UHBEKLMOHHBIX chnakoHoB» (ISO 8362-3:2001 «Injection containers and accessories — Part 3: Aluminium
caps for injection vialsy, IDT).

HaumMeHoBaHMe HacCTOALEro cTaHAapTa M3MEHEHO OTHOCUTENbHO HAMMEHOBAHUS YKA3aHHOMO Mexay-
HapOAHOro ctaHaapTa ana npueeaeHus B coorsetcteue ¢ FOCT P 1.5—2012 (nyHkT 3.5).

Mpu NpUMeHeHUN HaCTOAILLEro CTaHgapTa PEeKOMEHAYETCS UCMOMb30BaTb BMECTO CCbINTOYHbLIX MEXAay-
HapoAHbIX CTaHAApPTOB COOTBETCTBYIOLLME UM HALIMOHATBbHbIE CTAHAAPTbI, CBEAEHUSA O KOTOPbIX NPUBEAEHbI B
AONOJIHUTENTbHOM MPUNOXEHUN ,ELA

5 BBEJEH BIMEPBbIE

lMpasuna npumeHeHuss HacmosAWweao cmaHO0apma ycmaHoesieHbl 8 cmamee 26 dedeparnbHo20 3aKOHa
om 29 uwHsa 2015 2. Ne 162-®3 «O cmaHOapmu3ayuu e Pocculickoli ®edepavyuuy». UHpopmayus o6
U3BMEHEHUSIX K HacmosiueMy cmaxdéapmy nybnukyemcs e exxe200H0M (1o cocmosiHuio Ha 1 aHeapsa mekyuweao
eo0a) uHopmayuoHHOM ykazamerne «HauyuoHanbHbie cmaHdapmbly, a oghuyuanbHbill mekem uMeHeHuUll
U ronpasoK — 8 E€XeMeCSYHOM UHOPMAUUOHHOM ykasamene «HayuoHanbHbie cmaHOapmbi». B cnydae
nepecmMompa (3ameHbi) unu OmmMeHbl Hacmosuwezo cmaHdapma coomeememayiowiee yeedomneHue 6ydem
onybnukoeaHo 6 bnuwxalilueM ebiflyCKe eXeMeCA4YH020 UHpOPMaUUOHHO20 yKasamens «HauuoHarbHbie
cmanOapmbiy. Coomeemcemeyiowjas UHgpopmayus, yeedoOMIeHUe U MeKCcmbl pasMewjaomcsi makxe 6
UHghopmayuoHHol cucmeme obwieeo nonb308aHusi — Ha oguyuanbHoM calime ®edepasnbHo20 azeHmemea
10 MEXHUYECKOMY pe2yriupoeaHuio U Memporsio2uu e cemu ViimepHem (www.gost.ru)

© IS0, 2001 — Bce npaBa COXpaHAIOTCA
© CraHgapruHdopm, odopmnenue, 2019

Hacmnumﬁ CTaHAapT HE MOXXeT ObITb MONHOCTLIO UNKU YACTUYHO BOCNpou3seaieH, TUPaXXMpPOBaH U pac-
NpOCTPaHeH B KayecTBe opnunanbHOro nsganusa 6es paspelweHna degepanbHOro areHTCTa no TEXHUYECKO-
MY PerynupoBaHuio 1 METPONOrMK
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BBeneHue

MexayHapoaHas opradusauus no crangaptusauyun (MCO) npeacrtaensieT codon BecemupHyio denepa-
LU0, COCTOSILLYIO U3 HaUMOHAaNbHLIX OPraHoB No craHaaptusauuu (komutetbl — uneHbl MCO). PaGorta no
paspaboTke MexayHapoaHbIX CTaHAAPTOB OObIYHO BEAETCS TEXHUYECKUMU KomuTeTamm MCO. Kaxablii Ko-
mMuteT — uneH UCO, 3anHTepecoBaHHbIii B NpeaMETEe AEATENbHOCTH, C LENbio KOTOPOW co3daBarncsa Tex-
HWYECKWIA KOMUTET, UMeeT NpaBo BbITb NPEACTaBNEHHBIM B 9TOM KOMUTETE. MexayHapoaHble opraHusauuu,
npaBWTENbCTBEHHbIE N HENPABUTENbCTBEHHbIE, MoaaepkusaoLme cea3b ¢ UCO, Takke NPUHUMALOT y4acTue
B pabote. MICO TecHo coTpyaHuyaeT ¢ MexxayHapoaHoi anekTpoTexHudeckon komuceuein (MIK) no scem Bo-
npocam craHaapTusauuu B 061acTn aNeKTPOTEXHUKU.

MexayHapoaHble craHaapTbl paspabarbiBaiOT B COOTBETCTBUM C MpaBunaMu, YCTAHOBMEHHbIMU B
yactu 2 Oupexktus MICO/MOBK.

OCHOBHO€E Ha3Ha4YeHNe TEXHNYECKNX KOMUTETOB 3aKMIOYaeTCs B pa3paboTke MEXayHapOAHbIX CTaHaap-
TOB. [MpoeKTbl MeXAYHapOAHbIX CTAHAAPTOB, MPUHATLIE TEXHUYECKUMW KOMUTETaMW, HanpaensiioT KOMUTE-
Tam — uneHam WCO Ha ronocoaHue. [Ang ux onyOnuMKOBaHWA B Ka4eCTBE MEXAYHApPOAHbLIX CTaHAApTOB
Tpebyercs opobpeHune He meHee 75 % KomMnuTeToB — yneHoB NCO, y4acTBOBaBLUMX B FONIOCOBAHUM.

OTaenbHble 3NeMeHTbl JaHHOrO0 AOKYMEHTa MOryT COCTaBnATb NPeAMET nareHTHbIX npas. MCO He He-
CeT OTBETCTBEHHOCTU 3a MAEHTUUKALMIO Kaknx-nubo unu Bcex nogobHbIX MaTeHTHbIX Npas..

MCO 8362-3 6b1n noarotoBneH TexHuueckum komutetoM MCO/TO 76 «YCTponcTBa TpaHCdY3NOHHbIE,
UHY3UOHHbIE N UHBEKLUUOHHBbIE MEAULMHCKOTO N (hapMaLEeBTUYECKOrO HAa3HAYEHUS» .

MCO 8362 noa o6LmM HauMeHOBaHWeM «EMKOCTU ANst MHBEKLUMOHHbLIX NEKAPCTBEHHbIX CPEACTB W NPU-
HaANEeXHOCTU K HUM» BKIKOYAET creayloLme 4yactu:

-yactb 1. $nakoHbl ANA UHBLEKUMOHHBLIX NEKAPCTBEHHbIX CPEACTB, M3rOTOBSEHHbIE U3 CTEKMAHHbIX
TpyboK;

-yactb 2. MNpobku ANs MHBEKLMOHHBIX (PriakoHOB;

-4yactb 3. ANOMUHMEBbIE KOMNAYKM AN UHBEKUUOHHbIX dONaKOHOB;

- yacTb 4. ®OnakoHbl AN UHLEKLMOHHbIX NTEKAPCTBEHHbIX CPEACTB, M3rOTOBMEHHbIE U3 NIMTOrO CTEKNa;

-yactb 5. Mpobku Ang MHBEKUMOHHBIX (hrakOHOB, NOANEXALUMX CyONUMAaLMOHHON CYLLKE;

-yacTtb 6. Konna4ku KOMOMHUpPOBAHHbIE M3 aNIOMUHUSI U NNACTMACChl ANA UHBEKLIMOHHBIX (PNAKOHOB;

-yactb 7. Konnayku KOMOMHMPOBAHHLIE U3 anOMUHUSA U NNACTMACCHl ANS UHBEKLMOHHBLIX hNakoHOB
0e3 BbIXOAALLEro 3a ANaMETP roprioBMHbI MIACTMACCOBOTO NIEMEHTa.

Marepuarnbl, U3 KOTOPbLIX U3rOTABNUBAIOT EMKOCTU AN MHBEKLIMOHHBLIX NEKapPCTBEHHbIX CPEACTB (BKNIO-
Yyasi anacTu4Hble NPo6KK), ABAAIOTCA NOAXOAALLMMU MaTepuanamu nNepBMYHON YNAKOBKU ANSl XPAHEHUS UHb-
€KLUMOHHbIX NpenapaToB B TEYEHME MX Cpoka rogHocTu. OAHAKO B HACTOALWEM cTaHaapTe anioMuHUEBble
KOnnavky He paccMaTpuBalOTCA B KaUeCTBE NEPBUYHBIX YNAKOBOYHbIX MAaTEpPUanoB, HAXOASLLMXCA B NPSAMOM
KOHTaKTe ¢ papMaueBTMHeCKMMU npenaparamu.
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HAUMOHANBbHBLIN CTAHAOAPT POCCUNUCKOWN DEOEPALUMN

EMKOCTW/ gNnA MHBEKUMNOHHbIX NEKAPCTBEHHbBIX CPEACTB U NMPUHAONEXHOCTU K HUM
YacTtb 3

AnOMUHUEBbIE KOSMMAYKU ANS UHBEKLUUOHHbIX (PFTAaKOHOB.
O6uwue TexHU4YeCcKue TpeGoBaHUA

Injection containers and accessories. Part 3. Aluminium caps for injection vials. General technical requirements

Hara BBegeHnsa — 2020—03—01

1 ObnacTb NpuMeHeHus

HactoAwmit ctangapt ycrtaHaBnuBaeT TPEOOBaHMUSA K aniOMUHUEBBLIM KOMMNa4kam ANS UHBLEKLMOHHBLIX
dnakoHos, cooTBeTcTBytowmnx MCO 8362-1 n NCO 8362-4.

2 HopmatuBHbI€ CCbINIKU

B HacTosiliem ctaHgapTe MCMonb3oBaHa HOPMATMBHAS CCbinka Ha creaylowmin craHaapt. Ans aatu-
POBaHHbIX CCbIFIOK CreayeT UCNOoMb30BaTh TOMbKO YKa3aHHOE U3gaHue, AN HedaTupoBaHHbIX — NOCneaHee
usgaHue (BKMo4as BCE U3MEHEHUS).

ISO 8872, Aluminium caps for transfusion, infusion and injection bottles — General requirements and
test methods (Konnaukn anommuHueBble AnNA TPAHCGY3MOHHbIX, MHPY3UOHHBIX U UHBEKLUMOHHBLIX DYTLINOK.
O6ume TpeboBaHMA U METOAbLI UCNbITAHWI)

3 Pa3smepbl 1 ycnoBHoe o603HaueHue

3.1 Pasmepbl

Pa3mepbl antoMUHUEBBIX KONMAYKOB AOMMKHLI COOTBETCTBOBATL Pa3MepaM, YKa3aHHbIM Ha PUCYHKe 1
u B Tabnuue 1.

M3paHue ocpuuymanbHoe
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PaSMepr B MUNNUMETPpax
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a) Tun A — AnIOMUHUEBBIA KONNAaYoK b) Tun B — AnioMMHWEBbLIA KONNa4voK
C LeHTparbHbIM OTBEPCTUEM C NenecTKOM Ha ABYX NepeMblvKax
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O6o3HaqeHune:
1 — nepdhopaums ans oTpeIBa
¢) Tun C — ANKOMUHWEBbLIA KONNAaYoK d) Tun D — ANOMWHKEBLIN KOSTNAa4oK
C JlenecTkoM Ha Tpex nepeMblvKax C MOJHOCTLIO OTPLIBAEMBIM
NenecTkom

MpuMmevyaHne — LupuHa u yucno nepemebidek ansa tunoe B, C, u D 3aBUCAT OT HeoOXoQUMOW cTeneHu
NPOYHOCTH.

PucyHok 1 — Pa3amepkl U KoHUrypauua antoMUHUEBLIX KOMMa4vkoB
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Tabnuya 1— Pa3Mepbl anioMUHUEBLIX KONNAYKoB
Pasmepsl B MunnumMeTpax

d,P
d +0,2
HomuHanbHbIi 1 a hb
+0,1 e 02 +0,2
pasmep 0,05 Tun +0,
A,BucC D
OT3208 OT8709 6,3
13 13,35 As Ao 0,242 makc., ' 10
0,168 MuH. '
20 2035 ot 6 o 1 OT 10 g0 13 » 105 MK OT73007,8

2 TonwmHa gomkHa 6biTb cornacoBaHa MeXay U3roToBUTENEM M NONb3oBaTeNeM B Npegenax AaHHOro gnanaso-
Ha. TonwMHa He AOMXHa OTNMYATLCA OT HOMUHANLHOIO 3HaYeHUA 6onblue YeM Ha 0,022 mm. Mpeaentl 3agatotcs 6e3
ZOMyCKOB.

b Nuamerp d, 1 BbIcoTa h fOIMKHB! GbITb COrNacoBaHbl MEXAY U3roToBUTENEM U nonb3osatenem. Pasmepel He
OOSMKHbI OTNIMYATLCA OT HOMUHANBHOMO 3Ha4eHns Gonblle Yem Ha £0,2 mm. Mpegensl 3agaloTca 6e3 40NyCKoB.

3.2 YcnoBHOe 0603HaYeHue

AnIOMUHKUEBLIE KONMavyku 0603Ha4aloT B COOTBETCTBMM C TUNOM: YeTbipe Tuna A, B, C u D npueeaeHsl
Ha pucyHke 1. YcnoBHoe o603HavyeHue BknoHaeT B cebsa Homep u vactb UCO 8362, HOMMHANbHLIN pasmep
€MKOCTH 1 ByKBY, 0603Ha4aloLLyIO TUM.

Tpumep — B coomeemcmeuu ¢ MCO 8362-3 antomuHueebili konnavyok muna B (mo ecms ¢ nenecmxkom Ha
deyx nepembivyKax) ¢ HOMUHabHLIM pa3mepom 13 MM 0603Hayarom cnedyroujumM obpasom:
AnomuHueeslii konnayok NCO 8362-3-13-B*

4 TpeboBaHusna

4.1 O6wmue Tpe6oBaHUA

Konnayku gomkHbl COOTBETCTBOBaTL TpeboBaHuam NCO 8872.

4.2 Ycunue, HeoOxoaumoe AnA yaaneHus nenecrka

4.2.1 JlenecTku ¢ AByMA Uiu TpeMA nepemblykamu (Tunbl B u C)
Ycunue, Heobxoaumoe Ans yaaneHusi nenecrka, AomkHo ObiTb onpeaeneHo no UCO 8872 u aomkHO
COOTBETCTBOBaTb AMana3oHy, NpuBeAeHHOMY B Tabnuue 2.

Tabnuya 2— MuHUManbHOE W MakcMManbHOe YCUnue ANA yaaneHus nenectka ¢ AByms (Tun B) unu Tpemsa (tun C)
nepemblukamu

Ycunue B HbIOTOHaX

Ycunue
HoMuHanbHbIN
pasmep Jlenectku, Tn B JNenectkn, Tn C
MWH. MaKc. MUH. MaKc.
13; 20 25 60 46 76

4.2.2 NMonHOCTbLIO OTPbIBaeMblit nenectok (Tun D)

Yeunue, HeobxoaumMoe ANA yaaneHus NMONHOCTbIO OTPLIBAEMOTO JIeNecTka, A0SHKHO ObiTb ONpeseneHo
no NCO 8872 n fon¥HO COOTBETCTBOBATL AMAana3oHy, NpMBeAEeHHOMY B Tabnuue 3.

* B Poccuiickoit ®egepauum — «AntoMUHUEBbIA Konnadok FOCT P MCO 8362-3-13-B».
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Tabnunya 3 — MuHUManNeHoOe U MakcMmanbsHoe yeunue Ans yaaneHusi NonHOCTLIO OTpeiBaeMoro fenecTka (tun D)

Ycunue B HeloTOHax

HomMuHanbHbIN

Yeunue ana paspbiBa NepemMblvekK

Yeurnve anga nosiHoro OTpbiBa nNenecTka

pasmep

MWH.

MaKcC.

MWH.

MakKcC.

13; 20

302

50

5

25

ap Crnyyae HeCKOJTbKUX NnepemMblHeK conpoTueneHne ganeHno J0IMKHO ObITb CyLleCTBEHHbIM, a yCUIrne Ha ogHy
nepemMbldKy COOTBETCTBEHHO 6yp,eT YMEHbLUEHO.

5 YnakoBKa

YnakoBka antOMUHMEBbLIX KONMaYKOB A0MKHA COOTBETCTBOBATL TpeboBaHuam NCO 8872.

6 MapkupoBka

ANIOMUHUEBBLIE KONMNAYKM AOIMKHbI UMETb MAPKUPOBKY B cooTBeTcTBUMN ¢ MCO 8872 1 ycnosHoe 000-

3Ha4yeHune B COOTBETCTBUU C 3.2.
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MpunoxeHune OJA
(cnpaBouHoe)

CBegeHuA 0 COOTBETCTBUMU CCbINTOYHbIX MeXAYHapoAHbIX CTaHOAPTOB
HauuoOHalNbHbIM CTaHOAPTaAM

Tabnuua OAA1

OBo3HayeHWe CChlfTOYHOro
MeXayHapoAHoro ctaHaapTa

CTteneHb
COOTBETCTBUA

OBo3HayeHne N HauMeHoBaHWe COOTBETCTBYIOLLErO HaLMOHaNbHoro
CTaHAapTa

ISO 8872

*

* COOTBETCTBYHOLLWI HAaLMOHarbHEIA CTaHAapT OTCYTCTBYET. [10 €ro yTBepXAeHUs PEKOMEHAYETCS UCMONbB30BaTb
NEepeBOf, Ha PYCCKUM A3bIK faHHOTO MexayHapogHoro ctangapTta. OduumansHblid nepeBog faHHOro MeXayHapogHOro
cTaHzapTa HaxoauTes B GefiepansHOM UHGOPMaLMOHHOM (hOoHAE CTaH4apToB.
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YK 615.014.87:006.354 OKC 11.040.20

KritoueBble crioBa: anioMUHUEBLIN KOnnadok, 0603HaveHne, pasmep, ycunme, MapkupoBska
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