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lpeancnosue

Llzny, ocHoBHBIE NMPUHEENE 4 SCHORHOW NOPAGOR NpoBRE0eHHA paBoT No MEMrOCYJapCTREHHOH CTakH-
AapTraauikn yeTanoenedsl 8 MNOCT 1.0—2015 «MexrocynapcTaeHHas cHcTeMa CTaHGapTHIayWd. DoHoaHble
nanoeeHsss i NOCT 1.2—2015 «MexrocyoapcTEeHHEA CHCTEMA CTaHAARTH3aUMK. TTaHapTel MEsrocyaap-

CTREHHEIE, NPABMTE 1M PEECMEHTALMM Mo MEXMOCYIApCTEEHHON cTakaapTHsauny. Mpasuna paspaGoTiu, npw-
HATHA, OBHORMEHWA ¥ OTMEH D

CereneHuda o cTaHgapTe

1 NoQroTOBNEH CGwecTROM & orpaHdHeH ol oTeeTeTREHHOCTRR «Jionod Hayka W TexHonorHs
(000 alionod Haysa 1 TeXHONorM:) Ha ocHoBe ofdUnaneHoro NEPEEsta Ha PYCCKHA 831K AHMMOAILINHOA
BEPCHIA YEAIAHHOID B MYHKTE 5 CTaHgapTa, KOToPRA BeinantieHd $IYTT « CTAHOAPTMHESOPM

2 BHECEH @eaepansHbisd argHTCTEOM M0 TEXHHYECEIMY DENYNMDORIHKD W METDOMNOMHM

3 NMPAHAT MexrocyaapcTEEHHBIM COBSTOM MO CTAHJAPTHIAULKWK, METPOMONAH W CepTRHESLNME
(npoTokon oT 27 Weoks 2018 © Ne 53-2018)

3an PHUHATAE NPOronocosaniac

HKpsaTkoE AadMaHDEEH e CT DaHE Kag crpade me KM COoRDHEIL| EHOE HAHMEHOEEHIBE HALMOHAABHONS DEHETHE
no MK [BCO 3188} DOY—107 ACD 3164) 404-—97 Mo CTEHGAPTHIALHHA
Eenapyce BY Mecocrangapr Pecmybnme Banapycs
Hupriamn KG Eepreacrangapt
Kaaaxctad [ MtocTadgapr Pecnybnme Kasaxctad
FPoccwr RLU Poccranpapt
TapswkecTad TJ Tap=uscrannapr
YahekroTaH LE ¥atradgapt

4 Npurazon PoIepankHord SredTCTEE Mo TEXHKYECKIMY PENNIUDOBAHKKD W METpOoNOrMK oT 30 aprycTa
2018 r. Ne 547 -cT MexrocyjapcTeeHleRn ctaigapt MOCT 1520 1M607-2—2018 sregeq B QBACTEWE B KA4YECTEE
HALMOHANLHOro cTanaapTa Poccwidckon ©epepauqi ¢ 1 anpena 2019«

5 Hacmoawsi cTaHdapT WOBHTHHEH MexayHapoHoMy cTanwgapty IS0 11607-2. 2006 «Ynakoska gna
MEJHLWHCKHE M3Oendi, Nognekalvy OUHUWHOA CTEpUNYIagHd. HacTs 2. TpeboBaHMA K BanKHdauWy npo-
ueccoe OpMUPOBaHAA, repMeThIaLMK W chopsM» («Packaging for terminally sterlzed medical devices.
Part 2. validation reguirements for forming, sealing and assembly processess, IDT), BENK4Yan HIMEHEHWE
Amd. 12014,

MameHeH1a K HACTOAWEMY CTAHZapTy, NpWHATRE nocne ero o nuMansHol NyDNAKanMK, BHeceH bl
B TEKCT HACTOALEND CTAHGANTA W BLIGENEHL JB0RH0A BEDTHEANEHOR NHHWER, PACNONOMEHHDN Ha NONAX oT
COOTEBETCTEYIOWErD TeKcTa, 8 oboJHadeHie W rog NpHHATHA HAMEHEHWA NpHBRgEHBl B ckoDKax noche cooT-
BETCTAYIOWEMD TEKCTA.

MexgyHapooHol cTaHaapT paspaboTad TexHHYeckds komuTeToM ISOMTC 198 «Crepunuaayna Medii-
LHHCKAX Wagenvids MexgyvHapodHon opradriauqy No cTadaapTuaague (1507),

OEMyManHsle IISMNNADE MEXOYHAPOOGHONS CTAHGaPTa, Ha GCHOBE KOTOPOrD NOArOTOaNEH HacTod-
LA CTAHGADT, M MEXOYHAPOOHEIR CTAHGADTEI, Ha KOTOPBIE NaKB CCBNKM, MMEIoTCR B SeaepansHon MHtop-
MELACHHOM DoHIE.

MpW NPAMEHEHRA HACTOALLETS CTAHSAPTA DeKOMEHIYETCA MCNONLI0EATE BMECTO COLIMOHHEN MEMTY-
HapoOHBlY CTAHGANTOR COOTERTCTEYHIWME MM MERIOCYIaPCTEEHHBIE CTAHIADTLl, CERB0EHHA O KOTOPBIX NPK-
BEOEHL B QONONHWTENLHOM NpHNoKeHEA 04

& BBE[EH BINEPBLIE

]
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Hughopwayua of UaMeHeHUax K HacmosLeMdy cmakdapmy nybnukyemcr @ exe200HoM UiihoDaULTH-
HOM yhazamens «HaguoMansHee cmaddapmens. 8 meaycm uiseqenull U Rompasdoy — & BENEMECHUHOM LU=
hopasauuoRHoM Yeazameane «Hauyuokansrsle caddapms s B ciyYase mepecrompa [Jamets) Wil Omseis
HABCMORLLES0 cMandapma coomeamemeayiies yaedomnenve Gydem onyinuKOesHD & BxeMecayHon LUH-
hopaayUoHHOM Waasamene «Hayuoranenee cmandapmels. CoomMaememeyiowans urthopMalus, veedom-
AEue U Mekcmibl DasMelUaimcl MaKwe 8 ukghopMaiucHiod cucmemMe obwesn MTanbIoearus — Ha ogb-
LUATEHOM calme PelepankHo20 S2oHMOMEa N0 MEXHUYECROMY DESKITUDOGaNLIID U MEMDOMoaUy & camu
Mimapkem (WwWw.gost ru)

@ 130, 2006 — Boe npaea coxpadAinToa
& CrangapTiHops, ohopsanedme, 2018

E Poccriackol Pelgpaldi HacTOAWME CTaHOapT HE MOMET GhiTe MONHOCTER MK YAcTHYHDO BOCNPOMI-
BEOEH, TADEHWPOEAH W DAcNDOCTPaReH B ka4ecTBe ouUMansHone igansya Ge3 paspeweHna SegepaneHorn
AMEHTCTEA NO TEXHWYSCKOMY PEryNdDoBAHKIO M METDOMOMAM
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EBEeepeHue

MegWUMHCKAE H30ENAA OonNkHE OeiTe CROHCTRYMPORaHL, MITOTORNEHE K YNAKoEIHE Takwm obpaios,
HTODR MosHD GeINe 0DECNEYHTE MX CTEPMNLHOCTE NPK PEANKMIALKMW W COXDaHATE 3Ty CTEPUNLHOCTE B YCNo=
BHAX DORYMEHTHPOBAMHONR NDOLEOYDE XpAHEHKA W TRAHCTOPTHPOBAHWA, NoKa DapeepHAan cHCTaMa QNA CTa-
PHNM3ALAK CCTASTCH HENOBPEMOEHHDH WK 3aKDeITOR. KpomMe TOrD, MELMUMHCEHE MA0ENWA, NOCTARNAEMEE
B COCTOAHMA CTEPMNBHOCTH, JCM#HEl BalTe MITCTORNEHE W CTEDHNWICEANL B COOTBETCTAWH © BANWAWPODEH-
HEAM METOO0M,

JOHOW W3 Hanbonee BaHLIX XapakTepucTE BapLepHoR CHCTEMB ANA CTEPHNAIALAN W YNaKoBOYHOK
CHCTEME AN CTELWANLHLX MEZHUWHCKHE HIOENKA ABNSETCA FADAHTHMA NOAGENHKAHWA CTEPUMEROCT .

PaapaboTea 1 BanKaaywd NPOLEccoR yakoBsIBARKMA SEASKOTCA onpedenanu M B ohecnedenn Le-
AOCTHOCTA B3pE2pHOR CACTEME:, KOTOPAA COXpaHAETCH 40 Tex Nop, Noka noTpebuTand cTeprbHbIX MEedn-
LAHCKWMY WIOENHA HE OTEDOOT WX,

Oon#ya BuiTe CO3gadda NporpamMMa oKyMeHTHEDEaHWA NPoUBcca BANMIauWH, JeMoHCTRNDYIoWan ad-
FERTUEHOCTE W BOCNPOWIB0AHMOCTE BOEX NPOLSCCOB CTEPHMTHIALMK 1 yNaKoBLIBaHWA. HapAgy © NpoLeccam
CTEQHNHIALNA K ONEQELWAM NS YNAKCBLIBAHWID, KOTOPRIS MOTYT OXalaTe BAWAHWE Ha UENCCTHOCTE Dapeep-
HOM CHCTEME!, OTHOCRTCA (POPMKDOBAHWE, CKNENBAHME, YEYIORHMEAHWE KONNAYKaMA HNA ARYTMI CHETEMAMIA
IAKpEBaKYA, obpe3aHe 1 obcnyuBanne. HacToAwmi cTaMgapT yCTaHaRNWEAET MPaHULl GaHHOR JEATEN k-
HOCTH M TRESOBaHWA K paipaloTee W BanMOausH NpOLEcca NPOMIBoOCTEa W CHOpPKW YNakosoHHOR CHCTEME.
53 11607-1 ¢ HACTOAWME CTAaHZapT palgaboTaHsl B COOTEETCTEHK C OCHOBOMCNATAKWMMA TREGOBAHNARMK
SBPONSACKWE OXPEKTHE, KACAKWMECA MESHULHHCKHE HATEMA.

COHHM W3 CYLECTESHHEX NOENATCTEMR JNA rapMoHH3aUWK ABNRETCA TEPMAHGNOMWA. TepMHHEl yna-
KOBKa®, «KOHEYHAA YNAakopsas, «KoHeYHAR Tapar, «NEPBUYHan Tapas W «NepErYHas yNakoekas No-pazHoMy
TRPaKTYIOTCA B PaIHEE CTPAHAX, W Beiop 0JHOMD H3 3THY TEDMUHCE K3K OCHOBR! GNA TAPMOHHIALUKK C HaCToA-
LWk CTEHO0APTOM ABUncA Bapesepom AN YoNelwHoM 3apepleHHa e paagaboten. B peaynstate Gwin BEEOEH
Tepmkl «fapuepHas cucTeMma OnA CTepMnMIauyMds GNA oNHCAHKA MUHEMANEHOR YyNakoekd, HeolxomKuMoRn
ANA BBINONHEHAR GCODLIX TPEGORIHHWA, NEETLABNREMEIX K MEOHUHHCKON YNAKOBKE, 8 UMEHHD. obecnede-
HKE YCIOBWA ONA NPOBEGEHKA CTEDMHAIALUWHE, COITaHWE NPHEMIEMOTD MUEpoDHOM Gapkepa W cobmoge e
ACENTHYBCHAX CHONCTE. #33WWTHAA YNAKORK3» NPegoxpadaeT DapeepHyk CHCTEMY ONA CTepUNHIaLKW, KW
BMECTE OHIW 0BDaIyiaT yNakoBoUHYK cHCTEMY. «[pegeapuTensHo oTHopMOBAHHLIE CAPLERHEIE CHCTEME
MOTYT BEMOYETE N0OLIE YACTH 3TOR CHCTEMB, HANpHUMED Calle, NakeThl, 313MeYaThiBaeMEIe © NOMOWEID 3TH-
KETHM, NEpeTRDaEMOol NONCRaM, KATYLLKW ANA HAMOTHE YNAKOECHHOR NNEHKH, NDHMEHASMEIE B BOMBHWLAX.

bBapeepHan cHCTEMa BaxHa Ans obecnedeHns BEIONACHOSTA MEJWUMHCKKEX MAOeNKUA B npouecce du-
HHLLMOA CTEpMNK3IAUMK. PErnamMedTupyIow«e opratsl NpHIHanT BamHy 0 pone GapeepHiX CUCTEM AN CTepH-
MA3ALWH, PACCMAETPHBARA WX KaK BCNOMOTaTansHos CRERCTED MNH KOMIOHEHT MESMUWMHCKOMD Maganva.

MNMpensapWTEnLHO OTHOpMOBaHHEE DapuepHble CUCTEMBE, KOTODME JaRYNaKT MEJWUKMHCEHE yHpemae-
HWMA ONR MCNCNE30BAMKA B NPOUECCE BHYTREHHENR CTEDMNMIALMK, NPWAHAIOTCA METWLMHCKMMKY HIOENHAMK BO
MEHCTIE YACTAX CRETA.

W

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 5/20
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-11607-2-2018



https://gostexpert.ru?utm_source=pdf&utm_medium=57113
https://gostexpert.ru/gost/gost-11607-2-2018?utm_source=pdf&utm_medium=57113&utm_term=page

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 6/20
CTpaHuua OoKkyMeHTa - https: tExpert.r t t-11607-2-201


https://gostexpert.ru?utm_source=pdf&utm_medium=57113
https://gostexpert.ru/gost/gost-11607-2-2018?utm_source=pdf&utm_medium=57113&utm_term=page

rocTt IS0 11607-2—2018

M E X IO CY O APG CTUEBTEUHH®B #W C T A H O AUPRPT

YNAKOBKA ONA MEOWLUWHCKUX M3OENWA,
NOANEXALMX @MHWUILHOW CTEPUNMIALIKKA

YacTe 2

TpeGonaHKA K BANWOALKWA NPOUECCOD HOPMHPORIHMA, FTEPMETHIALMKA W CHOPKA

Packaging for terminally sterilized medical devices.
Fart 2. Validation regquirements far forming, sealing and assembly processes

HDara epegexuns — 2019—04—01

1 0BnacTe NPUMEHEHWA

HacToswKil cTaMgapT YCTavapnWeasT TpeGoBaHKA ¥ paapaboTEe K BANKAALMK NDOLBCCOR YNAKODEIBA-
HHA MEAMLMHCKME HaOeNHit. NOONEHaME GUHHILHCE CTEPHMMAALMK. 3TH NPOUECoH BKINYaKT hopskpo-
paHKE, YKYNoDpKeaKKWe W cBopky NpenpapuTensHo oTOPMOBaHHED BapeEpHEX CHMCTEM ONA CTEPUNMAALMN,
GapLEpHED CACTEM ONA CTERUNKIALNMA M YNAK0B0SHE CHCTEM.

HacToswmrid cTaMgapT NoHMEHABTCA B NPOMEILLNEHHOCTIA, MEAWLMHCKHE YUPEXIeHMEK 1 B MECTaX yna-
KOBLEGHWA W CTERHMMAIALIAN MEDALMHCKAK RIgEmn .

HacToRwKiA cTaHOapT BEMOYaeT HE Boe TPeBoBaHnA K yNaKoBbBAHKI0 MESWLMHCKHN WAOeNkA, KIroToR-
NEHMHBIN B ACENTHYESCHKMK YeNoaAx. JononHuTeneHEe TREBosaqua MoryT BeiTe YCTAMORNSHE NA KOMINEK-
COB NekapoTE0MITenne.

2 HopMaTHBHbLIE CChINKK

E HacToAwen cTaHgapTe MCnoNk30BaHe HODMaTHEHLIE CCRIMKA Ha CNeqyLME MEKIYHADOOHEIE CTaH-
SapTel. JNA JaTHRPORAHHEIX CCEUTOK MCNONkLIYVIOT TONLKD YEAISHHYC B CChiNke penakyies. [na Henarmposam-
HbiX CChINOK WCNONBIVICT NOCMEOHM0 PEOAKUWED AOKYMEHTA, Ha KOTODBIA OaMa CCRNEA, BEMmoYans nobme
DONCNHEHWA, KIMEHEHKA ¥ NONPABKA.

IS0 11607-1 Packaging far terminally sterilized medical devices — Part 1. Requirements for materials.,
steride barner systems and packaging systems (YnNakoBka ONA MedWuMHCKAE W30enWA, Noanesaukiys guHeLL-
HOW CTEDHNAIAUME. HacTe 1. TpeGoBanva K MaTeépHanam. GapbepHeiM CUCTEMaM NS CTEPHNWIAUMK |1 yna-
KOBOMHEIM CUCTEMEM)

3 TepMMHLI M oNpefeneHUn

B HacToAWeM CTaH4apTe NPAMEHENE CNEYIOWWE TEPMMHE C COOTBETCTEYRILMMK ONPEREiEHAARMIA.

3.1 cpok rogHocTH (expiry date): Yeaaanke gate, 00 HACTYMNEHHA KOTOROH NPOOYKT CNE0YEeT Mononb-
ICEATH [FOf # MECAL).

3.2

arrectauvAa MonTama (1Q) (installation gualification, QY. MNpouecc NoNYYEHKA W JOKYMEHTADCEAHKA
CEWOETENLCTEA TOM, 4To obopyaosaqke BeiNo NOCTABNEHD M YCTEHOBRNSHO B COOTEETCTEMH C NpeaLARNA-
EMEIMIA TREGODIHNARMK.

[20/TS 11139:2006)

MapaHwe odmuransHos
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3.3 mapkupoBKa (labeling) 2THEETES CNUCEMEHHBIM, MEYATHEIM, INEKTHOHHBIM WNW MpadiseckiE OTo-
Dpasaien JaHHEX, NDUEPENNASManA K MEIUUMHCKOMY MIAETIRIO N YNAKOBOHHOR CUCTEME MK NpUnaras-
MEA B HAYECTEE CONPOBOOMTENREHOMND OOKYMEHTE.

Mevrwedadnue — MapswpoBEa COTZERHAT BOSHTROMKEUAKE, TEXHHHECKDS ONACAHWE W Ccnocol NpUMEHEHIs
MEALAHCKDIT ME0EMAA, HO WCKMEOYEET TOSaRaCoNpOSIHTENEHEE 0K YMEHTL.
34

arrecrauMa yHEUMonupoaanua (OQ) (cperaticnal qualification, O0Q): Npouecs NoNyHeHMs # 00-
KYMEHTHDOBAHWA CEMOETENLCTEA TOMD, 4TO YCTAHOBRNEHHDES 0G0PYACEaHWE DYHKUWOHHMPYET B YCTAHORNEH-
Hbix MPEGENax, 8CnNi MCNONBIYETCA B COOTRETCTEMK © TEXHONOMMHECKMMK ONenalrasm.

[ISCMS 11139 2006]

1.5

YNaKoBoYHaA cHcTemMa (packaging system): CodeTanue BapeepHoN CHUCTEMEl M 2ELLIMTHON YIAKDRKN.
[[SOTS 11139:2006]

16

arrecTaunna kcnnyarayni (PQ) (pedformance qualfication, POY MNpowscs nomnyYe i W GOEYMEHTH-
POBEHWA CEBHMASTENLCTEA TOD, Y10 CO0pYIOBAHWE NOCNE YOTAHOEEA ¥ pABoTel COMNacHs TeXHOMOMMYECKIARM
onepauram NOCNELoBaATANEHD dYHELMCHHMDYET B COOTBETCTBMM C YOTAHORMEHHEHMM KDUTEDKAMK 1, TAKKM
ocOpazom, BeINYCEALT NPOgYELWG, OTEEYSLLYIC NPEdLABNASMEM TPESOREAHKANM.

[ISCMS 11139 2006]

3.7

NpeaBAPMTENEHO chopMHpoBaHHAA BapLepHaA cHeTeMa AnA cTepunuaaunm (preformed sterila
barrier system): BapeepHan CHCTEMA ONA CTELMNHIALMK, ROTORER NOCTARNASTCR 9acTHEHO cobpadHol gna
HANOMHEHWA ¥ CEOHSATENEHON 3AKDLITHA WM VEYNODHBI HWA,

Mpusep — Cawe, GyMamHLIe NaREMal U OMEDEITEE MHOSODE3086I8 YIaK0aRL.

[I5CTS 11138 2006]

3.8 pazpaBotEa npouecca (process development): YCTAHOBRMNEHAE HOMUHANEHBE 3HAYSHAR ®
npefenalos) ANS OCHOBHEIX NROWIBOACTEEHHEIX MApaMETROS.

35
NpoaykT {product). PesynetaT npouecca.
|| [ISO 9000:2005]
n PHMEBEYaIHWME — J:LnEl ohecneqEHnR CTAHJAPTOE CTEFANMIZAUAW NPOOVET ABNAETCR BRLUECTEEHHBLIM MaTEDWH-

OM. K HEMY OTHODGHATGA ChipsE, NPOMEHYTOMHBEIA NEOgyET, COOPOHHER BOKHALA 1 MEQMKD-CAHMTARHEIS TOBADEI.
[FSOMS 11139 2006]

(HMamemerwe Ne 1, 2014)
310

JAWMTHAA ynaxoBxa (protective packaging): KosmBuuauwA sarepuanos, cnocolcTeyiowas npenoT-
BPALYEHWIO NOBPEMOSHHA CTEPUNEHOR apLepHoR CHCTEMEl W BE COOGDEMMON © MOMeHTa chopkd 1 4o
MECTA MoNONEI0BAHKA.

1SS 11135 2008]

3.11 noETopAeMoCTE (repeatability). TOYHOCTE COOTEBETCTEWA MEXOY peaynbTaTamd NocnegoBarTek:
HEIX MAMEDEHMEA OOHOMD 1M TOTO HE CNPEOeNEHHOND KOMMYECTEA, MOGNEHAWETT KIMEDEHMC [HIMEDREMAR BE-
NiYrHE), KOTOPOE NPOBOOWTCA B OOHHE H TEX e YCNoBKAX.

M FHMMEYEBHKWME 1 — 3t YCNOBMA HAZHEAEDT YONTEAAMK NOBTORREMOCTH.

MpumedaHne 2 — ¥onoedA NOBTOPREMOCTH MOMNYT BEMEDHETE CHBSYHMLEE!

- DOHY A Ty ¥E METOSWKY WIMBELEHIER

- OOKARD W TOMD 8 BHCNEQTA;

- DOKH W TOT HE HIMEPHTENEHEIA WHCTPYMEHT, KOTOPSIA WCNONEIYIOT B OQHWX W TEX e YENOEWAK;
- BOKO W TO #E MECTD MPOBENEHWA MIMEPEHNR,

- NOBTOPEHME 480E3 KOPOTHME NPOMEMYTOR BOSMEHA.
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MpuMmevadue I — MOBTOPHEMOCTE MOEET BHiTh BLIPASEHE OMEHYECTESHHD HE OCHOSAHAM OWCREDCHOHHBIX
HAREHTEIMCTHAR DESYNETATOS,

Mpumevanne 4 — Tepmud npueages 8 MaxoyHapooHoMm CnoBaps OCHOBHEIE W OBLWKE TEpMWHOE B 0BNECTH
wmaTtpononan, 1983, onpaganeqys 3.6,

3.12 pocnpor3aBoAMMocTL (reproducibility ). TOYHOCTE COOTEBETCTEMA MEKDY PEIYNLTATAMK WMAMEDEHKI
COHOTD W TOMD ¥ ONpEeZEneH o KONWYECTEa, NoOLNEMALLIEND MIMEDEHKID (MAMEDAEMAR BEMHYMHA), KoTopoe
MPOBOOWTCA B WIMEHAKILMXCA YCNOBWMAK.

Mpumevadres 1 — [OnA obocHOBIHHOM 3HREMEHUR BOCNDONZB0OMMOCTH HeoDxogumel TPESOBaHIA HE ramMe-
HEHME YLADEHA.

Mpumesadne 2 — K ASMEHAKMLMMCH YCNOBKAM MOMHO OTHODATH:
- MPWHUKN BIMEDEHAR,

METOH HAMBPEHWA;

CMEHY SRCNEpTA;

- NEMEPHTENEHER HHOTRYMEHT;

CTAEHOAPTHBIA 0bpa3sy;

MECTO NPOESASHNR MEMEEEHNR;

- YWCADEWA NPUMEHEHRA;

- BOEMA.

Mpumedadue 3 — BoonpowIB0OMMOCTE MOHET DTk BRPAKEHS ROMWYECTEEHHO HE OCHORAHAW SUCNEPCWDH-
HBiX XEPAKTEPMCTHE PEayneTaToE.

Mpume4adne 4 — TepumiH 2aWMCTEOREH W3 MesgyHapogHon CNnoRapa CoHOBHEX B DWWy TepMuHoE B ab-
NAacTy Metponariy, 15593, onpegensqwe 3.7,

3.13 mroropaszoean ynakaska (reusable container): ectrkan bapeepHas CUCTEMa ONA CTERWIIMIALIMIA,
EOTORYHE MOMHO MCNONsI0BATECA MHOTCKDATHO.
314

SapLepHan CHCTEMa ANA CTepunuaaumu (sterile barrier system). MuddManeHas yNakoska, KoTopas
NEENATCTEYVET NPCHUEHOBESHAK MAKDOORTAHKIMOE # NEIBCNSET NPOTEMOHCTPHUDOEATE ACENTHYECKHE CBOR-
CTEA NpOAYKTA B MECTE &r0 NDMMEHEHA.

[S0iTS 11130:2006)

3.15 cTepHnbHAA YNAKOBKS ONA NPoBoOHMHA MuakeeTe [sterile fluid-path packaging). Cucrema aa-
WHTHOW oDonodEM ANA NPoBoOHHES RAOEOCTH WANK YyNaKoBKM, Npeadazkadantan ans cbecnedenus cra-
PHNEHOCTA YACTH MEOMUWMHCKOMD MANERWA, KOHTAKTUDYIOWEN C MMOKCCTAM.

MpuMmedadie — [MpHMEPOM CTERMNEHDA YNIZEOSKK S4NA NPOBOGHUES MHOROCTH MOMET CNY®HTE BHYTPEHHER
HACTE TRYEOS ONS BEEOSHHA BHY TRHBEHHOR MUOEDCTH,

3.16 sanuaauwa (validation). okymeHTHRORAHHAA NROUSLYDA NoOMYyHeHHS, JandCci H KHTepnDeTau KK
pEIYNLTATOR, HeobxoOHMBIX ONA NOOTEE DHOSHWA TOTD, YTO NPOUECC HEHIMEHHD 86T NPoOYELKID, COOTBET-
CTEVIOLWYIO 3a0aHHBIM TREGORIHAARM.

Mpumeyadie — TepmuH 2awMcTBoBaH W3 IS0TS 111352006

4 Obwwe TpeboBaHuA

4.1 CucTeMl KaYecTEa

4.1.1 DeAaTeneHotTs, ONACHBAEMAR B HACTOAWEM CTAHAARTE, BONKHE OCYWECTRNATLER B paMeax ofu-
LHANEHOA CHCTEMbI KAMELTES.

Mpumedadia — 50 90071 » 530 13485 cogapsar Tpabosadvs © COOTEETCTEYHILMM CACTEMEAM Ka“BCTEH.
CTpaHE WNd PArMoHE MOryT CEMOCTORTEREHD FETAHOBMTE ADNONHATENLHLIE MNaHL ELIGOpOYHoND HOHTRONR.

4.1.2 He gomema GeiTe HEOGXOGWUMOCTIA B NPOBEOEHMK CepTHMKaLMK CHCTEMB KAYEcTRa TReTeRH CTo=
POHOA ONA BeINCNHEHHA TPeboBaHKA HACTOALEND CTAHOAPRTA.
(Mamernerne Mg 1. 2014)
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4.1.3 MegiurHCkHe ydpesJesis JoMmeHL DaccMaTRHEITE MCNONBI0EaHHE CHCTEME! KAMECTER, TPEByYEe-
MO B EOHEPETHOR CTPaHE MW ONpeaengHHoM pericHe.
(Maserenmwe Mz 1, 2014)

4.2 Orbop obpazuor

MnaHs! BeGOpO4KOND KEOHTPOMNA, TPHMEHAEMEE ANA OTHOPa M MCNLITAHKWR YNAKDBOHHEL CHCTEM, JOTH-
Hisl GBITh MPMMEH MBI K OLEHKBAEMOMY Npoueccy. MNake BuBopodHONG KoHTRONA JoMmsHbl BhiTe CTATHCTHLE-
G OFOCHOBAHH M.

Mpurwedadng — (MpiMaps COOTEETCTEYHLWME MNEHOE BeiBODO4HO KOHTPONR NEMESOaHE 8 |50 2858-1 pnr
[50 1HE. CTpaHel HNK DEMACHE! CaMH MOMYT YETAHOENTE GONAnHUTENEHEIS NNaHE BeBOPMHOMN KOHTRORA.

4.3 MeTofkl HCMLITAHWA

4.3.1 Boa meTobl MCNLTAHWA, NPHMEHRAEMLIS 0N JeMOHCTDAUWM COOTBETCTEMA C HACTOALLMM CTaH-
NapToM, OONHKHE! GelTk BANWIAPOBAHSE W Q0KYMEHTIDOBAMHEI.

Mpumwedanne — BISD 116807-1 (npanosedee B) npUBEgEH Nepededs METOOOB WCNLITAHWA.

4.3.2 BanvoauWa MeToga WonuITaHWA JomsHa NodTeepauTe NpANSQHOCTE HCNoNbIyesoro meToga. Ona
3TOrD HEOGXOGMMO COBNATH CNEqYIOLee:

- ofocHoBaTE BRIDOp COOTRETCTRYILME METOO0E MCMBITAHWA YNAKOBEOYHEIX CHOTEM,

= YCTAHOBWTE KPHTERMA NDHEMER,

MpumedaHwe — Mpowno yCHEWHHOKOHSMNOGE HEYOSHEA — BHO KDHTEQKA NDHEMER;

- ONpEeoenTe NOETOPAEMOCTE METOOA MCNLITAHWA;

= ONPEAEnMTE BOCNPOMABOAMMOCTE METOOE MCHBTaMHNA;

- YCTAHOBMTE YYBCTBUTENLHOCTE METEOA A8 WCNETAHUA LENocTHOCTH.

4.3.3 Ecne B METOZAY HCNETAHMA HE YCTAHOENSHD MHoS, 0DB0a3LE ONA WCTRITEHKA D0THHEl NDONO0ATE KOH-
JAUHCHEMDoBaKWe NPl TeMnepatype (23 4 1) °C W OTHOCHTEMEHOM BRasHocT (90 £ 2] %% B TeweHre 24 4 MEHHBMYM.

4.4 NokyMeHTauMa

4.4 1 MNooTeep*OeHe COOTRETCTEHA TPeSoRaHWAM HACTOALWSrD CTAMOARTA OCMEHO DRITe OOKYMEH-
TankeHD OO EMIEEHD,

442 Bog OOKyMEHTEI CNEayeT XPaHiTs YCTAHOBNEHHBIR nepwod epemedd. Mol onpegenaHid cpoka
XpRHEHUA O0DKYMEHTOR CREOVET YUMTEIEATE TAKME IaKTopk, KAk TPefoBaHMa pDernaMedTos, CpoK MaHocTH
W NPOCHEXKHBASMOCTE NDMYMH OTKAZ0E MEIMLKHCKMXY MI0enuil wnv BapeepHol CHCTEME ANS CTEDAMMIELIM.

4473 B posyMEHTE COOTEETCTEMA TPEBoRaHKWAM MOMYT DblTh BENKIMEHE, HO HE OTDaHAHEHE] ITAM, 3KC-
MMYaTaUBOHHEIE DAHHLE, TEXHASECKHE YCNORMA W PEIYNETATEl BANWAMPOBAHHLIX METOAOR MCNRITAHKK, A Tak-
e NPOTOKONLL M peayneTate: 3, 00, PO,

4.4 4 3nesTpOoHHER JANACH, JNeKTRoOHHEE W COBCTEEHHOPYYHBIE NOGNUCK, WCNONHEHHEIE B ANEETROH-
HEIX JAMWCAY, KOTOPEE CrocoBCTEYVIOT BaANMOALNK, NDOMIBO0CT BEHHEIA KOHTROMNE WM OpYTME NPOUECCh NpKM-
HATHA PRLIGHWE N0 KAYSCTRY JOM#Hb DTl M 0ENHSIMIA.

5 BanugauuWsa NpoUeccoB YNakoBbiBaHWA

5.1 O6wxe TpeboBaHKA

5.1.1 MNpegeapuTeneHo oTOPMOBAHHER BApREDHEE CUCTEMEl ANA CTEQUIMAALMA ¥ NPOUECCE NpoKE-
BOACTEA GapbepHDR CUCTEMBEI NOONENAT BANWOALMIA

MpKMeps TAKKK NPOLESCCOR BEFMAEINT, HD HE OTPAHWYMBAMTCA TONBKD ITHM:

- (POPMUDOBAHKE HECTRAXN K MOy BnucTepos;

- DOPMUDOEIHKE W CHNGMEAHWE CALIE, PYNOHOE WK NAKETOR,

- ABTOMATHAMPOBAHHLIE NPOUECChl DOPMUDSBAHKA HANONHEHWA/CKNEMBAHNA,

= YANOByH COOpKY H oDepThiBaHHE;

= CHOPKY CTERMNBHEIX MAOENWA ANA NPORCOHMKA HMIAOKOCTH,

= MEPMETHIALMIO KIOBET B KPEILLIKAL

= HAMOMHEHUE ¥ YEYIODHBAHWE MHOMOPAI0BE0HA YIIAKOBKHA,

- CENanbiBaHue 1 ODEpTHEAHWE NNEHECHR ANA CTEDUNHIALMH.
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5.1.2 MNpougct Bankugankd GONKeH BEMOYETE, KIK MUHMMYM, CNeqyiowwe cT3OW9 aTTeCTaUWD MOoHTa-
HaA, ATTECTALMIO hYHELHMOHMPOBAHKA 1 aTTECTALMID IKCANyaTaumin.

5.1.3 Paapabotky npouecca, X0TR opMansHo OHa |1 He RBNASTCH YacTeis NPOUEcca BAanNWOauMe, cne-
AVeT pAcCCMaTPUBaTE Kak HEOTHEMNEMYIOD YacTh DODMWDOEAHKA W AANEHATLIBAHWA [CM. NPWNCHEHES A).

5.1.4 BannoayMie MaMEKwefcA NEOAYELHA MOMHD NECBSONTE HA OCHOBE JaHHBX O NPpeaLIgYWEeR aTTe-
CTALWK BMOHTaMAa W aTTECTauHK PYHELWOHKPOBaHWA. 3TH JaHHBIE MO¥HD HCTICNBICEATE ONA SNpenensHna
SONYCHOE HA OCHOBHEIE NMAapamMeTob.

5.1.5 Nocne sBanMdauny NpoLueccos NPoMIenacTea NpensaprTensHD OTHOM0BAHHLIX BAPEEDHBIX CWH-
CTEM ¥ GapeepHON CHCTEME! ONA CTEPHUNHIAUKK HeoOXOIUMe OOKYMEHTANEHD SDOPMMTE choCHOBaHKWE ANA
YCTAHOBNEHKA NoGobUs ¥ oeHTHdrKaUMK KoHbUiypaUKMK B pACHETE Ne HamyIWeMy sapranTy. Kak smHin-
WMyM, HE0BXoOMMD NPOBORWTE BANKIALWIO KOHEMIYPALWA B PaCHETE N0 HAXNKYILWESMY BAPHAHTY ONA YoTaHoe:
MEMKA COOTEETCTEMA C HACTORLLWM CTaHOADTOM.

Mopumesanne — [Mogobes MokaT BeTe YCTEHOENSHD NG PA3HBIM DESMEDEM NPEQESPRTENEHD OTHOpMOBaH-
Hilx BAPLEDHELE CHOTAM.

5.2 AtrecTaumAa MonTaxa QG

5.2.1 HeoGxXogWao NpoBodMTe aTTECTALMK MOHTawa.

HexoTopele oboCHOBAHKA ONA NPOBROEHHA STTECTILWA MOHTAS!

= KOHCTRYHTHBHEIE CCoDEHHOCTY o0opyooBaHma,

« WCMOBMA YCTAHOBKK, TAKWE KKk MOHTAN INeXTRONPOROAKH, MHKEHEDHEE CETH, YHELNOHAMNEHOCTE W T, 4.,

- mMepsl obecnederda DeaonacHocTk;

- obopygoeanve, paboTamlles B YCTAHOBNEHHEIX KOHCTRYKTHEHLIX NapameTpa;

= OOKYMEHTALMA NOCTABLYWES, PACNEHaTHH, YEDTERH W DYKOBOACTES;

= MEPSHHA 3ANYACTEHW,

= BANWJAUMA NporpammE-cro obecnede A,

= YCHOBKA CKDYHADLEN Cpeibl, TAKWE KAK YMCTOTa, TEMNEDATYDAE, BNaEHOCTE,

= DOKYMEHTHDPOBAMHOE obydeHke onNepaTopa;

- DYEOBDAOCTED MO IKCNNYATALWA MWK METOGWMES,

5.2.2 NomsMisl BETE oNpedenegHsl OCHOBHLIE NAPAMET PR NPOUBCCa.

5.2.3 MNoanewat NocTOAHHCMY KOHTEOMD W MOHWTODHHTY OCHOBHEIE NAPaMeT P NpoUscca.

5.2.4 CvruanbHble YCTPOHCTES, CHCTEME! ONOBELWEHWA WK BLIENIDYATENA CTAMKCE OOMKHb GblTe Mp#H-
BE0EHE B OEACTEME B CRYYae NPEBLILUEHMA YCTAHOANEHHEE MOESENCE CCHOBHEX NapaMeTRoB NpoUecca.

5.2.5 OCHOBHBIE WHCTPYMEHTEI, JaTHHKA, KOHTPONMEpE W T. 4. JoeHsl el cepTuduunpoRaksl Kag
NPOWSAWWE KFanuGposry, M donies BeiTe COCTARNEH NMCEMEMHBIN rpadWE rankubpos. Kanwbposky cnegyert
NPOBOAATE 00 W NECRe aTTECTALMM JKCMYATALMM.

5.2.6 DonwHel GeiTe YETAHOBNEHE! NHCEMEHHBIE MPadrkK NPOUNAETHYECKOrD OGCNYRHBAHKA H 9MCTHI.

527 CnegyeT NpoECOMTE BANMOALWIO NEOTPaMMHOTDe ODacneadeHyA NpY ero HanWEEKW, TAKoMND 3K Nporpam-
MHPYEMBIA NOMAYECKHE KOHTROMNEP, KHopsauMoHHBIR SOHO W CHCTEME! KOHTPONA, YTobk 0BECNEUYMTE KX pa-
BOTY B COOTBETCTEWN C H3aHaYeHHer,. DYHILBOHATLHEE HCMBITAHWA GOMKHE NPOBCOHTE 0MA NPCaepiE NpaEHk-
HOCTI pAbOTE NPOEaMMHOD ¥ TEXHANECKOND 0BECNEHEHWA M, B YACTHOCTH, KHTepdeicon. CucTamy HeotnonKrmo
NPOBBQATE (HANPKMED, BBOSA NPanANLHEE @ HENPAERNbLHEIE JaHHEE, MOOENHPYA NOTEDH ANeKTRONWTaHKA) GNA
COMHADYREHAA HANWYHA, HAOEEHOCTI, MOEHTHHHOCTH, TOHHOCTH W NPOCTEsHBRSMOCTA JaHHEX WA Jannoei.

5.3 AtTecTauwmA tpyHEUuMOHMporankna 00

5.3.1 Heobxogmms CUEHHTE NAapamMerphl Npouecca, YTobsl rAQaHTHROBAaTE, YTO NPOWMIB0ACTED NPEd-
BAPWUTENLHS OTROPMOBAMHEY DapseDHblx CUCTEM ¥ BADLEDHEN CUCTEM ANA CTERWNHIZLKY COOTRETOTRYET
BCEM YOTRHOBMEHHEM TREB0BaHHAM BO BOEX OHHOESM LK YCNOBWAK.

5.3.2 MNpeaosapHTENeEHD OTDOPMIBIHHLIE DADLEDHLIE CHCTEMB M GapbepHbIe CHCTEME! 0NA CTEpHMKMIA-
LM DONKHE BETE MAN0TORNEHB! KAK NPW BEpXHWE, TAK M NPA HUEHKME NDefenax Napamerpos M JeMoHcTRrupo-
BATE CEOMCTEA, KOTOPRE COOTEETCTEYMT YCTAHORNEHHEM TReboaaHam. HeoBxoouo OUeHKTE CNe Oyl e
MOKAIATEFM KAIBCTRE .

a) ana QopMApoRaHkna'chopiM:

= opMpoBaHre/ciopka GApLEPHON CHCTEMbl B NOMHOM OGhEME

- DAIMEWEHHE NOMMHER 0DpaIos NpoOyELEY B BapLepHol cucTemMe,

- COBMOBEHHE CYLYBCTREHHBIX PAIMEDDR,
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b} pna cknevBaHKA;

- HENPEQRLIEHOCTE CEASHBAHKA ONA 383aHH0M WKNPHHB! WBAa,
= KAHAME WK OTEPBITBIE WAk,

- MPOKONE KW PaspeBs;

- PACCNOBHWE WMNH OTKNEMBaHWE MaTepWana.

I I Mpumedanne — Cm: EM 868-5:2009, nyser 4.3.2;

€} ANS NPOYKE CHCTEM YRYNODWBAHKA:

- MEMPEQLIBHOR YEYNODHBEAHME;

- MPOKONE 1KMW PASPEBR,

- pacCNOEHAE MW OTENEWBAHKE MaTepuana.

5.4 ArTecTtauWa akcnnyatadvn PO

54,1 ATTECTaUMR IXCNNYATAUWKW JoN#Ha NPoOeMoHCTEHPOBATE HEMPapbiBHOCTE NPOUBCCa NPoWMIBcT-
CTEA B 3a0aHHbLY pabcHHX YCNOBWAK NPWIoOHBEE ANA CTEpUNHEaLWMY NpedsapyTensHo oThopMoBaHHLlx Ga-
PREPHEIX CHCTEM # DApEEDHBIX CHCTEM,

542 ATTECTALWA IKCAMyaTALMA GOMHHE BRMHHETS:

- PEANLHER NPOOYET MOK MOET: NRPOSYITSE,

= NAPAMETPE NPOUSCCa, YCTAHOBNEHHEIE NEW DYHELUWOHANSHOW aTTeCTaLumI,

- EEpUdMEALMRG TReBoBaHKEA K NpOOyETYYNaKoBKE,

- pfecnedeHUE NDoWIBCACTREHHOM KOHTPONA W NPONYCKHOR CNOCOGHOCTK,

= MOETOPREMOCTE M BOCMIDOHIBOGMMOCTE NPOUSCCa.

5.4.3 CneayeT OUEHHTE YCNOBMA, © KOTODLIMA MOMHD CTOMNKHYTRCR B NPOWECCE NPOMIBCACTEA,

MpUMEHAHAE — 371 YCROBAR MOTYT BEMOHETE, HD HE OFPEHUHXBAKITCR TAMBKD MMK, HECTRORKY MAWWH K Npo-

LESYPS NEpERNEHNEHHA PEHAMOE, NPOUECE NYCKE W NEPE3ANYCEE, HAPYWEHANE SHaprocHadseHuA 1 Qpyrws OTEROHEHHS,
MHOMOCMEHHYH CHOTEMY DAGDTEL, BCNE CYWHCTEYET.

244 YonoewA npoUecca Qo iEHbl BENK4aTE N0 KpadHel Mepe TPHW NPpoWIandcTEeHHBIX UKKNa © Npo-
BEOEHMENM COOTBETCTRYIOWETD BeDOpROYHOND KEOHTPONA ANA NOATEEDHASHMA MIMEHYHMBOCTH BHYTDH LMKNG ¢
BOCMPOWMIBOORMOCTH MEXTY PaIHLIMA UWKNasi. TpoionsHTensHoOCTE NDOHIBONCTESHHOM UWENE CNedyeT
PACCHATRIBATE HA OCHOEE TEXHONOMMHECKME NapaMeTpon,

It PHAMEYHEHWAE — atH nepeMaHHsIe BENMYMHE! BENEDYEH0T, HD HE OrpadHHYHMERIOTCA TONERD MW, pagHOERCHOE
COCTORHME MALLWHEL, NONOMEA M HAMEHEHWA COBWIA, HOPMANBHEE NYCHA 1 OCTEHOBEKA, PAINW-HA XEPaKTEDUCTAK MAaTapu-
203 OT NapriK K NapTHe.

5.4.5 NonwHe: BeiTe yoTaHOaNe s W HCNHoNs30BAHE B NPOUSCoe aTTECTaAWWK JKCINYaTaUWH QoK MEHTH=
POBAHHEE NPOUBOYER M TREDOEAHWA K HOpMUDORRHMD, CRNenaanmio 1 chopre Dapeep LI CHCTaM.

5.4.6 HeobxoaMMo KOHTRONWDOBETE W PETHCTPMPOBATE CYLUGCTRE HHBIE TEXHONOIHUECKHE NapaMET Dl

5.4.7 Betk NpoUESSs QONKEH KOHTRORKMPOBATECA ¥ GbiTE cnocoboy K HENDE PEBHOMY NPOHIESOCTRY NEO-
OyETa B COOTEETCTEMM © YCTAHOBNEHHEIMHA TREDOBaH HAMEH.

5.5 OdmunanHoe NOOTEE PHOHHE BanyOaUHdK npowecca

5.5.1 3JkcnepTay ¥ oPryMansHoe NOATESEISHWE BANWOALUMM NpOUScCa NPOREOOAT M J0OKYMEHTaNLHD
o CEMNAKT Ha PUHANEHOM 2Tang NporpasmMbl BANWTALHK.

5.5.2 B QOKYMEHTILHD OOMKKE: DbiTe BKMCYEHE], PACCMOTREHE B8 NPOTOKONE W NOAYYeHHBE DE3YME-
TaThl ¥ ZTAHECEHE! JAKNIOYEHWA O CTATYCE BANMAALNA NPOUSCCa.

5.6 KonTpons ¥ MOHATOPMHE Npouescca

3.6.1 DonwHe BelTe yoeTaHoBME B NPOUEAYDE, MADaHTHPYIOLWKWE, 4T0 NEOUBCS YRAKOBBIBEHWA HAXOOMT=
CA MO KOHTPONEM M NPOBOGWTCA B paMiax JadadHsy NapaMeTpos B0 BReMA TEEYLWAX ONepaLi,

5.6.2 OCHOBHBIE TEXHONCTMYECKHE NapaMeTib ONHHE BeMe NOSTEEPHAEHL DOKYMEHTAMA W HAKD-
OMTECA NAO, NOCTOAHHBIM KOHTDOMEM,

5.7 HameHeHWA Npouecca A NOBTOPHAA BanWOauWa

5.7.1 Ha QOKYMEHTE:, KACAIOWWECA NPOLECCOE YNAKOBLIBAHWA W CKNEWBaHWA, OONKHA PacnpoCTpaHATE-
CA NPOUBOYPa BHECEHMA WIMEHEHWA B CONepMaHKe JOKYMEHTOD, METOOE NDOBEPKM 1 CNMCOK YNONHOMOUEH-
MBI HA 3TO L.

5]
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5.7.2 Npouecckl NOGNEXaT NOBTOPHOW BANWOALMK, BCMH BHECEHL! HIMEHEeHWA B obopyaopanke, Npo-
SVELHIO, YMAKOBOYHEE MATEPWANE WA NJOUBCC YNAKOBRIBAMWA, KOTODLI@ CTABAT NOg YIPO3y Dexynsiats
MCXOOHOE BENMIALKMA K MOMYT FORNWATE HA CTEPMNLEHOCTE, DEIONACHOCTE WKW IGHPEKTHBHOCTE CTEPMTEHBIX
MELMLMHCEMX MATETKA.

Mpumedanne — Huse npHBagEH NEPEYSHE HAMBEHEHKWA, KOTOPEE MOMYT NOBMWMATE HE CTATYE BANWMIHPOSEaH-
HOMD NpOLgecea;

- MEMEHEHNE CRIPLEELEY MaTEQWaN0E, $O0T0P0E MOmG Dbl OHB3ETE BOIZEACTEME HE TEXHONOMAYECKME NAPAMET

- WOTAHOEXE HOBODH BOMHMUE OBOpyOCBEHEA,

- MEQEHCE NPALECCoE HiKMN 0OORYODEAHNA M2 OOHOIM YHDEHOEHIKA MW MaCTa B pyros,

- MAMBHEHHE NPOLECCE CTEDMMMEELIMA,

- HETATHEHHE TEHOSHUMH MHOHHATOPDE KS-4ECTES MK YIPAENEHUA NPOLECcoomM,

5.7.3 CnegveT oUeHWTE M JOKYMEHTANEHD NOQTEEPOWTE HEOGXOOWMMOCTE NOBTOPHCH BankaauWK. EcnKn
CHTYaUMR He TpedyeT NoOBTOREHWA BLeX ITAN0E MCXOOHOH BANWIAUMK, TO T3 NOETOLHAA BANWAAUHA MOEaT
ObiTe HE TAKOH BoEODBEMMIOWER, KaKk WCXaOgHaRA.

5.7.4 CnenyeTt paccMoTpETh NERHOAMYMECKOS NPOBEdeHKE NOBTOPHON BANAGAUMI UK JKCTIEDTHIL, TaK
K2 MHOMOMACNEMHBIE HEIHAYHTENLHLIE WIMOHEHHA MOMYT B COBOKYMHOCTH NOBMNWATE Ha CTATYC BanMZaunK
MpOUESC.

5.8 Coopka ynarkoBoYHLIX CWCTEM

5.8.1 BapeepH=Ie CUCTEMBl ONA CTEDUNM3ALMK NoOONewaT cOopKE B ONpedeneHHeX YCrOAUAK OKPYHaK-
Wen cpeasl, 9TO0E MAHMMAIMPOBATE DACK 37 PAZHEHMA MEJULMHCKOMD MA0enMa.

5.8.2 MNpouece cHopsd YNAKOBOYHOW CUCTEMBl JomkeHd OeiTe OCYLWECTENEH NOCE KOHTRONADRYEMOrD
NPOUECCa MARPKWPOBEA W SODatoTKK C© Lens0 NEeSVILeMOeHMA HENPABKNEHO A MAPKMPORKM,

Mpumedadie — OononHeTeNeHBIE YREIaHWA NpHeageHel 8 DM SB253-T » DIN 58853-2.

5.8.3 ¥nanKoso4HEHe CUCTeME CNeqyet cobhpare ¥ HanonHATE B COOTBETCTEMA C HHCTDYHLWAMK Ha oc-
HOBE BANWOWEOBIHHOrD NOOUECCa, KOTOPRE 0Decney BaeT CTEpPUNNIAUMIO B YCTAHOBENEHHEIX YCNOBWAK. 3TH
HHCTPYELIMMA DACNPOCTREHAKNTCA HA KOHQUIYDALMID COOEPHUMOrD YNAKoDk ¥ DEEnaMHBe BEN3NLIWK, 0DLWwYI0
Maccy, BHYTPEHHION YNakoaky W adcopberTeL

6 HPHMEHEHHE MHOMOPa3oBbiX EEPI:EFH-H:I]{ CHETEM ONA CTEPUNMIALWA

B gononuedre K TpebosaHdAM paigena & HeobxonWMo Cnefosares WHCTRYELMAM M OMDaHuSeHnAM No
NpUMEHEHAK, NpreegeHHb B 5110 1 5111 IS0 116071 (Hanpusep. chHopra, DeMOHTAM, TEXHUHECKDS
OBCNy:EHBAHKE, DEMOHT, XpaHEHAE).

Mpumesadne — OOonomHUTENEHLES YEEIEHAR NG MHOMOPE3085EM yIakoesam npreaseqs 8 EN 868-8, DIM 58853-9
W AAMIAMET 5T33: JononsuTensHele YREISHWA NOD MAFKOR TEpE MHOMODEI0BOMD NpUMeHaHer — g EMN 13785-1 #
AMNISIAANM| STES.

7 YnakoBbiBaHWe NPOBOAHWKA XWOKOCTER OQNA CTEPUNMIALWMK

7.1 Chopsa koMNOHEHTOR NDOBOOHMKD MUOKSCTER W YEYNOPoHMLIX CPedcTE A0NMMHa COoOTRETCTROEATE
TpefopankanM pasgence 5 1 6.

7.2 MearunHCKHE Kanenns ¢ MapEMpoRKON «CTePHNBHERA NRPOB0OHME MUOKoCTa Ay JoMeHa obecneqws-
BATL CTEPHWMAEHOCTE BMECTE © YRYNOPOYHEMK CRegoTEAMM,

Mpumedadne 1 — TpeboBAdHKA X XAPAKTEPHCTAKEM MMERODHOM Dapeapa ¥ UENOCTHOCTIA DEE LS PHOE CHETEMBl
yoTaHOEREHE 8 |50 T1807-1. 3tr TpabosannA NPAMEHME! M K MESHUMHCKOMY WB8NH0.

Mpumexwadue 2 — B uanAd MHTEpNpETagMe TpebosaHIA HACTORWEN CTAHOSPTE MEQMUNHCKEDE MIgees Bas-
CTE © YHYNOPOHHEM coanoTaom oipasyar BapeepHyH CHCTEMY ONF CTEQHNM3ALMA.
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Npuno=eHwe A
{cnpaeoc4Hoe)

FPaspatoTya npouecca

Pazpaborsy npowscta. KoTopan POPMANEHD W HE ABMNASTOA HE0TEW NPOWSssS BENWSEUME, SREgWeT DaccMaTpH-
BATE K COCTREEHYRD HECTE 3TANE (HOPMWPOBAHKMEA W CHNEMBaHWR ynaxoeky. Paapabotsa npouscca wima TEXHONOr MHacki
pacqHeT TpebyET oUSHEA ONA MOEHTAHDMESUME 1 ONPESENEHWA COHOEHLEE NAPaMaTpos, a Take paboqus WMandsoHos,
YOETAROBOHHBE MADBMETDOE W DONYCKDE.

CIueHKyY NPOUBCca NPOBCOAT ON8 TOM, YTo0kl YCTAHISHTE COOTEETCTEVALWME M HEODXOIMMEIS BERXHHE 1 HHMHAE
TEXHONOTWHBCKME DIPEHWHEHNA, 8 THEME OHWIAEMLIE HOPMANLHLE paboure yonoBWA. 3TH TEXHONOrMHECHAE O PaHH-
YEHHWA B QUCTATOYHOR CTENEHE MOIB0NRAT HCKMOHWTE COCTOAHME OTHA3E KWNA NPESEnbHEN DERMBOB pabotel OOHMmM vz
cnacoios MoseT SwiTe NOCTROEHHE KDUEOH “rEQMETVHHICTE — NEPOHHOCTEY © CODTEETSTBYHILLMME BHIYENEHBIRA TIHARME-
pamME PEIYNLTATOE CHNENEAHAR, YTO NOMOKET SlDpETe CNTHMAMNLHDE OEHO G0A TAENHHHEIX SEHHLEE TEXHONOIAHECRD
NPOUSCCH.

Heobxopmmo anpegendTs ¥ pEccCMOTRETE BOAMOHHEIE COCTORHMA HEMCNPEBHOCTER W YPOBEHE DEACTEMA B CnyyEe
OTEAZE, HOTOPLIE OEA3LIBAKT GOnblUnE BNMAHME HA NPOLECC (AHANWI COCTORHWA HEWMCNDABHOCTH W BT NOCMEgcTEaR,
BHAMH3 NPHYAH M NCCNEqcTEMR).

[N\ onTaMH3IaUmM9e Npouscca cNEgyeT HononbI0BaThE CTATHCTIHECEH OOCTOISEPHLIE METOOE. THEME HAE OTCEVBAH-
LUME SECNEAMEHTE W CTATWCTHYECKA CINEHHPOBAHHEE SHCTIEDUMEHTEL.

K ocHOoBHEIM Npor3s0qocTBEHHEIM NEREMETREM, NOGNEMAWMM OLEHKS, DTHOCATCA, HO HE OIPEHHHBARTCH TONEKD
MMM, CIE Iy L e

- TEMNEpETYDE:

- QABNEHWEBEKYYM. BENKHER CROPOCTE MEMEHEHHR

- HPEMA MRPOCTOA [NWHERHEA CROPOCTR]

- YPOBHH SHEDMMWHACTOTE |BRCORCHACTOTHARYNETDA3EY KOBER |

- NPEZENE] 2aTAHEM CACTEM YEYNOPHEIHNA KPSLsE Konnaqos.

BwfipaHHee OCHOBHBIE NBPAMETDE 0OrsiHEl ofEcneydears H3 BeINOOE KOHTRONMPYEMOM NROUSCCE NONYYEHHE
CAPLEPHLN CHCTEM ONR CTEDMMMZEUMA H YNAK0BOHHEE CACTERM, OTEEHEHWMY I808HHEIM LHDEETEPMCTHRAM ROHCTRYELWN.
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MpunoxexHnes 04
[cnpaBoYHoE)

CeeneHMA 0 COOTRETCTEMH CCLINOYHLIE MENIYHAPOAHLIX CTAHAAPTOR
MERTOCYAAPCTEOHHLIM CTAHOARTAM

Tabnwua Q4

D BosmadEHRE GOENOHHOTD CrenEme CEOIHRUEHAE | HIW S EHOEAHAE COUTHETETE YR L
WERIYHAPOOHEDID CTARLANTA COOTHATETENA W B ICY A APCTERHHOI STREGRETE
150 116071 — -

* COOTEETCTEYHILWLMA MEXIDCYOSPCTEEHHER CTERHOaPT arcyTorayar. o ero NpMHATHA PEKOMEHOYETCA HCNonk3o-
23T NEPEE00 HA PYCCXEA ALK JAHHOM MERTYHADOLHOM CTaR0ApTE. DdMuyraneHsi NEpeB0n JAHHDIT MERTYHAPOL-
HOPD CTAHQAPTA HEXOOATCR B DegapansHom HHAOPMEUNOHHEN BoHas CTEHGARTOR.
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150 285911505
8 TOmM YHCne anedaTiy 1:2001 +
Mpanoeqws 1:2011)

{Mamaraqme Ne 1, 2094)

IS0 2001 2008 {8 oM Yo
anedaTry 1:2009)

{Mamaranme Ne 1, 2014)
ISQITS 11135:2008

IS0 13486:2003
1B TomM Sucns anedaTry 1:20059)

150 Q0002005

EM BEE-5:20049

EM 868-6:2009

EN 868-5:2009

EN 13785-1+A1:2009

[SF—{10]
mj
AAMIANS] ST 65:2008

DM 58953-T:2010

DiN 58853-B:2010

BuGnuorpadgmna

Paper and board. Sampling {o delemins average quality {(Byrara v kapron. Or-
bop abpaiucs ans onpegsnsHnd CREIHEN KEHECTEE)

Sampling procedures for mspeciion by alinbutas. Parl 1. Sampling schemes in-
dexed by acceplance gualify limit (&AL} for lot-by-lof inspecton [Mpogesype
BEIGOOOHHON KOHTROMR MO KEYNESCTBEHHEM NpUaHaKam. Yacts 1. MNnasel seibo-
PEHHOMD HOHTRONA © YEEIAHMEM MpUEMNENMOrD ypoeqs kaacTea (A0L) gnA no-
CREOOSATENEHOMN KOHTPONA NapTHia]

Quality managemen! systams. Reguiremeanis (CACTEMEl MEHEDKMEHTS KaYe-
crea. TpeGosaHHA)

Stenlization of health care products. Vocabulary (CTEp@nEIgUnmA CAHATARHO-TH-
FHEHKHEGEHE Maaenwl. Cnoeape}

Medical dewcas. Quality management systems. Ragurements for ragulatory
purposes (Maganus meguumHcEre. CHoTemb MEHEHMEHTE ka<acTaa. Tpabo-
BEHUH K PErFNMHEOBEHAH)

Cuality management systems. Fundamentals and vocabulary (Cucrems meHen-
HMEHTE KaYacTER. CHOBHLIE NONDMEHER H CNOBAPE)

FPackaging for temunally sterlized madical devices. Parl 5. Sealable poushes
and reels of porous matenals and plastic film construction. Requirsmenis and
lest meihods (Ynasoska MegMUMHCEAE WA0SNEA, NoONEkaWk: fHAHMWHON CTe-
prEnM3EU9R. MacTe 5. JaneqaTeI2a8M B8 NaKeThl 1 DYNOHL 13 NODWCTEX METEEW-
HI0E W MNECTHECEOR NNEHEN. TpaGoEaHnA M METOs WM TEHKA )

Packaging for terminally stesilizad madical dewvices. Parl 6. Paper for low tem-
peratura sterilization processas {YNAKOBEE MESUUMHCEAR HAOSMAE, NOONEKS LW
HHHHLWHOA CTEpHNNIaUMK. YatTe B, ByMara ons npouscoos HAEOTEMEEDATY -
HEA CTERMANIAUHY. TEEDo2aHNR 1 METOOE HENBITEHWA |

Packaging for tarminally stenlized medical devices. Parl 8. Reusable steriliza-
lion containers for steam sbarilizers conforming o EN 285, Requirements and
lest methods (YNasoeka MeOMUHHCEAE W308NER, NoonesEnps gHMWKONR cTe-
prnMaaua. Macte 8. CTepanu3gumoHHsE KOHTERHS DB MHOMOKRETHOM NpaMe-
HEHWA ONE NapoBex CTEQMNNEATARAR, cooTReTCTEyowWN: EN 285, Tpatoeawns
W METOALI WENBITAHMEA]

Surgical drapes. gowns and clean air suits used a3 medical devices, for patients,
climical staff and equipment. Parl 1. General reguiremsants for manulaciurers,
processors and products {XApyprideckne NoKDEIBANE, HEKMOEH, NNELWW CWHpD-
EMMH DYEAESMH, HOCAOMBIVEMBIE B KEHECTEE MESHLWHOENE 308N, ONR NEg9-
BHTUE, MEOMLMHCKOM nepooHana w ofopygozasus. dacte 1. Otwwe Tpebosa-
HYA GNA 3380008-HAMOTOEMTENEH, NPOWMEBOOHTENSH 1 TOTOBEX MEDENAH )

iMameHenMe Ma 1, Z014)
{HameHsHne Me 1, 2014)

Processing of reusable sungical texfiles for use in health care faciblies {O6pabor-
K MHOMPAS0BLE XHEYPrWHECHHE TEXCTANEHBI KISENMA QMR MCNOMsI0BEHUA B
MESHUMHCEHE YHDEMEHWAX]

Slerlization. Slenle supply. Parl 7. Use of stenlizabion paper, normwovan Wrap-
ping maferial, paper bags and hesl and self-sealable pouches and resls [(Cre-
prndaaUaA. OEBcnadedHs cTEpHNEHGSTH nocTagoy. Yacts 7. MononeaoBadae
CTEpMNHIBUWMOHROR Bymand, HeTEaHOM obepToYHOre MaTEpHana. TEECTMLHEX
MaTEpHanoe, DyMaKHHX MEKETOE 1 JaNEYSTHEIEMBI NMEKETOE M PYFIOHOE]

Starlization, Sterile supply. Part & Logistics of starile meadical devices (Crepana-
1auuA. Dfscne<aHHe CTERHNEHGETA nocTagor Yacts B. NomcTies CTrepursHes
MESHLMHCEHE WISENHA}

16/20

CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-11607-2-2018



https://gostexpert.ru?utm_source=pdf&utm_medium=57113
https://gostexpert.ru/gost/gost-11607-2-2018?utm_source=pdf&utm_medium=57113&utm_term=page

rocT IS0 11607-2—2018

[15] DN SBRE3-5:2000 Sterlization. Slanle supphy. Part 8. Handling of sterilizing containers {Crapunw-
aaumA. U08CNEYSHNE CTERMNEHDCTH NoCTAEnE MacTe 3. MlononsaoeaHws c1epn-
NABEUADHHBIX EOHTEAHEEOE)

[1Z]—[15] (Mamenarme No 1, 2014)

[16] GHTF Sludy Group 3, Precass validation guidance for medical davice manufacturers (GHTF Study Group 3, Pyso-
BOOCTED ¥ NPOLECCY BANHIAUMK ONR WITDTISMTanER MeUMHEKNE HANErEA)

[17] Infermacional Vacabulary of Basic and General Terms in Matrology: 18823, BIPM, IEC, IFCC, 150, IUPAC (Memagy-
HAPOgHER CHOBAQE OCHOBHLE 1 OBWMx TEpMHHOE NO MaTponona: 1983, BIPM, IEC, IFCC, 50, IUPALC. ILUPAPR,
DMLY

11
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YK 615478 73:006.354 MKC 11.080.30 P26 LT

Knio4ease CNoBa: yNakoBska, MegUUMHCKWE MAOenia, PMHWIIHAA CTEPUNN3ALKA, BANWIAUWA, Npouecck dop-
MUPOBAHUA, FepMETH3ALMA, cHopKa

12
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