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Mpeaucnosue

Llenu, OCHOBHbIE MPUHLMMBI U OCHOBHOIM NOPSAAOK NpoBeaeHuss paboT MO MeXrocyaapCTBEHHOM CTaH-
Aaptusauuu yctaHoeneHsl B FTOCT 1.0—2015 «MexrocygapcTBeHHas cuctema ctaHgaptusaummn. OCHOBHbIE
nonoxeHus» u MOCT 1.2—2015 «MexrocyaapcrBeHHas cuctema ctaHgaptusauyun. CtaHaapTbl Mexrocyaap-
CTBEHHbIE, MPaBMna u peKoMeHAaLuMmn N0 MeXxrocyaapcTBEHHON cTaHaapTu3auuu. Mpasuna paspaboTku, npu-
HATUA, 0OHOBNEHUS U OTMEHbI»

CBegeHuA o cTaHaapre

1 NOAIOTOBNEH OOBLwecTBOM C OrpaHUYeHHON OTBETCTBEHHOCTLIO «[onoH Hayka u TexHonorum»
(OO0 «[1ornoH Hayka n TexHonornu») Ha 0CHOBE OpMLUManbLHOro NepeBosa Ha PYCCKUIA S3bIK aHrNOA3bIYHON
BEPCUU YKa3aHHOrO B NyHKTe 5 cTaHaapTa, KoTopbli BeinonHeH ®IyT « CTAHOAPTUH®OPM»

2 BHECEH ®eaepanbHbiM areHTCTBOM MO TEXHUYECKOMY PErynMpoBaHuio U METPONOrun

3 MPUHAT MexrocyaapCTBeHHbIM COBETOM NO CTaHAapTusauuu, METponorum u ceprtudukauyum
(npotokon ot 27 uioHa 2018 r. Ne 53-2018)

3a npuHATHE Nporonocosanu:

KpaTkoe HaumeHoBaHue CTpaHbI Koa, CTpaHbl Mo MK CoKpalleHHoe HauMeHoBaHue HaUuWoHanNeHoro opraHa
no MK (MCO 3166) 004—97 (UCO 3166) 004—97 no ctaHaapTU3auun
Benapyck BY locctangapt Pecnybnuku Benapych
Kupruauns KG Kelprelactangapt
KasaxcTaH Kz locctaHgapt Pecnybnuku KasaxcraH
Poccust RU PocctaHpapt
TagXukuctaH TJ TagxukcTaHgapT
YabekuctaH uz YactaHaapt

4 TMpukasom PegepansHOro areHTCTBa N0 TEXHMYECKOMY PErynMpoBaHuio u Mmetponorum ot 30 aBrycra
2018 1. Ne 547-cT mexxrocygapcteHHbin ctaHgapt MOCT ISO 11607-2—2018 BBeaeH B AENCTBUE B Ka4eCcTBe
HauMoHanbHOro craHgapra Poccunckon degepauynm ¢ 1 anpensa 2019 r.

5 Hactoswmn ctaHgapT uaeHTuydeH mexayHapogHomy ctangapty I1ISO 11607-2:2006 «YnakoBka aAns
MEAULMHCKUX U3Aenui, noanexawmx MGUHULLHONK cTepunu3auumn. Yacrte 2. TpeboBaHusA K Banuaaummu npo-
ueccoB hopMupoBaHusa, repmeTusauum u cbopkuy («Packaging for terminally sterilized medical devices.
Part 2. Validation requirements for forming, sealing and assembly processes», IDT), Bknio4yass usmeHeHue
Amd.1:2014.

M3MeHeHusa Kk HaCToALWEMY CTaHAapTy, NPUHATbIE Nocne ero oduuuansHON Nyoénukauumu, BHECEHbI
B TEKCT HaCTOALLEro ctaHgapTa u BblaeneHbl ABOMHON BEPTUKANBLHON NMUHUEN, PACMNONOXXEHHOW HA NONSX OT
COOTBETCTBYIOLLErO TEKCTA, a 0603HAUYEHME U ToJ NPUHATUSE UBMEHEHUS NPUBEAEHbl B CKOOKaxX nocne coor-
BETCTBYIOLLEro TEeKCTa.

MexxgyHapogHsbli ctaHgapT paspaboraH TexHudeckum komuterom ISO/TC 198 «Crepunusauus meau-
LUMHCKUX nsgenuii» MexayHapoaHoi opraHmsauum no craHgaprusauguu (1ISO).

OdmumanbHble 3K3eMNNAPbl MEXAYHAPOAHOro CTaHAAapTa, Ha OCHOBE KOTOPOro NOAroTOBMEH HAaCTOS-
LM CTaHdapT, M MexayHapoAHble CTaH4apTbl, HA KOTOPbIE AaHbl CCbINKM, UMEeKOTCA B degepanbHOM UHAOP-
MaLMOHHOM (pOHIE.

Mpu NpUMEHEHNM HaCTOALLEro cTaHaapTa PeKOMEeHAYETCS UCMONb30BaTb BMECTO CCbINMOYHbIX MEXay-
HapOoAHbIX CTAHAAPTOB COOTBETCTBYIOLUME UM MEXTOCYAAaPCTBEHHBIE CTAHAAPTbI, CBEAEHUS O KOTOPLIX Npu-
BeEHbl B JONOMHUTENbHOM Npunoxenun OA

6 BBEAEH BMNEPBbIE
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UHbopmayus 06 usMeHeHUsX K Hacmosuiemy cman0apmy nybnukyemcs 8 exxee00HOM UHOPMaULUOH-
HOM yKkasamerne «HayuoranbHbie cmaH0apmbl», @ MeKem U3MEHEeHUU U rnornpasoK — 8 eXXeMECAYHOM UH-
hopmayUuoHHOM yKasamerne «HayuoHanbHbie cmaHdapmbiy». B criydae nepecmompa (3aMeHbl) unu OmmeHbl
Hacmosuweao cmaHdapma coomsememeyiouiee yesedomneHue bydem onybrnuKkoeaHo 8 eXeMeCAYHOM UH-
¢hopmayuoHHOM yKadamerne «HayuoHanbHble cmaHOapmbiy. Coomeemcemeyrowas uHgopmayus, yeedom-
JIeHUe U MeKcmMbl pa3mewjaromces makxe 8 UHgopMauyuoHHOU cucmeme obujeao Mnosib308aHuss — Ha ou-
yuanbHom calime ®eldepasibHO20 a2eHmemea rno MexHUYECKOMY PeaynuposaHuro U Memponoauu e cemu
UHmepHem (www.gost.ru)

© ISO, 2006 — Bce npaBa coxpaHsatoTcA
© CraHpaptuHdopm, opopmneHune, 2018

B Poccuiickon degepaumm HaCTOALWMIA CTAHAAPT HE MOXET ObITb NONHOCTLIO UM YaCTUYHO BOCNPOU3-
BeEH, TUPaXXMPOBAH U PacnpoCTPaHeH B KAYeCTBe oulmansHOro u3ganus 6e3 paspeweHusa degepansHoro
areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUIO U METPONOrUU
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BBeneHue

MeauumHckue usgenmsa 4omkHbl ObiTb CKOHCTPYMPOBAHBI, U3FOTOBIEHLI M YNAKOBaHbl TakMM 00pasom,
4yTOObI MOXHO ObINO 06ecneYnTe UX CTEPUNLHOCTL NPU peann3aLun U COXPaHNATb 3Ty CTEPUNBHOCTbL B YCNO-
BUSIX JOKYMEHTUPOBAHHOW NpOLEeAYPbl XpaHEHUS U TPAHCNOPTMPOBAaHUS, Noka 6apbepHasa cucrema ans cre-
punusaumm OCTaeTCcs HeNnoBpPEXAEHHOW UIN 3aKpbITOW. Kpome Toro, MeauumMHcKkue U3fenus, nocrasnsembie
B COCTOAHUU CTEPUNBbHOCTU, AOSMKHbI ObITb U3rOTOBMNEHDbI U CTEepUNM3oBaHbl B COOTBETCTBUM C BanuaupoBaH-
HbIM METO/ZIOM.

OpHow u3 Haubonee BaXKHbIX XapakTepucTuk GapbepHON CUCTEMBI ANsi CTEPUNU3ALIUM U YNAKOBOYHON
CUCTEMbI ANS CTEPUNbHBIX MEAULMHCKUX U3 ENWIi BNSETCA rapaHTUs NOAAEPKaHWS CTePUIBHOCTH.

Paspabotka u Banuaaums NpoLEeCCOB YNaKOBbIBAHUS SIBRSIOTCS onpeaensiowyumu B obecnevyennm e-
NOCTHOCTU BapbEPHOI CUCTEMDI, KOTOPAsi COXPAHSIETCA A0 TEX NOp, NoKa NoTpebuTenu CTepuribHbLIX Meau-
LIMHCKMX U3OENUIN HE OTKPOIOT UX.

HomkHa ObITb co3gana nporpamMmma JOKyMEHTUPOBaHUA NpoLecca Banuaauum, AeMOHCTpUpYioLLas ad-
(heKTUBHOCTL ¥ BOCNPOU3BOAMMOCTb BCEX NPOLIECCOB CTEPUNU3ALIMK M yNakoBbIBaHWA. Hapaay ¢ npoueccom
cTepunusauum K onepaumuam no ynakoBbIBAHUIO, KOTOPbIE MOMYT 0Ka3aTb BAIMSAHWE HA LIENOCTHOCTb Bapbep-
HOI CUCTEMBI, OTHOCATCA (DOPMUPOBAHUE, CKIIEMBAHME, YKYNOPUBAHUE KOMNAYKaMu UM APYrMMu cCUCTEMamu
3aKpblBaHus, oBpesaHue u obcnyxmeaHue. HacTosiumii ctTaHaapT yCTaHaBNUBAET rPaHULIbI JAHHONW AeATeNb-
HOCTU U TpeboBaHuA K pazpaboTke M Banuaauum nNpoLecca Npou3BoACTBA U COOPKU YNAKOBOYHON CUCTEMBI.
ISO 11607-1 1 HacTosIWMIA CTaHAapT pa3paboTaHbl B COOTBETCTBUM C OCHOBOMONAraloWmmMmu TpeboBaHnaMm
€BPONENCKMX AUPEKTUB, KACAIOLLMXCA MEAULIMHCKMX U3AENUNA.

OOHUM 13 CYLLECTBEHHbIX NPENATCTBUMA ANSA rapMOHU3aLMKU ABNAETCA TEPMUHONOMMSA. TEPMUHBI «yna-
KOBKa», «KKOHEYHas ynaKkoBKa», «KKOHEYHasA Tapay, «NepBUYHAs Tapay U «NepBUYHas ynakoBKkay no-pasHomy
TPaKTYIOTCS B pasHblX CTpaHax, U BbIGOp OAHOIO U3 3TUX TEPMUHOB KaK OCHOBbI ANsi FAPMOHM3aLNUN C HACTOSA-
UMM cTaHaapToM siBuncst 6apbepoM A4rs yCNeLHoro 3aBepLueHus ero paspabotku. B pesynsrare 6bin BBeaeH
TepMuH «BapbepHas cuctema Ans CTepunusauumn» Ans onuCaHus MUHUMANbLHON YyNakoBKU, HEOOXOAUMOW
ANs BbINOMNHEHUs1 0cobbix TpeboBaHWii, NpeabsABAsSEeMbIX K MEAULMHCKON YNAaKOBKe, a UMEHHO: obecneve-
HWE YCNOBMIi ANA NPOBEAEHUS CTEPUNN3aLIUMK, CO3[aHME NpUemMneMoro MMkpobHoro 6apbepa u cobniogeHue
aCcenTUYECKMX CBOWCTB. «3alUUTHas yrnakoBKa» NpeaoxpaHsAeT GapbepHylo CUCTEMY Ans CTEpUnu3auum, u
BMECTe OHM 06pasyloT ynakoBOYHYO cuctemy. «MpeaBaputenbHo oT(OPMOBaHHbIE BapbepHbIE CUCTEMbI»
MOTYT BKIOYaTh Mobble YaCTU 3TOW CUCTEMbI, HANPUMED calle, NAKeThl, 3aneYaTbiBaeMble C NOMOLLBIO 3TU-
KeTku, nepernbaemoit nononam, KaTyLuku s HAMOTKU YNaKOBOYHOM NAEHKN, NPUMEHsieMble B BONbHULIAX.

BapbepHas cuctema BaxHa ansa obecnevyeHus 6€30NacHOCTU MEAULMHCKMX u3aenuin B npouecce u-
HULLHOW CTepunu3auun. PernameHTUpyIoLLMe OpraHbl NPU3HAIOT BaXHYIO PONb 6apbepHbIX CUCTEM ANS CTepU-
nu3aumu, paccMaTpuBas X Kak BCIOMOraTenbHoe CpeacTBO UIM KOMNOHEHT MEeANLIMHCKOTO U3enus.

MpeasapuTenbHO 0T(hopMOBaHHbIE BapbepHbIe CUCTEMDI, KOTOPbIE 3aKynaloT MEeAULMHCKME yupexae-
HUSA AN UCMONb3OBAHUSA B NPOLIECCE BHYTPEHHEN CTEPUNU3aLMu, MPU3HaIOTCA MEANLIMHCKUMU U3IENNSAMMN BO
MHOFMX 4acTAX CBETA.



rOCTISO 11607-2—2018

M E X T OCUY0AUPTCTHBETUHTUHUB 1 C TAHAOAUPT

YNAKOBKA AnA MEAULIMHCKUX U3OENUNA,
noaneEXxAwWnx oMHUWHOU CTEPUIUSALIMA

YHactb 2
TpeboBaHuA K Banuaauum npoueccoB (OpMUPOBaAHUSA, FepMeTU3aLUmn U COOPKU

Packaging for terminally sterilized medical devices.
Part 2. Validation requirements for forming, sealing and assembly processes

Hara BBegeHnsa — 2019—04—01

1 O6bnactb NpUMeHeHusA

HacroAwmin craHpapT yctaHaBnueaeT TpeboBaHusa k pa3paboTke n Banuaauumu npoueccoB ynakoBbIBa-
HUS MEAMLMHCKUX U3AENUIA, NoAnexalumx (PUHULIHOW cTepunu3auun. STU NPOLECCHI BKOYAOT POpMUpPOo-
BaHuWe, ykynopuesaHue n cOopky npeaBaputenbHO OTOPMOBAHHbLIX BapbepHbIX CUCTEM ANS CTepunu3aLuu,
BapbepHbIX CUCTEM AN CTEPUNM3aLMM U YNIAKOBOYHbIX CUCTEM.

Hactoswuii ctaHAapT NPUMEHAETCH B MPOMbILLAEHHOCTU, MEAULIMHCKUX YUPEXAEHUAX U B MecTax yna-
KOBbIBaHNA U cTepunusaunun MmeguymnHCKux VI3,£I,eJ'Il/Il7I.

Hacrosawumi crangapt Bknoyaet He Bce TpeboBaHNS K YNAKOBbIBAHUIO MEAULIMHCKUX U34ENNIA, M3roTOB-
NEeHHbIX B acenTn4yeCcknx ycroBusax. ,D,OFIOJ’IHI/ITeJ'IbeIe Tp860BaHVIﬂ MOryT ObITb YCTaHOBNEHbI ANA KOMMNIEK-
COB NnekapcTBo/u3genue.

2 HopmaTuBHbIe CCbINIKU

B HacTosLeM ctaHaapTe Mcnonb30BaHbl HOPMATUBHLIE CCbINKKU HA CneayloLmne MexayHapoaHble CTaH-
Japtel. Ana 4aTtupoBaHHbIX CCbINOK UCMOMb3YOT TONLKO YKA3aHHYIO B CCbINIKe peaakuuio. [na HeaaTupoBaH-
HbIX CCbIMTOK MCNOMNb3YIOT MOCNEAHIO PEAAKLMIO AOKYMEHTA, HA KOTOPbIA AAHA CCbiMKa, BKMOYas niodbie
OOMOMHEHUs1, USMEHEHUS U NMONPAaBKM.

1ISO 11607-1 Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems (YnakoBka Ansg MEAULMHCKUX U3AENUIA, NogNexawmx puHULL-
HOW cTepunu3sauun. Yactb 1. TpeboBaHua k matepuanam, 6apbepHbiM CUCTEMaM ANA CTepunusaumm u yna-
KOBOYHbLIM CUCTEMAM)

3 TepMuHbI N onpeaeneHus

B HacToALeM cTaHaapTe NPUMEHEHbI CReayoLmMe TePMUHbI G COOTBETCTBYIOLLIMMU ONpeaeneHnsMu:

3.1 cpok rogHocTu (expiry date): YkasaHue gatbl, 4O HACTYNSIEHMA KOTOPOW MPOAYKT CrneayeT Nenosb-
30Bathb (rog u mecau).

3.2

aTTectaumsa moHTaxa (IQ) (installation qualification, 1Q): Mpouecc nony4YeHns u JOKYMEHTUPOBAHUSA
CBUAETENLCTBA TOro, YTO 060pyAOBaHME ObINO NOCTABNEHO U YCTAaHOBMEHO B COOTBETCTBUM C NPEALSBIS-
eMbIMu TpeboBaHUAMM.

[ISO/TS 11139:2006]

M3paHue ochuumanbHoe
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3.3 mapkupoBka (labelling): 3TukeTka ¢ MMCbMEHHBIM, NEYaTHbIM, SMEKTPOHHBLIM UITU rpaddu4EckuM 0To-
OpakeHMeM AaHHbIX, MPUKpennsaeMas K MeauuMHCKOMY U3AENUIO UIU YNIAKOBOYHON CUCTEME UnKu npunarae-
Masi B Ka4eCcTBe COMNpPOBOAMTENbHOIO JOKYMEHTA.

MpumeyaHune — MapKVIpOBKa COAEPXNT NAEHTUPUKaLUIo, TEXHUYECKOE onucaHue u cnoco6 ApUMEeHeHnA
MeAUUMHCKOro n3genua, Ho UCKnoYaeT ToBapoconpoBogUTeENbHbIE JOKYMEHTHI.
34

arrectauusa dyHkumoHupoBanus (OQ) (operational qualification, OQ): lNpouecc nony4eHua u ao-
KYMEHTUPOBaHWA CBUAETENbCTBA TOr0, YTO YCTAHOBNEHHOE 000pyaoBaHUe (hyHKLMOHUPYET B YCTAHOBMEH-
HbIX Npegenax, eCrnm UCMNonb3yeTcs B COOTBETCTBUU C TEXHONOMMYECKMMM ONEpaLMSMU.

[ISO/TS 11139:2006]

3.5

ynakoBoYHas cuctema (packaging system): Coyeranme 6apbepHOi CUCTEMbI U 3aLLUTHON YNAKOBKM.
[ISO/TS 11139:2006]

36

atrectauua akcnnyartauum (PQ) (performance qualification, PQ): MNpouecc nony4yeHus u AOKyMEHTU-
poBaHUA CBUAETENLCTBA TOrO, YTO 0O0PY0BAHUE NMOCNE YCTAHOBKU U PabOThI COMMAcHO TEXHONOTUYECKUM
onepauusam nocrnesoBarenbHO PyHKLMOHUPYET B COOTBETCTBMU C YCTAHOBEHHBLIMU KPUTEPUSIMU U, TAKUM
06pasoM, BbINyCKaEeT NpoAYKLMIO, OTBEYAIOLLYIO NPEAbABNSIEMbIM TPEOOBAHUAM.

[[SO/TS 11139:2006]

3.7

npenBapuTenbHO cchopMupoBaHHas 6apbepHas cuctema ansa crepunusauum (preformed sterile
barrier system): BapbepHas cuctema ansa crepunusanum, KOTopas NOCTaBNAETCA YaCTUYHO COOpaHHOM Ans
HamnoNHEeHNA U OKOHYATENIbHOTO 3aKPbITUS UM YKYMOPUBAHUS.

Mpumep — Cauwe, 6yMaxHble NaKemsl U OMKPLIMbIe MHO20pa308bie YNaKoeKU.

[ISO/TS 11139:2006]

3.8 paspaborka npouecca (process development): YCTaHOBNEHWE HOMMUHANBLHBLIX 3HAYEHUA M
npeaena(oB) AN OCHOBHbIX MPOM3BOACTBEHHbLIX NapaMeTpoB.
3.9

npoaykt (product): Pesynbrar npouecca.
[ISO 9000:2005]

MpumevyaHne — [ns oGecneveHunsi CTaHAaPTOB CTepUNU3aLMK NPOAYKT SBISETCS BELLECTBEHHLIM MaTepua-
NOM, K HeMY OTHOCATCSI Cblpbe, MPOMEXYTOUHbIA NPoAYKT, c6opoyHas eAMHULA U MEAUKO-CaHUTapHLIe ToBapb!.

[ISO/TS 11139:2006]

(NsmeHeHne Ne 1, 2014)
3.10

s3awmTHaa ynakoBka (protective packaging): KombuHauma marepuanos, cnocofcTeyowas npegot-
BPALLEHWNIO NOBPEXAEHUS CTEPUITLHON BapbepPHON CUCTEMbI U €€ COAEPKUMOro C MOMEHTa COOPKM U A0
MecTa UCNOoNb30BaHUA.

[ISO/TS 11139:2006]

3.11 noBTopsieMocThb (repeatability): TOUHOCTb COOTBETCTBUA MEXAY pedynsraramu nocnegoBartesb-
HbIX U3MEPEHMI OHOTO U TOTO Xe ONPeAEneHHOro KoNMYecTBa, MOANEXaLlero usMepeHuto (MamepsiemMas Be-
NUYNHA), KOTOPOE NPOBOAUTCS B OOHUX U TEX XKE YCIOBUAX.

n pumMedaHune 1—3mu YCNnoBUA Ha3bIBakOT YyCIIOBUAMU MOBTOPAEMOCTHU.

MpumevaHne 2— YCroBus NOBTOPSAEMOCTM MOTYT BKITOYaTL CriegytoLee:

- OfHY U Ty K& METOAUKY U3MepeHNs;

- OBHOrO W TOro Xe aKcnepTa;

- OAWH U TOT e U3MEepPUTENbHbIA MHCTPYMEHT, KOTOPLIA UCMOMB3YIOT B O4HUX M TEX Xe YCIOBUSX;
- OfHO 1 TO K& MeCTO NPOoBefeHUs USMEePEHUS;

- MOBTOpPEHWe Yepea KOPOTKUIA MPOMEXYTOK BPeMEHM.
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MpuMmevyaHne 3 — lMoBTOPAEMOCTb MOXET ObiTb BbipaXeHa KONMUYECTBEHHO HA OCHOBAHUU JUCNEPCUOHHBIX
XapaKTepUCTUK pesysTaToB.

MpumMmevyaHune 4 — TepMmuH npuseaeH B MexayHapoAHOM CrioBape OCHOBHbIX U OGLLMX TEPMUHOB B obnactu
meTponoruun, 1993, onpefenexue 3.6.

3.12 BocnpoussogumocTb (reproducibility): TOMHOCTE COOTBETCTBUSA MEXAY pe3ynbraramu MamepeHumn
OZHOTO M TOTO Xe ONpeAeneHHOro KONUYECTBAa, NOANEXALLETO M3MEPEHUIO (M3MepsaemMast BENUUUHA), KOTOpoe
NPOBOAMUTCA B USMEHSIOLLIUXCSH YCNOBUSX.

MpumevyaHue 1 — [Ana obocHoBaHHOrO 3asBMEeHUS BOCNPOU3BOAUMOCTN HeobxoauMbl TpeboBaHNA Ha U3Me-
HeHWe ycnoBuii.

MpuMmevyaHne 2 — KU3MEHAIOWMUMCS YCNOBUAM MOXHO OTHOCUTD:
- MPUHLMM U3MepeHus,

- M€TOf U3MepeHus;

- CMEHy aKcnepTa;

- W3MepUTenbHbIA NHCTPYMEHT,

- cTaHAapTHeI obpasel;

- MeCTO NpOBEAEHNS UIMEPEHUS;

- YCNOBMWS NPUMEHEeHUs;

- BpeMs.

n puMedaHKne 3 — BOCI'IpOM3BOAI/IMOCTb MOXeT 6bITb BblpaXXeHa Konn4yectBeHHO Ha OCHOBaHUU AUCNEPCUOH-
HbIX XapaKTepUCTUK pesyNibTaToB.

MpumevyaHune 4 — TepMUH 3aUMCTBOBaH U3 MexayHapOAHOrO CflIoBapsi OCHOBHBIX U 0BLLMX TepMUHOB B 06-
nactu meTponoruun, 1993, onpeaenexHue 3.7.

3.13 MHOropasoBas ynakoBka (reusable container): >Kecrkas 6apbepHas cucrema ans crepunmsaumm,
KOTOPYIO MOXHO MCMNONb30BaTbCA MHOTOKPATHO.
3.14

6apbepHana cuctema ana crepunusauum (sterile barrier system): MuHuMmansHas ynakoeka, kotopas
NpensiTCTBYET NPOHUKHOBEHUIO MUKPOOPTraHM3MOB M NO3BONAET NPOAEMOHCTPUPOBATL ACENTUYECKUE CBOM-
CTBa NpOAYKTa B MECTE €ro NPUMEHEHUSA.

[ISO/TS 11139:2006]

3.15 cTepunbHas ynakoBka Ana nposoaHuka xuakoctu (sterile fluid-path packaging): Cucrema 3a-
LMTHOW OBOMOYKM ANA NPOBOAHUKA XMAKOCTM W/MAM YyNakKoBKW, NpeaHasHavyeHHan ana obecneyeHuns cre-
PUNbHOCTM YaCcTU MEAULIMHCKOTO U3AENNS, KOHTaKTUPYIOLWEN C XXMAKOCTAMM.

MpumeyaHue — [llpUMepoM CTepunbHOW YNakoBKU ANS NPOBOAHUKA XWAKOCTU MOXET CNYXWUTb BHYTPEHHSS
YyacTb TpyOOoK A1 BBEAEHUSI BHYTPUBEHHOW XUAKOCTH.

3.16 Banupauua (validation): [lokymeHTUpOBaHHAA npoueaypa Noay4eHus, 3anucu u nHTepnpeTauum
pe3ynsTaTtoB, HEOOX0AUMBIX ANl MOATBEPXAESHUA TOro, YTO NPOLIECC HEM3MEHHO AAaeT NpoAyKUMUIO, COOTBET-
CTBYIOLLYIO 381aHHbIM TPEOOBaHUAM.

MpumevyaHne — TepmuH 3aumcTBoBaH U3 ISO/TS 11139:2006.

4 Obwme TpeboBaHuA

4.1 CucrtemMbl KayecTBa

4.1.1 JesatenbHOCTb, ONUCbIBAEMAA B HACTOALLEM CTaHAAPTE, A0SMKHA OCYLLECTBATLCA B pamKax ogu-
LI,VIaJ'IbHOVI CUCTEMbI Ka4ecTBa.

MpumevyaHue — ISO 9001 un ISO 13485 cogepxaT TpeboBaHUSA K COOTBETCTBYIOWUM CUCTEMaM KaqecTBa.
CTpaHbl UK PErMOHBI MOTYT CaMOCTOSITENIBHO YCTAHOBUTL AONONHUTENBHbIE NNaHbl BEIGOPOYHOrO KOHTPONS.

4.1.2 He ponxHo ObITb HEOBGX0AUMOCTU B NPOBEASHUU CepTUbUKaLMM CUCTEMbI Ka4ecTBa TPETLEN CTO-
POHOW ANs BbINONHEHMA TpeOOBaHMA HACTOALWEro cTaHgapra.
(N3meHeHne Ne 1, 2014)
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4.1.3 MegnumuHCKue yupexxaeHust 40KHbl paccMaTpuBarb UCNONb30BaHUE CUCTEMbI KayecTBa, Tpebye-
MOIA B KOHKPETHOW CTPaHe Unmn onpeaeneHHOM PErmoHe.
(UsmeHeHue Ne 1, 2014)

4.2 OTO60p ObOpasuoB

MnaHbl BIGOPOYHOIO KOHTPONS, NPUMEHsIEMbIE ANA 0TGOpPa U UCTILITAHUS YNAKOBOUYHbIX CUCTEM, [10IK-
Hbl BbITb MPUMEHUMBI K OLlEHUBaeMOMY npouieccy. MnaHbl BLIGOPOHHOTO KOHTPONSA AOSMKHLI ObITb CTaTUCTUYE-
CKM 060CHOBaHHBIMU.

MpumevyaHune — [puMepbl COOTBETCTBYIOLLMUX NAHOB BEIGOPOHHOrO KOHTPONA NpuseaeHsbl B ISO 2859-1 nnu
ISO 186. CTpaHbl UfM permoHbl caMn MOTYT YCTaHOBUTL JONONHUTENBHBIE NNaHbl BLIGOPOYHOMO KOHTPONSI.

4.3 Metoab! UCNbITaHMA

4.3.1 Bce MeTOoabl UCMBITAHUSA, NPUMEHSAEMbIE ANS AEMOHCTpaUuU COOTBETCTBUA C HACTOALLUM CTaH-
[apTOM, AOMKHbI ObITb BaNUAMPOBAHbI U JOKYMEHTUPOBAHbI.

Mpumevyanue — BISO 11607-1 (npunoxeHue B) npusefeH nepeveHb METOA0B UCTbITAHNA.

4.3.2 Banugauus mMeToza UCMbLITaHUS A0IDKHA NOATBEPAUTL NPUFOAHOCTL MCMONb3yemMoro Metoaa. Ans
3T0ro HeobxoAUMO caenarb creayioLlee:

- 06ocHoBaTb BLIOOP COOTBETCTBYIOLIMX METOAOB UCTbITAHWA YNAKOBOYHBIX CUCTEM;

- YCTaHOBUTb KPUTEPHUN NPUEMKU.

MpumMevyaHue — [lpoLuno ycnelwHO/OKOHYUNOCE HeyAa4eild — BN KpUTEpUS NPUEMKN,

- onpeaenuTb NOBTOPSEMOCTb METOAA UCTIbITAHUS,

- onpeaenuTb BOCMPOU3BOAUMOCTbL METOAA UCMLITAHUS;

- YCTaHOBUTb YyBCTBUTENbLHOCTL METOAA ANA UCTILITAHNA LENOCTHOCTY.

4.3.3 Ecnu B MeTOoAAaX UCMLITAHUSA HE YCTAHOBMNEHO MHOE, 06pasLibl ANA UCNbITAHUA AOMKHbBI NPOXOAUTL KOH-
AnunoHupoBaHue npu Temneparype (23 + 1) °C u otHocutensHoM BnaxHocTu (50 £ 2) % B Te4eHne 24 4 MUHUMYM.

4.4 NokymeHTauus

4.4.1 MoaTeBepxaeHne coOTBETCTBUA TpeOOBaHUAM HACTOALIEro CTaHAapTa AOIDKHO ObiTb AOKYMEH-
TanbHO 0POpPMNEHO.

4.4.2 Bce AOKYMEHTbI CneayeT XpaHuTb YCTaHOBMEHHbIM nepuoa epemMeHu. Npu onpegeneHun cpoka
XpaHeHUs1 AOKYMEHTOB CreyeT yuuTbiBaTbh Takue hakTopbl, kak TpeboBaHMs pernaMeHToB, CPOK rof4HOCTU
U NPOCNEXNBAEMOCTb NMPUYMH OTKA30B MeAULMHCKUX U3LENnii unm 6apbepHOii CUCTEMBI AMA CTEPUNU3aLun.

4.4.3 B 10KYMEHTbI COOTBETCTBUS TPeBOBaAHWAM MOTYT ObiTb BKMKOYEHBI, HO HE OTPAHUYEHbI 3TUM, JKC-
nnyataumoHHbIE AaHHbIE, TEXHUYECKUE YCNOBUA U PE3YNbTaThl BANMAUPOBAHHLIX METO0B UCNLITAHWUM, a Tak-
e NPOTOKOMbI U pesynerathl [Q, 0OQ, PQ.

4.4.4 3neKTPOHHbIE 3aMUCU, 3MeKTPOHHbIE U COOCTBEHHOPYYHbIE MOAMMUCU, UCNIONTHEHHBIE B 9NEKTPOH-
HbIX 3anMUCcsX, KOTOPbIE CNOCOBCTRYIOT Banuaauuu, NPOU3BOACTBEHHbIA KOHTPOrMb UK Apyrue npouecchl npu-
HATUSI PELLIEHUI NO KAYeCTBY AOMKHbI ObITb HAAEXHBIMMU.

5 Banugauus npoueccoB yrnakoBbIBaHUSA

5.1 O6wme TpeGoBaHUA

5.1.1 MNpeaBapuTenbHO 0THOPMOBaHHbIE BapbepHbIE CUCTEMBI ANS CTEPUMM3ALMM 1 NPOLECCHI MPOU3-
BOACTBA BapbepHOIi CMCTEMBI MOANEeXaT Banuaauuu.

Mpumepbl TakMx NPOLECCOB BKIIOYAKOT, HO HE OrPaHNYNBAIOTCA TOMbKO STUM:
hopMHUPOBAHKE XKECTKUX U TMBKUX BrncTepos;
(hOopMMpPOBaHME U CKNEMBAHUE calle, PYrOHOB UMK NaKeToB;
aBTOMAaTU3MPOBaHHbLIE NPOLECCHI (POPMUPOBAHUA/HANONMHEHUS/CKNEUBAHUS;
y3rnoByto COOPKy 1 0BepTbiBaHuE;
cOOpKy CTEPUIbHBIX U3AENUIA ANa NPOBOAHUKA XXMAKOCTH;
rEPMETM3ALMIO KIOBETBI/KPbILLKH;
- HanomnHeHue W YKynopusaHue MHOropasoBoii YNaKkoBKMK;
cknagbiBaHue n o6epThIBAHWE NIEHKOW ANA CTEpUnM3aLuu.
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5.1.2 MNpouecc Banuaauumn JOMKEH BKIOYaTb, KaK MUHUMYM, crieayiolme CTagun: attecrauymio MoHTa-
Xa, arTectauunio yHKLUMOHUPOBAHUSA U aTTecTaumio aKkennyarauum.

5.1.3 Paspabotky npouecca, xota hopmarnbHO OHa U He SAABNSIETCA YacTblo Nnpouecca sanuaauuu, cne-
AyeT paccMaTpuBaTb Kak HEOTbEMITEMYIO YacTb POPMUPOBAHUA U 3anedaTthbiBaHUA (CM. NPUNOXEHNE A).

5.1.4 Banngauuio nmeroLeinca npogaykumm MOXXHO NPOBOAUTE HA OCHOBE AAHHbIX O NpeablayLuen aTTe-
cTauuyM MOHTaXKa U arrectauun PyHKLMOHUPOBAHUA. 3TN AAHHbIE MOXHO UCMOMb30BAaTh ANA ONpeaeneHus
[JOMyCKOB Ha OCHOBHbIE NapaMeTPbl.

5.1.5 Mocne Banuaauum NPOLECCOB NPOU3BOACTBA NPeABaAPUTENBHO OTHOPMOBAHHBIX 6apbePHbIX Cu-
cTem u GapbepHOI CUCTEMBI ANA CTEpUnU3aumn HeobxoanMo JOKYMeHTanbLHo opopMuTb 060CHOBaHKUE AnA
yCTaHOBMNEHUA Nogobus n naeHTudukaumm KoHdurypaumm B pacHeTe no Hauxyalemy BapuaHnTty. Kak MuHu-
MyM, HE0OX04MMO NPOBOAUTL BanuAaLmMio KOHUIypaLum B pacyeTe No HauxXyaLIemMy BapuaHTy Ans ycTaHoB-
NeHns COOTBETCTBUA C HACTOSALLMM CTaHAAPTOM.

MpumedaHue — Tlogobue MoxeT ObiTb YCTAHOBIIEHO MO Pa3HLIM pasMepam npegBapuTensHO 0THopMoBaH-
HbIX BapbepHbIX CUCTEM.

5.2 AtTecTaumsa MOHTaxa IQ

5.2.1 HeobxoanMmo NnpoBOAUTL aTTECTALMIO MOHTaXA.

HexoTopbie 060CHOBaHMA ANS NPOBEAEHMS aTTecTalum MOHTaxa:

- KOHCTPYKTUBHbIE 0CODEHHOCTU 060pYAOBaHUS;

- YCIOBUSI YCTAHOBKW, TAKME KaK MOHTaXX NEKTPOMPOBOAKM, UHXXEHEPHbIE CETU, (PYHKLIMOHANBHOCTL U T. A4.;

- mepbl obecneyeHus 6e30MacHOCTH;

- obopyaoBaHue, paboTaroLuee B YyCTAaHOBIEHHbIX KOHCTPYKTUBHBIX NapameTpax;

- AOKYMEHTaLuMA NoCTaBLUuKa, pacneyaTku, YepTexu u pyKoBOACTBA;

- NepeyvHu 3anyacren;

- Banuaauusa nporpamMmmHOro obecneveHus;

- YCNOBUS OKPY>KaloLLen cpeabl, Takue Kak YUCToTa, Temneparypa, BNaXHOCTb;

- OOKYMEHTUPOBaHHOE 0By4eHne oneparopa;

- PYKOBOACTBO MO SKCMNyaTaumm unm MeToamka.

5.2.2 [lomkHbl ObITb ONpeaeneHbl 0CHOBHbIE NAPaMETPbI Npouecca.

5.2.3 NMoagnexar NOCTOAHHOMY KOHTPOSIIO U MOHUTOPUHTY OCHOBHbIE NapaMeTpbl NpoLiecca.

5.2.4 CurHanbHble YCTPOICTBA, CUCTEMBI OMOBELLEHUS UMW BLIKMIOYATENW CTAHKOB JOIDKHbI ObiTh NpU-
BeAEHbI B AEMCTBUE B Cryyae NPEeBbILLEHNS YCTAHOBMNEHHbIX NPEAenoB OCHOBHbIX NapaMeTpoB npoLecca.

5.2.5 OCHOBHbIE MHCTPYMEHTbI, JaT4YUKU, KOHTPOMNEpPbl U T. 4. A0MKHbI ObITb CEpTM(ULIMPOBAHBI Kak
npoLleiume KanmbpoBKy, U AOIKEH ObITb COCTaBNEH NMCbMEHHbIN rpadmk kanubposku. Kanubposky cneayet
nNpoBOAUTL A10 U NMOCHE aTTecTaummn aKCnyarauuu.

5.2.6 [lomkHbl ObITh YCTAHOBMNEHbI MMCbMEHHbIE rPaduMKU NPOPUNAKTUYECKOTO OOCNYXUBAHUA U YNCTKM.

5.2.7 Cnegyet npoBOAWUTL Banuaauuio NporpaMmMHOro obecnedeHus Npyu ero HanuM4mm, Takoro Kak nporpam-
MUPYEMbII NOTMYECKMIA KOHTpOMNep, MHOPMALMOHHDIA (POHA U CUCTEMBI KOHTPOSSA, UTOObI 0BeCcneunTb Nx pa-
60Ty B COOTBETCTBUM C HA3HAYEHUEM. PYHKLMOHANBHBIE UCTILITAHUS JOMMKHBI NPOBOAUTDL ANSi NPOBEPKM NPaBUIb-
HOCTU paboTbI NPOrPAaMMHOTO U TEXHUYECKOTO 00eCneyYeHus u, B YaCTHOCTU, MHTepdhencoB. Cuctemy Heobxoanmo
NpoBEPSATb (HanpUMep, BBOAS NPaBUIbHBIE U HENPABUTIbHbIE AaHHbIE, MOAENUPYA NOTEPIO ANEKTPONUTaHUA) AnA
0OHapy>XeHUs1 Hanuuusl, HAAEXHOCTU, UAEHTUYHOCTU, TOYHOCTU U NPOCNEXMBAEMOCTU AaHHbIX UNK 3anucen.

5.3 ArTtectaums hyHKUMOHMpoBaHua 0Q

5.3.1 HeobxoauMO OLEHUTbL MapaMeTpbl NpoLUecca, YTo0bl rapaHTUpOBaTh, YTO NPOM3BOACTBO Mpea-
BapuTenbHO OT(POPMOBAHHBLIX BapPbEPHbLIX CUCTEM U BApbEpHbLIX CUCTEM ANA CTEpUNU3aLuM COOTBETCTBYET
BCEM YCTAHOBIIEHHbIM TPEOOBaHUSIM BO BCEX OXKMAAEMbIX YCIOBUSIX.

5.3.2 MNpeaBapuTenbLHO 0THOPMOBaAHHbIE BapbepHblE CUCTEMBI U GapbepHbIE CUCTEMbI AN CTepUnu3a-
LUK JOIDKHbI ObITh M3rOTOBMEHBI KAK NPU BEPXHUX, TAK U NMPU HUXHUX Npeaenax napaMmeTpoB U € MOHCTPUPO-
BaTb CBOWCTBA, KOTOpbIE COOTBETCTBYIOT YCTAHOBIEHHLIM TpeGoBaHuamM. Heo6XxoauMo OLIEHUTL CrieayloLme
nokasarenu KayecrBsa.

a) ansa copmupoBaHusa/cbopku:

- ¢hopmupoBaHue/cbopka 6apbepHON CUCTEMbI B MONTHOM 00bLEME;

- pasMeLleHue AOIKHLIM 00pa3oM NPoAYKLUUKM B 6apbEPHON CUCTEME;

- cobnioeHne CyLeCTBEHHbIX Pa3MepOB;
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b) ana cknensaHus:

- HEnpepbIBHOCTb CKIIEMBAHUA ANA 3a4aHHON LUMPUHBI LLIBA;
- KaHanbl nnu OTKpPbITbi€ LUBbI;

- NPOKOMNbI UM Pa3pPbIBbI;

- paccnoeHue unu oTkneuBaHue marepuana.

MpumevyaHue — Cwm. EN 868-5:2009, nyHkT 4.3.2;

C) ANA NPOUNX CUCTEM YKYMOPUBAHUSA:

- HenpepbIBHOE YKYNOPUBaHUE;

- NPOKOMbI UMK Pa3pbIBb;

- paccrnoeHue Unu oTKIIEUBaHMe marepuana.

5.4 Attectaumuna akcnnyarauum PQ

5.4.1 ATTecrauus akcnnyarauumu ofmkHa NPOAEMOHCTPUPOBATb HEMPEPLIBHOCTL NpoLiecca NPOU3BoA-
CTBA B 3aAaHHbIX pabounX yCrnoBUsAX NPUroAHLIX AN CTEPUnM3aumMu npeaBapuTenbHO 0ThopMOBaHHbIX 6a-
PbEPHbLIX CUCTEM U BaApbEPHbIX CUCTEM.
5.4.2 AtTecrauus akcnnyaraumm JOMMKHA BKIMIOYaTh:
peanbHbIl NPOAYKT MM MOAENb NPOAYKTA;
napameTpbl NpoLEecca, YCTaHOBIEHHbIE NPy (PYHKLMOHANbBHOWM atTecTauuu;
Bepudukauuio TpeboBaHUIA K NPOAYKTY/YNaKOBKE;
- oBecneveHune NPoM3BOACTBEHHOIO KOHTPONS U NPOMYCKHOW CNOCOBHOCTH;
- NOBTOPSIEMOCTb U BOCMPOU3BOAUMOCTb NpoLecca.
5.4.3 CneayeT OUEHUTDb YCMNOBUSA, C KOTOPbIMU MOXHO CTOMNKHYTLCS B NMPOLIECCE NPOU3BOACTBA.

MpumevyaHune — 3ITW ycrnoBMs MOryT BKIToYaTb, HO HE OFPaHUYMBAIOTCS TONBKO UMK, HACTPOMKY MaLLMH U Npo-
Lieaypbl NEpeKNoYeHNs peXxumoB, NpoLiecc Nycka W nepesarnycka, HapyLLleHUe 3HeprocHabXeHUs U Apyrue OTKIOHEHUS,
MHOTOCMEHHYI0 cUcTeMy paboThl, €CriU CyLLECTBYET.

5.4.4 Ycnosus npouecca AOMKHbI BKIMIOYATb MO KpawWHen mepe Tpu NPou3BOACTBEHHbLIX LiMKNa ¢ npo-
BEAEHNEM COOTBETCTBYIOLLETO BbIGOPOYHOrO KOHTPOMS ANs NMOATBEPXKAEHUS U3MEHUMBOCTM BHYTPU LMKNa U
BOCNPOWU3BOANMOCTU MEXAY pasHbiMK Luknamu. MpoaonmxuTenbHOCTL NPOU3BOACTBEHHOTO LMKNa cneayer
paccynTbiBaTh HA OCHOBE TEXHOMOrMYeCcKMX napameTpos.

MpumevyaHne — O3TU NepeMeHHble BEMUYMHBI BKIKOYAIOT, HO HE OPaHWYMBAIOTCS TOMBKO UMK, PABHOBECHOE
COCTOAHUE MalUUHbI, NONTOMKK U U3MEeHEeHUA caBUra, HopMalrnbHble NYCKU N OCTAaHOBKU, Pasnnuvna XxapakTepuctuk mMatepu-
ana oT napTuu K napTuu.

5.4.5 JomiHb! GbITb YCTAHOBIEHbI U UCMOMbL30BaHLI B MPOLIECCE aTTecTauumn aKkCnyarauum 4OKYMEHTH-
pOBaHHbIe NpoLeaypbl U TpeGoBaHMsA K POPMMPOBAHUIO, CKNENBAHUIO U CGOpKe BapbePHbLIX CUCTEM.

5.4.6 Heo6x041MMO KOHTPONIMPOBATh U PETMCTPUPOBATL CYLLECTBEHHbIE TEXHONOMMYECKUE NapameTpsbl.

5.4.7 Becb NpoLIECC A0MKEH KOHTPONMPOBATLCA U GbiTh CMOCOGEH K HEMPEPLIBHOMY NPOU3BOACTBY NpO-
[YKTa B COOTBETCTBUM C YCTAHOBMNEHHbLIMW TpeGoBaHUsIMU.

5.5 OcbuumanbHoe noaTBepXKAEHUE BanuaauuMm npouecca

5.5.1 3kcnepTusy u ocuumanbHoe NOATBEPKAEHME BanuaaLuu npolecca NnpoBoasT U AOKYMEHTanbHo
0hopMIIAT Ha PUHaNLHOM 3Tane nporpaMmmel Banuaaluu.

5.5.2 B fOKyMeHTaLuo 40MKHbI ObITb BKMIOYEHbI, PACCMOTPEHbI BCE NPOTOKOIbI U NOSy4YEeHHbIE pesyrib-
TaTbl U 3aHECeHbl 3akni4eHna o cTatyce Banuaayuu npouecca.

5.6 KOHTpPOSib 1 MOHMTOPUHT Npouecca

5.6.1 [omkHbl ObiTb YCTAHOBMEHbI NPOLEAYPbI, FAPaHTUPYIOLLME, YTO NPOLECC YNaKOBbIBAHUA HAXO4UT-
CHl No4 KOHTPONEM M NPOBOAUTCA B paMKax 3afaHHbIX NapamMeTpoB BO BPEMSA TEKYLLMX onepauuii.

5.6.2 OCHOBHble TEXHONOrMYECKNEe napamMeTpbl AOMKHbI ObiTb NOATBEPXKAEHbLI AOKYMEHTaMU U Haxo-
ANTbCA Nod NOCTOAHHbLIM KOHTPONEM.

5.7 laMeHeHus npouecca U NOBTOPHaA Banuaauus

5.7.1 Ha fOKyMeHTbI, kacatoLpecs NpoLeccoB YNaKoBbIBAHWUA U CKEMBaHUA, AOMXKHA PaCnpPOCTPaHATb-
CAl npoueaypa BHECEHMSA U3MEHEHWI B coAepXKaHue JOKYMEHTOB, METOAbI MPOBEPKU U CMIMCOK YNOSTHOMOYEH-
HbIX Ha 3TO NnL.

6
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5.7.2 Mpoueccsl noanexat NoBTOPHON Banuaauum, €Cnvu BHECEHbl U3MEHEHUs B 0bopyaoBaHue, npo-
AYKUMIO, YNaKoBOYHbIE MaTepuarnbl UKW NPOLIECC YNAKOBbIBAHWUA, KOTOPbIE CTaBAT MOA Yrpo3y pe3ynbrarhbl
MCXOAHOI BanuaaLum U MOTYT NOBIIUATL HA CTEPUNBHOCTbL, 6€30NacHOCTL UK 3hHEKTUBHOCTb CTEPUNbHBIX
MeAULMHCKUX U3aennii.

NMpuMmeyaHne — Huxe npuBefeH nepeveHb UIMEHEHUN, KOTOPLIE MOTYT MOBIUSITL Ha CTaTyC BanWaUpOBaH-
Horo npouecca:

- W3MEHeHWe CbipbeBLIX MaTepuarnos, KOTopoe Morno Gbl 0kasaTb BO3AENCTBME Ha TEXHOMOTNHYECKUE NapaMeTpb;

- ycTaHOBKa HOBOW efjuHULibl 06OpYy[0BaHNS;

- MepeHOC NpoLeccoB U/unu o6opyaoBaHUsi U3 O4HOMO YUpPEXAEHUs U MecTa B Apyroe;

- W3MeHeHWe npolecca CTepunuaaLuu;

~ HeraTUBHble TEHAEHLMM UHAMKATOPOB Ka4yecTBa UNKU yNpaBneHna NpoLeccoMm.

5.7.3 CneayeT OLEHUTb U OKYMEHTAmNbLHO NOATBEPAUTE HEOBX0AMMOCTL NOBTOPHON Banuaauuu. Ecnu
cuTyauus He TpebyeT NOBTOPEHMS BCEX 3TAnOB UCXOAHOW Banuaauuu, TO 3Ta NOBTOPHAA Banuaauus MOXET
ObITb HE Takon BCeOObEMMIOLLEN, KaK UCXOAHAS.

5.7.4 CnepyeT paccMOTpeTb NEPUOAMYECKOE NPOoBEeAEHME NOBTOPHON BanMaauum unu akcnepTusbl, Tak
KaK MHOTOYMUCIIEHHbIE HE3HAYUTESbHbIE U3MEHEHUA MOTYT B COBOKYNHOCTU NOBAUATL HA CTaryc sanuaauuu
npouecca.

5.8 COOpKa ynakoBOYHbIX CUCTEM

5.8.1 bapbepHble CUCTEMbI AN CTEpUnM3auum noanexar c6opke B onpeaeneHHbIX YCIOBUSIX OKPYXKalo-
wiew cpeabl, YT0ObI MUHUMU3UPOBATb PUCK 3arpA3HEHUA MEAULMHCKOTO U3aenus.

5.8.2 Mpouecc cOOpkM yNnakOBOYHOW CUCTEMBI AOSMKEH ObITb OCYLLECTBNEH NOCNE KOHTPONMPYeMOro
npouecca MapkMpoBKM U 06paboTkK C LieNbIO NpeaynpexaeHna HenpasuUnbHOW MapKMpPOBKK.

MpuMedaHne — [ononHutenbHble ykazaHua npuseaeHsl B DIN 58953-7 n DIN 58953-8.

5.8.3 YnakoBO4YHbIE CUCTEMBI CnieayeT cobupaTb U HaNoOMHATbL B COOTBETCTBUU C UHCTPYKLIMSIMU HA OC-
HOBE BanuMaMpPOBaHHOIO NpoLecca, KOTOPbIN 00ecnevYMBaeT CTEpUNU3aLmio B YCTAHOBIIEHHbIX YCMOBUSAX. OTU
WHCTPYKLUMU PACNPOCTPAHSIIOTCA HA KOHUIYpaLMIO COAEPXMMOTO YNAKOBKU U peKnaMHble BKnaabilum, o0Lyio
Maccy, BHYTPEHHIOIO YNakoBKy U aGCOpOEHTbI.

6 MpumeHeHne MHOropa3oBbIX 6apbepHbIX CUCTEM ANA CTepunu3aumm

B aononHeHune k TpeboBaHWSAM pasgena 6 HeobXxoaAMMO CrefoBaTh UHCTPYKUUSM M OrPaHUYEHUsM No
npUMeHeHuto, npueeaeHHbIiM B 5.1.10 n 5.1.11 ISO 11607-1 (Hanpumep, cOGOpka, AEMOHTAX, TEXHUYECKOE
o6Ccny>XuBaHue, PEMOHT, XpaHeHUe).

MpumMedaHune — [lononHUTENbHbIE yYkasaHWs Mo MHOrOpa3oBkIM ynakoBkam npueegeHsl B EN 868-8, DIN 58953-9
un AAMI/ANSI| ST33; JononHuteneHble ykasaHus no Msrkoil Tape MHoropasoBoro npuMeHenus — B EN 13795-1 u
ANSI/AAMI ST65.

7 YnakoBblBaHUe NPpOBOAHUKA XMOKOCTEN ANA cTepunusauum

7.1 C6opka KOMMOHEHTOB MPOBOAHUKA XUAKOCTEN U YKYNOPOUHBLIX CPEACTB AOSKHA COOTBETCTBOBATH
TpeboBaHusM pasgenos 5 u 6.

7.2 MeanumHckue msgenusi ¢ MapKMpoBKOW «CTEPUNbHbIN NPOBOAHMK XXMAKOCTENW» AOMKHa obecneyu-
BaTb CTEPUIIBHOCTb BMECTE C YKYMOPOYHbIMU CPEACTBAMM.

MpumedaHue 1— TpeboBaHWs K XapakTepucTMkaMm MMKpoBHoro Gapbepa 1 LIenocTHOCTU 6apbepHO cucTembl
ycTaHoeneHsl B ISO 11607-1. 3T TpeboBaHWUs NPUMEHUMBI U K MESULMHCKOMY U3 enuio.

MpumedaHne 2 — B Lensx UHTepnpeTauuu TpeGoBaHWiA HacTosLLero cTaHAapTa MeAULMHCKOE U3fenue BMe-
CTe C YKYNopoUHbLIM CPeACTBOM 06pasyeT BapbepHyto cUCTEMY AN CTEpUNU3aLnK.
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MpunoxeHue A
(cnpaBouHoe)

PaspaboTka npouecca

PaspaboTky npolecca, koTopasi (hopManbHO U He ABNAETCA YacTbio Npolecca Banuaauum, cnefyeT paccMaTtpu-
BaTb Kak COCTaBHYI0 YacTb 3Tana (oopMUpPOBaHUA U CKNenBaHUA ynakoBkU. Pa3paboTka npouecca unu TeXHONornyeckui
pacyeT TpebyloT OLeHKN AN UAEHTUMKaLMKU U ONPeAeneHns OCHOBHBLIX NapaMeTpoB, a Takke pabounx AuanasoHoB,
YCTaHOBOYHLIX NapamMeTpoB U JOMYyCKOB.

OueHKy npouecca NpoBoOAAT ANS TOro, YTo6bl YCTAHOBUTL COOTBETCTBYIOLUE U HEOOXOANMbIE BEPXHUE U HIDKHUE
TEXHONMOrMYeckne orpaHu4eHus], a Taioke oxujaemble HopMmaribHble pabodne ycnoBus. OTU TEXHONOMMHECKUE OrpaHu-
YeHWUa B OCTATOYHOI CTeMNeHW NO3BONAT UCKIIOYUTL COCTOSIHUA OTKasa UNu npefenbHbiX pexnmoB paboTel. OaHUM 13
cnocoboB MOXeET BbITb MOCTPOEHUE KPUBOW «r€PMETUHHOCTL — NPOYHOCTB» C COOTBETCTBYIOLMMU BU3YasibHbIMU NpUMe-
paMu pe3ynsratoB CKIEUBaHMUS, YTO NOMOXET BbibpaThk ONTUMaribHOE OKHO ANSA TabnUYHLIX AaHHBLIX TEXHONOrMYEeCcKoro
npotecca.

Heobxoanmo onpefennTb U paccMOTPETHL BO3MOXHbLIE COCTOSIHUSI HEUCNPABHOCTEN U YPOBEHb ASWCTBUI B Cryyae
oTKa3a, KoTopble OKasbiBaloT Honbluoe BNUAHUE Ha npouecc (aHanu3 COCTOSHUA HeUCNPaBHOCTW U €ro NocrnepcTBUi,
aHanus NpuYuH U NoCNeaCcTBUiA).

[nsa onTumKM3auuMm npouecca crieqyeT UCNonb3oBaTb CTaTUCTUYECKN JOCTOBEPHBIE METOALI, Takue Kak oTceuBalo-
LMe IKCMEPUMEHTBI U CTAaTUCTUYECKN CMNaHUPOBaHHLIE 3KCMEPUMEHTDI.

K OCHOBHbLIM NPOU3BOACTBEHHLIM NapaMeTpaM, NMoASEXaLUM OLUeHKe, OTHOCHATCS, HO HE OrpaHNYUBAalOTCA TONBLKO
MU, cnegytoLyue:

- TeMnepartypa,;

- JaBneHue/BakyyM, BKITlo4ass CKOPOCTb U3MEHEHUS;

- BpeMsi NpocCTos (NMHERHasa cKopocCTb),

- YPOBHM 3Heprumn/yactoTa (BbicoKo4YacToTHas/ynsrpa3BykoBas);

- npefenbl 3aTsHKKN CUCTEM YKYMOPUBAHWUA KpblLKa/Konnaqok.

BelbpaHHbIe OCHOBHbLIE NapaMeTpbl AOMkHEI o6ecneynBaTb Ha BbIXOAE KOHTPOAMpPYeMoro npouecca nonyveHune
6apbepHBIX CUCTEM ANSA CTEPUNM3ALIMN U YNAKOBOYHLIX CUCTEM, OTBEHAIOLMX 3afiaHHLIM XapakTepUCTUKam KOHCTPYKLIUK.
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MpunoxeHune JA
(cnpaBouHoe)

CBeleHUA 0 COOTBETCTBUM CChISIOYHbIX MEXAYHApPOaAHbIX CTaHOAPTOB
MeXrocyAapcTBeHHbIM CTaHAapTaM

Tabnwya OA1

OB603Ha4YeHNe CCbINIOYHOTO
MeXzyHapogHoro ctaHaapTa

CTeneHb
COOTBETCTBUSA

O603Ha4YeHWe N HaUMeHOBaHWe COOTBETCTBYIOLL|Ero
MeXrocyaapCTBEHHOro cTaHaapTa

ISO 11607-1

*

* COOTBETCTBYHLLMIA MEXTOCYAAPCTBEHHbI CTaHgapT oTCYTCTBYET. [0 ero NMpUHATUSI pEKOMEHAYETCA UCMOMB30-
BaTb NEPeBOA Ha PYCCKMii A3bIK JaHHOTO MEXAYHapogHoro cTaHgapTta. OduumnansHeIi NepeBos 4aHHOro MexayHapoa-
HOro CTaHaapTa HaxoauTes B GefepansHoM UHPOPMaLMOHHOM (hOHAE CTaHAapToB.
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[4]

[9]

[6]

[7]

(8]

(€l

(10]

[12]

[13]

[14]

10

ISO 186:2002

ISO 2859-1:1999
(B ToM yucne oneyvarky 1:2001 +
Mpunoxenue 1:2011)

(U3meHeHue Ne 1, 2014)

ISO 9001: 2008 (B TOM uKUcne
oneyatky 1:2009)

(U3meHeHune Ne 1, 2014)
ISO/TS 11139:2006

ISO 13485:2003
(B ToM uncne onevatky 1:2009)

ISO 9000:2005

EN 868-5:2009

EN 868-6:2009

EN 868-8:2009

EN 13795-1+A1:2009

Bu6nuorpadua

Paper and board. Sampling to determine average quality (Bymara u kapToH. OT-
60p 06pa3yoB ANS onpefeNeHUs cpefHero KadecTna)

Sampling procedures for inspection by attributes. Part 1. Sampling schemes in-
dexed by acceptance quality limit (AQL) for lot-by-lot inspection [[Mpoueaypb!
BbIGOPOYHOr0 KOHTPOSS MO KayeCcTBEHHBIM NMpuU3Hakam. Yactb 1. MnaHbl BbiGo-
POYHOro KOHTPONA C yKazaHWeM Npuemnemoro yposHA kadectea (AQL) ans no-
CrefoBaTenNbHOro KOHTPONs napTui]

Quality management systems. Requirements (Cuctembl MeHeaXMeHTa Kade-
ctBa. TpeboBaHus)

Sterilization of health care products. Vocabulary (Ctepunusaunsa caHutapHo-ru-
rmeHuyecknx usgenuin. Cnoeapb)

Medical devices. Quality management systems. Requirements for regulatory
purposes (M3genua meauuuHckne. CucTembl MeHeAXMeHTa KadecTBa. Tpebo-
BaHUA K perynupoBaHuio)

Quality management systems. Fundamentals and vocabulary (Cuctemsl MeHea-
XKMeHTa kayecTBa. OCHOBHbIE NONOXEHWUSA U CNOBapb)

Packaging for terminally sterilized medical devices. Part 5. Sealable pouches
and reels of porous materials and plastic film construction. Requirements and
test methods (YnakoBka mMeguuuHcKux usgenuii, nognexaux puHULLHON cTe-
punusauyun. Yactb 5. 3ane4aTbiBaemble NaKeThl U PYIOHLI U3 NOPUCTLIX Marepu-
anoB U NNacTUKoBoi NneHkn. TpeboBaHWA U METOAbI UCNbITAHUIA)

Packaging for terminally sterilized medical devices. Part 6. Paper for low tem-
perature sterilization processes (YnakoBka MegULIMHCKUX U3AENWiA, nognexalux
nHULWHOA cTepunusaumu. Yactb 6. Bymara Ana npoueccoB HU3KoTemneparyp-
Hol cTepunusayuu. TpeboBaHUA U METOALI UCNBITAHWUIA)

Packaging for terminally sterilized medical devices. Part 8. Reusable steriliza-
tion containers for steam sterilizers conforming to EN 285. Requirements and
test methods (YnakoBka MeguuuHCKUX nsgenunii, nognexawux puHULWHON cTe-
punusauuu. Yactb 8. CTepunusaynoHHble KOHTeWHepbl MHOFOKPaTHOro npumMe-
HEeHWUA ANA NapoBbIX CTEPUNU3aTopoB, cooTBETCTBYOWMX EN 285. TpebosaHua
M MeTOoAbl UCMbITAHNIA)

Surgical drapes, gowns and clean air suits used as medical devices, for patients,
clinical staff and equipment. Part 1. General requirements for manufacturers,
processors and products (Xupyprudeckue nokpbiBana, HakuaKy, nNnaLy ¢ LUMpo-
KAMWU pyKaBamu, UCNONb3yeMble B Ka4ecTBe MEAULMHCKUX U3fenuin, Ana nauu-
€HTOB, MefuLUMHCKoro nepcoHana n obopygosaHus. Yactb 1. Obwme TpeboBa-
HUA ANA 3aBOAOB-NU3roTOBUTENEW, NPOU3BOAUTENENA N FOTOBLIX U3Aiennit)

[5}—[10] (U3meHeHune Ne 1, 2014)
[11] (U3meHeHune Ne 1, 2014)

AAMI/ANSI ST 65:2008

DIN 58953-7:2010

DIN 58953-8:2010

Processing of reusable surgical textiles for use in health care facilities (O6paboT-
Ka MHOropasoBbIX XMPYPruyeckux TEKCTUNMBHLIX M3AENWiA ANa UCnonb3oBaHus B
MEANLMNHCKNX YYPEXAEHUSX)

Sterilization. Sterile supply. Part 7. Use of sterilization paper, nonwoven wrap-
ping material, paper bags and heat and self-sealable pouches and reels (Cte-
punusayus. ObecneveHne cTepunbHOCTU noctaBok. YacTb 7. Mcnonb3oBaHue
cTepunusaunoHHoii Bymaru, HeTkaHoro o6epToYHOro Matepmarna, TeKCTUINbHBLIX
MaTepunanos, GyMaxHbIX NAKETOB W 3aneyaTbiBaeMbIX NAaKETOB U PYIOHOB)

Sterilization. Sterile supply. Part 8. Logistics of sterile medical devices (Ctepunu-
3ayua. ObecneveHne CTepUnNbHOCTU NocTaBok. YacTe 8. JlorncTuka cTepunbHbIX
MEeAWULMHCKUX U3AEenunit)



(18]

[16]

[17]
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DIN 58953-9:2010 Sterilization. Sterile supply. Part 9. Handling of sterilizing containers (Ctepunu-
3ayus. ObecneyeHne CTepunbLHOCTM NocTaBok. YacTb 9. Mcnonb3osaHue crepu-
JNIM3aLUUOHHbIX KOHTEAHEPOB)

[12}15] (UN3meHeHue Ne 1, 2014)

GHTF Study Group 3, Process validation guidance for medical device manufacturers (GHTF Study Group 3, Pyko-
BOACTBO K NpoLueccy Banujauuv AnNa UroToBUTENER MEAULIMHCKUX N3 ennid)

Internacional Vacabulary of Basic and General Terms in Metrology: 1993, BIPM, IEC, IFCC, ISO, IUPAC (Mexgy-
HapoAHbIi CNOBapb OCHOBHLIX W 0BLMX TepMUHOB No MeTposnorun: 1993, BIPM, IEC, IFCC, I1SO, IUPAC, IUPAP,
OIML)
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KrntoueBble Crioga: ynakoska, MeAULMHCKUE U3aenus, (OUHULLHAS CTepUnusaLums, Banuaauuns, npouecchl ¢op-
MWUPOBaHUS, repmeTusauuns, coopka
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