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Mpepgncnosue

Llenn, oCHOBHble MPUHLMMNbI 1 OCHOBHOV NOpPSAAOK NpoBeAeHUs paboT MO MexXrocyfapCcTBEHHON CTaH-
papTtunsaumm yctaHosneHol B FTOCT 1.0—2015 «MexrocypgapcTtBeHHas cucrtema crtaHgaptusaummn. OCHOBHbIe
nonoxeHunsa» nIrOCT 1.2—2015 «MexrocygapcTBeHHasa cuctemMa ctaHgaptusauuun. CtaHgapTbl Mexrocynap-
CTBEHHble. NpaBuia n pekoMeHAaunn no MexrocygapcTBeHHOW cTaHAapTusauuu. Npasuna paspaboTku, Npu-
HATWUA. OOHOBJ/IEHUS N OTMEHbI»

CeefleHunsa o cTaHpapTe

1 NMOATrOTOBJ/IEH O6uWecTBOM C OrpaHWYEHHO OTBETCTBEHHOCTbIO «[lnNoH Hayka u TexHonormm»
(OO0 «fitonoH Hayka n TeXHONOrMn») Ha OCHOBE OMLIMaTIbHOrO NepeBofa Ha PYCCKUIA A3blK aHIT0A3bIYHOWN
BEpPCUN yKa3aHHOro B NyHKTe 5 cTaHAapTa, KOTopblii BbiNonHeH ®TYM «CTAHOAPTUH®OPM»

2 BHECEH ®degepa/sibHbIM areHTCTBOM MO TEXHUYECKOMY pery/simpoBaHuio U1 MeTposiormm

3 MPUHAT MexrocygapCTBeHHbIM COBETOM MO cTaHgapTu3auunu, MeTposiorum u cepTudukauum
(npoTokon oT 27 nioHa 2018 . No 53-2018)

3a npuHATME NPOrosIocoBasn:

KpaTKoe HanMeHoBaHue CTpaHbl KOA cTpaHbl no MK CoxpauJ,eHHoe HanmMeHOBaHWe HauWOHaNbHOIO opraHa
no MK(MCO 3166)004 -97 (MCO 3166)004-97 no ctaHgaptusayum
Benapycb BY FocctaHgapt Pecny6nvkn Benapycb
Knprusnsa KG KbIprbisctaHaapT
KasaxcTtaH Kz FocctaHgapt Pecny6svkn KasaxcraH
Poccusa RU PocctaHgapTt
TampKukncTaH TJ TapKuKCTaHaapT
Y36ekuctaH uz Y3ctaHpapT

4 TMpukasom PefepasibHOro areHTCTBa Mno TEXHNYECKOMY pPerynmpoBaHuio n metponorum ot 30 asrycra
2018 r. No 547-cT mexrocygapcTBeHHbI cTtaHaapT FOCT ISO 11607-2—2018 BBefAeH B feiICTBME B KayecTBe
HaunoHanbHoOro ctaHgapta Pocculickoli ®epepauun ¢ 1 anpens 2019 r.

5 HacToAwuWin cTtaHgapT MAeHTUYEH MexayHapogHoMy cTaHgapTy ISO 11607-2:2006 «YnakoBka Ans
MeAULMHCKUX n3genuii, nognexawmnx GUHUWHON cTepunmnsaumn. Yactb 2. TpeboBaHMA K Banugauum npo-
ueccoB hopmmpoBaHusa, repmeTmsaumm n cbopku» («Packaging for terminally sterilized medical devices.
Part 2. Validation requirements for forming, sealing and assembly processes». IDT), Bk/to4asas U3MeHeHune
Amd.1:2014.

N3MeHeHNA K HacToslWweMy cTaHgapTy, NPUHATbIE Nocsie ero ouynanbHoOl Ny6anMKaunm, BHeECEHbI
B TEKCT HaCTOSILEro ctaHaapTa U BblAesieHbl ABOWHOM BEPTUKA/IbHOW NMHUEN, pacnosIOXEeHHOW Ha NosiX OT
COOTBETCTBYIOLLEro TeKCTa, a 0603HayYeHNe 1 rog NPUHATUSA U3MEHEeHUsA npuBeAeHbl B CKOGKax mocne cooT-
BETCTBYIOLLEro TekcTa.

MexayHapoaHblli cTaHAapT paspa6oTaH TexHuyeckum komutetom ISO/TC 198 «CTepunusauma megn-
LMHCKUX n3aennii» MexayHapoaHol opraHusaummn no ctaHgaptusayum (1ISO).

OdmumanbHble 3K3eMNAAPbl MeXAYHapOAHOro ctaHjapTa, Ha OCHOBE KOTOPOro NoAroToB/IeH HacTos-
WKnii ctaHAapT, U MexayHapoAHble CTaHA4apThl, HA KOTOPble faHbl CCbIIKW, MMeloTcA B PefepanbHOM MHpOp-
MaLMOHHOM hoHAe.

Mpn NpMMeHeHUN HacTosAWero cTaHgapTa PeKoMeHAyeTCsa MCMNOo/ib30BaTb BMECTO CChbIIOYHbIX MeXAay-
HapoAHbIX CTaH4apPTOB COOTBETCTBYHOLWME UM MeXrocyfapCTBeHHble CTaHAapThl, CBeAEHUA O KOTOPbIX Mpu-
BefeHbl B AOMNONHUTENLHOM NpuaoxeHun A

6 BBEAEH BIMEPBbIE
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NHpopmaums 06 nameHeHNsaxX K HacTosLeMy CTaHAap Ty ny6vkyeTcsa B eXerogHoM MHGOopMaLnoH-
HOM ykasaTesnie «HauuoHasnbHble CTaHAaPThi», @ TEeKCT U3MEHEHW 1 MonpaBok — B eXeMeCAYHOM WH-
dopmaLMoHHOM yKka3aTene «HaunoHasbHble CTaHAapThi». B cnyyaB nepecmoTpa (3amMeHbl) WK OTMeHblI
HacTosllLero cradjapTa COOTBeTCTBYylUee yBefoM/eHne 6ygeT ony6/MKOBaHO B eXeMeCsAYHOM UH-
opMaLMOHHOM yKasaTesie «HaunoHasbHble cTaHAapThl». COOTBeTCTBYOWAas MHdpopmalms, yseaoMm-
NleHVe N TeKCTbl pasmMellaloTCca TaKke B MHPOPMaLMOHHOM cucTeme obLero nosib3oBaHus — Ha odu-
unanbiioM caiTe defepaslbHOro areHTCTBa MO TEeXHUYECKOMY Pery/MpoBaHNio 1 MeTposiornn B ceTu
VHTepHeT (Www.gost.ru)

© 1SO. 2006 — Bce npasa coxpaHsitoTcs
©CTampgapTuHdopm. odpopmaeHune, 2018

B Poccuiickoii ®efepauumn HaCTOAWMNIA cTaHAAPT He MOXeT 6biTb NOMIHOCTLIO WM YaCTUYHO BOCMPOU3-
BefleH, TUPaXMpPOBaH U PacnpocTpaHeH B KaYecTBe ohpuLManbHOro n3gaHus 6e3 paspelleHus degepasnbHONO
areHTCTBa Mo TEXHUYECKOMY PErysiMupoBaHui0 1 MeTposiorum
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BeBepeHne

MeAuUMHCKME M3genuna AO/KHbl 6bITb CKOHCTPYMPOBaHbI, U3rOTOB/MEHbI U ynakoBaHbl Takum o6pasom,
UTO6bl MOXHO Obl1I0 06€CcnNeyYnTb UX CTEPUIBHOCTb NPU peanunsaunm N CoOXpaHATb 3Ty CTEPUIBHOCTb B YCJIO-
BUAX [OKYMEHTUPOBAHHOW npoueAypbl XpaHeHUss U TpaHCNnopTUpoBaHus, noka 6apbepHas cuctema Ans cre-
punnsaunm octaeTca HenoBpPeXAEeHHON unu 3akpbiToli. Kpome TOoro, MeguunHCKMe n3genmns, noctaBnsemble
B COCTOSSHUU CTEPUIbHOCTU, AO/IKHbI 6bITb N3rOTOB/IEHbLI 1 CTEPU/IN30BaHbl B COOTBETCTBUM C BaIMANPOBaH-
HbIM METOZOM.

OfHOW 13 Hanboee BaXHbIX XapaKTePUCTUK 6GapbepHOl cucTembl AR CTepuaMsaunum U ynakoBoyHol
CUCTeMbIl A1 CTEPUIbHbIX MEAULMHCKUX U3AeNnNii ABNAeTCA rapaHTusa nogaepXaHns cTePUIbHOCTH.

Pa3paboTka n Banungaums nNpoLeccosB yrNnakoBblBaHUA ABASAIOTCA onpefensowmnmm B obecnedyeHnmn ue-
NnocTHOoCTM 6apbepHOil cucTeMbl, KOTOpas COXpaHsieTca A0 Tex /Iop. Moka NoTpebuTenn cTepusibHbIX Meaun-
LMHCKNX N3[eNNiA He OTKPOIOT UX.

[onxHa 6bITb co3faHa nporpaMmma AOKYMEHTUPOBaHUA npouecca Bannjauun, eMmoHcTpupyowas ad-
PEKTUBHOCTb 1 BOCNPON3BOANUMOCTb BCEX NPOLLECCOB CTepuamnsaumn n ynakosbiBaHusa. Hapaay ¢ npoueccom
cTepun3aummn K onepaymnsam no ynakoBbiBaHWIO, KOTOPble MOFyT OKasaTb B/INSIHWE Ha LLe/I0OCTHOCTb 6apbep-
HOli cuCTeMbl, OTHOCATCA (POPMUpPOBaHUKe, CKIenBaHWe, yKynopusaHve KosanadykaMmu nam opyrumm cuctemamm
3aKpblBaHusA, o6pe3aHne N o6cnyxmnBaHme. HactoAwmMii cTaHAapT ycTaHaB/InBaeT rpaHuLbl AaHHON AeATeNb-
HOCTWM 1 TpeboBaHUA K pa3paboTke M Banugauuu npolecca NponmsBoACcTBa M COOPKM YyNakoOBOYHOW CUCTEMBI.
ISO 11607-1 n HacToswNiA cTaHaapT pa3paboTaHbl B COOTBETCTBMM C OCHOBOMOMArarwWmmMmm Tpe6oBaHusMmn
eBponeickux ANPeKTNB, KacallWnXcs MegULMHCKNX N3aennii.

OAHUM M3 CYLEeCTBEHHbIX NPeNATCTBUIA ANS rapMOHMU3aLnn aBseTca TEPMUHONOTNA. TepMUHbI «yna-
KOBKa», «KOHe4YHas ynakoBKa», «KOHe4yHas Tapa», «nepBuYHaa Tapa» U «nNepBUYHasA ynakoBKa» no-pasHOMY
TPakTylTCA B pasHbIX CTpaHax, 1 BbIGOP OAHOIO U3 3TUX TEPMUHOB KakK OCHOBbI A1 rapMOHM3aLUum ¢ HacTos-
LWMM CTaH4apToOM sSBWU/ICA 6apbepoM A8 YCMNEeWwHOro 3aBepieHns ero paspaboTku. B pesynbTate 6611 BBeAeH
TEPMUH «BGapbepHas cuctema ANa cTepuaunsauuu» ANs ONMcaHWs MUHUMasNbHO ynakoBKM, Heo6xoAnMown
AN BbINOMHEHUSA ocobbix TpeboBaHWA, NpeAbABASEeMbIX K MeAMUUHCKOM ynakoBke, a MMeHHO: obecneye-
HVe ycnoBuii AN NpoBefeHnsa cTepuaunsaynn, cosgaHve npuemsemoro MMKpobHoro 6apbepa n cobnwogeHune
acenTUYecKMX CBOMCTB. «3alnMTHaa ynakoBka» npefoxpaHsieT 6apbepHyl0 cucTemy Ans ctepunusayuu, u
BMecTe OHM 06pa3yloT YynakoBO4YHYK cuctemy. «lMpeaBapuTesibHO OTPOpPMOBaHHble 6apbepHble CUCTEMbI»
MOTYT BK/OYaTb /1I06bIe YacTu 3TOlM CUCTEeMbl, HaNpumMmep calle, nakeTbl, 3aneyaTbiBaeMble C MOMOLLbIO 3TU-
KeTKW, nepern6aemoii nonosam, KaTywkun A8 HAMOTKN YNakoBOYHOW NEHKN, NpUMeHsieMble B 60/1bHMLaX.

BapbepHaa cuctema BaxHa gns obecneyeHns 6e30MacHOCTM MeAULMHCKUX M3denunii B npouecce du-
HULWHOW cTepunmsaumn. PernaMeHTUpYytoLW e opraibl MPU3HAOT BaXHYI0 posb 6apbepHbIX CUCTEM NS CTEpPU-
nnsaumnn, paccmatpmsas Ux Kak BCnomoraTesibHOe CpeACcTBO UM KOMMNOHEHT MeANLMHCKOIo u3aenus.

MpeaBapuTenbHO O0TOOPMOBaHHble GapbepHble CUCTEMbI, KOTOpPble 3aKynalT MeAULUHCKNe yupexae-
HUA ANA NCNOMb30BaHUA B NpoLecce BHYTPEHHEN CTepuUin3aunmmn, NnpusHawnTca MeAULNHCKUMU N34enmsamm Bo
MHOIUX YacTsX cBeTa.
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M E X I O C Yy o A P CTBE HH bl 1 C T AH O AP T

YMNAKOBKA AN MEAVLWHCKUX U3OENNRA,
NOANEXALWMUX PUHUWHOW CTEPUNN3ALUN

YacTtb 2

Tpe6oBaHUA K Banngaunm npouyeccos popmMmmpoBaHnsa, repmeTnsanmm n c6opkun

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

Jata BBegeHnsa — 2019—04—01

1 06nactb NpUMeHeHUs

HacTosawuii cTaHgapT ycTaHaBnnBaeT Tpe6oBaHua K pa3paboTke v Banugauuy npoueccos ynakoBbiBa-
HUSI MEAULUMHCKUX M3Aennii, nognexawmux GUHUWHOW cTepuamnsaynm. 3TM NpoLecchbl BKOYAT (OPMUPO-
BaHve. yKyrnopmeaHve u c60pKy NpeaBapuTesisHO OT(ROPMOBAHHbLIX 6apbepHbIX CUCTEM AN CTEpUAU3auuu,
6apbepHbIX CUCTEM 151 CTEPUNM3ALUN 1 YTAKOBOUYHBLIX CUCTEM.

HacToswwunii cTaHAapT NPUMEHSETCS B NPOMBbILLIEHHOCTU, MEAULUHCKUX YUPEeXAeHUsX U B MecTax yna-
KOBbIBaHUSA 1 CTEPUIN3ALUN MELULUHCKAX U3AENNIA.

HacToswwunii cTaHAapT BKIOYaeT He BCe TPe60BaHUA K yNakoBbIBAHUIO MEAULUHCKUX U34e/nii, N3roTos-
NIeHHbIX B acenTU4ecknx ycnoBusix. [JLONosHUTENbHble TPe6OBaHUSA MOTYT 6bITb YCTaHOB/EHbl AJ1s1 KOMMJIekK-
COB fiekapcTBoO/M3genve.

2 HopmaTunBHbIE CCbIIKU

B HacTosieM cTaHAapTe UCMNO/Ib30BaHbl HOPMaTMBHbIE CCbIJIKM Ha Criefylole MexayHapoaHble cTaH-
AapTbl. 4Na aaTUPOBaHHbIX CCbIJIOK MCMO/b3YIOT TObKO yKa3aHHYI0 B CCbl/ike pegakuuio. [na HefaTnpoBaH-
HbIX CCbIIOK WUCMOJIb3YIOT MOCNEAHION pefakunto AOKYyMeHTa, Ha KOTOpblii faHa CCblfiKa, BKAlo4das obble
AOMOSTHEHUS, U3BMEHEHUS N MOMNpPaBKu.

ISO 11607-1 Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems (YnakoBka N5 MeAULWHCKUX U3[enni, nognexawmnx puHnw-
Holi cTepunusaymnmn. YacTtb 1. TpeboBaHuA K maTepuanam, 6apbepHbIM cucTemMam ANa cTepunusaymm un yna-
KOBOYHbLIM cuCTeMam)

3 TepMuHbI 1 onpeaeneHns

B HacTosllweM cTaHAapTe NPUMEHEHbI crieAylolme TEPMUHbI C COOTBETCTBYIOLWMMU ONpeAesIeHUSMU:

3.1 cpok rogHocTu (expiry date): YkazaHue fatbl, 0 HACTYMNJ/IEHUS KOTOPOW NPOAYKT crieAyeT UCNosb-
30BaTb (rog u mecsu,).

3.2

aTtTecTauma moHTtaxa (IQ) (installation qualification, 0): Mpouecc NONy4YeHUsA U LOKYMEHTUPOBAHUSA
cBuaeTesibCTBa TOro, 4To 060pyAoBaHMe 6bII0 NOCTAB/IEHO U YCTaHOB/IEHO B COOTBETCTBUM C NpeAbABsA-
eMbIMN TpeboBaHNAMN.

[ISO/TS 11139:2006]

M3paHue odmymanbHoe
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3.3 MmapknpoBka (labelling): 3TukeTka ¢ MMCbMEHHbIM, NeYaTHbIM, 3/TEKTPOHHbIM UAN rpaddnyecknm oTo-

6paxeHneM faHHbIX, NpuKkpenasemMmas K MeguLMHCKOMY U34eNu uamn yFIaKOBO‘-IHOIZ cuctemMme nnn npunarae-
Mas B KayeCTBe COnpoBOANTE/IbHOIO AOKYMeHTa.

MpuMmeyaHne — MapKMPOBKA COAEPXKUT MAEHTUUKALMIO, TEXHUYECKOE ONMCaHve U cnoco6 NpuMeHeHus
MEAMLMHCKOrO U3AENs, HO UCK/HOUYaeT TOBAPOCONPOBOAUTESbHbIE LOKYMEHTbI.

3.4

3.8 paspaboTka npouecca (process development): YcTaHOB/I€EHWE HOMWHAaNbHbIX 3HaYeHWU W
npegena(oB) 419 OCHOBHbIX MPOM3BOACTBEHHbLIX NapamMeTpoB.
3.9

npoaykT (product): Pe3ynbTart npouecca.
[ISO 9000:2005]

NMpumeyaHune — [Ina obecneyeHnsi CTaHAAPTOB CTePUM3aLIMN NPOAYKT SIBMISIETCS BELECTBEHHbIM MaTepua-
JIOM. K HEMY OTHOCSITCS CbIpbe, MPOMEXYTOUHbIV NPOAYKT, C60poUHan eAnHNULA Y MeANKO-CaHUTapHbIe TOBapbl.

[ISO/TS 11139:20061

(M3meHeHune N9 1.2014)
3.10

3awmTHaa ynakoBka (protective packaging): Komb6uHauusa maTtepuanoB, cnocob6bcecTByrowas npenoT-
BpalLEHNIO MOBPEX3AEHNA CTEPUIbHOM 6apbepHOli CUCTEMbl U ee COAEPXMMOro C MOMeHTa C60pKM 1 A0
MecTa UCMOo/Ib30BaHus.

[ISO/TS 11139:20061

3.11 noBTopsAemMocTb (repeatability): ToUHOCTb COOTBETCTBMS MeXAy pe3y/nbTatamMu nocnegoBaTtesb-
HbIX U3MepeHWii OJ4HOro 1 TOro XXe onpefesiIeHHOro KosmyecTsa, nogsexalero nusmMmepeHuto (Mamepsiemas Be-
NINYMHA). KOTOpPOe MPOBOANUTCS B OAHUX U TEX Xe YCNOBUSX.

MpumeyaHne 1— 3TN YCNOBMUSA Ha3bIBAIOT YC/IOBUAMU NMOBTOPSEMOCTN.

MpumeyaHne 2— YCNoBusi NOBTOPAEMOCTN MOTYT BK/TIHOUaATL CriefytoLee:

OfIHY 1 TY €& METOAUKY U3MEePeHNA:

O/IHOTO 1 TOTO e IKcrepTa:

OVH U TOT e N3MePUTENbHbI MHCTPYMEHT, KOTOPbIA UCMOSb3YIOT B OJHUX U TEX Xe YCNOBUAX;
O/IHO 1 TO XXe MEeCTO MNpPoBefieHNs1 U3MEPEHUS;

NoBTOpeHne Yepes KOPOTKUI MPOMEXYTOK BPEMEHM.
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NMpumMmeyaHune 3 — TOBTOPSIEMOCTb MOXET ObiTb BblpaXeHa KOMMUYECTBEHHO HA OCHOBAHWMW AMCMEPCUOHHBIX
XapaKTepuCTUK pe3ysibTaToB.

MpumevaHne 4 — TepMuH NpuBeaeH B MexayHapoAHOM C/0Bape OCHOBHbIX M 06LMX TEPMUHOB B 061acTn
meTposnornn. 1993. onpegeneHuve 3.6.

3.12 BocnpounsBogumocTb (reproducibility): TOUHOCTb COOTBETCTBUSA MeXAy pe3ysibTaTaMun U3MepeHunii
OOHOTO U TOrO Xe onpefeneHHOro KosiInyecTBa, NoAsiexallero usMmepeHuio (M3mepsiemMmasi BE/IMYMHA), KOTOpoe
NPOBOAUTCH B N3MEHSAIOLWUNXCA YCNOBUAX.

MpumeyvaHne 1— [InA 060CHOBAHHOIO 3asiB/IEHNSI BOCNPOU3BOAMMOCTM HEOO6XOAMMbI TpeboBaHNS Ha U3Me-
HEHVe YC/OBUIA.

MpumeyaHne 2 — KU3MEHAOLWUMCS YC/TOBUSM MOXHO OTHOCUTB:
NPVHUMUN N3MEePEeHNs:

MeTo/ 3MepeHuns:

CMEHY 3Kcnepra:

n3MepuTesbHbIA UHCTPYMEHT;

CTaHAapTHbI o6pasel;

MeCTO NPOBeAeHNS U3MEPEHNS;

YC/OBUSI MPUMEHEHUST;

Bpewms.

NMpumMmeyaHune 3 — BOCNPOU3BOAVMOCTb MOXET ObITb BblpakeHa KOMMYECTBEHHO Ha OCHOBaHWMN JUCMEPCUOH-
HbIX XapaKTePUCTUK Pe3ybTaToB.

NMpumeyaHue 4 — TepMuH 3aMMCTBOBaH U3 MexayHapoAHOro cfioBapsi OCHOBHbIX 1 O6LMX TEPMUHOB B 06-
nactu metponorun. 1993, onpegeneHve 3.7.

3.13 MHOoropa3oBas ynakoBka (reusable container): )XecTkasa 6apbepHas cuctema gns crepunmsanum,
KOTOPY MOXHO MCMO/Ib30BaTbCA MHOIOKPAaTHO.
3.14

6apbepHas cucTema gna ctepunusauunun (sterile barrier system): MnHnmanbHasa ynakoBka, kotopas
npensiTcTByeT NPOHUKHOBEHWNIO MUKPOOPTraHN3MOB 1 NO3BOJISIET NPOAEMOHCTPMPOBaTbL acenTuyeckme cBoii-

cTBa NpoAykKTa B MecTe ero NnpuMeHeHus.
[ISO/TS 11139:2006]
3.15 cTepunbHasa ynakoska Ana nposoAHuka xunpakoctn (sterile fluid-path packaging): Cuctema 3a-

WMTHOM 060/I0YKM A/t NMPOBOAHUKA XUAKOCTU U/MAWU yNakoBKW, NpejHa3HauyeHHas ANs ob6ecnedyeHus cre-
PUNBHOCTM YAaCTU MEAULMHCKOro U3AeNnsi, KOHTaKTUPYHOLW e C XUAKOCTSMU.

NMpumeyaHune — T[IPUMEPOM CTEPUSILHON YMAKOBKU A/1s1 NPOBOAHMKA XMUAKOCTU MOXET CNYXUTb BHYTPEHHSIS
YacTb TPyGOK NS BBEAEHVSI BHYTPUBEHHO XUOKOCTW.

3.16 Banupgauunsa (validation): JokyMmeHTMpOBaHHasA npoueaypa Mosiyv4eHns, 3annucu u nHtepnpetaymmn
pe3ynbTaToB, HEO6X0AUMbIX A1 NOATBEPXAEHUA TOro, 4YTO NpoLecc HeM3MeHHO gaeT NPoAyKLUuo, COoTBeT-
CTBYIOLLYIO 3af@aHHbIM Tpe6oBaHUAM.

MpumeyaHne — TepMmnH 3aumcTBOBaH M3 ISO/TS 11139:2006.

4 O6wue TpeboBaHus

4.1 CucTembl KayecTBa

4.1.1 leaTeNbHOCTb, ONUCbIBaeMasl B HACTOsILLEM CTaHAapTe, f0/HKHA OCYLeCTBNATLCA B paMKax ou-
LManbHO cUCTeMbl KadecTBa.

MpumeyvaHne — ISO 9001 n ISO 13485 copepxat TpeboBaHUA K COOTBETCTBYIOLWMM CUCTEMaM KadecTBa.
CTpaHbl UM PErmoHbl MOTyT CaMOCTOSITE/TIbHO YCTaHOBUTL JOMNOMHUTENIbHbIE N/laHbl BbIGOPOYHOIO KOHTPOSIS.

4.1.2 He f0/MXHO 6blTb HEO6XOAUMOCTM B NpOBeAEHUN cepTUUKaLmMnm cUCTeEMbl KauecTBa TpeTbeli cTo-
pPOHO ANA BbINONHEHUS TPe6OBaHUA HacToALLero ctaHgapTa.
(U3meHeHne Me 1. 2014)
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4.1.3 MeaunUuMHCKMe yUupexaeHnsa Ao/MKHbl paccMaTpmuBaTb UCMOMIb30BaHWE CUCTEMbI KayecTBa, Tpebye-
MOl B KOHKPETHOIH cTpaHe Unun onpefesieHHOM pervoHe.
(M3meHeHMne Ns 1, 2014)

4.2 OT60p 06pasyoB

MnaHbl BbIGOPOYHOIro KOHTPO/IA, NPUMEHSIEMbIE A1 OT6OPa U UCNbITAHUSA YNAKOBOYHbIX CUCTEM, [,0/1K-
Hbl 6bITb MPUMEHVMbI K OLLeHUBaeMoMy npoueccy. MNiaHbl BbIGOPOUHOTO KOHTPOASA AO/KHbI GbITb CTaTUCTUYE-
CKM 06OCHOBaHHbIMU.

NMpumevyaHne — TllprMepbl COOTBETCTBYIOLMX N/IAHOB BbIGOPOYHOIO KOHTPOSIA NpuBeAeHbl B ISO 2859-1 wn
ISO 186. CTpaHbl U1 peToHbl CaMu MOTYT YCTaHOBUTb AOMNOSTHUTE/IbHbIE M1aHbl BbIGOPOYHOTrO KOHTPOAS.

4.3 MeToAbl UCNbITaHUs

4.3.1 Bce mMeToAbl UCMbITaHUs, MPUMeEHsieMble A8 A4eMOHCTpauuy COOTBETCTBUSA C HACTOSLWMM CTaH-
[apTOM, AOMKHbI GbITb BANNAMPOBaHbl N AOKYMEHTUPOBAHbI.

MpumeyaHne — BISO 11607-1 (NpuioxeHne B) npuBefeH nepevyeHb METOAOB VCMbITAHUS.

4.3.2 Banugauunsi metofa UCNbITaHWA JO/KHA NOATBEPAUTL NPUrO4HOCTL UCNONb3yeMoro Metoaa. Ans
3TOro HEO6X0ANMO cAenatb cregyollee:

- 0o60cHOBaTb BbIGOP COOTBETCTBYHOLWMX METOA0B UCMbITAHUS YNAKOBOUYHbLIX CUCTEM.

- YCTAHOBUTb KPUTEPUU NPUEMKMU.

MpumMmeyaHne — TIPOLLNIOYCMNELIHO/OKOHYNMIOCH HEYAAYE — BUA KPUTEPUS NPUEMKU;

- onpefennTb NOBTOPAEMOCTb MeTofa UCMNbITaHUA;
- onpeAennTb BOCMPOU3BOAUMOCTb MeToAa UCMbITaAHUS;
- YCTaHOBUTb YYBCTBUTE/NbHOCTb MeToAa A1 UCMbITaHNA LLe/IOCTHOCTK.
4.3.3 Ecnun B MeTOoAax NCNbITaHWUA He yCTaHOB/IEHO MHOe, 06pasLibl 415 UCMbITAHNSA AO/TKHbI MPOXOAUTHL KOH-
OUUMOHUpPOBaHMe Npu Temnepatype (23 + 1) BC 1 oTHOCUTesIbHOM BnaxHocTh (50 +2) % BTeueHue 24 4 MUHUMYM.

4.4 NokymeHTaunsa

4.4.1 MopaTBepXAeHWe COOTBETCTBUA TpebGOBaHUAM HacTOAWEro craHgapTa AO/DKHO ObiTb LOKYMEH-
TanbHO OPOpPMIEHO.

4.4.2 Bce AOKyMeHTbl crneAyeT XpaHUTb YCTaHOBJ/IEHHbIi nepuog BpemeHu. MNpu onpegenieHnn cpoka
XpaHeHVs OOKYMEHTOB crefyeT yunuTblBaTb Takme hakTopbl, Kak Tpe60BaHUA pernamMeHToB, CPOK rO4HOCTMU
N NPOC/IeXNBAEMOCTb MPUYNH OTKA30B MeAULMHCKUX U3AeNni nnm 6apbepHoOi cuctembl ANA CTEPUNN3ALUN.

4.4.3 B fOKyMeHTbl COOTBETCTBUA TpeboBaHNAM MOryT 6biTb BK/HOYEHbI, HO HEe OrpaHW4YeHbl 3TUM, 3KC-
nayaTauMoHHble faHHble, TEXHUYECKUe yC/I0BUA 1 pe3ynbTaTbl Ba/IMANPOBaHHbIX METOA0B NCMbITaHW, a Tak-
e npoTokKo/ibl 1 pe3ynbTtatsl Q. OQ. PQ.

4.4.4 SneKTPOHHble 3aMnCK, 3/IeKTPOHHbIE N COGCTBEHHOPYYHbIE MOAMNUCU, UCNOJSIHEHHbIE B 3/1EKTPOH-
HbIX 3aMMCAX, KOTOpPble CNOCOGCTBYIOT Banmgaunm, Npou3BOACTBEHHbIW KOHTPO/Ib WA ApYyrne npouecchbl Npu-
HATUA peleHnii No KayecTBY AO/MKHbI BbITb HAAEXHbIMU.

5 Banumpgaumsa npoueccoB ynakoBblBaHUA

5.1 O6wwne Tpeb6oBaHusa

5.1.1 MNpeaBapuTenbHO OT(hopMOBaHHble 6apbepHble CUCTEMbI ANA CTePUAM3aLUM U NPOLLECChbl NPOun3-
BoACTBa 6apbepHOil cucTembl nogsexart sanvaaluu.

MprMepbl TakMx NPOLECCOB BKIOYAKOT, HO HE OrPaHNYNBalOTCA TOMILKO 3TUM:

- dhopmupoBaHue XeCcTKNX U rmbknx 6mMcTepos;

- thopmupoBaHue 1 cknensaHue calle, Py/IOHOB UIN NaKeTOB;
aBToOMaTM3MpOBaHHblE NPOLECChl POPMUPOBAHNA/HANOHEHNA/CKNENBaHNSA.
y310BYI0 C60pPKY U 06epTbiBaHue;

C60pPKY CTEPUNbHbBIX U3Jenunii 4NA NPOBOAHNKA XUAKOCTH:
repMeTun3aumnio KloBeTbl/KpPbIWKK;

HanoJsIHeHVe 1 yKynopuBaHue MHOropa3oBO YNakoBKY;
cknagbliBaHne n ob6epTbiBaHWe NeHKOU ANa cTepunmsaumu.
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5.1.2 MNpouecc BanMaaunmn SO/HKEH BK/OYATb, KakK MMHUMYM, Clieaytolme cTagun: aTTectaymio MoHTa-
Xa. aTTecTaumio PyHKLMOHUPOBAHUS 1 aTTeCTaLuio aKCnayartauuu.

5.1.3 Pa3paboTKy npouecca, XoTs (popMasibHO OHa U He sIBNsSieTCA YacTblo npouecca Banvgauuu, cre-
AyeT paccMaTpuBaTb Kak HEOTHEMJIEMYIO HaCTb (DOPMUPOBAHUSA 1 3anedatbiBaHUsA (CM. NPUIOXeHMe A).

5.1.4 Banupauuio umetoleinca npoayKumMm MoXHO NPOBOAUTL HA OCHOBE AaHHbIX O NMpeablayuieii aTTe-
cTauum MoOHTaxa U aTTecTtaumy (PyHKLMOHMPOBAHUA. ITU AaHHble MOXHO MCMOMb30BaTh AN onpefeneHns
[OMYCKOB Ha OCHOBHbIE MapameTpbl.

5.1.5 Mocne Banujauuu NpoLEeccoB NPou3BOACTBA NMpeABapUTe/ibHO OTIOPMOBAHHbIX 6apbepHbIX CU-
cTeM ¥ 6apbepHOii cUCTeMbl AN CTepUAN3aLmm He06XOAUMO LOKYMEHTaNIbHO 0hOPMUTL 06GOCHOBaHUE ANs
YyCTaHOB/IEHMSA NOJ06GUA U NAEHTUPUKALUN KOHPUTYpaLUUU B pacyeTe No HauxygleMy BapuaHty. Kak MuHu-
MYM, HEO6X04MMO NMPOBOAMTL BaNMAaUNI0 KOH(UIypauuy B pacyeTe Mo Hauxyawemy BapuaHTy Anis yCcTaHOB-
NEeHNsi COOTBETCTBUS C HACTOSILUM CTaHAAPTOM.

NMpumeuyaHne — T[logo6re MOXET GbiTb YCTAHOB/IEHO MO Pa3HbIM pa3mepam npeaBapuTesisHO 0TIOPMOBAH-
HbIX 6apPbEePHbIX CUCTEM.

5.2 ATTecTauma mMoHTaxa o

5.2.1 Heo6x0AMMO NPOBOANTL aTTeCTaLMI0 MOHTaxXa.

HekoTopble 060CHOBaHUA A8 NPOBeAEeHNSA aTTecTauMn MOHTaxa:

- KOHCTPYKTUBHble OCOH6EHHOCTN 060pyAOBaHUS;

YCNOBWSA YCTaHOBKM, Takne Kak MOHTaX 3/1eKTPONPOBOAKN, UHXEHEPHble CeTn, (hYHKLMOHa/IbHOCTb U T. 4.;

Mepbl obecneyeHns 6e30NacHOCTH;
o6opyaoBaHue, paboTatoliee B yCTaHOB/IEHHbIX KOHCTPYKTUBHbIX NapamMmeTpax;
- AOKyMeHTauusa nocTaslinKa, pacrneyaTtku, YepTexun U pyKoBOACTBA;
nepeyHun 3anyacTei;
Ba/iyjaumna NporpaMmMHOro o6ecneyeHuns;

- YCNoBWS OKpyXalol e cpeabl, TakMe Kak yuctoTa, TemnepaTtypa, BAaXHOCTb:

- AOKYMeHTUpoBaHHOe obyueHue oneparopa;

- PYKOBOACTBO MO 3KCnyatayun unm metoauka.

5.2.2 flomkHbl 6bITb ONpeAeneHbl OCHOBHbIE NapameTpbl npouecca.

5.2.3 NopgnexaTr NOCTOAHHOMY KOHTPOJIO 1 MOHUTOPUHTY OCHOBHbIe NapameTpbl npouecca.

5.2.4 CurHasnbHble ycTpoiicTBa, CUCTEMbI OMOBELWEHNSA UAN BblKOYaTENN CTAHKOB A0/KHbI 6bITb Npu-
Be/ieHbl B AelicTBMe B C/iyvae NpeBbilleHNs YCTaHOB/IEHHbIX NPeAesioB OCHOBHbIX NapamMeTpoB npolecca.

5.2.5 OCHOBHble MHCTPYMEHTbI, AaTYNKN, KOHTPO/INEPbl U T. 4. [O/KHbI OblTb CepTUMUNLMPOBaHbI Kak
npowejwmne KasIM6PoBKY, U A0XKEH BbITb COCTaB/IEH MUCbMEHHbIV rpaduk KanMGpPoBKN. KannbpoBKy crnenyeT
npoBOAMTb A0 1 NOcne atTecTauny akcnayaTauum.

5.2.6 Jo/MKHbI 6bITb YCTAHOB/IEHBI MNCbMEHHbIE rpadnkn NPOUIAKTUHECKOTO 06CTYXXMBAHUSA U YNCTKN.

5.2.7 CnegyeT NnpoBOAUTbL Banugaunto NnporpaMMHOro o6ecneyeHns Npu ero HanM4ymmn, Takoro Kak nporpam-
MWUPYeMblii NOrnYecknii KOHTpPoIep, NHADOPMALMOHHbIN OHA 1 CUCTEMbI KOHTPONSA, YTOObI 06ecneunTb MUX pa-
60Ty B COOTBETCTBUM C Ha3HauYeHneM. PyHKLUNOHa/IbHbIE NCMbITAHUSA AO/DKHbI NPOBOANTL A1 NPOBEPKU NpaBuib-
HOCTM paboTbl MPOrPaMMHOro Y TEXHUYECKOTO 06ecnevyeHnst N. B YacTHOCTU. MuTepdpelicoB. CucteMy Heo6xoamMmMo
npoBepsTb (Hanpumep, BBOAA NpaBU/ibHbIE U HeNpaBWU/ibHble AaHHble, MOAeIMPYS NOTEPIO 3/1IeKTPONMTaHns) Ansa
06HapyXeHUs Hannyuns, HageXHOCTN, UAEHTUYHOCTU, TOYHOCTU U MPOCNEXMNBAEMOCTUN AaHHbIX U 3anncei.

5.3 ATTecTauusa pyHkyunoHuposaHuna OQ

5.3.1 HeobxoAumo oueHWTb MapameTpbl npouecca, YTobbl rapaHTUpoBaTb, YTO MPOU3BOACTBO MNpena-
BapuTe/nIbHO OTPOPMOBaAHHbIX 6apbepHbIX CUCTEM N GapbepHbIX CUCTEM AN CTepUNM3aLmnm CooTBETCTBYeT
BCEM YCTaHOB/IEHHbIM TpeboBaHNSAM BO BCEX OXWAAEMbIX YCOBUSX.

5.3.2 MNpeaBapuTesibHO OT(HOPMOBaHHbIe 6apbepHble CUCTEMbI 1 BapbepHble CUCTEMbI A1 CTepuinsa-
LN JO/DKHbI 6bITb N3rOTOBJ/IEHBI Kak MPU BEPXHUX, Tak U MPU HWKHUX Npegenax napameTpoB N AEMOHCTPUPO-
BaTb CBOICTBa, KOTOPble COOTBETCTBYIOT YCTAHOB/IEHHbIM Tpe6oBaHUAM. Heo6Xx0AMMO OLEeHUTb cneaytolyne
nokasarvesin KayecTBsa.

a) Ana dpopmupoBaHnsa/c60pku:

- thopmupoBaHune/c6opka 6apbepHoOli cUMCTeEMbl B NOSTHOM 06beMe.

- pasmMelieHne A0/MKHbIM 06pa3om nNpoaykuum B 6apbepHOi cucTeme;

- cobnogeHne cywecTBEHHbIX pasMepos.
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b) pna cknenBaHusA:

- HenpepbIBHOCTb CKAEUBaHWUA AN1A 3af4aHHOW WNPKHbI WBA;
- KaHasibl UM OTKPbITbIE LWBbI.

- MPOKO/bl NN Pa3pbIBbl;

- paccnioeHune UM oTKNeMBaHue maTtepuana.

MpumevaHne — Cm. EN 868-5:2009. nyHKT 4.3.2;

C) ANA NPOYNX CUCTEM YKYNOPUBAHUA:

- HenpepbiBHOE YKYMOPUBaHUE;

- MPOKOAbI UMK pa3pbIBbl.

- paccfioeHue uau oTknenBaHue matepuana.

5.4 ATTecTauusa akcnnyatauumm PQ

5.4.1 ATTecTaumnsa akcnnyaraymm fosKHa NPoAEeMOHCTPUPOBaThL HEMNpPepbIBHOCTL Npouecca NpousBof-
CcTBa B 3afaHHbIX pabouynx yCnoBuAX NPUrofgHbiX A4Na cTepunnsauun npegsaputesibHO oThopMoBaHHbIX 6a-
PbEPHbIX CUCTEM U 6apbepHbIX CUCTEM.

5.4.2 ATTecTauunsa akcnsyatauum foJ/HKHa BKIOYaTb.

- peanbHbIVi NPOAYKT UAW MOAe b NpoAyKTa:

- napameTpbl Npouecca, yCTaHOB/IEHHbIE NPy (PYHKUNOHaNbHO’ aTTecTauunm:

- Bepudurkauunto TpeboBaHuii K NPOAYKTY/ynakoBke;

- obecnevyeHne NPoM3BOACTBEHHOIO KOHTPOIA U NPONYCKHOW CNOCO6GHOCTU:

- NOBTOPSAEMOCTb M BOCNPON3BOANMOCTb NpoLecca.

5.4.3 CnepyeT OUEHUTb YCNIOBUSA, C KOTOPbIMUA MOXHO CTOJIKHYTbLCS B NpoL,ecce NpousBo/CcTBa.

MpumeyaHne — 3TW yC/OBUS MOTYT BK/IHOHYaTb, HO He OFPaHNYMBAOTCA TOMBKO MMW. HACTPOLiKY MaluvH 1 Npo-
Leaypbl NEPEK/IIOYEHNA PEXMMOB, MPOLECC Nycka 1 nepesarnycka, HapyLueHne 3HeprocHabXeHns 1 Apyrue OTKIOHEHUS,
MHOTOCMEHHYI0 CUCTeMy paboTbl, €CNN CYyLLIECTBYET.

5.4.4 YcnoBusa npouecca AO/DKHbl BK/IOYaTb MO KpalHeil Mepe TpW NPOM3BOACTBEHHbIX LUKNA C Npo-
BeJleHneM COOTBETCTBYIOLWEro BbIGOPOYHOro KOHTPONA AR NOATBEPXAEHUS U3MEHUYMBOCTU BHYTPU LuKIa 1
BOCMPOU3BOANMOCTU MeXAY pasHbIMWU Uukiamu. MNMpoao/mKNTEeNbHOCTL NPOU3BOACTBEHHOTO Uukna cregyet
paccunTbiBaTb Ha OCHOBE TEXHOJ/IOMMYECKUX NapaMmeTposB.

MpumMeyaHne — ITU NEPEMEHHbIE BE/IMUMHBI BK/IOYAOT, HO HE OrPaHNYMBAOTCSI TO/IbKO MMUW. PaBHOBECHOE
COCTOSIHVE MaLUVHBbI, MOIOMKV U U3MEHEHWS CABUTA, HOPMaJslbHbIE MYCKU N OCTAHOBKW, Pasnnyvs XapakTepucTuk matepu-
ana ot NapTuu K napTuu.

5.4.5 lomKHbI ObITb YCTAHOB/IEHbI U MUCMO/Ib30BaHbl B NpoLecce aTTecTaummn akcnayaraymm JOKYMeHTU-
poBaHHble npoueaypbl 1 TpeboBaHUA K DOPMUPOBAHNIO, CKIEMBAHUIO N COOPKe BapbepHbIX CUCTEM.

5.4.6 Heo6x04MMO KOHTPONMpPOBaTb M PErMCTPUPOBaTh CyLLeCTBEHHbIE TEXHOMOTMYecKne napameTpbl.

5.4.7 Becb npouecc fO/KeH KOHTPOAMPOBAaTbCA N 6bITb CNOCO6EH K HENPEPbIBHOMY NPOU3BOACTBY MNpPoO-
AYyKTa B COOTBETCTBUW C YCTaHOB/IEHHbIMU TpeboBaHNAMN.

5.5 OhmumanbHoe NOATBEPXAEHNE Banngaumm npouecca

5.5.1 9kcnepTn3y 1 oduuManbHoe NoATBEPXAeHMe Banmgaunm npowuecca NpoBoAAaT U AOKYMeEHTanbHO
ohopMNAT Ha (PbUHANIBHOM 3Tane nNporpaMmMbl Bangauynn.

5.5.2 B 4OKyMeHTaLuo A0/DKHbI 6bITb BK/THOUYEHbI, PACCMOTPEHbI BCE NMPOTOKO/bI U NO/YYEHHbIe pe3y/b-
TaTbl N 3aHECEeHbI 3aK/Il0YeHUs O cTaTyce Banugaumm npouecca.

5.6 KOHTPO/Ib U MOHUTOPUHT NpoLecca

5.6.1 [00/XHbI 6bITb YCTAHOB/IEHLI MPOLEAYPbI, FAPaHTUPYHOLME, YTO NPOLECC YNAKOBbIBAHWNA HAXOA4UT-
Csl Noj, KOHTPOJIEM U NPOBOAUTCS B pamKax 3afaHHbliX NapaMeTpoB BO BPEMS TEKYLLMX Onepauuii.

5.6.2 OCHOBHble TeXHO/MIOTNYeckne napameTpbl AO/MKHbI GbITb NOATBEPXAEHbI AOKYMEHTaMW W Haxo-
OAUTbCS NOA MNOCTOSIHHbIM KOHTPOJIEM.

5.7 I3MOHOHUNA npouecca n NnoBTopHasa sanugaymnsa

5.7.1 Ha AOKYMEHTbI, Kacawuwunecs npoueccoB ynakoBblBaHUA U CKNenBaHUA, AOJ/1XXHa pacnpocTpaHATb-

csl npoueaypa BHECEHUA U3MEHEHWI B coAepaHne JOKYMEHTOB, METOAbI MPOBEPKN U CMUCOK YNOJTHOMOYEH-
HbIX Ha 3TO Nuu,.

6
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5.7.2 Mpoueccbl nogsexaTt NOBTOPHOI Banuaauuun, ecin BHECEHbI U3MeHeHUs B o60pyaoBaHue, npo-
AYKUMIO. YNakoBOYHblE MaTepuasnbl WU NPOLECC YNaKOBbIBaHUS, KOTOPble CTaBAT Nog Yrposy pesynbratbl
NCXOAHOM BanuaaumMy v MoryT noB/IMATb Ha CTEPUNBLHOCTb, 6€30MacHOCTb UK 3 MEKTUBHOCTb CTEPUNBHBIX
MeAUUNHCKUX U3AEeNnii.

NMpumeyaHne — Hwke NpuBefeH NepeyeHb U3MEHEHWIA, KOTOpblE MOFYT MOB/MSATbL HA CTATyC Ba/IMAMPOBAaH-
HOro npouecca:
N3MEHEHWE CbIPbeBbIX MaTEPUA/IOB, KOTOPOE MOT/10 6Gbl OKa3aTb BO3Ae/iCTBME HA TEXHO/IOrMYEeCcKMe napaMeTpbl;
yCTaHOBKa HOBOM eAuHULbI 060pYyA0BaHMS;
nepeHoc NPOoLECCoB UMM 06OpYA0BaHNSE U3 OAHOTO YUPEXAEeHUs Ui MecTa B ApYroe;
M3MeHeHe MpoLecca CTepumnsauum;
HeraTMBHble TEHAEHLMN MHAMKATOPOB KayecTBa U ynpaB/ieHUs MPOLLECCOM.

5.7.3 CnepyeT OUEHUTb U AOKYMEHTa/IbHO NOATBEPAUTL HEOH6XOAMMOCTbL NOBTOPHOW Banupauuu. Ecnu
cuTyauuna He TpebyeT NOBTOPEHUA BCEX 3TanoOB UCXOAHONM Banupauuu, To 3Ta NOBTOPHasA Banngauna MoxeT
ObITb He Takoli BCceobGbeM/IOWel, Kak ncxogHas.

5.7.4 CnepyeT paccMOTpeTb NEPUOAMYECKOE NMPOBeAEHE NOBTOPHOW Banuaaunm nnm akcnepTusbl, Tak
KaK MHOIOYMUC/IEHHbIE HEe3HayuTeNbHble U3MEHEHNA MOTYT B COBOKYMHOCTW MOBMUATL Ha cTaTyc Baingauumu
npouecca.

5.8 C6opka ynakOBOYHbIX CUCTEM

5.8.1 bapbepHble cucTemMbl 4N cTepuansaummn nognexar cbopke B onpefeneHHbIX YCOBUAX OKPYXato-
el cpefbl, HTOObI MUHUMU3NPOBAaTb PUCK 3arPA3HEHUS MeAULNHCKOTO U3aenuns.

5.8.2 Mpouecc cH60pPKN YyNaKOBOUHOW CUCTEMbI A0/IKEH ObiTb OCYLLECTBJIEH MOC/IE KOHTPO/IMPYEMOTO
npouecca MapknupoBKk/ 1 06paboTKu C LeNblo NpeaynpexaeHns HenpaBubHO MapKUPOBKU.

MpumeuyaHne — [JononHWUTENbHbIE YKasaHusi npuBegeHsbl B DIN 58953-7 u DIN 58953-8.

5.8.3 YnakoBOUHble cCUCTeMbl criefyeT cobupaTb U HaNO/IHATL B COOTBETCTBUU C UHCTPYKLMSAMU Ha OC-
HOBE BaNMAMPOBAHHOIO Npouecca, KOTopblli o6ecneynsaeT cTepunsaLnio B yCTaHOB/IEHHbIX YCNOBUAX. 3TN
MHCTPYKL MW PacnpoCTPaHATCA Ha KOHMUTypaLuio COAePXUMOro ynakoBKN 1 peknaMHble BKAaAblwu, o6Lyto
Maccy, BHYTPEHHIOI YNaKoBKy 1 abcop6eHThbI.

6 MNprMeHeHNe MHOFopa30BbliX 6GapbepHbIX CUCTEM A1 CTepuansaumm

B gononHeHne Kk TpeGoBaHusAM pasgena 6 HeEOGXOAUMO cnefoBaTb MHCTPYKUMUSM U OFpaHUYeHusM no
npUMeHeHUo, npuBeAeHHbIM B 5.1.10 1 5.1.11 ISO 11607-1 (Hanpumep, c6opka, AeMOHTaxX, TEXHUYeckoe
06CNyXnBaHne, PEMOHT, XpaHeHune).

MpumedyaHue — [oNoNHUTE/bHbIE yKa3aHUs NO MHOropasoBbIM ynakoBkam npuseaeHs! B EN 868-8. DIN 58953-9
n AAMII'ANSI ST33; [lononHUTeNbHbIE YKa3aHWs MO MATKOW Tape MHOropasoBOro npuMeHeHns — B EN 13795-1 u
ANSI/AAMI ST65.

7 YnakoBblBaHVe NpoBOAgHUKA )KI/I,EI,KOCTeVI ana crepunnnsaynn

7.1 C6opka KOMNOHEHTOB NPOBOAHMKA XWAKOCTEA M YKYNOPOUHbIX CPeACcTB AOJ/HKHA COOTBETCTBOBATb
Tpe6oBaHUAM pas3gesioB 5 u 6.

7.2 MeAVUMHCKUE U3AeNIUsi C MapKUPOBKOW «CTepPUNbHbI NPOBOAHUK XUAKOCTEN» [O/MKHA oGecneyun-
BaTb CTEPU/ILHOCTb BMECTe C YKYNOPOUYHbIMU CpeACcTBaMu.

NMpumeyaHue 1— TpeboBaHWA K xapakTeprucTMKaM MUKPOGHOro 6apbepa 1 LiefIoCTHOCTY 6apbepHoli cucTeMbl
ycTaHoB/eHbl B ISO 11607-1. 3TK Tpe6oBaHUSA MPUMEHUMbI U K MEAULIHCKOMY U3AENNIO.

MpumeyaHne 2 — B Uenax MHTepnpetauum TpeGoBaHWii HACTOSILLEro cTaHAapTa MeauLMHCKoe usaenve Bme-
CTe C YKYMNOpPOUHbIM CPEACTBOM 06pasyeT 6apbepHyo CUCTEMY AJ15i CTEPUIU3AL.
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MpunoxeHue A
(cnpaBo4HoE)

Pa3pa6oTka npouecca

Pa3paboTky npouecca, koTopasi hopMasibHO 1 He SIB/ISIeTCA YacTbio npolecca Banngauvu, cnegyeT paccMarpu-
BaTb KaK COCTaBHYO YacTb 3Tana (ooOpMUPOBAHNS U CKIIEMBaHNS yNakoBku. PaspaboTka npouecca uiam TexXHONorm4eckuii
pacueT TpebyloT OLUeHKN ANnA MAeHTUdMKaLMN 1 onpeaesieHnsl OCHOBHbIX MapaMeTpoB, a Takke pabourx Avana3oHoB,
YCTaHOBOYHbIX NapaMeTpoB 1 [OMYCKOB.

OueHKy npouecca NpoBOAAT A8 TOro, YTobbl YyCTaHOBUTL COOTBETCTBYIOLLME N HEOGXOAVMbIe BEPXHME U HKHME
TEXHOMOrMYECKMe OrpaHNYeHNsi, a Takke OXuaaeMble HOpMasibHble pabouve yCcnoBusi. ATU TEXHONOTNYECKNE OrpaHu-
YeHVA B JOCTaTOYHOM CTemneHW MO3BOMAT UCK/IOUMUTL COCTOSIHUA OTKasa WM npefesibHbIX PeXuMoB paboTbl. OgHUM 13
Croco60B MOXET GbITb NOCTPOEHNE KPUBOW «T€PMETUYHOCTb — MPOYHOCTb» C COOTBETCTBYHOLLVMMI BU3Ya/IbHbIMU NpUMe-
pamMu pesynbTaToB CK/IEMBaHWUSA, YTO MOM/IOKET BblbpaTb ONTUMa/IbHOE OKHO A/151 TabNNYHbIX AaHHbIX TEXHO/IOTMYECKOro
npouecca.

Heobxoammo onpefenvTb N pacCMOTPeTb BO3MOXHbIE COCTOSIHUSI HEMCNPaBHOCTeN 1 ypoBeHb felicTBUi B Criyyae
OTKa3a, KOTOpble OKa3bIBalOT 60/bLIOE B/VSIHME Ha MpoLecc (aHa/IM3 COCTOSIHUA HEWUCMPaBHOCTW U ero nocneacTBui,
aHasIn3 NPUYUH 1 NOCNeACTBUNA).

[ns onTMusauun npouecca cnegyeT NCNoMb30BaTk CTATUCTUYECKN JOCTOBEPHbIE METOAbI, Takme Kak oTcenBato-
LiMe 3KCMEPUMEHTbI U CTaTUCTUYECKW CNIaHNPOBaHHbIE 3KCMEPUMEHTbI.

K OCHOBHbIM MPOV3BOACTBEHHLIM NapaMeTpaM, NoA/exalium OLeHKe, OTHOCSATCS, HO He OrpaHNYMBalOTCA TONbLKO
uMu. cregytoLype:

- Temnepartypa;

- [AaBrieHner'BakyyM. BK/HOHYasi CKOPOCTb U3MEHEHWS;

- Bpemsi NPOCTOS (/IMHeliHasi CKOPOCTb):

- YPOBHV 3Heprun/yactoTa (BbICOKOYACTOTHasA/yIbTPa3BYKOBas);

- npefenbl 3aTSHKKN CUCTEM YKyNnopueaHusi KpbILLKa/Konayok.

Bbl6paHHble OCHOBHbIE MapameTpbl AO/MKHbI 0GecrneunBaTb Ha BbIXOAE KOHTPO/IMPYEMOro npouecca nosyyeHve
6apbepHbIX CUCTEM A1 CTEPUM3ALUM 1 YNAKOBOYHbLIX CUCTEM, OTBEYaIOLWMX 3aaHHbIM XapaKTePUCTUKaM KOHCTPYKLMN.
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MpunoxeHne A
(cnpaBo4HOE)

CBefileHNs 0 COOTBETCTBUUN CCbIJIOYHbIX MeXAYHapoAHbIX CTaHAapTOB
MEXrocyaapCTBEHHbIM CTaHAapTam

Tabnuuya [OA1

O603HaueHVIE CCYIOHHOMO CreneHb O603HauEHVIE M HAMMEHOBAHWE COOTBETCTBYHOLLIETO
MEXyHapOAHOIO CTaHaapTa COOTBETCTBUS MEXTrOCyIAPCTBEHHOMO CTaHAAPTA
1ISO 11607-1 — .

* COOTBETCTBYHOLMIA MEXIOCYAAPCTBEHHbIN CTaH4APT OTCYTCTBYET. [lo ero NPUHATAS PEKOMEHAYETCS UCMO/b30-
BaTb NEPEBOA, Ha PYCCKMIA A3bIK JaHHOTO MeXayHapoaHOro ctaHaapTa. OduumanbHblii NepeBos AaHHOTO MeXAyHapoa-
HOro cTaHfapTa HaxoauTesi B ®efepasibHOM MHGOPMAaLMOHHOM (POHAE CTaHAAPTOB.
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AAMI/ANSI ST 65:2008

DIN 58953-7:2010

DIN 58953-8:2010

Bubnunorpadus

Paper and board. Sampling lo determine average quality (Bymara v kapToH. OT-
60p 06pasLoB 415 onpefesieHns CpefHero Kkavectsa)

Sampling procedures (or inspection by attributes. Part 1. Sampling schemes in-
dexed by acceptance quality limit (AQL) for lot-by-tot inspection [Mpoueaypbl
BbIGOPOYHOro KOHTPO/IA MO KavyeCTBeHHbIM Npu3HakaMm. YacTb 1. MnaHbl BbIGO-
POYHOr0 KOHTPOJIA C yKa3aHMeM NpruemMsieMoro ypoBHs kadectBa (AQL) ans no-
crnefoBaTe/IbHOro KOHTPOS NapTuiA]

Quality management systems. Requirements (CuCTeMbl MeHeMKMeHTa Kaue-
cTBa. TpeboBaHs)

Sterilization of health care products. Vocabulary (CTepunmsauns caHUTapHO-Tu-
rMEeHNYECKNX n3genuii. Cnosapb)

Medical devices. Quality management systems. Requirements for regulatory
purposes (M3genusa meguumHckne. CucteMbl MeHegXMeHTa kadecTBa. Tpe6o-
BaHWs K perympoBaHuto)

Quality management systems. Fundamentals and vocabulary (Cuctembl meHeq-
XMeHTa KayecTBa. OCHOBHbIE MOMIOXEHUS U CIoBaphb)

Packaging for terminally sterilized medical devices. Part 5. Sealable pouches
and reels of porous materials and plastic film construction. Requirements and
test methods (YnakoBka MegUUMHCKUX U3aenuii, nognexawmx (OUHULLHON cTe-
punusaummn. YacTb 5. 3aneyarbiBaeMble NakeTbl U Py/1OHbI U3 MOPUCTbIX MaTepu-
asioB 1 NIacTUKOBOW NneHkW. TpeGoBaHWsA 1 MeToAbl UCTIbITaHWI)

Packaging for terminally sterilized medical devices. Part 6. Paper for low tem-
perature sterilization processes (YnakoBka MeAVLWUHCKNX U3LeNNIA, NoA/iexatmnx
(PUHMLWIHOI cTepunmsaumn. Yactb 6. Bymara Ansi NpoLeccoB HMU3KoTeMnepartyp-
HOW cTepunusauun. TpeboBaHNs U METOAbI UCTMbITaHWIA)

Packaging for terminally sterilized medical devices. Part 8. Reusable steriliza-
tion containers for steam sterilizers conforming to EN 285. Requirements and
test methods (YnakoBka MeAWLMHCKUX M3Aenuid, noanexawimx UHULLHON cTe-
punusauun. Yactb 8. CTepuM3auMOHHbIE KOHTEMHEPbI MHOrOKPaTHOro npume-
HeHWA A5 NapoBbIX CTEPUIN3ATOPOB, COOTBETCTBYOWMX EN 285. Tpe6oBaHus
1 MeToAbl UCTbITaHWI)

Surgical drapes, gowns and dean air suits used as medical devices, for patients.
clinical staff and equipment. Part 1. General requirements for manufacturers,
processors and products (Xvpypruyeckue nokpbisasia, HakMak1, nnawm c LWmnpo-
KMMU pyKaBaMu, UCTO/b3yeMble B Ka4ecTBe MeAULMHCKMX U3Aenuvii, ans naum-
€eHTOB. MeJVLMHCKOro nepcoHana n obopygosanHus. Yactb 1. O6uwme Tpebosa-
HWA 0191 3aBOA0B-U3rOTOBUTENEN, NPOU3BOAMTENEN N TOTOBLIX N3AENNiA)

(M3meHeHne Ne 1.2014)
(N3meHeHne N9 1, 2014)

Processing of reusable surgical textiles for use in health care facilities (O6pa6oT-
Ka MHOIoOpasoBbIX XMPYPrMyecknx TEKCTUNbHbIX U34enuii Ans UCNo/b30BaHNsS B
MEAULIMHCKMX YUPeXaeHUsIX)

Sterilization. Stenle supply. Part 7. Use of sterilization paper, nonwoven wrap-
ping material, paper bags and heat and self-sealable pouches and reels (Cte-
punusaums. ObecnevyeHne CTeEPU/IbBHOCTU NOCTaBoK. YacTb 7. Vcnonb3oBaHne
CTEPUNN3ALMOHHONM Bymarn, HeTKaHOro 06epTo4HOro MaTepuana, TeKCTUIbHbIX
MaTepuanoB, GyMaXHbIX NakeToOB 1 3aneyarbiBaeMblX NakeToOB U Py/IOHOB)

Sterilization. Sterile supply. Part 8. Logistics of sterile medical devices (Ctepunu-
3aums. ObecneyvyeHne CTEPUILHOCTM NOCTaBOK. YacTb 8. Jlormctuka cTepuibHbIX
MeANLMHCKNX U34enunin)



(15]

(16]
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DIN 58953-9:2010 Stenlization. Sterile supply. Part 9. Handling of sterilizing containers {Ctepunu-
3aums. ObecneyeHne CTEPUILHOCTM NOCTaBOK. YacTb 9. Mcnonb3oBaHue ctepu-
NIN3aLMOHHbIX KOHTEiHepOoB)

[12]—[15) (N3meHeHne Ne 1.2014)

GHTF Study Group 3, Process validation guidance for medical device manufacturers (GHTF Study Group 3. Pyko-
BO/CTBO K NpoLeccy Baivaaunm Ans U3rotosutenein MeauumMHCKNX n3aenuii)

Intemacional Vacabutary of Basic and General Terms in Metrology: 1993. BIPM. IEC. IFCC, I1SO. IUPAC (Mexay-
HapoAHbIA CrloBapb OCHOBHbIX 1 OGLUX TEPMUHOB NMo mMeTposorun: 1993. BIPM, IEC. IFCC. ISO. IUPAC. IUPAP.
OIML)

n
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YOK 615.478.73:006.354 MKC 11.080.30 P26 0T

Kniouesble C/I0Ba: ynakoBKa, MEAULVHCKUE U34enus, (PUHUWIHAA CTepUIN3anmus, Bamgaumus, npoueccol gop-
MUpOBaHus. repmeTmsauns, cb6opka

12
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