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Mpeavcnosne

Llenn, oCHOBHble NPUHLMMbI 1 NOPAA0K NPOBeAeHNs paboT N0 MEXrocyAapCTBEHHOW cTaHaapTM3auum
yctaHoBneHbl FTOCT 1.0—92 «MexrocygapctseHHas cuctema ctaHgapTtnsauun. OCHOBHbIE MOMOXEHUA» U
FOCT 1.2—2009 «MexrocyfapcTBeHHasa cuctema ctaHgaptusauun. CtaHgapTbl MEXrocyfapCTBeHHble, npa-
BUMA W PeKOMeHAALUN N0 MEeXrocyAapCTBEHHON cTaHaapTu3auun. Mpasuna paspaboTki, NPUHATUS, NpUMe-
HEeHWs1. OGHOB/IEHNS N OTMEHBI».

CBepeHunsa o cTaHgapTe

1 NOArOTOB/EH ®epepanbHbIM rocyAapCTBEHHbIM YHUTAPHBIM NpeanpuaTuem «Bcepoccuiickuii Ha-
YUYHO-MCCNEeAOBATENbCKUA UHCTUTYT CTaHAAPTU3aLMN U cepTUdMKaLmMm B MallMHOCTpoeHun» (BHUNHMALLY)

2 BHECEH ®epgepasibHbIM areHTCTBOM MO TEXHNUYECKOMY PerysivpoBaHuio 1 METPOsIorum

3 MPUVHAT MexrocysapcTBEHHbIM COBETOM MO CTaHAapTU3aL M1, MeTpoaorum n ceptudmkanmm (npoTo-
Kon oT 29 Hoa6ps 2011 r. Np 40)

3a npuHATME NporosiocoBasin:

KpaTtkoe HavimeHoBaHVie CTpaHb! Kog, cTpaHb! CokpallieHHoe HauMeHOBaH1e HaLIOHaUTbHOro opraHa
no MK (MCO 3166)004-97 no MK (MCO 3166) 004-07 no cTaHgapTu3aumn

Benapycb BY FocctaHpapt Pecny6nukm Benapycb

KazaxctaH K2 FocctaHaapT Pecny6nukn KasaxctaH

KblpreisctaH KG KblpreisctaHgapt

Poccuiickas ®epepauus RU PoccraHgapTt

Y36eknctaH uz Y3cTaHgapt

TafKUKMcTaH TJ TagxukctaHgapT

4 Tprkasom defepasibHOro areHTCTBa No TEXHUYECKOMY PEerysiMpoBaHuio U MeTponoruy ot 13 gekabps
2011 r. Np 1277-cT MexrocygapcTBeHHblli ctaHgapt FOCT ISO 11737-2—2011 BBef€eH B AeliCTBME B Ka4ecTBe
HaLMoHaslbHOro cTaHaapTa Pocculickoii degepaumm ¢ 1 aHBaps 2013 r.

5 HacToswmin cTaHdapT MAEHTUYEH MeXAyHapogHomy cTtaHpapTty ISO 11737-2:1998 Sterilization of
medical devices — Microbiological methods — Part 2: Tests of sterility performed in the validation of a
sterilization process (CTepunnsaumsa MeguUUHCKMX n3genuii. Mukpobuonoruyeckne metoabl. YacTs 2. Mcnbi-
TaHWsA Ha CTepUIbHOCTb, NPOBOAUMbIE NPU BaIMAALMN NMPOLLECCOB CTEpUIn3auunm).

CBefleHnsi 0 COOTBETCTBUN MEXIOCYAapCTBEHHbIX CTAHAAPTOB CCbIIOYHBIM MEXAYHapOAHbIM cTaHAap-
Tam npvBeAeHbl B AONOHUTENBHOM Npunoxenun JA.

CTeneHb COOTBETCTBUA — ugeHTnyHas (KOT).

CTaHpapT noArotosneH Ha ocHoBe npumMmeHeHna FOCT P NCO 11737-2—2003

6 BBEJEH BMNEPBbIE

MHopmaLms o BBefileHUU B felic TBYE (MPeKpaLLeHnn eiicTBUS) HAacTOoAWEero cTaHgapTa ny6anky-
€TCsl B ©XEMECSYHO U3jaBaeMOM yKazaTene «HaumoHanbHble cCTaHaapThbi».

MHopmaumsi 06 M3MEHEHUAX K HACTOsILLeMY CTaHaap Ty ny6ankye TCs B eXerofHo 13gaBaemMom UH-
¢hopMaLMOHHOM yKasaTene «HauuoHanbHble CTaHAapThi», & TeKCT U3MEHEHWI 1 NONpaBoK — B exeme-
CSIYHO M3[aBaeMbIX MHOPMALMOHHbIX YKasaTensx «HaunoHanbHble cTaHgapThi». B cnyyae nepecmoTpa
WM OTMEHbI HACTOSILLEero CTaH4apTa cooTBEeTCTBYlLas nHopmauusa 6yaeT ony6MKoBaHa B exeme-
CSIYHO M3JaBaeMOM UH(DOPMaLMOHHOM yKasaTesie «HalunoHabHble CTaHaapThi»

© CraHgapTuHdgopm. 2013

B Poccuiickoil ®efepalnm HacTosLLUil CTaHAaPT He MOXET GbITb NOMIHOCTBIO UM YACTUYHO BOCNPOU3BE-
[EeH. TMPaX1poBaH 1 PacrnpocTpaHeH B KayecTBe OohMLManbHOMO U3faHnst 6e3 paspelueHusi degepasnbHOro
areHTCTBa Mo TEXHUYECKOMY PerysiMpoBaHunio 1 MeTposiorum
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BBepneHve

CTepunbHas NpoayKumsa — 370 NPOAYKUUs, CBO60AHAsA OT XM3HECNOCOOHbIX MUKPOOpraHn3iMos. B co-
OTBETCTBUM C TPEOOBAHUSMU MEXAYHapPOAHbIX CTAaHAAPTOB MO CTEpUNMn3auny MeguLUHCKUX U3genuii npu
nocTaBke CTePU/IbHBIX N3AeNnii X cnydyaiHaa MMKpobrnonornyeckas KOHTaMyHaLUma OT BCEX UCTOYHMKOB ne-
pep ctepunusaumeii fomkHa 6biTb CBefleHa K MUHUMYMY BCEMU BO3MOXHbIMW cnoco6amu. Ho gaxe npu Ta-
KOM noaxofe OTAefibHble efuHULbl MPOAYKLUN, WU3roTOBMEHHbIE MPU CTAHAAPTHBLIX NPOU3BOACTBEHHbLIX
YCOBUSIX B COOTBETCTBUM C Tpe6OBaHMAMMN K cUCTEMaM KayecTBa MeANLMHCKUX U3fenunii, MoryT nepeg cre-
punusaumeii cogepxaTb HE60bLIOE KOTMYECTBO MUKPOOPraHn3MoB. Takne eguHULbl MPoAyKLUN ABNSIOTCA
HecTepunbHbIMU.

Llenbto cTepununsaunoHHo 06paboTkn ABNAETCSA VHAKTMBaLWA MUKPOOMONOTMYECKNX KOHTaMWHAHTOB
ANA npeBpalleHnsi HeCTEPUIbHON NPOAYKLUN B CTEPUBHYIO.

MHakTnBaumns YUCTbIX Ky/IbTYP MUKPOOPraHU3MoB hn3NYECKUMU N/MAN XUMUYECKUMUN areHTamu, UCnosb-
3yeMbIMU NpY CTEPUIN3aLUN MEAVLUHCKAX N3AeNuniA, 4acTo NPUBIMKEHHO ONUCbIBAETCA 3KCNOHEHLNaIbHbIM
3aKOHOM, T. €. He3aBUCKMMO OT CTENEHU NPUMEHEHHOI 06paboTKM BCErAa CyLLecTByeT KOHeYHas BePOATHOCTb
TOrO, YTO MUKPOOPraHN3M MOXET BbDKUTb. B KOHKpeTHOM criyyae 06paboTKM BEPOSATHOCTL BbDKMBAHUSA onpeje-
NIAETCA YUC/IOM U PE3UCTEHTHOCTbI0O MUKPOOPTraHW3MOB, a Takke YC/IOBUSAMU, B KOTOPbIX OHU Haxo4ATcs BO
Bpems 06paboTKu. M3 aToro ciefyer, 4To CTEPUILHOCTL 1060 13 egnHUL, NPOAYKL MM NOCe npoLecca cTepu-
nun3aunn He MOXeT ObITb rapaHTMpoBaHa, U CTEPUILHOCTbL NPOAYKUNUU AO/KHA BbIpaXaTbCA Kak BEPOATHOCTb
Ha/IMunsl HeCTEPWU/bHBIX eAVHNL.

TpeboBaHusl K cuCTeMaM kayecTsa Mpy NPOEKTUpOBaHuUKM, paspaboTke, NPOU3BOACTBE, MOHTaxXe 1 06-
CNYXWBaHUWN MeAULMHCKON npoaykumnm npueedeHsl B 1ISO 9001 un ISO 9002 coBmecTHO ¢ ISO 13485 [1] n
ISO 13488 [2] cOOTBETCTBEHHO.

CraHgapTbl cepun 1ISO 9000 onpefensaoT HEKOTOPbLIE NMPOLLECCHI, UCMOJIb3yeMble B NPOU3BOACTBE, Kak
cneunasnbHble, eCNN UX pe3ysbTaT He MOXET ObITb NOIHOCTLIO NPOBEPEH NOCNEAYIOLLUM KOHTPOIEM U UCMbITa-
Hvem npoaykuun. CTepununsauus ABnseTcs NpMmMepoM Takoro creumanbHoro npotecca, nockosbky ee apek-
TUBHOCTb He MOXeT OblTb MpOBEpeHa KOHTPO/SIeM W WCMbITaHWeM npogykuuu. [loaTomy [0 BBOJa
060pyA0BaHNA B 3KCMIyaTaumio ciefyeT BbINOHATL BanaaLuio npoLeccoB CTepunsaLmmn, a Bo Bpems 3Ke-
nayatauym NpoBOAMUTL TEKYLLMIA KOHTPO/Ib U TEXHUYECKoe 06cnyxmBaHne 060pya0BaHNS.

Mpoueaypbl BannaaLuy 1 TEKyLLLEro KOHTPO/IA NPOLLECCoB CTepunm3auny MeauLHCKOR NpoayKLun npu-
BefeHbl B ISO 11134. ISO 11135 n ISO 11137. MNpouecc Bamaauun MOXeT COCTOATbL B TOM. YTO MeAULUHCK1e
nsgenvs nogsepralT BO3AEWCTBMIO CTEPUNIYIOLLEr0 areHTa npy pexuwme, OTHOCUTENIbHO MeHee CTPOroMm,
YyeM B TeKyLeil cTepunnsaunoHHol 06paboTke, YTOObI MNOMNYUYNTb AaHHbIE O PE3UCTEHTHOCTU K 3TOMY areHTy
06bIYHON ANA MEANLMHCKMX U3AENNA MUKPOBMONOrMYeckoi KoHTaMnHaumu. MNocne 3aBepLueHns Takoro Bo3-
[eNCcTBNA MegULMHCKe N3aenus 4O/MKHbI MHANBUAYaNbHO UCNbITbIBATHCA HA CTEPU/IbLHOCTL B COOTBETCTBUN C
TpeboBaHNAMK HacTosLero ctTaHgapTa. NpumMepom NpUMEHEHNUA Takoro UCTbITAHUA ABSETCH YCTaHOBEeHue
cTepunuaytoLleit A03bl 06/1yHeHNs Npy paguaLMoHHON CcTepuam3anumn 1 LeMoHCTpaL M 060CHOBaAHHOCTH Ta-
Ko go3bl (ISO 11137, npunoxeHue B).
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M E X T OCVY 4APGC CTUBEHHBbB 1 CTAHOAPT

CTtepununsauma MeguLUHCKNX N3genui

MUWKPOBMONOIMMYECKME METO/bI
YacTtb 2

McnblTaHWA Ha CTepPUNbLHOCTL, NPOBOAMMbIE NMPU BanugaLum NpoLeccoB cTepuinsaumm

Sterilization of medical devices. Microbiological methods.
Pari 2. Tests of sterlMy performed In the validation of a sterilization process

JaTa BBegeHna — 2013—01—01

1 O6nactb NPUMEHEHMUA

11 HacToswWmii cTaHJapT ycTaHaBAMBaeT 06LWMi NOPALOK NCMbITAHWUIA HA CTEPUIBHOCTb MEeANLMHCKNX
n3genuii, NoABEPrHYTbIX TAKOMY BO3,eCTBUI0 CTEPUIN3YIOLLETO areHTa, KOTOPbINA SBAETCA YacTblo npolecca
cTepunusauun. ITv UCNbITAHUA NPOBOAAT NPY BaMAALMM NpoLecca CTepuInsaumm.

1.2 HacToswwit cTaHAapT He pacnpocTpaHAeTCs Ha UCMbITaHUS Ha CTePUSIbHOCTb:

a) npuv TekylleM BbiNycke NPOoAyKUuMK, NpoLleALleii cTepuam3anmio:

b) dhapmakoneiHble NcnbITaHus;

MpumeyaHune — BboinonHeHne nepeuncnennii a) n b) He sienseTca Tpe6osannsamu ISO 11134, 1ISO 11135 wamn
ISO 11137.

C) KyNnbTUBUpOBaHue 61010rM4YecKnx NHONKaATOpPOB, B TOM 4uncne IAHOKy,I'II/IpOBaHHOVI npoaykunn.

MpumeyaHune — MeToapl KyNbTUBNPOBAHNA 6MONOTMYECKNX UHAMKATOPOB — no ISO 11138.

2 HopMaTuBHbIE CCbI/IKA

B HacTosiem cTaHfapTe MCNo/b30BaHbl CCbIIKM Ha cnefytolive cTaHgapTbl.

ISO 9001:1994 Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctembl kayecTBa. Mogesnb obecneyeHns kayecTsa npy NPoOeKTMpoBaHun, paspa-
60TKe. NPOM3BOACTBE, MOHTaXe U 06CNYXUBAHUN)

ISO 9001:2000 Quality management systems. Requirements (CucTtembl MeHeIXMeHTa kayecTBa. Tpe-
60BaHuA)

ISO 9002:1996 Quality systems — Model for quality assurance in production, installation and servicing
(Cuctembl kavecTBa. Mogenb obecneyeHns kayecTsa Npu NPON3BOACTBE, MOHTaXe U 06CNYXMBaHNN)

ISO 9003:1994 Quality systems — Model for quality assurance in final inspection and test (Cuctema ka-
yecTBa. Mogenb o6ecneyeHns kayecTsa Npy OKOHYAHWN KOHTPO/SA U UCMbITaHWSX)

ISO 9004:1987 Quality managementand quality system elements; Guidelines (YnpaBneHue ka4ecTBoM
N 3/1IEMEHTbI CUCTEMBI KayecTBa. PyKoBoACTBa)

ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterization (CTepuansaums MeanUUHCKOW npoaykuun. TpeboBaHUs K Banngaumm n Teky-
LeMy KOHTPO/o. MNpoMbIWNeHHasa cTepum3aums BAaXxHbIM TENI0M)

ISO 11135:1994 Medical devices — Validation and routine control of ethylene oxide sterilization (Megu-
UMHCKMe nsgenvsa. Banngauna v Tekywmin KOHTPOIb CTePUIN3aLn OKCMAOM 3TUNeHa)

ISO 11137:1995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (CTepunusaumsa MeguUUHCKOR nNpoaykuun. TpeboBaHMs K Banngauum n TekyLieMy KOH-
Tponto. PagnaunoHHas ctepuamsaums)

M3paHne ouumnanbHoe



FOCT ISO 11737-2—2011

ISO 11138-2:1994 Sterilization of health care products. Biological indicators. Part 2. Biological
indicators for ethylene oxide sterilization (CTepunusauus meguuMHCKo NpoayKLun. Buonornyecxne nHAMKaTo-
pbl. YacTb 2. Buonornyeckne nHAMKaTOpbI 418 CTEPUM3aLuM OKCUA0M 3TUEeHa)

ISO 11737-1:1995 Sterilization of medical devices. Microbiological methods. Part 1. Estimation of
population of microorganisms on products (Ctepunumsauns meguumMHCKux nsgenuii. MMkpo6unosornyeckne me-
ToAbl. YacTb 1. OueHka nonynsumMm MUKPOOPraHM3MOB Ha MPOAYKLUK)

ISO/IEC Guide 25—90 General Requirements for the Competence of Calibration and Testing
Laboratories (O6Lme Tpeb6oBaHNA K KOMNETEHTHOCTM NOBEPOYHBIX U UCTbITATENbHbIX NabopaTtopuid).

3 TepMuHbI 1 onpeaeneHns

B HacTosiLeM cTaHAapTe MCMONb3YIOTCA CnefyloLine TePMUHbI C COOTBETCTBYIOLWUMN OnpeaeneHUsaMuU:

3.1 a3poO6HbIii MuKkpoopraHnam (aerobic organism): MukpoopraHmambl, UCMNOJIb3YHOLLNE KMCOPOS
B Ka4ecTBe KOHEYHOro akuentopa 3/1eKTPOHOB NMpy MeTabonn3Me n pacTyLime TONbKO B NPUCYTCTBMMN KUC-
nopoga.

3.2 aHa3po6HbIi MUKpoopraHM3m (anaerobic organism): MukpoopraHu3mbl, He UCMNO/b3YHOLME KUC-
10pOg, B KaUecTBe KOHEYHOTO akLenTopa 3/IeKTPOHOB Npu MeTabomM3me 1 pacTylyme TONbKO B OTCYTCTBUE KMC-
nopoga.

3.3 ucnbiTaHue Ha 6akTepuocTaTMyeckoe/yHrncratmyeckoo geicteue (bacteriostasis/fungistasis
test): icnbiTaHne, NPoBOANMOE Ha BbIGPAHHbLIX MUKPOOPraHu3Max ¢ Liesibio 06HapyXeHus BeLLecTs, MHIM6upy-
OLWMX (3amMeNAoLWmMX) pa3sMHOXEHNEe 3TUX MUKPOOPraHM3MOB.

3.4 ycnoBus kKynbTusmpoBaHusa (culture conditions): YcTaHOBNEHHOE coYeTaHne YCNOBUiA, BKIKOYalo-
Liee nuTaTenbHYIO cpefy, BpeMs U TemnepaTtypy UHKybauun Ans yCKOPeHUs pocTta v pasMHOXEHUA MUKPOOP-
raHM3MoB.

3.5 chakynbTaTuBHbIA MukpoopraHusm (facultative organism): MukpoopraHuam, Cnoco6HbIl Kak K aa-
pOGHOMY. TaKk 1 K aHa3pobHOMYy MeTabonn3my.

3.6 floXHooTpuuaTenbHblli pe3ynbTarT (false negative): PesynbTar UCMbITAHUSA HA CTEPUILHOCTb, NpK
KOTOPOM B [eICTBUTENbHOCTU MOMOXUTENbHbIN pe3ynbTaT MHTEPNPETUPYETCS Kak oTpuuaTe bHbINA.

3.7 noxHononoxuTteneHbln pesynsTar (false positive): Pesynbtar ncnbiTaHs Ha CTEPUIbHOCTb, Npu
KOTOPOM B [1eCTBUTENIbHOCTU OTpULLIATE bHBIA pe3ybTaT UHTEPNPETUPYETCA KakK NOMOXUTE bHBIN.

3.8 ucnbiTaHue Ha yckopeHue pocTa (growth promotion test): VicnbiTaHne ¢ Lenbio NOATBEPXAEHUS
TOro, YTO faHHas nuTaTenbHasa cpefa noaaepXuBaeT POCT MUKPOOPraHN3MOB.

3.9 npoaykuuaynpogykt (product): Obuiee noHATUE ANS 0603HAYEHUA CbIPbS, MPOMEXYTOUHbIX MPO-
OYKTOB M rOTOBbIX MEANLMHCKNX U3aennii.

3.10 eguHuua npogykuum (product unit): MeguumnHckas NPoAyKUWA, KOMMNAEKT U3enuin Uan KoMno-
HEHTOB B MEPBUYHOI ynakoBKe.

3.11 vacTb npogykuumn ansa ncneiTaHuii (Urm) (sample item portion. SIP): OnpeaeneHHas YacTb egu-
HULIbI MEMLMHCKOV NPOAYKLMW, NCMONb3yeMast NPpu UCMbITAHUAX.

3.12 ncnbiTaHMe Ha cTepunbHOCTL (test of sterility): McnbiTaHne, npoBoAvMoe npu onpefeneHHbIX
YCNOBUAX KyNbTUBMPOBAHWUA C LieNblo ONpeAeneHns HaImuus UM OTCYyTCTBUSA XU3HECNOCOGHbIX MUKpoopra-
HW3MOB B eMiHMLE NPOAYKUMMN (MK ee YacTw).

4 O6uwme rnonoXeHns

4.1 [okymeHTauuns

4.1.1 Mpw ncnbiTaHUAX MEANLUHCKUX U3LENNIA Ha CTEPUIBHOCTb JO/MKHbI MPUMEHATHLCA [OKYMEHTUPO-
BaHHble WHCTPYKLUMKW, OXBaTbiBalOLWME MPUMEHSIEMbIE METOAVKM UCNbITaHUA 1 paboTy Ha COOTBETCTBYHOLLEM
o6opyfoBaHNN. DTN [LOKYMEHTUPOBAaHHbIE MHCTPYKLUM [O/IKHbI YTBEPXAATLCA U NepecMaTpmBaTbCA B COOTBE-
TcTBuK ¢ 1ISO 9001 nnn 1SO 9002.

4.1.2 JOKyMEHTMPOBaHHbIE UHCTPYKLMKN, NPEAYCMOTPEHHbIE HACTOALLNM CTaHAAPTOM, A0/KHbI BbINOS-
HATbCA 3P PEKTUBHO.

4.1.3 XpaHeHne nNpPOTOKO/IOB WCXOAHbIX [aHHbIX, pe3ynbTatoB W 3akKNHUMTEsIbHbIX OTYETOB — MO
ISO 9001. MpoToKO/bI 4O/MKHBI BKOYATL JaHHbIe 0 NepcoHasie, y4acTBOBaBLLEM B 0TO6Ope Npob, NX NoAroTos-
Ke 1 NpoBeAEeHNN UCNbITaHWIA.
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MpumeuvaHune — MporpammHoe obecneyeHne, NpYMeHAEMOoe A8 NOMyYeHUs U nepefayn aKCnepumeHTasb-
HbIX AaHHbIX, A40/DKHO ObITb eannguposaHo nepeg Ucnosib30BaHNEM.

4.2 TlepcoHan

4.2.1 OTBETCTBEHHOCTb 3a NPOBEEHNE UCMbITAHWIA HA CTEPUIBHOCTb 0/MKHA BbITh BO3/I0XKEHA Ha crne-
LuanbHbIil NepcoHasn, Kak 3aTo npegycmoTpeHo B ISO 9001 mnn ISO 9002.

4.2.2 O6yyeHve nepcoHana cnefyeT NPOBOANTL B COOTBETCTBUM C JOKYMEHTUPOBaHHbLIMY NpoLeaypa-
MW. a NPOTOKO/Ibl aTTecTauum, 06y4eHUs 1 OLEHKM 3HaHWI NepcoHana A0/MKHbI OblTb YTBEPXAEHDI.

4.3 Ob6opyfoBaHue n maTepuarbl

4.3.1 [ndA TOYHOro NpoBeAeHUst UCNbITaHU U M3MepeHnii He06X0AMMO UMETb B HAJIMYUW BECb NepeyeHb
o6opyaoBaHus.

4.3.2 O6opypoBaHue, koTopoe TpebyeT NIaHOBOrO0 TEXHUYECKOTO OBCMYXMBAHWUSA, LO/MKHO 06CNYXN-
BaTbCHA B COOTBETCTBUW C OKYMEHTUPOBAHHbIMU NpoLeaypamu. MpoToKobl 06CAyXUBaHUA [OMKHbI XPaHUTb-
csl.

4.3.3 Heob6xo4nMo yCcTaHOBUTb, [JOKYMEHTMPOBATbL W yTBEPAUTb 3MEKTUBHYIO CUCTEMY KanMOGPOBKU
BCEX NPMOOPOB, NpeAHa3HaYeHHbIX 4/19 U3MEPEHUSA N KOHTPOASA, B cooTBeTCTBUM € 1ISO 9001 mnn ISO 9002.

4.3.4 [Lo/mKHbI 6bITb YCTAHOB/IEHBI U JOKYMEHTUPOBAHbLI METOAbI NPUrOTOB/IEHUSA U CTepun3aummn na-
60paTopHbIX CTEKOS, NMUTaTeSIbHbIX CPef, N CMbIBHbIX XUAKOCTEN, NCMOMb3yeMbIX NPU NPOBEAEHUN UCTbITAHWI
Ha CTepWIbHOCTb, BK/OYAsi COOTBETCTBYHOLMI KOHTPO/Ib UX KayecTBa.

4.3.5 KoHTponb KayecTBa kaxkAoi napTuv NnUTaTenbHOM cpefbl AO/HKEH BKIOYATb UCMblTaHNe Ha YCKo-
peHue pocTa.

5 OT60p ¥ NOAroToBKa eAMHUL, MPOAYKLUN ANS UCTbITaHWA

5.1 OT60p

5.1.1 OT60p efgnHWLbI NPOAYKLUN

Mpoueaypbl 0T60pa 1 4OCTaBKM NPOAYKLUUW ANS NPOBEAEHNA UCMbITAHUIA AOKHbI BbITh TakuMu, Y4TOObI
3TV eAnHNLbI NPOAYKLMK ObIN TUNWYHBIMU A5 TEKYLLEero Npon3BoACTBa.

5.1.2 YacTb npogykuumn ansa vcnbitaHua (UNnn)

Urn cnepyet oTbmMpaTh Tak. YUTOOblI OHA afileKBaTHO OoTpaxasia MUKPOOHYI0 KOHTaMUHaLMIo BCEro nsge-
nvs.

Ecnu gokasaHo, 4ToO MMKpOOpraHu3mbl pacnpegesieHbl B NpoAyKLMM paBHOMeEPHO, To UMW MoxeT 6biTb
B35iTa U3 /1I060r0 OTAENBLHOIO MecTa efivHNULbI Npodykuun. B npotusHom criydae YT gomkHa 6bITh cocTasre-
Ha 13 HECKOJIbKMX YacTel NpoAyKLUuW, BbiOpaHHbIX CyYaiHbiM 06pa3om.

MpnumeyaHune — Kputepun ageksatHoctn UMW onpegeneHsl B cTaHgapTax, cogepxatux tpeboBaHns K sanu-
Jauun 1 TeKylleMy KOHTPOJII0 npouecca cTtepununsauum.

5.2 YnakoBka eguHul npogykummn n UM

Mpy HEO6XOAMMOCTUN NPUMEHEHNS YNAKOBOYHbIX MaTepuanos W/nny MeTooB yNnakoBKU, OT/IMYAOLLUXCS
OT UCMNOMb3YEMbIX MPU TEKYLLEM NPOU3BOACTBE, OHU A0/DKHbI 06ecneunBaTh:

a) npefycMOTPEHHYIO cTeneHb 06paboTkM eAnHMLbl NpoayKuun nam YA ctepnnmnsyowmm areHTom;

b) coxpaHeHVe MUKPOOUOIOrMYeckol KOHTaMMHaUMn eanHnLbl npoaykuum unmn Y Ha ypoBHe, KoTo-
pbIil 6bIST 40 YNAKOBKK;

C) 3PEeKTUBHOCTb NPOHMKAHUA CTEPUNU3YIOLLErO areHTa B eguHuLy npoaykuum nnm UM, aHanorny-
HYI0 YNakoBKe B TeKyLleM Npou3BOACTBE.

6 VcnblTaHUA Ha CTEepPUIbBHOCTb

6.1 Mpu NnpoBeAeHUN UCMbITaHWl HA CTEePUSIBHOCTb CYLLLECTBYIOT [Ba OCHOBHbIX MOAX0AA:

a) npsiMoe NOrpyXeHue NpoaykUMn B NUTaTeNIbHY0 Cpeay Wi nuTatenibHol cpefbl B NPOAYKUMIO C No-
cnepyrolLein NHky6auwvei;

b) U3BMieYEHNE MUKPOOPTraHU3MOB 13 NMPOAYKLMN CMbIBAHMEM U NEePEMELLEHNE U3BNEYEHHbBIX MUKPOOP-
raHM3MOB B YC/I0BUS Ky/IbTUBUPOBAHUS.

6.2 [na KOHKPETHOI NpoAyKUMU JOMKHBI BbITb OnpeaeneHbl U 3adiMKCUPOBaHbI creayrowme gakTopsl,
B/IMSIOLWME HA pa3paboTKy MeToAa UCMbITAHWIA Ha CTePUIbHOCTL!

a) yvacTb (4acTu) NPOAYyKUUM, CTEPUNBHOCTL KOTOPbIX 0603HaYaeTCst Ha STUKETKE;
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b) dwmsnueckas n/mnm xumuueckas npupoga UCMbITYEMO NPOAYKLMUN;

C) BEPOSITHbIN BUA, (BUAbI) MUKPOOPTaHN3MOB-KOHTAMUHAHTOB U X MECTOHAX0XAeHNe Ha NOBEPXHOCTM
UM BHYTPU NPOAYKLAN.

6.3 EcC/im MUKpOOpPraHu3mbl U3B/IEKAIOTCA U3 NPOAYKL N Nepes Ux nepemeLLeHnemM B yC10BUs KyNbTUBK-
poBaHus. cnefyeT Takke NPUHUMATL BO BHUMaHWeE:

a) BblI6OP COOTBETCTBYIOLLEN CMbIBHOM XWAKOCTU:

b) athdheKTMBHOCTL METOAVKN M3BEUEHUS MUKPOOPTaHN3MOB-KOHTAMWHAHTOB CMbIBaHWUEM;

C) B/VAHWE METOAVKM CMbIBAHUSA Ha XXU3HECMOCOOHOCTb MUKPOOPTraHN3MOB-KOHTaMWHAHTOB.

6.4 Ecnu dmsmyeckasn unm xummuyeckas npupoga UcnbiTyeMoi npoaykuum (6.2 b) TakoBa, YTO NpU UCMbI-
TaHUAX MOTYT BbIE/IATLCA BeLLeCTBa, HeraTBHO BAUAIOLLNE Ha ONpefesieHre Yucnia wiv BU40B MUKpoopra-
HW3MOB. cnefyeT NpeAycMoTpeTb MeToAbl HelTpanusauuu Wau yaaneHuss 3TMxX BelecTB, a ecnu 3TO He
npefcTaBiAeTcs BO3MOXHbIM — MeTO/bl MUHUMU3ALUN UX BANAHNUA. DHPEKTUBHOCTL TakMX METOAO0B 0/HKHA
6bITb NOATBEPXAEHA.

6.5 Ycnosus KynbTUBMPOBaHWA [0/MKHbI ObiTb BblGpaHbl Nocne Toro, kak 6yayT pacCcMOTpeHbl BUfbl
npejnonaraembiX MUKPOOPraHM3MOB-KOHTaAMWHAHTOB. Pe3syfnbTaTbl Takoro paccMOTpeHuss u obocHoBaHue
NPUHATLIX peLleHnii JOMKHbI OblTb JOKYMEHTVPOBaHbI.

7 OLI'EHKa mMeToda ncNbiTaHU Ha CTEpPUIbHOCTb

7.1 TpurogHoCTb METOAOB, BbIGPAHHbLIX A58 UCTLITAHUIA HA CTEPU/ILHOCTb, AO/MKHA 6bITh OLEeHeHa, a
pe3ynbTaThbl OLEHKW [AOKHbI GbITh JOKYMEHTUPOBaHbI (4.1.3).

MpumeuvyaHunsn

1 [feiicTBuA, npeagnpuHumaemblie no 6.4 1 6.5, JOMKHbI CBECTU K MUHUMYMY MOSIB/IEHVE SIOXHOOTPULLATENbHBIX pe-
3yNbTaToB.

2 Tpn nNpoBeAeHUN UCMbITaHni 06yYeHHbIM 1 aTTeCTOBAHHbIM MEPCOHANOM PUCK NOYYEHWUS NTOXHOMOMNOXUTE b-
HbIX Pe3y/IbTaToB MUHUMAsIEH.

7.2 NS BHECEHWS N3MEHEHWI B METOA, UCTIbITAHW HA CTEPUNBHOCTb HE06X0AMMO 0hULMaIbHO aHanmn-
3UpoBaTh U3MEHEeHNs B NPOAYKLMUM W/Mnn B NPOM3BOACTBEHHOM npouecce. Ecnu aHanus ykasbiBaeT Ha HEO6-
XOAMMOCTb Takmx U3MeHeHuin, HeobxoAMMO NOBTOPUTL MpoLeaypbl, NPUBEeAEHHbIe B pasaene 6.
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Mpunoxenne A
(cnpaBou4HoOe€)

PyKoBOACTBO NO UCNbITAHUAM Ha CTEPUILHOCTbL, OCYLLECTBAAEMbIM
npun sanngaynn npoyecca ctepmnnsaunm

A.1 BsepgeHune

HacTosiee pykoBOACTBO MO BbIMO/IHEHWIO NPUBEAEHHbIX B CTaHJapTe TpeboBaHuii He ABNSETCSA ucyepnbIBatoLLnM,
HO OCBellaeT BaXxHble BOMPOCHI, HA KOTOpble cneAyeT 06paTuTb BHUMaHe.

3T0 NPUNOXEHNE He ABNSETCA KOHTPO/IbHbIM MOCO6UEM NS OLLeHKU COOTBETCTBUA UCMbITAHUIA HA CTEPUBHOCTD
TpeboBaHuAM cTaHaapTa.

A.2 Obwure NonoxeHns

A.2.1 Cuctembl KayecTBa gna na6Gopatopuii

[na nonyyeHns HafeXHbIX U BOCNPOU3BOAUMBbIX A@aHHbIX UCAbITAHUIA Ha CTEPUABHOCTL UX HEO6XOANMO NPOBOAUTL B
KOHTPO/NIMpyeMbIX ycnoBusix. JlabopatopHoe 060pyfAoBaHNe A8 UCMbITAHUIA KakK Y U3roTOBUTENA MeAWNLMHCKOTO n3aenus,
Tak 1 B pyroMm mecTe criedyeT aKCnsyaTupoBaTb B COOTBETCTBUM C AOKYMEHTUPOBAHHOI CUCTEMOV kavecTsa.

Ecnu ncnbiTaHns Ha CTEpPUNbHOCTbL NMPOBOAATCA B nabopatopun nog npsMbIM PYKOBOACTBOM WU3TOTOBUTENA MeAU-
LUMHCKOro n3genus, To paboTy cnegyeT OCYLeCTBAATbL B paMKax CUCTeMbl kauyecTBa n3rotosuTens. Ecan ucnonbsyetcs
BHeLUHAA naboparopus, TO peKoMeHAyeTcs ouLManibHO aTTecToBaTb ee Mo COOTBETCTBYIOLLEMY MEXJYHapOAHOMY CTaH-
Aapty (Hanpumep. ISO/IEC Guide 25).

Nio6oii nabopaTtopun cnegyeT NPUHATL 06513aTeNbCTBO OKa3biBaTb YCyrn No o6ecneyeHmnio kayecTsa, 1 aTo cnegy-
eT AOKYMeHTUpoBaTb B (DOpMe NOMTUKM kayecTBa. [MOSIHOMOYMS U OTBETCTBEHHOCTb B 1abopaTtopun fO/MKHbI 6bITb per-
NnameHTMpOBaHbl 1 O0hOpM/IEeHbl [OKyMeHTanbHO. OTBETCTBEHHbI 3a pa3paboTky cucTeMbl kayecTBa B nabopaTtopum
[O/KEH MeTb JOCTaTOYHbIe NOTHOMOYNSA AN BbINOMHEHUS 3TOW CUCTEMBI.

PaboTa nabopaTtopuu NOANEXUT PerynsspHoOMy BHyTPEHHeMY ayauTy. PesynbTaTbl ayauta AO/MKHbI JOKYMEHTNPO-
BaTbCA U paccMaTpuBaTbCA PYKOBOACTBOM flabopaTopuu.

Bonee nonHas nHdopmauus no ynpasneHunto kauectsom npmeegeHa B ISO 9004. Tpeb6oBaHMA «cucteMaM KayecTsa
Ans na6opartopuii — no ISO/IEC Guide 25. Tpe6oBaHus k cucTemMaM KayecTBa Npu NPOU3BOACTBE MeAULMHCKUX n3ge-
nmii — no 1ISO 13485 n ISO 13488.

A.3 O6opygoBaHue n matepuansl

A.3.1 OnekTpoHHas o6paboTka faHHbIX

A.3.1.1 KomnbloTepbl MOTyT UCNOb30BATLCA B abopaTopusix 415 NPSAMOro n Henpsimoro cbopa, o06paboTkn nunnu
XpaHeHus AaHHbIX. VI obopyaoBaHve, 1 nporpaMmMHoe obecneyeHune cnepyeTt NpoBepsiThb.

A.3.1.2 [ins ucnonb3yemoii KOMNbIOTEPHOI cMCTeMbI, BKOYas 060pyAoBaHNe 1 NnporpaMmMHoe obecneyeHune, cne-
AyeT uMeTb JOKYMEHTUPOBAHHOE OnvcaHne, 1 Nobbie N3MEHEeHNs, KacarLmecs nx. cnegyeTt AOKYMEHTUPOBATb U COOTBE-
TCTBYHOLMUM 06pa3om yTBepaunTb.

[ns nporpammHoro o6ecneyeHnss He06xoAVMO VMETb:

- npuknagHble NporpamMmsbl, UCNOMb3yeMble B KOMMNbIOTEPHON cucTeme;

- onepauvoHHble NporpamMmbl:

- ncnonb3yemble NakeTbl JaHHbIX.

A.3.1.3 MpurogHoCcTb NPOrpaMMHOro obecnevyeruns gaa cbopa, 06paboTkn .UM XpaHeHUs faHHbIX cneayeT ycTa-
HOBUTb [0 Ha4Yana ero ncnonb3osanua (ISO 9003).

A.3.1.4 CepuiiHble nakeTbl Nporpamm cnegyeTt NOArOTOBUTbL B COOTBETCTBMM C CUCTEMOI kadecTBa no 1ISO 9003.

A.3.1.5 KomnbloTepHoe nporpamMmHoe obecneveHne, paspaboTaHHoe nonb3oBaTesieM, A0/HKHO rapaHTMpoBaTh;

a) COXpPaHHOCTb AOKyMeHTauuv no paspaboTke, BKAOYAA CUCTEMY NpOrpaMMupoBaHuns;

b) COXPAHHOCTb MPOTOKO/I0B MPUEMOYHBIX UCAbITAHWIA;

C) [OKYMEHTWpOBaHWE U3MEHEHMSA NporpaMmm,

d) gokymeHTWpoBaHWe U3MeHeHuli B 060pyA0BaHNN 1 X ohuLmanbHy0 NPOBEPKY Nepef HayasioM UCNosb30BaHus.

3T TpeboBaHMA cnefyeT Takke NPUMEHSITb K I060MY M3MEHEHWIO UM HACTPOlike CepuiiHbIX NakeToB MPorpamm.

A.3.1.6 CnepyeTnpegycmoTpeTbCpeAcTBa 06HapYyXeHNs 1 npeaoTBpalleHnsi HeCaHKLMOHUPOBAHHOTO N3MeHeHNs
nporpamMmMHoro obecneyeHus.

A.3.1.7 TporpamMMHoe ob6ecneyeHune, KOTOpPoe rOTOBUT, knaccuduuupyeT, NnpeacTaBnseT AaHHble ANa cTatucTu-
YecKoW nnm Apyroin matematuyeckoit 06paboTkm M60 MHbIM 06pa3om obpabaTbiBaeT UM aHaIM3npyeT AaHHble, XpaHsa-
wmecsa B MamAaTM KoMnbloTepa, JO/MKHO obecneynBaTb BOCCTAHOB/IEHWE MPOMEXYTOYHbIX 6a3 fJaHHbIX U A0CTyn K
MCXOAHbIM AaHHbIM. MOryT noTpe6osartbCcs cneymanbHbie NpoLeaypbl apXMBMPOBaHNA KOMMbIOTEPHbIX AaHHbIX, KOTOPbIe
cnefyet OKYMEHTUPOBATb.

A.3.2 NlabopaTopHoe ob6opyaoBaHue

Ana kaxgoi eguHnLbl nabopatopHoro o6opyfoBaHus cnegyeT UMeTb AOKYMEHTaL Mo ¢ TpeboBaHAMMN K TeXHUYec-
KOMY 06CNYXUBAHWIO.



FOCT ISO 11737-2—2011

No6oe 060pyA0BaHME WU €r0 YaCTU, KOHTAKTMPYOLW e BO BPeMS UCNbITAHNIA C NPOAYyKL e, CMbIBHOMN XWUAKOCTbIO,
nutaTenbHbIMKU CpefamMu U T. A.. crefyeT cTepuan3osaTb.

A.3.3 MutatenbHblie cpepbl

Mpn NpUroToBNEHUN NUTATENbHBLIX CPeJ, U CMbIBHbIX XWAKOCTEN, NCNOb3yeMblX A5 U3B/IEYEHUS MUKPOOPraHu3-
MOB 13 NPOAYKLMN, HE06X0ANMO 06ecneynTb UX CTEPUNIBLHOCTb, KOTOPYIO criedyeT NPOoAEMOHCTPUpoBaTh CreayoLWmnm 06-
pasom:

a) ux uHkybaumeli Nnpy COOTBETCTBYIOLMX TEMNepaTypax A0 Havyana UCnonb30BaHNa cpej U O4HOBPEMEHHO C 1C-
nonb30BaHneMm;

6) Banupauwueii npouecca cTepunmsayuu.

[ins onpefeneHns cnocobHOCTM NMTATeNbHOWN cpefbl NOAAEPXKMBATb POCT MUKPOOPTraHM3MOB NPOBOAAT UCMbITAHNSA
Ha yckopeHue pocTa A5 KaxAoi napTum nuTaTenbHO cpefbl € UCNOMb30BaHWEM 06CeMeHeHNs MasibiM KOIMYEeCTBOM Bbl-
6paHHbIX MUKpoopraHnmos (0T 10 Ao 100 KO/IOHMEeO6Pa3YOLNX eANHNLE).

OnucaHne ucnbiTaHUii Ha yCKopeHue pocTa 06bI4HO AaeTcs B hapMakoneliHbix MOHorpadusx, ykasbiBalowmx, Ka-
KM€ MVKPOOPraHn3Mbl MOTyT UCMO/Ib30BaTbCA.

A.4 OT60p 1 NOATOTOBKA €AVHUL NPOAYKLUUN ANA UCMbITAHWA

A.4.1 MeTopg oT6opa eAnMHUL NPOAYKLUN ANA Banuaauum

MeTog oT6opa efuHUL, NPOAYKLMN ANSA Banujauuu npouecca ctepuansauuyv MoXeT BAUATL Ha Nojyvyaemble pe-
3ynbTaThl. [peAnoyTMTeNnbHO 0TOMpPaTh eAUHULBI NPOAYKLNW CyYaiHbiM 06pa3oM U3 napTun, xapakTepHO Ana Npou3Bo-
[CTBEHHbIX TEXHOIOTUIA NYCNOBUIA. B HUXA0MKHBI BbITb BK/IIOYEHb! €4UHULIbI NPOAYKL UM OfHON NapTumn, NPOn3BeAEeHHbIE B
pasHoe BpemsA. Ecnn ogHOBpPEMEHHO NPOM3BOAMTCSA HECKOIbKO NapTuii NpoAyKUUW, eAvHNULbI NPOAYKLUUW AN KOHTPOASA
MOryT 6bITb B3ATbl U3 KaXoi cepuu.

EAvHULUBI NpoAYyKLUMU ANS UCAbITAHWIA MOTyT 6bITb 0TOGPaHbl 13 Ynca 3abpakoBaHHbIX B MpoLecce NPOM3BOACTBA
13genunii Npu ycnoBumn, 4TO OHW U3TOTOB/IEHbI TaKXe, Kak W ocTanbHas NpPoAyKuus AaHHOW| napTum.

KonnyecTBo oTOOpaHHbIX eAUHML, MPOAYKLMM 1N KOSIMYecTBa NapTuii, N3 KOTOPbIX cAesiaH 0T6op, J0/MKHbI 6bITb yKa-
3aHbl B COOTBETCTBYIOLEM MeX/AyHapoAHOM cCTaHAapTe, cojepxallem TpeboBaHUA K Bannjauuu v TekyLemy KOHTPOJI0
[aHHOro npouecca cTepuansauun.

A.4.2 YacTb npoaykuuun Ans ucnolTanuin (Urn)

Korga aTo ocyliecTBuM 0. ANS UCMbITAHUIA cnedyeT NCNOb30BaTh LieNyo euHNLY Npoaykuun. B Tex cnyyasx, korga
3TO HEBO3MOXHO, MOXET 6bITb B3ATa ONpeAe/ieHHas YacTb e AUHNLIbI NPOAYKUMKM, yA0OHAasA AN NPOBEfEeHNS UCNbITaHus. B
kauecTBe UMW cnepgyet B3siTb 60/bLUYI0 YaCTb €AVHNLLI MPOAYKLMM NPU yCNoBMKN 0becneyeHuns ygobcTea paboTbl C Hell B
na6opartopuu.

Mukpo6Hasa KoHTamuHaums Ha UMW gomxHa 6biTb TUMMYHON C TOUKK 3peHns ee YCTONYMBOCTU K NpoLLeccy CTepunu-
3auun. Cama UMW gomkHa npefcTaBnsaTb pas/iMyHble 3/1IeMeHTbl C/I0XHON efnHNLbl NpoayKunn. CTepunnsoBaTb CMOX-
Hoe usgenue o6bIYHO TPyAHee, YeM HeboNbLLIoe n3genne, HanpumMep, 3a cHeT BXOAALLMX B COCTAB U3AENNS ANINHHBIX Y3KNX
KaHaJ10B, CONPSHKEHHbIX MOBEPXHOCTEW U T. 4. MNpu pasgeneHny NpoayKLUN Ha CocTaBHble YacTy 3TO CONPOTUB/IEHNE Yac-
TO yMeHbluaeTcs.

MoaroTosky 1 ynakosky YMi go Hayana ctepunvsauumn criefyeT NpoBOAUTL B YCN0BUSAX, YMEHbLIAIOLUX BO3MOX-
HOCTb U3MEHEHUS BUOHArpY3Ku.

Ecnun eguHnua npogykuun nam Yrh He moxeT 6bITb CMbITAHA B MelOLLeica nabopaTopHOl nocyae, OHU MOryT
6bITb pas3gesneHbl No AByM Wnn 6onee KOHTeliHepaM, cUMTalLWUMCs Kak ofjHa eANHULA; eC/ln B OJHOM KOHTeliHepe no-
NlyyeH NoMI0XUTENbHbIN POCT, TO BCA eAuHMLa paccmaTpuBaeTca kak nonoxutenbHasa. YN moxeT 6biTb BbibpaHa no
ANvHe, Mmacce, 06beMy UM NOBEPXHOCTU UCMbITbIBAEMONM eANHULLI NpoAyKUWK. Mpumepbl BbiGopa UMY npuBefeHsl B
Tabnuue A.1.

Ecnn Ha aTukeTke efuHMLbI NPOAYKUNM 0603HAaYeHa CTEPU/IBHOCTb TOJIbKO KaHasa NpoTekaHus XUAKOCTU, TO pe-
3ynbTaT UCNbITaHW KaHana cnefgyeT paccMaTpuBaTth Kak pesynbTaT UCMbITaHU CTEPUIBHOCTW BCe eAnHNLbI NPOAYKLMK
(r. el =1.0).

Ta6nuua Al — MNpumepbl BbiGopa UMA

OcHosa A/19 Bbl6opa UM MpumMepb! NpoayKumn

30Ha NOBEPXHOCTH MMnnaHTaTthl (He paccacbiBarlmnecs)
Macca MopoLuku

Xupypruyeckas ogexaa

MmnnaHTaThl (paccacbiBatoLmecs)

OTpes30K A/VHbI Tpy6kn (NOCTOSAHHOTO AnameTpa)
O6bem Bogaa, xunakocTtu
KaHan ans xugkocTtv KoMniekT Ansi BHYTPMBEHHbIX UHBEKLMWIA, KOHTEHeP AN XUAKOCTN
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A.4.3 UMW oT KomnnekTa

KomnnekT npeacTtaBnsieT cob6oii eAMHULY NPOAYKLUK, codepxallyto 605ee 04HOr0 MeAULUHCKOrO U3aenus:

a) KOMMeKTbl, cogepxaline oanHakoBble MeanumHckue nsgenus. Ur gna Takux KOMNIEKTOB COCTOUT U3 OfHOrO
npeameTa, a He CyMMbl BCeX NpeaMeToB, BXOASLWMX B KOMNIeKT. Hanpumep, 13 KOMNIekTa, cogepXallero nAath WNpuLEB,
ncnbITbiBaETCA 0ANH wnpuy, v YN * 1.0;

b) KOMMNAEKTbI, cOAepXalje pasnyHbie MeguuuHckue n3genus. Ana takmx KoMnaekToB Bol6op UMW ocHoBaH Ha
paccMOTpEeHMIN KaXA0ro Tuna u3genuii 3 KoMnaekTa, u otaenbHble UM yctaHaBNMBaTCA 415 KaXA0T0 npeaMeTa B KOM-
nnekTe.

Hanpumep, B koMnnekTe, cogepxaliemMm gsa KocTioma, Aaa NofoTeHua, ABe napbl NepyaTok v XMpypruyeckyro can-
heTky. nHanBuAyansHyto YN Heobxoammo onpefenutb AN Kaxoro tuna npeAmMeToB He3aBUCUMO OT APYrMx npegme-
TOB. BXOAALLNX B KOMMNIEKT.

A.4.4 YnakoBKa efuHUL, NPOAYKLMN

XXenatenbHo, YTO6bl eAVMHULLI NPOAYKLMM NOABEPranCb BO3LENCTBUIO CTEPUIN3YIOLLETO areHTa B MX NepBOHa-
yanbHol hopme 1 ynakoBke. YTobbl CBECTU K MUHUMYMY W/MAN 0GNErYUTb MaHUNYNSALMN NPU UCMBITAHUAX HA CTEPUNb-
HOCTb M Takum 06pa3oM YMEHbLINTb BEPOATHOCTb MOSyYEHWS JIOXKHOMOSIOXMTB/IbHBIX Pe3y/bTaToB, KOTOpas MOXeT
NOBbLICUTHLCSA 3a CYET KOHTaAMMHAaLMN NPY MaHUNYNAUNSX, n3genme MoxeT BbiTb pa3obpaHo 1 nepeynakoBaHo nepep Hava-
JIOM cTepuninsaymm.

NMpumeuyaHue — HeobXOANMO yuNTLIBATL BAUSIHUE PA3GOPKM U NEpeynakoBKU U3Aenus Ha peakLmio MUKpoop-
raHU3MOB K BO3JEiCTBMIO CTEPUIN3YIOLLErO areHTa. Hanpumep, pa3opka MOXeT U3MEHUTb XUMUYECKME YCII0BUSI OKpYXa-
10LLEel MUKPOOPraHn3Mbl CPefpl, T €. U3MEHWUTb CKOPOCTb MX MHAKTUBALWU.

A.5 WcnbliTaHusi Ha CTePUNbLHOCTb

A.5.1 KaTteropuu ucnbiTaHuii

B cooTBeTCTBUM C pa3fesiom 6 HacToALWero ctaHAaapTa MeTofbl NPOBEAEHNSA UCTbITAHUIA Ha CTEPUIBHOCTb MOXHO
pasfenuTb Ha fjBe OCHOBHblE KaTeropum.

a) npAamoe NorpyxeHne nNpoAykLun B nuTaTesibHylo cpedy C nocnegytouieil nHkybauvei;

b) M3BeYeHNEe BCEX MUKPOOPTaHM3MOB U3 MPOAYKLUU 1N NepeMeLleHne N3BAeYEeHHbIX MUKPOOPraHM3MOB B nuTa-
TenbHyl cpeay C nocnegyloueli nHkybaumei.

MeToA NpsSAMOro NorpyXeHus ABNAETCA NPeAnoYTUTE NIbHbIM NPU UCMbITAHUAX MEAULMHCKAX U3AENNIA Ha CTepub-
HOCTb. [py HEBO3MOXHOCTU UCNOMb30BaTb 3TOT cnocob 13-3a 0cobeHHOCTel MeANLMHCKOro usgenus (Hanpumep, 6akte-
puocTatnyeckas/chyHrncratuyeckas akTMBHOCTb) MOXHO MCNO/Ib30BaTb METOA C WM3B/IEYEHUEM MUKPOOPraHvu3moB. lpu
MCNOMb30BaHNN 3TOTO METoAa HY)XXHO NPOAB/SATL OCTOPOXHOCTb, Tak Kak HECMOCOBHOCTbL M3B/1IEYb ace MUKPOOPraHn3Mbl €
NOBEPXHOCTEN MOXET NPUBECTU K MOSIBIEHNIO NTIOXHOOTPMLaTeNbHbIX Pe3y/1bTaToB, a CyyaiHaa KOHTaMuHauusa npu ma-
HUNYNALUAX — K MOSIB/IEHNIO JTOXHOMOMOXNUTB/IbHbLIX Pe3y/bTaTos.

A.5.2 Tpsimoe norpyxeHune

Mpn NpsAMOM MOrpyXXeHnn efuHULA NpoaykuMn unm UM acentuyecku nepemeliaetcs B KOHTeliHep (uau rpynny
KOHTeliHepoB, cM. A.4.2) ¢ nuTaTenbHOI cpefoil u nogsepraeTca WHKy6auun. KonmuecTBo nutaTenbHOW cpefbl AOKHO
6bITb OCTATOUYHBIM 415 06ecneyeHns KOHTaKTa nMTaTenbHON cpefbl CO BCeli eAnHMLein npogykunv unm YN, fononxu-
TeNbHOEe BHUMaHWe cnegyeTt yAenuTb.

a) pasbopke usgenvsa A0 Havana BO3AENCTBUA CTepuausylolero areHTa (cm. Takke A.4.4);

b) NepemMeLlLnBaHNIO/BCTPSIXMBAHWIO NOCE NOTPYXEHNA U3[eNnsa B nuTaTenbHyto cpeay;

nnu

C) pob6aBneHno NOBEPXHOCTHO-aKTUBHOIO BellecTBa (KOTOpoe He o6najaeT aHTUMUKPOGHbLIM AeACTBMEM) B NUTa-
TeNbHYI0 Cpeay WK CMbIBHYIO XUAKOCTb A5 YNyULEHUs CMayuBaHus NMOBEPXHOCTU U3Aenus.

Mexay nutatenbHoOV cpefoit v eanHuLei npoaykuum nuam UMM cnepyeT nofaepxnBartb KOHTAKT B TeYeHne BCero
BPEMEHU MHKy6aumn.

Mpn npoBeAeHNN UCMbITAHWI Ha CTEPUIbHOCTbL KaHana NPoTeKaHUs XUAKOCTY a efuHuLe NPOAYKLUN 3TOT KaHan 3a-
NosIHSAeTCA NUTaTeNbHOW cpeAoii, U egnHULA NPOAYKL MM NOABEPraeTCcs MHKy6aLuu.

A.5.3 Vi3BneyeHne MUKpPOOPraHU3MoB

A.5.3.1 O6wme nonoxeHus

MeTopabl, C NOMOLLbIO KOTOPbIX MUKPOOPTraH3Mbl U3B/IEKAIOTCS U3 NPOAYKLMM MexaHUYeckn nepes nx nepemeLeHn-
eM B YC/OBWSA KyNIbTUBMPOBaHWS, B CBOIO O4epeAb MOryT ObiTb pasfgesneHbl ciedyowmm obpasom:

a) CMbIB C nocneaywLein Mmem6paHHoli hunbTpaumei,

b) CMbIB C MOC/NeAYOWNM Ky1bTUBUPOBAHNEM CMbIBHOM XWUAKOCTU.

HayanbHbIM felicTBMEM ANA 3TUX METOL0B SABNSeTCA N3BeYEeHNe MUKPOOPTraHW3MOB U3 eAVHNULbI NPOAYKLMN Un
Uri Temu xxe MetoAamu, 4To 1 NpuW oLeHke 6uoHarpyskm no 1ISO 11737-1, A.4.2.4.1—A.4.2.4.7. CoOOTBETCTBEHHO, Tpebo-
BaHVA K BbIOOPY MOAXOASALLEN CMBIBHOW XMAKOCTM Takmne Xe. Kak Npu oLeHke 6roHarpysku cornacHo ISO 11737-1. A.4.2.5.
A.4.3 nTabnuua A.2.

NMpumeyvyaHune — MeTos MOXET HE 06ECNEUNTL BbIAENEHNE BCEX MUKPOOPTaHN3MOB U3 eAMHNLbI NPOAYKLUM.
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Mocne BblAENEHUSI MUKPOOPraHW3MOB U3 eAVHULbI NPOAYKL UM Uin YT MOXHO NMPOBOAUTL UCMbITAHUS HA CTEPUSb-
HOCTb C MOMOLL b0 MeMBpaHHON hnnbTpauuy Uan KyNbTUBUPOBAHUS BCEli CMbIBHOW XUAKOCTU.

A.5.3.2 MembpaHHas punbTpaymsa

Mpn “cnbITaHUSAX HA CTEPUIBHOCTL C NMOMOLLbI0O MeMBpaHHO uNbTpauun CMbiBHAA XMAKOCTb NPOXOAUT 4vepes
CTepW/IbHbIA MeMbpaHHbIi hunbTp, 06bIYHO € padmepamu nop 0.45 MkM, NoA AeiCcTBMEM BakyymMa Wan AaBfieHNs.

MoBEPXHOCTMW, KOTOPble HAXOAW/INCHL @ KOHTaKTe CO CMbIBHOI XWAKOCTbIO, CMOMACKMBAKOTCA AONOMHUTENbHO CTe-
PUNBHON CMbIBHOW XNAKOCTLIO WK PacTBOPOM, COAEPXalLMM HeliTpannsaTop, U CMbIBHO pacTBop nponyckaeTcsa yepes
Mem6paHHbI hunbTp (A.6.2.3). Mocne aToro:

a) nuTaTenbHaa cpeja acenTuyeckn NepeHocnTca Ha UnbLTp 6o

b) uNbTP acenTUYeckn nepeHocuTca 8 nuTaTenbHy0 cpeay.

O6e 3T onepauun 3aBepLualTca NHKybaumei.

A.5.3.3 KynbTuBmMpoBaHne CMbIBHOW XUAKOCTKN

Mpun ncnbiTaHWAX Ha CTEPUNBHOCTb METOAOM Ky/IbTUBMPOBAHWNSA CMbIBHOW XUAKOCTU OAWH NOAXOA 3ak/itovaeTtcs B
MCNO/Ib30BaHUN NUTaTEeNbHON Cpefpbl B kKa4yecTBe CMbIBHOM XUAKOCTU, NPV 3TOM NOC/ie CMblBa NuTaTesibHasa cpefa nepe-
MellaeTca B CTEPUIbHbIE KOHTEHepbl Ha MHKybaLuio.

AnbTepHaTUBHbIA NOAX0A 3ak/yaeTcs B TOM. YTO MOXeT 6biTb Bbi6paHa CMbIBHASA XWAKOCTb, HE MOAAEPXNBAI0-
Las pocT MUKPOOPraHM3MOoB, KOTOpas Moc/ie CMbiBa CMeLLUMBAETCS B paBHbIX 06beMax c NnuTaTesibHOW cpepaoli ABOWHON
KOHLeHTpauumn B CTEPU/IbHBIX KOHTEHepax u 3aTeM BblAepXuBaeTcs B MHKybaTope.

A.5.4 Bbi60p ycnoBuii KynbTUBMpOBaHUS

A.5.4.1 MexpayHapofHblii cTaHfapT No BaAUJauumn 1 TeKyLeMy KOHTPOJIl0 KOHKPETHOro npouecca cTepuansaumm
MOXeT cofiepXaTb pekoOMeHAaLUn No yCI0BUAM KyNbTUBMPOBAHUSA, UCMO/Mb3YEMbIM /18 UCMbITAHUA HA CTEPUSIBHOCTb.

A.5.4.2 O6bIYHO NpU KYNbTUBMPOBAHUMN UCMONbL3YIOT ANHYI0 MMTaTesbHYI0 Cpefy C y4eToM NpeAnosiIoKeHUs, YTo
OHa AIBNSeTCs ONTUMasIbHOM AN KYyNbTUBMPOBAHUA a3pOGHBIX U (PaKyIbTaTUBHBIX MUKPOOPraHN3MOB, KOTOPble MOTYT Bbl-
XWTb NOJ BO3JeiicTBMEM CTepununsytoliero areHTa. Mpy NCnoib30BaHWM COEBO-Ka3enHoaol nutaTenbHol cpefbl B Kayec-
TBE €AVHOI cpefbl ANA aspobHbIX U hakyNbTaTUBHbLIX MUKPOOPraHW3MOB Ky/ibTUBUPOBaHWE O0GbIYHO MPOBOAUTCA MpU
Temnepartype (30 + 2) KC B TeueHue 14cyT. lnAa gpyrux cpeg cnegyet pacCMOTpeTb U ApYyrue pexvMsl KySbTUBUPOBaHNS.

MpumeuyaHue — Temnepartypa KyNbTUBMPOBAHUS, PEKOMEHAYyeMas AN UCMbITAHWA HA CTEPUSIbHOCTL, MOXET
6bITb HUXE PEKOMEHAYEMOIA A/ OUEHKM BUOHArpy3ku. Vicmonb3oBaHue 6osiee HU3KOW TemrepaTypbl MOMOraeT BbisiBUThL
noBpexaeHHble UK ocnabneHHble MUKPOOPraHU3MbI.

A.5.4.3 YcnoBus KyNnbTUBMPOBaHUS BbiGMpaOT B CNeAyoLmnx cnyyanx:

a) COOTBETCTBYILWWIA MexAyHapoAHbI cTaHAapT No BaAnjaunn U Tekylemy KOHTPO0 KOHKPEeTHOro mpolecca
cTepunusauun He orosapusaeT UCMO/b3YEMYI0 NMUTATENbHYI0 cpedy;

b) ncnonb3oBaHWe eAuHbIX YCIOBUIA KyNbTUBNPOBAHUA HENPUEM/IEMO W3-3a BEPOSTHOTO HaIMYNA MUKPOOPraHuns3-
MOB [ipyrvX TUMNOB, YCTOWUMBBIX K BO3AECTBUIO CTEPUIN3YIOLLEro areHTa (HanpuMmep, BEPOATHOrO NPUCYTCTBUS aHaspoo6-
HbIX MUKPOOPraHn3moB).

A.5.4.4 Tpu BbIGOpE yCNOBUIA KyNbTUBMPOBAHUS A5 NPUBEAEHHBIX 31€Cb NPUMEPOB HEOBX0AUMO YUUTbIBATL Cle-
ayouwne aktopsl:

a) npupoay npoaykuuu;

b) cnoco6 npoussoAcTea:

C) UCTOYHWK NOTEHUMaNbHON MUKPOBMONOrMYEeCKO KOHTaMmnHaumm,

d) BepoATHbIE TUMbI BCTPEYaOLMUXCA MUKPOOPTraHn3MOB.

[laHHble No TUNam MMKPOOPraHN3MOoB, MOJTyYEHHbIE NPV ONpeAeneHnn 6uoHarpysku a coorseTcTeum ¢ 1ISO 11737-1,
MOryT NOMOYb NpW BbIGOPE YCNOBWI KybTUBMPOBAHNUS.

A.5.4.5 TpumeHsiemble 06bI4YHO YCNOBUSA KyNbTUBMPOBaHNA NpuBefeHbl B Tabnuue A.2.

Ta6bnuya A.2— Ycnosua KynbTUBNPOBaHUSA

TuNbl MAKPOOPraHM3MOB O6bI4YHO MpUMeHsieMble NUTaTeNbHbIE Cpefbl Temnepartypa uHKyb6auum. *CH
A3po6Hble MuTtatenbHblli 6yNbOH 28—32
CepAevyH0-Mo3roBoii 6yboH 28—32
CoeB0-Ka3eNHOBbI 6Y/1bOH 28—32
[pnbbI LlekcTpo30BbIii 6y1bOH Cabypo 20—25
KapToghenbHO-AeKCTPO30BbIi 6YNbOH 20—25
[ NoKO30-NENTOHHbIV 6YyNbOH 20—25
PakynbTaTUBHbIE XXugkas Tuornukoneeas cpega 28—32
MsicHoli 6yNbOH C rNKO30iA 28—32

" MoryT ucnosnb3oBaTbCsi Apyrue TemnepaTypbl UHKybauumn (npumevanune k A.5.4.2).
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A.5.5 VccnepoBaHve nuTaTenbHON cpefbl NOCA€e UCMbITAHUA HA CTEPUIBHOCTb

Mpn nccnefoBaHWM NUTaTENbHON cpefbl NOcne Kyl1bTUBMPOBAHUSI METOAOM OnpeAesieHNss MYTHOCTU MOXHO WC-
nonb3oBaTb UCTOYHWK CBETA C 06paTHOI CTOPOHbI cocya.

CnepyeT 0OTMETUTb, YTO MYTHOCTb MOXET 6bITb Bbl3BaHa He POCTOM MMWKPOOPraHW3MoB, a APYruMu npuynHamu. B
3TOM Cc/ly4ae MOXeT noTpeboBaTbCs JONONHUTENbHOE KYNbTUBMPOBAHWE UIM MUKPOCKOMUS.

A.6 OueHka pe3ynbTaToOB WCNbITAHWI HA CTEPUNBHOCTb

A.6.1 OueHKa NOXHOMOMOXUTENbHbIX Pe3yNbTaToB NPU WCMbITAHUAX Ha CTEPUbHOCTb, BO3HMKALLNX
13-3a KOHTaMUHaLuum

MosBneHne N0XHONOMOXNUTENbHBIX Pe3ybTaToB NPU UCMbITAHNSAX HA CTEPUILHOCTb MOXET U3MEHUTb OLLeHKY Mosy-
YEHHbIX NPY BanmMaLum faHHbIX Takum 06pa3om, YTo MOXeT ObiTb cAenaH BbiBOA 06 yMeHbLUeHUN 3 hekTUBHOCTM obpa-
60TKN CTEPUIN3YIOLMM areHToM, Npu 3TOM MOM0XUTE bHble MPO6bl AO/MKHbI paccMaTpuBaTbCA Kak CBUAETeNbCTBO
Ha/IMYnsi MUKPOOPraHN3mMOoB, BbDKMBLUVX NOJ BO3AENCTBMEM CTEPUIN3YIOLLETO areHTa.

MpoBoayMoe B 3TOM Cryyae UMWTALMOHHOE UCMblTaHNe Ha XapakTepHbIX CTEPUIN30BAHHBIX eAnHULAaX NPOoAYKLUN
ABNISETCA YacTblo NpPOrpaMMbl MOArOTOBKM NMepPCcoHasna v OLEeHKN MeTOAVKA NPOBeAEeHNS UCNbITaHW Ha CTEPUIBHOCTb.

B tabnuue A.3 nepeyncneHbl Mepbl NPefoCTOPOXHOCTU, NPUHUMAaeMble A5 CBeAEHUA K MUHUMYMY /10XXHOMOT0XN-
Te/NbHbIX pe3yNbTaToB N3-3a KOHTaMUHALNN.

Tabnunua A3 — Mepbl NPefoCTOPOXHOCTU ANA MUHUMU3ALUN JTOXKHOMONOXUTENBHBIX r|p06, BO3HUKaOLWMNX N3-3a
KOHTaMuHauuu

MpoBOAUTL UCMbITAHWS B LUKAGY C TAMUHAPHBIM NOTOKOM, PACnoI0EeHHOM B BblA€/E€HHOM NOMEeLLEHNN C KOHTPOSN-
pyembIMU yCNOBUSMU

MPUMEHSATL acenTUyYeckne METOAbl MPU UCTLITAHUSAX (HANpuMep, 4EeNCTBUS B KOMHATE A/ NepeoseBaHus, BO BpEMs
UCMbITAHNUS 1 NpU NepeMeLLeHnn nuTaTenbHol cpeabl B MHKY6aTOpbI)

BHOCUTb UHCTPYMEHTbI ANS UCNbITaHUi, NUTaTeNbHbIe CPeAbl U UCNbITYEMbIE NPeAMETLI B NOMELLEHNe A1 UcnbITa-
HWIA Takum 06pa3om, 4To6bl n3bexaTb KOHTamMmuHauuu. MpPoBoAUTL AEKOHTAMUHALMIO HAPYXHON YNakoBK1 [0 BBEAEHUSI
UCNbITYEMbIX NMPeAMETOB B NOMeLLeHNe ANs UCMblITaHui

MpoBOAUTL AEKOHTAMUHALMIO NOBEPXHOCTEN, HAa KOTOPbIX NPOBOAATCS UCMbITAHUA
CTepunmsoBatb Bce 060py0BaHve, MaTepuasbl U NPEAMETbI, UCNOMb3YEMbIE MPY UCMbITAHUSAX
CBeCTV K MUHUMYMY onepauuu, Heo6xoAnMble AN NPOBEAEHUS UCTIbITaHWiA

OLEeHNTb COCTOSIHNE U KOHTPO/IMPOBAaTL OKpYXatolee NHKy6aTop NpocTpaHCTBO

CBecTV K MUHUMYMY 06pa3oBaHue aapo3osneii

A.6.2 OueHKa TOXHOOTPULATeIbHbIX Pe3ybTaToOB NPV NMPOBEEHUN UCNbITAHNI HA CTEPUTBHOCTb

A.6.2.1 ®akTopbl, BAUAKOLWMNE HA NOSAB/IEHNE NIOXHOOTPULaTENbHbIX NPO6

Ha nosiBrieHne noXHOOTpULaTe bHbIX Pe3yNbTaToB BANAIOT cnegytouimne akTopb:

a) HecnocoGHOCTb YC/OBUIA Ky/IbTUBUPOBAHUS MOALEPXMBATH POCT MUKPOOPTaHU3MOB;

b) npucyTcTBME bakTepuuUnAHbIX W/nnn 6akTepnocTaTuyecknx BelwecTs, BbIAENSIOWNXCA N3 NPOAYKLUN NPU UCTbI-
TaHUSAX Ha CTEPUIIbHOCTb;

C) UHTepBa/s BPEMEHWN Mexay BO3AelCTBMEeM CTEepUIN3YIOLLEero areHTa 1 HavyasoMm npouecca Ky/lbTUBUPOBaHWSA
npoobl.

A.6.2.2 PocToBble CBOICTBA NuUTaTeNbHbIX Cpef

Mpy BbIGOpE NUTATENbHbIX CPe crefyeT paccmMaTpuBaTb UX CMOCOGHOCTb NOAAEPXKMBATL POCT MUKPOOPraHN3MoB,
TUMWYHBIX ANA OTAENbHbIX eAVHNL, NpoAyKuun nnn Urn (A.5.4).

Kak TonbKo 3TOT BbIGOP CAeNaH, MOXHO CYATaTb, YTO POCTOBbIE KauecTBa NUTaTeIbHOW cpefbl N0 OTHOLWEHWUIO KTU-
NUYHBIM MUKpPOOpPraHuamam yctaHoBneHbl (A.3.3).

A.6.2.3 WcnbiTaHMA Ha NpUCyTCTBME GakTePULUAHBIX U/MNN GakTepnocTaTuyeCcKknx BewecTs

Moaxon K CKPUHMHIY (OLLeHKe) NPUCYTCTBUA b6akTepuuuaHblix U/uam 6akTepuoctTaTUYeckmx BelecTB NpuBefeH B
ISO 11737-1. npunoxexune B.4. BanaHme 6akTepuynaHbIX UM 6akTepruoctaTuyeckux BelecTs MoXeT 6biTb CBeAEHO K MU-
HUMYMY criefylowmumM o6pasom:

a) pobaBneHveMm HelTpanmsaTopa(oB) k NUTaTeNIbHON cpefe U CMbIBHON XUAKOCTY;

b) ypaaneHnem 6akTepuuMaHOro unn 6aKkrepuocTaTMyeckoro BeLecTBa U3 CMbIBHOM XUAKOCTU NyTem hunbTpaunm
(A.5.3.2);

C) C yMeHblUeHNeM KOHLeHTpauum 6akTepuymaHoro uam 6akTepmocTaTmyeckoro sellectea pasbasneHmem 4o Ta-
KOr0 YPOBHS, MPU KOTOPOM OHO YXe TepsieT CBOK 3(hPEKTUBHOCTb.

3T0 MOXeT 6bITb 4OCTUTHYTO yBENYEHNEM 06bema NUTaTeNbHO| cpefbl AN CMbIBHON XUAKOCTM 60 pacnpepe-
NIeHVeM enHML, NPOAYKLMM N0 HECKO/IbKUM UCMbITaTeNbHbIM KOHTeiHepam (A.4.2).
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A.6.3 Bpems mMexay BO3feliCTBMEM CTEPUIM3YIOLLEND areHTa U UCNbITAHUAMMU Ha CTEPUSILHOCTb

Heo6x0AMMO NPUHSTL BCe Mepbl, 4TOGbI UCMbITAHUS HA CTEPUIBHOCTbL MPOBECTH KAk MOXHO BbICTPEE NOCNe OKOHYa-
HUA BO3AENCTBUA CTEPUNN3YIOLLEro areHTa Ha efuHULY Npoaykuuu unu Yr. Ecnv 3agepxka B nepegayde Ha ucnbITaHus
HeusbexHa, cnefyet 06ecneynTb YCN0BUS, NPY KOTOPLIX XPaHEHWE eAVNHUL, NTPOAYKLMM He NPUBOAUT K NOTEPE MUKpOOpra-
HW3MOB WM N3MEHEHWIO MUKPOGHOI nonynaumu. CneayeT ykasaTb MakCUMasibHblii MHTEPBAN BPEMEHN 0 HAYana WUCMbl-
TaHuii. MPUYNHON 3HAYNTENBHOTO CHUXEHWUSA YMCNA MUKPOOPraHU3MOB MOXET BbiThb BbICYLUMBAHUE U3LENUS, YTO LOSKHO
6bITb YYTEHO NpyW BbIGOPE YC/IOBUI U BpEMEHN XpaHeHus. CneayeT NPUHATL BO BHUMaHMWe, YTO BPEMS MeX/y 3aBepLUeHn-
eM BO3feiiCTBUS CTepUNN3YIOLLErO areHTa 1 nepegaveii o6pasya Ha Ky/bTMBMPOBAHWE MOXET OKas3aTb B/MsSHUE Ha BOC-
CTaHOB/IEHNE NOBPEXAEHU MUKPOOPraHM3MOB, Bbl3BaHHbIX BO3AECTBUEM CTEPUIU3YIOLLETO areHTa.
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CBefieHNA 0 COOTBETCTBUM MEXrocyAapCTBEHHbIX CTaHAapToOB

Ta6nuuya AOAN

O603HayYeHne 1 HaMMeHoBaHVe
CCbI/IOYHOKO MEX/YHAPOAHO0
cTaHgapTa

ISO 9001:1994 Cuctemsbl Ka-
yectBa. Mogenb ob6ecneyeHus
KayecTBa npu NpPOU3BOACTBE,
MOHTaXe U 06CyXMBaAHUN

ISO 9001:2000 CucTtembl me-
Hel)XKMeHTa kayecTBa. TpeboBa-
HUs1

ISO 9002:1994 Cucrtembl Ka-
yectBa. Mogenb obecneyeHus
KayectBa npu MPOU3BOACTBE,
MOHTaXe 1 06cnyxumsaHum

ISO 9004:1987 YnpasneHue
KayecTBOM W 3/1IEMEHTbI CUCTEMbI
kavecTBa. Yactb 1: PykoBoacTsa

ISO 11135:1994 MeaunuuH-
ckme usgenua. Banupauua un Te-
KYLLMIA KOHTPONb CTepunmsauum
OKCMAOM 3TUNeHa

ISO 11134:1994 CTtepunusa-
uMa  MeAWMUMHCKON  NPOAYKUWN.
TpeboBaHua Kk Banmgauun n Te-
KyLLLeMy KOHTPO/t0. MPOMbILINEH-
Has cTepunu3aums  BaXKHbIM
Tensaom

ISO 11137:1995 Ctepunusa-
uMa  MeULMHCKOW NpoayKumu.
Tpe6oBaHusi K Banugaumm u te-
Kylemy KOHTponto. PagnaunoH-
Hasa cTepunusauns

ISO 11138-2:1994 Crtepunu-
3aunsi MeAWLMHCKON NpoayKumm.
Buonornyeckune VHANKATOPBI.
YacTtb 2. buonoruyeckne uHAun-
KaTopbl ANA cTepuansaunm okeun-
AOM 3TueHa

O603Ha4eHne 1 HauMeHoBaHue
MexXyHapoAHOI0 CTaHaapTa Apyroro
rofa usgaHus

1ISO 9001—2008
CUCTEMbI MeHEKMEHTA
kauecTBa. Tpe6oBaHus

ISO 11137-1—2006 Crtepu-
nn3auus MeauLMHCKOl npoayk-
uum. ObnydyeHue. Yactb 1. Tpe-
6oBaHMsA K paspaboTke, Banuaa-
LMK 1 TekyleMy KOHTPOs npo-
Luecca ctepunusaunm mMepuuuH-
CKUX NpnbopoB

ISO 11137-2—2006 CTtepu-
nn3auus MeauLMHCKOl npoayk-
uvmn. Obnyyenune. Yactb 2. YcTa-
HOBNEHWEe cTepununsytoLleii Ao3bl

CCbI/TOYHbIM MeXAYyHapoAHbIM CTaHO4apTam

CreneHb
COOTBETCTBUSA

T

T

OG03HaueHe 1 HavMeHOBaHVie
MEXTrOCy4apCTBEHHOIO CTaHaapTa

FOCT ISO 9001—2011
CuCTEMbI MEHeAXMEeHTa
kauecTBa. Tpe6oBaHusi

FOCT 40.9002—88 Cuctema
kavectBa. Mogenb ansa ob6ecne-
YeHnUs kavecTBa Mpu MPOEKTUPO-
BaHUN uYwm paspaboTtke, npouns-
BO/ICTBE, MOHTaXe N 06CNyXMBa-
HUK

FOCT 40.9004—95 Mogenb
obecneyeHns kavecTBa ycnyr

FOCT ISO 11135—2011 Me-
OVUMHCKVe nsgenua. Bannpauns
W TeKyLMiA KOHTPONb CTepuamn3sa-
L1 OKCUAOM 3Tu/eHa

FOCT WCO 11134—2002
CTepunusauus MeANLMHCKOM
npoaykuuun. Tpe6oBaHWs K Banu-
Jaumn 1 Tekyullemy KOHTPO-Io.
MpoMbllWNEHHAs CcTepuanaums
BNAXHbIM Tenjaom

FOCT ISO 11137-1—2011
Crepunusauusn MeAULUHCKO
npogykuun. PaguaumoHHas cte-
punusauna. Yactb 1. Tpebosa-
HUS K paspaboTke, Banugauum n
TeKylemMy KOHTPO/O npolecca
cTepunnsaymn MeauLVHCKUX 13-
nenuit

FOCT ISO 11137-2—2011
Crepunusauus MeULHCKOA
npoaykuun. PaguaumnoHHas cTe-
punusauus. Hactb 2.YcTaHoBe-
Hue cTepunuayrLleli fo3bl

FOCT ISO 11138-2—2011
Crepunusauus Me UL MHCKOIA
npoaykuun. buonornyeckne wuH-
auvkatopsl. YacTte 2. Buonoruyec-
Kne NHAMKaTopbI AN18 cTepunmsa-
LUK OKCUAOM aTuNeHa
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FOCT ISO 11737-2—2011

OKoH4aHve Tabnuupl OA.1

O603Ha4eHne n HauMeHoBaHve
CCbI/TIOYHOTO MEXAYHAPOAHOro
CTaHfapTa

ISO 11737-1:1995 Ctepunu-
3auuii  MefUUMHCKUX  U3AEenuii.
Mukpoburonornyeckne meToApl.
Yactb 1. OueHka nonynsyuu
MUKPOOPraHW3mMoB Ha NPoAyKL UK

ISO/IEC Guide 25—90
O6uune TpeboBaHMA K KOMNETEH-
THOCTVW MOBEPOYHbIX W UCMbITaA-
TesnbHbIX nabopaTtopuii.

O603Ha4eHMe 1 HaMMeHoBaHVe

MeX/yHapoaHoro cTaHaapTa Apyroro
TOfia V3[aHVS

ISO 11737-1—2006 Crtepu-
nmsaunsa MefuLUHCKUX U3aenunii.
Mukpo6uonornyeckne mMeToApbl.
Yactb 1. OueHka nonynauymu
MUKPOOPraHn3MoB Ha NPOAYKLNN

CreneHb
COOTBETCTBYUSA

0T

OGo3HaueHNe 1 HaMMEHOBaHVe
MEXroCyJapCTBEHHOTO CTaHAapTa

FOCT ISO 11737-1—2011
CTtepunusaumns MeguunHCKNX Us-
aenvi. Mukpob6uonoruueckme
mMeToabl. YacTb 1. OueHka nony-
NSIUUM MUKPOOPraHU3MOB  Ha
npoayKuumn

* COOTBETCTBYIOLLNI MEXIOCYAapCTBEHHbIN CTaHAAPT OTCYTCTBYeT. [0 ero YTBepXAEeHUsl PeKOMeHAYeTcsl UCNO/b-
30BaTh NEPEBOJ, HAa PYCCKNIi A3bIK LaHHOTO MEeXAYHApOLHOro cTaHgapTa. MNepesos 4aHHOro MeXAyHapogHOro cTaHaap-
Ta HaxoguTcs B defepanbHOM MHGOPMALMOHHOM (DOHAE TEXHWYECKUX PEFNIaMEHTOB U CTaHAAPTOB.

MpumeuyaHune — BHacTosWEM CTAHAAPTE MCNOJIb30BAHO C/IeAyloLiee YC/I0BHOEe 0603HAUYEHNE CTENEHU COOT-

BEeTCTBUA CTaH4apTOB:

- IDT — naeHTUYHbIE CTaHAApPThI.
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(1) 1SO 13485—96

(2] 1SO 13488—96

FOCT ISO 11737-2—2011

Bubnuorpadusa

Quality systems — Medical devices — Particular requirements for the application of ISO 9001 (Cwuc-

Tembl KayecTBa. MeguuuHckne nsgenuns. YactHole TpeboBaHus K nprMeHexuto 1ISO 9001)
Quality systems — Medical devices — Particular requirements for the application of ISO 9002 (Cuc-

TEeMbl KayecTBa. Me,D'VILU/IHCKVIe n3pgenua. YacTtHble TpeﬁOBaHMﬂ K npmmeHeHmo)
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FOCT ISO 11737-2—2011

YOK 637.132.4:715.478:658.513:006.354 MKC 07.100.10. 11.080.01 P26

Kntouesble cnosa: MeguumnHckoe O60py,ﬂ,OBaHl/le, KOMNOHEHTHI, Cbipbe, ynakoBka, CTepuamsaumns, ncnbitaHna,
6uonornyeckme ncnbiTaHus, onpegeneHue, sannaauna ctepunnsaynin, KOHTPOIb CTEPUSIBHOCTU
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