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BBegeHue

CTepunbHas Nnpoaykuna — 3To Npoaykuusa, cBoboagHas oT XM3HeCNOCOBHbIX MUKpOOpraHu3aMoB. B co-
oTBeTCTBUN C TpeboBaHUAMU MeXayHapoAHbIX CTaHAAPTOB MO CTepunusauum MeauuuHCKUX usaenuii npu
NocTaBKe CTEPUNbHBLIX U3AEeNUA UX cnyYanHaa Mukpoburonormyeckas KOHTaMUHaLMA OT BCEX MCTOYHUKOB Mne-
pea ctepunusaumei 4omkHa 6biTb cBeAeHa K MMHUMYMY BCEMU BO3MOXHBIMU criocoGamu. Ho aaxke npu ta-
KOM noaxoAe oTAenbHble eAuHULbLI NPOAYKUMW, WU3rOTOBIIEHHbIE MPU CTaHAApPTHLIX NMPOWU3BOACTBEHHBIX
YCNOBUAX B COOTBETCTBUN C TPeBOBaHUAMU K cUCTEMAaM KayecTBa MeAULIMHCKUX U3aenuid, MoryT nepeq cre-
punusaumen cogepxatb HebonbLIOe KONMYECTBO MUKPOOPraHU3MOoB. TakMe eguHMLbI NPOoAYKLMK SBMSIOTCA
HecTepUnbHLIMN.

Llenbio ctepunusaunoHHon obpaboTkn SBnsieTcsl HaAKTUBaLMS MUKPOBUONOTrMYECKUX KOHTaMUHAHTOB
ANA nNpespalleHna HecTepuibHON NPOAYKLUMN B CTEPUIIbHYIO.

MHakTuBaums YNCTbIX KynbTyp MUKPOOPraHU3MOB (hU3U4ECKUMMN /MM XMMUYECKUMW areHTamm, UCMosib-
3yemMbIMy NPU CTEPUNU3aLumnM MeAULIMHCKUX U3AENNIA, YacTo NpUBNMKEHHO OMUCHLIBAETCA SKCMOHEHLMAalbHbIM
3aKOHOM, T. €. HE3aBUCUMO OT CTeNeHU NpUMeHeHHoW 0bpaboTkn Beerga cyLecTBYeT KOHeYHasi BEPOSITHOCTb
TOro, YTO MUKPOOPraHN3M MOXET BbDKUTL. B KOHKpeTHOM cnyyae 06paboTkv BeposiTHOCTb BbDKUBaHUS onpeae-
MSIeTCA YNCNOM U PE3UCTEHTHOCTLI0O MUKPOOPraHU3MOB, a Taikoke YCIOBUSIMUA, B KOTOPbIX OHW HaxodsTcsl BO
Bpems 06paboTku. N3 3Toro cnenyert, UTo CTepunbHOCTb Nlo6oM U3 eguHIL, NPOAYKLIMK NOcTe npouecca CTepu-
nu3auum He MoxeT BbITb rapaHTVpoBaHa, U CTePUNbHOCTb MPOAYKLMU OOMKHA BblpaXaTbCs Kak BEPOSITHOCTb
HanM4YNa HeCTEPUMbHBLIX E4UHNLL.

TpeboBaHus k cucTeEMam KadecTBa Npu NPOeKTUPOBaHUK, pa3paboTke, NPOU3BOACTBE, MOHTaXe U 06-
CNy>XUBaHUU MeguLMHCKON npoaykumm npusegeHsl B 1ISO 9001 1 ISO 9002 cosmecTHO ¢ ISO 13485 [1] u
ISO 13488 [2] coOTBETCTBEHHO.

CTtaHpgapTbl cepun 1ISO 9000 onpenensitoT HeKoTopkle NpoLEecchl, UCMOoNb3yeMble B NMPOU3BOACTBE, Kak
cneunanbHble, ecrnv UX pe3yrnbTaT He MOXeT ObITb MONHOCTbLO NPOBEePEH NOCNEAYIOLLIMM KOHTPOMEM U UCMbITa-
HUeM npogykumn. CTepunnsauns SBnseTcs NPUMepoM Takoro crneLmansHOro npouecca, nockosbky ee addek-
TUBHOCTb He MoOXeT ObiTb NpoBepeHa KOHTPONeM W ucnbiTaHneM npogykumu. [oatomy [o BBOAa
0b6opynoBaHuWst B aKCMTyaTaLuio crneayeT BeINOMHATL Banuaaumio NpoLeccoB CTEPUNN3aUmnn, a BO BPeMs 3KC-
nnyaraumn NpoBoANTb TEKYLLMIA KOHTPOMb U TexHUYeckoe obcnyxuBaHve obopyaosaHus.

Mpoueaypbl Banugaumm 1 TeKyLLEro KOHTPOrIA NPoLEccoB CTEPUNN3aLIMnN MeANLIMHCKOM NPOAYKLMA NpU-
BegeHbl B ISO 11134, ISO 11135 1 ISO 11137. MNpouecc Banngaumm MOXeET COCTOATb B TOM, YTO MeaULIMHCKUE
N3enna noaseprarT BOIASNCTBUIO CTEPUNMUSYIOLLEro areHTa npu pexxume, OTHOCUTENbHO MEHee CTpOrom,
YyeM B TeKyLlel cTepunmusaumoHHoln obpaboTke, YTobbl NONYUMTE AaHHbIE O PE3UCTEHTHOCTU K 3TOMY areHTy
0BbIYHOW AN MeQULMHCKUX U34enunii MUKPOBUMOIorMieckoin koHTamnHaumn. MNocne saBepLleHUs Takoro Bos-
AeCTBUA MeaULMHCKNE N3Aenust 4OMKHbI MHAMBUAYATBHO UCTIBITEIBATLCS HA CTEPUNBHOCTL B COOTBETCTBUM C
TpeboBaHUAMN HacTosALEero cTaHaapTa. MNpMMepoM NPUMEHEHUS Takoro UCTILITaHUA ABNAETCA yCTaHOBNEHUe
CTepunuaytoLlein 4osbl obnyveHns npu pagnaunoHHOR cTepunn3aLim U AeMoHCTpaumum 060CHOBaHHOCTU Ta-
ko go3sbl (ISO 11137, npunoxeHue B).
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M E XTToOGCY.APT CTHBEUHTHUB # C TAHDOAPT

CTepunusaums MegULMHCKUX U3genui

MUKPOBUONOMMYECKUE METOAbI
YacTb 2

UcnbiTaHuAa Ha CTEpPUnNbHOCTb, NpOBOAUMbIE NPU Banugauum npoueccoB cTepunusauum

Sterilization of medical devices. Microbiological methods.
Part 2. Tests of sterility performed in the validation of a sterilization process

HOara BBegenna — 2013—01—01

1 O6nacTb NpMMeHeHus

1.1 HacTosiwunit cTaHaapT ycTaHaBnMBaeT obLWMiA NopsiAoK UCNBITAHWIA Ha CTEPUIMBHOCTE MEeAWLMHCKUX
n3genun, NoaBeprHyTbiX TakoMy BO3AENCTBUIO CTEPUMUSYIOLLETo areHTa, KOTOpbI ABMSIETCA YacTbio Npouecca
cTepunuMsaumn. AT NCnelTaHUsA NPOBOAAT NPY BanunaaLmMu npouecca cTepunusamn.

1.2 Hactosawumii ctaHgapT He pacnpoCcTpaHAeTCA Ha UCTbITAHUA Ha CTEPUIIBHOCTL!

a) Mpu TekyLieMm BbiNycke NpogyKumn, NpoLleaLiei cTepunmsaumio;

b) capmakoneHble UCMbITAHUS;

MpwuMedaHn e — BoinonHeHue nepevncnenuii a) u b) He siensietca TpeGosanmamm ISO 11134, ISO 11135 unn
ISO 11137,

C) KynbTUBMpOBaHMe BUonorMYecKnx nHOnKaTopoB, B TOM YUcne VlHOKyJ'IleOBaHHOI‘/‘I npoaykunn.

MpumeuyaHwne— MeToabl KyNnsETMBUPOBaHUsi Buonornyeckux nHamkatopos — no 1ISO 11138.

2 HopmaTuBHbIe CCbIFNIKK

B HacTosiLem cTaHaapTe UCMonb3oBaHbl CCbIIKWA Ha criedytoLne ctaHaapThl.

ISO 9001:1994 Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cnctembl kadectsa. Mogenb obecneveHns kadecTsa Npu NPOEKTUPOBaHUK, paspa-
60TKe, NPOU3BOACTBE, MOHTaXKe 1 06CNYKUBAHWN)

ISO 9001:2000 Quality management systems. Requirements (Cuctembl MeHemxmMeHTa kayecTsa. Tpe-
60BaHMs)

ISO 9002:1996 Quality systems — Model for quality assurance in production, installation and servicing
(Cuctemsl kavectBa. Mogenb obecnedeHusi KadecTsa MNPy NPoM3BOACTBE, MOHTaxe 1 obCryXnBaHum)

ISO 9003:1994 Quality systems — Model for quality assurance in final inspection and test (Cuctema ka-
yecTtBa. Mogenb obecneveHuns kadecTsa NP OKOHYAHUM KOHTPOMSA U UCTILITAHNSIX)

ISO 9004:1987 Quality management and quality system elements; Guidelines (YnpasneHue kayecTBoM
N aneMeHTbl CUCTEMBI KayecTBa. PykoBOACTBA)

ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterization (Ctepunusaums MmeaMunHckon npoaykummn. TpeboBaHMs K Banuaaunm n Teky-
LLeMy KOHTPOt0. MpoMEILLNEHHaA CTEPUNU3aLIUS BNaXHbIM TenoMm)

ISO 11135:1994 Medical devices — Validation and routine control of ethylene oxide sterilization (Megu-
LMHCKUe nagennsa. Banngaumsa 1 TeKyLMiA KOHTPOMNb CTEPUNM3aL/Mmn OKCMO0M 3TUeHa)

ISO 11137:1995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (Ctepunusauns meguuuHckon npogykumn. TpeboBaHUa kK BanMaalMmn U TeKyLeMy KoH-
Tponio. PagnaunoHHasa ctepunusaums)

W3panve opmumnansHoe
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ISO 11138-2:1994 Sterilization of health care products. Biological indicators. Part 2. Biological
indicators for ethylene oxide sterilization (Ctepunusaums meguumHcKon Npoaykumnm. bruonoruyeckue nHankarto-
pbl. YacTb 2. Buonornyeckne nHaukatopsbl 4N cTepunmMsaLmm okCMaoM sTuneHa)

ISO 11737-1:1995 Sterilization of medical devices. Microbiological methods. Part 1. Estimation of
population of microorganisms on products (Ctepunusaums MeauumnHckux usgenuin. Mukpobuonorudecknie me-
Toapl. Yactb 1. OueHka nonynsaumMm MUKPOOPraHU3MOB Ha NPoayKLmm)

ISO/IEC Guide 25—90 General Requirements for the Competence of Calibration and Testing
Laboratories (O6Lwwime TpeboBaHNs kK KOMNETEHTHOCT NOBEPOUHbIX U UCNbITaTeNbHbLIX NabopaTopuii).

3 TepmuHbI M onpepeneHnA

B HacTosLweMm cTaHAapTe UCMOoMb3yoTCA CrneayoLlMe TEpMUHBLI C COOTBETCTBYIOLLIMMU onpeaeneHnsamMu:

3.1 aapob6HbI MUKpoopraHuam (aerobic organism): MUKpoopraHuamel, MCNOMb3yOLWME KACIOPOS
B Ka4eCTBe KOHEeYHOro akuenTopa 3MeKTPOHOB Npu MeTabonMsme 1 pacTylime ToMbKO B MPUCYTCTBUM KUC-
nopopa.

3.2 aHa3apo6HbLIN MUKpoopraHu3m (anaerobic organism): MukpoopraHuamMbl, He UCMOMb3YIoLLME KUC-
riopof B kauecTBe KOHEYHOro akLenTopa 3/1eKTPOHOB Npyu MeTabonuame 1 pacTyLume TomMbKo B OTCYTCTBUE KUC-
nopoga.

3.3 ucnbiTaHue Ha 6akTepuocTaTudeckoe/pyHrucTatuveckoe aecrteue (bacteriostasis/fungistasis
test): UcneitaHne, nposoanMoe Ha BbIGpaHHbIX MUKPOOpraHnamax ¢ Lienbto oBHapyXeHns BeLLecTB, UHIMBupy-
oKX (3aMeanAoLLMX) PasMHOXEHEe 3TUX MUKPOOPraH1M3MOB.

3.4 ycnoBua KynbTuBmMpoBaHuaA (culture conditions): YcTaHoBNeHHOe coYeTaHmne yCnoBuiA, BKIOYato-
Lee nuTaTenbHyo cpedy, Bpems U TemnepaTypy UHKybaummn Ans YyCKoOpeHUs pocTa 1 pa3MHOXEeHUS MUKPOOop-
raH13MOB.

3.5 dakynsraTMBHBIN MUKpoOopraHuam (facultative organism): MukpoopraHnam, cnocobHbli kak K as-
poBHOMY, TaK 1 K aHaspobHOMy MeTabonmamy.

3.6 noxHooTpuuatenbHbIX pesynbrar (false negative): Pesynbtar UcnbITaHWA Ha CTEPUNLHOCTb, NPU
KOTOPOM B AENCTBUTENLHOCTA NONOKUTENBHBIN pe3ynbTaT UHTepnpeTUpyeTca Kak oTpuuaTenbHbIN.

3.7 noxHononoxurenbHbIA pe3ynerar (false positive): Peaynstat ncneltaHnsa Ha CTepUNbLHOCTL, NpU
KOTOPOM B AEUACTBUTENLHOCTU OTPULATENbHBIN pe3ynkTaT UHTEPNPETUPYETCH Kak NOMOXUTENbHBINA.

3.8 ucnbiTaHue Ha yckopeHue pocTa (growth promotion test): VcnbiTaHue ¢ Lenblo noaTBepXaeHUst
TOro, YTO AaHHas NUTaTenbHasa cpeda noaaepXuBaeT POCT MUKPOOPraHN3MOB.

3.9 npopykuua/npoaykT (product): Obwee noHATUEe ANA 0603Ha4YEHUA ChIPbs, MPOMEXYTOUHBIX NPO-
AYKTOB U FOTOBLIX MEANLIMHCKUX U3OENMiA.

3.10 eaunuua npoaykuum (product unit): MeguunHckas npoayKuns, KOMNEKT U3nenyMi UM KoMno-
HEHTOB B NEPBUYHON YNaKOBKe.

3.11 yacTb npoaykuum ana ucnoitaHumn (YrKU) (sample item portion, SIP): OnpeaeneHHas yactb egu-
HULbI MEAMLIMHCKOM NMPOoAyKUMK, UCNonb3yeMas npu UCNbITaHUAX.

3.12 ucnbiTaHne Ha cTepunbHocTb (test of sterility): McneiTaHne, npoBogMmoe Npu onpegeneHHbIX
YCMOBUAX KyNbTUBMPOBAHUSA C LieMbio onpeaeneHns Hanuyuus Unu oTCyTCTBUSA XM3HECTIOCOBHBIX MUKpoopra-
HU3MOB B eguHULE NPOAYKLMKU (UMK ee YacTu).

4 O6LwWwmre NonoXeHus

4.1 [okymeHTauus

4.1.1 TIpu UCMLITAHUAX MEANLMHCKAX U3AENNIA Ha CTEPUIIBHOCTE AOMMKHBI MPUMEHATLCHA OKYMEHTUPO-
BaHHbIe MHCTPYKLMUN, OXBaTbIBaKOWME NPUMEHSIEMbIE METOAMKM UCTILITaHUA 1 paBoTy Ha COOTBETCTBYIOLLEM
o6opyaoBaHn. T AOKYMEHTUPOBaHHbIE MHCTPYKLMW AOMKHbI yTBEPXAATbCA 1 NepecMaTpuBaTbCsi B COOTRe-
TetBun ¢ 1ISO 9001 nnn ISO 9002.

4.1.2 [OoKyMeHTUPOBaHHbIE UHCTPYKLMN, NPeayCMOTPEHHbIE HAaCTOSALWMM CTaHAaPTOM, AOMKHbI BbIMOI-
HATbCA 3 DEKTUBHO.

4.1.3 XpaHeHne MPOTOKOMOB WUCXOOHBLIX AaHHbIX, Pe3ynbTatoB M 3aKMoYUMTENbHbIX OTYEeTOB — Mo
1ISO 9001. MpoTokonbl AOMKHBI BKITKOYATL AaHHbBIE O MepcoHare, y4acTBOBaBLLEM B 0TOope npob, Ux nogroToe-
Ke 1 npoBedeHWUn UcrbITaHWUNA.

2
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Mpumeyanune—MNporpammHoe oGecneveHne, NPUMEHsAEMOe Ans NONYHYEHNs U NepeaayYn aKcriepumeHTasb-
HbIX AAHHBIX, AOMKHO BbITh BANUMANPOBAHO Nepea UCTOSb30BaHNEM.

4.2 NepcoHan

4.2.1 OTBEeTCTBEHHOCTb 3a NpoBeAeHUe UCMbITAHUA Ha CTEPUNBHOCTb AOMKHA ObITb BO3MOXEHa Ha crie-
uunanbHbli NepcoHarn, kak ato npegycMotpeHo B ISO 9001 unu 1ISO 9002.

4.2.2 Oby4veHne nepcoHana crnegyet NPOBOAUTL B COOTBETCTBUW C AOKYMEHTUPOBaHHLIMU NpoLeaypa-
MU, a NPOTOKOMbI aTTecTauun, 0bydeHUs 1 oLeHKN 3HaHUA NepcoHana AomkHbI GbiTb YTBEPXKAEHDI.

4.3 O6opyaoBaHue U matepuanbl

4.3.1 [nsa TouHoro nposeAeHUs UCNbITaHUIA U U3MepeHUin HeoBXoAUMO UMETL B HANUYUM BECb NepeveHb
obopyaosaHusA.

4.3.2 ObopyaosaHue, koTopoe TpebyeT NNaHOBOTO TEXHUYECKOro obcnyxuBaHUA, 4OMMKHO OBCHyXu-
BaTbCA B COOTBETCTBUM C AOKYMEHTMPOBaHHLIMM npoLeaypamu. MpoTokonbl 06¢nyKMBaHNS AOMKHBI XPaHUTb-
cs.

4.3.3 Heo6xoanMmo ycTaHOBUTb, AOKYMEHTMPOBaTb WU yTBepAuTb achekTUBHYIO cnucteMy Kanubposku
BCcex Npubopos, NpeaHa3HavYeHHbIX 418 U3MepeHust U KoHTpons, B cooteeTcTBuM ¢ ISO 9001 unu ISO 9002.

4.3.4 [omxkHbl 6biTb YCTAHOBNEHBI U AOKYMEHTUPOBaHbI METOALI NPUFOTOBNEHUA 1 CTEPUM3aLnn na-
6opaToPHLIX CTEKON, NUTaTENbHBIX CPea Y CMBIBHBIX XKUAKOCTEN, UCNONb3YeMbIX NPU NPpoBEAEHNU UCbITAHWUIA
Ha CTepUIbHOCTb, BKMHOYAA COOTBETCTBYHOLMIA KOHTPOMb UX KavyecTBa.

4.3.5 KoHTpornb kadecTBa Kaxaon napTum nutatesisHon cpeabl A0MMKEH BKMOYaTb UCMbITAHWE Ha YCKO-
peHue pocTa.

5 OT60p M NnoaroToBKa eaUHUL, NPOAYKLMM ANA UCNbITaHUN

5.1 OT6op

5.1.1 OT160p egnHULBI NpoayKUMA

Mpoueaypbl 0T6Opa 1 4OCTaBKM NPOAYKLMM ANsl NPOBEAeHUSA UCTIbITAHWI AOSMKHBI BbiTe TakUMK, YTOBLI
3TV eauHULbI MPOAYKLMM Bbinu TUNUYHBIMK ANS TEKYLLEro NpousBoACTBa.

5.1.2 YacTtb npogykuun ansa ucneitaHna (M)

Urn cnepnyet oTbupath Tak, YTOObI OHa ageKkBaTHO OTpaXkana MUKPOGHYO KOHTaMUHaLMIo BCero nsae-
nms.

Ecnu gokasaro, YTO MUKPOOPraHU3Mbl pacnpeaeneHbl B NpoayKLUum paBHomepHo, To UM moxeT BbiTb
B3sTa 13 Nt06Oro 0TAENLHOrO MecTa eauHULbLI NpoayKuun. B npotusHom cnyyae YT gormkHa 6biTe cocTaene-
Ha U3 HECKOMbKNX YacTel NpoayKLuMm, BoIOpaHHbIX ClyYanHbIM 06pasom.

MpumeuyaHune— Kputepun agekeatHocTn UMK onpegeneHsl B CTaHgapTax, cogepxalmx TpeboBanns K Banm-
Aaumm 1 TeKyLeMy KOHTPONIO NpoLecca CTepunusaumm.

5.2 YnakoBka eguHuu npoaykuum u Y

Mpy1 HeOBX0ANMMOCTN NPUMEHEHUA YNAKOBOYHBIX MaTepUanNos /MM MeToaoB YNakoBKU, OTAUYAIOLLIMXCA
OT UCMOMb3yeMbIX NPy TeKyLLeM NPOU3BOACTBE, OHWU AOMKHBI 06ecnevnsaTsb:

a) npedycMOTPEeHHyIo cTeneHb 06paboTku eauHULLI Npoaykuun unn YN cTepunusyowmm areHTom;

b) coxpaHeHue Mukpobuonornyeckoin KoHTaMmuHauum eanHULbI Npoaykuun unu YN Ha yposHe, Kkoto-
pblli GbI A0 YNaKoBKK;

c) adeKTMBHOCTb NPOHUKaHUSI CTEPUNUSYIOLIEro areHTa B eauHULy npoaykuun unu YN, ananorud-
HYI0 ynakoBke B TEKyLLieM NPON3BOACTBeE.

6 WUcnbiTaHua Ha CTEPUNBbHOCTbL

6.1 Mpu npoBeaeHUM UCTILITAHUA Ha CTEPUNBbHOCTL CYLLIECTBYIOT ABa OCHOBHbLIX NogxoAa:

a) nNpsAMoe Norpy>eHue npoaykuun B NUTaTeNbHyo cpeay Unu NUTaTenbHON cpeabl B NPOAYKLMIO C No-
cneaytowlei Hkybavmen;

b) v3Bne4YeHWe MUKPOOPraHM3MOB 13 NPOAYKLUN CMbIBAHUEM U NEepeMeLlieHNe U3BNEYEHHbIX MUKPOOp-
raHW3MOB B YCNOBUS KYNETUBMPOBAHUS.

6.2 1nA KOHKPETHOIN NpoayKLuMn A0MKHLI BbITe onpeaeneHbl U 3adpukcUpoBaHbl cneaytowmne akTopsl,
BMMAOLWME Ha pa3paboTKy MeToda UCNbITaHUIA Ha CTePUNBHOCTL:

a) vacTb (4acTu) NPoAYKLUWN, CTEPUNIBHOCTb KOTOPLIX 0603HaYaeTCs Ha aTUKETKE;
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b) dusmueckas uvnu xummdeckas npupoaa UCMbITYeMOoR NpoayKunu;

C) BepoATHbIN BUA (BUAbLI) MUKPOOPraHU3MOB-KOHTAMWUHAHTOB U UX MECTOHAXOXAEeHWEe Ha NoBEPXHOCTU
U BHYTPU NPOAYKLUN.

6.3 Ecnu MuKpoopraHu3smbl U3BMEKaoTCs U3 NPpoAyKUMU nepea ux nepemeLieHnemM B yCroBus Kynstueu-
poBaHuA, cneayer Takke NPUHUMATbL BO BHUMaHUeE:

a) BbIGOp COOTBETCTBYIOLLUE CMBIBHOM XUAKOCTW;

b) 3dbdeKTMBHOCTL METOANKM U3BITEYEHUS MUKPOOPTaHU3MOB-KOHTaMWUHaHTOB CMbIBaHUEM;

C) BNUAHWE METOAUKA CMbIBAHWUS HA XXU3HECTOCOBHOCTb MUKPOOPraHN3MOB-KOHTAMUHAHTOB.

6.4 Ecnu cpmsmnueckas unm xmmmdeckas npupoga UcnbITyeMon npoaykuum (6.2 b) Takosa, 4to npu ucnbi-
TaAHUAX MOTYT BblAEeNsATbLCS BELecTBa, HeraTUBHO BAMAIOLUME Ha OnpeaeneHne Y1ucna unmn Buaos MUKpoopra-
HM3MOB, cneayeT NpeAycMOTPETb MeToAbl HEATpanuM3auum Unu yaaneHusa aTMX BellecTB, a ecnin 370 He
ripeacTaBnAeTcA BO3MOXHbIM — MeToAbl MUHUMU3aLNKU UX BAUAHUA. D DEKTUBHOCTL Takux MeToA0B AOMKHaA
ObITb NOATBEPXKAEHA.

6.5 Ycnosus KynsTUBMPOBaHWSA OOMKHbLI ObITb BbIOpaHbl Nocne Toro, kak 6yayT paccMoTpeHbl BuAbl
npeanonaraeMbiX MUKPOOPraHW3MOB-KOHTAMUHAHTOB. PesynbTaTbl Takoro paccMoTpeHust U1 obocHoBaHue
MPUHATBIX PeLUeHN OOMKHbI BbITb A0KYMEHTUPOBaHBI.

7 OueHKa meToAa UCNbITAaHUW Ha CTEPUNBLHOCTDL

7.1 MpurogHoCTb METOAOB, BbIGPAHHBIX ANl UCMBITAHWA HA CTEPUNBbHOCTbL, A0MMKHa BbITh OLleHeHa, a
pe3ynbTaTthl OLEHKN A0KHbBI ObITh AOKYMEeHTUMpoBaHb! (4.1.3).

MpumevaHnwuns

1 [dencTBus, npeanpuHMmaemsble no 6.4 u 6.5, 40MKHBI CBECTU K MUHUMYMY NOABMEHUE NOXHOOTpULATENbHbLIX pe-
3yNbTaToB.

2 lMpv NpoBedeHVn UCTbITaHUA OB6YYEHHBIM M aTTECTOBAHHBLIM NEPCOHANOM PUCK NONYYEHWUA NOXHOMOMNOXUTENb-
HbIX pe3ynbTaToB MUHUMAarEH.

7.2 [1nsi BHECEHWSI U3MEHEHMIA B METO/ MCNbITAaHWIA Ha CTePUNBHOCTbL HeoBxoanuMo oduuManbHO aHanu-
31pPOBAaTh M3MEHEHUA B NpoAyKUMM WWnK B NPOU3BOACTBEHHOM Npouecce. Ecnun aHanus ykasbiBaeT Ha Heob-
XOOUMOCTb TaKUX U3MEHEeHWUI, HeoBxoauMo NOBTOPUTL NpoLeaypbl, NpUBeAeHHbIE B pasaene 6.
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Mpunoxenne A
(cnpaBovHoOe)

PyKOBOACTBO Mo UCNbITAHUAM Ha CTepUNbHOCTL, OCYyLleCTBACMbIM
npu sanvgauuu npouecca crepunusayuum

A.1 BeBeneHne

HacTosiwee pykoBOACTBO MO BLINOMHEHUIO NPUBEAEHHBIX B CTaHAapTe TpeboBaHWI He SIBMSIETCS NCHEPNbIBAIOWNM,
HO OCBelaeT BaXHble BOMPOCHI, HA KOTOpbIE crieflyeT o6paTuTe BHUMaHue.

3T10 npunoxeHne He ABNAETCA KOHTPOJIbHbIM nocobuem Ans OUEeHKU COOTBETCTBUA WUCMbITAHUXA HA CTepUNbHOCTL
TpeboBaHuAM cTaHagapTa.

A.2 O6wme nonoxeHunn

A.2.1 Cuncrembl kKauecTBa ana naboparopumn

Ons nony4eHns HaAeXHbIX M BOCTIPOM3BOANMbIX JaHHbLIX UCTIbITAHWIA HA CTEPUITBHOCTB UX HEO6X0ANMMO NPOBOANTL B
KOHTpOnupyembix ycnoeusix. JlabopatopHoe o6opyaoBaHve Ans UCNbiTaHWIA Kak Y U3roTOBUTENS MEAULIMHCKOTO n3genus,
Tak U B APYrom Mecte crieiyeTt 3KCninyaTMpoBaTtb B COOTBETCTBUM C JOKYMEHTUPOBAHHOW CUCTEMON KavecTBa.

Ecnu ncnbiTaHnst Ha CTEPUITLHOCTB NPOBOASATCS B nabopaTtopun nog npsiMbiM pyKOBOACTBOM U3rOTOBUTENS Meau-
UMHCKOIo uagenus, To paboTy cregyeT oCcywWwecTBIISATL B paMKax cCUCTEMbl kKavecTBa usrotosutensi. Ecnm ncnone3yetcs
BHEWHsA naboparopusi, TO peKoMeHAyeTCs1 0huLManbHO aTTeCTOBATh €€ NO COOTBETCTBYIOLWLEMY MEXAYHAPOAHOMY CTaH-
Aapty (Hanpumep, ISO/IEC Guide 25).

TMio6oi nabopaTtopum cnefyeT NpUHATL 06813aTENBCTBO OKa3bIBaTh YCyru no obecneyveHnto KauecTea, v 3To criesy-
eT AOKYMeHTWpoBaTk B hopme nonutukm kadectsa. [onHomoums n oTBETCTBEHHOCTb B TabopaTtopum AonXHbl O6biTb per-
nameHTUpoBaHbl U odopMIIEHbl JOKyMeHTanbHo. OTBETCTBEHHbIM 32 pa3paboTky cucTembl KavecTBa B naboparopum
OOIMKEH UMETb AOCTATOYHbIE MONTHOMOUYUS ANSl BbIMOMHEHWS1 3TON CUCTEMBI.

PaGoTta nabopatopumn nognexuT perynsipHoMy BHyTPEHHEMY ayauTy. Pe3ynbTarbl ayguta AoIKHbl JOKYMEHTUPO-
BaTbCs U paccMaTpuBaTbCs PYKOBOACTBOM naboparopum.

Bonee nonHas nHdopmaums o ynpaerneHuio kauectsom npmeegeHa B 1ISO 9004. TpeboBaHusi K cucTemam KavecTBa
ans nabopartopuin — no ISO/IEC Guide 25. TpeGoBaHusi K cuCTeMaM KavecTBa Nnpy NPoV3BOACTBE MEAULMHCKUX U3fe-
nui — no 1ISO 13485 n ISO 13488.

A.3 O6opynoBaHue n maTtepmnanbl

A.3.1 OnekTpoHHaa o6paboTKa OaHHbIX

A.3.1.1 KomnbloTepbl MOMYT UCMOMNb30BaTLCA B NnabopaTopusax gnsa Nnpamoro n Henpamoro c6opa, o6paboTkn n/unm
XpaHeHus gaHHblX. M obopyaosaHue, u nporpammHoe obecneveHne cnegyeT NpoBepaTh.

A.3.1.2 [ns ncnonb3yemomn KOMNBIOTEPHOW CUCTEMBI, BKIOYan obopyaoBaHue n nporpaMmmHoe obecnedenue, cne-
AyeT UMeTb AOKYMEHTMPOBaHHOe onucaHue, U Niobble U3MeHeHs1, Kacalowmecs ux, cnegyeT 4OKYMEHTUPOBATL U COOTBE-
TCTBYOLWMM 06pa3om yTBepauTh.

Ons nporpammHoro o6ecneveHns HeobxogMmo umeTb:

- MpuvKnagHble NporpamMmmel, UCNONb3yeMble B KOMMNBIOTEPHOW CUCTEME;

- OnepaunoHHbIe NporpamMel;

- WCMOnb3yeMble NakeTbl AaHHbIX.

A.3.1.3 TpurogHocTs Nporpammuoro obecneveHns ans coopa, 06paboTku M/Mnu XpaHeHust AaHHbIX cneayeT ycTa-
HOBWTB 40 Hadvana ero ucrnonb3ceanus (ISO 9003).

A.3.1.4 CepwiiHble nakeTsl Nporpamm cnegyeT NOArOTOBUTL B COOTBETCTBUM C cUcTemMomn kadectea no 1SO 9003.

A.3.1.5 KomnbloTepHoe nporpammHoe obecneveHue, pazpaboTaHHOe Nonb3oBaTeneM, GOMMKHO rapaHTUpPoBaTh:

a) COXpaHHOCTb AOKYMeHTauuu no paspaboTke, BKNOYan CMCTeMy NporpaMmMmpoBaHuss;

b) coxpaHHOCTb NPOTOKONOB NPUEMOUHBIX UCMbITAHWUN;

C) AOKYMEHTUPOBaHWE M3MEHEHUS NPOrpamm;

d) AokyMeHTUpOBaHWe n3amMeHeHU B 06opyaoBaHMM U MX odmumanbHyo MPOBEPKY Nepes Havanom MCNonb3oBaHusA.
O™n TpeboBaHusA criegyeT TakKe NPUMEHSITE K NIOBOMY M3MEHEHM IO UMM HACTPONKe CePUIMHBIX NakeToB NPOrpamm.
A.3.1.6 CnegayeT npegycmoTpeTh cpeactea o6HapyXeHus 1 NnpedoTBpalLeHusi HeCaHKLMOHUPOBAHHOIO N3MEHEHNS

nporpaMmMHoro obecneveHus.

A.3.1.7 lMporpammHoe obecneveHre, KOTOPOE FOTOBUT, KnaccupmumnpyeT, NpeacTaBnsAeT AaHHble Ans CTaTUCTu-
YeCcKon nnu gpyrov matematuyeckon obpaboTku Mmoo nHeiM 06pasom obpabaTbiBaeT unu aHanuanpyeT AaHHble, XpaHsi-
WMecs B NamsTM KOMMNblOTEpa, AOMKHO obecneyvBaTe BOCCTAHOBIEHME MPOMEXYTOYHbIX 623 AaHHbIX M AOCTYN K
MCXOAHBIM daHHbIM. MoryT notpeboBaTteCs cneuuanbHble NpoLeaypbl apXMBUPOBaHUS KOMMbIOTEPHBIX AaHHbIX, KOTOpbLIE
cnegyeT AOKYMEHTUPOBATD.

A.3.2 JlabopaTopHoe o6opyaoBaHue

Ons kaxxaon egmHuubl nabopaTopHoro obopyaoBaHus cnegyeT UMeTh AOKYMeHTaumio ¢ Tpe6oBaHUSIMU K TeXHUYEC-
KoMy 0BCnyXMBaHWIO.
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ITioboe o6opyaoBaHUe UM ero YacTu, KOHTaKTUPYoLWMe BO BPEMS UCMbITAHUIA C NPOoAYKLUMEN, CMbIBHOW XWAKOCTbIO,
nUTaTenbHbIMU CPeaamMu U T. 4., crnegyeT CTepunn3oBathb.

A.3.3 MNuTtaTenbHbIe cpeabl

[Mpy NPUroTOBNEHMM NMTATENbHbBIX CPed U CMbIBHBIX XXUAKOCTEN, NCMONMb3yeMbIX ANA U3BMEYEHNST MUKPOOPTraHna-
MOB 13 NPOAYKUMK, Heo6xoaumo oGecneunTb X CTEPUINBHOCTb, KOTOPYHO criedyeT NPOAEeMOHCTPUPOBATL Crieayowmm 06-
pasom:

a) ux uHkyGaumewn nNpy CoOTBETCTBYIOLWUX TEMINEpPATYpax A0 Havana ncnonb3oBaHusi cped U ogHOBPEMEHHO C UC-
nonb3oBaHuemM;

b) Banugaumeli npouecca crepunmaaumm.

Ins onpepeneHusi cnocoGHOCTM NUTATENBHOW Cpefibl NoAAePKUBaThL POCT MUKPOOPTraHM3MOB NPOBOAAT UCTIbITAHUS
Ha yCKOpeHWe pocTa Ans Kagow napTum NnuTaTenbHON cpegpbl C MCNoNb3oBaHWeM 06CeMeHeHNs MarbIM KONMYeCTBOM Bbl-
BpaHHbIX MUkpoopraHnamor (oT 10 go 100 konoHeobpasyoWwmnx eauHUL).

OnucaHue UCnbITaHUI Ha yCKopeHue pocTa obblvHO faeTcsi B papmakoneHbiX MOHOrpadusix, ykasbiBatoLwmx, Ka-
KMe MUKPOOPraHn3Mbl MOTYT MCMOMNb30BATLCS.

A.4 OT60p M NOAroTOBKA €AVMHUL NPOAYKLUMW ONA UCTILITAHUN

A.41 MeTop oT60opa eAMHML NPOAYKUMW ANA Banuaauum

MeToa otbopa eavHuUL NpoayKUMK Ans Banvaaumy npouecca CTepunmnsaumm MoXeT BNUSTb Ha noryvaemble pe-
3ynbTaTsl. [Tpeano4TMTensHO 0TBMpaTh eAMHULLI NPOAYKUMKM CriydaiHbiM 06pa3omM 13 NapTum, XapakTepHoN AJ1si NPOU3BO-
ACTBEHHbIX TEXHOMOMMI W YCNOBWUI. B HUX AOMKHbBI ObITh BKITIOYEHbl eAVHULBI NPOAYKLMM O4HON NapTum, NpousseaeHHbIe B
pasHoe Bpemsi. Ecnu ogHOBpeMeHHO Npou3BoANTCA HECKOMNBKO NapTui NPOAYKUUW, eAVHULBI NPOAYKUMWU ANs KOHTPOIs
MOIYT BbITb B3ATbI N3 KaXO0W cepyu.

EavHWLBl NpogyKumm gns uenbelTaHuin MoryT BbiTe 0TOBpaHb! M3 uncna 3abpakoBaHHbIX B NpoLecce NPOM3BOACTBA
M34ernui Npy yCroBUKM, YTO OHW M3rOTOBIIEHbI TaK Xe, KaK U 0CTarbHasa NpoAyKUUsi JAaHHOW NapTum.

KonnyecTeo 0TOOpaHHBIX €AUHWL, MPOAYKUUM U KONMYeCcTBa NapTui, U3 KOTOPbIX caernaH oT6op, gonmkHbl BbITb yka-
3aHbl B COOTBETCTBYIOLWEM MEXAYHAapoaHOM cTaHAapTe, coaepxawem TpeboBaHus K Banmaauum u TeKyLeMy KOHTponio
JaHHOro npoLiecca cTepunuaaumm.

A.4.2 YacTtb npoaykummn ana nenoitaHni (MNN)

Korga ato ocywecTBUMO, 4118 UCMbITAHWIA CrnegyeT NCNonb3oBaTh LENY0 eamHuly npoaykumun. B Tex cnyvasx, korga
3TO HEBO3MOXHO, MOXEeT ObITb B3siTa onpegeneHHas 4acTb eanHuLbI NpoayKuuK, yaobHasn ans npoeegeHns ucnsitaqus. B
kadecTBe Ul cneayeT B3siTb 6OMbLUYIO YaCTb €AVHMLLI NPOAYKUMM NPY YCnoBun o6ecnevenns yao6eTea paboTel C HEN B
nabopartopuu.

Mukpo6Hasn koHTammHaums Ha UM aomkHa 6biTb TMIMYHONM C TOUKU 3PEHUS] €€ YCTOMHYMBOCTU K NPOLIECCY CTEPUNU-
3aumn. Cama Ul ponxkHa NnpeacTaBnATe pas3nuyHbie 3MeMeHThl CITOXHON eaAvHULbI NpoayKumn. CTepunu3oBaTb Crnox-
Hoe nagenue obbIuHO TpygHee, yeM HeGonbluoe n3genue, HaNPUMEP, 3a CUET BXOASLLMX B COCTaB U3AeNUsl ANMHHbIX Y3KMX
KaHanoB, CONPshKeHHbIX NoBepxHocTen 1 T. 4. [pu pazgeneHnn npoayKumMm Ha COCTaBHbIE YacTU STO COMNPOTUBIIEHUE Yac-
TO yMEHbLAEeTCA.

Mogrotoeky n ynakoeky YUl go Havana ctepunuv3auum crielyeT NpoBOAUTL B YCIOBUSIX, YMEHbLLAOLWMX BO3MOX-
HOCTb U3MeHeHUs1 GuoHarpysku.

Ecnu egunnua npogykumm unu UMM He moxeT 6bITb MCNbITaHa B MMetoLeiics nabopaTopHon nocyae, OHW MOTYT
61Tk pasgeneHsl No gByM unu 6onee KOHTEHepam, CUMTAIOLWMMCS KaK OiHa eAUHNLA; €CIV B OAHOM KOHTEHHEpe Mno-
NyYeH NONOXUTENbHBLIW POCT, TO BCS eAMHMLIA paccMmaTpuBaeTcs Kak nonoxutensHas. YN moxeT 6biTb BbIOpaHa no
AnvHe, Mmacce, 06bEemMy NN NOBEPXHOCTU UCNbITLIBAEMON eanHULbI Nnpoaykuun. Mpumepbl BoiGopa UMW npueegeHbl B
Tabnuue A.1.

Ecnu Ha aTukeTKe eamHULbI NpoayKumMn 0603HauYeHa CTEPUINBHOCTb TOMNBKO KaHara npoTekaHus! XUAKOCTH, TO pe-
3ynbTaT UCMNbITaHUM KaHana crielyeT paccMaTpyBaTh Kak pe3yrnbTaT UCTIbITaHUi CTEPUNBHOCTU BCEN eAUHULbI NMPOAYKLMU
(t. e. UM =1,0).

Ta6bnunua A.1—Tpumepsl BoiGopa Ul

OcHoBa ans sbiGopa UMAU Mpumeps! npoaykumMn

30Ha noBepxHOCTH MmnnanTatsl (He paccacbsiBalowmecs)
Macca Mopoluku

Xupypmueckasi ogexaa

MmnnanTatel (paccaceiBalowmecs)

OTpesok AnNuHbl Tpy6ku (NOCTOsIHHOIO AnameTpa)
O6bvem Bopa, xuakoctu
Kanan gns xuakoctm KomnnekT ans BHYTPUBEHHBbIX MHBEKLUMIA, KOHTEWHEP AN XUAKOCTU
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A.4.3 UlU ot xomnnekTa

KomnnekT npeactaBnsiet cobow eamHuuy npoaykuum, cogepxaulyio 6onee ogHoOro MeauLUMHCKOro n3aenus:

a) KOMIIEKTbI, coepXalume oguHakoBble meauuuHckue usgenus. YN ans Takmx KOMNNEKTOB COCTOUT U3 OAHOTO
npeaMeTa, a He CyMMbI BCEX NMPEeAMETOB, BXOASILLMX B KOMIIeKT. Hanpumep, na komnnekra, cogepawLero Nt WNpUUes,
vcnbiTbiBaeTcs oauH wnpuy n YN = 1,0;

b) koMnnekTsbl, cogepalwme pasnuyHbie meauuuHckue nagenus. [ns Takmx komnnektos eoiGop UMM ocHoBaH Ha
PacCMOTPEHUM KaXKA0ro TUNa n3genui n3 KoMnnekTa, u otaensHoie YN yctaHaBnueaoTcs Ans Kaxaoro npeameTa B KOM-
ninekre.

Hanpumep, B kOMNnekTe, cogepxallem asa KocTioMa, ABa NonoTeHua, Aee napbl NepYaTok N XMPYpru4eckyio can-
eTky, nHauemnpayaneHyto UMM Heobxoaumo onpegenuTb Ans KAXA0ro TMNa NPeAMETOB HE3aBUCUMO OT ApYIMX npeame-
TOB, BXOOSILUMX B KOMIIEKT.

A_4.4 YnakoBKa eauHWL, NpoayKLUMN

XKenatenbHo, 4TO6bl €AMHMLBI NPOAYKLMW NOoABepranuck BO3AEUCTBUIO CTEPUNU3YIOWLETO areHTa B UX NepBoHa-
YanbHoi dopme 1 ynakoBke. Utobbl CBECTU K MUHUMYMY W/MINM 06nerynts MaHUNyNsauMm Npyu UCNbITaHWAX Ha CTEPUNb-
HOCTb M TakMm 0DOpasoM yMeHbLIWTb BEPOSITHOCTb MONYyYEHUs] NOXHOMONOXMUTENbHBIX Pe3ynbTaTtoB, KOTOpas MOXeT
NOBBLICUTLCS 3@ CYET KOHTAMMHALMKW NMPY MaHUNYISILMSIX, 3genve MoxeT ObiTb pa3obpaHo n NnepeynakoBaHo nepea Haqa-
JIOM CTepUnM3aLun.

MpwumedyaHune— HeobxoaMmo yunTeIBaTL BNusiHue pasbopky 1 NepeynakoBKu M3Oenuns Ha peakumnio MUKpoop-
raHM3MOB K BO3[eNCTBMIO CTepunuayioulero areHta. Hanpumep, pasGopka MOXET M3MEHUTb XMMUYECKNE YCIOBUS OKPYKa-
IOLLEN MMKPOOPIaHN3Mbl CPEAB!, T €. NBMEHNTBL CKOPOCTb MX MHAKTUBALMM.

A.5 UcnbiTaHmA Ha CTEPUNLHOCTb

A.51 Kateropwvm ncnbitaHvmn

B cooTBeTCTBMM C pa3genom 6 HAcTosILWEro cTaHgapTa MeToabl NPOBEAEHNUS UCTIBITAHWUIA Ha CTEPUNBHOCTD MOXHO
pasgenuTb Ha ABE OCHOBHbLIE KaTeropum:

a) npsiMoe norpyxeHue Npodykumum B NUTaTenbHyio cpedy ¢ nocneaytowein nHkybauven;

b) usBnevyeHne BceXx MMKPOOPraHM3MOB U3 NPOAYKLMM U NepemeLLeHne M3BNeYeHHbIX MUKPOOPraHM3MOoB B NUTa-
TenbHY0 cpeay C nocreayoLwein nHkybaumen.

MeToa NpsIMOro NorpyxeHusi SBMNsiETCA NPeanoYTUTENbHLIM NPY UCNbITAHUSAX MEAUUMHCKUX U3aenui Ha cTepunb-
HOCTb. [1py HEBO3MOXHOCTM MCMNOMB30BaTh 3TOT CNOcob U3-3a 0COGEHHOCTEN MeaUUMHCKOTO n3genua (Hanpumep, 6akTe-
puocTaTudeckas/dyHrncTaTu4eckas akTMBHOCTb) MOXHO MCMOSL30BaTh METOA C U3BJIeUeHNEM MUKPOOPraHM3aMoB. Mpu
MCMONMb30BaHNM 3TOTO0 METOAA HY)KHO MPOSIBMNATE OCTOPOXKHOCTL, TAK Kak HECMNOCOBHOCTH M3BIeYb BCE MUKPOOPraHU3Mbl C
NOBEPXHOCTEN MOXET NPVBECTU K NMOSBIEHNIO NIOXHOOTPULATENBHBLIX pe3ynbTaToB, a criydaHasi KOHTaMUMHaLUUS Npy ma-
HUMYNALUMAX — K NOSBMEHUIO NOXKHOMONOXNTENbHBIX PE3YNbTATOB.

A.5.2 MpaAmoe norpyxeHne

Mpu NpsMOM MOrpyxeHun eguHvua npogykunm unm YUl acentuyeckn nepemMelLaeTcsi B KOHTEMHep (Unu rpynny
KOHTEeVHepoB, cM. A.4.2) ¢ NMTaTenbHON Ccpeaol U noasepraeTcs MHKyGaumMn. KonnmyecTBo NMTaTenbHOW cpedbl AOMKHO
6bITe AOCTaTOUHBIM Anst o6ecneYeHnst KOHTaKTa NUTaTenbHOW Cpeabl CO BCel eguuuuen npogykuum unu UM, Jononxu-
TenbHOE BHUMaHWE crneayert yaenuTe:

a) pasbopke usgenvsa 4o Havana BO3AeWCTBUS CTEPUNUBYIOWETO areHTa (CM. Takke A.4.4);

b) nepemelumBaHUO/BCTPSXUBAHUIO NOCTE NOTPYXKEHUS U3AENUSI B MMTATENbHYIO CPEAY;

unm

¢) pobaBneHnio NOBePXHOCTHO-aKTMBHOMO BelLecTBa (KoTopoe He obnagaeT aHTUMUKPOGHbLIM AeWCTBMEM) B NUTAa-
TeNbHYI0 Cpegy Uy CMbIBHYIO XXUOKOCTb ANA YyHWeHWs cCMaquvBaHus NOBEPXHOCTU U3AENUS.

Mexgy nuTaTtensHOW cpepov 1 eguHvuen npoaykuum nnu YN cnegyeT nogaepkveaTth KOHTAKT B TEYEHWE BCETO
BpeMeHn MHKyGaumu.

Mpu NpoBegeHUN NCMbITAHWIA HA CTEPUBHOCTB KaHana NPoTEKaHWs KUAKOCTW B AMHULIE NPOAYKUMM 3TOT KaHan 3a-
NONHAEGTCA NUTaTENbHON CPeaon, n eavHnLa NPoayKLMKn NogBepraeTcsi UHKyGauun.

A.5.3 U3Bne4yeHne MMKpPOOPraHM3mMoB

A.5.3.1 O6wmne nonoxeHns

MeToabl, € NOMOLLIbIO KOTOPBIX MUKPOOPraHW3Mbl M3BINEKAKTCS M3 NPOAYKLMN MEXaHUYECKM Nepes X NepeMelLLeHn-
€M B YCMNOBWS KyNbTUBMPOBAHUSA, B CBOIO 04epedb MoryT ObiTh pasfereHsl creayowmm o6pasom:

a) CMbIB C mocneayrowen meMmbpaHHow bunbTpaumen;

b) cmbIB ¢ nocnegyloWMM KyNbTUBMPOBAHUEM CMBIBHOMN XXUAKOCTHU.

HavanbHbIM geNCTBUEM ONA 3TUX METOAOB ABMAETCA U3BMNEUYEHUE MUKPOOPraHM3MOB 13 eAVHULIBI MPOAYKLUM UNn
UMK Temu xe meTogamm, UTO M Npu oLieHke BuoHarpyakm no ISO 11737-1, A.4.2.4.1—A.4.2.4.7. COOTBETCTBEHHO, TPeb6O-
BaHWA K BbIGOPY NoaxoasnLwer CMbIBHOW XUAKOCTU Takme e, Kak Npu oLeHke BuoHarpyskm cornacHo 1ISO 11737-1, A.4.2.5,
A.4.3 n Tabnuua A.2.

MpwuMedaHn e — MeTog MoxeT He o6ecneunTb BblAENEHNE BCEX MUKPOOPraHU3MOB M3 eAMHULbI MPOAYKUMMN.
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Mocne BoigeneHnst MUKPOOPraHM3mMOoB M3 eauHULBI NpoayKumnn unu YA MoXxxHo NPOBOAUTL UCTILITAHWUS HA CTEPUIb-
HOCTb C MOMOLLBI0 MeMOpaHHOI UNbTpaUMm Uy KyribTMBMPOBaHUsI BCEN CMbIBHOWM XUAKOCTHU.

A.5.3.2 Memb6paHHasa c¢omnbTpauma

Mpu ncnbITaHWSX HA CTEPUINBHOCTL C MOMOLLBI0 MEMOPaHHONW UNbTPaUMKN CMbIBHAsH XXWAKOCTb NPOXOAUT Yepes
CTepUnbHbIA MeM6paHHbI hunbTp, 06bIMHO ¢ pa3mepamu nop 0,45 MKM, noz AeUCTBUEM BaKyyma WUIv JAaBrieHus.

lMoBepXHOCTH, KOTOPLIE HAXOAUINUCH B KOHTAKTE CO CMbIBHOM XUJKOCTBIO, CMOMNacKUBalTCs AOMOMNHUTENBHON CTe-
PUINBHON CMBIBHOW XXUAKOCTBIO UMW PacTBOPOM, COAEPXKALMM HEWTPanNu3aTop, U CMbIBHOW pacTBOP NPONyCKaeTcs Yepes
mMem6panHbii dunbTp (A.6.2.3). Mocne atoro:

a) nutaTenbHas cpeja acenTuieckyu nepeHocuTest Ha dunbTp NMbo

b) dunbTp acenTnyeckn NeEpeHOCUTCH B MUTATENBHYIO cpesy.

O6e aTm onepauuu 3aBepLualoTcs MHKyGaumen.

A.5.3.3 KynbTMBupoBaHne CMbIBHOW XUAKOCTH

Mpu ucnbITaHUsIX HA CTEPUINBHOCTb METOAOM KyITbTMBMPOBAHUS CMbIBHOW XUAKOCTU OAWH NOAXOA 3aKIMIOYAETCA B
MCONb30BaHUM NUTATENbHONM Cpefibl B KAUeCTBE CMbIBHOM XUAKOCTH, NMPU 3TOM MOCIe CMbIBA NUTaTENbLHANA cpeaa nepe-
MeLLaeTCcsl B CTEpUIIbHbIE KOHTEMHEPLI Ha HKyGauuio.

AnbTepHaTUBHbLIN NMOAXO/ 3aKIMICYAETCsl B TOM, YTO MOXET OblTh BbibpaHa CMbIBHASA XUAKOCTb, HE NOAAEPXKUBAIO-
LLasi POCT MUKPOOPraHW3MOB, KOTOpasi NMOCMNe CMbIBA CMELLMBAETCS B paBHbIX 00bemax ¢ NUTaTenbHON cpeaon ABOMHON
KOHLEHTPaLum B CTEPUIbHBIX KOHTEMHEpaX W 3aTeM BbiepXuBaeTcs B MHKybaTope.

A.5.4 Bbibop ycnoBui KynbTUBUPOBAHUA

A.5.4.1 MexayHapogHblii CTaHAAPT NO BanMAauumn U TEKyLEMY KOHTPOMIO KOHKPETHOro npouecca crepunusauvm
MOXET cofepKaTb PEKOMEHZALMM MO YCINOBUSIM KyIIbTUBMPOBAHUSA, UCNONb3YeMbIM ANA UCNbITAHNA HA CTEPUITBHOCTD.

A.5.4.2 O6bIYHO NpU KyNbTUBUPOBAHUM UCTIONBL3YIOT €AUHYIO MUTATENBHYIO0 cpeay C YHETOM NPEAnonoXeHus], YTo
OHa SBNSIETCS ONTUMArbHOM AN KyNbTUBMPOBaHMS adpo6HbIX N (haKyNbTaTUBHBIX MUKPOOPTraHM3MOB, KOTOPbIE MOTYT Bbl-
XWUTb N0 BO3OENCTBUEM CTEPUNU3YLoLLEro areHTa. [Npn ncnonb3oBaHnM COEBO-KAa3EMHOBON NUTATENBHOWN CPEebl B Ka4ec-
TBE €4MHON cpefbl ANns aspobHbIX U haKyNbTaTUBHBIX MUKPOOPraHW3MOB KyNbTUBMPOBaHWE 0ObLIYHO NPOBOAUTCS NpU
Temnepatype (30 + 2) °C B TeueHue 14 cyT. [ins apyrvx cpeg cnegyet paccMoTpeTb U PYrue Pexumbl KynbTUBUPOBaHWS.

MpwuMedaHn e — Temneparypa KynsTUBUPOBaHUS, pekoMeHayeMas ANna UCMNbITAHUIA HA CTEPUIIBHOCTb, MOXET
ObITb HMXE pekoMeHayeMmon Ans oueHkn GuoHarpysku. cnonb3oeaHne 6onee HU3KOW TeMnepaTypbl NOMOraeT BbIABUTH
noBpexaeHHbIe v ocriabneHHblie MUKPOOPraHW3Mbl.

A.5.4.3 YcnoBusi KyNbTMBUPOBaHUS BbIGMpaloT B cnegyowmx cny4asx:

a) COOTBETCTBYIOLWMI MEXAYHAPOAHbIA CTaHAapT No BanuaauuMm U TeKyLeMy KOHTPOMIO KOHKPETHOro npoiecca
cTepunM3auum He orosapuBaeT UCMONb3yeMyI0o NUTATENBHYIO cpeay;

b) ncnonb3oBaHue eAnHLBIX YCNOBWI KyNbTUBUPOBAHWUS HEMPUEMITEMO W3-32 BEPOATHOTO HANMMYUSI MUKPOOPTraHUs-
MOB APYIMX TUMOB, YCTOMUYMBLIX K BO3AENCTBUIO CTEPUITU3YIOLLETO areHTa (Hanpumep, BEPOATHOrO NPUCYTCTBUS aHaspob-
HbIX MUKPOOPraHW3MOB).

A.5.4.4 Tlpu BbIGOpe YCNOBUIM KyNbTMBMPOBAHUS A4S NPUBEAEHHbBIX 33eChb NPUMEpPoB Heo6X0AMMO yUUTbLIBATD Crie-
aylowme hakTopsbl:

a) npupoay npoaykuwu;

b) cnoco6 npoussoacTea;

C) WCTOUHWK MOTEHLMANBHON MUKPOOMONOMYECKON KOHTaMUHALNW;

d) BeposiTHble TUMNbI BCTPEYAIOWMWXCH MUKPOOPraHU3MOB.

NlaHHbIe Mo TMNam MUKPOOPraHU3MOB, NONyYeHHbIe Npy onpeaeneHumn GuoHarpysku B cootBetcTBuM ¢ 1ISO 11737-1,
MOTYT NMOMoub Npu BbiGope YyCNOBUI KyNbTUBMPOBAHUSA.

A.5.4.5 TMpumeHsieMble 06bIMHO YCMOBUSI KyNbTMBUPOBAHWUSA NpueedeHbl B Tabnuue A.2.

Ta6nuua A.2—Ycnoeus KynsTUBUPOBAHUSA

Tunbl MUKPOOPraHU3MoB O6LIMHO NPUMEHsieMble NUTaTeNbHbIe cpeabl Temnepatypa uHky6auuu, °C"

A3pobHble MutatenbHbI 6yNboH 28—32
CepaeyHo-mo3roBov 6ynboH 28—32
CoeBo-Kka3enHoBbIN GynNboH 28—32

puGhbI Hekctpo3sosbi 6ynboH Cabypo 20—25
KapTtodenbHo-AeKkCTpo30BbIN ByNboH 20—25
MioKo30-NenToHHbIN 6yNbOH 20—25

dakynbTaTMBHbIE YKnakas tTvornukoneeas cpega 28—32
MsicHoli 6ynboH C rmoKo301 28—32

" MoryT ncnonb3soBarbcs apyrue Temnepatypbl MHKy6aumum (npumeyanve k A.5.4.2).
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A.5.5 UccnegoBaHne nuTaTenbHOW cpeAbl NoOcre UCMbITAaHNN Ha CTEPUNBLHOCTL

Mpu nccnepoBaHuy NUTaTENbHONW Cpeabl Nocne KynbTMBMPOBAHNSA METOA0M OnpeaeneHns MyTHOCTU MOXHO UC-
Nonb30BaTb UCTOYHUK CBETa C 06paTHON CTOPOHbLI Cocyaa.

CnefyeT OTMETUTb, YTO MyTHOCTb MOXET ObITb Bbi3BaHa HE POCTOM MWUKPOOPraHM3MOB, a APYIMMKN nNpuyvHamu. B
3TOM cnyvae MoXeT NoTpeboBaThCA AONONHUTENBHOE KyTNIbTUBMPOBaHWNE NN MUKPOCKOMNNS.

A.6 OueHka pe3ynbTaToB NCMLITAHWWA HA CTEPUNLHOCTDL

A.6.1 OueHKa NOXHONONOXUTENbHLIX Pe3ynLTAaTOB MPU MCNLITAHUAX Ha CTePUNbHOCTb, BO3HUKAIOLMX
n3-3a KOHTaMMHaLUWNK

MosBneHne NOXHONONOXNTESBHBLIX PE3ybTAaTOB MPU UCTbITAHWSIX HA CTEPUNBHOCTE MOXET UBMEHUTL OLEHKY MNOITy-
YeHHbIX MPU Banugaunmn gaHHbIX Takum o6pa3oM, UTo MOXeT BbiTb cienaH BbiBog 06 ymeHbweHum acpdektneHocTn obpa-
6OTKM CTEPUNU3YIOWMM areHTOM, MpU STOM MONOXUTENbHbIE NPOObI AOMKHLI paccMaTpuBaTbCH Kak CBUAETENbCTBO
HanNMYUs MUKPOOPraHN3MOB, BERKMBLLMX MO, BO3AENCTBMEM CTEPUIM3YIOLLENO areHTa.

Mpoeoanmoe B 3TOM CnyYae UMUTALMOHHOE UCTIbITAHWE Ha XapaKTEPHbIX CTEPUNN30BaHHbIX €AVHMLAX NPOAYKUUA
AIBNAETCA 4acTbio NPOrpaMmbl MOArOTOBKM NepcoHana v oLeHKW METOOUKM NPOBEAEHUS UCTIbITAHNIA HA CTEPUNBHOCTD.

B tabnuue A.3 nepeumncneHsl Mepbl NPeaoCTOPOXKHOCTU, MPUHUMAEMBIE sl CBEAEHUS K MUHUMYMY NOXHOMOMNOXU-
TENbHbIX PE3yNbTaTOB U3-32 KOHTAMMHALIUK.

Ta6nunua A.3— Mepbl NPeaocTOPOXHOCTY AN MUHUMU3ALIMK NOXHOMOMNOXMUTENbHBIX NPO6, BO3HMKAIOLLMX M3-3a
KOHTAMUHaUWK

MpoBoAUTL UCNBbITAHNSA B WKaMy C NNAMUHAPHBLIM NOTOKOM, PACIOINOXEHHOM B BbIAENEHHOM MOMELLEHNN C KOHTPONN-
pyembIiMn yCNOBUAIMK

MpumeHATL acenTUyeckne MeToab! MPU NCTILITAHWSX (HaNpUMep, AeHCTBUS B KOMHATE 41151 epeoaeBaHus, BO Bpemsi
MCMbITAHNSA U NPU NepeMeLLeHN NUTAaTENbHON Cpebl B MHKyGaTopbi)

BHOCUTE MHCTPYMEHTHI AN UCMLITAHWIA, NUTaTerNbHbIE Cpefbl U UCTIbITYEMbIE NPeAMEThI B NOMELLEHUE Ans UcrbiTa-
HUIA TaknuM 06pa3om, 4To6bl n3Gexarb KoHTaMmuHauuu. MpoBoaAUTL JEKOHTAMUHALMIC HAPYXXHOWN YNAKOBKW 0 BBEAEHUSI
UCMbITYEMbIX NpedMeTOB B NOMEeLeHNe ANsl UCTbITaHUN

MpoBoAUTE AEKOHTAMUHALMIO NOBEPXHOCTEN, HA KOTOPbIX MPOBOAATCS UCMbITAHNS

CTepVIJ'IVI3OBaTb BCe oGopy,qoaaHme, Marepuansl n npegmMmeTbl, UCNONb3yemMble NPU UCMbITaHUAX

CBectn K MUHUMYMY onepauumn, Heo6xoaMmble AN NPOBEAEHNS NCTIBITAHUIA

OUeHNTE COCTOSIHME M KOHTPONMPOBATL OKPYXalolee MHKYGaTop NpoCcTpaHCTBO

CBecTy K MMHUMYMY oGpa3oBaHne a3po3onen

A.6.2 OueHKa NOXHoOOTpULATENbHbIX Pe3yNbTaTOB NPU NPOBEAEHUMN UCTbITAHMNA Ha CTePUNLHOCTb

A.6.2.1 dakTopbl, BNusoWMe HA NOABIIEHUE NNOXXHOOTPMUATENbHLIX NPo6

Ha nosiBneHve noxHooTpuLaTernbHbIX pe3yrnbTaToB BAUSIOT criegyowme hakropsbi:

a) HecnoCoBHOCTL YCNOBMIA KyNbTUBMPOBaHWSA NOAAEPXKUBATL POCT MUKPOOPraHM3MOB;

b) npucyTcTBUE GakTepuuUaHbIX /MM 6akTeprnocTaTMUYECKUX BELLECTB, BhIAENAIOWMXCS U3 NPOAYKLMM NPU UCTIbI-
TaHUsIX Ha CTePUINBbHOCTb;

C) MHTepBan BpeMeHW Mexay BO3AeNCTBMEM CTePMITM3YIOLEro areHTa v Havarom npouecca KynbTUBUPOBaHWS
npo6bi.

A.6.2.2 PocToBble CBOMCTBA NUTaTeNbHbIX cpen

Mpw BbIGOPE NMTaTENBHLIX Cpea creayeT paccMmaTpuBaTh UX CNOCOBHOCTL NOAAEPXKUBATL POCT MUKPOOPraHU3MOB,
TUNWYHBIX ANS OTAENbHbIX eavHuL npoaykumm unu UM (A.5.4).

Kak Toneko aToT BbIGOp cAenaH, MOXHO CHUTATb, YTO POCTOBbLIE Ka4YeCcTBa NUTaATENbHOWM Cpeabl NO OTHOWEHMIO K TU-
NMWYHBIM MUKPOOPraHuamam ycTaHoBneHbl (A.3.3).

A.6.2.3 UcnbiTaHusa Ha NpUcyTCTBMe BakTepMUNOHbIX W/nnu 6aKkTepnocTaTMYeCKUX BewecTB

Moaxoa K CKPWHWHIY (OLEHKe) NpUCcyTCTBMSA BakTepuumaHbIX W/munu GakTepnocTaTUYeCcKMX BEWECTB NPUBEAEH B
ISO 11737-1, npunoxexune B.4. BnusiHne GakrepuumAHbIX UM 6aKTEPUOCTATUHECKUX BELLECTB MOXET ObiTb CBEAEHO K MU-
HUMYMY crnegdyowmm obpasom:

a) pgobaeneHuem HelTpanusaTopa(oB) K IUTATENBHON CPEAe UNN CMBIBHOM XNAKOCTH;
b) yaanennem GakTepuuMaHOro UNM GaKTEPMOCTAaTUHECKOTO BEWECTBA U3 CMBIBHON XUAKOCTU NyTeM hunbTpaumm
(A.5.3.2);

C) C YMeHbLUeHNeM KOHLUEeHTpauumn 6akTepuumaHoro unm 6akTepmocTaTMHeckoro BewecTea pasGasneHmnem ao Ta-
KOTo YPOBHS, NPY KOTOPOM OHO YXXe TepsieT CBOO 3h(heKTUBHOCTD.

OTO MOXeET ObITb 4OCTUTHYTO yBEnNuUeHneM o6bema NUTaTenbHON Cpeabl NN CMbIBHOM XuakocTn nubo pacnpeae-
neHneM eauHnL NPOAYKLMU NO HECKOITBKUM UCNbITATENbHBIM KOHTeNHepam (A.4.2).
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A.6.3 Bpemsa mexay BO3AeNCTBMEM CTEPUITN3YIOLLErO areHTa U NCTNbITAHUAMU Ha CTePUNLHOCH

Heo6xoanmo npuHsITb BCe Mepbl, YTOObI UCMBITAHUS HA CTEPUNBHOCTL MPOBECTU KaK MOXHO BbiCTpee nocre oKoH4a-
HUS1 BO3AENCTBUA CTEPUNN3YIOLLIETO areHTa Ha eauHnuy npogykuun unu YN, Ecnm 3agepxka B nepegave Ha UCNblTaHWs
Heun3bexHa, cnefyeT o6ecneunTb YCNoBus, NPy KOTOPLIX XpaHeHWe eauHNLL NPOAYKUMK HE NPUBOAUT K NOTEPe MUKPOOpra-
HU3MOB WINK M3MEHEHWI0 MUKPOGHOW nonynaumu. CrnegyeT ykasaTb MakCUManbHbIN MHTEPBAN BpeMeHU 40 Ha4vana ucnbl-
TaHui. [PUUMHON 3HAUNTENBHOIO CHMKEHUS YUCITa MUKPOOPraHM3MOB MOXET ObiTb BbICYLUMBAHWUE U3AENUS, YTO OOMKHO
6bITb yuTEHO NPpU BIGOPE YCNOBUI U BpEMEHU XpaHeHusl. CniedyeT NPUHATb BO BHUMaHWE, YTO BPEMS MEX/Y 3aBeplueHU-
€M BO3JeWCTBUS CTEPUNM3YIOLLETO areHTa u nepeaadeil obpasua Ha KyrnbTUBMPOBaHWE MOXET OKa3aTb BMAHWUE HA BOC-
CTaHOBMNEHNE MOBPEXAESHNA MUKPOOPraHM3MOB, Bbi3BaHHbIX BO30ENCTBUEM CTEPUNUIYIOLLIETO areHTa.
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CBefeHUsA 0 cCOOTBETCTBUU MeXrocygapCctBeHHbIX CTaHOAPTOB

Ta6nuua JAA

CCbINTOYHBIM MeXAYHapoAHbIM CTaHAapTamMm

0O603Ha4YeHne n HauMeHoBaHue

0O603Ha4YeHne u HaMMeHoBaHue

3auUns MeAMLUMHCKOW NPOAYKLUN.
Bruonornyeckue VMHOWKaTOPGI.
Yactb 2. Bruonornveckne mnHgun-
KaTopbl Ansl CTEPUNN3ALIUMN OKCU-
AOM aTuneHa

CChINOYHOIO MeXayHapoaHoro MEXOYHapPOAHOro cTaHaapTa apyroro Crenerib ObosHaverne u Haumerosanme
COOTBETCTBUA MEXrocyaapCTBEeHHOro ctaHaapra
cTaHpgapra roga usgaHus
ISO 9001:1994 Cunctembl Ka-
vectBa. Mopgenb obecneveHus
kadectsa Mpu  MPOM3BOACTBE, ISO 9001—2008 FOCT ISO 9001—2011
MOHTaXe 1 0bCnyXMUBaHUM CHCTeMbl MEHEKMEHTA IDT CncTeMbl MEHEKMEHTA
ISO 9001:2000 CucTeMbl Me- kavecTtBa. TpebGoBaHus kavecTBa. TpeboBaHus
HeJKMeHTa kadecTBa. TpeboBa-
HUsI
ISO 9002:1994 Cuctemsbl Ka- — IDT FOCT 40.9002—88 Cucrema
vectBa. Mopgenb obecneveHus kayecTBa. Mogenb ans oGecne-
Ka4yecTBa nNpu NPOM3BOACTBE, YeHWs1 KauecTBa Npu NPOEKTUPO-
MOHTaXe U 0BGCnyXMBaHWK BaHUM u/vnu paspaboTke, NPouns-
BOZACTBE, MOHTaXe u obcrnyxusa-
HUK
ISO 9004:1987 YnpaeneHue — IDT FOCT 40.9004—95 Mogenb
Ka4yeCTBOM U 3NEMEHTbI CUCTEMBbI obecnevyeHns KadecTea yenyr
kauecTtBa. Yactb 1: PykoBogcTtea
ISO 11135:1994 MeguumH- — IDT OCT ISO 11135—2011 Me-
ckve nagenusi. Banvgaumws n te- AVUMHCKMe nagenus. Banngaums
KYLWMIA KOHTPONb CTepunm3aumm M TEKYLLMIA KOHTPOIb CTepunnaa-
OKCUOOM 3TUNEHa LMK OKCUAOM 3TUIEHa
ISO 11134:1994 Crepunusa- — IDT FTOCT WNCO 11134—2002
UMsi  MeauUMHCKOW MpoayKuuu. Crepunuaaums MeaULMHCKON
TpeboBaHus K Banugaumm u Te- npoaykummn. TpeboBaHusi K Banu-
KyLLeMYy KOHTpOrto. [MpombILLneH- Jaumm 1 TeKyLeMy KOHTPOIO.
Hasi CTepunuaauusi BIaXHbIM MpoMblWneHHas cTepunmaauus
Tennom BNa)XHbIM TEMNINom
ISO 11137:1995 Crepunusa- ISO 11137-1—2006 Crepu- IDT FOCT ISO 11137-1—2011
UMsi MeauUMHCKOWM MpOogyKuuW. | Nu3aumsi MeguuUMHCKON npoayk- Crepunuaaums MeaULMHCKON
TpeboBanus k Banugauum u te- | uun. O6nyyeHune. Yacte 1. Tpe- npoaykumn. PagnaunoHHas cre-
Kywemy KoHTpon. Paguaumon- | boBaHus k paspaboTke, Banuaa- punusaumsi. Yacte 1. TpebGosa-
Hasi cTepunuaaums UMM U TEKYLLEMY KOHTPOIO Mpo- HUS K paspaboTke, Banugaumm u
uecca cTepunmsaumy MeavumH- TEKyLWeMy KOHTPOMK npouecca
CKMX Npubopos cTepunusaumm MeamuMHCKUX 13-
aenvn
ISO 11137-2—2006 Crepu- IDT FOCT ISO 11137-2—2011
nusauma MeauLUUHCKON Mpogyk- Crepunuaaumsi MeaULMHCKON
uun. O6nyuenme. Yactb 2. Yera- npogykumn. PagnaunoHHas cre-
HOBMEHUE CTEPUNNIYIOLLEN A03bI pynnsaums. Yactb 2. YcTaHoBne-
HUe CTepunu3aytoLen go3bl
ISO 11138-2:1994 Crepunu- — IDT FOCT ISO 11138-2—2011

Crepunuaaums MeaULMHCKON
npoaykumn. buonoruveckue wH-
aukartopsbl. YacTb 2. bnonornyec-
KMe MHAUKaTopbl AN cTepununaa-
LUK OKCUAOM 3TUIEHa
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rocT ISO 11737-2—2011

OkonyaHue mabnuusi [JA.1

0603HavYeHne U HauMeHoBaHue

O603HavYeHne n HaumeHoBaHue

CreneHb 0603HavYeHe 1 HaumeHoBaHue
CCbINOYHOTo MeXayHapoaHOro MEXOYHapoaHoOro cTaHgapTa [ipyroro
cTaHmapTa rOn8 MSmaHHS COOTBETCTBUSA MEXrocyapCTBEHHOro cTaHaapTa
ISO 11737-1:1995 Crepunu- ISO 11737-1—2006 Crtepu- IDT [OCT ISO 11737-1—2011

3auMa  MEAWLMHCKUX W3Oenui.
MwvkpoGuonoruydeckue MeTogbl.
Yacte 1. OueHka nonynsumm
MMKPOOPraHn3mOB Ha NPoAYKLun

nn3auns MeauUNHCKUX U3genui.
MuvkpoGuonorudeckue metodpl.
Yacte 1. OueHka nonynsiumu
MUWKPOOPraHM3MoB Ha NpoayKLMK

Crepunusaumust MeANLUMHCKNX U3-
Oenuii. Mukpobuonormyeckme
meTogpbl. YacTe 1. OueHka nony-
NAUMM  MMKPOOPraHMamMoB  Ha
npoayKumm

ISO/IEC  Guide 25—90
O6wwme TpeboBaHusi K KOMMETEH-
THOCTU MOBEPOYHLIX U MUCMbITa-
TenbHbIX NabopaTopuii.

* COOTBETCTBYIOLLMIT MEXIOCYAaPCTBEHHbIN CTaHaapT oTcyTcTBYET. [lO ero yTBepXAeHNs peKOMEeHAYEeTCs NCMorb-
30BaTh NePeBO Ha PYCCKMIA A3bIK AaHHOTO MexayHapoaHoro cTangapTa. MNepesoa AaHHOTo MexayHapoaHOro cTaHaap-
Ta HaxoguTcs B GegepanbHOM MHAOPMALMOHHOM (POHAE TEXHUUECKMX PEFMAMEHTOB U CTaHAAPTOB.

MpumeuaHune— B HacTosWweM cTaHAAPTE UCMONb30BaHO crneaytollee yCroBHoe 0603HaueHne CTeneHu cooT-

BETCTBUS CTaHOapTOB!

- IDT — ngeHTnYHbIE CTaHAAPThI.
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[1] ISO 13485—96

[2] ISO 13488—96

rocT I1SO 11737-2—2011

Bubnuorpadua

Quality systems — Medical devices — Particular requirements for the application of ISO 9001 (Cuc-
Tembl kadecTBa. MeguumHckne nagenusi. YactHole TpeboBaHus k npumeHexuto 1ISO 9001)

Quality systems — Medical devices — Particular requirements for the application of ISO 9002 (Cuc-
TeMbl kavecTBa. MeguumHckue nsgenus. YactHele TpeboBaHUS K NPUMEHEHWIO)
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rocT ISO 11737-2—2011

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

KntoyeBble crioBa: MeauuUMHckoe 060pyaoBaHue, KOMMNOHEHThI, Cbipbe, YaKoBKa, CTepUusaums, UCnbITaHus,
Buornoruyeckme UCMbITaHus, onpeaeneHne, BanuaaLns cTepunnsannm, KOHTPOMNb CTePUNLHOCTU
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