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MpeaucnoBue

Llenn, OCHOBHble MPUHLUUNBLI U NOPSAAOK MPOBEAEHUA PaboT MO MEeXrocyAapCTBEHHON cTaHgapTusauuu
yctaHoBsieHbl TOCT 1.0—92 «MexrocygapcTtBeHHaa cuctema crtaHgaptusaumn. OCHOBHBIE MOMOXEHUA» U
FOCT 1.2—2009 «MexrocygapcTBeHHasa cuctema ctaHgaptmsauymn. CtaHaapTbl MeXrocyapcTBeHHble, npa-
BMMIA U PpEKOMEeHAaLnN No MeXrocygapCcTBeHHONM cTaHpapTulauun. MpaBuia pa3paboTku, NPUHATKA, NpUMme-
HeHusA, OGHOB/IEHUSA U OTMEHbI».

CBefeHUsl o cTaHgapTe

1 NMOAIrOTOBJ/IEH degepanbHbiM rocy4apCTBEHHbIM YHUTAPHbIM NpegnpuaTueM «Bcepoccuincknii Ha-
YUYHO-UccnenoBaTenbCkUii MHCTUTYT CTaHZapTu3aumm u ceptudmkauun B MawmHoctpoeHun» (BHUNHMALLY

2 BHECEH ®epepasbHbIM areHTCTBOM M0 TEXHMYECKOMY PEeryimpoBaHuio U METpPOsornm

3 MPUVHAT MexrocygapCTBeHHbIM COBETOM MO CTaHgapTM3aunmn, MeTposiornm n ceptudukaymm (npoto-
Kon oT 29 Hos6ps 2011 r. Ne 40)

3a NPpUHATME NporoJsiocosasin:

Kpatkoe HaviMeHoBaHWe CTpaHbl Kog, ctpaHb! CokpalleHHoe HavMEeHOBaHVe HaloHa/IbHOro opraHa
no MK (UCO 3166) 004—97 no MK (MCO 3166) 004—97 Mo cTaHgapT13aumm

Benapycb BY locctaHgapT Pecnybnukn Benapycb

KasaxcTtaH Kz locctaHgapT Pecnybnukn KasaxctaH

Kbiprei3ctaH KG KblprbiscTaHgapT

Poccuiickaa ®epepauus RU Poccrangapt

Y36ekucrtaH uz Y3ctaHgapTt

TagxukucTaH TJ TagxukctaHgapT

4 TMpuka3om PegepasibHOrO areHTCTBa Mo TEXHUYECKOMY perympoBaHunio n meTtposiorum ot 13 gekabps
2011 r. Ne 1277-CcT MmexrocyaapcTBeHHblin ctaHgapT FOCT ISO 11737-2—2011 BBefeH B AeliCTBME B KayecTBe
HauwnoHanbHOro ctaHgapta Poccuiickoin degepaumn ¢ 1 AHBaps 2013 r.

5 HacTtoawwmii ctaHgapT MAEHTMYEH MeXAyHapoAHoMy cTaHgapTy ISO 11737-2:1998 Sterilization of
medical devices — Microbiological methods — Part 2: Tests of sterility performed in the validation of a
sterilization process (Ctepunusaumss MeguuMHCKnX nagenuii. Mukpobnonormyeckne metogpl. Yactb 2. Vicnbl-
TaHWs Ha CTEPWILHOCTb, NMPOBOAMMbIE NPV BanujaLuy NpoLeccoB CTepunansalun).

CBefleH1s1 0 COOTBETCTBUM MEXIOCYAapCTBEHHbIX CTAHAAPTOB CCbIIOYHBIM MEXAYHAapOAHbIM CTaHgap-
Tam npuBeaeHbl B LONONHUTENBLHOM NpunoxeHun JA.

CTeneHb COOTBETCTBUSI — uaeHTMUHasa (HOT).

CraHpapTt noarotosneH Ha ocHose npumeHeHua NOCT P MCO 11737-2—2003

6 BBEJEH BIEPBbIE

NHdopmMaLua o BBegEHUN B AeiCTBME (NMpeKpalleHnn AeicTBUS) HaCcTOosILEero cradgapTa ny6amky-
€TCs B eXXEMECSYHO M3gaBaeMoM ykasaTesne «HaumoHa/bHble cTaHAapThi».

NHdopMaLma 06 M3MeHeHUsX K HacTosLEMY CTaHAap Ty Ny6/IMKyeTCsl B eXerogHo 13gaBaeMoM WH-
hopmaLMoHHOM yKaszaTene «HaunoHanbHble CTaHAapThi», a TeKCT U3MEHEHW 1 NonpaBoK - B exeme-
CAYHO M3aBaeMbIX UHPOPMALMOHHbIX yKa3aTenax «HaluuoHanbHble cTaHaapThi». B cnyyae nepecmoTpa
W OTMEHbl HACTOSALLEro cCTaHgapTa CoOOTBeTCTBYyWas MHopmauums 6yaeT ony6/MKoBaHa B eXxeme-
CSAYHO M34aBaeMOM MH(POPMaLMOHHOM yKa3zaTesie «HauuoHanbHble cTaHAapTbi»
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B Poccuiickoilt ®efepaumn HacTosWmMiA CTaHAAPT He MOXET ObITb MOSTHOCTLIO UM YaCTUYHO BOCMPOU3BeE-
[EH, TUPaXMPOBAH M pacnpocTpaHeH B KayecTBe ouLUMasibHOrO M3gaHus 6e3 paspelleHuss defepasibHOro
areHTCcTBa Mo TEXHUUYECKOMY pPerysimpoBaHuio U MeTposIornn
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BBepneHue

CTepunbHasa nNpoayKuma — 3To NpoAyKuus, cBo6oaHas OT XU3HEeCNOoCOOHbIX MUKPOOPraHn3mos. B co-
OTBETCTBMM C TPeOOBaAHUAMU MEXAYHAPOAHbIX CTaH4APTOB MO CTepuansauum MeauUUHCKUX U3Lenuvin npu
nocTtaBke CTEPWUSIbHBIX U3AEeNWIA NX cnydaliHas MUKpo6uonornyeckas KOHTaMMHaLmsa OT BCEX UCTOYHUKOB ne-
pen ctepununsauuneli gonxHa 6biTb cBeAeHa K MUHUMYMY BCEMU BO3MOXHbIMUK cnocobamu. Ho gaxe npu Ta-
KOM nogaxoge oTAeflbHble eAuHULbl MPOAYKUMW, WU3rOTOBMEHHblE MNpPW CTaHAAPTHbIX NPOM3BOACTBEHHbIX
YyC/OBUSAX B COOTBETCTBUM C TPeBOBaHUAMUN K CMCTEeMaM KavyecTBa MefULUHCKMX U3fenuii, MoryT nepeg cTe-
punusauuei cogepxatb HEOOMbLIOE KOSIMYECTBO MUKPOOPraHn3mMoB. Takne efuHULbl NPOAYKLUU ABNAOTCA
HecTepuIbHbIMU.

Llenbto cTepunnsaLmoHHOl 06paboTkM ABAAETCA MHaKTUBaLUA MUKPOOMONOrMYyecknx KOHTaMUHaHTOB
[ANs npeBpalleHnsi HeCTEPW/IbHOM NPOAYKLUUN B CTEPUJ/IBbHYIO.

MHakTnBaLmsa YNCTbIX KyNbTyp MUKPOOPTraHN3MOB (hU3NYECKUMU U/MAN XUMUYECKUMUW areHTamn, NCnosib-
3yemMbIMy NpU CTEPUNN3aLNA MeAUNLMHCKUX U3AENIA, 4acTo NPUBAMKEHHO OMUCLIBAETCHA 3KCMOHEHLMaIbHbIM
3aKOHOM, T. €. He3aBUCUMO OT CTeMeHV NMpUMeHeHHOW 06paboTKmn Beerfja CyLiecTByeT KOHevHast BEpPOATHOCTb
TOr0, YTO MUKPOOPraHN3M MOXET BbDKUTb. B KOHKPETHOM cnyyae 06paboTkn BEPOSATHOCTb BbIXXMBaHUSA onpeje-
NAETCA YMC/IOM U PE3UCTEHTHOCTLI0O MUKPOOPraHM3MOB, a TakkKe YCNOBUAMU, B KOTOPbIX OHW HaxogAaTcA BO
Bpemsi 06paboTkn. V3 aTOro cneayeTt, Yto CTepUNbHOCTL /60 M3 eAuHWL, NPOAYKUUM NOC/e npouecca cTepu-
nn3aunm He MOXeT ObiTb rapaHTUpPOBaHa, U CTEPUIbHOCTb NPOAYKUUN [O/IKHA BblpaXaTbCA Kak BEPOATHOCTb
HaNNUNsA HeCTepPUbHbIX eauHUL,

Tpe6oBaHUsA K cMCTeMam KadyecTBa Npu MPOeKTUpoBaHWMW, paspaboTke, NPOW3BOLCTBE, MOHTaXe u 06-
CNYXUBaHUN MeANUNHCKOM npoAykuum npuBegeHbl B 1SO 9001 um ISO 9002 coBmecTHO € ISO 13485 [1] u
ISO 13488 [2] cOOTBETCTBEHHO.

CraHgapTbl cepun 1SO 9000 onpefenaoT HEKOTOpble MPOUECChl, UCNOMb3yeMble B NPOU3BOACTBE, Kak
crnevunasnbHble, ecnu Ux pesynbTaT He MOXET ObiTb NOSIHOCTLIO NPOBEPEH MOCAEAYIOWNM KOHTPOSIEM U UCNbITA-
HVeMm npoaykuuun. CTepunusaunsa AsnseTca NpMMepom Takoro crnelmasibHoro npotecca, nockosbKy ee athdek-
TMBHOCTb He MOXEeT ObiTb NPOBEpeHa KOHTPOSIEM U WCMbITaHWMEeM npoaykuuu. [loaTomy [o BBoga
obopyfoBaHNA B aKcnayaTauumio ciefyeT BbINOJHUTL BaaMaaumio NpoueccoB cTepunusauumn, a BO BpeMs 3KC-
nayartaumMm NPoBOANTb TEKYLLUIA KOHTPO/b U TeEXHMYECKOE 06CyXuBaHne o60pyaoBaHus.

Mpoueaypbl BanMgaLmm 1 TEKyLLEro KOHTPO/IS NMPOLLECCOB CTEPUM3aLm MeauLMHCKON NPoAYKLMN NpK-
BegeHbl B 1ISO 11134, 1ISO 11135 n ISO 11137. MNpouyecc Basipaumn MoXeT COCTOATb B TOM, YTO MeAULNHCKME
n3genva nogsepralT BO3LENCTBUIO CTEPUNU3YIOWET0 areHTa Npu pexume, OTHOCUTENIbHO MeHee CTPOrom,
yeM B TeKyLleil cTepnnn3auMoHHONn o6paboTke, YTOObI NOMYUYNTb AAHHLIE O PE3UCTEHTHOCTU K 3TOMY areHTy
06bIYHON ONA MeAUUNHCKUX 1M3aenvii MUKpobuonornyeckor KoHTamnHauumu. focne 3aBeplueHns Takoro BO3-
AeACcTBUS MeaULUMHCKMEe U3LeNnNs AO/MKHbI MHAMBUAYANbHO UCMbITbIBATbCS HA CTEPUILHOCTL B COOTBETCTBUM C
TpeboBaHUAMM HacTosAWero ctaHgapTa. NpyMepoM NPYMEHEHMA Takoro UCNblTaHWUA ABASETCS yCTaHOBMNEHne
cTepuausytoLleli fo3bl 06/ydYeHnsa Npu pagnaLMoHHON cTepuan3aumm 1 geMoHcTpaumMm 060CHOBaHHOCTH Ta-
ko po3bl (ISO 11137, npunoxeHue B).



MonpaBka Kk FOCT ISO 11737-2—2011 CTepunmsauns MeauLUVHCKUX nusgenuini. Mmkpobuosornyeckme
MeTodbl. Yactb 2. McnblTaHMA Ha CTEePW1bHOCTb, NPOBOAUMbLIE MpW BaMgauuu MpoLeccos
cTepunusaymm

B kakom mecte HaneyaraHo LJomkHO 6bITb
Mpeancnosue. Tabnmua ApMeHus AM 3A0 «HauyoHasnbHbIi opraH
cornacoBsaHus no cTaHgapTM3aumn 1 MeTposiorny»

Pecny6nkn ApmeHus

(NYC Ne 3 2024 1)
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M E X T OCY.AAPG CTUBEHHUBbB 1 CTAHOLAPT

CTepunmsauus MeguLUHCKUX U3aennii

MNKPOBONOITMYECKME METO/bI
YacTb 2

MNcnbiTaHMs Ha CTepUIbHOCTb, NPOBOAUMbIE NMPU BasiMpauum nNpoLeccoB CTepunsaumnum

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

Jata BBegeHna — 2013—01—01

1 O6nactb NpUMeHeHns

11 HacTosiwuii cTaHAApT ycTaHaBNUBaET O6LUIA NOPSAOK UCMbITAHUA HA CTEPUIBHOCTL MEAMULUHCKMX
n3genuii, NOABEPrHyTbIX TAKOMY BO3AENCTBUIO CTEPU/IN3YIOLLErO areHTa, KOTOpbIA SABASETCS YacTbio npouecca
cTepunmsauuun. 3T UCNbITaHUS NPOBOAST NPV BanuAaLumM npoLecca cTepunmnsalmu.

1.2 HacTtosiwuii cTaHAapT He PacnpoCTPaHAETCS Ha UCMNbITAHWUS Ha CTEPULHOCTL!

a) npuv Tekyliem BbiNycke NPOAyKLMK, NpoLlefLllei cTepunumsauuio;

b) chapmakoneiiHble UCMbITAHNS;

MpumeyaHune — BbiNnonHeHWe NnepeuncneHnii a) n b) He siBnsieTcst TpeboBaHuamK 1ISO 11134, 1ISO 11135 wm
ISO 11137.

C) KynbTVMBMpOBaHME GUMOMOTMYECKUX MHAMKATOPOB, B TOM YMC/ie UHOKY/IMPOBAHHON MPOAYKLMN.

MpumeyvyaHne — MeTogpl KyNbTMBMPOBaAHMSA BMOMOTMYECKUX MHANKATOpoB — no ISO 11138.

2 HopmaTtuBHbIe CCbINIKN

B HacTosiLem cTaHfapTe UCMNO/b30BaHbl CCbIIKW Ha crepylowme ctaHaapThbl.

ISO 9001:1994 Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctembl kayectBa. Mogenb o6ecneyeHnsi kKayecTBa nNpu NPOEKTUPOBAHUK, paspa-
60TKe, NPOM3BOACTBE, MOHTaXe W 06CAyXnBaHUN)

ISO 9001:2000 Quality management systems. Requirements (Cuctembl MeHeKMEHTA kadecTBa. Tpe-
60BaHusA)

ISO 9002:1996 Quality systems — Model for quality assurance in production, installation and servicing
(Cuctembl kavectBa. Mogenb obecneyeHns kayecTsa nNpv NPOU3BOACTBE, MOHTaXe 1 06CyXUBaHuU)

ISO 9003:1994 Quality systems — Model for quality assurance in final inspection and test (Cuctema ka-
yecTtBa. Mogenb obecnevyeHus KayecTsa Mpy OKOHYAHUM KOHTPOMA W UCMbITAHUAX)

ISO 9004:1987 Quality management and quality system elements; Guidelines (YnpaBneHue kauecTBOM
N 3/1EMEHTbI CUCTEMbI KayecTBa. PykoBoacTea)

ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterization (Ctepunusaums MeauUMHCKOW Npoaykumn. TpeboBaHus K BaMaauumn n Teky-
LeMy KOHTposo. MpoMbIlW/IEHHAA CTepUImM3anmsa BAaXkHbIM TENIoMm)

ISO 11135:1994 Medical devices — Validation and routine control of ethylene oxide sterilization (Megu-
UUHCKMe n3genusa. Banupaumsa v TeKyWUin KOHTPOsib CTEPUIN3ALUN OKCUAOM 3TUNEH])

ISO 11137:1995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (Ctepunusauusa meaunuMHCKOli npoaykuun. TpeboBaHUS K BanMaaumn 1 TEKYLLLEMY KOH-
Tpont. PaguaLmoHHas ctepunnsauns)

M3paHve oduumanbHoe
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ISO 11138-2:1994 Sterilization of health care products. Biological indicators. Part 2. Biological
indicators for ethylene oxide sterilization (CTepunnsauuna meguumHCKon npoaykunn. buonornyeckne nHAMKaTo-
pbl. YacTb 2. bronormyeckne MHAUKaTOPbl A1 CTepunim3aumm oKCUaoM aTUeHa)

ISO 11737-1:1995 Sterilization of medical devices. Microbiological methods. Part 1. Estimation of
population of microorganisms on products (Ctepuansauma MeauunHCKnX n3genunii. Mukpobuonormyeckmne me-
Toabl. YacTb 1. OueHka nonynsuuy MUKPOOPraHU3MOB Ha NPOAYKLUN)

ISO/IEC Guide 25—90 General Requirements for the Competence of Calibration and Testing
Laboratories (O6wwne TpeboBaHNA K KOMNETEHTHOCTM MOBEPOYHbIX M UCMbITATENbHbLIX TabopaTopuit).

3 TepMUHbI U onpepeneHuda

B HacTosWwem cTaHAapTe UCNOb3YITCA cneaylow e TEPMUHbI C COOTBETCTBYIOLLMMY ONpefeneHnsamu:

3.1 a3po6HbIN MUKpoopraHmam (aerobic organism): MUKpoopraHMsmbl, NCMNO/b3YyOWMUE KUCOPOA,
B KaUeCcTBe KOHEYHOro akuentopa 3/1eKTPOHOB Npu MeTabonM3Me 1 pacTyline TOMbKO B MPUCYTCTBUM KUC-
nopoga.

3.2 aHa’pobHbIli MUKpooOpraHu3m (anaerobic organism): MuUKpOOpraH1M3mbl, He UCMOMb3YIOLINE KUC-
nlopof, B Ka4ecTBe KOHEYHOro akuenTopa 3/1IeKTPOHOB Npu MeTaboim3mMe 1 pacTyLune TOSIbKO B OTCYTCTBUE KUC-
nopoga.

3.3 ucnbiTaHMe Ha B6akTepuocTaTmyeckoe/dpyHrnctatnyeckoe geicteue (bacteriostasis/fungistasis
test): VicnbiTaHne, NpoBOAMMOE Ha BblIGPaHHbLIX MUKPOOPraHnamax c Lenblo 06HapyXeHnsa BeLwecTs, UHIMounpy-
oWKX (3amensaowWwmx) pasmHoOXeHNe 3TUX MUKPOOPTraHN3MOB.

3.4 ycnoBusa KynbTuBMpoBaHua (culture conditions): YcTaHOBAEHHOE COYEeTaHMe YC/I0BUIA, BKOYalo-
Lee nuTaTeNlbHYI0 cpeay, BpeMsa U TeMnepatypy MHKy6aLuuu o8 YCKOPeHUs pocTa v pasMHOXEHUS MUKPOOp-
raHM3moB.

3.5 chakynbTaTUBHbIN MUKpoopraHusm (facultative organism): MrkpoopraHmam, CnoCco6HbI Kak K as-
po6HOMY, TakK U K aHa3apobHOMY MeTabo/m3my.

3.6 noxHooTpuuatenbHblli pe3ynbTart (false negative): Pe3ynbTar ucnbiTaHUA Ha CTEPUIBHOCTb, NpU
KOTOPOM B AelCTBUTE/IbHOCTU MOJSIOXUTENbHBIN pe3ynbTaT UHTePNpeTMpyeTca Kak oTpuuaTenbHbIi.

3.7 noxHononoxutenbHbI pe3ynbTart (false positive): Pe3ynbtar ucnbliTaHMs Ha CTEePUNbHOCTb, MpuU
KOTOPOM B [elCTBUTE/IbHOCTM OTpuLlaTesbHbI pesynbTar MHTepnpeTUpyeTcs Kak rnosioXUTeNbHbIN.

3.8 ucnbiTaHWe Ha yckopeHue pocta (growth promotion test): VcnbiTaHne ¢ uenbio NoaTBEpPXAEHUS
TOro, YTO AaHHasa nuTatesibHas cpefa noggepXxuBaeT PocT MUKPOOPTraHN3MOB.

3.9 npoaykuma/npoaykT (product): Obuwee noHATUE ANS 0603HAYEHUSA Cbipbs, NPOMEXYTOUYHbIX MPO-
OYKTOB M FOTOBbIX MEAULUHCKNX U3L4ENWA.

3.10 eguHuua npoaykuum (product unit): MeguumHcKas NPOAYKUMS, KOMNAEKT U3fgenuii unM Kommno-
HEHTOB B NEPBUYHON yNaKOBKe.

3.11 yacTb npoaykuun gnsa ncnbitaHuia (UMA) (sample item portion, SIP): OnpegeneHHas 4actb ean-
HULbI MEeAULMHCKON NpoAyKunn, ucnonb3yemast npu UcnblTaHusX.

3.12 uncnbiTaHMe Ha CcTepuibHOCTL (test of sterility): VcnbiTaHne, npoBogumMoe npu onpeneseHHbIX
YCNOBWAX KY/bTUBMPOBAHUSA C LENbio OnpefeneHns Haamumsa UM OTCYTCTBUS XM3HEeCNOCO6HbIX MUKpoopra-
HU3MOB B eAuHWLE NpoayKuun (Un ee yacTu).

4 O6une NOSTOXEeHUA

4.1 JokymeHTaumsa

4.1.1 Tlpn UcnbITaHNAX MEANLUHCKUX U3LENNIA HA CTEPUNBHOCTL AO/DKHbI NPUMEHATHCA OOKYMEHTUPO-
BaHHble WMHCTPYKLMK, OXBaTblBalLiMe NPUMEHSEMble METOAMKM UCMbITaHWA 1 paboTy Ha COOTBETCTBYHOLLEM
o6opyfoBaHun. ITN JOKYMEHTUPOBAHHbIE MHCTPYKL MU AO/MKHbI YTBEPXAATLCSA U NepecMaTpmuBaTbCa B COOTBE-
TcTBUM ¢ I1ISO 9001 mnm 1ISO 9002.

4.1.2 [lOKyMEHTWpOBaHHbIE UHCTPYKUUW, NPefyCMOTPEHHbIE HACTOALWMM CTaHAAPTOM, [LO/IKHbI BbINO-
HATLCA 3(PEKTNBHO.

4.1.3 XpaHeHue npOTOKO/IOB WCXOAHbIX [aHHbIX, Pe3y/bTatoB U 3aKNloUYUTEeSIbHbIX OTYETOB — MO
ISO 9001. MpoTOoKONbI AO/MKHBI BKAOYATL AaHHbIE O NepcoHase, yyacTBOBaBLUEM B 0TOGOpe npob6, ux NoAroTos-
Ke 1 NpoBefeHUN UCTbITaHWUNA.
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MpumeuyaHue — lMporpaMmHoe obecneyeHne, NpUMeHsieMoe A5 NosydeHnst 1 nepeaqn aKkcnepuMeHTab-
HbIX JaHHbIX, AO/HKHO GbITb BANAMPOBAHO NEpej UCMO/b30BaHNEM.

4.2 TepcoHan

4.2.1 OTBeTCTBEHHOCTb 3a NpoBeAeHNe UCMbITaHWI Ha CTePUIbHOCTb A0/HKHA 6bITb BO3/10XKEHA Ha cre-
UnanbHbIA NepcoHan, Kak aTo npegycmoTtpeHo B 1ISO 9001 wnam ISO 9002.

4.2.2 O6y4eHne nepcoHasa cnegyet NPOBOAUTL B COOTBETCTBUM C LOKYMEHTUPOBAHHLIMWU Npoueaypa-
MW, @ NPOTOKO/bI arTecTtauun, obyyeHUs 1 OLEHKN 3HaHWI NepcoHana AO0/MKHbI ObiTb YTBEPXKAEHbI.

4.3 O6opyaoBaHne N matepuasbl

4.3.1 [ns TOYHOro NPOBEAEHUS UCNbITAHUIA N N3MEPEHNIF HEOBXOANMO NMETb B HA/IMUUN BECb NEpPeYeHb
o6opyaoBaHuS.

4.3.2 O6opyaoBaHve, KoTopoe TpebyeT N/aHOBOro TEXHUYECKOTO OOCAYXUBAHUSA, OO/MKHO OOCYXM-
BaTbCHA B COOTBETCTBMU C JOKYMEHTUPOBaHHbIMK npoueaypamMu. MpoToKobl 06CAYXUBAHUSA AOMKHbI XPaHUTb-
csl.

4.3.3 Heob6xo4Mmo ycTaHOBUTb, LOKYMEHTUPOBAaTb M YTBEPAUTb 3N(EKTUBHYIO CUCTEMY KallMbpOBKM
BCEX NPUBOPOB, NpefHa3HaYeHHbIX AN U3MEPEHUS U KOHTPOASA, B cooTBeTcTBUM € ISO 9001 unm 1ISO 9002.

4.3.4 [onkHbl OblTb YCTAHOBMEHbI N LOKYMEHTUPOBAHbI METOAbI MPUrOTOB/IEHUSA U CTepunM3auumn na-
60paTopHbIX CTEKON, NUTaATESbHbLIX CPeq U CMbIBHbIX XUAKOCTEN, NCNOMb3yeMbIX NPU NPOBEAEHUN UCNbITaHWiA
Ha CTEepWUIbHOCTb, BK/OYasA COOTBETCTBYHOLLUIA KOHTPOSIb UX KavyecTsa.

4.3.5 KOHTpOnb KayecTBa Kax[oil mapTuv nNuTaTeNbHOW cpeabl AO/MKEH BKAOYATh UCMbITAHME HA YCKO-
peHue pocrTa.

5 OT60p M NOAroTOBKA eAMHUL, NPOAYKUUM AN UCNbITaHUA

51 OTt6op

5.1.1 OT60op eanHULbl NPOAYKLMN

Mpouenypbl oT6Opa 1 fOCTaBKM NPOAYKLMW ANS NPOBEAEHUS UCTbITaHWUI [O/MKHBI OblTh TaKMMU, YTOGLI
3TV eAuHULbI MPOAYKLUMMN BbINMN TUNNUYHBIMW 417 TeKyLero npovu3BoACcTBa.

5.1.2 YacTb npogykuuun ana ucnoitaHusa (M)

UMW cnepyeT otoéupaTh Tak, 4To6bl OHA afeKBaTHO OTpaxasa MUKPOOHYD KOHTamMWHaLMWIo BCEro usge-
nns.

Ecnn fokasaHo, YTO MUKPOOPraHn3Mbl pacnpefesneHsl B NPOAYKUUM paBHOMepHO, To YT mMoxeT 6bITb
B3ATa U3 N1t060ro oTAe/IbHOr0 MecTa eAnHULbI NpoayKuMn. B npoTnBHomM cnyyae UM gomkHa 6biTb cocTaBne-
Ha U3 HECKOJIbKMX YacTeil NpoAyKuMU, BblOGpaHHbIX CiiyyaHbiM 06pa3oM.

MpumeuyaHune — Kputepuu ageksaTHocTu UMW onpegeneHsl B cTaHgapTax, cogepxaliux Tpe6oBaHus K Banu-
Jauuy 1 TekyLemy KOHTPOJII0 npouecca CTepuan3aLnu.

5.2 YnakoBka eavHuy npoaykumm n YUrm

Mpy HEOGXOAMMOCTU NPUMEHEHUST YNAKOBOYHbLIX MaTepuasioB U/WIM MeETOA0B YNaKoBKU, OT/IMYaOLLMXCS
OT MCMNOMb3YeMbIX NPU TEKYLLLEM MPOU3BOACTBE, OHU AO/KHbI 06ECneUnBaTh:

a) npeAycMOTPEHHY cTerneHb 06paboTkM efuHULbLI NPOAYKUMU uan UM CTEepUIn3yOWUM areHToM;

b) coxpaHeHWe MUKPOBMOOrMUECKO KOHTaMUHALMKM eauHuLbl NpoayKumMn wunmn UMl Ha ypoBHe, KOTo-
pblii 6bl1 A0 YNAKOBKY;

C) 3pheKTUBHOCTb NPOHMKAHUS CTEPUNN3YIOLLETO areHTa B eAuHULY npoaykuum unv UMW, aHanoruny-
HYI0 YNaKkoBKe B TEKYLLEM MPOU3BOACTBE.

6 McnblTaHUA Ha CTEPUNIbHOCTb

6.1 MMpu NpPoBeAEHNN UCMbITAHWIA HA CTEPU/IBHOCTL CYLLECTBYHOT ABa OCHOBHbIX MOAX0AA:

a) npsiMoe NorpyXeHue NPOAYKUMU B NUTATENbHYIO CPeay Win nutaTesnbHoli cpedbl B MPOAYKLUIO C no-
cnepywoulei nHkybaumeii;

b) U3BMEYEHNE MUKPOOPraHU3MOB W3 MPOAYKLMUM CMbIBAHUMEM W NEpEMELLEHNE U3BIEYEHHBIX MUKPOOP-
raH13MOB B YC/I0BUS Ky/IbTUBUPOBAHMSI.

6.2 [Nsi KOHKPETHOW MPOAYKLMN AO/MKHbI ObITb onpefeneHbl U 3adMKCUpoBaHbl cieayowme akTopsl,
BAMSIOLME HA pa3paboTKy MeToAa UCMbITaHWi Ha CTEPUIIBHOCTD:

a) yacTb (4acTu) NpoAyKUUU, CTEPUIBHOCTL KOTOPbLIX 0603HAYaeTCsl Ha 3TUKETKE;
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b) cmsnyeckas n/mnm xummnyeckas npupoga UcnbITYyeMO NPOAYKLMK;

C) BeposiTHbI BUA (BUAbl) MUKPOOPraHW3MOB-KOHTAMWHAHTOB M UX MECTOHAX0XAEHNE HA NMOBEPXHOCTU
WA BHYTPW NPOAYKLUN.

6.3 Ecnu MMKpOOpraHn3Mbl U3BEKAIOTCA 13 MPOAYKLMU Nepes nx nepemeLleHnemM B yCroBUA Ky/bTUBY-
poBaHusi, cnefyeT Takke NPUHUMATb BO BHUMAHMWE:

a) BblGOP COOTBETCTBYHIOLLEA CMbIBHOM XWUAKOCTY;

b) addPEKTUBHOCTb METOAMKN U3BNEUYEHUS MUKPOOPTraHW3MOB-KOHTAMWHAHTOB CMbIBaAHUEM;

C) BVSIHAE METOAMKU CMbIBAHUS Ha XM3HECNOCOOGHOCTb MUKPOOPraHM3MOB-KOHTAMUHAHTOB.

6.4 Ecnu dousnueckas wim xummu4yeckas npMpoja UcnbiTyemoli npoaykumm (6.2 b) TakoBa, UTO Npu UCMbI-
TaHMAX MOryT BblAENSATbCSA BELeCcTBa, HEraTUBHO BAMUSAIOLME HA ONpeAesieHne yucaa M BuaoB Mukpoopra-
HW3MOB, cnefyeT NpeAycMOTPEeTb MeTOAbl HenTpanv3auum Wnv yaaneHuss 3Tux BeLLecTB, a ec/ivM 3T0 He
npeAcTaBnsieTcs BO3MOXHbIM — MEeTOAbl MUHUMMU3ALMU UX BAUSIHUS. DhPEKTUBHOCTL TaKUX METOAOB AO/DKHA
6bITb NOATBEPXKAEHA.

6.5 YcnoBus Ky/bTUBMPOBaHNS [O/MKHbI ObiTb BblOpaHbl NOC/Ae TOro, kak 6yAyT pacCMOTPeHbl BUAb
npegnonaraemMbiX MWKPOOPraHW3MOB-KOHTAMUHAHTOB. Pe3ynbTaTbl Takoro paccMOTpPeHMS U 06OCHOBaHMe
MNPUHATBIX PELLEHUIA A0MKHbI ObITb AOKYMEHTUPOBAHbI.

7 OueHka MeToAa UCNbITaHWUI Ha CTEPUSIBHOCTb

7.1 TlpurogHOCTb METOAOB, BbIOPAHHbIX A1 UCMbITAHW Ha CTEPUNbHOCTb, A0/HKHA ObiThb OLEHeHa, a
pe3ynbTaTbl OLEHKU OO/IKHbI ObITb A4OKYMEHTMpoBaHbl (4.1.3).

MpumeyaHuns

1 [eiicTBusA, npegnpuHnMaembie no 6.4 1 6.5, 4OMKHbI CBECTU K MUHUMYMY MOSIBAIEHME NOXHOOTpULaTeNbHbIX pe-
3yNbTaToB.

2 TMpu npoBefeHUN UCMbITaHU 06YYEHHbIM U aTTECTOBAHHLIM MEPCOHANIOM PUCK NOJSTyYEHUS JIOXHOMOOXNTENb-
HbIX Pe3ynbTaToB MUHUMAIIEH.

7.2 [Nsi BHECEHWS1 U3MEHEHWI B METOZ, UCNbITaHW Ha CTEPUIBHOCTL HEO6X0AMMO OhULIMasIbHO aHaNu-
3MpoBaTh U3MEHeHNs B NPOAYKLUMU WU B NMPOM3BOACTBEHHOM npouecce. Ecnu aHanns3 ykasbiBaeT Ha Heo6-
XOAMMOCTb TakuxX U3MEHeHW, Heo6XoAMMO NOBTOPUTL NpoLEeaypbl, NPUBEAEHHbIE B passesne 6.
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MpunoxeHne A
(cnpaBoyHoe)

PyKOBOACTBO MO UCMbITAHUSIM Ha CTEPU/IBHOCTb, OCYLLECTB/ISIEMbIM
npv BaAngauumn npouecca crepuansauum

Al BBegeHve

HacTosilee pykoBoACTBO MO BbINO/IHEHNIO NPUBEAEHHbIX B CTaHgapTe Tpe6oBaHuil He SABSETCA UcHepnbIBatoLLM,
HO OCBeLLaeT BaxHble BOMPOCHI, HAa KOTOpble CriedyeT 06paTuTb BHUMAaHeE.

3T0 NPUNOXEHNE HE SBSIETCA KOHTPOJIbHBLIM MOCOGUEM A/ OLEHKM COOTBETCTBUSI UCMbITAHWIA Ha CTEPUIbHOCTb
Tpe6oBaHMAM cTaHgapTa.

A.2 O6Lme NonoxeHns

A.2.1 CucTtembl KayecTBa 411 laboparopuii

[na nonyyeHns HafeXHbIX M BOCMPON3BOANMBIX AaHHbIX UCMbITAHUIA HA CTEPUIBHOCTb X HEO6XOANMO NPOBOAUTL B
KOHTpONMpyeMbIX ycnosusx. SlabopaTopHoe o6opygoBaHue o UCMbITAHWIA KakK y U3roToBUTENS Me[ULMHCKOTO n3genus,
Tak U B ApYyrOM MecTe c/efyeT 3KCnyaTupoBaTb B COOTBETCTBMM C AOKYMEHTMPOBAHHOI CUCTEMOl kavecTsa.

Ecnm ncnbiTaHMs Ha CTEPU/IBHOCTbL NPOBOAATCS B labopaTopun Nog NpsiMbiM PyKOBOACTBOM M3rOTOBUTENA Meau-
LMHCKOro usgenvs, To paboTy cnefyeT oCyLecTBNATb B pamMKax CUCTEMbl KayecTBa M3rotoButens. Ecnu ncnonb3yetcs
BHELLHAA nabopaTopus, TO pekoMeHAyeTcAa ouLMasibHO aTTecToBarb ee No COOTBETCTBYOLWEMY MeXAYHAaPOAHOMY CTaH-
napTy (Hanpumep, ISO/IEC Guide 25).

Jio6oit nabopatopumn cnegyeT NpUHATL 0683aTe/IbCTBO OKa3biBaTb YCAYIN N0 06eCNeYeHnto kayecTsa, 1 3To cneagy-
€T OOKYMeHTMpoBaTtb B hOpMe MONUTUKM KayecTBa. [MoNHOMOUYNS 1 OTBETCTBEHHOCTb B 1abopaTtopum A0/HKHbI 6bITb per-
NnameHTUpoBaHbl M 0hOpM/IEHbl AOKYMeHTasibHO. OTBETCTBEHHbIA 3a pa3paboTKy cucTeMbl kavecTBa B nabopaTtopuu
[O/KEH MMeTb A0CTaTOYHblE NMOSIHOMOYUSA A5 BbINOMHEHUS 3TON CUCTEMBI.

PaboTa nabopatopun NOANEXUT PErynspHOMy BHYTpPEHHeMy ayauTy. PesynbTatbl ayauTta AO/DKHbI JOKYMEHTUPO-
BaTbCA M paccMartpuBaTbCA PyKOBOACTBOM slabopatopuu.

Bonee nonHasa nHgopmMaums no ynpasaeHuio kayectsoM npusegeHa B 1SO 9004. TpeboBaHUA K cMcTeMam kayecTsa
ansa nabopatopuin — no ISO/IEC Guide 25. Tpe6oBaHusi kK cMCTEMaM KavyecTBa Npv NPOU3BOACTBE MEAMLUHCKUX M3ae-
nnii — no 1SO 13485 un ISO 13488.

A.3 O6opypoBaHue 1 MmaTepuasibl

A.3.1 3nekTpoHHasa 06paboTka AaHHbIX

A.3.1.1 KomnbloTepbl MOTYT UCNONb30BATLCA B S1labopaTopusax Ans npsMoro n HenpsiMoro cé6opa, 06paboTkm u/mnm
XpaHeHus gaHHbIX. W obopypoBaHme, 1 nporpaMMHoe obecneveHue crnefyeT NpoBepaATh.

A.3.1.2 [na ucnonb3yemMoli KOMMNbIOTEPHOW CUCTEMbI, BK/IOYast 060pyg0oBaHMe M NporpammMmHoe obecneyeHve, cne-
AyeT umeTb JOKYMEHTUPOBaHHOE onucaHue, 1 lbble N3MEHEHWS, KacaloLnecs ux, cnegyeT AOKYMEHTUPOBaTb 1 COOTBe-
TCTBYHOLLNM 06pa3om yTBepANTb.

[ns nporpammHoro o6ecnevyeHnss Heo6xXxoANMO NMETb:

- NpuknagHble nporpammbl, UCNOJIb3yeMble B KOMMbIOTEPHOW cUCTEME;

- onepauWoHHble NporpaMmbl;

- Ucnosnb3yemMble NakeTbl AaHHbIX.

A.3.1.3 lMpurogHocTb NporpaMmHoro obecneveHnsa gas céopa, 06paboTkM MMM XpaHeHUsa faHHbIX cnegyeT ycTa-
HOBWTb [0 Havyana ero ncnonb3osaHusa (ISO 9003).

A.3.1.4 CepwiiHble nakeTbl Nporpamm cnegyeT NoAroToBUTbL B COOTBETCTBMM C CMCTEMON kayecTBa no ISO 9003.

A.3.1.5 KomnbloTepHoe nporpammHoe obecnedveHne, paspaboTaHHOe Mosib3oBaTefnieM, AO/HKHO rapaHTMpoBaTh:

a) COXpaHHOCTb [OKyMeHTauuu no paspaboTke, BKIOYAS CUCTEMY NPOrpaMMupoOBaHus;

b) COXPaHHOCTb MPOTOKO/SIOB MPUEMOUHBIX UCNbITAHWIA;

C) AOKYMEHTUPOBaHWE W3MEHEHMWS Mporpamm;

d) AOKyMEHTVMpOBaHWe M3MEHeHW B 060PYA0BaHUN U UX OthuLMasbHY0 NPOBEPKY Nepes HavyasiloM MCMosIb30BaHWs.

OT1n TpeboBaHWA cnedyeT Takke NPUMEHATb K NI0O60MY N3MEHEHWIO UM HacTpolike cepuiiHbIX NakeToB Nporpamm.

A.3.1.6 CnepyeT npegycmMoTpeTb CpeAcTBa 0GHapPYXEeHNS U NpefoTBpaLLeHNS HECAHKLNOHUPOBAHHOIO N3MEHEHMS
nporpaMMHOro obecneyeHus.

A.3.1.7 TlporpammHoe obecrneyeHne, KOTOpPOe roTOBUT, KnaccudmumpyeT, NnpeacTaBniseT faHHble AN cTaTtucTu-
yeckoin uam apyroli MaTemartuyeckoit 0bpaboTkm NM6o MHbIM 06pa3om obpabaTbiBaeT UM aHaNM3MpyeT AaHHble, XpaHs-
wmecs B nNamsATM KOMMblOTEpa, AO/KHO obecrneuymBaTb BOCCTAHOB/IEHME MPOMEXYTOUHbIX 6a3 JaHHbIX WM JOCTyn K
NCXOAHBIM JaHHbIM. MoryT notpe6oBartbCa crneuuasibHble npoueaypbl apXMBUpPOBaHUA KOMMbIOTEPHbIX AAHHBIX, KOTOpbIe
cnepnyeT AOKYMEHTUPOBATL.

A.3.2 TabopaTopHOe obopyaoBaHme

Ona kaxgov eguHuubl nabopaTtopHoro o6opyfoBaHus cnegyert UMeTb AOKYMeEHTaLMo ¢ Tpe6oBaHNAMMN K TeXHnYec-
KOMY 06CNyXVBaHUIO.
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No6oe o6opyaoBaHMe UK ero YacTu, KOHTaKTUpYyloLLMe BO BPEMS UCMbITaHWIA C NPOAYKLMENR, CMbIBHOW XUAKOCTbIO,
nuTaTesibHbIMU cpejamun W T. A., ClefyeT CTepuin3osarhb.

A.3.3 lNuTtartesnibHble cpeapl

Mpu NpUroToBEHUN NUTATENbHBIX CPEA W CMbIBHbIX XWUAKOCTEN, UCNONb3yeMbIX 41 U3B/IEYEHUSA MUKPOOPraHu3-
MOB 13 NPOAYKLNM, HEO6XOAMMO 06ECneunTb KX CTEPUIBHOCTb, KOTOPYIO cCredyeT NpogeMOHCTPMpPOoBaTh CrieAyoLwmm 06-
pasom:

a) ux nHkybaumeii npy COOTBETCTBYIOLWMX TeMNepaTypax 40 Ha4yana UCcrnosib30BaHns cpej Ui of4HOBPEMEHHO C UC-
nosib30BaHNeM;

b) Banupaumeli npouecca cTepuansalum.

[ns onpefeneHns cnocO6HOCTW NUTaTENbHON cpefbl NOAAEPXKNBATL POCT MUKPOOPraHM3MOB NPOBOAAT WUCMbITAHUSA
Ha yCKOpeHWe pocTa AN KaxXoW napTuy nutaTtenbHol cpefbl C NCNob30BaHMEM 06CEMEHEHNS MasbiM KO/IMYECTBOM Bbl-
6paHHbIX MuKpoopraHnamos (0T 10 go 100 KofloHMeobpasyoLwmx eanHnL).

OnucaHne ncnbITaHUi Ha ycKopeHne pocTa 06blYHO AaeTcs B hapMakoneiHbix MoHorpadusx, ykasbiBatoLlmx, Ka-
Kue MMUKpOOpraHn3mMbl MOFYT MCMO/Mb30BAaTHCA.

A.4 OT60p 1 NOAroTOBKA eAVHML, MPOAYKUMN ANS UCTbITaHWiA

A.4.1 MeTtopg oTbopa eguHUL NPOAYKUMN ANS Banngauun

MeTog oT60opa eAmMHUL, NPOAYKUMN 4N1A BanufauMu npouecca CTepununsaunyv MOXET BAMATb Ha nojsydyaemble pe-
3ynbTarthl. [pegnoyTuTeNnbHO 0TOMPAaTL eAVHULBI NPOAYKUMM CryYaliHbiM 06pa3om M3 NapTum, XapakTepHOoN A1a Npon3Bo-
OCTBEHHbIX TEXHONOTUI 1 YyCNoBUiA. B HUX AOMKHBI ObITh BK/IOYEHBI €AUHWLBI NPOAYKLMW OA4HONM NapTuun, NponsBefeHHble B
pasHoe Bpems. Ecnv ogHOBpeMEHHO NPOW3BOAMUTCHA HECKO/IbKO NapTuil NpoayKuuW, eamHuLbl NPOAYKUUN ANS KOHTPONS
MOTyT 6bITb B3SATbl U3 KaXXA0W cepuw.

EAavHWLbl NpoayKuMn ANS UCNbITAHWIA MOTYT ObITb 0TO6pPaHbl U3 yncia 3abpakoBaHHbIX B NpoLecce Npou3BOACTBa
ns3genuii Npu ycnoBun, YTO OHU U3FOTOBJIEHbI TAKXE, KaK U OCTasibHasA MPOAYKUWUS OAaHHOW naptuu.

KonnyectBo 0TO6PaHHbIX eguHNL, NPOAYKLMU 1N KOIMyecTBa napTuii, U3 KOTOpbIX caenaH oTbop, JO/MKHbI ObiTh yKa-
3aHbl B COOTBETCTBYIOLLEM MEXAYyHapo4HOM CTaHAapTe, codepxaliem TpeboBaHWs K Banngauuy 1 TEKYLEeMy KOHTPOJIO
[AaHHOro npouecca crtepuansaunm.

A.4.2 YacTtb npogykumm ans mcnbitanuii (Urn)

Korga aTo ocyuiecTBUMO, AN UCMbITaHWI ciefyeT NCNoNb30BaTh Leny eanHuly npoaykuun. B Tex cnyyasx, korga
3TO HEBO3MOXHO, MOXET ObITb B3SiTa OnpejesieHHas YacTb eAMHULbI NPOAYKLMK, YyA06HasA ANS NpoBeAeHNs UCNbITaHns. B
Kauyectse UMW cnepyeT B3aTb 60/IbLUYIO YaCcTb €AMHULBI NPOAYKLUMM NpY yCnoBuK obecnedyeHns yaobcTea paboThl C Held B
naboparopum.

Mukpo6Hasa koHTamunHauma Ha UMW gomxHa 6biTb TUMMYHOW C TOYKM 3PEHUSt ee YCTOMYMBOCTM K MpoLeccy cTepunu-
3aunn. Cama UMW pgomkHa nNpeacTasffaTb pPas/iMyHble 3/1IEMEHTbI C/IOXHOW eAuHuLbl NpoayKunn. CTepuin3oBaTtb C/I0X-
Hoe nsgenve 06bIYHO TPyAHee, YeM He6ObLLIOE u3genne, HanNnpyUMep, 3a cHeT BXOAALMX B COCTaB U34enA ANNHHBLIX Y3KNX
KaHanoB, COMPSXEHHbIX NOBEPXHOCTEN M T. 4. Mpy pasgeneHun NpoaykKunn Ha COCTaBHbIe YacT 3TO CONPOTMBAEHNE Yac-
TO YMeHbLUaeTCs.

MogroToBky 1 ynakosky Ul o Havana ctepunivsaumv cnegyet NpoBOAUTb B YC/IOBUSAX, YMEHbLUAKLWUX BO3MOX-
HOCTb M3MEHEHNs BUoHarpysKku.

Ecnun eguHuuga npoaykumm unm Ur He MoxeT 6bITh UCMbITaHa B MMetoLeiica nabopaTopHOii nocyae, OHU MOryT
6bITb pasgesnieHbl No ABYM Unu 6onee KOHTeliHepam, cuMTalLWwmMMca Kak ogHa eauHuua; ecsim B O4HOM KOHTeliHepe no-
NlyYeH NONOXUTENbHbIA POCT, TO BCA efMHMLA paccmaTpmMBaeTcs Kak nonoxutenbHasa. UM moxeTt 6biTb BbibpaHa no
ANMHe, macce, 06beMyY UM MOBEPXHOCTM UCMbITbIBAEMOW eAnHMUbI Npoaykuun. Mpumepsl Boi6opa UMW nprueegeHbl B
Tabnuue A.l.

Ecnn Ha aTukeTke eguHuLbl NPOAYKLMN 0603HaYeHa CTEePUSIbHOCTb TOJIbKO KaHasia NpoTeKaHus XUAKOCTU, TO pe-
3ynbTaT UCNbITaHWi kaHana cnegyeTt paccMaTpvBaTh Kak pe3ysbTaT UCMbITaHuii CTePUbHOCTU BCeli e AUHULbI MPOAYKLUN
(r. e 4N = 1,0).

Ta6nunuya Al — lMpumepsbl BbiGopa UM
OcHosa ans Bolbopa Ul MpvmMepb NpoayKumm

30Ha NoBEepxHOCTU MMmnnaHTatbl (He paccacbiBaloLmecs)
Macca MopoLuku

Xupypruyeckaa ofexgaa

MmnnaHTatel (paccacbiatoLimnecs)

OTpes30K A/IHbI Tpy6bkn (NOCTOSAHHOTO AnameTpa)
O6bem Bopa, xugkoctu
KaHan ons xmakoctu KomMnnekT Ansa BHYTPUBEHHbIX UHBEKLMA, KOHTEAHEP ANS XUAKOCTU
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A.4.3 4l ot koMmnnekra

KomnnekT npeactaBnseT coboli eanHuLy Npoaykuuu, cogepxallyio 6onee ogHOTO MeAULMHCKOrO U3fenus:

a) KOMNMekKTbl, cogepxalime oanHakoBble MeauunHckme ngenus. Y ansa takmx KOMNAeKToB COCTOUT U3 O4HOM0
npeaMeTa, a He CyMMbl BCeX NPeAMETOB, BXOAALWMX B KOMMEKT. Hanpumep, 13 KOMNAekTa, cogepxaliero natb WNPULEB,
ncnbiThiBaETCA OAUH wnpuy v U = 1,0;

b) KOMMNAEKTbI, COAepXallMe pasinyHble MeguunHcKMe n3genus. Ana Takux KoMnaekToB Bbl6op UMW ocHoBaH Ha
paccMOTpPeHUN Kaxaoro Tuna u3aesnunii n3 KomnaekTa, u otaensHole UM yctaHaBNnBaloTCa 415 Kak4oro npeaMmeTa B KOM-
nnexre.

Hanpvmep, B KOMMNekTe, cogepxallem ABa KOCTOMa, ABa NosoTeHua, ABe napbl NepyaTtok U XMpypruyeckyo can-
deTky, nHansuayansHyto Y Heob6xogmmo onpefennTtb 418 KaXAoro tuna npefMeTos He3aBUCUMO OT A4PYrux npegme-
TOB, BXOAALWMX B KOMNMEKT.

A.4.4 YnakoBka egnHWL, NpoayKumn

XKenatenbHo, 4T06bI eAnHULbI NPOAYKLMN NOABEPrannucb BO3LENCTBUIO CTEPUIM3YIOLWLEro areHTa B UX MepBoOHa-
yanbHoW chopme n ynakoBke. UTO6bl CBECTM K MUHUMYMY W/MAWM 06NErynTb MaHUNynAauMm Npu UCnbiTaHWAX Ha CTEPUSb-
HOCTb W TakMM 06pa3oM YMEeHbLUNTb BEPOATHOCTb MOJTYYEHUS NOXHOMOMNOXMTE bHbIX pPe3ynbTaToB, KOTopas MOXeT
NOBbICUTLCA 3a CYET KOHTaMUHAaUUN NPY MaHUNyNAUKSX, usgenve moxet ObiTb pasobpaHo 1 NepeynakoBaHo nepes Hava-
7IOM cTepununsaunu.

MpumevyaHne — HeobXOAMMO YUNTbIBATL BAUSHWE Pa3GOpPKM M NepeynakoBKu U3LE/Ns Ha Ppeakumio MUKPoop-
raHM3MOB K BO3/[E/CTBUI0 CTEPUIM3YIOLLEro areHTa. Hanpumep, pa3bopka MOXET U3MEHUTb XUMUYECKME YCNIOBUS OKpYXa-
toLeil MUKpPOOpraHu3mbl cpefbl, T €. U3MEHUTb CKOPOCTb MX MHAKTUBALMM.

A5 VcnbiTaHnA Ha CTEPUSIBHOCTbL

A5.1 Kateropuu ucnblTaHuin

B cooTBeTCTBMM C pa3fenioMm 6 HacToAWero ctaHgapTa MeTofbl NPOBeAEeHUs UCNbITaHWA Ha CTEPUIBHOCTb MOXHO
pasfennTb Ha [iBe OCHOBHbIE KaTeropumn:

a) npsmMoe NorpyxeHue NpoAyKuuu B NUTaATENbHYIO cpefy € nocnegyouei nHkybaunei;

b) n3BNeYeHne BCEX MUKPOOPraHW3MOB M3 NPOAYKUMM U NepemelleHne U3B/eUYeHHbIX MUKPOOPraHn3MoB B nNuta-
TeNbHY cpegy c nocnepyowein NHKybauune.

MeTog NpsAMOro NOrpyXeHus SABNAETCA NPeAnoyYTUTE IbHbIM NPU UCMbITAHNAX MEANLMHCKUX U34eNniA Ha CTepunb-
HOCTb. MpV HEBO3MOXHOCTU MCMNO/b30BaTb 3TOT CNOCO6 M3-3a 0COBEHHOCTEN MeauLMHCKOro n3genus (Hanpumep, 6akre-
puocTatnyeckas/yHrucratmyeckas akTMBHOCTb) MOXHO MCMO/Ib30BaTb METO4 C U3BJ/IEYEHWEM MWKPOOPraHM3mos. [pu
MCNo/Ib30BaHMM 3TOr0 MeTofa HYXXHO MPOosBATb OCTOPOXHOCTb, TaK KAK HECNOCOBHOCTb U3B/eYb BCE MUKPOOPraHn3Mbl C
MOBEPXHOCTEN MOXET NPMBECTU K NOSIBAIEHUIO NTOXHOOTPULLATE bHBIX Pe3yNbTaToB, a cayyainHaa KoHTaMuHauusa npu ma-
HUNYNAUNAX — K MOABIEHUIO JTOXHOMOIOXKUTESNbHBIX Pe3ynbTaTos.

A.5.2 Tpsamoe norpyxeHue

Mpn NpsMOM NOrpyXeHun eguvHuua npoaykumn nnm U acentuuecku nepemelltaetcss B KOHTeilHep (Mau rpynny
KOHTeliHepoB, cM. A.4.2) ¢ nuTaTenbHOW cpefoi n nogsepraeTcs MHkyb6auun. KonnyecTBo nutaTenbHOl cpefbl AO/THKHO
6bITb 4OCTATOYHbIM N1 06ecneyYeHnss KOHTakTa NMTaTesibHON cpeAbl Co BCell eguHuuei npogykuum nam Yr. Aononxu-
Te/lbHOe BHWMaHue crefyet yaenuntb:

a) pas3bopke u3genus Ao Hadasa BO3AENCTBMA CTepunmaytoulero areHta (cMm. Takxke A.4.4);

b) nepemMeLnBaHUIO/BCTPAXMBAHUIO NOCE MOTPYXEHUS U3eNus B NUTATE/bHYI0 CPeay;

nnm

C) Ao6aBsieHM0 NOBEPXHOCTHO-AaKTUBHOIO BelecTBa (KOTOpoe He o6nagaet aHTUMUKPOOHbLIM AelicTBMEM) B NuTa-
Te/IbHYI0 Cpefy WM CMbIBHYIO XUAKOCTb ANS Yy4YlEeHUS CMaynBaHUsA NoBEPXHOCTN U3aenus.

Mexay nuTatenbHoOn cpefol u eguHuuel npoaykuun unm UMM cnepyeT noafepxmBaTb KOHTaKT B TeYeHue BCero
BPEMEHU MHKybauum.

Mpu NpoBefeHUN UCMbITaHWli Ha CTEPU/IBHOCTbL KaHana NPoTeKaHUsa XUAKOCTW B eAuHuLEe NPOoAYKUUM 3TOT kKaHan 3a-
nosHsAeTCcs NuTaTenbHON Cpefon, v eanHULA NPOAYKUMM noABepraeTca MHKy6auuu.

A.5.3 N3BrieyeHne MUKpPOOpPraHM3ImMoB

A.5.3.1 O6wme nonoxeHms

MeToAbl, C NOMOLLbI0 KOTOPbIX MUKPOOPraHU3Mbl U3BEKAKTCA U3 MPOAYKLUUN MEXaHNYECKN Nepes nx nepemMeLleHu-
€M B YC/NI0BUSA KyNbTUBUPOBAHWSA, B CBOK o4epeb MOryT ObiTb pasfenieHbl crefywmum obpasom:

a) CMbIB C nocneayowein membpaHHol unbTpaumneil;

b) CMbIB C NOCNEAYIOWNUM Ky/1bTUBUPOBAHUEM CMbIBHOM XUAKOCTU.

HayanbHblM geicTBUEM ANS 3TUX METOAO0B SAB/AETCA U3BMEYEHNE MUKPOOPraHM3MOB W3 e4UHMLbI NPOAYKUUU Un
Urin Temmn xe meTogamu, 4Yto 1 Npu oueHke 6uoHarpyskm no 1ISO 11737-1, A.4.2.4.1—A.4.2.4.7. COOTBETCTBEHHO, Tpebo-
BaHMA K BbI6OPY NOAXOASLLEN CMbIBHOM XMAKOCTU TaKne Xe, Kak npu oLeHke 6uoHarpysku cornacHo ISO 11737-1, A.4.2.5,
A.4.3 ntabnuua A.2.

MpumeuyaHne — MeTo MOXET He 06eCneunTb BblAeNeHe BCEX MUKPOOPTaHU3MOB U3 eANHULbLI NPOAYKLMN.
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Mocne BblAeNEHUS MUKPOOPraHM3MOB U3 e AMHWLbI NPOAYKLMU unn UM MOXHO NPOBOAWTL UCNbITAHUSI HA CTEPUSb-
HOCTb C NOMOLLbI0 MeMOpaHHOl WUAbTpaLUM UM KyNbTUBMPOBAHUSA BCEW CMbIBHOM XWUAKOCTU.

A.5.3.2 Memb6paHHasa hunbTpauma

Mpn UCMbITAHUSAX HA CTEPUNIBHOCTbL C MOMOLLbI0 MeMOpPaHHOl UIbTPaLMM CMbIBHAS XWUAKOCTb MPOXOAUT yepes
CTEepW/bHbIA MeMbpaHHbIli PuabTP, 06bIYHO ¢ pasmepamu nop 0,45 MkM, nog AelicTBMEM Bakyyma Wan AaBNeHUS.

MoBepXHOCTU, KOTOPblE HAXOAWIUCH B KOHTAKTE CO CMbIBHOM XWUAKOCTbIO, CNOMACKABAKOTCA AOMNOMHUTENLHON cTe-
PWILHOW CMbIBHOW XUAKOCTLI UM PacTBOPOM, COAEepXalluM HelTpanusaTop, U CMbIBHOW pacTBOp MpornyckaeTcs yepes
MeMb6paHHbIin unbTp (A.6.2.3). Mocne 3Toro:

a) nutaTenbHasa cpeja acenTUYecku NePeHOCUTCs Ha UIbTP NMGo

b) hunbTp acenTuyeckn NepPeHOCUTCA B MUTATENILHYH cpeay.

O6e 37K onepauun 3aBepLlarTCa UHKy6aLmneil.

A.5.3.3 KynbTuBMpOBaHNE CMbIBHOM XUAKOCTU

Mpn McnbITaHUAX Ha CTEePUNBHOCTb METOA0M KY/NbTUBUPOBAHUS CMbIBHOM XWAKOCTW OAUH MOAXOA 3ak/l4vaeTcs B
NCMNO/MIb30BaHNN NUTaTe NbHOM’ cpefbl B KayecTBe CMbIBHOM XNAOKOCTU, Npn 3TOM Nocsie CMbiBa nNuTatesibHasda cpefa nepe-
MeLLaeTcs B CTEPU/IbHbIE KOHTEHEPbI Ha WHKyGaLuuio.

AnbTepHaTVBHbI NOAX0J 3ak/4aeTcsi B TOM, YTO MOXET OblTb BblGpaHa CMbIBHAs XWAKOCTb, He MoafepXuBato-
Las pocT MUKPOOPraHM3MOB, KOTOopas Nnoc/ie CMbiBa CMELUNBAETCA B PaBHbIX 06bemMax ¢ nuTaTesIbHON cpenoit ABOMHOM
KOHLLeHTpaLun B CTEPU/IbHBLIX KOHTEliHepax v 3aTeM BblAepXMBaeTcs B MHKybaTope.

A.5.4 Bbl6op yCnoBuiA KyNnbTUBMPOBaHUA

A.5.4.1 MexAayHapoaHbI cTaHAapT No BaAugaunm 1 TekyLemy KOHTPO/IK0 KOHKPETHOro mpouecca ctepuimsauun
MOXeT cofiepXaTb pekoMeHAaLun Mo yCnoBUSIM Ky/IbTUBUPOBAHNSA, UCMO/b3YEMbIM /1S UCMbITaHUA Ha CTEPU/IbHOCT.

A.5.4.2 OO6bIYHO NPV KyNbTUBMPOBAHMMW MCNOSb3YIOT eAVHYH0 NUTATEsIbHY cpedy C yYeTOM MpeAnookKeHUs:, YTo
OHa AABNSETCA ONTUMaSIbHONM AN KyNbTUBMPOBAHMA a3pobHbIX U haky/IbTaTUBHbIX MUKPOOPTraHW3MOB, KOTOPbIE MOTYT Bbl-
XWTb MOA BO3AENCTBMEM CTEpWUIM3yloLero areHTa. MNpu ncnonbL30BaHUN COEBO-Ka3eMHOBON NMUTAaTeNbHOl cpefbl B Kayec-
TBE eAUHON cpeppbl AN a3po6HbIX U aKyNbTaTUBHLIX MUKPOOPraHM3MOB Ky/NbTMBUPOBAHME OObIYHO MPOBOAWUTCA NpW
Temnepatype (30 £ 2) °C B TeueHue 14 cyT. [N Apyrux cpeg ciefyeTt pacCMOTPeTb U APYre PeXumMbl KyNbTUBMPOBAHUS.

MpumeyaHune — Temnepatypa KyNbTUBMPOBaHUS,, PEKOMEHAYEMAs A/1S UCMbITaHU HA CTEPUTLHOCTL, MOXET
6bITb HUXKE PEKOMeHAyeMol ANs OUEeHKU GuoHarpysku. Mcnonb3oBaHue 6oniee HU3KOW TemnepaTypbl NOMOraeT BbISIBUTbL
noBpexaeHHble Ui ocnabfieHHble MUKPOOPTraHU3MbI.

A.5.4.3 YcnoBusi KynbTUBMPOBAHWS BbiGMpPAOT B CAEAYOWNX CayYasX:

a) COOTBETCTBYHOLLMIA MeXAyHapOAHbI cTaHAapT No BaiugauuMn 1 TekylieMy KOHTPO/II0 KOHKPeTHOro npouecca
cTepunmnsalmm He oroBapnBaeT UCMONb3yeMyl NUTaTENbHYI0 Cpeay,;

b) MCNONb30BaHME eAVHbIX YC/TOBUIA KyNbTUBMPOBAHUSA HENPUEMIEMO U3-3a BEPOATHOTO Ha/MyMs MUKPOOPraHm3-
MOB ApPYTrMX TUMOB, YCTOWUYMBBIX K BO34ENCTBUIO CTEPUAN3YIOLLEro areHTa (Hanpumep, BEPOSATHOIO NPUCYTCTBUSA aHa3po6-
HbIX MUKPOOPraHm3moB).

A.5.4.4 Tlpn BbIGOPE YCNOBWIA KyNbTUBUPOBAHUS ANSt NPUBELEHHbIX 34eCh MPMMEPOB HEOOXOANMO y4nUTbIBATHL Crie-
ayowne axtopbl:

a) npupoay npoAyKuuu;

b) cnoco6 Npou3BOACTBa;

C) WCTOYHUK NOTEHUMA/IbHON MUKPOGMOIOrMYECKO KOHTaMUHaUum;

d) BepoATHble TUMbI BCTPEYAIOLMXCA MUKPOOPraHU3MOB.

JaHHble no TunaMm MUKpPOOPraHW3moB, MOMYYEHHbIE NPy onpegeneHnn 6uoHarpyskym B cootBeTcTeum ¢ ISO 11737-1,
MOryT MOMOYb MpK BbIGOpe YC0BWIA Ky/IbTUBMPOBAHUS.

A.5.4.5 TpumeHsieMble 0ObIYHO YC/I0BMSA Ky/NbTUBMPOBAHUA NpuBeaeHbl B Tabnuue A.2.

Ta6nuuya A.2— Ycnosus Ky/lbTVBUPOBaHUA

Tunbl MUKPOOpPraHM3MoB OO6bIYHO NPUMEHsIEMbIE NUTaTesbHbIE cpefbl Temnepatypa nHkyb6aumn, °Ct
A3pobHble MuTaTenbHblli BY/bOH 28—32
CepaeyvyHo-M0O3roBoi 6ynbOoH 28—32
Co0eBO0-Ka3enHOBbIN 6YNbOH 28—32
pr6bI [JekcTpo3oBbiii 6ynboH Cabypo 20—25
KapTogenbHo-4eKCTPO30BbI 6yNboH 20—25
[ NtOKO30-NENTOHHbIA 6YNbOH 20—25
®akynbTaTuBHbIE XXunpgkaa Tuornukonesas cpena 28—32
MsCHOI 6ynbOH C FNIOKO30iA 28—32

1) MoryT ncnone3osBartbCca gpyrve temnepatypbl UHkybaummn (npumevanve kK A.5.4.2).
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A.5.5 ViccnegoBaHne nuTatesibHOM cpeabl NOC/AEe UCMbITaHWIA Ha CTEPUTIbHOCTb

Mpy nccnegosaHun NUTaTelbHON cpefbl NOCne KyNbTWBMPOBAHUA METOAOM OMNpefesieHns MYTHOCTU MOXHO WC-
nonb30BaTh UCTOYHMK CBETA C 0O6pPATHON CTOPOHBI cocyaa.

CnepfyeT OTMETUTb, YTO MYTHOCTb MOXET 6blTb Bbl3BaHa He POCTOM MWUKPOOPraHM3MOoB, a ApYrMMu npuyvHamu. B
3TOM c/ly4ae MOXeT noTpeboBaTbCA LOMNOMHUTENBLHOE KY/IbTUBUPOBAHNE UM MUKPOCKOMKUSA.

A.6 OueHKa pe3ynbTaToB UCMbITaHN Ha CTePU/IbHOCTb

A.6.1 OueHKa NOXHOMOMOXNUTE/IbHBIX Pe3y/bTartoB MNP UCMbITaHUAX Ha CTEPU/IbHOCTb, BO3HUKANOLMX
13-3a KOHTaMuHalmn

MosiBNeHne 0XHOMONOXNTE bHBIX Pe3y/IbTaToB NPU UCAbITAHWAX HA CTEPUIBHOCTb MOXET U3MEHUTb OLEHKY Mony-
YEeHHbIX NpU BaNnfaumMmn faHHbIX Takum 06pa3om, YTO MOXET 6bITb caenaH BbiBOA 06 yMeHbLUeHUN 3dddekTMBHOCTH o6pa-
60TKN CTEPUIM3YIOWUM areHToM, Mnpu 3TOM MNOJSIOKUTESNbHbIe NPOObI [O/KHbLI paccMaTpuBaTbCA Kak CBUAETENbCTBO
Ha/IM4nsi MUKPOOPraHU3MOoB, BbDKMBLUUX MOJ BO3AeACTBMEM CTEPU/IU3YIOLLErO areHTa.

MpoBoAvMOe B 3TOM C/lyyae UMUTALMOHHOE UCTbITAHUE Ha XapaKTepHbIX CTePUIN30BaHHbIX efnHULAax NpoayKLmn
ABNAETCA YacCTblo NPOrpamMMbl MOArOTOBKM NEpPCOHasna v OLeHKM METOAMNKN NPOBEAEeHNS UCMNbITaHWA Ha CTePUIbHOCTD.

B Tabnuue A.3 nepeuncneHsl Mepbl NPegoCTOPOXHOCTU, NPUHUMAEMbIE /19 CBELEeHUS K MUHUMYMY JIOXHOMOIOXN-
TeNbHbIX Pe3y/nbTaToB U3-3a KOHTaMUHaL MU,

Ta6nuua A.3— Mepbl NPeAoCTOPOXHOCTY AN MUHUMMU3ALMM TOXKHOMOMOXMTENbHBIX NP06, BO3HMKAOLMX M3-3a
KOHTamuHauum

MpoBOAUTL UCNLITAHUA B LUKAGY C TaMUHAPHBLIM NOTOKOM, PacnosiIOKEeHHOM B BblAe/IEHHOM NMOMELLEHNN C KOHTPON-
pyeMbIMU YCNOBUSIMM

MpUMeHATb acenTnyeckne MeToAbl NPU UCALITAHUSX (Hanpumep, AeNCTBUS B KOMHATe A1 NepeofeBaHunsi, BO Bpems
UCMbITAHUS 1 NPU NepeMeLLeHnn NuTaTenbHOW cpeabl B UHKY6aTopbI)

BHOCUTb UHCTPYMEHTbI 4151 UCMbITAHWIA, NUTATE/bHbIE CPeAbl U UCTbITYEMbIe NpeaMeTbl B NOMELLeHWe A8 UCnbiTa-
HUWii TakUM 06pa30M, UYTO6bl M36GexXaTb KOHTaMUHALMW. MPOBOANTL AEKOHTAMUHALMIO HAPYXXHOI YNakoBKM O BBeAEHUA
UCNbITYeMbIX NPEAMETOB B MOMELLEHUE 4151 UCTIbITAHWIA

MpoBOAUTL AEeKOHTaMUHALMI0 NOBEPXHOCTEN, HA KOTOPbIX MPOBOASATCS WUCMbITAHWS
CTtepunusoBartb Bce 060pyA0BaHNe, MaTtepuasbl U NPeLMETbI, UCMO/Mb3YEMbIE NMPU UCMbITAHUAX
CBeCTM K MUHUMYMY ofnepaLun, Heo6xoaumble Ans NPOBEeAEHUS UCMbITaHWi

OUEHNTbL COCTOSIHME 1 KOHTPOJIMPOBATL OKPYXalollee MHKy6aTop NpoCTPaHCTBO

CBecTv K MUHMUMYMY 06pa3oBaHue aspo3osei

A.6.2 OueHKa 10XXHOOTpULLaTE IbHbIX pe3y/bTaTOB NPy NPoBeAeHUN UCMbITaHUA Ha CTEPUIbHOCTb

A.6.2.1 dakTOopbl, BAUAIOLIME HA NOSB/IEHME TOXHOOTPULATE TbHBIX NPO6

Ha nosiBneHne noxHooTpuuaTenbHbIX pe3ynbTaToB BAUAIOT cneayouime akTopsbl:

a) Hecnocob6HOCTb YC/0BUI KyNbTUBMPOBAHMA NOAAEPXKUBATbL POCT MUKPOOPraHU3MOB;

b) npucyTcTBue BakTepuUUAHbIX UMM 6aKkTepnocTaTtMyecknx BeLecTB, BbIAENAIOWMUXCA U3 NPOAYKUUN NPU UCTbI-
TaHUAX Ha CTEPU/IbHOCTb;

C) MHTepBasl BPEMEHU MexXAy BO3AeliCTBUEM CTEPUIM3YIOLLEro areHTa M HayasioM npouecca KynbTUBUPOBaHUSA
npoobl.

A.6.2.2 PocToBble CBOWCTBa NuTaTe/IbHbIX Cpef,

Mpn BbI6OpE NUTaTENbHbLIX Cpej cnefyeT paccmaTpuBaTh UX CNOCOOHOCTb NOAAEPXMBATL POCT MUKPOOPraHN3MOB,
TUMWUYHBIX ANA OTAE/bHbIX eAunHuL, npodykunn nnn Unn (A.5.4).

Kak ToNbko 3TOT BbIGOP cAenaH, MOXHO cUuTaThb, UTO POCTOBbIE KayecTBa nuTaTesibHOW cpefbl N0 OTHOLIEHWIO K TU-
MUYHBIM MUKpPOOPraHu3mam yctaHosneHbl (A.3.3).

A.6.2.3 VcnbiTaHna Ha NpUCyTCTBME BakTePULMAHbBIX WWn 6aKkTepruocTaTUUYecKmnx BELLECTB

MoAxoAd, K CKPYHUHFY (OLeHKe) NpUCYTCTBUA GaKTepuuuaHbIX uunm 6akTepmocTaTuyeckux BelLecTB MpuBEAEH B
ISO 11737-1, npunoxeHune B.4. BnusiHne 6aktepuungHbIX Nav 6akTepmocTaTmyecknx BeLecTB MOXeT ObiTb CBEAEeHO K MU-
HUMYMY crefyowmnum obpasom:

a) pobasrieHMeM HeliTpanunsaTtopa(oB) K NUTaTeNIbHOW cpeae VN CMbIBHOW XUAKOCTY;

b) yaaneHnem 6akTepuLMAHOro nan 6aKkTeprocTaTMyecKoro BeLwecTBa U3 CMbIBHOW XUAKOCTY nyTem chuabTpauum
(A.5.3.2);

C) C YMEHbLUEHMEM KOHLEHTpaLun 6akTepuumaHoOro nnn 6akrepuoctaTmyeckoro BellecTBa pasbassieHnem [o Ta-
KOro YPOBHSA, NPy KOTOPOM OHO YXe TepsieT CBOK 3M(PEKTUBHOCTb.

OTO MOXET 6bITb OCTUTHYTO YBe/IMYeHneM obbema nuTaTeNlbHON cpefbl N CMbIBHOW XUAKOCTU NM60 pacnpene-
NleHVeM efuHUL, NPOAYKUUN NO HECKONBbKUM UCMbITaTesbHbIM KOHTelHepam (A.4.2).
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A.6.3 Bpemsi mMexay BO3LEACTBUEM CTEPUIN3YIOLLENO areHTa 1 UCMbITaHUSAMU Ha CTePWIbHOCTb

Heo6X0AMMO NPUHATL BCE MEPbI, YTOBbI UCMbITAHKS HA CTEPUTLHOCTL NMPOBECTU Kak MOXHO GbiCTpee Nnoc/ie oKoHYa-
HUS1 BO3AECTBUS CTEPUNN3YIOLLEro areHTa Ha eauHuLy npoaykuun unu YN, Ecnv 3aiepxka B nepefadye Ha UCMbITaHUs
HensbexHa, crnepyeT 06ecneunTs YCoBUs, NPK KOTOPbIX XPaHeHUe efUHUL, NPOAYKLMN HE MPUBOAUT K NoTepe MukKpoopra-
HU3MOB WM U3MEHEHUIO MUKPOGHOW monynauuu. CreayeT ykasaTb MakCUMaslbHblli UHTepBasl BPEMEHW A0 Hadyana WUCrbl-
TaHuii. NPUUMHOI 3HAUYNTENBHOTO CHUXEHWUS YMC/a MUKPOOPTaHU3MOB MOXET 6biTh BbICYLUMBAHWE U3AENS, UTO AO/HKHO
6bITb YUTEHO Npu BbIGOpEe YCNOBUIi 1 BpEMEHU XpaHeHusi. CreayeT NPUHSATL BO BHUMAHWE, YTO BPEMsl MeX/y 3aBepLUeHu-
€M BO34eiCTBUSI CTepUNN3YIOLLEro areHTa 1 nepegadeil o6pasua Ha KynbTMBMPOBAHME MOXET OKas3aTb B/MSIHME HAa BOC-
CTAHOB/IEHWE MOBPEXAEHWIA MUKPOOPTraHM3MOB, BbI3BaHHbLIX BO3/IECTBMEM CTEPU/IM3YIOLLEro areHTa.
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CBefeHns 0 COOTBETCTBUN MeXrocyaapCTtBeHHbIX CTaHOapTOB

Tabnuya JA1

O603HaYeHNe U HaMMeHoBaHVe
CCbUI0YHOMO MEX/1YHAPOAHOrO
CTaHgapTa

ISO 9001:1994 Cucrtembl Ka-
yectBa. Mopgenb ob6ecnevyeHus
KayectBa Mpu NpPoOu3BOACTBE,
MOHTaXe 1 06CnyXuBaHum

ISO 9001:2000 Cuctembl Me-
He[KMeHTa kayectBa. Tpebosa-
HUA

ISO 9002:1994 Cwuctembl Ka-
yectBa. Mopgenb obecneyeHus
Kayectsa npu NpPOM3BOACTBE,
MOHTaXe 1 06CyXnBaHUn

ISO 9004:1987 YnpasneHue
KayeCTBOM U 3/1IEMEHTbI CUCTEMbI
KayectBa. Yactb 1. PykoBoactBa

ISO 11135:1994 MepuuunH-
ckne n3genus. Banupauuns u Te-
KYWMWA KOHTPONb CTepuamsauun
OKCMAOM 3TuneHa

ISO 11134:1994 Ctepunusa-
UMsa  MeAWUMHCKON npoAayKumu.
Tpeb6oBaHusa K Banugauum un Te-
KyLieMy KOHTPOsIt0. MpoMbILLIeH-
Has cTepunu3auus  BNAXHbIM
Tensaom

ISO 11137:1995 Crtepunusa-
UM MefMLUMHCKOW NpoAyKuuu.
TpeboBaHuA K Banugauun u Te-
Kylwemy KoHTposnw. PaguauynoH-
Has cTepunusauuns

ISO 11138-2:1994 CTtepunu-
3aumsa MeuLUUHCKOW NpoayKumu.
Buonornyeckue NHAVKATOPBbI.
Yactb 2. Buonornyeckune wnHAK-
KaTopbl AN cTepuinsauny oKcu-
oM aTuneHa

CCbIJTOYHbIM MeXAyHapoAHbIM CTaHOapTamMm

O603HauYeHne 1 HaMMeHoBaH1e
MEX1yHapOAHOro CTaHaapTa fpyroro
rofa v3gaHus

1ISO 9001—2008
Cucrtembl MeEHe[)XMeHTa
kayecTtBa. TpeboBaHusA

ISO 11137-1—2006 CrTtepu-
nnsauma  MeguumnHCKON npoayk-
umm. O6nydyeHune. Yactb 1. Tpe-
60BaHNA K paspaboTke, Banunga-
U1 1 TekyLleMy KOHTPOMO Mpo-
Luecca crtepunusauum MeguuuH-
CKMX npnbopos

ISO 11137-2—2006 Crtepu-
nnsauma  MeguumnHCKONM npoayk-
unn. O6nyyeHne. Yactb 2. YcTa-
HOBJIEHNE CTEpPUIN3YyIoLLen 103bl

CreneHb
COOTBETCTBUSA

HOT

HOT

HOoT

HoT

T

HoT

HoT

HoT

O603HaYEHNE 1 HAMMEHOBaHNE
MEXrocy/JapCTBEHHOIO CTaHaapTa

FOCT ISO 9001—2011
CuctemMbl MEHe[XMeHTa
KayectBa. TpeboBaHuA

FOCT 40.9002—88 Cuctema
KayectBa. Mogenb ansa obecne-
YeHMs KayecTBa MpW MPOEKTUPO-
BaHUM n/vnn paspaboTtke, Npons-
BOACTBE, MOHTaXxe M obcnyxmnsa-
HUK

FOCT 40.9004—95 Mogenb
obecneyeHuss kayectsa ycnyr

FOCT ISO 11135—2011 Me-
AVUMHCKe usgenus. Banugauyus
1 TEKYLUIA KOHTPONb CTepuImn3sa-
UMM OKCUAOM 3TU/EeHa

FTOCT WNCO 11134—2002
CTepunusauus MeANLMHCKOM
npoAaykumn. Tpe6oBaHus K Baiu-
Jauny M TeKyWemy KOHTPOJIIO.
MpoMmsbllLNEHHas CTepuamsauus
BNIQXKHbLIM Teniom

FOCT ISO 11137-1—2011
Crepunusayus MeANULNHCKOW
npoaykuuun. PaguaunoHHas cre-
puwnnsayuma. Yacte 1. Tpebosa-
HWS K paspaboTke, Banugauuu u
TekylwemMy KOHTPOM npouecca
cTepuamsaumm MeguunHCKUX W3-
aenwvii

FOCT ISO 11137-2—2011
Crepunusaumsa MeANLUHCKOM
npoaykuuun. PaguauvoHHas cre-
punusaymsa. YacTb 2. YcTaHoBne-
HWe cTepunusyoLwei fo3bl

FOCT ISO 11138-2—2011
Crepunusauus MeAULNHCKOW
npoaykuun. Buonornyeckne uH-
Auvkatopsl. Yactb 2. buonoruyec-
K€ MHAMKaTopbl ANsA cTepuinsa-
LM OKCUAOM 3TUIeHa
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FOCT ISO 11737-2—2011

OkoH4YaHue Tabnuubl A, 1

O603HaYeHne 1 HaMMeHoBaHVe
CCbUIOYHOMO MeXAyHapOAHOrO
cTaHgapTa

ISO 11737-1:1995 Ctepunu-
3auns  MeauUMHCKUX  U3LEeNn.
Mwukpobuonoruyeckme MeToApl.
Yactb 1. OueHka nonynayuu
MWUKPOOPraHM3mMoB Ha NPoAyKL1K

ISO/IEC Guide 25—90
O6wwme TpeboBaHUA K KOMNETeH-
THOCTW MOBEPOYHbIX W UCNbITa-
TesnbHbIX nabopaTopuii.

O603Ha4YeHre 1 HaumeHoBaHWe
MeXayHapoAHOro cTaHaapTa Apyroro
roga v3gaHust

ISO 11737-1—2006 Crtepu-
nnsauma MeguunHCKUX U3gesnuin.
Mwukpobuonoruyeckme MeToApl.
Yactb 1. OueHka nonynayuu
MWKPOOPraHNM3MoB Ha NpoAayKLnn

CreneHb
COOTBETCTBYUSA

oT

O6o3HaYeHne 1 HaMMeHoBaHue
MEXTOCYIapCTBEHHOrO CTaHAapTa

FOCT ISO 11737-1—2011
Crepunusaums MeAULUHCKNUX U3-
aenui. Mwukpobuonormyeckme
MeTtoabl. Yacte 1. OueHka nony-
NAUUMN MUKPOOPraHM3moB  Ha
npoAayKumn

«

* COOTBETCTBYIOL M MEXTOCYAAPCTBEHHbIV CTaHJAaPT OTCYTCTBYET. [0 ero yTBEPXAEHUS PEKOMEHAYEeTCS UCNOJb-
30BaTb NEPEBOJ Ha PYCCKU A3bIK 4AHHOMO MEeXAYyHapOLHOro cTaHgapTa. MepeBos 4aHHOT0 MEXAYyHapOoAHOro cTaHaap-
Ta HaxoauTca B ®efepasibHOM MH(OPMALMOHHOM (POHAE TEXHUUYECKMX PEFNaMEHTOB U CTaH4APTOB.

MpnmeyaHne — BHacToAlWeM cTaHAapTe MUCMNOML30BAHO C/ieAylolliee yC/10BHOe 0603HayYeHne cTeneHn cooT-

BETCTBUA CTaHOapPTOB:

- FOT — uAeHTUYHbIe CTaHAAPTHI.
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[1] ISO 3485—96

[2] ISO 3488—96

FOCT ISO 11737-2—2011

Bubnnorpadus

Quality systems — Medical devices — Particular requirements for the application of ISO 9001 (Cwuc-
TeMbl kadecTBa. MeguunHckne ngenus. YactHole TpeboBaHns K npumeHeHno 1SO 9001)

Quality systems — Medical devices — Particular requirements for the application of ISO 9002 (Cwuc-
TeMmbl kadyecTBa. MeguunHckme nsgenns. YactHole TpeboBaHNs K NPUMEHEHUIO)

13



FOCT ISO 11737-2—2011

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

KntoueBble cnoBa: MeauLMHCKoe 060py,qOBaHV|e, KOMIMOHEHTbI, Cbipbe, ynakoBKa, ctepuamndauyna, ncnboitaHua,
6monornyeckme ncnbiTaHus, onpepeneHne, sannpgauna ctepunnn3aumnin, KOHTPOIb CTEPUSIBHOCTU
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MonpaBka Kk FOCT ISO 11737-2—2011 CTepunmsauns MeauLUVHCKUX nusgenuini. Mmkpobuosornyeckme
MeTodbl. Yactb 2. McnblTaHMA Ha CTEePW1bHOCTb, NPOBOAUMbLIE MpW BaMgauuu MpoLeccos
cTepunusaymm
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