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MNpepncnosune

Llenn, ocHOBHble NPMHLMUMBLI U NOPAA0K NPOBEAEHNS paboT N0 MeXrocyAapCTBEHHONM CcTaHAapTM3aumu
yctaHoBsieHbl TOCT 1.0—92 «MexrocyfapcTBeHHas cuctemMa craHgaptusaunu. OCHOBHbIE MOSIOXKEHUSA» U
FOCT 1.2—2009 «MexrocyfapcTeeHHaa cuctema craHgaptusauun. CtaHgapTbl MeXrocygapCTBEHHbIE,
npaBuWia U pekoMeHAauuMu Mo MEeXrocyfapCTBEHHOW cTaHaapTusauuu. [MpaBuna pa3paboTku, MPUHATUS,

NPUMEHEHNS, OOHOBMIEHNS Y OTMEHbI»

CsefieHua o ctaHgapTe

1 MOAIrOTOB/IEH depepanbHbiM roCyAapCTBEHHBIM YHUTapPHbIM MpeanpusTiem «Bcepoccuiickuii
Hay4yHo-uccnefoBaTeNnbCkuiA  MHCTUTYT — cTaHgapTv3auum 1 cepTudpmkaumm B MalMHOCTPOEHUMU»
(BHUMHMALL)

2 BHECEH ®epgepanbHblM areHTCTBOM MO TEXHUWYECKOMY peryiMpoBaHuid U METPOosorum
(PoccTtaHgapr)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO cTaHJapTusauuu, MeTposiorMn u cepTudmnkaLmu
{npoTokon oT 24 mas 2012 r. Ne 41-2012)

3a NpuHATUE CTaHAapTa NporosiocoBasin:

KpaTtkoe HaviMeHOBaHVe CTpaHbl Kog cTpaHbl no COKpALLEHHOE HAMMEHOBAHIE
no MK (MCO 3166) 004—97 MK (MCO 3166) HaLOHA/TLHOTO OpraHa
004—97 Mo cTaHAapTV3aLmm

AsepbalimpkaHckas Pecrybrivika AZ AscTaHgapt
Pecnybnvka Benapycb BY loccTaHpapt Pecny6nvkv Benapych
Pecny6nvka KazaxcraH Kz loccranaapt Pecny6nmkm KasaxctaH
Knprusua KG KblprbisctaHgapt
Pecnybnvka Mongosa MD Mongosa-CraHgapt
Poccus RU PoccraHgapt
Pecny6nuka TamikicTaH TJ TamkukcTaHa3pT
TypKmeHuCTaH ™ nasroccnyx6a «TypLueHcTaHAapTIapbb»
Pecnybnvka Y36ekuctaH uz Y3cTaHgapT
YkpavHa UA locnotpebeTaHaapT YkpanHbl
Pecny6nvka ApmeHus AM MUWHTOPr3KOHOMPAa3BUTUA

4 Tlpvkasom ®defepasibHOrO areHTcTBa Mo TEXHWYECKOMY peryimpoBaHvio 1 metposiorm ot 19
nekabps 2012 r. Ne 1922-cT mexrocyfapcTBeHHblli ctaHgapT FTOCT ISO 11737-1—2012 BBefeH B AelicTeue
B KayecTBe HaluuoHasbHOro ctaHaapTta Poccuiickoli ®egepauun ¢ 1 sHBaps 2015 r.

5 HacTosilwmii cTaHAapT UAEHTUYEH MeXAyHapoaHoMy cTaHaapTy ISO 11737-1:1995 Sterilization of
medical devices - Microbiological methods - Part 1: Estimation of population of microorganisms on products
{Ctepunuzaunss MeanUMHCKUX usdenunii. Mukpobuonornyeckme metogbl. YacTb 1. OueHka nonynsymun
MUKPOOPraHN3MOB Ha NpoayKLum).

CTeneHb COOTBETCTBUA - UAeHTuuHas (tOT).

CrtaHfapT NoAroToBsieH Ha ocHoBe npumMeHeHna FOCT P MCO 11737-1—2000.

CBefleHMss 0O COOTBETCTBMM MEXIOCY[ApPCTBEHHbIX CTaHAApPTOB CCbUIOYHLIM  MEXAYHapOAHbIM
cTaHAapTam npviBefieHbl B AONONHUTEIBHOM NpuioxeHnun JA.

6 BBE/JEH BIEPBbIE



FOCT ISO 11737-1— 2012

WHdopmaums 06 M3MEHEHWSIX K HacTOsLWeMy cTaHAapTy ny6nukyeTcs B eXerogHom WHopMaLlyioHHOM
yKazaTene «HauvoHaslbHble CTaHAapThbi», @ TEKCT W3MEHEHWI U NMOMPaBOK - B €XEMECSYHOM MH(OPMALMOHHOM
ykasaTene «HauuoHanbHble cCTaHAapThi». B cnyyae nepecmoTpa (3aMeHbl) UM OTMeHbl HAaCTOALLEero cTaHjapTa
COOTBETCTBYOLWEe yBeAoMmseHne 6GyaeT Ony6iMKOBaHO B €XEeMecs4yHoOM WH(OpMaLMOHHOM  ykasaTene
«HauuoHanbHble cTaHgapThi». COOTBETCTBYLWAsA HPopMaLys, YBeLOMIEHNE N TEKCTbl Pa3MelLLalnTCsa Takke

B MH(OPMALMOHHON cuCTEeMe OGLLEro Mofb30BaHWs - Ha OuUuMaIbHOM caliTe defepasbHOro areHTcTBa Mo
TEXHUYECKOMY PEFY/IMPOBAHMIO U METPOOrMN B ceTn VHTepHeT

© CraHgapTtuHdopm, 2014

B Poccuiickoii ®eaepauuy HacTosiMiA CTaHAApT He MOXeT OblTb MOJIHOCTbIO WM YacTUUYHO

BOCMNPOU3BEEH, TUPaXKMPOBaH U PacnpocTpaHeH B KauyecTBe OMULMANbLHOTO uU3faHus 6e3 paspelleHus
deaepasnbHOro areHTCTBa Mo TEXHUYECKOMY Pery/iMpoBaHnio 1 MeTposiorum
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BeepeHne

CTepunbHbI NpogyeT — NpOAYKT, KOTOPbIi HE COAEPXMT XMBbIX MWKpPOOpraHusmMos. Heobxogumo,
4yTo6bl MUKPOGUONOrMYeckas KOHTaMUHaLUa MeAWLMHCKON NpoAyKUUM OT BCEX UCTOYHWKOB Gblna cBefeHa
[0 MVHUMMYyMa BCEMU BO3MOXHbIMWU Mepamu. bonee Toro, otgesnbHble eAnHULbl NPOAYKLUW, NPON3BOAUMbIE
npy cTaHgapTHbIX YCMOBMAX MPOM3BOACTBA B COOTBETCTBUM C TpebGOBaHMAMU CUCTEM KayecTBa A/A
MEeAMLUMHCKON NpoayKuuu, MOTyT nepef Hayasiom cTepunusauum copepxatb He6Osbloe KosM4ecTBO
MUKPOOPraHn3MoB. Takue efnHULLbl MPOAYKUUN ABNAIOTCA HECTepusbHbIMU. Lienb npouecca crtepuamsaumm
— VHaKTVBaUUs MWUKPOOWMONOrMYECcKUX KOHTaMWHAHTOB (3arpsi3HeHwin) u. Takum o6pasom, npespalieHve
HecTepu/bHbIX NpenapaToB B CTEPU/IbHbIE.

WNHakTuBaums 4nCTbIX Ky/bTYyp MWKPOOPTraHU3MOB (PU3NYECKUMU W/MAN XUMUYECKUMWU areHTamu,
ncnosib3yeMbiMU  NpU  CTEPUNM3aLUN  MEeULMHCKOW NpoAyKUMM, YacTo MpUBIMKEHHO ONUCbIBaETCA
3KCMOHEHLMa/IbHbIM 3aKOHOM. DTO 03Ha4aeT, YTO. HECMOTPSA Ha YCWU/IeHHble METOoAbl cTepunnsauun, scerga
CywiecTByeT onpegefieHHas BEpPOATHOCTbL TOro, YTO MWKPOOPraHmM3M MOXET oKa3aTbCA BbDKMBLUUM.
BepoATHOCTb BbDKMBaHWA ONpeAensetcs YUC/OM, PEe3UCTEHTHOCTbID MWKPOOPraHW3MOB W Cpefoi, B
KOTOPOI OHU HaxogATcA B nepuog 06paboTkn. IDTO O3HauYaeT, YTO CTepPWIbHOCTb 06O U3 eanHuL,
nNpoAyKuuKn, noAsBepraBlINXCA NPOLEccy CTepuamsaummn, He MOXeT 6biTb rapaHTupoBaHa, W CTePWUIbHOCTb
BCEX eMHUL, MPOAYKLMMN AO/HKHA BblpaXaTbCA B MOHATUSAX BEPOATHOCTU HaIMUYNA HECTEPWUSIbHBIX eAVHNLL.

TpeboBaHus K cucTemMaM KadecTBa Npu NPOEKTMPOBaHWM (pa3paboTke), NPOM3BOACTBE, MOHTaxe W
06CNYXMBAHUN MEAULMHCKNX W3Aenuii AaHbl B cTaHgaptax ISO 9001 um I1SO 9002. MexayHapoAHble
cTtaHgapTel cepumn ISO 9000 onpefenslT HEKOTOPble NPOU3BOACTBEHHbIE MPOLECCHI KaK «CrneynasibHble»,
ecnnm pesynbTar He MOXeT OblTb MOIHOCTbIO NPOBEPEH MNOCNEAYOWMUM KOHTPOMEM W UCMbITAHMEM
npoaykuuun. MoaToMy npouecc cTepuams3auum foKeH ObiTb BaIMANPOBaH A0 NPaKTUYeCcKoro NPUMEHeHUs.
Kaxablii npouecc cnegyeT noABepratb Tekyllemy KOHTponi, a obopyfoBaHne — Heo6XxoAnMoMy
06CNyXMBaHMIO.

MpuHATEI MexAyHapoAHble cTaHfapTel, onpegenswowme TpeboBaHusa K BanMjauum u Tekylemy
KOHTPO/II0 NPOLLECCOB CTepUAn3aunM MeguumMHCKoi npogykummn (cm. ISO 11134. 1SO 11135 u ISO 11137).
OfHako BaXHO uUMeTb B BUAY, 4YTO MNpoBeAeHue [AO/DKHbIM 06pasoM BaMAMPOBAHHOIO W TOYHO
KOHTPO/MpYeMOro mnpouecca cTepuaM3aunm He SBASETCS eAUHCTBEHHbIM (hakTopoM, CBA3@HHbIM C
obecneyeHnem CTepuIbLHOCTU NPOAYKTA W COOTBETCTBMA NPOAyKTa CBOEMY HasHauyeHuo. Ans adhekTMBHOM
BaMjauum 1 TeKylwero KOHTPOMS npouecca CTepunnsauum Takke BaXHO 3HaTb MUKPOOMOIOTMYECKYHo
OLLeHKY A@aHHOr0 npolecca, T. €. KOIMYECTBO, BUbl Y CBONCTBA MUKPOOPraH13mMOB.

TepMuH «buoHarpyska» B OOLLENPUHATOM CMbiCNe ynoTpebnsetca AAa onucaHus nonynauum
XMN3HECMOCO6HbIX MWKPOOPraHW3MOoB, NPUCYTCTBYIOLWMX B matepuane wau npogyete. TOYHOE 3HAYeHue
6uoHarpyskn onpefenuTb HEBO3MOXHO. Ha mnpakTuke 4UCNO HKWU3HECMOCOGHLIX MWUKPOOPraHn3MoB
OLleHVBaeTCA C MOMOLLbI0 onpefesieHHbIX MeTofoB. YToObl COOTHECTM 3TO YWUC/IO XKWU3HECMOCOOHbLIX
MUKPOOPraHW3mMoB C OWOHarpyskoii o wmaTtepuane uauM npogyete, WCNOMb3YeTCS KOPPEKTMPYIOLLWiA
K0a(hhMLMEHT, KOTOPbIV onpeAenseTcs BO BPeMS BaMAALMOHHbIX 3KCNEPUMEHTOB.

BennuvHa 6uoHarpy3km MoxeT OblTb MOsydYeHa Npu uccrefoBaHny YpoBHeN koHTamuHauun. OueHka
6UoHarpysku ABIseTCA COCTABHON YacTbio:

a) Ba/vjauvn 1 peesanngauun npouecca ctepunnsaunmn, Korga ysenanyeHne akcnosnumum npu faHHbIx
YCNOBUAX CTEPUNN3ALNM NPAMO OTPaXKaeTCs Ha OLleHKe GroHarpysku;

b) Banufauuun 1 pesasimgauum npouecca crtepunusauun, 48 KOToporo yBesivdyeHne 3Kcnosuuymm npu
OaHHbIX YCNOBUAX CTEpWIM3auMu HanpsMyl He CBA3aHO C OLEHKON 6uoHarpysku, Ho TpebyeTcs obuiee
npefcras/ieHne o 6uoHarpyske;

C) TeKyLiero KOHTPONs npouecca Npou3BOACTBa CTEPW/IbHOW NPOAYKUMK, A KOTOPOro Bainpauus
yCTaHOB/IEHa B COOTBETCTBUU C NEPEUNC/IEHNEM a);

d) Tekywero KOHTpPOAA mnpolecca NPou3BOACTBA CTEPWIbHOW NPOAYKUUW, AN KOTOPOro Banujaums
yCTaHOB/IeHa B COOTBETCTBMU C NepeyncneHnemM b);

OueHka O6MoHarpyskn MOXeT Takxe OblTb 4YacTblo CUCTEMbl KOHTPONS KayecTBa MpPOU3BOACTBA
MeZMNLVHCKON NpoayKumu;

e) obLyeit nporpaMmMbl KOHTPO/A NPOM3BOACTBEHHON cpeapl;

f) oueHkn achbchekTMBHOCTM NpoLecca O4YUCTKN OT MUKPOOPraHU3MOB;

A) npouecca KOHTpOnA HeCcTepunbHbIX NPOAYKTOB. ans KOTOPbIX npeaycMoTpeHa
MUKpo6MoIornyeckas o4uncTKa,;

h) KOHTpOAA Cblpbs, KOMMNOHEHTOB U YNaKOBKM.

OueHka 6roHarpyskv Ans MeguUUHCKUX U3Lennii COCTOUT M3 YeTblpex 3Tanos:

- BblAefieHVe MUKPOOPraHN3mMOB U3 MeANLNHCKAX U3OeNnii;

- nepefava 3TuX BblAe/IEHHbIX MUKPOOPTraHU3MOB AJ/19 Ky/IbTUBMPOBAHWUSA;
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- NOACYET MUKPOOPraHW3MOB C MOC/eAyHoLLEel XapakTepUCTUKOIA:

- yuyeT KoppekTupyowero koatduumeHta (koadhuUNEHTOB), paccYMTaHHOrO MpW onpegeneHnun
GUoHarpysku nepeg ctepunusaumeil.

M3-3a 6GoNnblOro pasHoobpasvsi MaTepuasioB W KOHCTPYKUMIA pasfiMuHbiX BWAOB MeAULMHCKOM
NPOAYKUMN HEBO3MOXHO ONpeaennTb eLUHCTBEHHbI MeTof YyAaneHus MUKPOOPraHu3MoB A8 BCeX
cny4yaeB. bonee Toro, Ha BbIGOP METOAOB NoAcYeTa OKa3blBAET B/USIHUE BUJ OXKUAAEMbIX KOHTAMWHAHTOB.



FOCT ISO 11737-1— 2012

M EXT T OCUYOAPGC CTHBEHH B ® CTAHAOAPT
CTepunusauusi MeauLUHCKUX n3genuii

MNKPOBUNOJOTMYECKNE METO/bI
YacTtb 1
OueHkKa nonynsaumMm MMKPOOPraHM3MoB Ha NPoOAYKLUK

Sterilization of medical devices. Microbiological methods.
Part 1. Estimation of population of microorganisms on products

[ata BBegeHna — 2015-01-01
1 O6nacTb NpuUMeHeHusn

11 HacToswwii cTaHAapT ycTaHaBnMBaeT 06LWMe KPUTEPUM OLLeHKW MOMY/SLMN XKU3HECTOCOGHbIX
MWUKPOOPraHM3MoB (GMOHArpyskM) Ha MeSULMHCKAX M3AeNusx WM MaTepuanax, Cbipbe WAM ynakoBKax.
OueHka 61oHarpysku COCToUT 13 nogcyeTa v knaccuukaluy nonynsauum MUKPOOpraHn3mos.

MpumeyaHue — MeToabl OLEHKM NOMYISALMN MUKPOOPraHU3MOB [O/MKHbI ObITh BA/IMAMPOBaHL! 40 Hadana
VX MPaKTUYECKOTO NCMO/b30BaHKS. y6rHA HEOGXOAMMOro aHasa Npy KaccudmkaLmm nonynsaummy 3aBucuT oT Lemm
UCMO/b30BaHUA NOJTyUYEHHbIX AaHHbIX. B npunoxeHnsx A 1 B nprBeaeHbl MeToAbl OLEHKU BUOHAarpy3kn 1 pyKoBOACTBO

no Basimgauumn MVIKpO6VIO]'IOFI/I‘-I€‘CKVIX METOA0B OLEHKN.

1.2 Hactoawwuii cTaHfapT He MOXeT OblTb MNPUMEHEH NpU OLEHKe WM aHann3e BUPYCHOWA
KOHTaMuHaUMM WA MUKPOOMOIOTMYECKOr0 KOHTPONA cpefbl, B KOTOPOW NPOU3BOAATCA MefUUMHCKMe
nsgenuvs.

MpumeuvuaHne — CneayeT yuynTblBaTb CTaHAapTbl Mo cuctemMam kayectBa (ISO 9001 u ISO
9002), KoTopble NpeaycMaTpuUBarOT KOHTPO/Ib BCEX CTaAUii NPOU3BOACTBA, BKIKOYAs NMPOLECC CTEPUIM3ALMN.
B HacTosilem cTaHgapTe He u3naraetcsa CUCTeMa KOHTPOSS kayecTBa B MNPOU3BOACTBE, HO B TeKCTe
npuBefeHbl CCbISIKM Ha HEKOTOPbIE 3/IEMEHTbI TaKOi CUCTEMBI.

2 HopmaTuBHbIE CCbIMKM

B HacTosem cTaHgapTe NpuBeAeHbl CCbIIKM Ha cneayolme cTaHaapThbl:

ISO 11134:1994 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterization {CTepunu3auma MeguUMHCKOW npoaykuun. TpeboBaHWs K Banvjauun u
TeKyLieMy KOHTPO/0. MPOMbILLIEHHAsA CTEPUNN3ALMSA BNAXHLIM TEMN0M)

ISO 11135:1994 Medical devices - Validation and routine control of ethylene oxide sterilization
(MepuumHckue nsgenus. Mposepka AOCTOBEPHOCTU M TEKYLUNI KOHTPOIb CTEPUM3ALMUN OKCUAOM 3TUEHA)

ISO 11137:1995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (Ctepunusauma MeguUMHCKON npoaykuun. TpeboBaHWs K Banupauuv n Tekylemy
KOHTpOnio. PagnaumoHHas ctepunnsauyms)

ISO 11138-2:1994 Sterilization of health care products. Biological indicators. Part 2. Biological
indicators for ethylene oxide sterilization (CTtepunusauma meguuUMHCKOW npoaykumu. Buonoruueckue
nHaukaTopbl. YacTb 2. Bruonornueckne NHAVKATOPbI ANA CTepPUIM3aLumn OKCMA0M aTUNeHa)

ISO 9001:1994 Quality systems - Model for quality assurance in design, development, production,
installation and servicing (Cuctembl kayecTBa. Mogenb Ansa obecnevyeHus kadyecTBa npu NPOeKTUPOBaHUN,
pa3paboTke, NPOM3BOACTBE, MOHTaXe 1 06CNYXNBaHNN)

ISO 9002:1994 Quality systems - Model for quality assurance in production, installation and servicing
(CucTembl kayecTBa. Mogenb gna obecneyeHns kavyectsa Npu NPov3BOACTBE, MOHTaXe W 06CYXUBAHUN)

3 OnpepgeneHunsa

B HacTOfllem cTaHAapTe  MCMNO/Mb30BaHbl  Crlefyloune TEepMUHbl C  COOTBETCTBYHOLMMU
onpeaeneHnaMu:

31 6uoHarpyska (bioburden): T[onynsuma >XM3HECNOCOOHbLIX MWKPOOPraHW3MOB B  CbIpbe,
mMartepuanax, KOHEYHOM NpPoAyKTe YW B ynakoBkKe.

N3paHue oduumanbHoe
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3.2 oueHka O6uoHarpysku (bioburden estimate): BenuumHa, KOTOpPYyl OLEHMBAKT MO uucny
MUKpPOOPraHn3MoB, NpeacTaBasoWwmx 6uoHarpysky, nytem nogcuyera >XU3HECNOCOOHbIX MUKPOOPraHW3MoB
UIn NpeacTepuIM3auoHHOro Ynucna, ¢ y4eToM KOPPeKTUpytoLero koadduueHTa, yumTbiBaoLWero cteneHb
n3BfIEYEHNS.

3.3 knaccudukauma (characterization): [lMpouecc o06beAVHEHUS MUKPOOPraHM3MOB B LUMPOKME
kateropuu.

_ MpumevaHne — Kareropu MOryT 6biITb OCHOBaHbI, HArpUMep, Ha MOPCOO/IONAM KOSIOHWA Wn KIETOK,
CBOVICTBax OKpaLLMBATLCSA KPACUTENIMN W APYTUX XapaKTEPUCTUKaX.

3.4 KoppekTupywLwWwmnii  koadpcpuumeHT  (correction  factor):  UucneHHbld KO3 PULUEHT,
NPUMEHSAEMbIVi K YWUC/Y XM3HECMNOCOOHbIX YacTul, WU NpeAcTepunn3auMoHHOMY YWUC/Y, YUWUTbIBAIOLLWIA
HenosiHoe M3B/ieYeHre MUKPOOPraHN3MOB U3 NPoAYyKTa NpW onpegeneHny oLeHKN GuoHarpysku.

3.5 ycnoBus KynbTuBMpoBaHusa (culture conditions): YcTaHOBNEeHHOe co4yeTaHue YC/I0BUIA,
BKNIOYalOLEee nuTaTenbHyl0 cpedy, BpemMs W TemnepaTtypy WHKy6auuu [As YCKOpeHWs pocta U
pa3mMHOXEeHUs MUKPOOPraHM3MOB.

3.6 megumuunHckoe usgenue: WHCTpyMeHT, anmapaT, npucnocobsieHne, matepuas, WCNosib3yemble
OTAENbHO WAN C APYTMMU W3AEeNUSMU, HeOOXOAMMbIM NPOrpamMMHbIM o6ecneveHnem, npegHasHayeHHble
Ana nogei B Lensx:

- [MarHoCTUKW, NPOhMNakTUKN, HAGMIOAEHNS, IeYEeHNS UK 061eryeHns 60ne3Hu:

- [MarHocTukn, HabnoAeHus, neyeHus, o6MeryeHMs WAM  KOMMeHcauuu npu  TpaBmax Wamn
VHBaNNLHOCTU:

- uccnefoBaHns, 3ameLLeHns AN N3MEHeHUS aHaToMUKN UM prU3nonorMyeckoro npoLecca,

- KOHTpOAA 3ayatus.

OCHOBHOE [eiiCTBMe KOTOPbIX CHapyXu WA BHYTPW Tena YenoBeka AocTuraetca 6e3 v3MeHeHus
dhapmakonornyecknx, MMMYyHOSIOTMYECKUX MU MeTabonnyecknx CpescTs, HO KOTOPOE MOXET NPUMEHATLCS
COBMECTHO C HUMMW.

3.7 npepctepunusaunoHHoe uywucno (presterilization count): KonuuectBo KM3HECMOCOGHbLIX
MWKPOOPraHn3moB, 06HapyXXeHHoe nepeg ctepunmsaumei.

3.8 npogykumsa (npoaykt) (product): Obuwee noHATME AN 0603HAYEHUST CbIPbs, MPOMEXYTOUHbIX
NPOAYKTOB 1 FOTOBbIX MEeAMULMHCKAX U3Lenuii.

3.9 adhdpekTuBHOCTL M3BNeveHunsa (recovery efficiency): Mepa cnocO6HOCTU KOHKPETHOW METOAMKM
n3BneKkaTb MUKPOOPraH3Mbl U3 NpoayKTa.

3.10 peBanupauua (revalidation): Komnnekc AOKYMEHTMPOBAHHbLIX Npoueayp 4719 NOATBEPXAEHMUSA
paHee NpOBeAEHHOWN BaMaaLlmu.

3.11 yacTb npoAykuumn ana ucnelTaHuna — UMK (sample item portion — SIP): OnpegeneHHas
4yacTb enHNLbI MeANLMHCKOM NPOAYKLUW, NCNob3yemas Npu UCNbITaHNUAX.

3.12 sanupauus (validation): [lokymeHTMpoBaHHas npouegypa nosyyeHus, 3anucu u 06bACHEHUA
pe3ynbTaToB, Heobxogumas A8 NOATBEPXAEHUS TOro, 4YTO MNPOLEcC HEeW3MEHHO AaeT NpoAyKUMio,
COOTBETCTBYIOLLYIO NpefBapuTenibHO onpeseneHHbIM TpeboBaHnsAM;

MpumeyaHne — BanMgaums MeTOAMKM OLEHKW GUOHArpysky 3aKkiioyaeTcs B CepumM WccnefoBaHwid ans
onpegeneHust 3dheKTVBHOCTY 1 BOCMIPOU3BOAVIMOCTY METOAA UCTIbITAHWIA.

3.13 yncno XuBbIX MuKpoopraHn3moB (viable count): KonnuyectBO  MWKPOOPraHW3MOB,

onpepgensemMmoe no pocty ANCKPETHbIX KOJTOHWIA npy yCTaHOB/IEHHbIX YCNOBUAX KY/IbTUBMPOBAHUA.
MpunmevyaHne — [AUCKpeTHaAA KOTOHUA Heobs3aTe/lbHO npPoOnCXoanT 13 O4HOI0 XXNBOro MUKpOOopraHnusma.

4 O6bwme NnonoxeHus

4.1 NlokymeHTaumsa

4.1.1 [o/MmKHbl NPUMEHATLCA METOAUKN LOKYMEHTUPOBAHWA W MHCTPYKLUW NO TEXHWKE WCNbITaHwui,
npefHasHavyeHHble ANA paboTbl U 06GCAYXMBAHMSA COOTBETCTBYHOLLEro 060pyAOBaHWA. OTU METOAUKN U
WHCTPYKUUK Mocsie UX paspaboTku AO/MKHbI 6bITh YTBEPXAEHbI U KOHTponuposaTbesa no SO 9001.

4.1.2 Cnepyet obecneuntb adhhekTMBHOE BHEApeHWe npoueayp W VHCTPYKUUiA, NpesycMOTPEHHbIX
HacToALWMM CTaHA4aPTOM.

4.1.3 PacueTbl 1 AaHHble A0/KHbI 6bITb NPOBEPEHbI COOTBETCTBYHOLNM 06pa3om.

MpumeyaHne — [pn pacyeTax C UCMOMb30BAHMEM 3MEKTPOHHON TEXHWKW NporpamMmHoe obecrnevyeHvie
[0/MKHO BbITb BANIMAVPOBAHO Mepes UCMob30BaHNEM, Y MPOTOKO/bI 3TOW BaMAaLMW [OMKHbI ObITb COXPaHEHbI.
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41.4 MpOTOKONbI  HayabHbIX WCMbITAHWIA, pacyeTbl, MNOJYyYEHHble AaHHble W 3akNiuUTesIbHble
NPOTOKONbI  AO/KHbI  COXPaHATLCA, Kak npefycMotpeHo B ISO 9001. lMpoTOKOMblI AO/KHBI BKAOYaTh
[laHHble 0 nepcoHase, yyacTsoBaslleM B 0T60pe Npob, NoAroToBUTENbHLIX paboTax 1 UCNbITaHWUW.

4.2 TepcoHan

4.2.1 OTBETCTBEHHOCTb 3a OLEHKYy OuoHarpyskm [fo/mkHa ObiTb BO3/10XKEHA Ha chneuuanbHbIii
nepcoHan, kak npegycmorpeHo SO 9001.

4.2.2 MeToauKky NOATOTOBKM MepcoHana Ao/MKHbl ObiTh yka3aHbl B COOTBETCTBYHOLLEN AOKYMEHTaunu.
[omkHbl 6bITb OChOpMIEHbI MPOTOKO/bLI @TTecTauun, 06y4eHns 1 OLEeHKV 3HaHWii nepcoHana.

4.3 O6opygoBaHue

4.3.1 [lonkHbl OblTb MOATOTOB/IEHLI BCE eAMHMULbI 060pyAoBaHUs UM Npubopos, Heobxoaumble AN
UCNbITAHWIA U BbINO/THEHNA V3MEPEHWIA.

4.3.2 ObopygoBaHue, KoTopoe TpebyeT M/1aHOBOrO TEXHUYECKOTO  OGCNYXMBaHWUA, [O/HKHO
06CnyxnBaTbCA B COOTBETCTBMM C [OKYMEHTUPOBAHHLIMWU WHCTPYKUMAMKU. [IpOTOKOMblI 06CAYXMUBAHUA
[OMKHBI BbITb COXPAHEHBI.

4.3.3 JomkHa 6bITb NpeAycMoTpeHa 3hdekTnBHAsA, JOKYMEHTMPOBaAHHAA 1 06CyXMBaemas cuctema
ANA KanubpoBku BCeX NPUBOPOB, NpefHasHavyeHHbIX 418 U3MepeHnsa 1 KOHTPoNsA. 3Ta cucteMa KambpoBku
[osmkHa cooTBeTcTBOBaTh 1ISO 9001.

4.4 TluTaTtenbHble cpeabl U matepuanbl

[omkHbl ObITb NPefycCMOTPEHbl W AOKYMEHTUPOBaHbl METOAbl MPUrOTOB/IEHUS U CTepuausauun
mMaTepuasnos, UCMO/b3YEMbIX MPU OLLEHKE BUOHArpy3ku, BKIOYas COOTBETCTBYIOLLNE TECTbI KavyecTBa.

MpumeyaHue — COOTBETCTBYHLLME TECTbI KAYECTBA AOMKHbI BK/IHOUYATL TECTbI POCTOBLIX CBOWCTB CEpyii
nuTaTenNbHbLIX cpes, (Kakaoi cepumn nutaTesnbHoN cpesb).

5 OT60p eanHNL NPOAYKLUN

51 OT60p eAnHULbI NPOAYKLMN

MeToavkn oT6opa M 06paboTKM NPOAYKLUW ANA UCMbITAHWA AOMKHBI 0b6ecneyunBaTb YBEPEHHOCTb B
TOM, YTO MPOAYKT ABNAETCA NpeAcTaBUTe IbHbIM A1 NPOBEAEHNS TEKYLLEero KOHTPO/IA.

5.2 YacTb npoaykuuu gna ucneitanusa (Un)

Ecnu yacTb npoaykuuu, Mcnonb3yemoin npu ucnbitanmsax (UMW), medblue ofHOW MOMHOW eaMHUUbI
nNpoAyKuuW, mnpefHasHAYeHHOW [ONnA  MPYMEeHeHWs, HyXHO obecneynTb MpeAcTaBuUTe/IbHOE 4MCco
MUKPOOPraHn3MoB, XapakTepusylwmux OuoHarpysky Bcero npogykta. Ecnau yctaHoBneHo, u4To
MUKpOOpraHu3mMbl pacnpefesneHbl B NpoAyKuun paBHOMEpPHO, TO npoba [o/kHa 6biTb B3ATa U3 OAHOro
no6oro mecta. lMpyn OTCYTCTBUM TakoW yBEPEHHOCTU npoba fo/mKHAa ObiTb B3ATa W3 HECKOSIbKUX TOYeK
06pasuoB NPoAyKLuu.

MpumevaHune — CraHgapTbl, cogepxalume TpeboBaHVs K Ba/MdaLMM 1 TekyLleMy KOHTPO/IO npoLiecca
cTepunm3saLmm, AO/MKHbI onpeaensTb kputepun ageksatHocT Ul

6 Bbi6bop meToLOB

6.1 Ecnu BbigeneHne >XU3HecnocoOHbIX MWKPOOPraHM3MOB SBASETCA 4acTbld METOAO0B aHaimsa
npoaykTa, To hakTopbl, BAXAIOWME HA 3PHEKTUBHOCTL 3TOr0 BbIAENEHUS, [O/MKHbI ObiTb PACCMOTPEHBI 1
NPOTOKOMPOBaHbI. K 3TuM hakTopam OTHOCATCS:

a) CNoCO6HOCTb BblAE/IeHNA MUKPOOHOWM KOHTamuHauum;

b) BEPOATHbIA BUA (BUABI) 3arpA3HAOLMX MUKPOOPraHN3MOB U UX PacnosioKeHNe Ha NPoAyKTe;

C) BO3felicTBME MeTOoAa BblAeNIEHNS Ha XU3HECNOCOOHOCTb MUKPOGHON KOHTaMMHaLuu;

d) domsmyeckyo nnn XMmMn4Yeckyo npupoay npoaykTa, nogsexallero TeCTUPoBaHuio.

6.2 Ecnu dmsmuyeckas uam xvmuuyeckass Nnpupoda UChbITyeMoi npogykuumn (6.1 d) TakoBa, YTO npwu
3TOM MOryT BbIENATLCA BeLLeCTBa, OKa3blBalolme BpeAHOe B/IUSAHWE HA YACIO WKW BUAbI onpegensemMblX
MUKPOOPraHM3MoB, [O/DKHA MCMOMb30BaTbCA CcUCTeMa HelTpanusauuu, yganeHus wnu, ecnum Takoe
HEBO3MOXHO, MWHVAMU3ALMU Takoro BPeAHOro BANAHMA. ShdeKTUBHOCTb KaXAol CUCTEMbI AO/KHA ObiTb
nokasaHa.

MpumMeyaHue — B npunoxeHu B npuBeseHbl MeTOAp!, KOTOpbIE MOTYT 6bITh UCMO/Bb30BaHb! A5 OLEHKM
Bble/IeHNs GAaKTEPULIMAHBIX UK GAKTEPUOCTATUYECKMX BELLECTB.

6.3 YCnoBusi KyNbTUBUPOBAHWS [OSKHbI GbiThb BblGpaHbl NOC/E PACCMOTPEHUS BULOB OXUAAEMbIX
MWKPOOPraHM3mMoB. Pe3y/nbTaTbl Takoro aHaiusa W OCHOBAHHbIE Ha HEeM BblBOAbl LO/KHbI  6bITh
ZOKYyMEHTUPOBAHbI.

6.4 BbiGpaHHble MeToAbl AO/MKHbI 6bITh BASIMAMPOBAHLI B COOTBETCTBUM C Pa3fesiom 7.



FOCT ISO 11737-1— 2012

7 Banunpauuna metonos

7.1 Kaxpgas npouefypa Banuaunm oLeHKU 6roHarpyskm Ao/mkHa ObiTb JOKYMEHTMPOBAHA.

7.2 Tpoueaypbl Banngauunn BkIOYalT B ce6s:

a) OLleHKYy afleKBaTHOCTUM MeTO[O0B BblAeNeHNss MUKPOOPraHM3mMoB W3 MpoAyKUMM, ecnu Takoe
BbleNleHne SABNAETCHA YacTblo 3TUX METOAOB;

b) OUEHKy afeKBaTHOCTM MeTOAO0B OnpefenieHns yucna BblAeNseMblX MUKPOOPraHM3MoB, BK/OYas
MeToAbl NogcyeTa MUKPOOPraHU3MOB U YCNOBUIA KyNIbTUBUPOBaHUS, 1

c) onpefenexnve 3adEKTVBHOCTM MeToAa OTbopa C Y4eTOM PacCUYATAHHOIrO KOPPEKTUpYHoLero
KoahpuumeHTa.

MpumeyaHne — BnpuioxeHun B npuBefeHo PyKOBOACTBO MO Ba/MAALMN METOA0B OLIEHKN GUOHarpy3Ku.

7.3 Nlo6oe n3MeHeHNe NPUMEHSIEMOro MeTofa NOAMEXNT aHa/n3y, KOTOPbI AO/IKEH BKIHOYATD!

a) OLeHKY U3MEHEHUS;

b) onpegeneHne aPEKTUBHOCTY BbleNIEHNA MUKPOOPraHN3MOB paccMaTpMBaeMbIM METOLOM.

MpuMmeuaHne — OueHKa N3MEHEHMSI MOXET O3HauaTb, YTO NpeAbiayllas BaMaauma U 3EKTVBHOCTb
BbISIB/IEHNISI [0 CVX NOP AeliCTBUTE TbHBI.

7.4 Banuaaums u nio6ble faHHble Nocneaytollel peBanuaalmm fomkHbI NepuoaNiecky paccMaTpuBaThbCs,
06beM peBaMAaUMN AO/KEH ONPEAesnsaTbCA U AOKYMEHTMpPOBaThCs. Mpoueaypbl PacCMOTPEHUs Ba/maaumn u
peBanMAaLIMmM [OMKHbI JOKYMEHTAPOBATLCS, 1 MPOTOKO/Ibl PEBA/IMAALAN A0/MKHBI COXPAHSTLCS.

OTueT 0 peBanUgaLuM NOANMCHIBAIOT T€ Xe ua (opraHnsayum), KoTopble roTOBUIM, paccMaTpuBasm
¥ NPUHUMA/IN OTYET O NepBUYHOI Banuagauum.

8 WNcnonb3oBaHWe METOLOB OLEHKMN

8.1 MpepacTepunn3aunoHHble YUCIa AO0/KHbI ONpefensAiTbcsa B COOTBETCTBUM C [AOKYMEHTMPOBAHHbIM
nnaHom(amu) oT6opa Npob ¢ onpeaeneHHbIMY YacToTo oT6opa U 06BEMOM Npo6.

8.2 EC/M KOHTaMWUHaHTbl. KOTOpble 06bIYHO HE BCTPeYalTCs, Bblge/ieHbl BO BpeMs onpegeneHus
npeacTepuUIN3aLoHHbIX YnCes, TO OHU AO0/KHbI ObiTb OXapakTepu3oBaHbl. BAnsaHme Takux KOHTaAMWHAHTOB
Ha npoLecc NpPoM3BOACTBA JO/MKHO 6bITb PACCMOTPEHO M AOKYMEHTUPOBAHO.

8.3 [lonycTumble npeaesbl 4151 KaXA0ro NpeicTepUnn3aLMoHHOr0o Yucaa Uan oLeHKU BUoHarpyskm fOMKHbI
yCTaHaB/MBaTbCA Ha OCHOBE NpeAblaylwyX JaHHbIX W AOKYMEHTMpOBaTbCcA. Ecnn 3T npegenbl NpeBbilleHbl,
cnepyeT NpuHMMaTh KoppekTupytowme geinctems no ISO 9001. YcTaHOBMEHHbIE Npeaesb! 4OMKHbI OULNATIbHO
nepecmMaTpuBaTbCa Yepes onpeesieHHble UHTEPBasIbl BPEMEHMN W. €CIM HEOBX0ANMO, UCMPaBAATLCS.

8.4 Crartuctnyeckme MeTofbl, NpUMeEHseMble ANA onpejeneHns obbema npobbl, yactota oTbopa
npo6 n/wunn gonycTumble npegensl [0/MKHbI cooTBeTCTBOBaThL 1ISO 9001.

8.5 Ecnu gna onpefeneHns pexuma npouecca cTepuasauuy UCnonb3yT npeacTepunnsaunoHHbie
yncna (ecnm TONbKo TpeboBaHWMA CcTaHjapTa No BaJvjauMu 4YacTHOrO mnpouecca CTepuansauum He
npegycmaTtpuBaloT VHOro), TO:

a) KoppeKkTUpylLWwmii ko3dhMUMEHT, OCHOBAaHHbIN Ha 3ghdpekTMBHOCTM OTOOpa, OnpefensioT BO Bpems
Banmpaummn (7.2) n NCNonb3yrT Npy pacyeTe NPeacTepPUIM3auMoHHOTO Yucna Ans OLeHKW GMoHarpyskv Ao Toro,
Kak byaeT onpefeneH pexwm crepunmsaumm;

b) Pe3NCTEHTHOCTb MWKPOOPraHN3MOB, COCTaB/AOLWMX MONYyALUID MPUCYTCTBYIOWMX B NPOAYKTe
MWKPOOPraHW3mMoB, J0/DKHA ObiTb NPUHATA BO BHUMaHWE Npu onpegeneHnmn pexmuma o6paboTku.

MpumeyaHne — [Ipu UCMOML30BAHUN MVKPOBUOMOMMYECKUX AAHHbIX [/151 ONpesesieHns CTepun3ytoLLei

[o3bl pagvaumy (npunoxeHne B. 1ISO 11137 mn ISO/TR 13409 [4]) npeacTepunv3auMoHHOE YMCIO MOXET ObiTb
UCMO/b30BAHO /15 BbIGOPA KOHTPO/TbHBIX U1 CTEPUM3YIOLLWX [03.

8.6 MMpu ncnonb3osaHUy GUoHarpy3ku A8 onpejesieHnsa pexnmMa npouecca crepuamsaumm:

a) AO/MKHO ObiTb PacCMOTPEHO B/MSHWE €€ Ha HafeXHOCTb CTePUIbHOCTW, €CNW MNpUHATbIe npegesb
npeBbILWEHbI, U

b) XapaxkTepucTMka KOHTAMMHAHTOB. KOTOpble OObLIYHO He BCTPeyaloTCs, [O/MKHA BK/IOYATb  OLIEHKY
PE3UCTEHTHOCTM 3TUX KOHTAMUHAHTOB K Mpoueccy cTepunmsaumn. Ans HafexHOCTU CTepUsIbHOCTN AO/MKHbI ObITb
OLEeHeHbl MOCNeACTBUA NPUCYTCTBMS B MPOAYKUMU KOHTaMWHAHTOB BbICOKOW PE3WNCTEHTHOCTM K Mpoueccy
cTepumsaumu.

Bce 371 faHHbIe fO/MKHbI ObITb JOKYMEHTUPOBaHbI M YUYTeHbI NPy OnpeaesieHnn KOPPEKTUPYIOLWWX AeCTBUA. 3Tn
KOPPEKTVPYHOLLME AENCTBUSA AO/MKHBI ObITb NPOBEAEHbI B cOOTBETCTBUM C 1SO 9001.

M3meHeHVst npofyKumn wunm npoLeccoB A0/MKHbI ObITb OMLMAIBHO PacCMOTPEHb! C MO3WLMN BEPOSTHBIX
U3MeHeHuli GroHarpyskm (cm. Taioke 8.3). PesynbTaTbl pacCMOTPEeHWst [O/MKHbI ObITb [AOKYMEHTVPOBaHbI. [pu
M3MeHeHUM GroHarpysku A0/MKHa ObITb NPOBEAEHA ee CreLmaibHasn oLeHKa A/1s onpeeneHns adhdiekTa 3MeHeHuiA.

4
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MpunoxeHune A
(cnpaBouHoe)

MeToAbl OLEHKN MonysiuMM MUKPOOPTaHU3MOB HA NPOAYKLMUK

A.1 BBepgeHune

3TO MpWIOXeHNe COAEePXWUT PYKOBOACTBO MO peanu3auun TpebOBaHW HaACTOSALWeEro craHaapTa,
CNYXUT ANS NyYLIero NoHMMaHus 3TuX TpeboBaHuiA, BHOCUT ACHOCTb B BaXKHble BOMPOCHI, KOTOPbIM cregyeT
yAEenuTb BHUMaHWe, HO He SBNAETCA McUHeprbiBatoLLMM.

MoryT ObITb WCNOMb30BaHbl ApPYyrMe MeToAbl, HO 3(PAPEKTUBHOCTL WX [AO/HKHA COOTBETCTBOBATb
TpeboBaHNsAM HacTosLwero ctaHjapTa.

A.2 O6wme nonoxeHuns

[ns Toro u4to6bl faHHble, MOMlyYeHHble Mpu OueHke 6GuoHarpysku, OblIn  HafEXHbIMU  ©
BOCMPOMN3BOANMBIMU, BaXKHO, 4TOObl 3TM OLEHKW NPOBOAWIUCL B  KOHTPONUPYEMbIX YCNOBUSAX.
NabopaTopHble yCTaHOBKW, WCMNOMIb3yeMble A1 MNOJIyYEeHUS] OLEeHOK KaK y W3roTOBUTENA MegULMHCKUX
vwsgenuii, Tak W B APYrOM MecTe, [AO/KHbl 06CNyxuMBaTbCcA W paboTaTb B COOTBETCTBUM C
[OKYMEHTUPOBaHHOWM CUCTEMOW KayecTsa.

Ecnn 6uoHarpysky oueHuBalT B nabopaTopuum noj PYKOBOACTBOM W3rOTOBUTENS MeAULMHCKMX
usgenuii, To B nabopatopum Ao/mkHa ObiTb BBEAEHA cuUCTEMa kayecTBa, AeNCTBYOW A Yy W3roTOBUTENS.
Ecnu ncnonb3yloT BHELWHO nabopatopuio, TO pekomeHayeTcs ee oduunanbHO cepTuduumposaTtb no
COOTBEeTCTBYOLWEMY AOKYMeHTY ISO (Hanpumep. ISO/IEC, Guide 25).

Nobaa nabopatopmsa [O/MKHA OpraHnM3oBaTtb CAyX0Oy kayecTsa, YTO AO/HKHO 6biTb KBANINMULMPOBAHO
Kak nonuTuka kayectsa. MosIHOMOUNSA N OTBETCTBEHHOCTb BHYTpW nadopatopun Ao/kHbI 6biTb oduLmanibHO
YyCTaHOBMIEHbl U AOKYMEHTUpOBaHbl. OnpefenieHHoe NULO0 [O/MKHO ObiTb Ha3Ha4YeHO OTBETCTBEHHbIM 3a
pa3paboTKy cucTeMbl kayecTBa /1abopaTtopun 1 [O/HKHO MMEeTb AOCTaTOYHbIE MOSIHOMOYUS AN BHEAPEeHUs
3TOli CUCTEMbI.

Pabota nabopatopun fo/mkHa OblTb NpeAMeTOM perysisipHOro BHYTpPeHHero ayauTa. PesynbraTtbl
ayauTa [0/MKHbI JOKYMEHTUPOBATLCS Y paccMaTpuBaTbCca PyKOBOACTBOM nabopatopuu.

ISO/IEC Guide 25 [1] gaeT OCHOBHble MPUHLMMNbI CUCTEMbI kavyecTBa B nabopaTtopuun. Cneundmyeckme
TpeboBaHMA K cucTemam KadyecTBa A/1S U3roToBuTenelt MeguUUHCKUX U3fenuii faHel B cTaHgaptax 1SO
13485 [5] n ISO 13488 [6].

A.3 ObopypoBaHue u matepuansl

A.3.1 O6opypoBaHMe 3/IEKTPOHHON 06paboTKMN AaHHbIX

KoMnbloTepbl MOTYT UCMONb30BaTbCA B NabopaTopusax A8 NpsAMoro n Henpsamoro c6opa, 06paboTku
n/vnn xpaHeHus gaHHbix. O6opygoBaHWe n nporpammMHoe obecrneyeHue, UCNOfb3yemMoe AN 3TUX Lenewn,
[OMKHO HAX04MTLCA MOA KOHTPONIEM.

Wcnonb3yemas komnbloTepHas cuctema, Bk4Yas 060pyAoBaHMe M nporpammHoe obecneyeHue,
OO/MKHA  OblTb  MAEeHTUMUMpPOBaHa, W NO6Gble  U3MEHEeHWs, Kacawwumecs UuX, [O/KHbl  ObiTb
[OKYMEHTMPOBaHbl U COOTBETCTBYIOLLMM 06pa3oM YyTBEPXKAEHbI.

[lna nporpammHoro o6ecneyeHnss HE06X0A4MMO UMETb CeAYOLY0 AOKYMEHTaUuo:

- npuknagHble Nporpammbl, UICNOMb3yeMble B KOMNbIOTEPHOW CUCTEME:

- onepauvoHHble NPorpammbl:

- MCNoJib3yeMmble MacCuBbl faHHbIX.

Bce nporpammHoe obecneyeHne AO/MKHO KOHTPOAMPOBaTLCA Ha NpegmeT NPUrogHOCTU [0 Havana ero
MCNO/Ib30BaHUSA.

Ecnn  komnbloTepHoe nporpaMMHoe ob6ecneyeHne pas3paboTaHo Ha MecTe, [O/DKHbl  6blTb
npefycMOTpeHbI creayloLwmne npoueypbl, rapaHTupyloLme:

- COXPaHHOCTb AOKYMEHTaUuW, BKIOYass CUCTEMY NMPOorpaMmMUpoBaHuns;

- COXPaHHOCTb MPOTOKO/IOB KOHTPONS NMPUrOAHOCTY;

- [OKYMeHTMpOBaHWe U3MEHEeHWs nporpamm:

- [OKYMEHTMpOBaHWe W3MEHEHWn B 060pyAoBaHuM W oduuuanbHylo NpPoBEpKYy nepen Hadyasnom
1CNOJIb30BaHNA.

OTOT KOHTPO/b AO/DKEH TaKKe NPUMEHATLCA K /II060MY U3MEHEHHOMY WM U3TOTOBIEHHOMY Ha 3akas
nakeTy NporpaMMHOro obecnevyeHus.

Heobxoanmo npegycMoTpeTb npoueaypbl onpefeneHns n npefoTBpalleHns HecaHKLMOHMPOBAHHOMO
N3MEHEHUsI NPOrpamMMHOro obecneyeHus.

MporpammHoe ob6ecneyeHne, KOTOPOE OpraHusyeT, knaccuduuupyeT W npepActaBnseT AaHHble 4NA
CTaTUCTUYECKUX WKW OPYrUX mMaTteMaTuyeckux npouenyp, obpabatbiBaeT Wan aHanusnpyeT 3/1EeKTPOHHbIE
coxpaHsieMble fAaHHble, [AO/DKHO MNO3BOMATH BOCCTaHaBAMBaTb WCXOfHble BXOAHble [AaHHble. MoryT

5



FOCT ISO 11737-1— 2012

noTpe6oBaTbCA CcrneuuanbHble NpPoLeaypbl apXMBUMPOBaHWA KOMMNbIOTEPHbIX AaHHbIX, W 3TU Npoueaypbl
LOJDKHBI BbITb fOKYMEHTMPOBAHbI.

A.3.2 TabopatopHoe ob6opyaoBaHue

JlomkHa 6bITb NpegycMoTpeHa cuctemMa onpefesnieHns TpeboBaHnin TEXHUYECKOro o6cayxmBaHua ans
Kaxzoi yactn nabopaTtopHoro o6opyoBaHus.

O6opyaoBaHue, He TpebyloLee KaIMBPOBKY, AOMKHO OblTb YETKO yKa3aHo.

Nio6oe o6opyAoBaHWe WA ero YacTu, KOHTaKTMpYyoLmMe ¢ MPOAYKTOM BO BPEMS UCMbITAHWUA, SMI0EHT
(CMbIBHasA XMAKOCTb), MUTaTesbHblE cpeAbl U T.4. [O/MKHbI OblTb CTEPUIbHLIMU.

A.3.3 Mukpobuonornyeckne nutatesibHble cpefbl

Mpu NpUroToBeHNM BCEX MUKPOOMOMOrMYECKUX Cpef, U 3/IEHTOB. WUCMO/b3yeMblX AN yAaneHus
MWKPOOPraHM3MoB W3 NPoAykTa, Ao/HkHa 6biTb 06ecneyeHa nx CTePUIbHOCTD.

[JomkHa OblITb NokKasaHa CNOCOGHOCTb  MWKPOOMOMOrMYEcKol cpedbl NogdepXuBaTb  PoOCT
MUKpOOpraHn3moB. O6bIYHO 3TO JOCTUraeTCa NPUMMEHEHMEM TecTa pocTa ANS KaxAolh cepun nutaTenbHoil
cpefibl C UCNoNb30BaHWeM Manoro konunyectsa (Mexay 10 n 100 koN10HNMeo6pasyoLnx eAnHULL) BblOpaHHbIX
MWKPOOPraHM3mMoB. TecTbl NOALEPXKA POCTOBbIX CBOWCTB O06bIYHO MpuBeAeHbl B hapmakonesx,
yKasblBaloLMX, Kakve MUKPOOPraHnu3Mbl MOTYT cuuTaTbCA NOAXOAALLUMMU.

A.4 Bbi6op meTo40B

A.4.1 O6wme NoNoXeHNs

MocnefoBaTe/lbHOCTb OCHOBHbIX 3TanoOB METOL0B OLEHKM MWUKPOOMOMOrMYECKO KOHTaMuHaLum
cnepyrouwas:

BbIEOP MPOBbI
CIOP OBPA3LIOB 151 UCMbITAHWI

NEPEJAYA 1 UCTMbITAHWUI B IABOPATOPUIO

OBPABOTKA {ecm>k06Ba1MO)

MOCE3 B NMNTATE/IbHYIO CPELQY

WHKYBVWPOBAHUE

NOACYET U XAPAKTEPUCTUKA (cak na kg oii)

WHTEPMPETALUVA OAHHBIX

Jlnuo, oTBEeTCTBEHHOE 3a NpPOBeAeHWe Takoi npoueaypbl, AOHKHO UMETb HeobXoAauMmble 3HaHWSA O
Cbipbe, MaTepuanax, nNpovu3BOACTBEHHON cpefie, nNpouecce NpPou3BOACTBA U CBONCTBAX NPOAYKLUMMW, YTOObI
BbIOpATb COOTBETCTBYOLME METOAbI OLEHKM A/18 KaXA0ro 13 3Tux 3Tanos.

OTBeTCTBEHHOE NNLO [AO/DKHO MNpUMHMMaTb B pacyeT OCOOEHHOCTb CcuTyauuu, peluas BOMPOCHI
nepuoanyHocT oT6opa npob, BbiGOpa BuAa NUTATENbHOW cpefbl U YCNOBUIA KyNbTUBMPOBAHUSA, a Takke
ONVTENbHOCTb MPOBEAEHNA pacyeTa u Banugauvun. JJokymeHTpoBaHue aTnX hakTopoB U 060CHOBaHWIA AN
NPUHATUA pelleHnii cnocobCTBYeT nocnefoBaTe/IlbHOMY PACCMOTPEHUI0 METOAYK.

Ecnn oueHeHHas 6uoHarpyska npegHasHayeHa A1 HENnocpefCTBEHHOro onpeAesieHns YCroBwuii
cTepunvsayuu, To B NpOrpamMmmy OLEHKM 6UoHarpy3km Heo6X0ANMO BKIHOUYNTL YNaKOBOUYHbIE MaTepuasbl.

B npeane 6noHarpyska fo/mxHa cucteMaTuyecku oueHnBaTbes 415 KaXAoro suga npogykummn. OgHako
yunTbiBas pasHoobpasve Npou3BOAVMOW MPOAYKUMU (4acTo B ManbiX cepusx), 3TO0 He Bcerga 6biBaeT
onpasfaHHbIM. B aTux o6CcTOATENbCTBAX BUALI NPOAYKLMN MOTYT ObiTh CIPYNNMPOBaHbl HA OCHOBE TUMOBOW
NpoAyKUMN, 3KBUBASIEHTHOW NPOU3BOACTBEHHON cpefdbl W WCNOMb3YeMOro Cbipbsi. Pa3ymHoe oTHeceHue
npoAaykuMn K Takum  rpynnam  AO/DKHO  ObiTb  AOKYMEHTMPOBAHO W  [O/HKHO  obecneynBatb
penpe3eHTaTMBHOCTb JaHHbIX, 060CHOBbIBAOLMX FPYNNMPOBKY NPOAYKLUN.

A.4.2 3nemeHTbl OLEHKN BUoHarpysku

A.4.2.1 Obuwme nonoxexHus

MeToabl oT6éopa u 06paboTkM NPo6 AO0/KHbI OblTb TakMMW, UYTOObI WCKIUUTL HENpeBULEHHYH0
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KOHTaMVHaUMIo U 3HauynMTeNnbHOE W3MEHeHWe KonuyecTBa W BuAa MUKPOOPraHW3moB B npobe. Cuctema
oT6opa npob Ao/MKHA MO3BOMIATH MPOBOAWUTL NOc/efoBaTeslbHOe CpaBHEHWe NepuoJoB BpeMeHu oTbopa
npoo.

OO6bIYHO MUKPOOPraHN3Mbl MEPEHOCAT U3 UCTbITYEMbIX 06Pa3L0B UK NX NpeAcTaBUTeNbHbIX YacTei B
nuTaTenbHyl0 cpegy MNorpyXeHvem, OTMbIBaHWEM WM pas3BefeHueM B a/enTte. DI0EHT MOXeT ObITb
NOTOM MpPOMyLLeH Yyepe3 MeM6paHHbIli hUNbTP, KOTOPbIA caM NOMeLLeH B NUTaTeNbHylo cpegy WUam npsimo
MOMIOXEH Ha MN/IOCKYyID MNOBEPXHOCTb MuTatenbHol cpedbl. KpynHble Hepasgenumble o06pasubl  MoryT
KOHTPO/IMpOBaThLCA MeToAaMu, NPUMEHSIEMbIMU A1 KOHTPO/IA NoBepxHocTen (A.4.2.4.8—A.4.2.4.10).

BbisiBNeHre MUWKPOOPraHn3MOB C MOBEPXHOCTU MPOAYKTOB MOXET OblTb Y/y4lleHO B NPUCYTCTBUU
NMOBEPXHOCTHO-aKTUBHbIX BELLECTB B 3/1I0EHTE W Npu (PU3MYecKoM BO3AENCTBUM Ha NPOAYKT B XWAKOCTW.
O6bIYHO MCNO/b3yEMbIe 3/TH0EHTLI NpuBeaeHbl B A.4.2.5.

A.4.2.2 Bbi6op npobbl

A.4.2.2.1 Ans onpefeneHns npeactepunnsalnoHHOro ymcaa npoba otbupaetcs ABymMs cnocobamu:

a) oT6op NpoaykTa cryyarHbiM 06pa3om nepeg ctepuamsaumeit:

b) OTGOP HEMPUrOAHOrO AN1A NPOAAXM NPOAYKTA, KOTOPbLIA NpeAcTaBnseT coboit YacTb NPOAYKUMN UK
MHbIM 06pa3oM 3abpakoBaHHYH MPOAYKLMIO.

Bbi6op obpasua MoxeT 3aBMCETb OT MHOXEeCTBa (DAKTOpPOB, HO 06pasel, AO/HKEH Kak MOXHO 6.mke
COOTBETCTBOBaTb MPOAYKUMMW, MpefHasHauyeHHoW Ans  cTepunusauymn.  Ecnm  NpuHATO  pelueHune
1cnonb3oBaTb 3a6pakoBaHHy0 NPOAYKLMIO, OHa A0/MKHA NPeAcTaBNsATb CO60M NPOoAYKL M0, NpoLeLyto Bce
OCHOBHble CTaguu NPOU3BOACTBA, BKIOYASA BO3MOXHbIE MPOLECChl OYMCTKM U yrnakoBku. MpeanoyTntensHo
B3ATb NPOAYKLUWIO B COOTBETCTBUMN C NMEPEUNCTIEHNEM a&).

[na pasnuuHbiX uUenei, TakMx kak Banvjauus npouecca OYMCTKM WKW OLeHKa MpOou3BOACTBEHHOMO
npouecca, npu Boibope 06pasLoB A1 OLEHKM GMoHArpy3kM MOryT UCMNONb30BaTbLCA pas/inyHble cTpaTeruu.

A.4.2.2.2 Npn He06X0AMMOCTU AN1A OLEHKN BUOHArpy3kn UCNoMb3yeTCa BeCb NPOAYKT, XOTA 3TO MOXeT
oKa3aTbCA HeOCYLIeCTBUMbIM M3-3a TOrO, YTO MPOAYKT He nomeljaetcs B nabopaTopHyl nocygy. Torga
cnepyet B3Tb MakcyManibHO 60/bLUYI0 YacTb NPOAYKTa, KOTOpas NO3BOMAET OLEeHNUTb MOJIHYI0 GUOoHarpysky
BCero npoaykra. TwatenbHbll BbIGOP YacTu npoaykta HeobxoAuMMm Toraa, Korfa KOHTPOsIMpyeMblii MPOAYKT
ABNAeTCA 6OMbLUMM, HaMpPUMeEp, XMpypruyeckas oAexaa Wan HapyXHbli ApeHaXHbIA KOMNIeKT.

A.4.2.2.3 Bo Bpems otbopa npo6 AN5 OLEHKW GUOoHarpysku npoAykT AO/HKEeH HaxoAWTbCA B CBOEN
CTaHAapTHON ynakoBke.

Mpn oTbope wacTu npogykra AN OUEHKM OUMOHarpysku HyXHO cob/oAaTb OCTOPOXHOCTb Mpw
MaHUNyAauMM ¢ MPOAYKTOM. OTO [O/MKHO O6bITb CAeNaHo B UUCTbIX YCMOBUAX (Hanpumep, BHYTpU
namuHapHoro Lwkada), YTobbl n3bexarb 4ONOTHUTENbHOM KOHTaMUHAL MK,

A.4.2.3 MepuroanyHocTb 0T60pa Npob

MepnoanyYHOCTb OLeHKN BUoHarpysku fomkHa BbiTb YCTaHOBMEHA HA OCHOBE aHann3a U3MeHSLLNXCA
(hakTopoB, K KOTOPbIM OTHOCATCA:

a) JaHHble npeAablayLLeit oLeHKN 6UoHarpysku;

b) uenb, ANna KOTOPOIi OCYLWeCcTBASETCA OLeHKka GruoHarpysku;

C) Cnonb3yeMblii Npouecc NPou3BOACTBa,;

d) pasmep cepuu;

e) yacToTa Npov3BOACTBa NPOAYKTa;

0 ncnonb3yemble maTepuansl;

D) KonebaHua B oLeHKax 6UuoHarpysku.

OT6op nNpob6 MOXeT OCyLeCcTBAATLCA uYepe3 onpefesieHHble MNPOMEXYTKU BpemeHu (Hanpumep,
eXeMecCsiYHO), UK B 3aBUCMMOCTU OT KOHKPETHOro obbema npoaykumu (Hanpumep, oueHka ApYrux cepuit).
O6LWwas npakTMka COCTOMUT B TOM. YTO OLieHKka GMoHarpy3ku ocylecTasieTcs ¢ 60/bLIeil YacTOTON B Havane
NpPov3BOACTBA HOBOrO MPOAYKTA W 3aTEM CO CHMXAtOLeNcs 4YacTOTOW MO Mepe HaKOMIEeHUs 3HaHWii o
6uoHarpyske.

YacToTa oLeHKkn GrnoHarpyskm fo/mkHa No3BONSATL OLEeHWBAaTb ee U3MEHEHUs, Bbl3BaHHbIe, Hanpumep,
Ce30HHbIMU Kosle6aHAMU, USMEHEHNAMN NPOU3BOACTBA UIN U3MEHEHUAMMN MaTepUasios.

A.4.2.4 ObpaboTka

A.4.2.4.1 Obwue NonoxeHns

CTeneHb afresny MUKPOOPraHM3MOB K MOBEPXHOCTU 3aBUCUT OT MNPUPOAbI MOBEPXHOCTU CaMmUX
MWKPOOPraHW3mMoB ¥ ApYr1ux NPUCYTCTBYIOWMUX MaTepuanos (Hanpumep, cmasku). MpuynHa KoHTamuHauum
6yfeT TakkKe oOKasblBaTb B/NSAHWE Ha CTeneHb agresun. [Ona yjaneHus MUKPOOPraHU3MoB MOXeT
1Cnosb30BaTbCA OTMbIBaAHWE C NPUHYANTENBbHBIM (DU3NYECKUM BO3AENCTBMEM MW NPSAMOV 0T60P Npobbl C
NoBEpPXHOCTWU. [lNA nyylero BbISBAEHNS MWKPOOPraHM3MOB MOXET UCMNO/b30BaTbCA MOBEPXHOCTHO-
aKTMBHOE BeLLecTBO, MPY BbICOKON KOHLLEHTPaLMN OHO MOXET MHIMbMpoBaTb MUKpoopraHusmel (A.4.2.5).

C oTAenbHbIMU MaTepuanamu HekoTopble MUKPOOpraHu3mMbl MOryT 06pa3oBbiBaTb GMONAEHKW, T.e.
CTPYKTYpPbl, B KOTOPbIX MWKPOOPraHW3Mbl WHKANCy/MpoBaHbl B MaTtpulbl, MPOYHO CKpenaswlmeca ¢
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NMOBEPXHOCTbIO. MWKpoopraHmaMbl B 6GUONNEHKaX MOryT MPOSIBNATb YBE/IMYEHHY pPE3UCTEHTHOCTb K
npoueccy crtepunmsauyun. O6pasoBaHMe OMONIEHOK OO6bIYHO He MPOUCXOAMT Npu  MPOU3BOACTBE
MeAVNLMHCKNX U3LeNnil, XOTA B HEKOTOPbIX C/yyasx OHW MOryT 06pa3oBbiBaTbCA, Hanpumep, npu padoTe ¢
marepuanamun XMBOTHOIO MPOUCXOXAEHNA. B Takux cnyyasx HYyXXHO 06paTtuTb BHMMaHWe Ha BO3MOXHOCTb
o6pa3oBaHusA 6UONNEHKN U y4yecTb, YTO MeTOAbl 06paboTKM, U3NoXeHHble B A.4.2.4.2 n A.4.2.4.10, He moryT
NPUMEHATLCA ANA BblAE/IEHNA MWKPOOPraHW3MOB, HaxoAAWMXCA B 6GuonneHkax. Hanuume 6GuonneHkmn
MOXeT OblITb  YCTAHOBMEHO NpuM BaAnjauum MeTOAOB  BblAENEeHWs, ecnn  BbICOKOE  4KUCo
MUKPOBUONOTMYECKUX YacTuL, OTMEYEeHOo B NOBTOPHOM BblgesieHun (A.5.2.1.1).

Mobas TexHonormsa, npumeHsiemMas npu OueHKe OuoHarpysku, fo/bkHa 6biTb BOCMNPOU3BOAMMOIN.
CnepyeT usberatb YCnoBWiA, KOTOPblE MOTYT MOHU3UTb XU3HECNOCOBHOCTb MUKPOOOPraHW3MOB. TakUX Kak
ypesMepHan kaBuTauus, MexaHuyeckne BO3[eiCTBUSA, NOBbILEHNe TeMNepaTypbl WA OCMOTUYECKMNIA LLIOK.

HekoTopble MeToAbl flerye noAfaloTCA KOHTPOS, 4YeM Apyrue. VismMeHeHuss meToga M CpeAacTs
KOHTPONS 3TWX W3MEHEHMWIA [O/KHbI paccMaTpuBaTbCcsi Npu Bbibope MeToja W BbiGope noaxofsLeit
KOMOGMHaUMN “3MeHeHWl. Hanpumep, ANS AaHHOTO MeToAa MOXeT 6biTb YBEe/IMYEeHO BPemMs WU U3MEHeH
NPUHLMN MEeXaHW4ecKoro BO3AeicTBUS ANS yBenmueHus addhekta yaaneHns opraHm3MoB.

HekoTopble MeTogbl MOryT AesarpervpoBaTb NPOAYKT MNpU KOHTpone (Hanmpumep, Ae3vHTerpauus,
pacTBOpeHne u nepemelimBaHue). [NpucyTcTBME [Ae3arpermpoBaHHOrO Martepuana MOXeT 3aTpygHuUTb
noacyeT KonMyecTBa MMKPOOPraHM3MoB W noTpeboBaTb [OMNOMHUTENbHON 06paboTku, Hanpumep, ANA
OTAEeNeHNs fe3arperupoBaHHoOro marepuana oT 3/t0eHTa. [onyyeHHble npy 3TOM faHHble JO/MKHbI ObiTb
npeacTaBuTeIbHbIMU.

O6pasubl Ans TecTupoBaHus cnefgyeT nepegasatb B sabopatopuio Kak MOXHO ckopee. Ecnu
3a4epXxka nepegauv o6pasuyoB B slabopaTopuio HemsbexHa, TO He06XoAMMO BbibpaTb YCNOBUA XpaHeHus
TakuMm o6pa3om, YToObl NpefoTBPaTUTL NOTEPI0 MUKPOOPTraHM3MOB WM U3MEHEHUS UX nonynsaumn. JOMKHO
6bITb YKa3aHO MakCuUManbHOe BpeMs XpaHeHWs. BbiCylumBaHWe MOXeT ObiTb MPUYMHON 3HAYUTEIbHOrOo
CHWXEHMWS Yncna MUKPOOPraHW3mMoB U AOMKHO BbITb YY4TEHO NpY BbIGOPE YC/I0BWI U BPEMEHW XpaHEHUS.

A.4.2.4.2 OTMbIBaHVE

Ob6pasel, AN KOHTPONA W M3BECTHbI 06beM 3/leHTa NoMewalT B CTEPUSIbHYI0 eMKOCTb Ans
OTMbIBaHUA. B emKkocTu paboTaloT ABYX/0NAacTHble Mellanku, NPUHYX4as 3I0eHT MNpoXoAuTb uepes
obpasel, 1 BOKpYr Hero. MeTog ocobeHHO 3ahheKTMBEH ANA MATKUX, BOSIOKHUCTbIX W/Man abcopbupyoLmx
mMaTepuasnioB, HO HENPUMEHUM A8 MO6bLIX MaTepmasnoB, KOTOPbIE MOrYT NPUBECTU B HETOLHOCTb €MKOCTb,
Hanpumep, YCTPOWCTB, cofepxalymx uribl u 6onbwne npeameTbl.

[lo/mKHO BbITb yKasaHo BpeMs 06paboTKu.

OTOT MeTof MOXeT faBaTb CYCMeH3MI0 C HWU3KOW KOHLEeHTpauueid MWUKPOOPraHn3MoB, MOCKO/IbKY
NCMoMb3yeTc OTHOCMTEsNIbHO 6O0blUIOE KOMMYECTBO 3/10eHTa. [ nocnegosarteflsHOTO nogcyera moryt
noTpe6oBaThCA Apyrue MeToAbl, Takne kak unbTpaums (A.4.2.6.2) nnm vaweuHblii metog (A.4.2.6.3).

A.4.2.4.3 Vicnonb3oBaHue ynbTpassyka

KoHTponupyewmblii o6paseL, norpyxatT B 3/110EHT U3BECTHOrO o6bema B COOTBETCTBYIOLLEM cOCyAe.
Kaxablii cocys, n oro cogepxvumMmoe obpabartbiBaloTcsl B yNbTpa3ByKOBOW BaHHe, WAW B COAepxXaluuiics B
cocyfie 3/10eHT NOrpyxaroT yNbTPa3ByKOBOMN 30HA.

OnpefensaoT HOMUHA/IbHYIO YacToTy y/bTpa3Byka, MPOAO/IKUTENbHOCTL 06paboTkM M nosuuuu, B
KOTOpbIX 06pasubl HaxoAATcs B YNbTpa3ByKOBOW BaHHe. MoxeT notpeboBaTbCs OrpaHuyeHve uucna
0lHOBpEMEHHO obpabaTbiBaeMblX 06pa3LoB, YTOObI MOLIHOCTV YNbTpasByka XBaTwMo AN 3EKTUBHOM
06paboTKu.

MeTog 0CO6eHHO NoAXoAuT ANA TBEPAbIX BOLOHENpPOHMLAeMbix 06pasuoB M NPOAYKTOB C/I0XHOM
dopmbl. OH MOXET ObITb AECTPYKTUBHLIM [/1 HEKOTOPbIX MeAULMHCKUX u3aenuii, B 0CO6EHHOCTU ANns
coiepXalliunx 3M1eKTPOHHbIE KOMMOHEHTbI, TaKUX Kak UMMIaHTUpyemble kapauoreHepaTopsl.

OHeprusa ynbTpassyka U NPoAOHKUTENBHOCTL 06paboTKN He A0/MKHbI GbiTb BEMVKN HACTO/bKO, Y4TOObI
BbI3BaTb NMb6enb MMKPOOPraHM3MOB UN Neperpes a/loeHTa.

A.4.2.4.4 WenknHr (nepeMelLvBaHne BCTPAXMBAHMEM) CO CTEKISHHbIMK Bycamn n 6e3 Hux

KoHTponupyemblii 06paseL, norpyxaeTcsa B COCyf C 3/1I0EHTOM U3BECTHOro o6bema W nogsepraeTcs
TPACKE Ha MexaHW4yeckoM Lieiikepe (BO3BPATHO-NOCTYNaTesIbHOro, KPYrosoro uavM OCeBOro feicTBusa) Ans
yAaneHns MUKPOOpraHn3mMoB. MOXeT MCNob30BaTbCs PYyYHO Wwelikep, HO ero achheKTUBHOCTL 3aBUCUT OT
onepatopa. [nA yBenuYeHUs MOBEPXHOCTHOTO TPeHUss U KoadpdumumeHTa BblAeNeHUs B Llelikep MoryT
[06aBNATLCA CTeknAHHble OyCbl onpefenieHHoro pasMepa. Pasmep CTeknsHHbIX Oyc. Bpemsi M yacToTa
AelicTBuSA Welikepa He J0/MKHbI Bbi3blBaTb Neperpesa u/van BO3MOXHOIO NOBPeXAeHNs MUKPOOpPraHM3MoB.

[lo6aBneHne CTeKNSAHHbIX 6YC MOXET YyBe/MunTb NoWab NOBEPXHOCTU, K KOTOPOI MOryT npuaunatb
MUKPOOpPraHu3mbl.

LomKHbI 6bITb YKka3aHbl BpeMs 1 YacToTa AeiiCTBUA LWeNKuHra.

A.4.2.4.5 BuxpeBoe cMellnBaHune

KoHTponupyemble 06pasubl NOrpyxatT B 3aKpbiTblli KOHTelHep, coAepXaliunii U3BECTHbI 06bem
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3/1I0emMTa. Ha KOTOopblli BO3AeiCTBYeT BpaLlalowWwasncs onatka BUXPEBOro Mukcepa ¢ o6pa3oBaHnemM BUXPEN.

LonxHbl  6bITb  yKasaHbl UCMNOMb3yeMbIA  KOHTEliHEp, BPEMs U CKOPOCTb MepeMelLnBaHus.
O6pasylolmecs BUXpU ByayT Takke 3aBUCeTb OT AaB/IEHUS, CO34AaBAEMOr0 pykamu, KOTOpPoe MOXeT 6biTb
pas3nuuHbiM. MeTog npocT W cKop B OobpalieHun, HO MOAXOAWUT TOMbKO AnA ob6pasuosB C NpaBu/ibHbIMU
NOBEPXHOCTAMMU.

A. 4.2.4.6 NpombiBaHNe CUNbHbLIM MOTOKOM

D/EHT NPOXOAUT Yepe3 BHYTPEHHUE MOSI0CTY KOHTPOSIMpyemMoro obpasua.

MoToKk MOXeT 06pa3oBbiBaTbCA 3a CYeT TrpaBuMTauMm 7aMbo C MOMOWb Hacoca. MoxeT
1CMosb30BaTbCA APYroin MeTof, Koraa npoAykT HAMOHAKT 3/II0EHTOM. 3aTEM CKUMAIOT U BCTPSAXMBAIOT.

LonxHbl 6bITb yKasaHbl BPEMS KOHTaKTa MexAy YCTPOWCTBOM U 3/1I0EHTOM. CKOPOCTb MPOMbIBAHWA U
06bEeM XNAKOCTH.

A.4.2.4.7 TomoreHusaums (gesmHrerpayms)

TecTupyeMblii obpasel, NOrpyxatoT B 3/I0EHT N3BECTHOr0 06beMa, HaxoAsALWMACS B COOTBETCTBYIOLLEM
cocyge. Obpasel, nepemeLwvBalOT UM U3MeNbYalT B TeYeHue 3afjaHHOro BPEeMEHW, KOTOpoe 3aBUCUT OT
pasmepa obpasua, HO BpeMs He [O0/MKHO ObiTb HACTOMIbKO 60NbLKMM, 4TOObI MPUBOAUTL K Neperpesy
3/10EHTA U BO3MOXHOMY MOBPEXAEHUI0 MUKpoopraHusmoB. MeTog obecneuymBaeT cnocob pasgeneHus
o6pasya Ha CTOMb Masble 4YacTW, YTO MUKPOOPraHW3Mbl MOTyT ObITb NepecuuMTaHbl COOTBETCTBYHOLLUM
MeTO/,0M.

A.4.2.4.8 MeTof cMbIBa TamnoHamu

TaMnoHbl COCTOAT U3 abcopbupylollero marepuana Ana B3sATUSA NPodbl, HAMOTAHHOTO Ha NasoyKy UIun
PYKOSITKY COOTBETCTBYHOLEV hopMbl. MaTepuan MoXeT ObiTb paCTBOPUMbIM U HEPACTBOPUMBIM.

CTaHgapTHbI MeToj 3ak/nioyaeTcs B YBM&XHEHWM TamnoHa O6ydiepHbIM pacTBOPOM WAN XUAKOWN
nuTaTenbHOWM cpeaol N NPOTMPaHNM UM MOBEPXHOCTU, NpeAHa3HaYeHHoN ANS B3ATUSA Npobbl. KoaddmuneHT
pereHepauunm MOXeT OblTb MOBbILEH B HEKOTOPbIX C/lyyasX MepBUYHbIM YB/&XHEHWEM MNOBEPXHOCTU K
3aTeM MpoTUpaHVeM ee CyxuM TaMMoHOM. TamnoH nomMewialT B OydiepHblii pacTBOp WM XWUAKYHO
nuTaTeNibHyl0 cpedy W BCTPAXMBAKT ANA TOro, 4To6bl yAanuTb MUKPOOPraHW3mbl U3 TamnoHa. TaMmmoH
pacTBopsieTca B OychepHOM pacTBope WM XWAKOW nuTaTenbHOW cpede. [loNyyYeHHYK CyCneHsuto
aHann3npyoT ¢ NOMOLLbI0 PUNbTPaLUK, YalleYyHbiM METOAOM UM APYrM CNOCO60M.

MeTog cMblBa NPUMEHAETCA AN KOHTPONA NOBEPXHOCTEl HenpasW/ibHOW hOPMbl UM OTHOCUTENBHO
HeJoCTYNHbIX MoBepxHocTell. OH Tawkke MPUMEeHUM U AN KOHTPONA 60MbliMX NOoBepxHOCTen. [pu
MCMOMb30BaHNM  3TOTO  MeToja BEepoOATHOCTb OWMOKM  Benuka K3-3a  pasHoobpasuss  cnocobos
MaHUNyMpoBaHnsA TamnoHamu. bonee Toro, BCe MUKPOOPraHW3mbl C MOBEPXHOCTY HE MOTyT 6biTb cCOBpaHbl
TamMnoHoOM. HekoTopble M3 CO6GPaHHbIX MWUKPOOPraHM3MOB MOFYT MOMNacTb BHYTPb CTPYKTYpbl TammoHa K
Takum 06pasom ocTaTbCs HEOOHaPYXEHHbIMU.

B TaMnoHe He J0/MKHO 6bITb GakTEPULUAHLIX UM BaKkTepnocTaTUYeCcKUX areHToB.

A.4.2.4.9 lMNMokpbITe arapom

MokpbITEe MOBEPXHOCTM NpPOAyKTa pacnnaBfeHHO arapoBOil  nuTaTenbHoli  cpegoin  (npu
MakcumanbHoin Temnepatype 45 °C) n uHKy6rpoBaHue A0 NOMYYEHUS BUAMMbIX KOMOHUI MPUMEHSIOT Mpu
mMasioli GuoHarpyske n COOTBETCTBYOLLEN KOHUrypauuy npoaykra.

BO3MOXHbIM HefoCTaTKOM MeTofa SIBNSeTCs eCTeCTBeHHOe obpa3oBaHVe KOHr/1I0MepaToB KNeToK Ha
NMOBEPXHOCTAX, pacrnpefesieHHbiX B KOJIOHWAX B KOHTAKTHbIX MOBEPXHOCTSAX arapa, BbiCbixaHuWe arapa u
BO3MOXHOCTb Ha/IMuns aHaspo6oB..

A.4.2.4.10 KOHTaKTHbIE MAaCTUHbI

C noMOLbI KOHTaKTHbIX MNaCTUH WM CcnaifjoB 3aTBepAeBllas nuTaTenbHas cpeja  MOXeT
NPUXMMATLCA K NMOBEPXHOCTM AN aAre3vn XUBbIX MUKPOOPraHW3MOB K 3TOW cpege. MnacTuHbl U cnaigbl
NHKYOMPYIOTCA A0 NOSIB/IEHWUSA KOJTOHUIA, KOTOpble 3aTeM NOACUNTLIBAOTCS.

MpenmyLecTBo TakMx CUCTEM 3aknyaeTcs B npoctote. Pe3ynbTaTbl HENOCPeACTBEHHO OTHOCATCS K
NOBEPXHOCTU KOHTaKTa C TBepAOi nuTaTeNbHOW cpesoii.

OTOT MeTof [O/KEH MNPUMEHATbCA TONbKO TOrfa, Korga Apyrne MeToAbl HernpuMeHWMbl, Tak Kak
06bIYHO OH UMeeT HU3KYI 3PPeKTUBHOCTL. KOHTaKTHbIe NAacTUHbI U cnaiabl 06bIYHO NPUMEHSATCS TOMIbKO
AN MIOCKAX NOBEPXHOCTEW WM NOBEPXHOCTEN NpaBuIbHON hOpMbl.

A.4.2.5 3n0eHTbl. pazbaBuTeny 1 TPaHCNOPTHbIE cpeabl

Bo Bpems oLeHky 6MoHarpyskv aeHT MOXeT UCNob30BaThCA A5 BblAeNIeHNA MUKPOOPraHM3MOoB 13
npofdykta. TpaHCnopTHble cpefdbl MOryT 6biTb  WCMONb30BaHbl  AN1A  Nepefayn  BblAesIeHHbIX
MUKpPOOpPraHn3moB Ans nogcyeta. Pas3baBuTenu MoOryT ncnonb3oBaTbCs A8 MPUrOTOBMEHUS CYCMEH3Ni,
cogepxalmx MUKPOOPraHu3Mbl B CHETHbIX KONMYeCTBax.

CBoiicTBa CMbIBHbIX XUAKOCTeli 1 pa36aBuTeneli MOryT okasbiBaTb 3aMETHOE B/IMSIHME Ha 06Uy
3(hheKTMBHOCTb MCMONb3YEMOr0o MeToAa. Bbibnpas an0eHTbl U pasbaBuTenn, HYXHO 06paTUTb BHUMaHWeE
Ha ux cocTaB (Hanpumep, COCTaBASAOLWME KOMMNOHEHTbI N X KOHLEHTPaLMKU, OCMOTUYECKOe aaBneHne u pH).
CocTaB fj0/KeH ObITb TakMM, YTO6bI HE BbI10 HY NponudepaLMn, H1 MHaKTUBaLM MUKPOOPTaHN3MOB.
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ONs yaaneHuss MUKpOOPraHM3MOB C TBEPAbIX MOBEPXHOCTEN C MOMOLLbI0 XUAKOCTU B HEe MOXeT
[06aBNSATLCA NOBEPXHOCTHO-AKTUBHOE BELLECTBO.

OCHOBHbIE 3/1I0€HTbI U pa3baBuTenn nNpuBeseHsl B Tabnuue A.1.

Ta6nuuya A .1 —Npumepsbl 3/1VEHTOB U pa3baButenei

PacTtBop KoHueHTpauus B Boge MpumeHeHne
PuHrepa 0.25% Obuee
MenToH 0.1—1.0% Obuiee
MenToHHbIl 6ydep 0.067 M dhocchat ObLee

0,43 % XN0pUCTbIV HaTpwWii
0.1 % nenToH

docchaTHbIli 6ydep 0,02 M dhoccpat ObLee
0.9 % X/TI0pUCTLIA HaTpWiA

XnopucTelit HaTpwii 0,25—0.9 % Obuee

Kanbroxn PuHrepa 0.25 % 3acTBOpeHMe TaMMNOHOB C a/uru-
4aToM KasibLms

Tuocynbdat PuHrepa 0.25 % HeliTpanusauua octatkos xsopa

Boga JacTBopeHune BOASHbIX npo6
huroTosrieHne N30TOHNYECKNX
XacTBOPOB pacTBOPUMbIX
natepuasos 0 Hayana nogcyera

MpumeuyaHne — 3TOT NepeyveHb He SBMISIETCA MCHepnbIBAIOWMM. [leTepreHT, Takoi kak nonvcop6ar (TeuH 80)

MOXET [,06aBNATLCA K 3MI0EHTY M K pa3basuTento. Kak npasuio, MCronb3yloT KoHueHTpauuo ot 0.01 go 0.1 %. e
3aBMCVIMOCTU OT CrieLmdnky npyMeHeHnsl. COOTBETCTBYHOLLYHO KOHLIEHTPAaLMIO JeTepreHTa B KakaoM C/yyae BbibvpatoT
C TaKMM pacyeToM, 4Tobbl U3bexarb NeHoobpa3oBaHUs.

A.4.2.6 TlepeHoOC B nUTaTENbHYIO Cpeay

A.4.2.6.1 O6wMe NonoxeHus

Mpouesypa npUroTOB/IEHNUA CYCMEH3UN MWKPOOPraHW3MOB [O/KHA npefycMmatpusaTb KOHTPO/ib
HaMuMA XUBbIX MUKPOOPraHW3MOB B 3/Il0EHTE. KOTOPbIA [AO/DKEH NPOBOAMTLCA OAHWM U3 METOLOB,
onucaHHbIX B A.4.2.6.2—A.4.2.6.7.

Mepep nepeHOCOM B nMMTaTE/NbHYIO Cpefy MOXeT noTpeboBaTbCsA AONOAHUTENbHAA 06paboTka, YTOObI
fesarpernposatb MUKPOOPraHU3Mbl 1 Takum 06pasoM yMeHbLIUTb pas3bpoc. B HEKOTOPbIX CyyYasx MeTof,
ncnonb3yemblii ANa  BblAENEHN MUKPOOPraHU3MOB M3 KOHTPO/MpyeMoro obpasua, MOXeT paspyllaTtb
arperaTbl. B HekoTOpble MOMEHTbI MOXET ObITb HE06X0AMMO NpoBeAeHNe OTAeNbHON 06paboTKu.

Ecnn B a3neHTe npucyTCTBYKOT 6GakTepuumgHble wnu 6GakrepuocTatuyeckue BellecTBa, WX
KOHLUEHTpauusi MOXeT O6biTb CHMWKEHa [0 3HayeHWs, He OKa3blBaloLWero HUKaKoro BAUSHUA —Ha
MWKPOOPraHW3mbl NpW  pacTBOPeHWMn, uabTpauum WA  XUMUYECKON uHakTuBauuun. [pucytcTeue
GaKkTePULMAHBLIX UM GaKTEPUOCTATUYECKMX BELLECTB MOXET Mo 3TOW NpuyMHe okasaTb B/USIHWE Ha BblGOp
mMeTofa nogcyera.

B meToge noacueTa KOMOHWIA HYXHO MpUHMMAaTb BO BHUMaHVWE BEPXHWUI mnpeden KOMOHWNA,
NoABNSAOWMXCA NPU MHKY6upoBaHun. OH A0/MKEH BObiTb TakuM, YTOObI KaxkKAblli XNBOW MUKPOOPraHW3m Mor
6bITb BbISIBIEH KaK BUAMMAs KOJIOHMA, He UCMbITbiBaloWas BPEAHOr0 B/IMSHUA HAXOAALWMXCA PsSaoM
MWKPOOPraHM3moB. MpuUCyTCTBME BOMIOKOH MOXET MPEensATCTBOBAaTb 06Pa30BaHUI0 AWCKPETHbLIX KOMOHWA W.
cnepfoBatesfibHO, 3aTPYAHATb NoAcyeT.

A.4.2.6.2 MembpaHHas hunbTpauus

MembpaHHaa dunbTpauua v nocnegyowas uHkybauua duabTpa Ha noaxoasuieit nutaTenbHoMN
cpefie ANA NONyYeHUss BUAMMBIX KOMOHWUI ABNsSeTca 3P eKTUBHbIM CPeACcTBOM OLEHKN KOHTamuHaLuu.
Mem6paHHble (huabTpbl C COOTBETCTBYIOLWMMM pasmepaMu nop crnocobHbl yAanaTb MUKPOOPraHusmbl U3
9/1l0eHTa, NPOXoAdALWero yepes Hux. PunbTp ¢ nopamu pasmepom 0.45 MKM 0O6bIYHO UCMONb3yeTcsa ANA
yNyUlEeHUst YCOBMIA 06pa3oBaHusi KOMOHWA. Ona UHKy6auum Mem6paHHblli UnbTP MOXET 6GbiTb MOMOXEH
NMB0 Ha NOBEPXHOCTb arapa, M60 Ha abcopobupyloLLy0 NPoKNaaKy, NPONUTaHHYI NUTaTeNbHON cpeaoil.
O6pa3oBaHHble Ha NOBEPXHOCTY MEeMOPaHHOro hunbTpa KOMOHUM MOTYT ObITb MOACHMTAHBI U N30/IMPOBaHbI
ANs ux knaccudurkaymm.

Mem6bpaHHaa dunbTpaumMa o0co6eHHO mnpurogHa A8 CYCNeH3uil C  HU3KOW  KOHLeHTpauueit
MUKPOOPraHn3MoB.
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dunbTpaymio  UCMOMb3YKT, €CAn  XWUAKWA  cybecTpaT  cofepkuT  6akTepuuugHble  Wau
b6akTepuocTaTnyeckne BewecTBa. MUKPOOPraHUsMbl yAansoTca U3 3M10eHTa U MOryT ObliTb OTMbITbl Ha
MeM6paHHOM uNbTPe nepen WHKybupoBaHuem. HekoTopble Tunbl MeMb6bpaH MoryT abcopbupoBaTb Un
BblJeNATb BellecTBa, KOTOpble MOryT WHIMO6MpoBaTb POCT MMWKPOOPraHW3mMOoB, MO3TOMY B&XHO, 4TOObI
MCMNO/Ib30BAJINCb TOMILKO MeMb6paHHble (UNbTPbI, COOTBETCTBYIOLWME LensM nogcyeta MUKPOOPraHM3MoB.
Mem6paHHbI nAbTP 1 3AEHT AO/KHbI GbITb COBMECTUMBI.

O6bIYHO NpYMeHSeTCA BakyyM WM MHOrAa CxXaTblli BO3AyX. Hy>XXHO NposiBASTE OCTOPOXHOCTb, YTOObI
nsberatb M36bLITOYHOTO MNPOTUBOAAB/IEHNSA, KOTOPOE MOXET BbI3BaTb W3MEHeHVWe WKW MNoBpexaeHue
MembpaHHOro dunbTpa.

MpumeyvaHne — MembpaHHaa uabTpauusa 3/0EHTOB. CoAepXawmx OCTaTKM BOSIOKHUCTbIX
NPOAYKTOB, MOXeT ObITb 3aTpyAHEHa, Tak Kak MeMOpaHHbIli (PUNbTP MOXET 6biTb 6/10KMPOBaH.

A.4.2.6.3 3anmBaemble NAaCTUHbI (METOL Pa3iMBOK)

OTAenbHble 4YacTu CcycrneH3un (a/MKBOTbI) KaXAoro pasBefleHns CMeLllvBalT C pacn/iaB/ieHHbIM
arapomM npu Temnepartype, He npesblwatollein 45 ®C, KOTopble 3aTBepAEeBalOT Ha NMIacTUHe, HanpuMep, Ha
yawke MeTpu. 3anuTyto YallKy UHKYOMPYIOT 1 NOACUNTLIBAKOT KOTOHUN.

3anvBaemMble NNACTUHbI HE OTAENAIT MUKPOOPraHvu3mbl OT anteHTa. MNpu HanuuMm 6akTepuungHbIX
nnun 6akTepmocTaTMyecknux BeLecTB HYXXHO PyKOBOACTBOBATLCA pekoMeHaaumamm A.4.2.6.1.

A.4.2.6.4 NnacTuHbl C pacnpefesnieHneM CyCcrneH3nm

OnpefeneHHoe KO/MMYECTBO [aHHOTO pas3BefeHUs pacnpefensioT Ha MNOBEPXHOCTU TBepAaoi
nuTaTenbHONM cpefbl C MOMOLLbLIO LWnaTens.

KonunuecTBo cycneHsuun, pacnpegeneHHoe Ha NOBEPXHOCTU cpefbl, AO/MKHO ObiTb NOIIOLWEHO Cpefoi
Tak. 4To6bl 06pa3oBanMCb OTAE/NbHble KOMOHWKM; YycnoBue abcopbuum onpegensetr o06bem CycrneHsuu,
KOTOPbIA MOXET MCMO/b30BaTLCA Ha HallKe.

Mpn Hanuumm 6GakTepuunaHblX WM GakTepuocTaTMyeckmx BeLLEeCTB HYXHO PYKOBOACTBOBATLCS
pekomeHgaunsammn A.4.2.6.1.

A.4.2.6.5 MeToa Hanbonee BeposTHOro uncna (HBY) ansa cepuitHbix passegeHuii

Mpy AocTaTOYHOM KOMMYECTBE 3/l0eHTa MOXeT ObiTb cAenaH psaf nocnefoBaTeNbHbIX pa3BefeHuii,
KOTOPble VHOKYIMPYIOTCA B NUTATE/NbHYIO CPpeay Tak, YTO YacTb MHOKY/IMPOBaHHOW cpejpl He AaeT BUAMMOro
pocta npu nocnepywwein uHky6aumn. CraTucTuyeckas o06paboTka uucria pasBefeHuii, B KOTOpPbIX
Habniogaetca pocT, obecneymBaeT OLEHKY WCXOA4HOrO Ko/imyecTBa MMKpoopraHusmos. Tabnuubl [14],
NMOCTPOEHHbIE HA OCHOBE COOTBETCTBYHLIMX CTATUCTUYECKUX MNOMOXEHWUA, NO3BOMSAT HEMNOCPEeACTBEHHO
onpefenuTb Hanbonee BEPOSATHOE YNCNIO MUKpoopraHmamos (HBY).

MeTog HBY npocT, HO guanas3oH YC/OBWUWA KyNbTWBMPOBAHUS, KOTOPbIA MOXeT ObiTb WCNOMb30BaH,
orpaHu4yeH, u cTatucTuyeckas OcCHoBa MeToga JenaeTr ero 6onee npuemMseMbiM  ckopee s
OPUEHTUPOBOYHBIX, YEM /18 TOUYHBIX OLIEHOK.

Ecnun  npucytcTByloT  GakTepuumaHble  wam  GakTepuoctaTuyeckne  BellecTBa, TO  HYXHO
pykoBoAcTBOBaTLCA pekomeHpaumamu A.4.2.6.1.

A.4.2.6.6 CnupasibHble NNacTuHbI

OnpegeneHHoe KOMMYEeCTBO CyCNeH3NM MUKPOOPraHn3MoB pacnpeenseTcs Ha NoBepXHOCTV TBepAo
nuTaTenbHOWM cpeApbl. PacnpegeneHne NponcxoauT C yMeHbLUAKOLWERCA CKOPOCTbIO N0 cnupanu oT ueHTpa
Yaluku K nepudoepum ¢ NOMOLLbI aBTOMaTUYEeCKOro yCTpoicTBa.

Mocne nocneaytouleli MHKybaLmMm YMCNO MUKPOOPraHM3MOB B UCXOAHON CycneH3uu onpegensercsa c
NMOMOLLbIO CneLnanbHON CHETHON CeTKN U CHETHON TeXHWKM, KOrja OCHOBONM pacyeToB AB/MAETCA BCA yallka
Unn ob6cUNTLIBAEMbI CeKTop.

Mpy Hanmuun 6GakTepuunAHbIX WM OGaKTepnoCTaTUYeCKMX BeLLeCTB HYXHO PYyKOBOACTBOBATbLCA
pekomeHgaunsamn A.4.2.6.1.

TexHuka cnupasbHbiX NNAacTUH faeT BOCMPOU3BOAMMbIE pe3y/ibTaTbl, KOTOPble COOTBETCTBYIOT
pesynbTaram, MOJIyYEHHbIM MO MeTOoAy CEepUiiHbIX pasBefeHWil, U TexHWKe pacnpefeneHnss CyCneH3uu.
Bnarogaps KOHCTPYKUMW YCTPOICTBA, WCMNOMb30BaHWIO KanuanspHoi TpyGkM u ManbiM o6bemaM MeTofn
cnupasbHbIX NAacTVH B MNEPBYID Ovepefb OkKa3blBaeT O/1aronpuATHOE B/IMSHME Ha WHOKYVPOBAHHYHO
CYCNEH3MI0, KOTOpasi XOPOLLO FOMOreHN3MpyeTCst U CTaHOBUTCS CBOBOAHONM OT yacTul, matepuana.

A.4.2.6.7 MeTop HBY ana tBepapbix 06pasLoB

MeTtog HBY moxeT ObiTb MpUMEHeH K HeGOoNblUMM OTAeNbHbIM Obpasuam. MeTog MNpYMEeHVUM npu
[OCTAaTOYHO HW3KOW 6GuoHarpyske Ha ob6pasel, M B cnydyae, Korga 4acTb 06pasLioB, HenocpencTBEHHO
BBEJEHHbIX B MUTaTefIbHYl0 cpefdy, He gaeT pocTa npu WHKy6aumu. PesynbTatbl MOTYT 6biTb OLEHEHbI N0
A.4.2.6.5. lnA HEKOTOPbLIX NPOAYKTOB MOXET ObiTb NOAXOAALMM BBeAeHue 6onee yem ogHOro o6pasua B
KaxxZyto nopuuio cpefbl pocTta.

Mpn Hanuumm 6GakTepuunaHblX WM 6GakTepuocTaTMyeckmx BELLEeCTB HYXHO PYKOBOACTBOBATLCSH
pekomeHpaumsamn A.4.2.6.1.
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A.4.2.7 Apyrne mMeToAbl MHAMKALUU MUKPOOPTraHN3MoB

[nsa onpepeneHns 6GuoHarpysku, Kpome MeTofa MoAcyYeTa KOMIOHWA, MOTyT MPUMEHATbCA MeToAbl
n3MepeHus meTabonmueckoi aKTUBHOCTU (Hanpumep, n3MepeHve CONpOTUBEHMNSA nm
anudpnyopecueHums). Takme MeTodbl Ha3biBAOT HENPAMbIMU. DT METOAbl AO/MKHbI OblTh KannbpoBaHbl No
YNCNY KOMOHWIA. ITM MeToabl TPebylT OTHOCUTENbHO 6O0/bLIOF0 YWC/A MUKPOOPraHW3MOB B 3/HOEHTE
npo6bbl, 4TO OorpaHMuMBaeT UX NpUMeHeHne. Kak npaBwio, MUHUMasbHbIV npefen o6HapyXmBaembix YacTul,
npesocxoanT 100 konoHneobpasywmux eguHuy, (KOE).

A.4.3 BbiGOp NUTaATENbHbIX Cpeq 1 yCNoBuii MHKy6auum

Mpu BbIGOPE NUTATENbHBIX CPef, 1 YCIOBUIA MHKYOaLMN HYXXHO YUNTbIBATbL ClefytoLiee:

a)HM ofHa KoMGuHauuMa cpedbl W YCNOBUIA WHKy6Gauum He MOXeT obecneynTb pocTa BcCex
MWKPOOPraHM3MoB, OfHaKO HEKOTOopble KOMOGWHauMu MOryT gaTb 60siee npepcTaBuTeNbHble pe3ynbTaThbl,
yeMm gpyrue;

b) Ba/IMAALNOHHbIE UCMbITAHUA MOTYT NoTpeboBaThb 60s1ee WNPOKOro AnanasoHa nuTaTesnbHbIX cpej 1
YC0BUIA HKy6aLun, 4em B TeKyLLem npouecce;

C) NpAIMOIi MOCEB Ha CeNeKTUBHbIE Cpefbl MOXEeT He AaTb pocTa MWKPOOPraHW3MOB, NMOABEPrLLMXCS
h131M0NOrNYeCKOMy CTpeccy, Win NOBPEXAEHHbIX MUKPOOPTraHU3MOB;

d) BbIGOpP YCMOBWIA KyNbTUBMPOBAHUS MOXeT ObiTb CAenaH Ha OCHOBE OLEHKW KOHTPOSIMpyemoro
npoAyKTa, BEPOATHbIX UCTOYHNKOB MUKPOOHON KOHTamuHauuv v Buga npegnosaraeMbiX MUKPOOPraHN3MOB.

Mpumepbl NUTaTe NbHLIX CPef 1 YCN0BUI HKy6auun npusegeHsl B Tabnuue A.2.

Lpo)okn 1 nneceHn MoryT 6biTb KyNbTUBUPOBaHbLI MyTEM NMOBTOPHOW MHKy6aLMK Yallek ¢ aapobHbIMM
6aKkTepuaMn 1 COOTBETCTBYIOLMMMW NUTaTENbHBIMU cpegamu npu 6onee HU3KMX TemnepaTtypax, 4em Te,
KoTopble npuBefeHbl B Tabnuue A.2. [OMNOSHUTENbHO B TeYeHMe OT Tpex A0 ceMu AHeil. DToT meTon
TpebyeT 60s1ee TWaTesIbHOro obpalleHus.

Bce wMeTofbl HeCenekTMBHOrO  Ky/lbTUBMPOBaHWA aHasapoboB MOTYT Takke BbIABUTb pPOCT
hakybTaTUBHbIX aHaapoboB..

Ta6nuuya A.2 — [Npumepbl NUTaTENbHbIX CPEA U YCIOBUIA NHKYbaLun
Twun Mukpoopra- Ycnosus
TBeppas nutatenbHasa cpega Xungkaa nutatenbHasa cpefa "
HWU3MOB NHKy6auum
HecenekTvBHble CoeB0-Ka3enHoBbI 30eB0-Ka3enHoBbIV nuTatenbHolit OT 30 go 35* C.
a3pobHble HGakTepun NUTaTENbHbLIN arap BynboH 0T 2 fo 5 cyT.
[pPMNTOHO-COEBbIV NUTaTE bHbIA [PUNTOHO-COEBbIA 6YNbOH
arap
MuTaTensHbIn arap MutaTenbHbli 6yNbLOH

KpoBsiHolt arap
" MOKO30-TPUNTOHOBLINM arap

Opoxokn n nnecenn  LlekcTposoBbliii arap Cabypo [exctpo3oselii 6ynboH Cabypo Ot 20 go 25 °C.
oT 540 7 cyrT.
Arap cOonof0BOro 3KCTpakTa BynbOH CONOL0BOrO 3KCTpakTa
BeHranbckas posa 30eB0-Ka30UMOBbIii GY/IbOH
XnopoamdeHUKoNoBbIv arap [puNTOHO-CcOEBbIV 6YNbOH

(CoeBo-Ka3enHOBbI
nuTaTenbHbI arap)
TpWNTOHO-COEBGLIN arap
AHa3pOo6HbIe YNNoTHEHHbI arap gns BynboH PobepTcoHa u3 xapeHoro OT 30 go 35 *C.
6akTepum KnocTpuaninz nsAca ot 380 5 cyT.
Arap Wnanepa XKunakuit TMornnkonneBsbliA 6ynboH
MpeaBapuTenbLHO
BOCCTaHOBJIEHHbI KPOBSHOA
arap2
O6eaHEeHHbI aHa3pO6HbIl
arap2
Arap BunkeHa-Yenrpena2
YkasaHHble 3[eCb YCMOBUS WHKyGauuy SBNAKOTCS OObIMHLIMKM A/11 TUMOB MWKPOOPraH13MOB, MPUBELEHHbLIX B

Tabnmue.
KynbTvBMpyeTCs B aHa3PO6HBIX YC/I0BUSX.

MpumeyaHne — ITOT CNUCOK He ABNAETCA UCHEPMNbIBAIOLLYIM.
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A.5 Banugauus meToA0B OLEHKU GroHarpysku

A.5.1 O6uwKe NonoxeHns

Banupauna MeToAoB OLEHKM 6GuoHarpy3kum npuBOAWT K OLleHKe MUKPOMNopbl, CyliecTByoLel Ha
npoAdykTte. [lnA HafexXHoW OUeHKW cnefyeT BaMaupoBaTb BCE WUCMO/b3yeMble MeTOAbl W OnpefenvTb
3(hheKTUBHOCTL pereHepaumu.

A.5.2 Banngaumsa MeTof0B yAa/IeHUss MUKPOOPraHn3MoB

A.5.2.1 Noaxoabl K Banngauunm

CyLecTBYyIOT fiBa OCHOBHbIX Nogxofa K sanugauun 3pdPekTUBHOCTU yAareHUss MUKPOOpraHu3mMoB U3
MeAVNLMHCKAX U3Aennii. 9T noaxodel cnepyoLlme:

a) nosTopstoLascsa obpaboTka npobbl NPOAYKTa,;

b) MHOKYNALUMA NpoAyKTa onpefeseHHbIM KO/IMYeCTBOM MUKPOOPraHu3MOoB.

MoBTopsiowasaca o6paboTka Npo6bl MMEeT MNPEeMMyLLEeCTBO MNpU  MCMO/b30BaHUM e€CTECTBEHHOM
MUKPOGHOI KOHTaMuHauun, HO TpebyeT OTHOCUTENbHO BbLICOKOW HauvaslbHON GuoHarpysku. BTopoi nogxopg,
co3faeT Mofe/lb CUCTEMbI [/1 UCMbITAHWIA, HO CTABUT NPO6aEMY NPUMEHVMOCTN K eCTECTBEHHON cuTyauuu.
OH MOXeT 6bITb NPUroAeH AN NPOAYKTOB C HA3KUM YPOBHEM €CTECTBEHHON KOHTaMUHALMW.

A.5.2.1.1 MeToA NOBTOPSOLLMXCA pereHepawmii

MpuHUMN MeToAa 3akntoyaeTcs B TOM. YTO OLeHKa GuoHarpysku noBTopsieTCs A0 TeX Nop. moka Yncmo
MUKPOOPraHn3moB, NOyYeHHbIX Npu B3ATUM Npo6, nepectaeT yBenuunartbcs. Mocne kaxaol NoBTOPHOCTM
3/110eUT MOJSIHOCTLIO CMbIBAIOT C MPOAYKTa WM €ro 4acTu 1 MoACYUTLIBAIOT KO/IMYECTBO MUKPOOPraHW3mMOoB.
AKKYMYNMpOBaHHble pesysnibTaTbl MOCNeAoBaTesbHbIX CMbIBOB CpaBHMBalOT. ITOT MeTof He obnagaet
Heo6XxoAMMOl TOYHOCTbIO. Henb3a onpefennTb TOYHOE COOTHOLWEHWE MeXAy YWCIOM  BbISIBAEHHbIX
MMWKPOOPraHN3MOB 1 UX AeACTBUTENbHbIM YNC/IOM Ha NPoAyKTe.

A.5.2.1.2 MeTo/A MHOKYNALUUN NPOAYKTa

Ona onpepenenns 3eKTUBHOCTN BbIJENIEHNA MOXeT COo34aBaTbCs WCKYCCTBEHHas OuoHarpyska
npoAykTa WMHOKyNnsiuueli N3BECTHOr0 KO/MYecTBa BblGPAHHbIX MWUKPOOPraHW3moB. MWKpOOPraHusMbl MOryT
OblTb BereTaTUBHbIMK KieTkamy MAM cnopamu; 06bl4HO WMCMOJMb3YT a3pobHble GakTepuasbHbie Cropbl.
MpumeHeHne BereTaTtMBHLIX  MWKPOOPraHM3MOB Ha  MNpakTUke 3aTpyfHeHo u3-3a notepu  uX
XWU3HECNOCOBHOCTN NPU BbICYLLUNBAHUN.

MukpoopraHvu3ambl, UCMoNb3yemble A8 BaNWfaUMOHHbIX UCCNefoBaHuidi, BblGMpaloT, ucxoas W3
€CTEeCTBEHHOW 6roHarpyskn. Boi6paHHble MUKPOOPraHn3mbl MOTYT BKOYATL NpeacTaBuTenei:

a) nneceHe;

b) ME30hUNSIbHBIX ~ BEreTaTUBHbIX  MUKPOOPraHW3MoB  (rpam-noslIoXUTENbHbIX — W/uanM  rpam-
oTpuuaTesnbublx);

C) cnop cnopoo6pasyoLnx rpam- No0XUTESTbHbIX HakTepuii.

Wcnonb3oBaHne aHaspobHbIX cnopoobpasywux 6akTepuii Ans BanMAALMOHHbLIX WCCNeA0BaHuWii
MOXeT NpeAcTaBnATb 60/blIMe NpakTUYeckne TPyAHOCTY.

XKusHecnocobHble YacTuLbl JO/KHbI ObITb YCTAHOBNEHBI BO BPeMS MHOKyNALMKU. [ocne BbiCylIMBaHUS
WHOKYNATa, ecnu aTo AOMYCTUMO ANA KOHKPETHOro MpoAykTa, UCMOb3yeTcs BblOpaHHbI ANA Hero MeTof,
BblAENEHUSA MUKPOOPraHM3moB. OTHOLIEHWE MOJIyYEHHOro TUTpa K TUTPY WCXOA4HOrO WHOKYyNATa Aaet
3(hheKTUBHOCTL pereHepaLumn Ans8 KOHKPETHOro meTofa v NpoAykTa.

MuKpobHasa WHOKYNAUMSA UMeeT Takue OrpaHuyYeHusl, Kak WHKpycTauus, agresus CycneHsuu,
rpynnupoBKa KIeTOK B KOHFNoOMepatbl M KofebaHWs YPOBHA WHOKYNATa, W 3TU OrpaHUYeHus OOSKHbI
NPUHUMATLCA B pacyeT Mnpu MHOKYALMKN NPOAyKTa.

WNHoKynsauma npoaykToB 13 abcopbupylowmx MaTepuasioB MOXeT coBepliaTbCA MNOrPyXeHnem B
CYCMEH3N0 BbIOPAHHLIX MWKpPOOpraHM3moB. 3dTa npouedypa MOXeT MpuBOAUTL K pPaBHOMEPHOMY
pacnpefesnieH1io MUKPOOpraHn3MoB Ha NPoAyKTe.

A.5.2.2 3noeHT

DJI0EHT He [0/IXKEH CNocobCTBOBATL POCTY WU UHIMGMPOBAaTL POCT MUKPOOPTraHU3MOB, yaanisiemblX ¢
npogykra. Yrtobbl yCTaHOBWUTL Takoli 3apdeKkT a/eHTa, HeboMbloe U3BECTHOe  KOMMYecTBO
MUKPOOPraHM3mMoB [O/KHO OblTb WHOKY/IMPOBAHO B MNPOAYKT W OCTaB/IEHO B 3/II0OEHTE Ha Bpems,
npeAcrasnsaoliee Xygwune ycrnosuss pabotbl € HWM. Torga MeTof OLEHKM OUOHarpyskM MOXeT ObiTb
MCNo/b30BaH € y4eToM 3(pheKTOB MHIMOMPOBAHUS NN CNOCO6GCTBOBAHWUS POCTY.

A.5.2.3 dunsnyeckne metoabl yaaneHuns

[ns yaaneHns MMKpPOOPraHM3mMoB M3 NPoAykTa MOryT 6biTb MCNOMb30BaHbl hr3nyeckne BO3AeincTeus
(A.4.2.4). [onxHa 6bITb ycTaHOB/EHa 3((EKTUBHOCTb 3TOr0 BO3AEWCTBMUS HA OLEHKY OGUOHArpysku c
ncnonb3oBaHWeM HebO/bWOro konuuectsa MukpoopraHusmos (okono 100 KOE). 3OdyhekTBHOCTb
onpegensietca nyteMm nogcyeta MUKPOOpraHuM3moB. [lpM 3TOM AO/KHbI MPUHUMATBCA BO BHUMaHue
BO3MOXHble  3(hpeKTbl  BO3AEWCTBMSA  3/l0€HTA HAa  BbDKMBAEMOCTb  yAanseMblX U3  NpoAykTa
MuKpoopranusmos (A.5.2.2).
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A.5.3 Banvgauua meTtoaoB nogcyeta

A.5.3.1 lNpu BanngaLmm MeTof0B NoAcyeTa HYXXHO yUUTbIBATL:

a) BU/ BBEAEHHbIX MUKPOOPraHNM3MOB;

b)UNCNO  OXMAAEMbIX MWKPOOPraHW3MOB-KOHTaMMHAHTOB. [N  3TOro  MoxeT noTpebosaTbcs
KOHLIeHTpMpOBaHue Uau pasBefeHne 3/110eHTa,

C) BO3MOXHOCTb MCMO/Ib30BaHNA MeTab0/IMYeCKO akTUBHOCTUN [N OLeHKU Yncna MUKPOOPraHu3MoB.

A.5.3.2 Banugauus oueHKM 6uoHarpyskm 3aBMCUT rnaBHbIM 06pa3om OT creayoLwmnx hakTopos:

a) CNOCOBHOCTU  BbIGPAHHBLIX MNUTaTEeNbHbIX Cpef, MNOoAAepXuBaTb BbISIB/IEHHbIE MUKPOOPraHW3Mbl,
cocTaBnswowmne 61MoHarpysky:

b) COOTHOLLEHNSI BbIGPAHHOW TemnepaTypbl W BPEMEHU WHOKYNAUMU NOAAEPXKMBAKOLWMUX PoOCT
MWKPOOPraHM3MoB B BbiOpaHHON NuTaTenbHON cpege.

A.6 Vicnonb3oBaHne MeTOL0B OLEeHKU

A.6.1 O6Lme NnonoxeHms

Mpn MCnonb3oBaHUW OLEeHKW OGUOHArpysku NS OnpefenieHns pexuma  CTepuamsauun  BaxHoe
3HauyeHne uMeeT TOYHOCTb 3TOW OueHKkW. [lpu TekyleM KOHTpose npouecca npov3BOACTBA HYXHO
nonb30BaTbCA TOYHLIM METOAOM OLEeHKM GUOHAarpysku, Y4Tobbl YCTAHOBUTb U3MEHeHUs A0 Toro, kak byget
OOCTUTHYT YPOBEHb, MPY KOTOPOM CTEPUIM3ALNSA OKaxXeTCs HeathheKTUBHOA.

[Ona noaTBepxAeHNs afeKkBaTHOCTM YCTAHOBJ/IEHHOTO Mpouecca CcTepuiu3aumMm Ha  npakTuke
Heobxo4MmMo MmeTb obllee npeAcTaBieHne 0 GUoHarpyske, nNpuyem OLeHKa ee Ao/KHa ObiTb akKypaTHOW u
TOYHOIA.

OueHka 6uoHarpy3knm Bo BpeMs HavasibHON BasMAaummn gaeTt OCHOBY A5 06HapYXeHUs U3MeHeHuii B
npouecce akcnayataymmn. 3Ta OueHKka MOXET CAYXWUTb 4715 OnpefeneHns HenpeaBuaeHHbIX U3MEHEHNI 1am
B/USAHNA W3MEHEHU/ Ha NPOW3BOACTBEHHbIA NpoOLEcC WM NPOV3BOACTBEHHYK Ccpefy. YcTaHOBMeHve
KOHTpPO/IMpYyeMbIX NpegenioB npouecca W aHanu3 TeHAEHLUMA NOo3BONSAT CBOEBPEMEHHO Onpefenstb
N3MEHEeHUA GUoHarpysKu.

A.6.2 MNMpepenbl KOHTPONA

Bbibop npenenos oOueHkn GuoHarpysku npu KOHTPOSie OCHOBbLIBAETCA Ha PETPOCMEKTMBHOM aHasuse.
[aHHble MOryT aHanusnpoBaTbCA Ha COOTBETCTBME W3BECTHOMY MaTeMaTU4yeckomy pacrnpefenieHunto
(hanpumMep, HopmasibHOMY, pacnpegeneHuio [yaccoHa, OWHOMUHANBHOMY). 3KCNepUMeHTaslbHble
cTaTUCTUYeCcKMe faHHble MOryT 6bITb Mnpeobpas3oBaHbl U UCNOMb30BaHbl /11 MNOCTPOEHUA W3BECTHOrO
mMaTtemaTuMyeckoro pacnpegeneHvs. Ecnm  3To  ycnewHo cgenaHo, TO MOryT ObiTb  BbIYAC/EHbI
JoBepuTenbHble npedensl AN OUueHkW. HenpaBwibHoe npeobpasoBaHMe MOMYYEHHbIX [AaHHbIX K
N3BECTHOMY MaTeMaTU4ecKoMy pacnpefesieHno MOXeT NPUBECTU K HEBEPHOMY pe3ysbTarty.

Mpn HEBO3MOXHOCTW MOJSIyYEeHUs W3BECTHOrO pacnpefeneHnss camblil  nerkuii un Hamnbonee
pacnpocTpaHeHHbI MyTb YCTAHOBMEHUA NPeLenioB — 3TO PETPOCNEKTUBHbIV aHaIn3 AaHHbIX U HaxoxaeHue
YPOBHS, HUXe KOTOPOro pacnonaraiotcs 95 % ymcna BbDKUBLLWX KOSTOHUIA MUKpoopraHnaMoBs (v 90 %, unm
99 %). Mepuognyecknini 0630p NPUHATLIX NPEAESIOB, COOTBETCTBYHOLNX TPE6OBAHUSIM, YKa3aH B HAcTosALEeM
cTaHgapTe.

A.6.3 AHanM3 TeHAEeHUNiA Npu KOHTpone

AHann3 TeHAEeHUNIA NPoBOAAT ANA NOATBEPXKAEHMSA TOrO, YTO NPOLECC U3MEHWCS, faXe eC/in OLEeHKU
Haxo4ATCA B YCTAHOBJ/IEHHbIX npefeniax. AHa/n3 BbINOMHAETCA MYTEM U3YYEHWUS OaHHbIX, OTKNOHAIOLMXCA
0T 06bIYHOrO C/yyYaiHOro pacnpegeneHns OLeHoK.

[onyckaeTca NpUMeHATb CTaHAapTHbIEe NPUHLKMBLI CTATUCTUYECKOTO KOHTpons [20, 15.17,18, 21].

TeHAeHUMN U3MeHeHW B Mnpouecce C TMOCTENEHHbIM YBE/IMYEHWEM 4ucna MNOACUUTAHHBIX
MWKPOOPraHW3mMOB MOFyT MackupoBaTbCs C/y4YaliHbIMW OTK/IOHEHWUAMWU WAN WU3BECTHLIMU LMKINYECKAMM
dnykTyaumsimm (Hanpvmep, Ce30HHbIMK Kosle6aHnAMM) N NO3TOMY MOTYT OCTaTbCs He3aMeUYeHHbIMU.

OueHb YacTo MUKpOGMOIOrMyeckne faHHble HaXoAATCA Ha YAOBNETBOPUTENIbHOM YPOBHE B TeuyeHue
onpefeneHHoro BPEMEHW, NOC/e 4Yero AalT SABHbIA, 00bIYHO KOpOTKWMI nuk. CnepyeT KOHTPOAUPOBAaTb
4acToTy MOSAB/IEHNS 3TUX MUKOB.
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MpunoxeHne B
(cnpaBoy4Hoe)

PykoBOACTBO Mo Banugauum MUKPOGMONOTMYECKUX METOA0B OLEHKU

B.1 BeepgeHune

B 3TOM npunoxeHun npuBefeHbl MeToAbl, KOTOpble MOryT ObiTb MCMOMb30BaHbl ANA Banujauuv
MeTO/0B OLEeHKN 6uoHarpysku. MoryT 6bITb MCNONb30BaHbI MHbIE NOAXOAbI.

[N TOYHOrO NPUMEHEHUS ITUX METOA0B HEeOoOX0AVMM COOTBETCTBYHOLUVM 06pa3oM NOArOTOB/IEHHbIA U
KBa/IMPULMPOBaHHbIV NnepcoHan. Heo6xoAMMO yunTbiBaTb KOHUIypaumio NpoaykTa n cutyaummn, B KOTOPbIX
cpefn MUKPOOPraHW3mMOoB, COCTaB/AIOLWNX BMOHArpy3Ky, HaX0AATCA HEKOTOPble KOHTAMUHAHTI.

B.2 Banupauna meToAoB yaaneHns MUKPOOPraHM3mMoB U3 NPOAYKTOB

MpumeuvaHne — B 3TOM NpUIoKeHUM cofepxarcs Asa MeTofa Ba/Maauun rnpouecca yaasieHus
MMKPOOPraH13MOB 13 MPOZyKTa, XoTopble 6bln BBeAeHbI B A.5.2; B B.2.1 npvBeseH MeTof NoBTopsitoLLelics 06paboTkm
(A.5.2.1.1), B B.2.2 — meTOA, UHOKY/IMPOBaHHOTO NpoAykTa (A.5.2.1.2).

B.2.1 Banmpauus ¢ UCnosb3oBaHWEM MOBTOPsOLLEics 06paboTku
MpumeuvaHne — [pu 3TOM METOAE 4/11 Ba/IMAALIMM UCTIONb3YHOT (DaKTUYECKyto G1UoHarpy3ky. Horaa atot
METOA, UMEeHyeTCS «U136bITOYHOW pereHepaLyiens.

B.2.1.1 Mepeg HayasoM BasMpaumy npouecca yaaneHus MUKpOOpraHM3MOoB U3 NpoaykTa GroHarpyska
[0/KHA BbITh ONpeaeneHa u oKkyMeHTMpoBaHa.

MpuMmeyaHue — B mpouecce 3KCMEPUMEHTOB MPUHSTLI METOZ HeMb3A 3aMeHsiTb ApyrvM. [o3atomy
Heo6XoAMMO MPOBECTV MpefBapuTe/lbHble IKCNEPUMEHTLI [1s Moucka U ONTUMM3ALMU METOAA, KOTOpbI/A NOANEXUT
BaUMAALMM.

B.2.1.2 OTbupaeTca onpefesieHHOE KO/MYECTBO MNPOAYKTOB WKW 4YacTeli NpoAykKTOB, A5 KOTOPbIX
HY)XXHO onpeaenuTb KoauumeHT pereHepaummn. Kaxablii npoayKT go/mkeH 6biTb ncnbiTaH (B.2.1.1). StoT
MeTO/ UCMONb3yeTcs AN OLEHKV YiC/ia MUKPOOPraHN3MOB Ha NpoaykTe.

Mocne onpegeneHns MUKPOGHON 3arpA3HEHHOCTV NPOAYKTa 3TOT Xe MeToj MOXEeT OblTb MCMONb30BaH
HeCKO/bKO pa3 A5 TOro Xe NpoAykTa, YTo6bl onpeaenntb 3dheKTMBHOCTL oT6opa.

MpumeyaHne — ToYHOE YUNC/IO MOBTOPEHWUIA, KOTOPOE [IOKET OblTb CAENMAHO, 3aBWUCUT OT MHOXECTBa
(hakTopoB, BK/IKOYasA MPUPOAY MNPOAYKTa W MVKPOOPraHM3MOB, COCTaBAIOLWWMX GMOHArpysky, M UCXOLHOTO YPOBHSA
KOHTamuHauuw. [1ns onpegeneHuns umcia NoBTOPEHN MOryT ObITb NPoBefeHbI MPeaBapuTesibHbIE SKCMEPUMEHTBI.

B.2.1.3 [nA HeKOTOpbIX MPOAYKTOB MO/IE3HO BbLIACHWTb, OCTA/IMCb /I  XW3HECNOCOOHble
MWKPOOPraHM3Mbl Ha MPoAyKTe Nocsie NOBTOPHOW 06paboTku. DTO MOXHO caenaTb OAHUM K3 CreAyoLnX
€noco60oB.:

a) noKpbiTME MOBEPXHOCTM MPOAyKTa pacnnasBfeHHON nuTaTesbHON Cpefoi, koTopas nocne
3aTBepfeBaH/s nomMelaeTcs B NOAXOAslME YCNOBUS KynbTuBMpoBaHus (A.4.2.4.9). O6pasoBaslumecs
KOJIOHVUWN NOACUUTLIBAKOTCS;

b) norpyxeHve npoAykTa B XWAKYIO NuUTaTeslbHyl0 cpefy C nocneayrowmm KynbTUBUMPOBAHUEM W
uccnefosaHvem pocta. Ecnv nocne norpyxeHus B XUAKYIO nuTaTeslbHYl0 cpefly U Ky/JbTUBMPOBAHUA Ha
4yacTu NPOAYKTOB MPUCYTCTBYIOT XMBble MUKPOOPraHu3Mbl, TO pesysibTaTbl MOTYT 6biTb MCNOMb30BaHbl A1A
BbluncneHnsa no metogy HBY (A.4.2.6.7). Ecnu Ha Bcex ob6pasuax oTMevaeTcs pocT, meTtod HBY Henb3sa
MCMnonb30BaTh, U METOJ Ba/iMAaUMn fO/MKEH 6biTb NEPECMOTPEH.

B.2.1.4 YnCno KOMOHWIA, MOACYUTAHHbIX NOC/Ee NepPBUYHOTO NPUMeHeHNs MeToaoB yaanenns (B.2.1.2),

BbIpaXatT Kak YacTb 06LLero ymcna noAcunTbiBaeMbIX KOSIOHUIA.
MpumeyaHue — UYacTb O6LIEro yMcna KOMOHWIA MOXeT ObiTb paccuMTaHa An1s Kaxaoro npogykra n
UCronb30BaHa A/1a onpeaeneHys adidekTMBHOCTY oTbopa. B B.5.2.1.1 npuBeaeH paboumii npuvep.

B.2.2 Banngauns ¢ ucnosib3oBaHnemM MHOKY/IMPOBAHHOTO NPOAyKTa

B.2.2.1 Wcnonb3yewmblli MeTog Banvgjauuum AO/DKEH ObiTb onpedenieH U LOKYMEHTUPOBaH nepes
HavyanoMm Banmjauumn npolecca yaasreHnss MUMKPOOpPraHM3MoB M3 NpoaykKTa.

MpnmeyaHne — BaxkHO He MEHATb METOAbI B NPOLIECCe BannAaUMOHHBIX 3KCMEPUMEHTOB. 03TOMY MOXeT
oKasaTbCA HeobX0AMMbIM NPOBECTU NpeABapUTE/IbHbIE IKCMEPUMEHTLI 471 NMoMcKa U ONTUMM3aLMM METOAa, KOTOopbI
noaIexuT Baimaaumn.

B.2.2.2 [lo/kHa 6blTb MPUrOTOB/IEHA CYCMEH3Wsl MUKPOOPraHW3MOB, UCMOMb3yemMasi AN UHOKYISILMM
NpoAyKTa, N B HeWi A0/MKHbI 6bITh MNOACUMTAHbI XKU3HECTOCO6HbIE MUKPOOPraHU3MbI.
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MpumeyaHne — BbiiOp MMKPOOPraHN3MOB, MCMOMb3YEMbIX /1 BaNMAALMN MyTeM UHOKYALMW NPOAYKTa,
paccmatpuaetcs B A.5.2.1.2. M1KpoOopraHu3Mmbl, BbiGpaHHble 415 MHOKYISLMKW, AO/MKHBI NPOTUBOCTOATL BO3AEVCTBUIO
npoLiecca BbiCyLUMBaHKA. M03TOMy 06bIHHO WCMO/L3YHOTCA CrOPbl a3PO6HbIX GakTepuid. CunTaroTcsl NOAXOAALLMMK MO
cBOMM cBolicTBam crnopbl Bacillus subtilis var. niger; MoxeT 6bITb NpUrofHO BoaHasA cycneHsus BadHus subtHis var.
niger. NpUroToB/ieHHasA B cooTBeTcTBUM C ISO 11138-2.

B.2.2.3 loxHO 6GbITb NPUIOTOBMIEHO COOTBETCTBYIOLLEE pa3BefeHVe 3TOol CyCcrneH3nu n onpegenieHo
KO/IMYECTBO >XM3HECNOCOOHbIX MWUKPOOPraHM3MOB B 3TOM pasBefeHUn. VIHOKYNAT AO/IKEH WMETb Ty Xe
KOHLEHTpauMio, 4YTO M ecTeCcTBEHHas KOHTaMuHauua npogykta. [ns o6pasuoB C HW3KOW 6GuoHarpyskoi
MOXeT 6bITb MOAXOAALMM 06BEM CYCMEH3UU C KOHLEHTpaLumein, No3Bo/isowWwen pacnonoxXntb Ha Npoaykre

100 XMBbIX MUKPOOPraHM3MoB.
MpunmeuvuaHne — MoxeT oka3aTbCAd HEOOXOAWMMbIM MPOBEAEHNE nNpeABapuUTebHbIX 3KCMEPUMEHTOB

(B.2.2.2).

B.2.2.4 [JonxHo 6biTb BbIGPAHO HEKOTOPOE KO/IMYECTBO CTEPU/IbHBLIX MPOAYKTOB WM WX YacTell.
Kaxablii NpoAyKT MHOKYIMpyeTcs onpefefieHHbIM 06beMOM CYyCMeH3Mn MUKpoopraHusMos (B.2.2.3) u. ecin
3TO [OMNYCTMMO AN KOHKPETHOro npoAykTa, noABepraeTcsi Cylke B YC/MOBMAX JlaMUHAPHOrO MoToka
BO3ayXa.

Mpumeyanne — Ecnm ob6pasew 6bl1 NPOCTEPUIN3OBAH OKCUAOM 3TU/EHA, TO OH JO/KEH ObiTh MOMHOCTLIO
MPOBETPEH, YTOGOb! YMEHBLINTL B/IMSIHUE KakVX Obl TO HU GbUIO OCTATKOB OKCUAA 3TWeHa. Bce BO3MOXHble adichekTbl
VHIMGVPOBaHYISI, Bbi3biBaeMble BblENEHNAMN BELLIECTB U3 NPOAYKTOB, AO/MKHbI ObITb MCCNEA0BaHbI B NpeBapUTE/bHbLIX
akcnepvmeHTax (B.2.2.1 n B.4).

CycneH3nsa Ao/mxkHa 6biTb pacnpefjeneHa B npogykte TakuMm o6pas3om, 4Tobbl yacTb MNpoAykTa, U3
KOTOpOil Hanbonee TPYAHO yAaMTb MUKPOOPraHM3Mbl B eCTECTBEHHOM npoLlecce, Toxe 6biaa BKIoYeHa.

B.2.2.5 YctaHoBNeHHble MeToApbl (B.2.2) ucnonb3yTcsa A5 onpefesieHns yYucna UHOKY/IMPOBaHHbIX
MUKPOOPraHn3MoB, yaaiseMbIX U3 Npoaykra.

B.2.2.6 Yucno ypansemblx MUKPOOPraHM3MOB BbIpaXaeTCs KaK 4acTb uuc/ia MUKPOOPraHu3mos,
WHOKY/IMPOBaHHbIX B MPOAYKT. Takne 4YacTu MOryT ObiTb paccumTaHbl ANs kaxgoro npogykra (B.2.2.4) n
MCMNob30BaHbl 415 BbluMCNEeHN ahhekTMBHOCTM oTbopa. B pasgene B.5 npuBeAeH KOHKPETHbIN npumMep.

MpumeyaHune — [laHHble, OTKIOHSIOLLMECA OT PE3y/bTAaTOB Ba/AALM PereHepaLyn npoLecca oteopa,
MCNOMb3YIOLLEN MPAMYI0 MHOKYNALMIO, AO/MKHbI PacCMaTpMBaTbCA C OCTOPOXHOCTLIO, TaK Kak 3TOT METOf MOXET
HETOYHO UMNTUPOBATbL UCTUHHYIO GUOHArPY3KY.

B.3 OueHka yc/ioBuiA KyNbTUBMPOBaHUSA

Ycnoeus KynbTUBUPOBaHWUSA, T.e. nuTaTesibHas cpefa W YCNoBUA WHKy6UpoBaHusi, BblOpaHHble AnA
OLEHKM GUOoHarpysku, He MoryT ob6ecneunTb 06HapYXeHUs BCeX NOTeHUMUasbHbIX KOHTaMUHAHTOB. Mo3TOMy
Ha NpakTuke Hen3beXxHO 3aHukeHne 6uoHarpyskn. Tem He MeHee pelleHne 06 YCOBUAX Ky/bTUBUPOBaHUSA
[O/KHO ObITb NPUHATO. 3TY yCNOBKA criegyeT onpefenntb Npu Banupauny metoga oueHkm (7.2).

PauunoHanbHoe onpegeneHne ycnosuii  KynbTWBMpPOBaHMS 6a3vpyeTcsa Ha 3HaHWM npouecca
npou3BOACTBa, NPOU3BOACTBEHHON Cpefbl W MaTepuanos W NocnefyolleM CpaBHEHUM MUKPOOPraHM3MOB,
NOACYMTAHHBIX MPY 3TUX YCNOBUAX KYNbTUBMPOBAHNA N anbTePHATUBHbIX KOMOUHALMAX NUTATENbHON cpeapbl
W YCNOBUWIA NHKYBMpOBaHus.

Ecnn npu atom noaxode nonyyeHa Huskas OuoHarpyska, TO NpefsioXeHHble  yCnoBus
KyNbTUBUPOBAHNA [AO/MKHbI OblTb MEPecMOTPEeHbl C LEefbio ONTUMM3auMu KoauyecTBa MNOACHUTAHHbLIX
MUKPOOPraHN3moB.

B.4 MNpoBepka BblAeNeHNs BeLWecTB, NPOTUBOAENCTBYIOLWUX OLLEHKE GUOHArpy3ku

OTa npoBepka WMeeT Lefbl0 W3yyeHue BO3AEWCTBMA Ha MNOTEHUManbHO YyBCTBUTESIbHbIE
MUKPOOPraHu3Mbl BeLLecTB, KOTOPble MOTYT BbIAENATLCA B CYCMNEH3UPYIOLLYI0 XUAKOCTb. 34ecb npusBefeH
npumep noAxoAa, KOTOpbli MOXeT ObiTb MCNONb30BaH [7A OLEHKM MeTOAOB Ha cooTBeTcTBME 6.2
HacTosuero ctaHgapta n A.4.2.6.1.

B.4.1 [omkHbl ObiTb BblGpaHbl CTepunM3yemble MPOAYKTbl, W KaXAbld NPOAYKT AO/HKEH ObiTb
noABeprHyT MCNbiTaHUo AN onpefenenns adhekTa yaaneHns MMKpoOOpraHM3MoB € MOMOLLbIO NPOLECCOB,
KOTOpble HaA/IeXWUT UCNOb30BaTh B Tekylleil pabote. Ecnu B npouecce yaaneHuss NCNonb3ytoT 3/IEHT. TO
crnefyeT ucrnosib3oBaTb npoueaypy, onucaHvHyio B B.4.2. Ecnv npoAykT HenocpeACTBEHHO BBOAUTCA B
nuTaTesnbHylo cpeay, To 6onee noaxoAsawmm asnsetcs 4.3.

B.4.2 Ecnu B npouecce yganeHns MUKPOOraHW3MOB WCMNOMb3yeTcs anweHT (A.4.2.5), To B Hero
BBOAWUTCA  OMpefesieHHOe  KOJIMYECTBO  MOTEHLUMa/IbHO  YYBCTBUTEJ/IbHLIX  MUKPOOraHM3moB.  Yucro
NCNOMb3yEMbIX MWUKPOOPraHM3MOB AO/KHO ObiTb Npuban3nTenbHo paBHbiM 100. BakTepuoctatuyeckue
TecTbl, B OCHOBHOM, OMNcaHbl B papmakonesx.
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MpnmeuvaHne — B (bapmakoneﬂx yKasbIBatOTCA BMAbI NCMNO/b3YyEMbIX MUKPOOPraHN3MOB WK YKasblBaeTCA
BO3MOXXHOCTb MPUMEHEHUA a/lbTEPHATMBHbLIX MUKPOOPraHN3MoB, TakMX Kak Pseudomonas ffuorescens. MNonyyaroLasca
B pesysibTate CyCneHsunsa AOo/DKHa BblAepXMBaTbCA B TedYeHue nepuoja BpemMeHW, paBHOro, no KpaVIHeVI mepe,
MakCMMaJibHO AonyCTUMOMY BpEMEHW, KOTOPOE NPUMEHAETCA A1 OLEHKU 6|/|0Harpy3K|/|. 3atemM noacunTLIBAETCA YACNO
XMBbIX MUKPOOPraHM3MOB.

B.4.3 Ecnu npogyKT HenocpeacTBEHHO BBOAUTCSA B NUTATEsIbHYK cpedy (Hanpumep, OueHka no
meToay HBY; A.4.2.6.7). TO MOryT wucnonb3oBaTbCs 6akTepuocTtaTuyeckMe TecCTbl, OMNUCaHHble B
hapmakoneiHbIX MOHOrpadusx.

B 3Tux Tectax npoAyKT BBOAUTCS HENOCPEACTBEHHO B NUTATE/IbHYIO CPpely U UHKYyOUpyeTcs B TeYeHne
yKa3aHHOro BpemMeHun. 3atem Masioe KoJMYecTBO MUKPOOpraHn3Mos (B.4.2) BBOAAT B nUTaTeNbHYIO cpeay, U
MHKy6auus npogomxkaeTtcs. [ocne ykasaHHOro nepuoja BpemMeHu nutaTesibHas cpeja uccriegyercs Ha pocTt
XMBbIX MUKPOOPraHW3moB.

B.4.4 Ecnn 4ncno WHOKY/NIMPOBAHHbLIX W UYUC/IO PEreHepupoBaHHbIX MWKpPOOpraHnsmos no B.4.2
OT/IMYAKOTCHA 3HAUUTENIbHO MW BOOGLLE pocTa MUKPOOPraHusmoB Mo B.4.3 He oTMmeuaeTcs, TO TeXHuKa
OLeHKN 6uoHarpysku Ao/mkHa 6biTb nNepecmoTpeHa. MoxeT okasaTbCa Heob6XoAMMbIM BBECTU CTafumio
HeliTpanusauum nnm dunbTpauun Ana yaaneHns narmbupyowmnx sewects (A.4.2.6.1).

B.5 Mpumop pacyeToB KOPPEKTUPYIOLWUX KOIPPULMEHTOB

B.5.1 BeepgeHve

Hwxe npuBefeHbl ABa nNpumepa pacyeta KoppekTupytowero koadduumnerTa. MNMonyyeHHble BENNUYUHbI
Heob6a3aTeNlbHO UCMO/Ib30BaTh A/19 OLEeHKV pe3ynbTaToB BavaunoHHbIX 9KCNEePYMEHTOB.

B.5.2 Banngauns TeXHUKN BblfeNeHus

B.5.2.1 lMoBTOpstowasnca o6paboTka

B.5.2.1.1 WNpeanusupoBaHHasA rpynna faHHbiX npuBefeHa B Tabnuue B.1. [laHHble copepxaT nsATb
NOBTOPHOCTE ANS MeANLUHCKUX U3AeNNid.

Ta6nuya B .1— Ynucno KonoHwii, onpegeneHHbiX 4N MeAULMHCKOr0 U3Aenvs npu noBTopstoLeincs
06paboTKe B NATN MNOBTOPHOCTAX

Ymncio KOIoOHUIA B MOBTOPHOCTSX
P CpefHee yncno

OnbiTb! KOMOHWI
1 2 3 4 5

1 60 50 70 55 45 56

2 10 12 5 2 3 6.4

3 0 2 0 0 0.6

4 0 1 0 0 1 0.4
MokpbITHE arapom 10 5 7 4 2 5.6
O6Lee YACNo KOMOHUIA 81 68 84 61 51 69

B.5.2.1.2 Mo paHHbIM Tabnuubl B. 1 3deKTUBHOCTL BbIAE/IEHNS MOXET O6biTb paccuuMTaHa
cnepyoLmm o6pasom:

CpefHsia ah(heKTUBHOCTb BblAENEHNA MUKPOOpPraHnsMoB paBHa 81,8 %. Mpepensl koneb6aHwii
coctaBnawT 74—90 %.

MpumeyvaHne — B pacyeTbl BKIOYEHA WAEA/M3MPOBAHHAA CUTyauMs C UCMO/b30BaHMEM MeToda
MOKpbIBatOLLEro arapa. MpyMeHeHUIo 3TOro MeToJa MOXET MPEensTCTBOBaTb NMPUPOAA HEKOTOPbIX BA0B MEAULHCKUX
usgenuii (B.2.1.3 ).

MepBble BblAeNneHus 60 50 70 55 45
Ob6Lme 81 68 84 61 51
OT60p.% 74 74 83 90 88

B.5.2.1.3 Wcnonb3ya cpefHiol  3IPGPEKTUBHOCTL  BblAENEHUS,  MOMYYUM  KOPPEKTUPYIOLLWiA
KoaghpnumneHT

MpumeyaHue — B HEKOTOPbIX C/ydYasiX MOXET OblTb MPUHATO PELLEHMe MCMOMb30BaTb MEHbLUMIA npesen
konebaHuii, 4TOGblI MOMYYUTb pacyeT ANS HauXyAwux YycrosBuid. PelueHve OyaeT 3aBuceTb OT  HaMeYeHHOro
UCMOMb30BaHUA [aHHbIX.
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B.5.2.2 MiHoKynaumsa npoaykra

B.5.2.2.1 BbibpaH MeTOZ UHOKYIALMW NPOAYKTa, TakK Kak npeAsapuTesibHble aKCMepuMeHTbl nokasanu,
4yTo BUoHarpyska bblna oyeHb Mana.

B.5.2.2.2 Bbina npuroToBneHa cycneHsuns Bacillus subtilis var. niger n 6b110 onpegeneHo uucrio
XU3HECMNOCOBHbIX MUKPOOPraHW3MOB C UCMO/b30BAHUEM ONTUMaSIbHbIX YCI0BUIA KyNbTUBUPOBAHUS.

B.5.2.2.3 bBbl/10 NpUroToB/iIeHO pasBefeHne cycneHsuu, B koTopom 0.1 mn cogepxut 100 cnop.
BbibpaHHas 4acTb MeAUUMHCKUX u3gennii 6bina  WHOKy/iMpoBaHa 3TMM  pas3BefeHWeM CycneHsuu u
ocTaB/fieHa N5 BbICbIXaHNA NOf NaMUHapHbLIM NMOTOKOM BO3A4yXa.

B.5.2.2.4 /13 MHOKy/TMPOBaHHbIX NPOAYKTOB BblGpaHHbIM MpoLEeccoM BbigeneHsl cnopbl Bacillus subtilis.
npuyemM cpefHee YNC/Oo BblAeNeHHbIX Cnop paBHAnock 35 ¢ npegenamu konebaHwin ot 25 ao 40.

B.5.2.2.5 KoppekTtupyowuii KoaduumeHT ans adpeKTMBHOCTM BblLeNEeHNS paBEH:

B.5.3 OueHka 6roHarpysku
OueHka 6MoHarpyskn MOXeT ObiTb BbIMOMIHEHA YMHOXEHWEM npeAcTepuIn3alMoHHOro uYncna Ha
KOPPEeKTUPYIOLWMIA KO3hPMLMEHT, BblYMCIEHHbIV No B.5.2 HacTosAWwero ctaHaapTa.
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Mpunoxenne OA
(cnpaBouHoe)

CBefeHna 0 COOTBETCTBUN MEXTOCYAapPCTBEHHbIX CTAHAAPTOB CChIJTIOYHbLIM
MeXayHapoaHbiM CTaHOoapTam

Ta6nuya [AAL
O603HaYeHNE N HAMMEHOBaHNE CreneHb O603HayYeHne N HaMMeHoBaHue
MeXAyHapoaHoro ctaHgapTa COOTBETCTBUSA MEeXrocyapCcTBEHHOro cTaHaapTa
ISO 11134:1994 ¢
Crepunusauna MeaMUMHCKOW  NpoAyKLWW.
Tpe6oBaHuA K Banugauum u Tekylemy
KOHTponto. [lpombiWwneHHas cTepuan3aums
BN1aXHbIM TEN/IOM

1ISO 11135:1994 HOoT FOCT ISO 11135-2012 MeauumnHckue
MegauunHckne n3genus. Mposepka nsgenus. Banupauma n Tekywuia
[OCTOBEPHOCTM U TeKyWMWA  KOHTPOSb KOHTPO/Ib  CTEpuAu3auuMm  OKCUAO0M
cTepunMsaunn OKCMaom aTUIeHa aTuneHa

1ISO 11137:1995

CTepunusaumsi MeauLMHCKOW NpogyKuuu.
Tpe6oBaHus K Banugauum U Tekylwemy
KOHTpO/I0. PagnaunoHHas ctepuamsayus

ISO 11138-2:1994 Crepunusaumsa HoT rocTt ISO 11138-2-2012
MeAMUMHCKOM npoaykuun. Buonoruyeckune Crepunusauuns MeAULMHCKO
MHAukaTopbl. Yactb 2. bBuonoruyeckue npoaykuun. Buonoruyeckue
MHOMKATOPbLl A1 CTepunnsaumm OKCUAO0M nHamkKatopbl. Yactb 2. Buonornyeckme
aTuneHa MHAMKATOPbI ans cTepumsanmn

OKCMAOM 3aTu/eHa
ISO 9001:1994 Cuctembl kayectsa. Mogenb

ans obecneyeHus KayecTBa npu

NPOEKTUPOBaHNN. pa3paboTke,

NPOn3BO/ACTBE, MOHTAXe 1 06CyXMBAHUN

ISO 9002:1994 Cuctembl kayectsa. Mogenb
ans obecneyeHus kavecTsa npu
NPOV3BOACTBE, MOHTaXe 1 06CNYXMNBaHWUM

COOTBETCTBYIOLLMIA MEXTOCYAAPCTBEHHBIA CTAaHAAPT OTCYTCTBYET. [l0 €ro YTBEPXAEHUS PEKOMeHIyeTcs

UCNoMb30BaTb MEPEeBOf, HA PyCCKuiA  A3blK  [AHHOTO  MeXAyHapoAHOro  cTaHaapTa. MepeBos [LaHHOrO
MEeXayHapoA4HOro CTaHAapTa Haxoautcs B ®defepasibHOM MHDOPMALMOHHOM (POHAE TEXHUYECKUX PErslaMeHToB M
CTaHaapToB.

MpumeuvaHne - B HacToALEM CTaHAapTe WCMO/L30BAHO Crefytollee YCI0BHOe 0603HaueHe CTerneHu
COOTBETCTBUA CTaHAapTa:
- FOT - naeHTUYHbIe CTaHdapPThI.
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