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BrejneHue

CTepuJIbHBIA NNPOAYKT — MPOAYKT, KOTOPBIM HE COACPXHUT XHUBbIX MUKpoopranusmMos. Heobxonumo,
4YTOOBI MUKPOOUOJIOTHYECKASI KOHTAMUHALMA MEIULMHCKON MPOAYKIMHA OT BCEX UCTOYHUKOB ObUIA CBE-
J€Ha 10 MUHUMYMa BCEMHU BO3MOXHBIMHU MepaMu. boJiee TOro, OTae/bHbIE €AMHULBI ITPOJAYKLIUM, TTPOH3-
BOJUMBIE IIPH CTAHAAPTHBIX YCIOBUAX ITPOU3BOACTBA B COOTBETCTBUM ¢ TPeOOBAHMAMHU CUCTEM KayecTBa
I MEAULIMHCKON TPOAYKILIMU, MOIYT Ilepel HAYAJIOM CTEPWIH3ALUUH CONEPXATE HEDOIbIIOE KOAUYECTBO
MUKpPOOPraHU3MOB. 1akue eMUHUIIBI MMPOAYKIINY SBIAIOTCS HECTEPWIBbHBIMU. Liens npoliecca cCTepuin3a-
UM — MHAKTHUBALIUS MUKpPOOKONOrnYecKuX KOHTAMMHAHTOB (3arpga3HEHUM) U, TaKuM 00pa3oM, npeBpa-
[IeHHE HECTePUIAbHBIX IIPEHapaToB B CTEPWILHBIE.

HMHakTnBamus 4YUCTBIX KYJIBTYP MUKPOOPTaHU3MOB (PHU3MYECKMMU M/WIM XMMHUYECKMMM areHTaMu,
WCITO/Ib3YEMBIMU [TPHU CTEPUIM3ALIMY MEIUIIMHCKOM NMPOAYKLMH, YACTO NPHUOIMKEHHO OIMUCHIBAETCA 3KC-
NOHEHUHAANbHBIM 3aKOHOM. JTO 03HAYAET, YTO, HECMOTPA HA YCUJICHHBIE METOIBI CTEPUIN3allMy, BCEraa
CYLLIECTBYET OIIpe/ieIcHHAd BEPOATHOCTb TOTO, YTO MUKPOOPIraHU3M MOXET 0Ka3aTbCs BBDKUBUIMM. Bepo-
STHOCTb BbUKMBAHHUS OIIPEAC/IAsSeTCS YUCIOM, PE3UCTEHTHOCTBIO MUKPOOPIAHU3MOB M CPEAOH, B KOTOPOM
OHHM HaAXOoOATCs B IepHoJ oO6paboTKH. BTO 03HAYaeT, YTO CTEPUJILHOCTE JIIOOONW W3 €IHHUI [IPOAYKIIHH,
[10JIBEPraBUIMXCS MPOLIECCY CTePUIN3ALIUU, HE MOXeET ObITh rapaHTUPOBAHA, U CTEPHIBHOCTDL BCEX €NMHMUII
NPOAYKIIMM HOJ/DKHA BBIPAXATBLCS B ITOHSITUAX BEPOSTHOCTU HAIWYMS HECTEPUIIBHBIX €IUHMILL.

TpeboBanns K CHCTEMaM KadecTBa TNPH IPOEKTUPOBAHUM (pa3pabdoTKe), NPOM3BOJACTBE. MOHTAXE U
0OCITYKMBAaHUM MeIULIMHCKMX u3pesaud paHel B craHmaprax MMCO 9001 u MCO 9002. MexmnyHapomHble
cranaaptel cepun VMCO 9000 onpenessnoT HEKOTOPHIE NPOM3BOACTBEHHBIE MPOLIECCHI KaK. «CHEMaIbHbIEY,
eCJIU pe3yJIbTaT He MOXET OBITh ITOMHOCTBIO [TPOBEPEH MMOCJIEAYIOILIUM KOHTPOJEM U MCIIBITAHUEM TTPOIYKIIUM.
[losToMy mnpouecc CTepWwIM3allMU JOJDKEH ObITh BAIWAWPOBAH [0 MPAKTHUYECKOro nMpuMeHeHus. Kaxabli
IIPOLIECC CICAYET IMOABEPTaTh TEKYLLIEMY KOHTPOJNIO, 4 000OpYIOBAHUE — HEOOXOIHMMOMY OOCIYKMBAHHUIO.

[1puHATHI MEXAYHapOIOHble CTAHIAPTBHI, OMNPEAC/BIIOUINE TpeOOBAaHMA K BATMIAIIUMU U TEKYILIEMY
KOHTPOJIIO MPOLECCOB cTepuan3auuu MenuumHckoi npoaykimu (cM. MCO 11134, UCO 11135 u UCO
11137). OgHako BaXXHO MMETh B BHUIY, YTO ITPOBEASHHUE IHOJDKHBIM 00pa3oM BaJMAMPOBAHHOIO U TOYHO
KOHTPOJUPYEMOI'O NPOoLEcCca CTEPHIM3ALUU HE SBJISIETCSI €IMHCTBEHHBIM (PAKTOPOM, CBSI3aAHHBLIM C 00ec-
[e4YeHUeM CTEPUIbHOCTH IIPOIYKTA M COOTBETCTBUS INPOAYKTA CBOeMYy HasHaueHHUI1o. s s3ddeKTUBHOA
BUTMAALIMY U TEKVILIETO KOHTpPOJISI Mpolecca CTEPIIM3ALIMM TAKKE BaAXHO 3HATh MMKPOOHMOJIOTHMYCCKYIO
OlLIEHKY AaHHOro ripouecca, T. €. KOJMYeCTBO, BUABl U1 CBOUCTBA MUKPOOPTraHU3MOB.

TepMuH «OHMOHAarpy3ka» B oOILENIPUHITOM CMBIC/E YHOTpeOsteTcs IJIsl OIMCAHUS NONYISLMM XU3-
HECITOCOOHBIX MUKPOOPraHU3MOB, IIPUCYTCTBYIOIUMX B Marepualie win rnpoaykre. ToyHoe 3HAYEeHHE OHO-
Harpy3kd OIpenejuTs HEBO3MOXHO. Ha npakTUKe 4YHUCITO0 XU3HECIIOCODHBIX MHKPOOPraHM3MOB
OLICHMBAETCS ¢ [MOMOLUBIO ONpeIeIeHHbIX METOAOB. YTOOBI COOTHECTH 3TO YHUCIIO XKHUIHECITOCOOHBIX MUK-
POOPIraHM3MOB ¢ OMOHAIPY3KOM B MaTepHralie WM ITPOAYKTE, MUCIIONb3YETCS KOPPEKTUPYIONIMH KO3DDHULIN-
€HT, KOTOPBIN OIIpENEsIETCS BO BpeMs BAIUIALIMOHHBIX 3KCIIEPUMEHTOB.

BenuuynHa OHOHATPY3KM MoXeT OBITh TOJIyYeHa TMPUY UCCIeTOBaHUY YPOBHEeH KoOHTaMMHALMK. O1LieHKAa
OUOHATPY3KHU SBISAETCS COCTABHON 4acCThlO!

a) BAIMIAIIMU U peBATHIALUM IPOLIECCA CTEPUIM3ALINN, KOTrJa YBEJIMUYECHUE S3KCITO3ULITH TIPHU JAHHBIX
YCJIOBUAX CTCPHWJIN3AIMY NPAMO OTPAXKAETCS Ha OlIeHKE OMOHAIpY3KU;

b) BAIMAALUY ¥ PEBAIMIALMH ITpoliecca CTEPWIN3ALMH, UIT KOTOPOTO YBEJIHUYEHHE 3KCIIO3UUUH NPpH
NAHHBIX YCJOBMSIX CTCPHJIM3ALUU HAIIPSAMYIO HE CBS3aHO C OLIEHKON OMOHarpy3ku, Ho Tpedyercs odiee
IIpEACTABICHUE O OMOHArpy3Ke;

C) TEKYLUETrO KOHTPOJISI Ipoliecca IIPOM3BOJICTBA CTEPHUIbHOH NMPOAYKLHMH, UISI KOTOPOro BajaWAaLMs
YCTAHOBJIEHA B COOTBETCTBUM C IEPEUUCICHUEM a);

d) Texyiuero KOHTpoJid IIpouecca MpOU3BOACTRA CTEPWILHOK IMPOAYKLIMHU, IS KOTOPOTO BIMIALMS
YCTAHOBJIEHA B COOTBETCTBUU C INEPEYHCICHUEM b):

OueHnka OMOHArpy3Ky MOXeT TakXe ObITh YaCTBIO CMCTEMBI KOHTPOJISA KayecTBa [IPOM3BOJICTBA MeIU-
IIAHCKOH IPOIXYKIINH:

e) oOLIeH MporpaMMbl KOHTPOJISI [IPOU3BOACTBEHHOM CpelIbl;

f) oueHKH 3P PEKTUBHOCTH TNPOLECCA OYMCTKH OT MUKPOOPIraHU3MOB;

g) nmpouecca KOHTPOJISI HECTEPUIBHBIX IIPOAYKTOB, JUISI KOTOPhIX MPEAYCMOTpPeHa MUKpOOUoIoruyec-
Kasi OYMUCTKA;

h) KOHTPOJS ChIPbSI, KOMIIOHEHTOB U YITAKOBKHM.

OLieHKa OMOHATPY3KH IS MEAUIIMHCKMX U3JIETUHA COCTOUT U3 YEThIPEX 3TAMNOB:
- BBIICJICHHE MUKPOOPraHU3MOB U3 MEIUIIMHCKUX U3ICIIHH;

- riepegavya 3TUX BBIACJICHHBIX MUKPOOPTraHU3MOB IS KYJILTUBUPOBAHUS;

-~ TOJICYET MUKPOOPraHU3IMOB C IMTOCIEAYIOIIEH XapaKTePUCTUKOM;

- YYE€T KoppeKTupyioilero KodgodpuuueHra (ko3pPuLMEHTOB), pacCUUTAHHOIO NpPU OIpeleseHUH
OMOHArpy3Ky 1epel CTepUIU3aALIUEH.

M 3-3a Oonbiioro pazHoodpa3usi MaTEpUAIOB U KOHCTPYKUMIL pa3jIMuYHBIX BUAOB MEAUMLIMHCKOM [TpO-
OYKIIMHA HEBO3MOXHO OIPEAENUTb €AUHCTREHHBLIH MeTON YAAJNEeHHUSI MUKPOOPraHU3MOB Ul BCEX CIYYaeR.
bosiee Toro, Ha BpIOOP METOMOB MOACYETAa OKA3bIBAET BJMSHUE BUI OXUAAEMbIX KOHTAMUHAHTOB.
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TOCYIAPCTBEHHBIN CTAHIAPT POCCUHUCKOU ®OEINEPAIIUMU

Crepuym3anus MeAHIHHCKMX H3JeJIui
MHUKPOBHOJIOTINMYECKHUE METO1bI

Yactr 1
OneHka DonmyasnMH MUKPOOPraHM3MOB HAa NPOXYKIHH

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

Hara seeaenna 2001—-07—01

1 ObaacTn npuMeHenus

1.1 Hacrosmui craHAapT yCTaHaBJIMBAET OOILIME KPUTEPUU OUECHKU TTIOMYIALMHU XKU3HECTTOCOOHEBIX

MHUKPOOPTraHU3MOB (OMOHATrPpY3KHM) HA MEIMUIIMHCKMX M3JACNHAX WIM MaTepuajax, CbIpbe WIH YIIaKOBKax.
OueHnka 0MOHArpy3Ky COCTOMT M3 MOJACYETa U KIACCU(PUKALMU ITOMYJIALMH MUKPOOPTaHU3MOB.

[IpuMeyaHHue — Meroapl OUCHKM TONYISLMH MHUKPOOPraHU3MOB JOJIXHBI OLITh BaIMAKMPOBAHEI [0
Hayasa MX IPakTU4YeCKOro HCNoib3oBaHusl. I'1yOrHa HeoOXoAUMOT0 aHanu3a NMPH KI1aCCUPHUKALMHU TTONYNIIUH 3aBUCUT

OT LIC/TM UCITONIL30BAHUS MOJNYUEHHBIX AaHHbIX. B npunoxeHusix A 1 B npuBeseHbl MeTOIbl OLHEHKHY OMOHATPY3KH U
PYKOBOACTBO I10 BaJIMAALIMK MUKpPOOHMONOTHUYECKHX METONOB OLICHKM.

1.2 Hacrosniuii cranaapt He MOXeT ObITh IPUMEHEH IIPH OlleHKe WIHM aHaJIM3¢ BUPYCHONH KOHTAMH-
HalU WIU MUKPOOHOJIOrHYECKOTr0 KOHTPOIA CPEJibl, B KOTOPOH IMPOU3BOAATCA MEIULIMHCKUE WU3ICTHS.

Mpumevanume — Crneayer ydyuThiBarh cranfaaptbl 1o cucreMaM kxauvectsa (TOCT P HMCO 9001 wu
IT'OCT P UCO 9002), xoropsle NpeaycMaTpUBalOT KOHTPOJb BCEeX CTAAMil TIPOU3BONACTBA, BKIKOYaA IIpoliece
CTepUIN3alMM. B HacTofleM CTaHIapTe HE M3AracTCsl CUCTeMa KOHTPOJIS Ka4yeCcTBa B IIPOU3BOJICTBE, HO B TEKCTE
[IPUBEICHBI CCHUUIKW HA HEKOTOPBIC 3JIEMEHTHI TaKOM CHMCTEMBI.

2 HopMaTHBHBIE CCHLIKH

B HacTosiiieM cTaHgapTe NPUBEICHbI CCHUIKM Ha CAeaylollue CTaHIAPThI:
[TOCT P UCO 9001—~96 Cuctemnl kKadyectBa. Monenp obecrnieyeHUsI KayecTBa IpU INMPOEKTUPOBa-
HUH, pa3paboTKe, MPOU3BOACTBE, MOHTAXE U OOCIYXUBAHUU

I'OCT P UCO 9002—96 Cucremsl Kayectsa. Moxnenb obecneueHuss KkauecTBa Npy MPOHU3BOJICTRE,
MOHTaXe U OOCITyXXMBAHUU

[OCT P UCO 11134—2000 Crepuwiuzaiiuss MEAULIMHCKOMN MpoaykKluyu. TpeGboBaHUS K BaJIMIALIMU
U TEKYLIEMY KOHTpOJIIO. IIpOMBIIIIIEHHAST CTEPWIM3aALMS BJIAXHBIM TCIUIOM

[[OCT P UCO 111352000 MemuuuHckue uzgenus. Bajqynanuys U TeKylHi KOHTpoJIb. CTepUIH-
3alMsI OKCUIIOM dSTWIeHA

TOCT P UCO 11137—2000 Crepunuzauusa MeIULUIMHCKON nmpoayKuuu. TpeboBaHusa K BaJUIaLUU
M TEKYIUEMY KOHTpos0. PanyaunoHHas crepunu3aims

[OCT P UCO 11138-2—2000 Crepminzaums MeIULIMHCKON NPOAYKIIMHA. buosiornyeckue nHIuKa-
Topbl. HacTe 2. buonornyeckue HHIUKATOPHI JUIsT CTEPWIN3ALMU OKCHIOM 3THJIECHA

3 Onpenenenns

B HactosiueM CTAHAAPTEC MCIIOJB30BAHDLI CACAVIOHUEC TEPMUHE]l C COOTBCTCTBYIOILIMMHA OIIDCIACIIC-
HUAMU:

3.1 Omonarpy3ka (bioburden): Ilomynsuus XuU3HecrnocoOHBIX MHKPOOPIraHU3MOB B ChIphe, MaTepua-
JlaX, KOHEYHOM IMpPOLYKTE H/UJIM B YIIAKOBKE.

N3nanne odumuanshoe
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3.2 ouenka Ouonarpy3ku (bioburden estimate): BenuynHa, KOTOPYIO OLIEHMBAIOT 110 YUCTY MUKPOOP-
FAHU3MOB, IPEACTABISAIOIMUX OUOHAIPY3KY, IyTEM TOACYETA XU3HECIIOCOOHBIX MUKPOOPIraHU3IMOB MJIU
[IPeACTEPUIN3ALMOHHOIO YUCIa, C YYETOM KOPPEKTUPYIOLIEro Ko3(P@PUUMEHTR, YYUTHIBAIOLLETO CTENEHb
U3BJICYECHUS.

3.3 Knaccupukaumsa (characterization): IIpolecc 06beIUHEHUS MUKPOOPraHU3MOB B LIMPOKUE KaTe -
TOPHU.

[IpuMevyanune — Kareropuu Moryr 6uITh OCHOBAHBI, HAlIpUMeEp, HA MOP(OJIOrMH KOJOHUH WIH KIIETOK,
CBOMCTBAX OKPALIMBATLCS KPACUTEIAMU WIK APYTUX XapaKTepHUCTHUKaXx.

3.4 xoppexTMpyouuii koagppuument (correction factor): UnciaeHHbIH KoaddDHULIMEHT, ITPUMEHAEMBbIH
K YHUCIY XU3HECMOCOOHBIX YACTUL, WU TPEACTEPWINIALIMOHHOMY YHUCIY, VIUTHIBAIOLIMA HEIIOMHOE U3-
BJICYCHUE MUKPOOPraHM3MOB U3 IPOJIYKTA IPH OMNpeHeIeHUM OLeHKH OHMOHAarpys3kKu.

3.5 ycaosua XyabTHsupoBaHus (culture conditions): YcraHoBjeHHOe codeTaHUeE YCIOBUH, BKIIOYaAIO-
i€ TIMTATENBHYIO Cpeay, BpeMsI M TeMIIeparypy MHKYOAUUM IS YCKOPEHMS] pocTa M pPa3MHOXEHUS
MUKPOOPTraHU3MOB.

3.6 mMegumuHCKOe m3nemme: MHCcTpyMeHT, anmnapar, rnpucrnocotieHue, Marepuai, UCIIOJIb3yeMble OT-
NEJBHO WIH C JIPYTMMU M3ACIUSIMU, HEOOXONUMbIM MPOrPAMMHBIM obecrieyeHueM, NpeaHa3HaYeHHble JUIS
JOOEH B 1IEJISIX:

- JHUATHOCTHUKH, NpodpUIaKTHUKHU, HAOJIIOIEHUS, JICUeHHUS WIHN o0JieryeHHus: O0JIe3HU;

- JTHMArHOCTUKHU, HAOMIOACHUS, JIEYEH U, OOJIErYeHUs NIM KOMITEHCALU M TPy TpaBMax Uiv UHBaAJIUI~
HOCTH;

- WCCJIEHOBAHUSA, 3aMELICHUS WIM U3MEHCHUS aHATOMUU UMY PUBUOIIOTNYECKOTo NpolIecca;

- KOHTPOJISA 3a4aTusl,

OCHOBHO€ HeMCTBHE KOTOPBLIX CHAPYXM WJIM BHYTpMU Teja 4YejaoBeKa HocTuraercs 0e3 uaMeHeHUs
(papMaKOJIOTrMYECKUX, UMMYHOJIOTHYECKUX WIH META0OINYECKUX CPEIICTB, HO KOTOPOE MOXET IPHUMEHSTHCS
COBMECTHO ¢ HUMMU.

3.7 npeacrepuanzanuonHoe auciao (presterilization count): KoanuectBo Xu3HeCnocoOHbBIX MUKPOOP-
raHU3MOB, OOHapyxXeHHOoe repel CTepWIn3alyen.

3.8 mpoaykuus (npoayxt) (product): OOliee NoHSTHE IS 0OOO3HAYEHHS] ChIpbS, POMEXYTOYHbIX
MMPOXYKTOB U F'OTOBBIX MEAULIMHCKUX U3LEIIUH.

3.9 addexTuBHOCTD H3BIAEeYeHHA (recovery efficiency): Mepa crnocoOHOCTYM KOHKPETHOU METOIUKU
U3BJIEKATH MUKPOOPraHU3Mbl M3 IIPOAYKTA.

23.10 pesamupanua (revalidation): KoMiiiexc JoKyMEHTHPOBAHHBIX NPOLEAYP sl NMOATBEPXICHMS
paHee MPOBEACHHON BAIMIALIUH.

3.11 gacre npoayxuun pias Hcnpiranua — YIIM (sample item portion — SIP): OnpeneneHHast 4acTb
SANHULBI MEIUIIMHCKOM NPOAYKIIUH, HUCIIOJb3yeMas IMpyU UCITBITAHUSIX.

3.12 sampamua (validation): JlokymeHTHpoBaHHas IpouLenypa IMOJydeHUs, 3allMCU U 0OBbsICHEHUS
pE3yJIbTaTOB, HEOOXOAUMAST 1T MOATBEPXKIACHUSI TOIO, YTO IIPOIIECC HEU3MEHHO JaeT IIPOIYKIIHIO, COOT-
BETCTBYIOILYIO TIPEABAPUTECIbLHO OIPEIACACHHBIM TPEOOBAHUSAM

IllpyMeuyaHue — Bamupanus METOAMKH OLIEHKHM OMOHArpy3KM 3aK/IOYaeTcsl B CEpPHM MCCIENOBAHUH List
orpesiccHus 2hHEKTUBHOCTH H BOCITPON3BOAMMOCTH METO4a UCITBITAHU.

3.13 9mchio XuBbIX MEKpoopranuiMos (viable count): KosimyecTBo MUKPOOPraHu3MoOB, OIlpelelisieMoe
[10 POCTY AUCKPETHBIX KOJOHUMA TIPU YVCTAHOBACHHBIX YCIAOBUSX KY/JIbTUBUPOBAHUA.

[IpuMeyanue — JIuckperHasd KOJOHUA HeoOA3aTEIbHO IIPOMCXOIUT U3 OJHOTO XNBOTO MUKPOOpPraHU3Ma.

4 Oo01mue nNoJOXKeHUs

4.1 JoxyMeHTanmus

4.1.1 JIOJDKHBI IMPUMEHSTHECS METOIMKHU JOKYMEHTHMPOBAHMA M MHCTPYKLMU ITO TEXHUKE HCIIBITAHUIA,
[peaHasHAYEeHHbIE 11 paboThl U OOCITYXXKMBAHUS COOTBETCTBYIOLUErO 00OpYNOBaHUS. DTH METONMKH W WH-
CTPYKLIMH Moc/Ie UX pa3paboTKu JOJLDKHbBI ObITh YTBEPXKAECHBI U KoHTpoauposareeda o [OCT P UCO 9001.

4.1.2 Cnenyet obecrieyuTb 2QPPEKTUBHOE BHEAPECHUE NPOLIEAYP U MHCTPYKUUM, ITPEdyCMOTPEHHbIX
HACTOS MM CTAaHIAPTOM.

4.1.3 Pacuernl 1 DaHHBIE JOJDKHBI OBITH MPOBEPEHbI COOTBETCTBYIOILMM 00pa3oM.

[IpuMmeuanue — Ilpu pacyerax ¢ UCITONB3OBAHMEM 3ACKTPOHHOM TEXHUKU NporpaMMHoOe obecneyeHHe
LOJIKHO OBITH BAJIMAUPOBAHO TIEpE/l UCIIOJAbL30BAHMUEM, W IIPOTOKOJIbBl 3TOU BaIMAALIMU JO/KHBI ObITh COXPaHEHHI.

4.1.4 TlpoTOKOJBI HAYaJIbHBIX MCIIBITAHWIA, pACUETHI, TTOJyYEeHHbIE JaHHbIE U 3aKIIOYUTEIbHBIE IIPO-
TOKOJIBI JOJDKHBI coXpaHsiThes, Kak npenycMorpeHo B FOCT P MCO 9001. ITpoTokonbl JOJKHBI BKIIOYATh
JaHHBIE O NEePCOoHAE, YYacTBOBABWIEM B oTOOpe MpoO, ITOATOTOBUTENBHBIX paboTax U UCITbITAHUM.
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4.2 Ilepconan

4.2.1 OTBETCTBEHHOCTD 3a OLCHKY OMOHArpy3ky OOJLKHA OLITh BO3MOXEHA HA CIEUMAIbHBIA I1ePCo-
Hai, kak npenycMmorpedHo F'OCT P HMCO 9001.

4.2.2 MeTtoarku MOAroTOBKHY I1ePCOHAIA JOJIKHBI ObITh YKa3aHbI B COOTBETCTBYIOILICH HOKYMEHTALUH.
HoxHbI OBITH OMOPMIIEHBI IPOTOKOJIBI aTTeCTaAlMK, OOYVUYEHUS U OLIEHKUW 3HAHUH 1iepcoHaa.

4.3 O0opynoranue

4.3.1 JosmxHBI ObITH MOATOTOBJEHBI BCE €OMHMIIBI O0OpYIOBAHUA U NIpHUOOPOB, HEOOXOOUMBIE I
WUCIIBITAHUA U BBIMTOJIHEHUS U3MEPEHUN.

4.3.2 Ob6opvaoBaHue, KOTopoe TpeOyeT INaHOBOIO TEXHUYECKOro 00CHyKUBAHUS, HOJEKHO 0OCIYXHU -
BATbCS B COOTBETCTBHUU C JOKYMEHTHUPOBAHHBIMU MHCTPYKLMSIMU. IlpoTOKOBl OOCHYKMBAHUSA AOJDKHBI
ObITh COXPAHEHEI.

4.3.3 JdosxkHa ObITh lpenycMoTpeHa 3dhpeKTUBHAS, JOKYMEHTHUPOBAHHAS M 00CIy>KMBaeMas cucreMa

U1 KAJTMOPOBKHY BecexX NMpUOOPOB, NpelHa3HAYEeHHBIX IJ151 U3MEPEHUSI U KOHTPOJSL. DTa cUCTeMa KaJIMOpOBKHU
nopkHa coorBeTcTBoBaTh 1 OCT P UCO 9001.

4.4 IluTareabHble cpedbl H MaTEPHAIDI

JlofkHbl OBITH TIPEAYCMOTPEHBI U OOKYMEHTUPOBAHBI METOMbl TPUIOTOBACHUS M CTEPUNHU3IALUAU
MAaTepPHaIOB, UCITOJb3YEeMBbIX IIPU OlleHKe OMOHArpy3Ku, BKJIIOYasi COOTBETCTBYIONIHUE TECThl KA4YeCTBA.

[IppnMeyaHue — CoOTBETCTBYIOLIME TECTHl KAYECTBA JOMXKHEI BKIIIOYATh TECTHI POCTOBLIX CBOMCTB CEpPUM
IMUTATENIBHBIX cpell (KaXnol CepHy NMTATEILHOM CPEIbY).

5 Ot100p eaynu NPpOYKIIHH

5.1 Or6op enmHMIBI NPOAYKIHH

MeTtonuku ordbopa ¥ 06padboTKU NPOAYKILIUU IJIST UCTIBITAHUM JOJIXHbLI 00eCeYuBaATh YBEPEHHOCTE B
TOM, 4TO MIPOAYKT SIBJSIETCS ITPEACTABUTEIBHBIM JUISI MIPOBENEHUA TEKVYILETO KOHTPOJIS.

5.2 Yacrp npoayxuun Nig ucneitanus (UITH)

Ecnau dacte npoaykuuu, ucmnoabdyeMod npy ucnblTanusax (UIIM), MeHblIe ofqHOM ITOMHOMN €au-
HUALBI HPOAYKLUMH, IMIPpeAHA3ZHAYEHHON TSI TIPUMEHEHUA, HYXHO O00ECIeUNTh IPEACTABUTEIBHOE YHCJIO
MUKpPOOPraHM3MOB, XapaKTepU3VIOILMX OMOHATpY3KY BCEro npoaykra. Eciy yCTaHOBIEHO, YTO MHUKpPO-
OpPTaHU3MBI paclipenesieHbl B MPOAYKUIHUY PaBHOMEPHO, TO IIpobda JoJKHA OBITH B35ITa U3 OJHOTIO JI000ro
MecTa. [1pH oTCyTCTBHU TaKO# YBEpEeHHOCTH ITp0oda M0 HA OBITh B35iTA U3 HECKOJBKUX TOYEK 00pa3loB

NPOAYKLIHH.

[MpumMevanue - CraHpaprhl, cogepxailuye TpeboBaHUd K BAIMIALUYHM M TEKYLIEMY KOHTPOMIO IIpolecca
CTEpWIN3ALUM, JODKHBI ONpeneNisaTh KpurepyM anekBatHoct HI1N.

6 Brnioop metroaon

6.1 Ecnu BougeseHHe XU3HECIIOCOOHBIX MUKPOOPTAHM3MOB SIBJISAETCS YACTHIO METONOB aHAIK3a MPO-
OyKTa, TOo (akTophl, BIUAIONMEe HA 3(DPEKTUBHOCTL 3TOIO BBIACIEHHS, HO/XHBI OBITH PACCMOTPEHBI U
[IPOTOKOJIMPOBAHbI. K 3TUM ¢aKkTopaM OTHOCSTCA!

a) CITOCOOHOCTD BBIIEJCHUS MUKPOOHOM KOHTAMUHALIMH;

b) BepoATHBIA BUX (BUIBI) 3aArPsA3HSIIONINX MUKPOOPIraHU3MOB U MX PACIIOIOXEHUE Ha IMPOOYKTE,

C) BO3LEHMCTBUE METOLA BBIACJECHUS HA XKU3HECIIOCOOHOCTb MUKPOOHOM KOHTAMMHALIUY;

d) PU3MYECKYIO WIK XUMHYECKYIO IIPUPOLY ITPOAYKTA, MOHJIEXKAILEIO0 TECTUPOBAHUIO.

6.2 Ecnu dusuyeckas win xumMuueckas npupoaa ucnoityeMoil npoaykuuu (6.1 d) takoBa, 4To npu
3TOM MOTYT BBIIEJSIThCS BEUIECTBA, OKA3bIBAIOLIME BPEAHOE BIMSIHUEC HA YUCIO WIM BHUABI ONPEHEISIEMBIX
MHKPOOPIraHU3MOB, JOJIKHA MCIOJIL30BAThCA CHCTEMA HEUTPATU3ALUU, VIAJICHUS I, €CJIU TAKOE HEBO3-

MOXHO, MHHUMM3ALUU TAKOIOo BpegHOro BIUIHHUS. DPdeKTUBHOCTD KAXIOH CUCTEMb! NOLKHA OBITh
[MoKa3aHa.

[IpuMeyanune — B npunoxenny B npuseaeHs MeToabl, KOTOpble MOTYT OBITh UCITONL30BaHbI JJ14 OLICHKH
BBIACTICHNSA OaKTEPULIMAHLIX HNH OaKTEpHOCTATHYECCKUX BELICCTB.

6.3 YcioBus KyJbTHBUPOBAHMS MOJIKHBI OBITH BBIOpAHBI [OCJIE PACCMOTPEHUS BUJIOB OXUIAEMBIX

MHUKPOOPIraHM3MOB. Pe3yipTaThl TAKOrO aHajiu3a U OCHOBAHHBIE HA HEM BhIBOIbBI LOJIKHbBI ObITh JOKYMEH-
TUPOBAHHI.

6.4 BbiOpaHHBIE METOIBI JOJIXKHEI ObITh BATUIUPOBAHBI B COOTBETCTBUM C pasnenoM 7.
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7 Bammaanusga MeToa0B

7.1 Kaxnast npoueaypa BUIMIALMU OlleHKH OMOHArpy3kKyu HOKHA ObITh NOKYMEHTHUPOBAHA.

7.2 1lpouenyps! BaIMOalluy BKJTIOYAIOT B ceOsl:

a) OLICHKY aAeKBaTHOCTU METOJOB BbIAEJEHUT MUKPOOPIraHU3MOB U3 MPOAYKUUH, €CIU TAKOE BbLIE-
JIEHWE ABJISIETCH YaCTblO 3TUX METO/OB;

D) OLIEHKY aJeKBAaTHOCTH METOIOB OIIpeIeACHMUS YHCA BBLISISIEMBIX MUKPOOPraHMU3MOB, BKIIOYAS
METOIbI ITOACYETA MUKPOOPIraHU3MOB U YCAOBUM KYJIbTUBHPOBAHUS, U

c) onpeleieHue 3¢dpdpeKTUBHOCTU MeToa oTO0Pa ¢ YUETOM PACCUUTAHHOIO KOPPEKTUPYIOUIETO KO3(-
duLeHTA.

[IpumMmevyanne — Bnpunoxenuu B npuBenecHo pyKoBOJICTRO 10 BaJIMAALIUU METOHOB OUEHKHW OMOHATrpY3KH.

7.3 JIroboe u3aMeHeHue MPUMEHSIEMOro METOAA IMOMICKUT aHAIU3Y, KOTOPhIN AO/LKEH BKIIIOYATD:
a) OLIEHKY U3MEHEHHS;
b) onpeneneHue 3¢pPeKTUBHOCTH BbIASIECHUS MUKPOOPTaAHU3MOB PACCMATPUBAEMbBIM METOIOM.

IlipumMeyanne — OueHKa UBMEHEHUA MOXET O3Hauyarb, 4YTO Ipeabiayiuas Banugauus u 3¢PeXTUBHOCTD
BLISIBJIEHUS N0 CUX ITOP AEUCTBUTEbHBEI.

7.4 Banumanust u moOksle JaHHbIe [ToCheAYIOLUEH PeBUTUIALMNU JOIKHBI ITEPUOAMYECKHM PACCMATPHBATh-
cs1, 0OBEM peBAIMIALIMU JOJDKEH OnpeleNsIThes U JOKYMEHTUpoBaThCs. [Ipouemypbl pacCMOTpeHUS BATHIALIMH
U peBUTMIALMU JOJDKHBI JOKYMEHTHPOBATLCS, U IPOTOKOJIbI peBaJIMIALIUN JODKHBI COXPAHSIThCS.

OT4yeT 0 peBaJIUAaLIMU MOATIMCHIBAIOT TE Xe Juila (OpraHmu3alliu ), KoTopblie TOTOBUIM, pACCMATPUBAIIU
U IPUHUMAIUN OTUYET O MMePBUYHON BATMIAIIUMU.

8 Hcnoib3oBaHHe MeTOHd0B OLIEHKH

8.1 IlpencrepwimsanMoHHbIe YUCIA JOJKHBI OIIPEOEASITLCS B COOTBETCTBUHU C JOKYMEHTUPOBAHHbBIM
ruraHoM{(aMH) otOopa npob ¢ ornpeneseHHbIMY YaCcTOTOK oTbopa U oObeMOM Npood.

8.2 Eciu KOHTAMMHAHTBI, KOTOpble OOBIYHO HE BCTPEYAIOTCS, BBUICJACHBI BO BpEMS OMpElIeNICHUS
[peJCTePUIN3ALMOHHBIX YMCEJI, TO OHH JOJDKHB! OBITh OXapaKTepU30BAHLI. BiIMsIHUE TAK1X KOHTAMMHAH-
TOB Ha MPOLIECC ITPOU3BOJICTBA JOJKHO ObITh PACCMOTPEHO U HOKYMEHTUPOBAHO.

8.3 JlonyCcTUMBEIE Ipeaesbl LIS KAOKIOro NpeacTepUIN3alMOHHOro YMCIa WM OLIEHKY OUOHArpY3KHU
OOJIXKHBl YCTAHABJIMBATLCS HA OCHOBE MNPEeIbLIYLIMX HAHHBIX ¥ JOKYMEHTHUpOBAaThcsl. ECM 3TH mpenesbl
[PEeBBILICHBI, CJICAYET MPpUMHUMATh Koppektupyoumue aerctsus o 'OCT P MCO 9001. YcranorneHHbIE
[peaeabl JODKHbI OPUUHAIBHO IepecMaTpUBATLCS Yepe3 ONpeleieHHbIE MHTEPBAJIbl BPEMEHHU U, €CIIH
HEOOXOAUMO, UCITPABIISTHCS.

8.4 CraTtucTHYEeCKHE METOABI, IPUMEHSIEMbIE JUIsI onipelieieHUsI oObeMa Mpodkbl, 4acTota oTdbopa ripod
W/VUIK JONYCTUMBIE TIpeaesibl fojokHBI cootBeTcTBoBaTh [OCT P MUCO 9001.

8.5 Ecau mis ornpeaeneHUs: pexXuMa MpoLecca CTEPUNIM3alUy UCIIONb3YIOT ITPeACTEPWIM3ALIMOHHEIE
yucja (€cau TOJbKO TpeboBaHUSA cTaHAapTa M0 BATUAALIMK YACTHOro Npolecca CTEpWIN3ALUKA He TIpenycC-
MaTpMBaOT KMHOI'O), TO:

a) KOppeKTUPYIOILUNY KO3DPULMEHT, OCHOBAHHLIN HA 3¢ eKTUBHOCTH OTOOPA, ONPEICIISIOT BO BpEMS]

BIMHALUMU (7.2) U HUCITONB3YIOT IIPU pacyeTe MPpeACTePIN3ALIMOHHOro YUcia LIS OLlEHKA OMOHArpy3ku
OO TOro, Kaxk OyIeT OnpelesieH PEXXUM CTEPIIN3aALIUH;

b) pe3sUCTEHTHOCTH MUKPOOPraHU3MOB, COCTABJSIIOIUUX MONYJISILUIO NMPUCYTCTBYIOILUX B ITPOAYKTE
MUKPOOPraHU3MOB, JO/DKHA OBITE IIPUHATA BO BHUMAaHHE IIpH OIIpedesIeHUH peXXruMa oOpabdoTKy.

IlpumMeyanue — [Ipy ucnons3oBaHUM MUKPOOHOIOrMYeCKMX JaHHBIX IJIS OnNpeaesieHUs CTepHIn3ylollcH
no3b! pagnauuy (mpunoxenue B, TOCT P UCO 11137 u UCO/TO 13409 {4}) npeacTepuin3aliuOHHOE YMCI0 MOXET
ObITh MCITOJB30OBAHO 11 BIOOPA KOHTPOJIbHBIX M CTEPWIH3YIOLLMX JI03.

8.6 Ilpu ucnonb30BaHUM OMOHAIPY3KHU I OIpPEAC]ICHHS peXMMa IpoLecca CTePUIN3ALIHU:

a) JOJDKHO ObITh pACCMOTPEHO BIUSIHUE €€ Ha HaNeXHOCTh CTEPUJIIBHOCTH, €CJIU NTPUHSTHIE ITpEeAeib]
MpeBBUUEHBI, U

b) xapakTepHUCTHKa KOHTAMUHAHTOB, KOTOPhIe OOBIYHO HE BCTpEUYAlOTCs, NOJDKHA BKJIIOYATh OLIEHKY
PE3UCTEHTHOCTH 3TUX KOHTAMUHAHTOB K ITPOLIECCY CTEpUIU3auMu. st HaAeXXHOCTU CTEPUWJIBHOCTH HOJIXK-
Hbl OBITh OLIEHEHBI MOCAEACTBUS [IPUCYTCTBHS B MPOAYKUMU KOHTAMUHAHTOB BBICOKOU PE3UCTEHTHOCTH K
NpoLIeCCY CTCPHIM3ALIMY.

Bce »™M maHHBIE JOJDKHBI ObITH HOKYMEHTHPOBAHBI M YYTEHBI TIPU OIPEAECACHUM KOPPEKTUPYIOUIMX
JEUCTBHI. DTH KOPPEKTHUPYIOLLIKE IeHCTBUS IO KHEI ObITh NTpoBeaeHb! B cootBeTcTBMU ¢ [OCT P HUCO 9001.

8.7 NaMeHeHUs NpOAYKUUHK U/WIH NPOLECCOB JOIKHB! ObITh OPHULIMATILHO PACCMOTPEHD! ¢ TTO3HUIIUH
BEPOSATHBLIX U3MEHEHUN OUMOHArpy3ku (cM. TaxKe 8.3). Pe3yabTraTel pacCMOTPEHHUST HOJLKHBI OBITE JOKYMEH -

THpOBaHbL. 11py U3MeHeHUN OMOHAarpy3ku HoKHA OBITh IIpOBeAeHa ee cITelihabHasg OlleHKa Ui onpene-
neHus 3bPeKTa U3MEHEHUI.

4
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[MPUJIOXEHHUE A
(cripaBOYHOE)

MeToapl OHEHKM MONYASMHY MHKPOOPraHM3MOB HA HPOAYKIMH

A.1 BeeneHne

BTO MPUIOXKEHHE COIEPXHUT PYKOBOACTBO I10 peayiM3aluM TpeOOBAHMM HACTOSIILIETO CTaHAapTa, CIVXUT Iif
AYYILEro MTOHUMAaHU 3THX TPeOOBaHUI, BHOCUT SCHOCTL B BaXXHBIE BOIIPOCHI, KOTOPbIM CJIeAyeT yAEIUTh, BHUMAHUE,
HO HE ABJISIETCA UCUYEPIIbIBAIOLINM.

MoryTt OBITE MCINOJBL30BaHBl APYIUE METONbI, HO 3()PEKTUBHOCTb MX AOJMKHA COOTBETCTBOBATh TpeOOBaHUSIM
HACTOALIETO CTAHIAPTA.
A.2 O0mme MOAoXKeHHS

s Toro 4yToObl AaHHKBIE, ITOJAYYEHHbIE MPHU OLeHKe OUMOHATrPY3KM, ObLIM HaleXXHbIMH M BOCHPOW3BOJIHMBIMHU,
BAKHO, YTOObI 3TU OLIEHKHM IPOBOAUIMCL B KOHTPOJMPYEMBIX YCIOBUAX. JlaGopaTopHble YCTaHOBKH, UCITOIbL3YEMbIE
LISl MONYYEeHUs OLIEHOK KaK y M3rOTOBMUTENS MEAMLMHCKUX M3INEAUHA, TaK ¥ B IPYTrOM MeCTe, NOJDKHbI 00CTyKUBaTbCS
1 paboraTh B COOTBETCTBMU C JOKYMEHTUPOBAHHOM CUCTEMOM KayecCTBa.

Ecnm OMoHarpy3ky olleHMBaAlOT B 1aboparopyM 10 PYKOBOJCTBOM M3IOTOBUTEIS MEIULHUHCKUX U3ACIWM, TO B
nadopatopMy JOJDKHA ObITb BBEICHA CUCTEMa KadecTBa, JeHCTBYIOIUAs ¥ U3rOTOBUTENA. ECIM MCIIONB3YIOT BHEUIHIOO
n1abopaToprio, TO peKoMeHayercsi ee odQHLUAIBHO cepTHPHLMpOBaTh MO COOTBETCTBYIOLIEMY AokymeHty MCO
(Hanpumep, HCO/MBK, Pykoroacteo 235).

JIiobas naboparopust HOMXHA OPraHM30BaTh CAYXKOY KayecTBa, UYTO JOJXKHO ObiTh KBATUQULMPOBAHO Kak
NnojJnTHKa KavecTBa. [lonHOMOYNS M OTBETCTBEHHOCTh BHYTPH J1a00paropuu JOKHBI OBITH OQHIMAIBHO YCTAaHOBJIEHDI
1 JOKYMEHTUPOBaHbi. OnpeneneHHOE THLIO JOKHO OBITh HA3HAYEHO OTBETCTBEHHBIM 3a pa3padoTKy CUCTEMBI KayeCTBa
n1a0opaTOpPUU M NOJKHO MMETh JOCTATOUYHLIC IIOJTHOMOUMA U BHEAPEHUS 3TON CUCTEMEL

PaGota nadboparopyy H0JIXKHA ObITH NIPEAMETOM PEryasspHOIO BHYTPEHHErO ayarTa. Pe3yJIbTarhl ayanura JO/DKHBI
NOKYMEHTUPOBATLCS Y pacCMATpUBATHhCSI PYKOBOJICTBOM J1abOpATOPHU.

Pykoroacteo MCO/MBK 25 [!] maer ocHOBHbIE IPHHLMIIE CUCTEMBI KauecTBa B 1aboparopuu. Cneunduyec-

Kue TpeDOBaHUSA K CUCTeMaM KauecTBa AJIA N3TOTOBUTENEH MeAMIIMHCKMX N3aeaui gans! B ctaHaaptax MCO 13485 [5]
u MCO 13488 [6].

A.3 O0opynoBanue ¥ MaTepPHAJIDI

A.3.1 OOGopynosanne 3JeKTPOHHON 06pabOTKH JAHHLIX

KoMnbloTepbl MOT'YT MCIIONIB30BaThCs B J1abopaTopyusx Ais IPAMOro ¥ HenpsaMoro coopa, odpaboTku w/wiu
xpaHeHus JaHHbix. O0opyloBaHHE U NIpOrpaMMHOE 00eCTIeUCHHME, UCIIONIB3YEMOE I ITUX Lie/IeH, JOJKHO HAXOANTHhCA
N0Ji KOHTPONEM.

HUcnonbayeMass KOMIIbIOTEpHAsA CUCTEMA, BKTloYass o00OpyooBaHMe U NpOorpaMMHOE oDecleycHne, JOJDKHA ObITh
WICHTUOHULIMDOBaHA, ¥ J0ObIC USMEHEHUS, Kacalollluecs UX, HOKHBI ObITh JOKYMEHTHPOBaHbI U COOTBETCTBYIOLIIUM
0o0pa3oM YTBEPKIACHBLI.

JU1s1 iporpaMMHoOro obecrieyeHUs1 HEO0OXOAMMO MMETD CIAECAYIOILYIO JOKYMEHTALINIO:

- TPUKIIAIHBIC IIPOTrpaAMMBI, MCIOJIb3YEMbIE B KOMITBIOTEPHOM CUCTEME;

- OIlepaliMOHHLIC MPOTPAMMBI;

- WCIIOJIb3yeMble MACCUBLI JaHHBIX.

Bce nporpaMMHoOe obecrieueHre JODKHO KOHTPOMMPOBATHCA HA MPEAMET ITPUIOJHOCTHA OO Hayana €ro UCnojb-
30BaHHUA.

Eciu KomrbiorepHoe rniporpaMMHoe obecrieyeHUe pa3paboTaHO Ha MECTe, NOJKHbI OBITh MpEeOyCMOTPEHHI
cleNylollue NPOUEeaypHl, rapaHTUpVIOLNe:

- COXpAaHHOCTH AOKYMEHTALMU, BKJIO4Yass CUCTEMY ITpOrpaMMUPOBAHMS;

- COXPaHHOCTb MPOTOKOJOB KOHTPOJSI NIPUIOAHOCTHU;

- DOKYMEHTHUPOBAHHE M3MEHEHUS INPOTpaMM;

- HOXKYMEHTHPOBAHUE U3MEHEHNN B 000pYIOBAHHMH U OMULIMANBHYIO MTPOBEPKY IEpel HaYaIOM MCIIOAL30BaHUSL.
DTOT KOHTPOIb JOJKEH TAKXKE NMPUMEHATHCSH K JIIOOOMY U3MEHEHHOMY WM W3rOTOBNCHHOMY Ha 3aKa3 Nakery
MPOrpaMMHOro 00eCricUeHUS.

HeobxoanMo npeaycMoTpeTh ITpOoLISIyph] OIpede/icHUS M NTPeJOTBpalleH Ut HECAHKLIMOHUPOBAHHOIO H3MEHEHUS
[TPOrpaMMHOro odbecrieyeHusl.

IIporpaMMHOE 00€CTICYEHHE, KOTOPOE OPTaHM3YyeT, KIaccuDULUPYET Y NNPEACTABNIET JAaHHbIC IJisT CTaTUCTUYEC-
KMX WIH IPYI'HX MaTeMaTHYECKHX Tpoleayp, obpabarbiBacT WIM aHAIU3UPYET 3JIEKTPOHHBIE COXpaHsdgeMble JIaHHbIE,
IOJDKHO MO3BOJSITE BOCCTAHABAUBATL UCXOJHbIE BXOAHBIC JIaHHBIE. MoOryT norpeboBaThbCs CHELMAILHLIE TIPOLENYPHL
apXUBUPOBAaHUA KOMITBIOTEPHBIX JAHHBIX, U 3TH NPOUEAYPH! JOJIXKHDBI OHTH JOKYMEHTHPOBAHDI.
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A.3.2 JIabGoparopHoe obopyaoBaHune

JomkHa ObITh NpeayCMOTPEHa CHCTEMA oOlipelie/iIeHUst TpeOOBAHMUI TEXHHUYECKOTO OOCIYXKMBaHUS 118 KaXIOH
yactu n1abopatopHoOro obopynoBaHUA.

O6opynosaHHe, He Tpebyiollee KaTMOpPOBKH, JO/KHO OBITh YETKO YKa3aHO.

Jli06oe obopynoBaHue WY €ro YacTH, KOHTAKTUPVYIOLINE C TIPOAYKTOM BO BpeMA UCTIBITAHUM, 3JIIOEHT (CMbIBHAS
XKMIAKOCTD), TIUTATEALHbIE Cpeabl U T.[4. JODKHBI OblThb CTEpPUWILHBIMHU.

A.3.3 MugpoOnoI0rHuecKHe MMTATEIbHbIE CPe/ibl

[1py npUroToBaeHNU BCEX MUKPODHOIOTHMYECKUX Cpead M IJKEHTOB, UCIONb3yeMbIX 414 YalleHWs MUKpoopra-
HHW3MOB M3 ITPOAYKTa, J0/IKHA OBITh ODecIieyeHa UX CTEPWIBHOCTD.

HomxHa ObITh Noxka3saHa criocOOHOCTh MUKPOOHOIOTMUECKOH cpelbl TIONAEPXUBATL POCT MUKPOOPTraHM3MOoB. OOBIYHO
3TO JOCTUTAETCs IPMMEHEHMEM TECTA POCTa st KAKIOH CEPUH NMUTATENBbHOM CPEAbl ¢ UCTTONL30BAHHEM MaIONo KOJIWYECTBa
(Mexny 10 u 100 KonoHmeoOpasyroniMx eIUHKL) BHIOpaHHBIX MUKPOOPIaHU3MOB. T€CThI MOANEPKKU POCTOBBIX CBOWCTB
OOBIYTHO IMpHUBENIEHBI B (hapMaKonesiX, YKa3bIBalolMX, KaKUe MUKPOOPTaHNW3Mbl MOTYT CUMUTATBCH IMOIXOUSILIMMU.

A.4 Bnibop meronos

A.4.1 Obdmmue nosoxeHus

[locnenoBareIbHOCTL OCHOBHBIX 3TAlioB METO0B OLICHKH MUKPOOHUOJIOTNYeCKON KOHTAMHWHALIMY ClIeNYyIOUas:

BbIBCP ITPObLDI

CBOP OBPA3IIOB U1 UCIIBITAHUN

[NEPEOAYA 111 UCIIBITAHHUU B JJABOPATOPUIO

|

OBPABOTKA (eciu HeoOXoauMO)

|

ITOCEB B ITUTATEJIbHYIO CPEAY

|

NMHKYbHUPOBAHUNE

|

MOACHLET U XAPAKTEPHUCTHUKA (ecnu nizanupyercsa)

l

UHTEPIIPETAH WA IAHHDBIX

Jinno, oTBeTCTBEHHOE 3a IpPOBEOSHHE TAKOHM NpOLEAypbl, AOLKHO MMeTh HeoOXOAVMBIE 3HAHMSI O ChIPhbE,
MaTepHaiax, TIPOU3ROJCTBEHHON cpelie, MpoLecCce NMPOU3BOACTBA M CBOMCTBAX JIPOOYKLIMM, YTOOBI BHIOpAaTh COOTBET-
CTBYIOLLME METOAbl OLICHKHU JUIA KaXKIOr'o U3 3TUX 3TAllOB.

OTBeTCTBEHHOE NUIIO AOJDKHO NMPUHUMATh B pacyeT ocoOEHHOCTh CHTYAllMU, pellasi BOIIPOCHl NMEPUOAHYHOCTH
orHopa 1pod, BpIOOpa BUAA ITUTATECIBHON Cpelbl M YCJAOBUH KYJBTUBMPOBAHMSA, a4 TAKXKE IUIMTEJIBHOCTL NPOBEIEHHA
pacueta ¥ BatMpaumy. JJokyMeHTUpOBAHUE 3TUX PAKTOPOB U OOOCHOBAHMH IjIsl MPUHATUS PEICHMA CIIOCOOCTBYET
110CNIEI0OBATENBLHOMY PACCMOTPEHUIO METOIMK.

Eciu olieHeHHass OnoHarpys3ka rnpeiHasHayeHa Uil HEMOCPEACTBEHHOIO onpelejieHUs YCAOBUM CTepWIN3aLnu,
TO B INpOrpaMMy OLIEHKH OMOHarpy3kKy HeoOX0AMMO BKITIOUUTH YIAKOBOYHBIC MaTepHabl.

B upcane OMoHarpyska IJo/DKHA CHCTEMATHYECKM OLEHMBATLCS IJIA XaXI0r'o BUAa NpoayKinHu. OOHAKO
VUUTHIBAd pasHooOpasue Mpou3BOAMMOM IPOAYKIIMU (YaCTO B MadbiX CepHsXx), 3TO He Bcerna ObIBaeT oNpaBlaH-
HeIM. B 3Tux obcTrositenbeTBax BUADI INMPOAVKIIMHA MOTIYT OBITHL CIPYIINIUPOBAHLI HA OCHOBE TUIIOBOI IMPOIYKIIMMU,
3KBHUBAJIEHTHOU NPOM3BOACTBEHHOM Cpeabl U MCIIONb3YEMOTO ChIpbi. PazyMHoe OTHeceHMe NMPONYKIIMHU K TaKHM
I'pYIINaM JONXHO OBITh JOKYMEHTUPOBAHO M JOJXKHO 00eCeYMBaTh PENpPE3eHTATUBHOCTh JAHHBIX, OO0CHOBBIBA-
IOWNX I'PYNIIUPOBKY NPOAYKLIVU.

A.4.2 DiieMenThl OLEHKH OHOHATPY3KM

A.4.2.1 OO0lune nonoxeHud

Metonabl otbopa 1 06paboTKy Nposd AONXHBI OBITE TAKMMU, 4TOOB MCKJIKOYUTH HETIpeABUASCHHYIO KOCHTAMUHAIUIO
U 3HAYUTEJbHOE U3MeHEeHHe KOINYECTBA U BUla MUKDPOOPraHn3MoB B 11pode. CHcTeMa orbopa rpo6 noJKHa INo3BojsATh
[IPOBOJUTDL IOCASAOBATE/IbHOS CPABHEHME TIEPHUOJIOB BpeMEHHU oTOOpa npoo.
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OObIYHO MUKPOOPraHH3Mbl NEPEHOCAT U3 MCOBITYEMbIX 0Opa3loB WIU HUX NpeACTAaBUTEAbHBIX YacTed B NMUTa-
TEJILHYIO CPeAy TMOrpyXeHHUEM, OTMbIBAHMEM WM Pa3BeICHUEM B 3JIOCHTE. IMIOEHT MOXET OBbITh ITOTOM IIPONYIUEH
yepe3 MeMOpaHHLIA UILTP, KOTOPBIM caM NOMEUIEH B INHUTATSJAbHYIO CpCOy MM NpAMO IOJOXEH Ha IUIOCKYIO
[MOBEPXHOCTb NHUTATENLHOU cpeabl. KpyImHbie Hepa3aeauMaie 00pa3Lbl MOTYT KOHTPOJIHPOBATLCH METOAAMH, TIPUMEH -
eMBIMH JUIsI KOHTpoJIg rioBepxHocTelt (A.4.2.4.8—A.4.2.4.10).

BrisiBneHue MUKpoOpraHM3MoB € NMOBEPXHOCTH NPOAYKTOB MOXET ObITb YIYYLIEHO B MIPUCYTCTBHUM NMOBEPXHOCT-

HO-aKTHBHBIX BEILIECTB B 2JI0CHTE U NPH PU3NYECKOM BO3IACHCTBUM Ha NMPOAYKT B XKUAKOCTU. OOLIYHO HCIOIb3YeMbIC
MI0CHTEl NpUBEICHH B A.4.2.5.

A.4.2.2 Bribop npobsl

A.4.2.2.1 na onpeneneHus NpelcTCpUIA3AIIMOHHOIO YXCIa Mpoba oTOMpacTcs ABYMS Criocobamu:

a) oTOOp NPOAYKTa CAYYaKHBIM 00pa3oM Iepes CTepuin3alvei;

b) otbop HenpurogHoro Ui NPoaAXH NPOAYKTAa, KOTOPLIM NMPEICTaBIsAeT coO00M 4acTh INMPOAYKIUM WKW UHBIM
oOpa3oM 3a0paKOBaAHHYIO TTPOAYKIIHIO.

Be16op obpasiia MoXeT 3aBHceTb OT MHOXECTBa GaKTopoB, HO o0pasell J0JKEeH KaK MOXHO OvXKe COOTBETCTBOBATD
MPOIYKLUM, INpefHa3sHaueHHON g cTepwin3ati. Eciy NpUHATO pelllieHMe UCTIONB30BaTh 3a0pakoBaHHYIO TIPOAYKLAIO,
OHa [OJDKHA MPEeNCTaRISTh cOOOH MPONYKLIMIO, IIPOUISAIIYIO BCE OCHOBHbIE CTAMU NTPOMU3BOCTBA, BKIHOYAsA BO3MOXHDBIC
[TPOLICCChl OMUMCTKY M yTIakoBKHU. IIpearnoyturesbHO B3SITh NPOAYKIIMIO B COOTBETCTBHH C TIEPEUUC/IEHMEM a).

s pa3snAYyHBIX Leaei, TaKUX KaK BaJIWJIauMs TIpoliecca OYUCTKH MM OlleHKa MpPOM3BOACTBEHHOI'O ITpolecca,
[py BLIOOpE 0Opa3LoB N OLIeHKU OMOHArpy3KmM MOTYT UCIONb30BATHCS Pas/IU4yHbIC CTpaATEIrni.

A.4.2.2.2 Tlpy HeoOxoAUMOCTH ANd OLIEHKA OUOHAIPY3KHU MUCTONB3YETCSA BECh IIPOAYKT, XOTSH 3TO MOXET
0KAa3aThCsl HEOCYLIECTBMMBIM M3-3a TOrO, YTO NPOAYKT HE IoMellaeTcs B Ja0opaTOpHYIO nocyly. Torna cieaveT B3siTh
MakCUMajibHO OOJIBIIYIO YacTb IIPOAYKTa, KOTOopas TIIO3BOAACT OLECHUTb IMOJHYI0 OMCHArpy3Ky BCEro IIpoOAyKTa.
TuwarenbHBIA BBIOOP YacTH TIPOAYKTA HEOOXOOMM TOrda, KOorla KOHTPONUPYEMBIM IIPOAYKT ABAAECTCH OOJNLUINM,
HanpyuMep, XUpypruyeckas oIexxa WK HApYKHBIA ApeHaXHbIH KOMILUIEKT.

A.4.2.2.3 Bo Bpems orOopa rmpobd i OLIEHKU OMOHATpY3KHM NPOAYKT HOMXKEH HAXOOUTHCS B CBOCH CTAHIAPTHOM
YITaKOBKE.

[Ipu orbope 4YacTu NPORYKTA 1A OUEHKH OMOHAIpY3KH HYXHO COONIOLATH OCTOPOXHOCTH NPM MaHUITYIALIMU C
NMPOAYKTOM. IDTO HOJKHO OBITh COENIAHO B YUCTHIX YCJOBUAX (HANpyUMep, BHYTpM JaMHHapHoro ikadga), 4ToObl
M30¢XKaTh JOIMOJIHNUTEbHON KOHTAMHMHALIMH.

A.4.2.3 llepuognynocTh oTOOpa Npod

IepHOINYHOCTDL OLIEHKM OMOHArpy3KM HOJXHA OBITh YCTAHOBJIEHA HA OCHOBE aHaM3a M3MEHSIOUINXCS GaKTO-
POB, K KOTOPBEIM OTHOCHATCH:

a) JAHHBIC ApenbiayUiel OLICHKH OMOHATPY3KH;

b) uenb, 1A KOTOPOI OCyLIeCTBAIETCA OlieHKa OMOHATrpy3Ku;

C) MCIHOJb3YEeMbIH NTpoliecC IIPON3BOJICTBA,

d) pasMep cepunu;

€) YacToTa NMPpOU3BOACTBA IMPOLAYKTA;

f) Mcrionb3yeMble MaTepHaIbl;

g2) KonebaHust B oLleHKax OMOHAarpys3Ki.

OT160p Npod MOXKET OCYLICCTBASATBHCA 4YEpPE3 ONpeAc/icHHbIC TTPOMEXYTKH BpeMEHH (HanpuMep, €XEMECIAYHO),
WIU B 3aBUCHMOCTH OT KOHKPETHOro 06beMa IpOAyKUMHU (HArlpyuMEp, OLCHKa Apyrux cepuii). O0111ag MpakTuka COCTONUT
B TOM, YTO OLIEHKa OMOHAarpy3KM ocyiuecTBiasieTcsl ¢ 60obllieit YacTOTOM B Hayase NMPpOM3BOACTBA HOBOI'O IPOAYKTA U
3aTEM CO CHMXKAKILEHCS 4YacTOTOM M0 Mepe HAKOIUIEHMA 3HAHUHM 0 OMOoHarpy3Ke.

YHacrora oleHKH OMOHarpy3Ky JI0JDXHa NO3BOJATh OlLleHHBaTh ee N3MEHEHHs, BLI3BaHHBIE, HallpUMep, Ce30HHbI-
MM KOJIEOaHMUSAMH, U3MEHEHUSIMH IIPOHU3BOACTBA WIM U3MECHEHUAMU MaTepHAIOB.

A.4.2.4 Ob6paborka

A.4.2.4.1 O0lme MojoXeHUs

CrerieHb aare3uu MUKpPOOPIraHU3MOB K ITOBEPXHOCTH 3aBUCHT OT IPUPOILI IMTOBEPXHOCTH CAMHUX MUKPOOPraHM3-
MOB M JAPYryMX NPHUCYTCTBYIOUIMX MarepuaioB (HanpuMmep, cMasku). IIpuunHa XoHTaMMHAUMHY OyoeT TAaKKe OKa3bIBATh
BAUAHUE HaA CTEIIEHb anre3uu. Ui yoaneHuss MUKPOOPIraHM3MOB MOXET UCIIONL30BATHCH OTMBIBAHUE ¢ NPUHYINUTE/b-
HBIM (PU3UYECKUM BO3ACHCTBUEM WIM APsAMOM oTOOp IpoOBl ¢ rosepXHOocTU. 1 JIydlero BLIABICHUSA MHKpOOpTa-
HU3MOB MOXET MCINONb30BATLCS ITOBEPXHOCTHO-AaKTUBHOE BEILECTBO, IIPU BbICOKOW KOHIIEHTPAIMHA OHO MOXET
MHI'MOMpOBaTL MUKpoOpraHuamsl (A.4.2.5).

C OoTHe/bHBIMM MaTepUaIaMH HEKOTOPBIC MUKPOOPIaHM3Mbl MOTYT 00pa30BLIBATL OMOTIJIEHKH, T.€. CTPYKTY-
pPbl, B KOTOPBIX MHKpPOOPTaHMW3Mbl MHKANCYJIWPOBAHBI B MaTpHULbI, NMPOYHO CKpEHIASIOLINECT ¢ NOBEPXHOCTHIO.
MuUKpoopraHu3Mbel B OMOINIEHKAX MOTYT NPOSBASITL YBEIUMYEHHYIO PE3UCTEHTHOCTh K TIPOHECCY CTEPMIIM3ALMM.
O6pa3oBaHye OHOIIEHOK OOBIYHO HE NIPOUCXOIUT NPH NMPOU3BOJACTBE MEIULIMHCKUX U3AEIUN, XOTSI B HEKOTOPHIX

c/Ay4yasiX OHU MOI'YT 00pa30BHIBATLCH, HANIpUMEpP, TIpH paboTe ¢ MaTepyUajlaMH XUBOTHOIO ITPOUCXOXIeHH s, B Takux
cJIydasiX Hy>XHO oOpaTHTh BHMMAaHME Ha BO3MOXHOCTb 00pa3oBaHus OMOMNNEHKU U YUeCTh, UTO MeTObl 0O0paboTKU,
M3710XeHHBIE B A.4.2.4.2 1 A4.2.4.10, He MOTYT NNPUMEHSITHCA VIS BbIAENEHUS MUKPOOPTAaHM3MOB, HAXOISIIUHUXCH B
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bHoruieHKax. Hanumuyve OHMOILICHKH MOXeT ObITh YCTAHOBJICHO INPU BATMIALIMM METOJOB BbIACJIEHUA, €CIU BbBICOKOE
YUCJIO MUKPOOHOTOTHYECKHUX YAaCTULlL OTMEUEHO B NTOBTOPHOM BbLAeNeHUH (A.5.2.1.1).

JIrobast TexHonorus, nNpuMeHsieMasi TipM olieHKe OMoHarpysk#, AospKHa Obith BocnpousBoaviMon. Craenyer
M30eraTb YCJIOBHH, KOTOpble MOIYT IMOHHU3UTb >XXHM3HECINOCOOHOCTh MHUKPOOOPraHU3MOB, TAKMX KaK u4pe3MepHad
KaBUTaAllUsl, MEXaHUUYECKUE BO3JACHCTBHS, ITOBBILIICHHUE TEMITEpaTyphl WJIM OCMOTHYSCKHH 1IOK.

HexkoTophie METOR! jierye NMOANAIOTCs KOHTPOAID, UeM apyrue. MUaMeHeHuss MeTona U CPEACTB KOHTPOJS 3THX
U3MEeHEeHMH OOJIKHBI paccMarpuBaTrhbcsad IpU Bbibope MeTola W BbIOope rnoaxojsueil KOMOMHAlMM U3MEHEHWH.
Hanpumep, Ui JaHHOrO METoAa MOXET ObITh YBEJHMUYEHO BPEMSA WIM N3MEHEH NPUHLUIT MEXaHWYECKOIo BO3AENCTBYS
075 yBeNIMUEeHUA 3(PdeKTa yaajeH1uss opraHu3MoB.

Hexoropbie MeTOAL! MOTYT Zie3arperupoBarb NPOAYKT IIpU KOHTpoJe (HAIlpUMeEp, A€3UHTErpalysa, pacTBOPEHNE
U nepeMeruuBaHue). IlpucyTcTBUE lesarpernpoBaHHOIoO MaTepyasia MOXET 3aTPYAHUTL TIOACUYET KOMUYECTBA MUKPO-
OpraHM3MOB M NOTPE€OOBATh JOINOMHUTENbHON 00pabOTKM, HANIpUMEDP, IS OTACICHHUS Ae3arperupoBaHHOro Marepuana
oT antoeHTa. [TonyyeHHbIE NTpH 3TOM [laHHbIC JOJKHBI OBITh NpeiCTABUTEIILHBIMH.

OG6pasubl U151 TECTUPOBAHMA CIeAYyeT nepeaaBaTh B 1aGopaTopHuIo Kak MOXHO cxopee. ECIM 3aaepxka nepeiauu
o0Opa3uoB B 1adoparopuio Heu3texHa, To HeoOXoAuMo BhIOpaTh YCAOBUSA XpaHEHUA TakyM 00pa3oMm, yToOb! MpeaoT-
BpAaTHUThL NOTEPIC MUKPOOPIraHU3MOB WIH U3MEHEHUA UX nonyasuuu. HomkHo ObITh yKa3aHO MaKCHUMAJIbHOE BpeMH
XpaHeHHs. BricyniiBaHue MoXeT OBITh TPUUYMHON 3HAYUTEABHOIO CHUXEHHUA YU CJIa MUKPOOPTraHHW3MOB U JOJIKHO ObITh
YY4TEHO IIPU BLIOOpE YCNOBUH U BPEMEHM XpaHEHMUS.

A.4.2.4.2 OTMbIBaHUE

O0pa3sel U1 KOHTPO/AIS M U3BECTHBHIA 00beM JTI0€HTa TIOMELIAIOT B CTCPUIIbHYIO €MKOCTh IJIsi OTMBIBAHUSA. B
eMKOCTH paboTalOT ABYXIONACTHbIE MeELUaniKy, NPUHYXIas 3JAICHT NPoXodUTh Yepes obpasell ¥ BOKpyr Hero. Meron
0coOeHHO 3 eKTHBEH LI MATKMX, BONTOKHHCTBHIX U/WIH a0COpOUPYIOILIMX MAaTepUaA/IOB, HO HEIIPUMEHUM s N100b1X
MaTepuaNoB, KOTOPhIE MOTYT IIPHUBECTH B HEMrOJHOCTL €eMKOCTh, HATIPUMEP, YCTPOHCTB, COACPKAalltuX UINIbI U GoNbllive
NTPEAMETHI.

JHomxHo ObITh YKa3zaHo BpeMsl o0paboTKH.

DTOT METOI MOXET aBaTh CYCNEH3HMIO ¢ HU3KOM KOHUEHTpallMeH MUKPOOPraHM3MOB, HOCKOJbKY UCIIONb3YETCSH
OTHOCHUTEJIBHO OOJIbLIOe KOJIMYECTBO 3MI0eHTa. AN 1nocnefoBaTeNlBHOro IoacyeTa MOTIYT IoTpeboBarThCsl Apyrue
METOoAbl, TakKHe Kak ¢unbrpauus (A.4.2.6.2) nnu yaueynslit Meton (A.4.2.6.3).

A.4.2.4.3 Hcrionp3oBaHue YIBTPaA3BYKa

KoHrponupyeMBiii o0pasel) IMorpyxaimT B 3JI06HT M3BECTHOIo 00beMa B COOTBETCTBYIOUIEM cocyle. Kaxbli
COCYd W ero coaepXumoc oOpadarbIBarOTCAd B YABTPA3BYKOBOM BaHHE, MW B COACPXAILUUNCA B COCYIAE 3IIOCHT
[IOrpyKaloT YJAbTPa3BYKOBOM 30H]I.

Onpeneasiior HOMUHANbHYIO 4YacToTY VJIBTPA3BYKa, NPOAOIDKUTEIHLHOCTD 0OpaboOTKM M MNMO3MLUMH, B KOTOPBIX
00Opa3iibl HAXOMATCA B YAbTPa3BYKOBOM BaHHE. MoXeT nmorpeboBaThcs OrpaHHYeHUE YUCIa OJHOBPEMEHHO 00pabarhl-
BaeMbIX oOpas3iloB, YTOOLI MOLIHOCTH YJIBTpa3ByKa XBAaTUIO 1A 3P PEeKTHUBHOM 00paboTKH.

Meron ocobeHHO NMOAXOAMT Ui TBEPIbiX BOJOHEIIPOHULIAEMBIX OOpa3LioB M NMPOAYKTOB cloXHOH $opMbl. OH
MOXET OBITh JECTPYKTHUBHBIM AN HEKOTOPHIX MEAULIMHCKHUX U3JEANN, B OCODCHHOCTH IS COOCPKALIUX SJICKTPOHHBIE
KOMIIOHECHTBI, TAKMX KaK UMIUIAHTUPYEMBIC KapJIUOreREpaTopHl.

BHepruga ynbTpa3ByKa U NMpoaoLXUTENAbHOCTb 00paboTKH HEe JOJIXHBI OBITh BEIMKH HACTOJNBKO, YTOOL! BhI3BaTh
rnéesib MUKpPOOPTaHU3MOB WIH IIEpErpeB JII0SHTA.

A.4.2.4.4 lllevixnHr (mepeMellinBaHUE BCTPAXUBAHUEM) CO CTEKJISHHBIMU OycaMH ¥ 6e3 HUX

KoHTponupyemaiil obpasel] Iorpyxaercst B COCyl ¢ JHEHTOM M3BECTHOro o0bheMa M IoaBepracTca TPSICKE Ha
MEXaHMYECKOM llIeHikepe (BO3BpaTHO-IIOCTYIIATENIBHOIO, KPYTOBOrO WM OCEBOro AefCTEMSA) IUid yiAaleHHs MUKPOOp-
raHM3MOB. MOXET MCIIONb30BaTLCd PYYHOH HIeliKep, HO ero 3¢ deKTUBHOCTDL 3aBUCHUT OT oneparopa. /1a yBeiHuyeHH
NOBEPXHOCTHOI'O TPEHHUA U KO3QOUUMEHTA BbhIACHeHHA B IHEMKED MOT'YT JOOaBASATHCS CTEXKIISHHEIE OYChI olpeieliEeHHOTo
pasMepa. PasMep CTeKISHHBIX Oyc, BpeMs M 4yacToTa AcHCTBUS LIelKepa He JOJKHS!I BHI3BIBATh Iieperpesa W/Wiu
BO3MOXHOIO IMOBPEXIEHUA MUKPOOPTaHU3MOB.

JlobarneHNe CTEKJITHHbLIX OYC MOXET YBE/IMYMTH IUIOLIAAb NOBEPXHOCTH, K KOTOPOM MOTYT IPWINIIATh MUKPO-
OpraHyU3MBbl.

Jo/KHEI OBITH YKa3aHbl BpeMs M 4acToTa ASHCTBUSA LHEeHKMHIA.

A.4.2.4.5 Buxpesoe cMeliMBaHue

KoHTponupyeMmsie obpaslibl NOrpyXalT B 3aKPbITHIiI KOHTEIHEDP, ComepXalllMii M3BECTHBINA 00bLeM 3J1I0eHTa, Ha
KOTOPbIl BO3ACHUCTBYET Bpaillalolliasicst Jorarka BUXPEBOro MUKcepa ¢ obpa3oBaHMeM BHXpPEH.

JLoMKHBI OBITH YKa3aHbI MCIIONL3YEMbBIM KOHTEHUHED, BPEMS M CKOPOCTh IepeMellinBaHusa. Obpa3yiolueca BUXpH
OyayT TakKe 3aBUCETh OT JABJICHMS, CO3MaBAECMOI0 pyKaMu, KOTOpoe MOXeET OLITh pazmudHBIM. MeToa npocT M cKop
B OOpallcHUH, HO NMOAXOOUT TONLKO AN oO6pa3loB C IpaBUIBHLBIMH TITOBEPXHOCTAMHM.

A. 4.2.4.6 [IpoMbiBaHHE CWIbHBIM OTOKOM

OMIOCHT IPOXOANT Yepe3 BHYTPEHHEME ITON0CTH KOHTPOAUPYEMOro o0pasiia.

[lorok MoxeT 0Dpa3oBbBIBATLCS 3d CUET IpaBUTALIMK NMTUOO ¢ TTIOMOLIbIO Hacoca. MoXET UCNOJIb30BaThC APYroi
METO/1, KOTIa TMPOAYKT HANONHAIOT SAKEHTOM, 3aTeM CXMMAIOT U BCTPIXMBAIOT.
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JOMKHB!I OBITH YKa3aHbl BpEMs KOHTAKTa MCAILY YCTPOMCTBOM M BJIIOEHTOM, CKOPOCTb TIDOMBIBAHHS W 00BbeM
XHIKOCTH.

A.4.2.4.7 T'omoreHusauusa {(ae3MHTErpauus)

TectipyeMbI oOpa3ell MOrpyXalwT B J[I0EHT U3BECTHOro o0beMa, HaxOAALMiicsd B COOTBETCTBYIOILEM COCYIE.
OOpa3sel nepeMeIMBaloT WIHM U3MEIbYAIOT B TeUeHUE 3aJJaHHOIO BpEMEHH, KOTOPOE 3aBMCHMT OT pa3Mepa obpasla, Ho
BpeMA HE NOJIKHO ObITH HACTOJIEKO OOJBUINMM, YTOObI NMTPUBOAUTD K NIEPETPEBY JIIOECHTA U BO3MOXHOMY ITOBPEXICHUIO
MUKpoOpraHuaMoB. Meton obecrieuuBaeT criocob pazaeneHus obpaslia Ha CTOJIb MaIble YACTH, YTO MUKPOOPTraHU3Mb
MOTYT OBITH HepecYHTaHbl COOTBETCTBYIOUIMM METOIOM.

A.4.2.4.8 Meron cMbIBa TAMIIOHAMH

TaMmoHBl cocToAT U3 adcopOUpYIOLIIETO MaTepHana it B3TUA NpoObl, HAMOTAHHOrO Ha NMajioykKy WK PYKOATKY
COOTBETCTBYIOLIECH hopMmbl. Marepran MoXeT ObITL PACTBOPHMMBIM HJIIM HEPACTBOPUMBIM.

CTanaapTHBIA MeTO/I 3aK/I104aeTCA B YBIaXHEHUHN TaMitoHa OydepHBIM pacTBOPOM WIH XUIKOW NUTATENbHOM
Cpeaoit M TPOTHUPAHUHM MM TOBEPXHOCTH, NpelHa3zHaAYeHHOW WA B3SATHUS Npobbl. Koad@HUUUEHT pereHepauuvu
MOXET OBITb TIOBbIIIEH B HEKOTOPBIX C/Iy4asx NMEPBUYHBLIM YBIAXHEHUEM ITOBEPXHOCTH U 3aTEM NMPOTHPAHHUEM €€
CYXUM TaMIIOHOM. TaMImoOH noMellaloT B OydepHbIl pacTBOp WIH XKMUAKYIO MMUTATEJBHVIO Cpely U BCTPAXURAIOT
IUJ151 TOTO, YTOOBI VAAJTUTE MUKPOOPIraHU3Mbl U3 TaMNIOHA. TaMITOH pacTBOPSETCS B Oy(pepHOM pacTBOPE WM XKUAKOH
nuratensHoM cpeae. IHolyyeHHYI0 CYCIIEH3UI0 aHATU3HUPYIOT ¢ NOMOILBIO (PUIbTpAlMHM, YAallIEYHBIM METOAOM MIIU
JPYTAM criocoOoM.

MeToX CMbIBA TIpUMEHS ETCA [UIE KOHTPOJIS NOBEPXHOCTEN HENPpAaBUIBHON HOPMBI MJIM OTHOCUTENILHO HEIOCTYII-
HbIX TOBEpXHOCTEH. OH TAKXKE NIPUMEHUM U U1 KOHTPOS GonblinX nopepxHocreid. [1pu uCnonb3osaHuy 3TOro Metoia
BEpPOATHOCTb OLIMOKM BE/IMKa M3-3a pa3HooOpasusi crioco0oB MaHUITYJIMpOBAHWsI TaMnoHamu. bonee Toro, Bce
MMKpPOOPraHM3Mhbl C ITOBEPXHOCTH He MOIYyT ObITh cOOpaHbl TaMNoHOM. HekoTophie U3 cOOpaHHbBIX MUKPOOPTAHU3MOB
MOTYT IIOMAacTb BHVTPb CTPYKTYDBI TAMITIOHA U TaKUM 0Opa3oM oCTaThCsl HEOOHApPYXEHHLIMU.

B TamMrnoHe He H05KHO OBITh OaKTEpHLMAHBIX MW 0aKTEpHUOCTATUYECKHUX ar¢HTOB.

A.4.2.49 HoxpmTre arapom

[TokpuiTHEe NOBepXHOCTH NPOAYKTA pacllaBjicHHOM arapoBOM nuraresabHoON cpenodl (IIpHM MakKCHMAJIBHOU TEM-
neparype 45 °C) u UHKYOMpOBaHMWE [0 INOJYYCHUSA BUIAMMBIX KOJOHUMHM TMNMPHUMEHSIOT NPU Manoi OUOHarpyske M
COOTBETCTBYIOLLEH KOHPUTYpPALIMM MTPOAYKTA.

Bo3MOXHBIM HeAOCTATKOM METOAa SIBIISCTCS €CTECTBEHHOE 00pa3oBaHHWE KOHINIOMEPATOB KJIETOK Ha IOBEPX-
HOCTSIX, pacripeieNeHHbIX B KOJIOHMSX B KOHTAKTHBIX TOBEPXHOCTSX arapa, BbIChIXaHHE arapa ¥ BO3MOXHOCTb HAJIMYHS
aHa’3po0OoB.

A.4.2.4.10 KOHTakTHBIC IJIACTUHEI

C noMoUIbI0 KOHTAKTHBIX IJIACTMH WIHM CRAHJOB 3aTBEpAcBLIASI INUTATENbHAs Cpelda MOXET INPHXUMAThCH K
ITOBEPXHOCTH A4 aAre3WH XUBBLIX MUKPOOPraHM3MOB K 3TOHM cpeze. I1nacTuHb! M ciaijibl MTHKYOMPYIOTCS O MOSBIICHMS
KOJIOHHUH, KOTOPHIE 3aTeM IOACYNTHIBAIOTCSI.

[TpeuMyliliecTBO TAaKMX CHCTEM 3aKiiodaeTcs B Npocrote. Pe3yabTaTthl HEMOCPEACTBEHHO OTHOCATCH K ITOBEPX-
HOCTH KOHTAKTa C TBEPUOM INTUTATEIILHOHU CpEaO.

OTOT METOA AOJLKEH TIPHMEHSITLCA TOJBKO TOrAAa, KOrAa Apyrue MeToAbl HEIIpUMMEHUMBI, Tak. KaK OObIMHO OH
nMeeT HU3KYID 3P(PeKTUBHOCTL. KOHTaKTHBIE TUTACTUHBI ¥ clalidbl OOBIYHO IIPUMEHSIOTCA TOJALKO WA TIIOCKUX
IMOBEPXHOCTEN WIH IMOBEPXHOCTEN ITPaBUILHOM (QOPMBI.

A.4.2.5 BnioeHTH, pa3baBUTEIM U TPAHCNOPTHBIE Cpelbl

Bo BpeMs olleHKY OMOHAarpy3ki 3,I30€HT MOXET HCIOIb30BaThCs M1 BbLACJICHWA MUKPOOPraHU3MOB U3 NPOLYKTA.
TpancriopTHBIE Ccpeabl MOTYT OBITH MCIOJIL3OBaHBl VISl IIepefayy BbLAECJIEHHBIX MUKPOOPTaHHM3MOB Ui TTOLACYETA.
Pa306aBUTE/IM MOIYT HCHONB30BATbCs IJISE TIPUTOTOBJIEHMS CYCMEH3MM, CcOoNepXalliMX MHWKPOOPraHM3Mbl B CUYETHHIX
KOJIMYEeCTBax.

CBOMCTBA CMBIBHBIX XXKHIKOCTEH ¥ pa3daBUTeNcil MOTYT OKa3bIBaTh 3aMETHOE BAUSHNE Ha 0011YIO 3P PEKTHBHOCTD
ucnonbzyeMoro Merona. BeiGupasi amoeHTsl M pa3baBuTeNiy, HYXKHO oOpaTUTh BHMMaHHME HA MX cocras (Hampumep,
COCTaRIAIOIIHE KOMITOHEHTHI M MX KOHLICHTpaluM, ocMoTHdYeckoe nasinenue ¥ pH). Cocras 101 eR 6b1Th TAKMM, YTOORI
He OLUIO HY tponudepaliy, HU HHAKTUBALIMK MHUKPOOPTAaHU3IMOB.

IU1a ynaneHuss MUKPOOPraHM3MOB ¢ TBEpIBIX TOBEPXHOCTENM C MOMOILIBIO XHJIKOCTH B HEe MOXET H00ABIATHCS
TIOBEPXHOCTHO-AKTHBHOE BELIECTBO.

OCHOBHEIE MI0¢HTHI U pa3GaBuTe/IM NpHBedcHLI B Tabnule A.l.
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Tadbnwnua A.l — IlpumMepsl 35110eHTOB U pazbaBuTteneit

" ——

PacTtBop KoHlleHTpaLusa B Bole [TpuMcHCHME
Punrepa 0,25% Obiiee
I
[lerrron 0,1—1,0% O6uiee
[TenToHHBIA Oydep 0,067 M docdar Obiuee

0,43 % xnopUCTBLIM HAaTpHU
0,1 % nenrtoH

DochaTtHbiil Oydep 0,02 M docoar O01ee
0,9 % xnopHCTbIH HaTpuid

XJIOPHUCTHIN HaTpUH 0,25—0,9 % Obuice

Kansron Punrepa 0,25 % PacTBopeHNE TAaMITOHOB C AJINIH-
HaTOM Kanbliys

Tuocynbdat PuHrepa 0,25 % HedTpanuzalms ocTaTkoB xJjlopa

Bona PacrBopeHue BONIHBIX 1IpoO,
IIPUTOTOBJICHHE H30TOHUYCCKHX

PaAcTBOPOB PAaCTBOPUMBIX MaTEpHaJIOB
0 Hauana rojcuera

IlpuMmedyaHure — IDTOT nepedeHb He ABASETCS McUepIbIBalOUIMM. JleTepreHT, Takou Kak nojaucopbdar
(TeuH 80), Moxer gob6aBNATLCS K MIOCHTY U K pasbasuremio. Kak npaswio, UCoab3yioT KoHUeHTpauuo ot 0,01
no 0,1 %, B 3aBUCUMOCTH OT cneluduKH npuMeHeHNd. COOTBETCTBYIOIIYIO KOHLEHTPALUIO AETEPreHTa B KaX/IOM
ciydyae BBIOMPAIOT ¢ TAKMM pacyeToM, 4ToObl M30exXxaTh IeHooOpa3oBaHMA.

A.4.2.6 IlepeHOC B NUTATENBHYIO CPEIY

A.4.2.6.1 OOG1IHe NMonoxXeHusa

[Iponieaypa IpUTrOTOBJICHWS CYCTICH3UH MUKPOOPIraHU3MOB JOJEKHA MPEAyCMAaTPUBaTh KOHTPOJb HATUYMA XXKUBEIX
MHKPOOPIraHM3MOB B 3JIIO6HTE, KOTOPBIH HOIKEH NMPOBOANTHCA OAHHMM M3 METOIOB, ONMUCAaHHBIX B A.4.2.6.2—A.4.2.6.7.

[lepen nepeHOCOM B MUTATENBHYIO Cpely MOXET MoTpeGoBaThCd JAOMOMHUTENIbHAA oOpaboTka, YToOB! Ae3arperu-
poBaTb MUKPOOPraHU3MElI U TaKVM 00pa3zoM YMEHBIUINTE pa3dpoc. B HEKOTOPERIX cly4dasiX METOL, VMCITONL3YEMbIN UIA
BBIAECICHUS MHUKPOOPraHH3MOB M3 KOHTPOIUPYEeMOro obpaslia, MOXET pa3pylliarh arperatel. B HEKOTOpbIe MOMEHTHI
MOXET OBITE HEOOXOAMMO NMPOBEcHUE OTASNBHOM 00padoTKu.

Ecay B 2;110€eHTE NPUCYTCTBYIOT OaKTepULIMOHbIC WK 0aKTEpUOCTATHYESCKHE BEILIECTBA, KX KOHUEHTpalMs MOXET
OLITL CHUXKEHA 10 3HAYCHHA, He OKa3hiBAIOINEro HMKAKOIo BIMAHHMA Ha MUKPOOPraHMW3Mbl TIPH pPACTBOPEHMM,
GUuAbTpallMM WIM XUMWUYECKON WHakTuBauMH. IlpucyrcrBHMe OakTepHMLIMAHLIX WM OaKTCpHOCTATHYECKHUX BELICCTH
MOXET MO 3TOi NMIPUYMHE OKAa3aTh BIMSIHHME Ha BHIOOpP METONA MOJCYCTA.

B MeTolie nojicyera KOJIOHUIT HYXHO IIpUHMMATh BO BHUMAaHME BEPXHMI Npejies KOJOHHKHN, MOABIIIOMXCS NpU
MHKYOUpoBaHUK. OH JKOJKeH OBbITh TakuM, YTOOB!I KaXXJIbIH XKHBOH MHKPOOPraHK3M MOI OBITh BBRISBIEH KakK BHAXMAs
KOJIOHWSI, HE HCIBITHIBAIOUIAs BPEIHOrO BAMAHMS HAXOAAIMUXCA PSIOM MUKPOOpraHumiMoB. [IpucyrcTrBHe BOJIOKOH
MOXeT NPENITCTBOBATE 00pa30BaHUI0 MUCKPETHLIX KOJOHUHM M, CNeI0BATCIIbHO, 3aTPYAHSATD IOJCYET.

A.4.2.6.2 MembpanHas dunvTpauud

MemOpaHHaa ¢uisTpallMd M nocieayomas WHKyoaums ¢uwibTpa Ha IOAXOIALIENA ITUTATEIbHOM cpele id
OJIyYEHHS BUOUMEIX KOJIOHUHN ARNAETCS 3PGHEKTUBHBIM CPEICTBOM OLIEHKH KOHTaMMHauUuu. MeMOGpaHHbie GUNBTPLI
C COOTBETCTBYIOLUMMH pasMepaMu TOp CIIOCOOHLI yaansiTh MUKPOOPTaHU3MBI U3 3JIIOEHTA, NMPOXOIALUEro Yyepe3 HUX.
QuneTp ¢ nmopamu pasmepoM 0,45 MKXM 0OBIMHO MCTIONB3YETCA N4 YAVYUIeHHS yoilosuii obpazoBaHus KonoHui. s
MHKyDal M MeMOpaHHBIH (HILTP MOXET ObITh MONOXEH JIMG0 Ha MOBEPXHOCTHL arapa, Jubo Ha abcopOUpYIOLIYIO
[POKNAAKY, MPONMUTAHHYIO IMUTATEeNbHOM cpeaor. OOpaszosaHHble HAa NOBEPXHOCTH MeMOpaHHoro GwibTpa KOJIOHHH
MOI'YT OBITH ITOACUMTAHB! U M30JHMpOBaHbl M8 UX KIACCHOHUKALINU.

MemOpanHas GUIbTpalsa ocoOEHHO NPUIroaHa [N CYCIIEeH3MI ¢ HU3KOH KOHIUEHTpaLMeli MHKPOOPraHM3MOB.

QUAbTPALMIO MCIIONbL3YIOT, €CIM XUAKUN cyOCTpaT coepXWUT OakTepMUMIHBbIE WIH OakTepHOCTATHYECKUE
BellecTBa. MUKpOODPraHM3Mbl YHANSIOTCS U3 DMI0EHTA U MOIYyT ObiTb OTMBITHI Ha MeMOpaHHOM GUIBTPE Iepel
UHKYOHpoBaHueM. Hexkoropbie Turibi MeMOpaH Moryt abcopOMpoBaTb WIM BHIIEAATL BeElECTBA, KOTOPBIE MOIYT
MHIMOMpOBaTh POCT MHUKPOOPraHW3MOB, ITOTOMY BaXHO, YTOOBI MCIOJNB30BAJINCh TOJLKO MeMOpaHHble (GHILTPHI,
COOTBEICTBYIOLIHME LieNAM NoAcYeTa MUKPOOPraHU3MOB. MeMOpaHHBIN (DHUABTD U 3/TI0EHT KOJLKHEI ObITH COBMECTHMDI.

OObIYHO NMPUMEHAETCA BAaKyyM WINM MHOT/AA CXaTbiid BO3AyX. HyXHO NposiBASATb OCTOPOXHOCTh, UTOORI N36erarh
U30BLITOYHOrO MPOTHBOAABIECHMS, KOTOPOE MOXET BbI3BaTh UBMEHEHUE WM NOBpeXIeHUE MeEMOpaHHOTo (PUIIBTPA.

[lpumMmedyanue — MemOpanHaa dwibTpalysg 3MI0EHTOB, COLEepXalIMX OCTATKH BOJOKHMCTBIX IIPOIVKTOB,
MOXET ObITh 3aTpyAHEHA, TaK KaK MeMOpaHHBIM DMILTD MOXET OhITh 610K pOBaH.
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A.4.2.6.3 3anuBaeMble [UIACTUHB! (METO Pa3AUBOK)

OTnenpHbBIE YacTH CYCIieH3UM (QIMKBOTBHI) KaXZIOro pas3secHUs CMEUIMBAKOT C paciUIaBJI€HHbLIM arapoM Iipu
TeMIlepaType, He MpeBbillamlier 45 "C, Koropble 3aTBEpACBAIOT Ha IVIACTUHE, HAripuMep, Ha yauike Ierpu. 3anutyio
YalllKy HHKYOUPYIOT U MOJACYHTHIBAIOT KOJIOHHUH.

3anuBaeMble TUIACTHHBI HE OTACHAIOT MUKDOOPTraHU3Mbi OT SiroeHTa. llpu Hanvuuy OaxkTepyUMIHBIX WM
OakTepHOCTATUYECKHX BELUECTB HYXXHO PYKOBOACTBOBATLCA PEKOMEHIALUIMU A.4.2.6.1.

A.4.2.6.4 IlnactuHB ¢ pacripenenieHUEM CYCHEH3NH

OnpenencHHOE KOJIUWYECTBO JaHHOTO Pa3BEACHHUSA paclipeic/dioT Ha TTIOBEPXHOCTH TBEPAOH NMUTATEBLHONU CpEelbl
C NMTOMOLLBIO LUTIaTeIs.

KoanyecTBO CYCNEH3MM, PACTIPEaEiCHHOE Ha TTIOBEPXHOCTH Cpelbl, JOJKHO OBITH MOTJIOLEHO ¢Cpenoil Tak, YTOOLI
o0pa30oBaIMCh OTAENILHBIE KONOHUU, YCIOBHE abcopbivu onpenaensieT oOheM CYCITeH3UM, KOTOPBIH MOXET MCIIOIb30-
BAaThCs HA Yaulke.

IIpy HanuuMy GaKTepULIMAHBIX WIM OAKTEPUOCTATUYECKUX BEIIECTB HY>)KHO PYKOBOACTBOBATLCSH PEKOMEHAALIMS-
MH A.4.2.6.1.

A.4.2.6.5 Meton Haubojiee BeposiTHoro uvcia (HBY) mwig cepuiiHeiX passeneHU

[Ipy 10CTaTOYHOM KOJMHMECTBE 3MIOEHTA MOXET ObIThb CACNAH PAd MOCASAOBATCNbHBIX pasBelIcHUU, KOTOPLIE
UHOKVIMPYIOTCH B MUTATENBbHVIO Ccpely Tak, YTO 4acTb MHOKYJIUPOBAHHOM cpeldbl HE AAaeT BHIMMOIO pOCTa IIpM
nocneayiomied mHKyoaunm. Cratuctudeckass obpaboTka yucaa pasBeIcHUM, B KOTOPEIX HabmoaaeTcst pocT, obecrne-
YHUBAaEeT OLIEHKY MCXOAHOI0 KOJAMUYeCcTBa MUKpoopraHusMoB. Tadnuuel [14], nocTpoeHHBIC HA OCHOBE COOTBETCTBYIO-
IIMX CTAaTUCTUYECKUX IIOJIOXKEHWH, TO3BOAAIOT HEMNOCPEACTBEHHO OINpelcinTh HauboJjiee BepoOATHOE UYMUCIO
MHKpoopranu3smoB (HBY).

Merton HBY nipocr, Ho 1vamnas3oH yC/JI0BUH KYNETHBHPOBAHMS, KOTOPBII MOXET OLITh UCMONL30BAH, OTPaHUYEH, U
CTAaTHCTHYECKad OCHOBA METo/a AeJIaeT ero bonee NMpUeMIEMbIM CKOpEE A1 OPUECHTHPOBOYHLIX, YEM IS TOUHBIX OLIEHOK.

Ecnn npHCyTCTBYIOT OakKTepHUIMAHbIE WU OaKTEpHOCTATUYMECKWE BEHIECTBA, TO HYXHO PYKOBOACTBOBATLCH
pekxomeHzauusamMn A.4.2.6.1.

A.4.2.6.6 CnupanbHbie TUTAaCTHHDI

OrnipenesieHHOE KOJIMYECTBO CYCHEH3MH MAKPOOPTraHU3MOB paclipele/ifaeTcs Ha IOBEPXHOCTU TBEPLOH TUTATEIb-
HOM cpeabl. PacnpeneneHne nNpoucxoiuT ¢ YMEHBIUAKOIUEHC CKOPOCTBHIO 1O COUPAIM OT LIEHTPA YallKH K Iiepudepuu
C ITOMOIIBIO ABTOMAaTHUYECKOI'0O YCTPOMCTBA.

ITocne nocnaenyolien HHKYOAlIMU YUCIO MUKPOOPTraHNU3MOB B UCXOAHOM CYCIieH3UH OIlpeJengeTcss ¢ IIOMOIIBIO
CIMIEIIMANIbHON cUETHOM CETKU U cHUeTHOH TeXHUKH, KOria OCHOBOM DACUETOB SIBJISAETCS BCS YalllKa WM OOCUUTHIBAEMbIN
CEKTOP.

[Tpy Bannuny GAKTEPNLIMAHBIX WIK 0AKTEPUOCTATHYECKUX BELIECTB HYXHO PYKOBOJCTBOBATHCA PEKOMEH AL~
Mu A.4.2.6.1.

TexHUKa crMpaibHBIX IUIACTMH IaeT BOCITPOM3BOAMMBIC PE3YAbTaTbl, KOTOPbIE COOTBETCTBYIOT pE3yJbTaTaM,
NMoNy4YeHHbIM I10 METOLY CEPHUIHBIX pa3BeAcHM, M TEXHMKC PACIpelciCHMs] CYCIICH3MM. braromaps KOHCTPYKUHH
YCTPONCTBA, MCII0Ib30BAHMIO KA UIIPHON TPYOKM U MalIbIM 00beMaM METOJL CITUPATILHEBIX TUIACTHH B IIEPBYIO o4Yepelb
OKa3piBaeT ONarornpUsTHoE¢ BIMAHHWE HA MHOKYJIMPOBAHHYIO CYCIICH3MIO, KOTOopas XOpOLIO TOMOreHM3HpyeTcsa MU
CTAHOBHUTCS CBOOOJHOI OT YaCTHLl MaTepuaia.

A.4.2.6.7 Mecron HBY mns tBepOpix obpasiios

Meron HBY mMoxer OniTh IpHMeHeH K HeOONbIUMM OTACNBHBIM 0Opa3uaM. Meroa NpuMEeHUM IIPHU JOCTaTOYHO
HU3KOH OHoHarpyske Ha obpasell M B ciyyae, Korma 4actb o6pasiioB, HENOCPEACTBEHHO BBEACHHLIX B ITUTATEIbHYIO
cCpeay, He JaeT pocTta NpM MHKyOauuu. Pe3ynbTraTthl Moryr OwniTh oueHeHB! o A.4.2.6.5. [1n1s HeKoTophiX TTPOLYKTOB
MoXeT OLITh MOAXOAAIUIMM BBeldcHHe Dojiee yeM OQHOro oopaslia B KaXIyio NMopLUIO Cpelbl poCTa.

[1pn Hanuuuu GaKTEpHLIMAHBIX WIH 0AKTEPHUOCTATUYECKUX BEUIECTB HYXXHO PYKOBOJACTBOBATHCA PEKOMEHAALMNS-
MU A4.2.6.1.

A.4.2.7 Jdpyrve Metoabl MHAMKALUMM MUKPOOPraHU3MOB

IIng onpelencHUs OUMoHATrpy3KH, KpOMe MeToJa NoJcueTa KOJIOHHMI, MOTYT NPUMEHSITLCH METOJhl U3MEPEHUS
METa0OJIMYECKOM AKTUBHOCTH (HarpUMep, U3MEpeHHe CONpOTHURICHWA WK snudiyopecucHuusa). Takue MeTONHI
Ha3bIBAIOT HEMPAMBIMH. OTU METOAbl AO/DKHBI ObITh KanuOpoBaHbl IO YHUCAY KOJOHMH. ITH METOObl TpEOYIOT
OTHOCHTEJIbHO OOJIBILIOrO YHc/Ia MUKpOOPraHM3MOB B 3JI0CHTE MpoObl, YTO OrpaHUUYMBAET WX IpUMeHeHue. Kax
MpaBMJIO, MUHWUMAJIBHBIN Hpeaen oOHapyXuBaeMbix yacTmil rmpeBocxonut 100 konmonueoOpasytonmx enHul (KOE).

A.4.3 Buibop nHTaTEeALHBIX Ccped H YCJIOBHH HHKYOANHH

Ilpn BBIOOpE MUTATENBHBIX Cpel U YCJIOBUM MHKYOAlMU HYXXKHO YYUTHIBATH CACAYIOLICE:

a) HA OIHa KOMOMHAalIMA cpelibl U YCJAOBUII MHKYOALMM HE MOXET 00ecIieYUTh POCTa BCEX MUKPOOPraHU3MOB,
OAHAKO HEKOTOphle KOMOMHALIMM MOTYT HaTh Oosiee npelcTaBUTEAbHbIC PE3YJIbTAThI, YEM IPYTHE,;

b) BaIMJIALMOHHbBIC HCIIBLITAHUA MOTYT IOTpeOoBaTh Dojee IMPOKOro AUarnasoHa IMUTATSIIbHBIX Cped B YCIIOBUH
HHKyDalMH, YeM B TEKYILUEM TIpOLecCe;

C) NpSIMOM TOCEB Ha CEJICKTUBHBIE CPEIbl MOXET He JaTh pocTa MUKPOOPraHMU3MOB, NMOABEPTIUUXCA HHUIHOJIOTU -
YECKOMY CTPeCCY, WM NOBPeKICHHbIX MHKPOOPIraHU3MoOB,;

11
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d) BbIOOp yclOBHH KYyJABTUBHPOBaHHA MoxeT ObITh COCAAH Ha OCHOBE OLICHKH KOHTPOJMPYEMOIO NpOAYKTA,
BEPOSATHLIX UCTOYHUKOB MUKPOOHOM KOHTAMMHALIMM W BUJA TIpeariogaraeéMblXx MMKpOOPraH1M3MoOB.

ITpyMepsl UTaTE/IbHBIX CPEl U YCNOBMM MHKYOALMY NpyBeacHbl B Tabnuue A.2.

Ipoxxy ¥ IUIECEHHM MOIYT ObITh KYJAbTUBUPOBAHB!I ITYT€M ITOBTOPHOM MHKYOAllMH 4aliek ¢ a’3poObHbLIMU
GakTepUsiMM U COOTBETCTBYIOLUMMM ITUTATEIILHBIMH cpenaMu MpH Ooee HU3KMX TeMIleparypax, YeM Te, KOTOpbIe
IpHBeAeHb! B TaOnuLe A.2, JOTIOJTHUTENBHO B TeyeHHe OT TpeX J0 CEMM JHEHN. ITOT MeTol TpedyeT OoJiee TIHATENBHOTO
obpalleHuA.

Bce MeTonpl HECENEKTUBHOrO KYJALTUBHPOBAHUS aHa’poOOB MOIYT TAKXKE BBHISSBUTE POCT (PAKYJIBTATHBHBIX
aHa3poOoB.

Tadonnua A.2— [IpyuMepbl NUTATEABHBIX Cpe M YCIOBHH MHKYOAUH

= -

Ty MUKpOOPTaHU3IMOB Teepoas nuTaTeabHad cpena Xuaxkas nuratennHas cpela Yenosust HHKY6aumu
T S I e S . U N
HecenexTnBHbIE CoeBo-Ka3eHHOBBIN mUTarenbHbif| CoeBo-Ka3zeHHOBBIM muTareabHbiii| Ot 30 go 35° C,
a3poOHLIc OaKTepUM| arap OVJILOH OT 2 00 3 cyr.
TpuriToHO-COEBBIM NUTATENbHBIA | TPUIITOHO-COEBLIN OYJILOH
arap
| TInrarebHbIA arap [TutarenbHBIN 6YIbOH

KpossiHo¥ arap
[ 7110K030-TPUIITOHOBLIN arap

Hpoxcxku 1 rutecend | JlekerposoBbiyt arap Cabdypo IlexcTpo3oBbuiit OynboH Cabypo Ot 20 no 25 °C,
Arap coJ00BOro 3KCTpaxKra byJbOH COMOOOBOI0 3KCTPAKTA oTr 5 no 7 cyr.
bexransckas po3sa CoeBO-Ka3eHHOBbIH OYyJIBLOH
XJI10poaM(PEHUKOJIOBLINA arap TpUnTOHO-COEBLI OYJILOH
(CoeBo-Ka3eMHOBBIN NHUTATE/lb~

' HBIW arap)

TpunroHo-coeBslil arap

ARas3pobHbie Gakre-| YIuoTHeHHRIN arap st kaoctpu-| bynbod Pobeprcona m3 XapeHoro| Ot 30 no 35 °C,
pUH a4 Msca ot 3 0o S cyT.
Arap IlIuanepa XKnaxnit TMHorIvKonueBbld OynboH
IlpenBapuTeNnbHO BOCCTAHOBICH- | |
HBII KpOBsIHO¥M arap?
Ob6eHEHHBIN aHa3pOOHLIN arap?)
Arap BuikeHa-Yenrpena?

. e R Il i, il

1) YkazaHHEIE 34€Ch YCIIOBMS MHKYOALIMM SIBASIOTCHS OOBIYHBIMM JUISI TUTIOB MHUKPOOPIaHW3MOB, NPUBEACHHbIX B
TabInLE.
2) KynbTUBMpPYETCS B aHA3POOHBLIX YCIOBUSX.

IIpuyMeuaHune — DTOT CIUCOK HE ABIACTCH UCYEPIILIBAIOIIHM.

yalapy —— L —

A.5 Bamnanuga MeTonoB ONEHKH OHOHATPY3KM

A.5.1 Ofimme rnonoxeHus

Bamdpaims MEeTOIOB OLICHKW OMOHArpy3kKu IpUBOMAMT K OLieHKE MHMKpoduiophl, CyluecTBYIOLICH Ha npoaykre. [
HaIEXHOU OLEHKHU CHENYeT BAMNIMPOBATh BCE MCIIOIB3YEMBIE METOIBI U ONpeAcaUTh 3P PEeKTUBHOCTL pereHepaily.

A.j3.2 Banmupauusgs MeTOAOB YOAAJICHUS MUKPOOPraHH3MOB

A.5.2.1 lTlomxomns! K BaMIaluy

CylecTBYIOT ABa OCHOBHBIX IToAX04a K Baaygaluy > peKTMBHOCTY YIQJIEHUA MUKPOOPraHU3MOB M3 MEAULIMH-
CKHX HU3IeTUN. DTH NOAXOonbl CNeayiollHe:

a) nopropsowaica oopaborka rnmpodrl NPoayKra;

b) HHOKYAALMA TNPOAYKTa OTipe/lcNCHHBIM KOIUYECTBOM MHUKPOOPIraHHU3MOB.

Ilosropmowiasica o6paborka rpobbl UMEET MPEUMYLIECTBO TIPHM MCIIONB30BAHWM €CTECTBEHHOH MHUKpOOHOM
KOHTaMHWHAalWM, HO TpeOyeT OTHOCHTEJBHO BbLICOKOM HauyaibHOU OHMoHarpysku. Bropoil noaxonm co3maer MoOesib
CHUCTEMBI VI MCITBITAHWM, HO CTABUT IpoleMy IIPUMEHUMOCTH K €CTECTBEHHOM cutyauuy. OH MoxeT ObITh NpUroieH
V1A NIPOAYKTOB ¢ HU3KHM YPOBHEM €CTECTBEHHOHW KOHTAMHHALIMH.

AN.2.1.1 Meroa nosropsiolMxcs pereHepalm

[Mpyrmn MeTona 3ax1I04acTcs B TOM, YTO olleHKa GHoHarpy3Ky NOBTOPAETCA 10 TEX HNOP, ITOKa YHCII0 MUKpOOopra-
HU3MOB, NOJYUSHHBIX TIPH B3ITHUM TIpob, nepecraeT yBenuumBarbcs. [locme Kakmoil MOBTOPHOCTH JMOSHT IIOTHOCTBHIO
CMBIBAIOT C TIPOAYKTA WIM €ro YacTy U NOACUYUTHIBAIOT KOJIUYECTBO MHUKPOOPTAHU3MOB. AKKYMYITHPOBAaHHbLIE Pe3YJIbTATh!
TIOC/ICHOBATEIIbHLIX CMBIBOB CPABHMBAIOT. DTOT METO HEe obianaer HeobXoauMol ToYHOCTLI0. Henn3s onpeaenite TOHHOE
COOTHOULICHUE MeXIY YHCIIOM BbIABICHHBLIX MUKPOOPIAHW3MOB M MX NeHCTBUTEILHLIM YUCJIOM Ha NNPOJYKTE.

12



FOoCt P UCO 11737-1-2000

A.5.2.1.2 Meroa MHOKyAUMHK NTPOAYKTa

st onpeneneHuss 3dPEKTUBHOCTH BblIeIeHUS MOXET CO3/1aBarhbCs MCKYCCTBEHHasi OMOHarpyska MNpOIOyKTa
HHOKYJISILIMEH U3BECTHOTO KOJNYECTBa BbIOpaHHBIX MUKPOOPraHu3MoB. MuKpoopraHu3Mbl MOT'YT ObITL BEre TATUBHBIMH
KJIETKAMM MJIM criopaMH; OOBIYMHO MCIIONb3YIOT a3poOHble OakTepHaNbHbIe Ccnopbl. [IprMeHeHHe BereTaTUBHBIX
MHWKPOOPIraHM3MOB Ha NMpaKTHKE 3aTPYAHEHO M3-3a NOTEPHU UX KH3HECITOCOOHOCTH NMPU BLICYLUMBAHHUH.

MukpoopraumaMel, UCIIONIb3yEMbIC WIS BANIMAALMOHHBIX MCCEI0OBAHNM, BhIOUPAIOT, HCXOUS U3 €CTECTBEHHOH
OHOHarpy3ku. BbriOpaHHbBIe MUKPOOPTaHU3Mbl MOTYT BKJIIOYATH TpEeACTABUTENCH:

a) TUIECEeHEN,

b) Me3zodHNbHBIX BereTaTUBHbLIX MUKPOOPTaHHU3MOB (TpaM-IOJOXUTEbHbIX U/UIH TpaM-OTpULIATENIbHBIX);

C) CIIOp CrIOpooOpa3yIOLIKX I'paM-TIOJIOXMTENbHBIX OAKTEPHA.

Ucnoap3oBaHne aHaspoOHbBIX cniopoodpasyiomivux OakTepuit Ui BATMAALIMOHHBIX MCCIEAOBAHUI MOXET Tipel-
CTaBJIATE O0bLUNE NPAKTUUYECKUE TPYAHOCTH.

KM3HecrnocoOHble YacTULIbI JOXKHbBI OBITh YCTAHOBJIEHBI BO BpeMs MHOKYASLIMH. [locie BBICYIIMBAHUA WHOKY-
JIATA, €CJAU 3TO JAOINYCTHUMO I KOHKPETHOrO ITPOAYKTa, UCNONb3YETCAd BbICPAHHBIM 1S HEro METOHd BhIICIEHUS
MHUKPOOPTraHU3MORB. OTHOLIIEHHE MONYYSHHOI0 TUTPa K TUTPY HCXOOHOI0 HHOKYAATA HaeT 3PPEKTHBHOCTDL pEr¢HEpaLiuu
JUIS1 KOHKPETHOIO METO/1a U MIpOAYyKTA.

MukpoOHass MHOKYIAUMS MMeEeT TAKWE OrpaHMYEHUA, KAaK HHKpYCTalusA, alre3vsi CyCrneH3uM, TpynruvpoBKa
KJIETOK B KOHITIOMEpaThl M KOJICOAHUSI YPOBHS WHOKYJIATA, ¥ 5TU OIPAHMUNEHHUSA HOJIXKHBI IPAHUMATLCS B PacyeT IMpH
WHOKYJISILLUU TIPOAYKTA.

NHoOKyIs1MSE MPOAYKTOB M3 aOcopOUpYIOLIMX MaTEpHaoB MOXET COBEpLIATbCS TIOFPYXEHHEM B CYCIICH3UIO

BbIOpPaHHBIX MUKPOOPIraHM3MOB. DTa NMpoLEAYypa MOXET NPUBOIUTD K pPABHOMEPHOMY pacrpeacICHMIO MUKPOOPIraHMU3-
MOB Ha NPOAYKTE.

A.5.2.2 BMoOeHT

DII0EHT HE JJO/LKEH CnocoOCTBOBATh POCTY WM HHIMOUMPOBATL POCT MUKPOOPraHU3MOB, VAAIACMBbIX C TIPOAYKTA.
YT1oObl VCTAHOBUTH Takoil 3dbdeKT 3/a10eHTa, HeOOoNblIOe U3BECTHOE KOJIMYECTBO MMKPOOPraHM3MOB JOJXHO ObITh
WHOKYJIMPOBaHO B ITPOAYKT M OCTABJIEHO B 3JIIOEHTE Ha BpeMsl, IpeACTaBIstIolIee XyAILIUe ycosUs paGoTsl ¢ HUM. Torna
METOI OLICHKM OMOHArpy3k¥ MOXET OBITh UCMNOJIL30BAH C y4eToM 3DPEKTOB MHIMOMPOBAHHUS WM CIOCOOCTBOBAHUA
pOCTY.

A.5.2.3 Pusnyeckue METO/Ibl YIANCHHS

Hnsa ynaneHuss MUKpOOPTaHM3MOB U3 NPOAYVKTA MOIVYT OBITH UCNIONB30BAHN duanyeckue BO3feHCTRHA (A.4.2.4).
HomxHa ObiTh YyCTaHoBJeHa 3D (PeXKTUBHOCTD 3TOro BO3AEHCTBUA HA OLICHKY OMOHArpy3KH ¢ MCITONbL30BaHUEM HEOONb-
1IOro KoauuectBa MUKpoopraHmaMoB (okojio 100 KOE). 5¢dekTUBHOCTD onpeacafacTess NyTeM MolcyeTa MUKpPOOp-
raHu3MoB. IIpHM 3ToOM JOMKHE! NPHUHHUMATLCST BO BHMMAHHUE BO3MOXHbIC 3Q¢eKThl BO3OCHCTBUA 3JI0€HTA Ha
BbIKMBAEMOCTE YAANAEMBIX U3 NPOAYKTa MMKPOOPIaHU3MOB (A.5.2.2).

A.5.3 Banupauusa MeTOIOB ToOAcuETa

A.5.3.1 Ilpw Banumauvy MeToNOB NOACYETA HYXHO YYUTHIBATb:

a) BUA BBEICHHBIX MUKPOOPTIraHHU3MOB,;

b) uKcno oxXUIaeMbIX MUKPOOPTaHN3MOB-KOHTAMUHAHTOB. U1 3TOro MOXET ITOTpeOoBaThCA KOHTICHTPHPOBaHME
WIN pa3BEICHHUE IJIOCHTA,

C) BO3MOXHOCTE HCHIONB30BaHUSA MeTabonnuecKOH aKkTHBHOCTH A1 OlLieHKH 4Mc/ia MUKPOOPraHHU3MOB.

A.5.3.2 Banupaimsa oueHKM 6MOHArpy3KH 3aBHCUT IJIaBHBIM 00pa3zoM OT clIeAyolmmMX GaKTOpOB:

a) crioCOOHOCTH BHIOPAHHBIX MTUTATENBHbIX Cpell OAIEPXKUBATh BLISIBJICHHbIE MUKPOOPIraHH3Mbl , COCTABSIOILINE

OMOHArpy3Ky;

b) COOTHOLIEHHA BRIOPAHHOM TEMIIEPATYPLl U BPEMEHH MHOKY/ISILIMUY NOANSPXMBAKOIUX POCT MUKPOOPIraHU3MOB
B BLIOpaHHOW TIKTATCIBHOK Cpele.

A.6 Ucnoin3oBanHe METOAOB OLECHKH
A.6.1 O01ue MonoxeHusd

IIpy ncrionb30BaHMY OLICHKM OMOHArpy3KM s onpeleleHUsd peXuMa cTepWwIM3aluy BaXHoe 3HayeHUe UMEeT
TOYHOCTL 3TOV OlEHKU. [lpu Tekyiem KOHTpone ripoliecca NMPOM3BOACTBA HYXHO I10/1b30BAaThCHA TOUHBLIM METOAOM
OLIECHKM OMOHArpy3kKu, 4ToOBl YCTAHOBUTHL M3MEHEHMS 10 TOro, Kak Oyaer NOCTUTHYT YPOBEHb, IIPpH KOTOPOM
CTEpPHUNU3aLMS OKaXeTCst HEdPDEKTUBHOH.

I171s1 moATBEpXKACHUS aleKBaTHOCTH YCTAHOBJIEHHOIO Mpoliecca CTEPUIN3ALMM Ha MpaKTUKE HEoOX0AMMO UMETh
oblllee NMpeacrabBleHue 0 OMOHArpy3Ke, NMprUYeM OoUeHKa €€ Jo/KHa ObITh aKKypaTHOM M TOYHOW.

OlieHka OrMoHarpy3xky Bo BpeMsi HAYanbHON B/IMALNY JAeT OCHOBY Ul OOHapyXeHHA U3MeHeHW#H B TIpoliecce
3KCIIyaTalMy. DTa OHeHKA MOXET CJIYXUTD U151 orpelecHU HenpeABUICHHLIX H3MEHEHMIT HIH BIUSAHHSA U3MEHCHUN
Ha TIPOU3BOJACTBCHHBIN IPOLIECC UM ITPOU3BOACTBEHHYIO Cpelly. YCTAHORBJICHUE KOHTPOJIUPYEMBbIX MPEACIOB IIpolecca
Y aHaIM3 TeHACHUMH TO3BOJSAIOT CBOEBPEMEHHO ONpPEAesiTh U3MEHEHHs1 DMOHArpy3KHM.

A.6.2 Tlpenenbl KoHTpPONS

BriGop nipenenoB oLeHKU OMOHArpy3kKu Ipd KOHTPOJE OCHOBBLIBAETCSA Ha PETPOCIIEKTUBHOM aHanu3e. JlaHHble
MOTYT aHAJIU3UPOBATLCS HAa COOTBETCTBUE U3BECTHOMY MaTeMAaTH4YeCKOMY paclipeiccHHIO (HallpuMep, HOPMAILHOMY,
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pacrnipeneneHu1o Ilyaccona, OMHOMMHanbHOMY). DKCNEpMMEHTANIBHBIE CTATUCTUYECKHE JaHHbIe MOTYT OBITE TIpeofpa-
30BaHbI U UCIIOJIb30BAHEI U151 NOCTPOEH U U3BECTHOIO MaTeMaTUYeCKOro pacripeacyicHusA. Eciu 3To yerneliHo caenaHo,
TO MOTYT OBbIThb BBIYUCIACHBI HOBEpPUTE/bHBIC IMpeleibl Wifg oueHkH. HenpaBuapHoe rnpeobpazopaHre nonydeHHBIX
AAHHBIX K U3BECTHOMY MAaTEMATUYECKOMY PACNPEACACHUIO MOXET MPUBECTH K HEBEPHOMY pe3yJibTary.

Iipy HEBO3MOXHOCTH MOJYUYEHHNA U3BECTHOIO pacrpeae/ieHus caMblil JieTKuit 1 Hanbosiee pacnipocTpaHeHHBIA
[IyTh YCTAHOBJICHUA IIPEAC/IOB — 3TO PETPOCHEKTHMBHBIM aHaNW3 JAaHHBIX U HaXOXIEHUE YPOBHS, HIKE KOTOPOTO
pacrionararorcst 95 % uMcna BBDKMBIIMX KOJIOHMIT MUKpoopraHnusMoB (MM 90 %, win 99 %). Ilepnonyueckuit o63op
NPUHATHIX TIPEAEIOB, COOTBETCTBYIOLMX TPEOOBAHUSAM, YKa3aH B HACTOALLIEM CTaHAapTe.

A.6.3 AHanu3 TeHJIeHIUH TIPU KOHTPOIE

AHAIN3 TCHACHUMH NPpOBOIAT IS TIOATBEPXKAECHHUS TOrO, UYTO NPOLIECC U3MEHMICH, AAaXKEe eC/TY OLIEHKU HaX0oAuTCs
B VCTAHOBJICHHEIX Npeaeaax. AHaAlIW3 BhINONHAETCS TIYTEM U3YYEHHS JaHHbIX, OTKIIOHSIOLIMXCS OT OOhIYHOIO Cayyam-
HOI'O pacrnipeacsieHys OLICHOK.

JlonmyckaeTcs IIpUMEHSTL CTaHIapTHhIE NMPUHUMITEI cTaTucrTudeckoro KoHrpons [20, 15, 17, 18, 21}.

TeHACHUUHY U3MEHCHUI B NpolEcce ¢ INOCTENEHHBIM YBEIMYEHUEM UYHMCA IMOICYUTAHHBIX MHUKPOOPraHU3MOB
MOTYT MAacCKMpOBATLCH CAYYAMHBIMKM OTKJIOHEHHUSMM WIM U3BECTHBLIMH LUKIUYECKUMM (DIAVKTYallUsIMK (HanmpuMmep,
CE30HHBIMH KOJieOaHUSAMU) U ITOSTOMY MOTYT OCTATbCA HE3aMEYCHHBIMM.

OyeHb 4acTo MUKPOOMONOTUYECKHE AHHBIC HAXOAATCS HA VAOBACTBOPUTEILHOM YPOBHE B TCUCHMWE OTIpEACIICH~

HOTO BpEMEHU, NOCJE YETo JAIOT SIBHBIM, OOBIYHO KOpOTKUM NMUK. CleadyeT KOHTPOJMPOBATh YAaCTOTY IOSABIEHUS 3THX
NMUKOB.

[MPUTOXEHUE B
(CTipaBO4YHOE)

PyKoBOICTBO N0 BAIMAINHN MHKPOOHOJIOrHIECKHX METONA0B OMEHKH

B.1 Baeaenue

B 3TOM NpHI0OXEHUHN ITPUBEAEHDBI METOAbI, KOTOPBIE MOI'YT OBLITH MCITOIb30BaHbIl IS BA/IMIALIMM METOAOB OLICHKH
OMoHarpy3ku. MoryT 6bITb MCIOJIL30BaHbl MHbBIC TTOAXOMHI.

st TOUHOTO TIPUMEHEHHUS 3THX METONOB HEOOXOJIHWM COOTBETCTBYIOLIMM OOpa3oM NOATOTOBICHHEINA U KBaTU-
duuMpoBaHHEIN rnepcoHan. HeobxoauMo yuuTbhiBaTh KOHQUIYpaLMIO IIPOAYKTA M CHUTyallMM, B KOTOPBIX Cpeau
MHKPOOPraHM3MOB, COCTABIAIOLIMX OHMOHArpy3Ky, HaXoaaTcd HEKOTOPbIC KOHTAMUWHAHTHI.

B.2 Bamuaaomnst METOAOB YAAJAeHHS MHKPOOPIraHH3MOB M3 NPOAYETOB

IIpuyMeyaHnue — B 3TOM NpwiIoKeHNH COAECpXaTcA ABa MeTola BaAIMAALUMH Npoliecca YAAUTCHHS MUKPOOD-
raHM3MOB M3 NpPOJYKTAa, KOTophbie OBIIU BBeleHbl B A.5.2; B B.2.1 rnipusencH Meron mnoBropsiciuieica obpaborku
(A.5.2.1.1), B B.2.2 — MeTon MHOKy/IMpoBaHHoro npoaykra (A.5.2.1.2).

B.2.1 Banumauus ¢ UCIoib30BaHUEM TTOBTOPSIONIEHCS 0OpadOTKH

[IpunmMevanue — Ilpu 5ToM MeToe I BAIMAALMHK HCTIONB3YIOT (haKTHYECKYI0 OMoHarpy3kKy. MHoraa srot
MeTOd MMEHYETCS «U30BITOYHOH percHepalmei».

B.2.1.1 llepen HavasioM BaIMOallkuy npouecca yauieHUs MUKPOOPTaHN3MOB K3 IIpoAyKTa 6UMOHarpys3Ka JonxHa
ObLITH Oorpe/ieNeHa U JOKYMEHTUPORAHA.

IIppnMeyanune — B npoiecce 3KCIEpUMEHTOB TIPUHATHIM MeTOon HeNb3d 3aMeHATh IpyruM. I[lostomy

HEOOXOIUMO TIPOBECTH NpPEIBAPHUTEIILHEIE SKCIIEPMMEHTHI I FIOMCKAa M OITHMM3aliMd MeTona, KOTOPLIN NMOMIEXUT
BaIMJaLIHH.

B.2.1.2 OtbOupaercss onpeleieHHOE KOJHMYECTBO IPOAYKTOB WIM dYacTeil NPOAYKTOB, UIA KOTOPBIX HYXHO
OTIpEACTTUTE KOFQPUUHACHT pereHepaudu. Kaxapi#t nmponaykT poixeH obith UcrnbiTaH (B.2.1.1). 31oT MeTox HCIIO/IB3Y-
eTCA J/id OHEHKM 4HClia MUKPOOPIraHMU3MOB Ha IPOIYKTE.

[1ocne onpeaenecHUsE MUKPOOHO 3arpsi3HEHHOCTH HPOJAYKTA 3TOT XK€ METOL MOXET OBITb MCIIOB30BaH HECKOILKO
pa3 Ui TOro Xe¢ NpONyKTa, YToOb! onpeaeanuTb 3PPEeKTUBHOCTL oTOOPA.

IlIpuMeyanune — TodyHoe 4YHCIO NMOBTOPEHUN, KOTOpOE MOXET OBITh cle/aHO, 3aBUCUT OT MHOXECTBA
(akToOpoOB, BKJIIOYAA MPUPOAY INpPONyKTa ¥ MHUKPOOPTaHM3MOB, COCTABISIOINIMX OGHOHarpyskKy, ¥ HCXOHHOIO YpOBHS
KOHTaMHHalMM. s onpeaesicHUs yKcia NOBTOPEHUH MOTYT ObITh IIPOBEICHBI NPeABAPUTENbHEIE 3KCIIEPUMEHTHI.

B.2.1.3 /Ing HeKoTopbIX NPOAYKTOB NOJE3HO BLISCHUTh, OCTAJIMCh JIU XHU3HEeCIIoCOOHbBIe MUKPOOPraHU3Mbl Ha
[POAYKTE NOCNE NOBTOPHOMN 00padOTKU. BTO MOXHO CAENaTh OJHUM M3 CIEOVIOIINUX CIocobOoB:

a) TIOKPhITHE MOBEPXHOCTY MNpPOIAYKTa pacIUvIaBieHHOM NUTATEIbHON cpeloil, KoTopad Iocle 3aTBepiAeBaHHA
MIOMELLAECTCS B NMOAXOASIIIHE YCIO0BHSA KynbTHBHpoBaHud (A.4.2.4.9). O6paszopaBliecs KOJOHHUH MMOACYHUTHIBAIOTCH;
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b) morpykeHue nNpoaykTa B XXMAKYIO ITUTATS/IbHYIO cpely € NMOCACAYIOUINM KYJIbTUBUPOBAHUEM M UCCIICIOBAHUEM
pocta. ECnU rociie morpyXeHus B XKMAKYIO [TMTATEAbHYIO Cpely U KYILTUBUPOBAHHMS Ha YaCTH NMPOAYKTOB NPUCYTCTBYIOT
KHUBBIC MHKPOOPTAaHM3MBbI, TO pe3yabTaThl MOI'YT OLITh UCIIOJB30BaHbl AN1A BeIYMCAeHuA 10 Metony HBY (A.4.2.6.7).
Ecin Ba Bcex oOpastiax oTMevaercs poct, Metod HBY Henb3ss ucnonb3oBaTh, ¥ MeTOI BAIMIAALIMH JOXKEH OBITH
[ePeCMOTPEH.

B.2.1.4 Yucino KoJOHUN, NOACUATAHHBIX [10CJie TIEPBUYHOIo IIPUMEHEHWs MeTojIoB yaaieHus (B.2.1.2), Bbipa-
XKAKOT KaK YacTh OOLLEero YMcaa NMOACUYUTHIBAEMbIX KOJTOHUIA.

IIpumMeyvyanune — Yacts obiero yumciaa KoJOHMUH MOXET ObiTh pacCuMTaHa WIS KaXI0ro TIpoaykKra H
MCII0NIb30BaHa IS onpeneneHud 3¢deXTUBHOCTY otOopa. B B.5.2.1.1 npuBeneH pabouuii mpumep.

B.2.2 Banupauuns ¢ UMCriofir30BaHUEM HHOKYJIMPOBAHHOIO NpoaAyKTa
B.2.2.1 HMcnons3yeMbili MeTod BaJMJALMM HOMKEH OBITh ONpeaciicH U NOKYMECHTMPOBAH T[iepel HayaloM
BaJIMJIAIIMM TIpoliecca YAAJIEeHUS MMKpOOPIaHU3MOB U3 NPOOYKTA.

[IpuMeuaHune — BaxHO He MEHATb METO/ILI B ITPOLIECCE BAIMAALUMOHHBIX 3KCITEPUMEHTOB. 1109TOMY MOXKET

OKa3aThCs HEOOXOOUMBIM TIPOBECTH TTPEABAPUTENbHbBIE SKCIIEPMMEHTHI J1si TTOMCKA M ONNTUMM3allMA METOAa, KOTOPHIH
NOMJIEKUT BAIHIALUH.

B.2.2.2 JlomxHa OBITb IPUTOTOBJIEHA CYCIIEH3U3 MAKPOOPraHUM3MOB, UCITOJIb3yeMasl 151 MHOKYISALMU NTPOAYKTA,
¥ B HeH JOOJKHBI ObITh NOACUHTAHBI XH3HeCNocoOHbIE MUKPOOPraHU3MBbI.

IlpuymMeuvuaHue — Boibop MUKpOOPraHM3MOB, NCITOJIb3VEMbIX /18 BAJIMAALMH TIYTEM HHOKYIIALUY MPOIAYK-
Ta, paccMaTpuBacTcd B A.5.2.1.2. MuKpoopraHu3Mbl, BLIOpaHHbIC IS UHOKYISLUU, JOXKHBLI MTPOTUBOCTOATHL BO3ACH -
CTBUIO TIIpoilecca BhicyliuBaHUA. [lodTOMYy OOBIMHO WUCIOJB3YIOTCA Cropbl a3poOHbIX Oakrepui. CuuTarorcs
MOAXOISAIIMMU TI0O CBOWMM cBolicTBaMm crniopbl Bacillus subtilis var. niger; MOXeT OBITH TIPUIOAHOM BOJHAas CYCTICH3MUS
Bacillus subtilis var. niger, npurorosieHHasa B cootBercTBUM ¢ [OCT P UCO 11138-2.

B.2.2.3 Jdo/mxHo OBbITb MPUTOTOBJIEHO COOTBETCTBYIONLICE PAa3BEACHNE 3TON CYCIIEH3UU U OTIPEACIICHO KOMUYECTBO
XM3HECIIOCOOHBIX MUKPOOPIraHM3MOB B 3TOM paspelcHUM. VIHOKYIAT HOJDKEH MMETh TY XK€ KOHUCHTPAUMIO, YTO U
ecCTeCTBeHHass KOHTaMWHauus mnpoaykra. [U1g obpa3uoB ¢ HH3KOM OMOHArpy3KoM MOXET ObiTh MOJAXOAAIIMM O0BLEM
CYCIEH3UM ¢ KOHHEHTpauueH, NO3BOAMIOLICH pacrionoXxuTh Ha npoaykre 100 >XXUBBIX MUKpPOOPraHU3MOB.

[IpynMevyanune — Moxer okasarbesd HeOOXOMMMEBIM TIPOBEACHME NPEABAPUTEILHBIX SKCIIEpUMEHTOB (B.2.2.1).

B.2.2.4 JlomxHo OBbITb BBIOpAaHO HEKOTOPOE KOJMWYECTBO CTECPWIbHBIX ITPOAYKTOB WIM HMX 4YacTe. Kaxabli
MPOAYKT MHOKYJIUMpYETCA ornpeacjieHHbIM 0ObeMOM CYCIICH3MM MHUKpoopraHu3MmoB (B.2.2.3) u, ecau 3to AONYyCTUMO
IJIS1 KOHKPETHOIO NPOAYKTa, NOABEPTACTCS CYIUKE B YCJIOBHSIX JAMHHAPHOIO IOTOKA BO3yXa.

[IpumMeuvyaHue — Eciam obpasel] Obii NpOCTESPWIM30BaH OKCHIOM 3TUJIECHA, TO OH JOJIKEH ObITH ITONHOCTHIO
ITPOBETPEH, YTOObl YMEHBLINTD BAUSIHUE KaKKUX Obl TO HM OBI/IO OCTAaTKOB OKCHMIA 3TWieHa. Bce BO3MOXHDBIC 3D PEKTHI
MHIUOMPOBAHH A, BLI3bIBaEMbI€ BHIICJICHMSMM BELLIECTB U3 ITPOAYKTOB, JOJIKHBI OBITh UCCIICAOBAHEI B IIPEABAPHTEABHEIX
3kcrniepuMeHTax (B.2.2.1 u B.4).

Cycnenzusi JojbkHa OBITH paclnpeleneHa B NMPOAYKTE TaKMM oOpa3oM, 4ToOb! 4acTh TMPOAYKTa, M3 KOTOPOM
HaMbosnee TPYAHO YVAATHTH MUKPOOPTraHU3MBI B €CTECTBEHHOM IIpoliecce, ToXe Obljia BKIIIOYCHA.

B.2.2.5 ¥YcraHoBneHHbIie MeToabl (B.2.2) Mcrions3yloTes 1A ollpeaeeHNs YMCIa HHOKYINPOBAHHLIX MUKPOOP-
raHU3MOB, YAANSIEeMbIX U3 INPOAYKTA.

B.2.2.6 Yucno ynansieMblXx MHKpPOOPraHM3MOB BbIpaXaeTcsd KakK 4YacTh 4YHC/ia MUKPOOPTaHU3MOB, HHOKYJIHUPO-
BaHHLIX B Irpoaykr. Takwe yacTy MOryr ObIThb paccyMTaHbl I Kaxzoro npoaykra (B.2.2.4) ¥ uMcnonb3oBaHbl 11
BHIYHCIIEHUA 2¢¢heKTUBHOCTH otOopa. B pasnene B.5 mpuBencH KOHKPETHLIN NMpUMED.

Ilpumeyanue — JlaHHbIe, OTKJIOHSIOILMECS OT pPe3y/bTaTOB BaIMJALMM pereHepalluy Ipoilecca orbopa,
ACTIOJB3YIOLUEH TIPAMYIO MHOKVAAUMIO, AOJKHBI PACCMATPHUBATLCH € OCTOPOXHOCTBIK), TAK KaK 3TOT METOHN MOXET
HETOYHO UMMUTUPOBATb UCTUHHYIO ODMOHAIpy3Ky.

B.3 Onenka yciioBHii KYJILTHBHPOBAHHS

Ycnoeud KyJAbTUBUPOBAHMS, T.€. MMTATeNbHAs cpeJa M YCJOBUS MHKYOHMpOBaHus, BbIOpaHHBIC UIA OLCHKH OMOHa-
IPY3KH, HE MOTYT 00ECrneynTh OOHApy>KEHMsI BCeX MOTEHLMANbHBIX KOHTAMHUHAHTOB. [103TOMY Ha 1pakTvKe HEU30€XHO
3aHWDKeHUEe OMOHarpy3ky. Tem He MeHee pellleHHe 00 yC/IOBUAX KYJIBTUBUPOBAHHUA NOJDKHO ObITb NPHHATO. DTH YCIIOBUS
CIIEAYeT ONpEACIATD NMPHU BATUIALIMU METOHA OLIeHKM (7.2).

PauMonanbsHoOe orpedesieHUe YCAOBUMM KyJALTUBUPOBAHMA 0Oa3upyeTcd Ha 3HAHMH IIpoliecca INPOU3BOACTBA,
[IPOM3BOJACTBEHHON Ccpellbl U MATEPUAJIOB U MOCIEAYIOUIEM CpAaBHCHWH MHMKPOOPraHM3MOB, IIOACYUTAHHLIX IPH 3THUX
YCIOBUAX KYNbTHBHPOBAHUSA U aJbTepHATUBHBLIX KOMOMHaAUMAX MUTATENBHON cpelbl U YCIOBUM MHKYOHMPOBAHM.

Eciny 1ipy 5TOM noJxojie nojiydeHa HU3kKass OMoHarpy3ka, To npe1oXeHHbIe YCIOBUS KYJILTUBUPOBAaHUS JOJIXHbI
OBITh TIEPECMOTPEHBI C HENbIO ONTUMH3ALMH KOJIMYECTBA NTOACYUTAHHBIX MUKPOOPTaHU3MOB.

B.4 Ilpoeepka BpizeeHns BelECTB, NPOTHBOAEHCTBYIOIMX ONEHKEe OHOHAIPY3KR

JTa INpoBepKa MMEST LENbI0 M3y4yeHHMe BO3IeHCTBUS Ha IMOTCHUMATbHO UYYBCTBMTES/IbHBIC MHUKPOOPraHHU3MBI
BELLIECTB, KOTOPLIC MOTYT BBIIEHATLCS B CYCNECH3UPYIOLIYIO XUIAKOCTh. 3[eCh NPUBENCH NPUMEP MOAX0AAa, KOTOPHIM
MOXET OBbITb MCIIOb30BAH IS OLIEHKW METONOB Ha COOTBEeTCTBHE 6.2 HacTtosulero craHaapra U A.4.2.6.1.

15



Iroct p UCO 11737-1—-2000

B.4.1 HomxHbl ObIThb BHIOpaHBI CTEPUIIM3YEMBIC MPOAYKTbI, M KaXIbIA IPOAYKT HOJIKEH ObITh MOABEPTHYT
UCTIBITAHHMIO IS offpejiesicHUs 3¢ dekra yaalieHHss MUKPOOPraHU3MOB C ITOMOLUBIO IPOLIECCOB, KOTOPhIE HAMICKUAT
MCITONB30BaTh B TeKylieH pabore. Ecnim B mpoliecce yoaleHHss MCIIONL3YIOT SJIO€HT, TO CJEAYeT HCIO0Jib30BaTh
rpouenypy, ornucanHHyio B B.4.2. Ecniyu npoayKr HENOCPEACTBEHHO BBOAMICA B NUTATENBLHYIO cpelly, TO bolee
NMOJXOAAMIMM sBNIsAeTcH 4.3.

B.4.2 Ecim B rnpouecce ygajieHMsi MUKPOOTAHM3MOB HCIIONL3YETCH MIOEHT (A.4.2.5), TO B HEro BBOJOMTCH
onpeaeeHHOES KOJMUECTBO TTIOTEHLMAILHO YYBCTBHTENBHBIX MUKPOOTAHU3MOB. YHCI0 UCTIONB3YEMBIX MAKPOOPTaHH3-
MOB JIOJIXKHO OBITh NMpnoOnr3nTentHo pasHbeIM 100. bakrepuocTatiyeckue TeCThl, B OCHOBHOM, OITMCAHBI B (papMaKoIiesX.

[IpuMeyarnue — B dpapMakornesax yKa3slBaloTcsl BUAbBI UCIIOJb3YeMbIX MUKPOOPTraHM3MOB WJIM YKa3bIBaeTCS
BO3MOXHOCTb TIPUMEHEHNS aJIbTepHATUBHBIX MUKPOOPTaHU3MOB, TakuX KakK Pseudomonas fluorescens. 11omyyaromascs
B DPE3YALTATE CVCICH3UA NODKHA BBUAEPXWBATHBCA B TEYEHUE Iepvola BPEMEHM, PABHOro, 1o KpawHed Mepe,
MaKCHUMaJIbHO JIOITYCTHMOMY BPEMEHH, KOTOpOE IIPUMEHsIeTCs ISl OLICHKY OMOHarpy3ky. 3aTeM MoACUMThIBASTCS YHCTIO
XMBBIX MHKPOOPraHH3MOB.

B.4.3 Ecau npoaykKT HenocpeACTBEHHO BBOAMTCS B NMUTATEJBHYIO Cpelly (HarnmpuMep, oLieHKa no Merony HBY;
A.4.2.6.7), TO MOTYT HUCIIOJIB30BATHCH OAKTEPHUOCTATUYECKHUE TECThI, OITYCAHHbBIE B (DAPMAKOIIEMHBIX MOHOrpadusax.

B 3THX TecTax nNpoAyKT BBOAUTCS HETIOCPEACTBEHHO B IUTATEIBHYIO Cpeay U UHKYOMpYyeTcs B TEUEHHE YKA3aHHOTO
speMcHU. 3aTeM Majioe KOJMYECTBO MUKpOOpraHmn3MoB (B.4.2) BBOAAT B NMUTATEIbHYIO Cpely, U UHKYOaLMA TIpOAOII-
xaercd. Ilocae ykazanHoro repuoja BpeMEHM TIUTATEIbHAA Cpeid UCCeNyeTCd Ha POCT XXMUBbIX MUKPOOPIraHU3MOB.

B.4.4 Ecnu 4ucno MHOKY/JIMPOBAHHLIX U YHUCIO pereHepHpoBaHHBIX MUKpOOpPraHu3MoB o B.4.2 otnnyaiorcs
3HAYUTENBHO WM BOOOLIE pocTa MUKPOOPraHM3MoB 110 B.4.3 He oTMeuyaeTcs, TO TexHHKa OLICHKH ONOHATrpy3KM J10JKHA
OLITh IIEpecMOTpeHa. MoXeT oKa3aThesl HEOOXOAUMBIM BBECTH CTAAWIO HEUTpATM3ALMH WK QWIBTPALIUU JJIA YAAJIEHUS
MHIrHOUpyloliuxX BeluectB (A.4.2.6.1).

B.5 Ilpumep pacdeToB KOppeKTHpYOIMUX K03(pDHUHEHTOB

B.5.1 BgeaeHue

Huxe npuBelicHB! JBa NpHUMeEpa pacueTa KoppeXTUpyloliero koadduuumenrta. [lonyyeHHbie ReJIMUMHLI HE00s132a-
TE€ALHO MCIIONbL30BATh )11 OLICHKY PE3yJIbTaTOB BATUIALIMOHHBIX SKCIIEPHMEHTOB.

B.5.2 Bannpauuvs TeXHUKN BbleICHUA

B.5.2.1 IloBropsiomascsa obpaborka

B.5.2.1.1 HneanusupoBaHHas rpyrna JaHHbIX [IpuBencHa B Ta0iuie B.1. [laHHbIe coaepXaT nTh NOBTOPHOCTEM
11 METULIMHCKUX U3NCTIHH.

Tadonuua B.1 — Yucino xonoHHM, oripeneeHHBIX Vil MEAULIMHCKOro N3Aeaus INpy rloBropsaloliciicss obpadort-
Ke B IITH TOBTOPHOCTSX
Yyicno KoJIoHUH B ITOBTOPHOCTSIX |
OneITEI — - ey ~— ——t  CpeaHee YMCIIO KOJOHHUH
1 2 3 4 5
1
| 2 10 N 12 ‘ R 5 al 2 _3 ] 6.4
3 | 1 0 2 0 0 0.6 i
F — —— —n - —a) — . L
4 0 l 0 : 0 ] 0.4
[ToxpeiTHEe arapom | 10 | 5 7 4 2 5,6
- — . S | : — — .
Ob1uece YNCA0 KOJMOHHHA 81 68 84 ] 61 t 51 69

B.5.2.1.2 Ilo nannpiM TaGauusl B.] 3¢ ¢geXTHBHOCTD BbIACACHMA MOXET ObITh PacCUUTAHa CAEAVIOUINM O6pa3oM:

[lepBhie BBIACICHUS 60 50 70 55 45
Obume 81 68 84 61 51
Ot6op, % 74 74 83 90 88

CpenHsst 2pPEKTUBHOCTL BRIOEJIEHUS MUKpPoOOpraHuaMoB pasHa 81,8 %. Ilpenennt xonebGaHuil cOCTaBIsIOT
74—90 %.

[IpuMeyaHUue — B pacders! BKIOUCHA HACATU3UPOBAHHAN CUTYAlMA C UCTIONBb30BaHUEM METo1a INOKphiBa-
ouiero arapa. IIpMMeHEHMIO 3TOro MeToJia MOXET HPEeNATCTBOBATh IPUPOIA HEKOTOPBLIX BUAOB MEOMIIMHCKUX W3IEIIVIA

(B.2.1.3 a).
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B.5.2.1.3 Hcnonb3ysa cpenHow 3dHeKTUBHOCTD BHIACACHHUS, TIOJIYYMM KOPPEKTUPYIOWMH KO3hDbDULINEHT

100
81.8

= 1,22.

[IpuMeuyaHue — BHEKOTOPBIX caydyasix MOXET OBITh MPUHSATO pPELLICHUE UCITONIB30BaTh MEHBLUUH TIpee

KojiebaHuit, 4ToOBl MOAYYHUThL pacyeT UIsE HAUXYALIMX VeiaoBHil. PellleHue OyleT 3aBuceTs OT HAaMEeUeHHOTO MCIIOb30-
BaHWs JaHHBIX.

B.5.2.2 HMHokynaiwms npoaykra

B.5.2.2.1 BribpaH MeTon MHOKYASILMM NPOAYKTA, TAaK KakK IIpeABapUTeAbHble IKCHEPMMEHTHI ITOKA3aJiM, YTO
OMoHarpy3kKa Oblla OYECHb Mana.

B.5.2.2.2 bwsina npuroTtoBicHa cycrieH3usa Bacillus subtilis var. niger i 66110 oNpeaeNeHO YHUCIIO XXKU3HECITIOCOOHbIX
MHKPOOPraHN3MOB C VUCIONb30BAHMEM ONTHMAJILHLIX YCIOBUHN KYJALTHBUPOBAHHA.

B.5.2.2.3 Dbnisio ripuroToBsieHo pa3BeacHUE cycrieH3nu, B KoTopoM 0,1 M comepxut 100 cnop. BeiOpaHHas yacThb

MEOIVMLIMHCKUX H3NeNMii Oblna UMHOKYJIUpOBaHa 3THM pa3BelcHUEM CYCIIeH3WM W OCTaBlIcHa IUIA BBICBIXAHHWA IO
JJAaMWHApPHbLIM TTOTOKOM BO3[YyXa.

B.5.2.2.4 W3 nHOKY/IHPOBAaHHbLIX NPOAYKTOB BEIOPAHHEBIM MMPOLIECCOM BhIAENICHBI criophl Bacillus subtilis, npydyem
CpeAHEe YHCNO BBLICJIEHHBIX CITOp paBHANOCH 35 ¢ npeaenaMu Kojiebanui ot 25 no 40.
B.5 2.2.5 Koppektupyoiumi koadpduiimeHT s 3QOEeKTUBHOCTH BhIIEIECHUS PaBEH:

100
35

2,9.

B.5.3 Ouenka 6uoHarpysku

OueHka OMOHArpy3Ku MOXeET ObITb BHITIOJIHEHA YMHOXEHHUEM NPEACTEPUIM3ALMMOHHOTO YHCIIa HA KOPPEKTUPYIO-
WK Ko3hdulineHT, BBIYUCISHHBIA 110 B.5.2 Hactos1lero craHaapra.

NPUIOXEHWUE C
(cripaBoYHOE)

bnbauorpadusg

(11 PykoponcrBo MCO/MBK 25—90 OO6uiue TpeboBaHMA K KOMIIETEHTHOCTH IMOBEPOYHbIX ¥ MCIBITATEIHbHBIX
naboparopui

[2] KCO 9000-3—97 Crappaprel B 00JacTM aAMMHMCTPATHMBHOrO VIpaBJieHUs1 Ka4yeCTBOM M obecrieyeHUs
KayecTBa. Yacte 3. PykoBoasiume ykazaHusi no npuMeseHuIo cradjaapra MCO 9001 —94 nipy pa3paboTke, rOCTaBKe U
00CIy:XMBaHUHU TIPOrpaMMHOI0 obecrieucHus

[3] UCO 9004-1—94 AnMMHMCTpAaTHBHOeE VIIpaBlieHHE KayeCTBOM M 3JieMEHTBhl CUCTeMBl KadecTBa. Yacth 1.
PyxoBoasiue ykasaHusa

(4] UCO/TO 13409—96 Crepwinsaunsa MegULIMHCKOH npoaykiinu. PanguaumonHasd crepunusamus. O6ocHoBa-
HHUE MCIIONb30BaHMs A03bl B 23 KI'p Kak cTepwiM3yioulell mist HeOOJMbIUMX WIM HEYacTO WU3rOoTARIMBAEMEIX MapTUM
MPOAYKLIUHU

[5] UCO 13485—96 CucreMnl xauectBa. MemmuMHckue uaaenusa. YacrHoie Tpeb6oBadyusa K IPUMEHEHHIO CTaH-
napra UCO 900194

[6] UCO 13488-—-96 CucreMnl KauectBa. MeayuyHckue usnenus. YactHeie TpeboBaHHA K TPMMEHEHHIO CTaH-
napra UCO 9002—94
[7] Accoumauust OpMTaHCKOM MEOULIMHCKOM NMPOMBILUICHHOCTH M FPYIINEI 10 raMMa- ¥ 3JIEKTPOHHOMY 00Jy4e-

Hnwo CoenyHeHHoro KoponeBcrBa. PykoBoacTBO 1o olieHKe MUKPOOHOH KOHTAMHHALMUW: MOHUTOPDHUHI OKpYXalollleh
cpeabl M 6uosarpsisHeHU, 1992, — Association of British Health-Care Industries and UK Panel on Gamma and Electron
Irradiation. Guidelines for the estimation of microbial contamination; environmental and bioburden monitoring, 1992.

[8] Bbonancku Ax. P. Mozgenupyiounias cucreMa il TECTUPOBAHUS CHIPbS Ha COdepXXaHHEe MUKpPOOPraHU3MOB.

®apm. Texnon., 4(2), 1980, cTtp. 49—51. — Bonalsky J.R. A model system for testing raw materials for microbial content.
Pharm. Technol., 4(2), 1980, pp. 49—51

[9] He Man Ix. K. OtkoppexrupoBaHHbie Tabnuist MPN. EBponeiicknii xypHan npuKiIagHoi MUKpoOHoio-
ruu, 17, 1983, crp. 301—-305. — DeMan J.C. MPN tables corrected. Eur. J. Appl. Microbiol. 17, 1583, pp. 301—305

[10] T'onmgemur I1.J1. v Yurduna X. CpenHsAs IMHA TIPOroHa B cXeMax KYMYJIATHBHOI'O KOHTPONS KauyecTBa.
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TexnoMmerpukc, 3, 1961, ctp. 11—20. — Goldsmith P.L. and Whitfield H. Average run length in cumulative chart quality
control schemes. Technometrics, 3, 1961, pp. 1120

[11] Xonmnz H.A. Halls N.A. et al. Cnyuyait HETUIIMUHO BBLICOKMX INPEACTCPWIM3ALMOHHEIX YUceN (BCIUIECKOB)
Ha THITOAEPMHYECKUX TTpoayKTax. PammanyonHas ¢usudeckas xumus, 22, (3—35) 1983, crp. 663—666. — The occur-
rence of atypically high presterilization microbial counts («spikes») on hypodermic products. Radiat. Phys. Chem., 22,
(3—5) 1983, pp. 663—666

[12] IIxoncoH P.A. u bpsmuoy M. 3ddexr mnocnenoBaTelbHOM KOppeisilMM NpPU BEIIIOMHEHUU TECTOB
CUSUM. TexsoMmerpuke, 16, 1974, crp. 103—112. — Johnson R.A. and Bradshaw M. The effects of senal correlation
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[17] Ilenesas rpynna PDA no BanMaauuMM BOCCTAHOBJIEHHUS XKMBLIX OpPraHM3MoOB. TexH. orTyeT: Banupauusd
BOCCTAHOBJICHUS XHUBBIX OpraHu3MoB. KypHan napeHTepalbHON HAyKM M TexHoJIoruu, 44(6), 1990, crp. 324—331. —
PDA Bioburden recovery validation Task Force. Technical Report: Bioburden Recovery Validation. J. Parenter. Sci.
technol., 44(6), 1990, pp. 324—331

[18] Ilyneo HOx. P., ®aBepo M.C. u Ilerepcon Ix. Ucnonp3oBaHHe yAbTPa3BYKOBOM 3HEPIuM IIpH OLICHKE
MMKpOOHOro 3arpsisHeHHsi noBepXxHocrtel IlpuknagHas MukpodSuosorund, 15(6), 1957, crp. 1345—1351. — Puleo J.R.,
Favero M.S. and Peterson J.J. Use of ultrasonic energy in assessing microbial contamination on surfaces. Appl. Microbiol.,
15(6), 1967, pp. 1345—1351

[19] IIupn Jx. T. Tecrunl Ha crepwibHocTh. (PapMalleBTuUeckad MHXKeHepHs, HOsIOpy — nekabpy 1987, crp.
35—37. — Shirtz J.T. Sterility testing. Pharm. Eng., November — December, 1987, pp. 35—37

120] Coxonbekut Y. T. n Unpecreilt K.I. YcoBepnieHCTBOBaHHBIH MeTO/ MTOACYETa MUKPOOPIaHHU3MOB IS Maseid,
coacpXxamux 6¢H3MH. XKypHan dapmaueBTHUYeCcKMX Hayk, 53, 1964, crp. 103--107. — Sokolsky W.T. and Chidestey
C.G. Improved viable counting method for petroleum-based ointments. J. Pharm. Sci., 53, 1964, pp. 103—107

18



I'OCT P UCO 11737-1—-2000

YK 637.132.4:715.478:658.513:006.354 OKC 11.080 P26 OKII 94 5120

KitioueBrpie ciioBa: MEOUIIMHCKUAE U3NENNUA, MEOULIMHCKOE 000pYyIOBaHWE, KOMITOHEHTDI, ChIpbe, YI1aKOBKA,
CTEPHIIM3ALINS, UCIIBITAHUS, OLIEHKA, MUKPOOPraHU3MbI

19



Penaxrop P.C. Dedoposa
Texuuyeckuit penaxrop O.H. Baacosa
Koppextop B.E. Hecmeposa
KoMibiotepHas Bepctka A .H. 3oaomapesoii

WMsa. mvmn. Ne 02354 ot 14.07.2000. Cnano B HaGop 16.11.2000. IMommucaHo B mevarb 25.01.2001. Yemnewr. 2,79, Yu.-uaga. 2,40.
Tupax 268 k3. C 152. 3ak. 85.

R

HUITK HMznatenscrBo crangapros, 107076, Mocksa, Konongessprit nep., 14.
Habpano B Uapatenncree Ha 119BM
Ouwman UITK HUsnarenpcTBo cranmapToB — tvi. “Mockoseiarit neyatHuk”, 103062, Mocksa, JIsmuH nep., 6.
Iip Ne 080102



