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BeeneHue

Buosornyeckne MHAVKATOPbI MCITONB3YIOTCA IUII OUIEHKM 3P(eKTHBHOCTHY IIpoLecca CTEPUIM3aLu
MEIUIIUHCKOHN MPOAYKIIMU U APYTHUX Ieje. K MeIUIIMHCKOM MPOAYKIIMA OTHOCST JICKAPCTBEHHEBIC CPeJICTBA
U MEOUITMHCKUE U3ICIIMA.

[TprMeHeHe OMOJIOTMYECKUX MHANKATOPOB OIPEACICHO HU3IOTOBUTENIEM M YKAa3aHO B MAapKUPOBKE.
Hcnonp3oBaHue HECOOTBETCTBYIOILMX UHAMKATOPOB MOXET MPUBECTU K OLIMOOUYHBIM pPE3YJIbTaTaM.

buonornueckuie MHAMKATOPHI JOJCKHBI BCErIa UCIOJIb30BaThCI B KOMOMHAIIUMY ¢ PUMIECKUAM U /IIH
XMMHYECKUM KOHTpOJIEM 3(@GEKTHBHOCTU IIpoliecca crepuansanuu. Eciu KoaebaHus PU3IUKO-XUMUYEC-
KUX [oKasaTreJel IIpoliecca CTePWIM3ALUM BBIXOIST 34 JOIYCTHUMbBIC IIPEHCIIBI, IPOLECC CTEPUIN3ALMH
BCErga NOJLKEH PACCMATPHUBATBLCS KAaK HEYIOBJICTBOPUTEIBHEIA HE3aBUCHUMO OT PE3yAbTAaTOB KOHTPOJIA C
NMOMOILUBIO OMOJIOIrHYECKMUX UHIUKATOPOB.

BOPEKTUBHOCTD OMOJOIMYECKUX NHIMKATOPOB MOXET 3aBUCETh OT YCJIOBUM XpaHEHMUS IO MOMEHTA
UX TIPUMEHEHHSI, METOJOB MPUMEHEHUsI WIK ASHCTBHI Iocie 3aBepiieHus npoiiecca. [1oaToMy HeoOx0-
QUMO BBIIIOJIHATh PEKOMEHIALIMHA U3TOTOBUTENSE B OTHOLIEHUM XpaHEHUS Y [IPUMEHEHUsI. bUOTOruyecKue
MHAWKATOPBI ITOJIKHBI OBITH MEpeHaHbl UL JTAOOPATOPHOIO KOHTPOJIST KdK MOXHO CKOpee IOCHE HX
MCIIOJIL30BAHUSA B Mpolecce crepwimn3anuy. He momyckaercs: MCIioab30BaTh OMOJI0OTHYECKEe MHIUKATOPE]
IOCJIe UCTEYEHMSI CpOKA I'OJHOCTH, YKA3aHHOrO U3rOTOBUTEJIEM.

Onenka 3¢pPeKTUBHOCTH NPOLIECCOB CTEPWINIAIIUU C TIOMOIIBIO OMOJOIMYECKNX MTHIUKATOPOB HOJIXK-
Ha BBINOJHATLCA IEPCOHATIOM, ITOATOTOBJIEHHBIM COOTBETCTBYIOILMM O00pa3oM.
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FTOCYAAPCTBEHHDBIN CTAHIOAPT POCCUHUCKON ®PENEPAILIHNH

Creprin3anua MeIMIIHHCKON NMPOAYKIMH
BUOJOTNMYECKME NHIUKATOPHI

HHactse 1
Texnvgeckue TpedoBanus

Sterilization of health care products. Biological indicators. Part 1. Technical requirements

Mara seeaenns 2001—07—01

1 ObaacTs nppMeHeHns

1.1 Hacrosmuit cTaHaapT YCTaHABAWBAET O0ILME TpeOOBAHHUSI K ITPOU3BOJACTBY, MAPKUPOBKE U padboTte
O0OpPYIOBAHUS [TPY U3rOTOBJICHUM OMOJIOIHYECKUX UHAUKATOPOB Y CYCIICH3UM, MPUMEHSIEMBIX LJISI BAJIV-
JALU YU KOHTPOJIS TPOHECCOB CTEPUINU3ALINMN.

[IpriMeuaHue — KoHKpeTHhie TpeOoBaHMA K OMOJIOTMYECKMM HHIMKATOpaM Ui OIPEACICHHBIX BHUIOB
crepruzanuu — o 'OCT P UCO 11138-2 u T'OCT P UCO 11138-3.

CraHaapT He COACPXUT TpeOOBAHUM K ITPOAYKLIMH, HENOCPEICTBEHHO WHOKYJIMPOBAHHON MUKPOOP-
raHu3MaMi, MeToAHKaM KYJIBTHUBUPOBAHUS XU3HECITOCOOHBIX MUKPOOPIraHU3MOB, a TaKXKe K OMOoJIoTHYEC-

KM HWHIUKATOpaM, B KOTOPbIX HUCIIOAb3YIOT 0oJice OJHOIO BMAa WM HITAMMA MHUKPOOPTAHHU3MOB,
WHOKYJINPOBAHHBIX B HOCHUTCJIC.

2 HopMaTnsnbie CCHUIKH

B HacTos1IeM CTaHIAPTE UCIOJb30BAHbI CChUIKU HA CICAYIOIIME CTAHNAPTDI:

I'OCT P UCO 9002—96 Cucremnl KayectBa. Mojaenp obecriedeHUsT KayecTBa IIpU IIPOU3BOJICTBE,
MOHTAaXe U oOCIYXKUBaHHUU

['OCT P UCO 11138-3—2000 Crepunnnzauus MEAULIMHCKOMW ITPOAYKUMH. brojornueckue MHINKa-
TOpbl. bHonornuecke HHAMKATOPLI IUISI CTEPHIN3AIIUN BIAXKHBIM TEILIOM

[OCT P UCO 11138-2—2000 Crepunuzanusa MeTULIMHCKON ITpoayKiiMu. buosornyeckue MHINKA-
Topbl. bHosorHYecKe UHIUKATOPLI MUIsT CTEPWIN3ALMM OKUCBHIO 3TIWIEHA

3 Onpenenenns

B HacTosieM cTaHIapTe NPUMEHSIOT TEpPMHHBI ¢ COOTBETCTBYIOLLMMHU OIIPEHCIICHUSIMMU:

3.1 omoxormgeckuit yuaukaTop — bBH (biological indicator — BI): I'oToBBI K NMPUMEHEHUIO HHOKY-
JTUPOBAHHBIM HOCHUTEJb B NEPBUYHOM YIAKOBKe, 00ecIIeYUBAIOLUNA OIPEACAeHHYIO PE3UCTEHTHOCTh (yC-
TOMYMBOCTb) K KOHKPETHOMY PEXHUMY CTEPHAU3ALINUA.

3.2 "HocuTenb (carrier): YepXWBalOLIMI MaTepHaja, HA KOTOPbIM HAHECEHBI TECT-MUKPOOPIaHU3MBI.

3.3 mepsuunas ynaxkoska (primary pack): CucremMa, npeaoxpaHsioliad MHOKYJIUPOBAHHEBIN HOCUTEIb

OT TIOBPEXIAECHUA U KOHTAMHHALIMH, HO HE MpeNnaTCTBYIOLIAs MPOHUKHOBEHUIO CTEPWIH3YIOIIErNO arcHTa
(areHToB).

3.4 sropuunas ynakoBka (secondary pack): YnmakosouyHasi tapa, B KOTOPYIO [IOMEIIEHBI OHOJIOTHYEC-
KHe WHAMKATOPHI IUISI TPAHCIIOPTUPOBAHUSA U XpaHEHUSI.

3.5 mnoKyaupoBanHblif HOCHTEeAb (inoculated carrier). Hocurens, Ha KOTOPBIA HAHECEHO OlpelaeieH-
HOE KOJIMYECTBO TECT-MHUKPOOPIraHU3MOB.

3.6 TecT-MHMKpoopranuiMm (test organism): MUKpoOopraH1u3M, UCHOJIb3YEMbINA IJI51 M3TOTOBJIEHUSI HHO-
KYJTAPOBAHHBIX HOCHUTEJIEH.

U3naaue opuunaibHOE
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3.7 9MCJI0 XHMBBIX TeCT-MHKpoOopranu3MosB (viable test organism count): Y¥Ci0 XUBBIX TECT-MUKPO-
OPraHKU3MOB B €IMHHLE 0O0beMa CYCIICH3UU WM Ha UHOKYJIMPOBAHHOM HOCUTENE, OMPEACHsIEMOE ITO POCTY
IUCKPETHBIX KOJIOHHUH IIPpU ONpEACACHHBIX YCIOBUSIX KYJIbTUBAPOBAHUS.

3.8 unaxkTHBamusA (inactivation): IToteps TecT-MUKpoOpraHM3MaMu CIIOCOOHOCTH K pOCTy, Ipopacrta-
HUIO U/WIN PA3SMHOXCHUIO IIPU ONPERECICHHBIX YCIOBUAX KYJIbTUBUPOBAHUS.

3.9 ycaosms KyapTuBRpoBanud (culture conditions): YkazaHHasi U3roTOBUTEIEM KOMOMHALIUAS YCIIOBUIA
IUis1 obeclIeyeHUsl pocTa, NPOpPACTAaHUST M/WIH pasMHOXEHHAS TECT-MUKPOOPraHM3MOB, BKIKOYAIOIIAS I~
TaTeJbHYIO CpEey, NPOIOJIKUTEABHOCTD ¥ TEMIIEPATYPY MHKYOAIIUN.

3.10 opm3nanHas xKoeknMs KyasTyp (recognized culture collection): MexayHapogHast KOJUIEKIIUS,
HaxoIsIIasicst 110/ IOPUCAWKIIME byaanemTckoro JoroBopa 0 MeXAYHAPOAHOM NPU3HAHUM KOJUICKLIUIA
MUKPOOPTaHU3MOB IS LE€JIEH ITATEHTOBAHUSA U PErYJIUPOBAHUA.

3.11 Beswauna (mapamerp) D; Bemmuuna necarukparnoro coxpamenna (D value): BpeMst Beiaepxku
WIM TIOIJIOIeHHAA 1034 U3JTyYeHUs], HeoOXoAUMBble I YMEHBIUCHUS TOMYISIIIUU TECT-MUKPOOPraHU3MOB
B 10 pa3 npu onpeaeaeHHbIX YCIOBUIX 00pabOTKH.

3.12 KkpuBasa BbDKMBaHMA (survivor curve): ['paduyeckoe mpeAcTaBIeHHE 3aBUCUMOCTH IIpollecca
HHAKTUBALMU OT BpeMEHU BBIAEPXKKU (ITOTTOIEHHOMN NO3bl UIYYCHUS) ITPU OMPEOCACHHbBIX YCIOBUSX.

3.13 ycTpoiicTeo g Benbirannd npouecca (process challenge device): YcTpolCTBO, MOAEIMpYIOLLES HAU-
XYOLUKE YCIIOBHS BO3ACICTBHSA CTEpPWIM3YIOLIETO areHTa (areHToB) HA OOBEKT Cpely CTEPWIM3YEMbIX OOBEKTOB.

IlpuMeyaHnu4

1 YecrpoiicTBo s MCIIbITAHUS TIpoliecca NOJDKHO ObITh NMOCTPOEHO TaKMM oOpa3oMm, 4YTOOb OMONOTMYEeCKU
WHIMKATOD MOXHO OBUIO pacIoNoXUTh B MecTe, Hanbonee TpYAHONOCTYIIHOM [UIA CTEPUIM3YIONIEro areHTa (areHToB).

2 KoHcTpykums ycrpoficTBa s HCIBITAHUS IIpolecca CTepWIM3alluy 3aBUCHT OT BHIA CTEPUIU3YEMBIX
00BbeKTOB K IIpOLELyphl CTepWiu3alMi. bHOJOTMYeCKMM MHAUKATOP He JAOJIKEH BIUATH Ha (HYHKIIMOHMpPOBAaHUE
YCTPOMCTBA.

3 B HexoTOopbiX yCTpolicTBax BMecTO OMOAOrnyeckoro HHAMKaropa MoxeT ObITh MCIOJIb30BAH UHOKYJIMPOBAH-
HBIA HOCUTEND.

3.14 xoaonneoOpasyomas exuunua — KOE (colony-forming unit — CFU): Buaumast KoJloHUS MMK-
POOPraHMU3MOB, BRIPOCIIAs U3 OJHOM KIETKH MJIU U3 IPYIINbI KIETOK.

3.15 asronoMHbIi Omonormuecknmd muaukarTop (self-contained biological indicator): buosornyeckui
UHIMKATOD, MEPBUYHAS YIIAKOBKA KOTOPOr0 COAEPXUT IUTATENBHYIO Cpelly, HEOOXOAUMYIO IS BhIpAllly-
BAHUS TECT-MUKPOOPraHMU3MOB.

3.16 oxno BoDxkuBaHms-rOesm (survival-kill window): MHTepBanm mo3bl M3nydeHUsT MAU BPEMEHU
BBIIEPXKKHU B MPOILIECCE CTEPUIN3AIUU [IPH ONPEAEICHHBIX YCIOBUSIX, B TEYEHUE KOTOPBIX OCYIIECTBIIAETCA
repexon OT NPpOPACTAHUA BCeX OMOJIOMYECKUX HMHAMKATOPOB (3KCHO3ULMSA BBIKMBAHHSI) K OTCYTCTBHUIO
[IpopacTaHUsl BCEX OMOJIOTHYECKMUX MHIAMKATOPOB (PKCITO3ULINA TUOEIH).

3.17 nommHaibHAR nonmyjsoua (nominal population): 3agaHHOE YUCJIO MUKPOOPTaHU3MOB.

IlpumMedanne — OOHapyXeHHOE YMC/IO MUKPOOPIraHM3MOB OyAeT OTIMYAThCsS OT HOMUHAJIBLHOM NMONYIALN

MHKPOOPTaHU3MOB B 3aBUCUMOCTH OT MOTPEITHOCTH HCIIONb30BAHHBIX METOAUK HHOKYISLIMH H METOA0B OOHAPYXKECHU
XU3HECTTOCODHBIX KIETOK.

3.18 pesncromep (resistometer): O0opynoBaHue, rpeaHa3Ha4yeHHOE VISl CO3JIaHUgd KOMOUHALIMKU OIl-
pelaeaeHHbIX (PU3UKO-XUMHUYECKHX ITapaMETPOB IpoLecca CTEPUIN3ALMUU C OIIpeAeIeHHBIMHU JOITyCKaMHMU.

4 O0mue TpedOBAHNSA K NPOIAYKIHH, POU3BOACTBY H MAPKHAPOBKE

4.1 Ilpou3BoaCTBEHHBIN KOHTPOJL M KOHTPOJIb KA9eCTBA

4.1.1 Bce omnepauuy, npeoycMOTpeHHBIE HACTOSIIIMM CTAHIAPTOM, OOJDKHBI KOHTPOJHMPOBATHCS B
cootBeTcTBMU ¢ TpedboBaHUusiMU ['OCT P MCO 9002.

4.1.2 Heobxomumo mnpeaycMaTpuBaTh PerucTpalio KOMIIOHEHTOB ITPOM3BOACTBA.

IpousBoaCTBCHHBIE KOMITOHEHTbI JOJIKHBI BKIIOYATh BCE MATEpUAIbl M 3JEMEHTbI, BXOASLIHAE B
COCTAaB WIH HAXOASLIMECH B IIPSIMOM KOHTAKTE C CYCIIEH3HUEN TeCT-MUKPOOPTaHU3MOB, HHOKY/IUPOBAHHBIM
HOCHUTEJIEM WIN OMOJOTUYECKUM NHIUKATOPOM.

4.1.3 KoHeuHBbIl IPOAYKT, MOCTABISIEMBIN U3rOTOBUTENEM (CYCIIEH3US, MHOKYJIMPOBAHHBIM HOCUTEIb
UK OUONOrMYECKUU MHIUKATOP), HE JAO/DKEH COAEpPXaTb TECT-MHUKPOOPraHU3MOB APYTIUX BHIOB B KOJIM-
4eCTBE, CIIOCOOHOM YXYIILUTH NOTpeOUTENIbcKHe cBolicTBa npoaykuuu. CobnioaeHue 3Toro TpeOOBaHUS

[IpY IIPOU3BOJCTBE obecrieyuBaeTcsl BanUAalideil NpoOU3BOICTBA, YIIpABICHHUEM, TEKYILIIUM KOHTPOJIEM WU
3aITUCHIO ITPOU3BOACTBEHHEIX MTapaMeTpOB.

4.2 TecT-MHMKpPOOPraHH3MbI

4.2.1 llltaMMBI TECT-MHUKPOOPraHU3MOB He JOJLKHBI TpeOOoBaTh MEP M3OJALIUM ITpHU padoTe ¢ HUMU.
4.2.2 TecT-MUKpOOpraHu3Mbl JOJDKHBI MIPUHAUIEXKATh K OIIPEeIeHHOMY LITAMMY, B3ITOMY U3 00SI-
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3aTEJIbHOW KOJINEKUHUH KYNbTYP, U OOHO3HAYHO UICHTUHUUMPOBATECS € 3TUIOHHBIM HOMEPOM 3TOH KOJI-
JIEKUHUHA KYJIbTYP.
4.2.3 Ecau mrraMMm npegHa3Ha4YeHHOIo U UCITOIb30BAHMS TECT-MUKPOOPraHU3Ma HE NMPUHAICKUT

K 00s3aTeNIbHOA KOJUIEKUUU KYJIBTYP, U3TOTOBUTENE HECET OTBETCTBEHHOCTE 3d OTHECEHNE KOHKPETHOrO
HIraMMa K o0a3aTe/IbHOM KOJUIEKIIMHN.

4.2.4 Jlnsa Kaxnou cepuM CYCIIEH3UU TECT~-MUKPOOPIraHU3MOB HEODXOIUMO:

d) 3aperucTprUpoOBaTh MPOUCXOXKICHUE UHOKYIATA OTHECEHUEM €r0 K COOTBETCTBYIOLUEH KOUIEKILIMU
KYJIbTYP;

0) YIOCTOBEPUTH €0 UACHTUYHOCTb U YUCTOTY.

MeToabl, UCIIOIL3YEMBIE ISt THOAACPXKAHUA KYJIbTYP TE€CT-MUKPOOPTaHU3MOB, JIOJIKHEI 00€CIIeYUTh
[I[peOOXpaHeHHEe OT KOHTAMMHANMHU U BPEeNHBLIX U3MCHEHUH UX HEOTHhEMJIEMBIX Ka4decTB. KOHTPOJABHLIC

TeCThI SABISIIOTCA crieMPUUYECKUMU JUIS KaXIOro HITAMMa TeCT-MHUKpPOOPraHu3Ma M JOJIXHbBI OBITh JOKY-
MEHTHPOBAHbI ¥ BAJIMIYPOBAHBI U3rOTOBUTEJIEM.

4.3 Cycueusus TeCT-MMKPOOPraHM3MOB

4.3.1 TInTarenpHas cpena ¥ ycjaoBHsi NHKYOMpPOBAHMS, UCIIOJib3yeMble IUISI CYCIIEH3NU TECT-MUKPO-
OPraHMU3MOB, JOJDKHBI OLITH OIpeneseHbl U3roTOBHUTENEM. BTH YCJA0BUS JOKHBI 00ecrIeuuBaTh HOCAEN0-
BATEIILHOE BOCIIPOU3BOICTBO CVYCIMEH3UM TECT-MUKPOOPTraHU3IMOB B COOTBETCTBUU C TpeOOBAHUAMMU
Hacrosigero crangapra, F'OCT P UCO 11138-2 u TOCT P UCO 11138-3.

4.3.2 MeTonsl nogcyeTa MUKPOOPIraHKU3MOB U rloceaylolel oopadboTKH JOIKHB! 00ECIICYHUTh OTCYT-
CTBHE OCTATKOB NMUTATEALHOM Cpebl B CYCIICH3UHU, UCITONb3YEMOU IS HHOKYIIALIMA HOCUTEIeH. YKa3aHHbIE
OCTATKY MOTYT ObITH ITOMEXOUN Npu padoTe ¢ MHOKYIUPOBAHHBIM HOCHTCIEM WIM OHOJIOTHYECKUM UHIU-
KATOPOM.

Eciu u3roroBuTeb 1okKasaj, YTO OCTATKHM ITUTATEJIbHOM cpelbl HE OKA3BIBAIOT BPEIHOIO BJIUAHUSA Ha
pa0OTY ¢ HHOKYNUPOBAHHBIM HOCUTEIEM WIXA OUONOTHYECKAM WHAWKATOPOM, YKA3aHHOE TPeOOBAHUE HE
VUUTHIBAETCH.

4.3.3 HU3roToBUTEIU CYCIICH3HUM TECT-MHUKPOOPraHU3IMOB WIH OHOJOrHYeCKIX HHIMKATOPOB JOJLKHBI
MUChMEHHO [IOATBEPIUTh, YTO OUOIOTHYECKUE UHIUKATOPBI U CYCIEH3US TECT-MUKPOOPTAHHU3IMOB IOJIY-
YEHBI VI3 KYJABTYPBI, B3ATOU M3 KOJIEKIIMU KYJILTYP.

4.3.4 Ecau cycleH3ust TeCT-MUKPOOPraHU3MOB IIpeaHa3Ha4YeHa U1 HPUTOTOBJICHUS HHOKYIMPOBaH-
HbIX HOCHUTENEU WIH MHOKYJIUPOBAHHOI'O IPOAYKTA, KAKIbIM KOHTEUHED, COAEpXaUIUN CYCITIEH3UIO TEeCT-
MUKPOOPraHU3MOB, JOJDKEH COMPOBOXIATHCS WHOMOPMALUEH, CONEPXKAILCH:

a) Ha3BaHUE TECT-MUKPOOPraHU3Ma;

b) Ha3BaHMe wiM ab0peBHATYPY KOJUIEKIMUY KYJAbTYPbl, OTKYA2 OBLI MOJIYIEH TECT-MHUKPOOPTraHU3M,
1 CChUIKY HAa HOMEP 1IITaMMaA;

C) HOMHUHAJIBHBLINA 00beM CYCHEH3UU B MWUIWIMTpaxX (WIM B rpaMMax, €CJIU TECT-MUKpPOOPTaHU3MDI
NPEeACTABJICHB HE B (POPME CYCIIEH3UH);

d) eIuHBIA KO, II0 KOTOPOMY MOXET OBITh BOCCTAHOBJIEHA UCTOPUS U3TOTOBRICHUS;

€) YMCJ0 XM3HECIIOCOOHBIX KJIETOK B MWUIMANTPE CYCIIEH3UU;

f) pexoMeHIyeMBIe YCIOBUS XpaHEHUS;

g) CPOK I'OJHOCTHU WJIU CPOK XpaAHCHMUS;

h) HaszBaHWE M3TOTOBUTEJISI, TOPrOBYIO MApKy, aipec U Apyrue CpeacTBa UIeHTU(PUKALUY;

1) MHCTPYKLIMM I10 YTHIU3ALMU.

4.3.5 Tlo TpeboBaHUIO NOTPEOUTEIS U3rOTOBUTENL 0053aH NMpeaCcTaBUTh HHGOPMALUIO O XapaKTepUC-
THKaX Pe3UCTEHTHOCTU U APYTMX XapaKTepUCTHKaX CYCNEeH3WU. DTHU JaHHbIE JOJDKHBI ObIThb COIJIacOBaHBI
MEXIy ITOKYNATeJIEM M U3rOTOBUTEJIEM.

4.3.6 YcnoBUsl XpaHEHUS] CYCIICH3IMH TECT-MUKPOOPraHU3MOB M CPOK WX TOJHOCTH MOJIXKHBI OBIThH
yKa3aHbl U3rOTOBUTEAEM. DTH YCJOBHS JOJLKHBI KOHTPOJIMPOBATHECS B Nepuoji xpaHeHusi. OHU JOJJIXHDI
MOAAEPXNBATh CYCIIEH3UH TECT-MHUKPOOPTraHHM3MOB B TAKOM COCTOSIHHMM, YTOOBI OHM COOTBETCTBOBAJIM
TpeboBaHusM Hactosiuero cravgapra, [OCT P UCO 11138-2 u T'OCT P UCO 11138-3.

4.3.7 JoKHO ObITh YCTAHOBJICHO YMCIO XU3HECHOCOOHBIX MUKPOOPraHU3MOB B CYCIICH3HH.

I1o TpeboBaHHIO NMOTPEOUTENST ITOKA3ATENb IPOPACTAEMOCTH TECT-MUKPOOPraHU3IMOB OIIPeHCIISIIOT
yepe3 NMPOLUECHTHOE OTHOIIEHME YUCIa JKU3HECITOCOOHBIX TECT-MUKPOOPTIaHU3MOB, OOHAPYXXEHHBIX C [TOMO-
HIBIO MUKPOCKOITHUH.

4.3.8 W3rotoBuTENb HOJXEH TApaHTHPOBATL TPAHCIIOPTUPOBAHHUE TPEThEH CTOPOHE B KOHTPOJHpYE-
MbIX YCJOBHSIX, CPABHHMMBIX C YCIOBUSIMU XpaHEHUS CYCIEH3UH TECT-MHUKPOOPraHU3MOB.

4.4 Hocureab, NEPBHYHAA YHAKOBKA M KOHCTPYKUMSA

4.4.1 Hocurenb M nepBUYHAs YIIAKOBKA He JOJLKHBI cOAepXaTh 3arpsizHeHuiM (PU3nyeckux, XuMU-
YeCKUX WX MUKpOOUOJOrMyeckKyx), KOTOpPhIe MOTJIH OBl YXYAUIUTL XapaKTepUCTUKM OHOJOIHYECKOro
UHAVKATOPA.

4.472 HocuTtenb U NepBUYHAsT YIIAKOBKA HE JOJDKHbLI paspyliaThCsi B IIPEAYCMOTPEHHOM JUISA HHUX
3
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npoliecce CTepWIn3alluy, BCJACNCTBHE YE€ro MOIIM OBl M3MEHUTHCHI XapAKTEPUCTUKH MHOKYJIHPOBAHHOTO
HOCUTENS.

Hocurenpb 10KeH BRIAEPXMABATE TPAHCIIOPTUPOBAHUE B IEPBUYHOM ¥ BTOPUYHOM YITAKOBKAaX, a4 TAKXKE
obecrnieyuBaTh padoTy ¢ HUM B MECTE HUCIIOJIb30BaAHUS Oe3 IMMOBpEeXICHUMN.

KoHcTpykiius HocuTeNisl M/WIM IEPBUYHON YITAKOBKM JOJDKHA MPEAyCMAaTPHBATD:

a) MUHUMH3AILUIO TOTEPh HAYaNLHONH KOHUEHTPAUUU TECT-MUKPOOPTraHU3MOB BO BpPEMSI TPAHCIIOP-
TUPOBAHUSA, OOpallICHHUA C HUM U XPaHCHHUS B TEHEHUE CPOKa rOOHOCTH,

b) COOTBETCTBUE YCTPOMCTBY JJISI UCIIBITAHUS TIPOLIECCA CTEPWIN3AIIUU.

4.4.3 CoorBeTcTBUE TpeOOBAHUAM 4.4.2 TOJKHO HPOBEPSITHCS IyTEM BH3YAIBHOIO KOHTPOJSA HOCH-
TeJIS. U epBUYHON YITAKOBKH, IOABEPILIMXCS BO3REHUCTBUIO CTEPUIN3ALMHI IIPA MaKCUMAaNBbHBIX 3HAYEHUSAX
U CKOPOCTAX U3MEHEHUS PU3MKO-XUMHUUECCKUX [IapaMEeTPOB IMpoLECCa CTEPUIM3ALIVH.

IIpuMeuanue — [Ipexenpl HU3MEHEHMS STHX CBOWMCTB IIPpUMBEAEHLEI B COOTBETCTBYIOIIUX YacTAX
TOCT P UCO 11138.

4.4.4 Bo BpeMsi M IIOCJIe TIPONECCa CTEPWIM3ALMU HOCUTEND U IEPBUYHASA YIIAKOBKA HE HOJIKHBI
[TOTJIOIATDL WIHM BBLICIASATh HUKAKHX BELUECTB B KOJNMYECTBAX, CIIOCOOHLIX 3aMEIIMTh POCT MAJIOrO YHCJIa
BHDKHUBILHUX TECT-MUKPOOPraHW3MOB B YCNOBHAX BbIPALUUBAHUS IPU IMONAMAHHMA 3TUX BELUECTB B CpELy
BBIpALL[UBAHUSI.

[Topsinok BEIITOJIHEHUSI TECTOB Ha IPOBEPKY COOTBETCTBUA 3THUM TpeOOBAHUAM IPUBEHAEH B ITPWIIO-
XeHuu F.

4.4.5 Tlo TpeGOBaAHUIO MOTPEOUTENA U3TOTOBUTENL O0A3aH IIPEJOCTABUTh CBEAEHUA O Ipee/bHbBIX
pasMepax HOCUTEIA.

4.5 NHoKyanpoBanHbIE HOCHTEH

4.5.1 TlpH U3roToBJIeHUH OJHOM MAPTHUHN HOCHUTEJIEN NOJIKEH HUCITONbh30BATHCH TOJBKO OOUH HITAMM
TECT-MUKPOOPraHU3MOB.,

4.5.2 VIHOKynupoBaHHBbIE HOCHUTEHU rOTOBST IYTEM HAHECCHMSI HA HUX CYCIICH3UH TeCT-MUKpPOOpra-
HU3MOB C ITOCJCOVIOUIHMM BBICYILIHBAHHUEM B KOHTPOJUDPYEMBIX YCIOBUSIX.

4.5.3 YciaoBust, lipd KOTOPBIX OCYLUECTBISIETCS] MHOKYJISALMS, JOJDKHBI ObITh pa3paboTaHbl, BaJIAON-
pPOBaHb! ¥ MPOKOHTPOJIUPOBAHEI, YTOOBI TApaHTUPOBATH OTCYTCTBUE B MHOKYJIMPOBAHHOM HOCHTEJIE TIOCTO-
POHHHUX MUKPOOPraHM3MOB, KOTOPhIE MOIYT YXYAIUUTH XapaKTEPUCTUKH IMPOAYKUUU B COOTBETCTBUU C
TOCT P UCO 11138-2 u TOCT P UCO 11138-3.

4.5.4 Kaxaerii HOCHUTEJIb JOJLKEH CONEPXKATH OXHO U TO XE€ XOJIMYECTBO KJIETOK TECT-MUKPOOPraHHU3Ma.

4.5.5 YcJIOBUA XpaHEHUSI HHOKYIMPOBAHHEIX HOCUTENEH U CPOK TOTHOCTU OTIPELSISIET U3TOTOBUTEIb.
ODTU YCIOBMSI HOJDKHBI KOHTPOJIUPOBATECS B MEepuod XpaHeHUs. OHU IOJDKHBI COOTBETCTBOBATH TpebOBa-
HMSIM K MHOKYJIUpPOBaHHBIM HocuTeasIM, UatoxkeHHbIM B [[OCT P UCO 11138-2 u TOCT P UCO 11138-3.

4.5.6 Tlpy ynmakoBbrIBaHMU MHOKYJMPOBAHHBIX HOCHUTEJEH C Iejbl0 NIPEBPALEHUsT UX B OHoIcruyec-
KUE UHAMKATOPBI YIIAKOBKa HE JO/DKHA U3MEHSITh HOMUHAJIBHYIO ITONMYIALMIO U NIPENSITCTBOBATE IIPOBEHE-
HUIO paboT ¢ KOHKPETHBIMU HOCUTEIISIMMU.

4.5.7 Kaxnyio Cepri0 MHOKYJAUPOBAHHBIX HOCHUTEJCH JOJKHA COIPOBOXIATE MH(POpMaLIM, COLEpP-
Xaiuasi:

a) Ha3BaHHE «MHOKYJIWPOBAHHDBIC HOCUTENU»;

b) HaszBaHHME TECT-MUKPOOPraHU3MA,;

C) PYKOBOJICTBO IT0O IIPUMEHEHUIO, CIIEUANbHBIC JaHHKIE, KACAIOILIVECS TTUTATEIbHON CPeabl U YCAO-
BV, HEOOXOAUMBIX TS POCTA TECT~-MUKPOOPraHU3MOB 110C/Ie BO3AEHCTBUSE IPOLIECcCa CTEPWIN3ALINMU;

d) HaszBaHUE KOJICKLUMHU KYJIbTYP, OTKyZa OBUI B3SIT TECT-MWUKPOOPraHU3M, M CChUIKA Ha HOMEp
LITaMMa;

€) YMUCJIO TECT-MUKPOOPraHU3MOB Ha OMHOM WHOKY/JIMPOBAHHOM HOCHUTEJIE;

f) HOMep CepUM WIM CIleHUAJIbHbBIA KOM, IT0 KOTOPHIM MOXET OBITh BOCCTAHOBJIEHA MCTOPHS ITPOU3-
BOACTBA;

g) XapaKTepUCTHKU PE3UCTEHTHOCTH HHOKYJIMPOBAHHEIX HOCHTENCH K BO3NEMCTBHUIO ITpOLIECCd CTe-
PWINK3ALUHA, KOTOPOMY OHH JIOJIXKHBI MOABEPTaThCS, BKIIIOYAST YCJIOBUA TECTUPOBAHUSI U METOIBI OMpEE-
JIEHUS VKA3aHHBIX XapaKTepUCTHK;

h) 4YKcino UHOKYJIMPOBAHHBIX HOCUTEAEN BO BTOPUYHON YIIAKOBKE;

1) PEKOMEHAYEMBbIE YCIIOBUS XpaHEHUSI;

j) CPOK NOHHOCTH MHOKYJIHPOBAHHBIX HOCUTEICH;

k) HaszBaHUWE U3rOTOBUTEJSI, TOProBass MapKa, ajpec WM IpyTye CpeacTBa UACHTUMHKALMH;

1) mmpollecc cTepunr3aluy, IUIsT KOHTPOJISI KOTOpOro fpeaHasHadYeH WHOKYJIUPOBAHHBIA HOCHUTED;

m) HUHCTPYKLMHU IO YTWIK3ALUUU U YHUYTOXESHHUIO.

4.6 buojorumgeckue HHIMKATOPDI

4.6.1 buonornyeckue MHAUKATOPHI XOJKHBI OBITH H3rOTOBJEHBI ITYTEM YIIAKOBKH OTHENBHBIX UHO-
KYJIMPOBAHHBIX HOCUTEJIEHN B IIEPBUYHYIO YVIIAKOBKY.

4
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4.6.2 IlepBuyHasl ynmakoBKa JOJDKHA ObITh CKOHCTPYMPOBaHa, M3rOTOBJIEHA M BAIMAUPOBAHA TaK,
YTOOBI HaXoMALIMICA B HeH Ouoslornyeckuii HHAuKaTop orBeyast tpedbosanmaMm I'OCT P UCO 11138-2 u

I'oCT P UCO 11138-3.
4.6.3 TlepBuuHas ynakoBKa JOJDKHA ObITh CKOHCTPYUPOBaHAa, M3rOoTOBJIEHaZ M BAJMMIUPOBAHA Tak,

4yTOOB! B IEPUOM, XPAHEHUSI M TPAHCIIOPTHPOBAHUS B COOTBETCTBUM ¢ MHCTPYKUWSMM HM3rOTOBUTEJIST OMO-
JIOTUYECKUHA WHAMKATOP ¥ WHOKYJMPOBAHHBIA HOCUTEIb ObUIM 3allHIEHBl OT KOHTAMHUHAIIMM U ITOTEPU

WHOKYJISITA U3 HOCHUTEIS.

4.6.4 YcioBUsA NMOMEIIEHUS B IEPBUYHYIO YIIAKOBKY HOJDKHEI OBITH YETKO OITpedeJieHbl, BAIUIUPO-
BaHbl K [IPOKOHTPOJHUPOBAHBI, YTOObI MHOKVIIMPOBAHHBIN HOCHUTEb HE COIEPXATI MUKPOOPIraHMU3MbI, MHEIE,
YeM TECT-MUKPOOPraHU3MbI, U KOTOPLIE MOIJIA Obl HEOMATOTIPHUATHO IMOBIUSITE HA XAPAKTEPUCTUKU IIPO-
nykTa Ttak, Kak 3to onpeneaeHo crangapramy 'OCT P UCO 11138-2 u TOCT P UCO 11138-3 cooTBeT-

CTBEHHO.

4.6.5 TlepBuuyHast yrakoBka HOJ/DKHA OBITh BaJIMAUPOBAHA B COOTBETCTBUM C €€ HazHayeHUEM M
COOTBETCTBYIOIIIUM MEXIYHAPOJAHBIM MU HALMOHAJIBHBIM CTAHHAPTOM.

4.6.6 Kaxpas repBMYHas yrnaKoBKa I OMOJNOTMYECKOro WHAWKATOpa IOJIKHA UMEThb 3THUKETKY,
COIEPXKAIUYIO CIEeAYIOLIYI0 HHDOPMALIUIO:

a) Ha3BaHWE TECT-MUKPOOPraHU3Ma;

b) HoMep cepuu OUOJIOTHYECKOr0 UHAMKATOpA;

C) CpOK I'OJJHOCTH OMOJIOTHYECKOro MHAMKATOPA;

d) ykKaszaHue Ha polecce CTePUWIN3ALUN, KOTOPOMY COOTBETCTBYET OHUONOTUYECKNU UHITUKATOD;

€) Ha3BaHUE M3rOTOBUTEJISI, TOPrOBYIO MAPKY, aAApEC U JApyrue NJaHHBIE.

4.6.7 buonorp4eckue HHIUKATOPBI JOJXKHBI ObITh YIIAKOBAHbI BO BTOPUYHYIO YITAKOBKY JJIS TPAHC-
[TOPTUPOBAHUSA U XPAHECHHSI.

4.6.8 BropuuHasa yrakoBKa A0/DKHA OBITh CHA0XEHA 3TUKETKOM, colepXalle CAEOYIOIYI0 HHPOP-
MAaLHIO:

a) Ha3BaHUE «OMOJIOTHUYECKUE MHIUKATOPBI»;

b) uHbOpPMALIUIO, YKA3AHHYIO B 4.0.6;

C) Ha3BaHME KOJUIEKIUU KYJIBTYP, OTKYIA OBLI B3SIT TECT-MUKPOOPTraHU3M, U CCBHUIKY HAa HOMEP
IITAMMA;

d) YHCIO TECT-MUKPOOPTaHU3MOB, HAXOASIILIUXCS B KAXKAOM OHONOrMYSCKOM MHIMKATOPE, KaK 3TO
OIIpedeIeHO ISt CEpUU UHOKYIUPOBAHHBIX HOCUTEJIEH,

€) KoaudecTBo OHOJNIOrMYECKUX HHAMKATOPOB BO BTOPHUYHOM YNaKOBKE;

f) pekoMeHIyeMbIC YCAOBUA XpaHECHUS,;

g) PEe3UCTEHTHOCTb TECT-MUKPOOPraHU3MOB B MHOKYJAUPOBAHHOM HOCHTEJIE, HAXOOAIUEMCS B IIED-
BUYHOM YIIAKOBKE, BKJIIOYAsl YCIIOBUA TECTUPOBAHUS U METOHbI, HCITOJIb3YEMEIE IS OIIpeaeieHUS YKa3aH -
HBIX XapaKTepPUCTHK;

h) pykoBOACTBO IO NPUMEHEHUIO, OCOOCHHO JaHHBIE, KACAIOUIUECS NUTATEIBPHOU Cpeabl U YCIOBUH,
IIPA KOTOPBIX BBIPAILMBAIOTCS TECT-MHUKPOOPraHU3MBI I10CJIe BO3AEUCTBUS PAKTOPOB CTEPHUINIAIIMMN;

1) MHCTPYKLMM 10 YTWIH3ALMYU U YHHYTOXEHUIO.

TeKCT 3TUKETKM HNoJDKeH OBITh HA PYCCKOM SI3bIKE.

4.6.9 Kaxnas BTOpH4HAas YITAKOBKA JOJIKHA OBITh CHabXeHa Konuel ceptudukara s KaxXIoH cepuu
61 OJIOrMYECKOTo UHAUKATOPA, KOTOPHIM JOJ/KEH BKJIIOYATH CASAVIOLUYIO MH(POPMAIINIO:

a) uHdOpMaNUIO, YKaszaHHyIo B 4.6.8;

b) XapaKTE€pHUCTHKU PE3UCTCHTHOCTH MHIAMKATOPOB K BO3ACUCTBUIO IIpoliecca CTCPWIH3ALUU, IJis
KOHTPOJISI KOTOPOro MNpeaHa3zHAYeHbl HHOKYAUPOBAHHEIE HOCUTEIN;

C) CCBUIKY Ha HACTOSILIIANA CTAHIAPT U APYTHe COOTBETCTBYIOUIME MEXIYHAPOIHBIE CTAHIAPTEL.

4.6.10 Kaxpgas BTopMYHasl YIIAKOBKAa JOJ/DKHA ObITh CHAOXeHa IMChbMEHHBIMU MHCTPYKIIMSAMH 110
padoTe ¢ ODMONOrMYECKUMHU UHIOMKATOPAMM U IO OIPEACICHUIO YHCAA BBDKHMBIIHNX MHUKPOOPraHU3MOB, a
TaKXKe CJICHYIOLIUMHU TPEOOBAHUSIMMU:

a) OHOJIOTHYECKHE MHAMKATOPHI JOIKHEI XPAHUTBCS IIPU YCIOBUSIX, YKA3aHHBIX U3rOTOBUTEJIEM;

b) OmoNormyecKue UHAMKATOPbI JAHHOM CEpUU He JIOJDKHbBI HCITOJI30BATHCS I10CIIE UCTEYEHUS CPOKa
XpaHEHUS;

C) IIOCJIE BBUIEPXKKHW B IIPOBEPSICMOM IMKIIE CTEPpWIN3AlNK ONOIOTMMECKME MHIMKATOPLI JOJKHBI ObITh
M3y4yeHbl Ha HAJIMYME BBDKMBIIMX MHUKPOOPIaHU3MOB B TEYCHUE BPEMEHH, YKAa3aHHOIO M3rOTOBUTENIEM;

d) npu npoBepKe MHAUKATOPOB IS OLEHKU BBDKMBHIUX TECT-MUKPOOPIraHU3MOB NOJIXKHbBI UCITOMb-

30BaThCSL METOABI U YCJIOBUSA, IMPEANTMCAHHBIE U3TOTOBUTENIEM. ECIU NMPUMEHAOTCA aTbTCPHATUBHLIE ME-
TOAbBI, TO OHHU NOJDKHB! ObITH BAJIUTUPOBAHEI.

4.7 ABTOoHOMHBIC OHOJIOTHYECKHE HHANKATOPHI

4.7.1 ABTOHOMHBIE OHOJIOrNYeCKre UHIUKATOPhI JOJKHBI COOTBETCTBOBATH BCeM TpeOOBAHMAM Ha-
CTOMILETO CTAaHAAPTA.
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4.7.2 ABTOHOMHBIE OMoJIorH4eckue HMHAMKATOPHL HOJDKHBI OBITH AOCTATOYHO ITPOYHBIMM, YTOOBI
[epeHOCHUTD TPAHCIIOPTHPOBAHHE BO BTOPHYHOM YIIAKOBKE, a TaKKe oOpallicHHe Oe3 NMOBPEXICHMI B MECTE
UCITOIb30BAHMS.

KoHcTpyKIlMss aBTOHOMHOI'O 0MOJIOTMYECKOro HHAUKATOPA OOJDKHA 00ECIeYUBATE:

a) MUHUMHU3AUMIO NOTEPh UCXOAHOIO MHOKYASTA TECT-MUAKPOOpPraHM3Ma BO BpeMsl TPAHCIIOPTUPOBA-
HUA WU OOpallicHUSI C HUM;

b) BO3MOXHOCTb MCIIOJIB30BAHHS €r0 COBMECTHO C YCTPOMCTBOM JUIS MCITBITAHMS IIPOLIECCA CTEPU-
JIN3ALIAH.

4.7.3 Bo BpeMs 4 nocJie 3aBeplUeHU IIpoliecca CTEPWIM3ALIMH MaTepHaIbl, M3 KOTOPBIX U3TOTOBJICH
ABTOHOMHbBIM OHOJIOTMYECKMI UHIUKATOP, HE HOJDKHBI YAECPXUBATH WIU BBELIEA AT KaKHe-JIMOO BEleCTBA
B TAKOM KOJMYECTBE, KOTOPOE MOXET MHI'MOMPOBATh POCT MAJIOrO KOJIMYECTBA BBIXKMBILNX TECT-MUKPOOP-
raHU3MOB IIPU 3aJAHHBIX YCIOBHUSIX KYJIbTUBUPOBAHUA (CM. NpuiIoxeHue F).

S Omnpenenenne pe3snCTEHTHOCTH

5.1 TpeboBanug K onpeneseHmMi0 Pe3uCTEHTHOCTH

5.1.1 Pe3ucreHTHOCTH (YCTOMUMBOCTD) KAXJIOU cepuy OHUOJIOTUYECKUX MHIAMKATOPOB JOJI)KHA OBITh
[I0Ka3aHa 3KCIepUMeHTaNbHO, YTOOB! noaTeepauTh cooTBeTcTBUE TpedoBaHuam [[OCT P UCO 11138-2 u
[OCT P UCO 11138-3.

5.1.2 KoHTposb pe3ucTeHTHOCTH (5.4 M 5.5) HOMKEH BKIIOYATh OIpEAeJICHUE YUCTIA BBDKMBLIMX
TECT-MUKPOOPraHU3MOB U OIpeJiesieHHe XApAKTEPUCTUK PE3UCTEHTHOCTH KOMOMHALIMEN ABYX WIM Oojee
CIEeAYIOL{MX METOJIOB:

a) olpeaeeHue BeJUYUHbI D rnyTeM IMOCTPOSHNUS KPHBOM BbLXXHMBAEMOCTH;

b) omnpeneneHue BeIUYMHBI L METOAOM aHAJIM3A YACTHYHOIO NPOpacCTaHUA,

C) pacyer OKHa BBIKMBAHWUSI—IVMOEIHA C HUCIOJb30BAHUEM pacCYMTAHHOMN BeJIWYHUHBI [ U IpoBepKa
XapaKTEPUCTUK BbIKUBAHUSI—TIHUOECIIMN.

>.1.3 BeauuuHsl, onpenescHHBIE TAKUMHU METOLAMM, HOJKHBI HAXOAHMTHCS B TIpEAciax, YKa3aHHbIX B
T'OCT P UCO 11138-2 u TOCT P UCO 11138-3 coorBeTcTBEHHO. I10 KpaiiHel Mepe ABe U3 3THX BeJIUYNH
JTOJKHBI ObITh IPUBEACHBI HA 3THKETKE BTOPHUYHON! YITAKOBKY M B cepTudUKaTe, COMPOBOXAAIOIIEM KAXKAYIO
CEpUIO0 MHOKYIUPOBAHHBIX HocuTeelr (4.5.7).

IHlpumMeuanue — Coorsercryiomue pasaens JTOCT P MCO 11138 Mmoryr norpeboBarh A0TIOMHUTEIbHBIX

olpefeNeHMA (HalpuMep, BeJIMUMHLL Z UIS CTEpUIM3aLMM OMONOTrHUECKMX MHIMKATOPOB BIAXHBIM TEIUIOM, Kak
npenycmorpero F'OCT P UCO 11138-3).

5.2 Pacuyer OKHa BbDKMBAaHHA—IHOeM

OKHO BBIXVBAHMSI—IUOEIM MOXET ObITh PacCYUTAHO C MCIOJb30BAHMEM OJHOH W3 BeJMYUH D,
OIIPENEJCHHON cornacHo MnpuaoXeHuaM B 1 D no caenyiouiuMm gpopmMynam:

Bpems (nosa) serkusanvs = D (IgN — 2),

rne N — 4ucCiIo TECT-MUKPOOPraHU3MOB Ha OOHOM HOCUTeJIe, YKa3aHHOE B MapKHPOBKE.

Bpemda (noza) rudenu < D (IgN + 4).

5.3 Onpenenenne Yucaa BLDKMBIIHX TECT-MHKPOOPraHM3MOB

IlopsiioK onpeaeneHyus YKMCia BhDKUBIIMX TECT-MUKPOOPraHU3MOB NIPUBEIEH B MPUIOXKEHUU A.

5.4 Onpenenenne pesmaunpl D

5.4.1 a"Hble pj1st pacqyeTa BeIMYMHbI [ Ui OUOJIOTUYECKUX HHINKATOPOB JOMXKHBI OBITH TOJIYYEHDI
B COOTBETCTBUHU C NpwioxeHueM B (T.e. mocTpoeHHeM KpHBOM BBLKMBAHMWS C MCIIOJb30BAHHUEM IIPSMOrO

[IOACYETa TECT-MUKPOOPraHU3MOB) /WK rnpwioxeHueM C (aHAJIN3 YaCTUYHOTrO IpopacTaHUsI WIN METO.I
HanOoAee BEPOSITHOrO YMUCA).

5.4.2 BennyuHa D pacCYUTHIBAETCS B COOTBETCTBHUM ¢ npwioxeHueM B u/mnu D.

5.4.3 Moryt 6bITh UCITONB30BaHBI IPYTHE METOABI, HO IPH 3TOM JHOJDKHA ObITh IPOJEMOHCTPUPOBAHA
UX 3KBUBAJIEHTHOCTDb 3TAJIOHHOMY METOY.

5.5 Onpenesenne XapaKTepHCTHK BbDKMBAHAA—IruOeau

XapaKTepUCTUKHY BbDKUBAHHUSI —IUOEIH OIpeaeIsiioOTCsl U ITPOBEPSIIOTCA B COOTBETCTBUU C IIPHIOXKE-
HueMm E.
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[IPHJITIOXEHHUE A
(ob6s3arenpHOE)

Onpenenenne IMCAA XHMBBIX TECT-MHKPOOPTraHH3MOB

A.l MHOKynupoBaHHBIC HOCUTEIH JOJDKHBI ObITh HCCIIENOBAHBI HA HAINYHME BBDKVBHIIMX TECT-MUKPOOPIraHU3MOB
B COOTBETCTBUHU C A.2 — A4 UM aNbTEpHATUBHBIM MeTonoM. [IpU MCTIONB3I0OBAHUY ATBTEPHATUBHOTO METOa AOJDKHO
OBITH U3BECTHO COOTHOIIEHHUE PEKOMEHIYEMOrO U aIbTepHATUBHOIO METOLOB.

A.2 Crnenyer UCIIONB30BaTh HE MeHee YeThlpex Mpob U3 KaxXaoi napTuu, cepuy iU 3Kcno3umi. Kaxnad npobda
IIOJKHA OBITh MOMCEILECHA B BLIMBIBAIOLIYIO ITMTATEJIBHYIO Cpely COOTBETCTBYIOLLEro oObema. TecT-MUKpooOpraHU3Mel
BEIMBIBAIOTCA OT MHOKYJIMPOBAHHBIX HOCUTEJIEM € INMOMOIULIO ITPUHATON METONMKM (HAIIpUMMEp, BCTPAXMBAHUEM CO
CTCKJISHHBIMM OycaMH, NEpeMelIMBaHMEM B TOMOIEHM3aTope, Y/IbTPa3BYKOBOM WIHM IOPYTUM COOTBETCTBYIOLMM
METOJOM).

A.3 CycrieHsus JoDKHA pa3baBasATLCA B COOTBETCTBYIOLLEH CTEpUIBHON pa3daBasIoliel XUAKOCTH TaK, YTOOk!
B J03aX, NpeAHa3zHaYeHHbIX IS oceBa B yamkax, Haxoawiochk oT 30 go 300 xonoHmeobpasyronmx eaHul (KOE).
YKazaHHbIe 03B CTEPWILHOM XMIKOCTH ADIKHBI OLITh JIN00 nepeMelllaHbl ¢ paciUIaBIEeHHBIM ITATATEBHBIM arapoM,
JIN0O IOCesHbl B YALIKH € TBEPAo# NMUTATEIbHOM cpenoi. U3roToBuTenM OHonOrMueCKX HHANKATOPOB JOJLKHBI YKa3aTh
WK O0CCrieunTs NOCTABKY COOTBETCTBYIONIEH CPEAbl ¥/WIW IIPUMBECTH TMOJHBIC NAHHBIC A% NPUIOTOBJICHUS Taxoi
Cpelbl.

A.4 llomewieHHBIe B vallKd TpoOBl AO/MKHBI WHKYOWpPOBRATHCA IIPU TeMIlEpaType U B TEUCHUE BPEMEHH,
YCTAaHOBJI€HHBIX U3rOTOBUTEIIEM.

[lpuMeyaHug

1 O6rryHO TeMIiepaTypa U BpeMs MHKYOauuu coctrabigior oT 33 no 60 °C He MeHee 48 4 mia TepMOGHIbHBIX
opraHu3MoB U oT 30 mo 37 °C He MeHee 48 4 119 Me30QUIBHBIX OPTAaHU3MOB.

2 BricbIxaHue nMUTaTeabHBIX CpEeA IPH NMOBBIIUCHHBIX TEMIICpaTypax HHKYOALIMM MOXeT HeGraronpruaTHo BIUSTD
Ha poOCT.

A.5 Tlocne CooTBETCTBYIOLIETO NEepHoa MHKYOALMH JOJDKHO OBITh NOACYNUTARO KOAHMYECTBO KOJIOHME00pas3ylo-
LIMX €AMHUL B YAIUKaxX U MO HUM BBIYMCIICHO CpeIHEE KOMMYECTBO BBDKMBILUX TECT-MHUKPOOPTaHM3MOB.

[TPUITOXEHHE B
(oBs13aTeABHOE)

Meroa KpUBOM BHIKMBAHMS

[lpuMeuyanue — HMiuecanbHas KpuBasd BBDKWUBAHUSA ABIACTCS JMHEHMHOM BO BCEM AMANAa30HE MHAKTHUBALWMN.
Ha npakTuke HMEIOT MECTO OTKJIOHEHMS OT 3TOr0 MAecana, OJHAKO JIMHEHHOCTD JOIXKHA COXPaHSThLCS B [IpUEMIEMBbIX
npenenax. IlocrpoeHne KpuBOH BBELKMBAHHS METOAOM NPAMOro IolcyeTa MO3BOJAET MNPEACTaBUTb PE3UCTEHTHOCTD
MOMyJIALMH YHCIeHHOCThIo Gonee 5 x 101, B To BpeMs xak Meronq MPN (npuwroxernue C) Mo3BONSIET NPEACTABUTE

PE3UCTEHTHOCTD TIONMYISILIMK YucaeHHocThIo MeHee 5 x 10°. Xopouias xoppensimsa Mexay BenuduHaMMu D, nosydeH-

HBEIMA 3TUMH ABYMS METOJaMH, ITO3BOJISIET VTBEpPXIOaTh, UTO CEPHE3HLIX OTKIOHEHUH OT JIMHEMHOCTU KPHBOWU
BLEIXKMBAHUA He HaOMIonaercs.

B.1 Hccreayempie npobel noiexar obpaboTKe IpHU CTYNEHYATOM BO3pAacTaHUM 3KCHO3WLUHK (BBIACPXKKH) B
ONpeAeNeHHBIX YCAOBMAX. JoMKeH ObITh YCTaHOBAEH AMAaNa3oH M3MEHEHUS SKCIIO3MIMM. Kaxkiaag aKcno3uumsa wWin
J03a JOJIKHBI OT/IMYATLCA OT MPEAbIAYIIEHA HA ITOCTOSHHYIO BEIAYUHY.

IlpuMevanune — Tpeboranua K xapaxkrepuctvikam annapaTypsl npusefcHel B [OCT P MCO 11138-2 n
TOCT P UCO 11138-3.

B.2 Hoscxibl ObITh MCTIONB30OBAHb! HE MEHEE ITSTU SKCNO3MULMU, XOTOPbIe JOJXKHbBI BKJIIOYATD:

a) OIIHY 3KCHO3W1INIO, B KOTOPOi 1npoda He MOoABEpracTcsl BO3NEHCTBAIO CTEPUIMIYIOLIECI'O areHTa (CTEpUWIN3Y10-
LIMA areHT MOXET OTCYTCTBOBATbL MJIA MOXET OBITh 3aMeHEH Ha ra3, He BRI3LIBAIOIIUN JIETANILHOTO NeHCTBUA);,

b) cHuxeHWe ronyasuuy ao 0,01 % ucxonHoro MHOKYAATA, IO KpaliHeH Mepe, IPHU OTHOH 3KCIO3ULINY.

B.3 B kaxgoii 3kcnio3suuun JOKHO OBITh HCIHOJIB30BAHO HE MEHee YeThIpEX WHOKVIMPOBAHHBIX HOCHUTEEH B
KaxXnoM onpenencHun. IIpu Kaxnoi 3KCcno3uiMyu RODKHO ObITH TO X€ caMoe KOJJMYeCTBO NMOBTOPHOCTE.

B.4 OroGpanHslie 11poObl JOMKHBI ObITh 00paboTaHsl B TedyeHMeE 2 Y 1Oce 3aBeplUICHUST KaxXIoH 3KCINO3MLIHH,
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YTOODI YIUIUTE TECT-MUKPOOPraHM3MbI U3 HocuTeist. OnpenenecHue Yucia BBDKMBUHIMX TECT-MUKPOOPIraHMU3MOB JOJLKHO
OBITb MPOBEACHO B CIICIIMAIBLHBIX YCAOBUAX KYIBTUBUPOBAHUA 110 METONAM, YCTAHOBACHHBIM U3TrOTOBUTEIIEM.

B.5 Ilone3ysack nonydyeHHbIMYA AAHHLIMH, CTPOMTCS KpUBAsl 3aBUCUMOCTHM Jiorapd(dMa BBDKMBLIEH MONYISL{UM
OT BpeMEHH B MUHYTAX WIM YpPOBHS I03bl B JMHEMHOM BHIEC KpUBasg pPerpecCHH, IOAb3ysICh METOJAOM HaMMEHbUIHNX
KBaapaToB. TOUKM ¢ JaHHBIMM BBIXMBAcMOCTH MeHee 0,5 norapudma HayanbHON NONYJISIMY He JODKHbBI BKIIKOYAThCH
B perpeccHoHHbId aHanu3. I[lc orpuuaTeIbHOMY HAaKJIOHY TMHWU PErPeCCHM pacCUMTHIBaeTcsd BeanyuHa [ B MUHyTaX
WY B €AMHHUIIAX TTOTJIOIEHHOM OO3HL.

B.6 KoadpduiumeHT perpeccHy JJMHENHOCTH KpUBOH BbIXKMBAHHA NOJIXKEH ObITH He MeHee (,8.

[MPUITOXEHHWE C
(06s3aTeIbHOC )

Ppakmuonnnlii HeraTuBnblit anaan3 (Meron MPN nns mocaenoBaTebHOro onpenejeHus BeJwudHsl D
C HCIOJIb30BaHHEM orpaHmdenHoro mMeroaga Cnupmana-Kapoepa)

[IpuMeuaHd ne — OpaklIMOHHbIE HEraTUBHLIE XAaHHBIC MIPUMEHAIOTCS IS ONpeaesICHUs BIMSHUA JIpoliecca

CTEpWJIN3ALIMH Ha XapaKTCPUCTUKU PE3UCTCHTHOCTH TECT-MHUKPOOPTAHU3MOB € IMTOMOIIBIO METOIA HAU0OoJIee BEpOSTHHIX
sesmuMH — MPN (Most Probable Number).

C.1 KoHTponupyeMrbie IpoOBl JOMXKHEL ObITh MOABEPIrHYTHl KPATHBIM 3KCIIO3MLNAM B ONPEACNICHHBIX YCIOBUAX
BO3ACHUCTBUSA BCEX NNEPEMEHHBIX QAKTOPOB MPOLIECCa CTEPHUIU3ALMM, HCKII0Yast IPOAOLKMTENIBHOCTD UAU YPOBEHD JO3b]
BO3JICMCTBUS, KOTOPBIEC OCTAIOTCH MOCTOAHHBIMU. B KaXaol 3KCIIO3HMIMU ZOJDKHO ObITh He MeHee 20 IMMOBTOPHOCTEH.
Kaxaniil nepyoj 3KCIo3uIIMK WIM YPOBEHb HO3bI JOJDKEH OT/IMYATHCS OT IMPEAbIAYIIero Ha NOCTOsSIHHLIM MHTepBal. B
KaXXJ0M 3KCNO3MLHMH JOIKHO MCIMOJJb30BaTbhCA OJHO M TO XK€ KOJIMYECTBO IOBTOPHOCTEIA.

IlpumMmevyanne — TpebosaHua K pabore wucneiTarelbHOro obopynoBaHug npuseiaeHm B [OCT P
NCO 11138-2 u TOCT P UCO 11138-3.

C.2 Tlocne 2 4 3KCMO3MLMY KAXAbl WHOKYJIMPOBAHHEIA HOCHTE/Ibh B ACENTUYECKUX YCIAOBMSX IOMEILACTCS B
IpOOHPKY, CONEPXKAILYIO aAEKBATHOE KOJIMYECTBO COOTBETCTBYIOIUEH CTEPHIbHOM ITUTATENILHOM cpelbl. O0BeM cpelnl
JO/KEH OBITh OMMHAKOB I KaXJAON IOBTOPHOCTH. EciM nurarenbHas cpela BKIIOYEHA M3FOTOBHUTEIEM B COCTaB
OMOJIOTMYECKOr0 MHAMKATOpA, TO M3TOTOBUTENL HAOKEH NMPWIOXWUTH MHCTPYKUMH 110 KYJIbTHBUPOBAHHUIO, 4 TAKXKeE
BhlJaThk TpeDOBaHMs K IHUTATEJbHOM Cpele WIM YyKa3aTh Ha BO3MOXHOCTb €€ NpHoOpeTeHUS HW/MIM TIPUBECTH
MCYEPITbIBAIOLINE JaHHbIC IS €€ MIPUTOTOBICHHUS.

C.3 HMHoxkynupoBaHHbIE HOCUTEIN MHKYOMPYIOTCS ITIPH TEMIIEpaType, peKOMEHAOBaHHOM U3roToBUTEeM. KyJib-
TYPbI HCCIEAYIOTCA Ha POCT TECT-MUKPOOPraHM3MOB 110 MCTEUCHUM BpEMEHH WHKYOAlIMHM, PpEKOMEHIYEMOTO U3rOTOBH-
TesieM. POCT TeCT-MUKpOOpraHnu3Ma MOXeT ObITh YCTAHOBAEH IO MYTHOCTH TNMTATEJILHOTO OYJILOHA, NOBEPXHOCTHOMY
pocTy Ha Oy/IbOHE MU OCAXKACHUIO Ha JHE MpOOMPKHU B 3aBUCUMOCTH OT XapaKTEpUCTHK TECT-MUKXPOOPraHM3Ma.

C.4 PesynbraThl cicAyeT 3allMCbiBaTh B BWE OTHOIIEHWS WHOKYJIMPOBAaHHBIX HOCHTENEH ¢ BBDKMBIIMMMU

TECT-MUKPOOPTraHU3MaMH K OOILEMY YMCIY HWHOKYIMPOBAHHBLIX HOCHTENEH, NOABEPrHYTHIX BO3ACHCTBHIO KaXIOH
cybs1eTaILHOM 3KCITO3MLIMH.

[TPUJIOXEHUE D
(00s13aTENBHOE )

Pacyer Besmsmnbl D ¢ Henoab3oBannem orpannaennoro meroaa Cmmpmana-KapOepa

D.1 Pacuer senvwaunsl D

IlpumMeuyan e — OrpanudyeHHbl1 MeTon CrinpMmaHa-Kapo6epa (Spearman-Karber) Tpebyer, 4To0Obl nociemno-
Bare/IbHbIE KCITO3ULIMN OTIWYAJIUCE APYT OT Apyra Ha NOCTOSHHBIN MHTEPBAI d M B KaXO0M IKCITO3ULIUUA HMCTIONB30-
BAJIOCh OOHO U TO XK€ YHCJIO peIUTUK (6HMosiormyecKux HHANKATOPOB) A.

D.1.1 Yrobs oxBaruth PpaKLIMOHHO-HETaTUBHYIO 00/1aCTh, HYXKHO BbIOpAaTh MHTEPBAJ KCMO3ULIMM WIN YPOBHS
no3 (U, Uy, ..., Up). HayanpHas akcriosunus U| BeIOHpaeTcs Tak, YTOOb CTEpWIN3YIOLIMIA 3 deKT Obn paBeH HyJIIO
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i r = 0. IocnegHsas saxcnosuumg U, BeiOUpaeTcs Tako, YToObl ObL1 obecriedeH MOMHBIN cTEpWIN3YIOUHNA 3P deKT
WIN ¥ = n. TecT cyuraeTcsd ACHCTBUTEIBHEIM, €CJIM B 9KCNO3ULINM, nipeauiecTsyomeit Uy, OTCYTCTBYIOT OTpHLIATENbHbIC
(cTepwibHbIC) eAUHULBI (7 = () U B 3KCIIO3ULMH, clleaylolleid 3a U, IpUCyTCTBYIOT TOJBKO OTpHLATENIbHbBIE €IUHULIbI
(r = n). Ilpn 3T0M B IBYX NPOMEXYTOYHBIX MHTepBanax Mexny U; u U, (roe 0 < r < n) nomxHb! OBITH ABE 3HAYMMDbIE
IIpoOBl. 3aTeEM PACCYUTHIBACTCH CPEAHAS IKCIO3MIIMA 0 JOCTHKECHWS CTEPUNBHOCTH WIHN OrpaHWUCHHOrO 110KAa3aTens
CrnimpMmana-Kap0epa o dopmyiie

Uy = U

d d k-1
2 a2

i=1

rae Uy — cpelnsas SKCIo3SHIMS OO JOCTVDKEHUS CTEpWIbHOCTU {OlieHKa OrpaHW4eHHOoro nokasarens CrinpMaHa-
Kapbepa);

U, — miepBag 3KCII03MlIug, B KOTOPO# HabMIOAAIOTCA BCE CTEPU/ILHBIE DETUIMKHU, 1, = h;
d — VHTCPBAI BPEMECHM YJIM JO3b1 MEXKNY 2KCNO3ULUAMM;
n — YUCNO peIIMK (OMOJIOrHYeCKMX MHANKATOPOB) B KaXI0M 5KCHIO3NLIMH;
; — YHCJIO CTEPWIBHBIX PEIUIMK B KaXIOH 3KCIIO3HUHH;

U; — camad jauTenbHas 9KCNOo3UIUA, B KOTOPOU He HAOMIONAI0TCA OTprilaTenbHble OUomoryyeckie WHINKATO-

pol, r = 0;
U,_1 — 3KcIrio3uuus, npeauecrsyiowmas Uy,
T r; — CYMMAa CTepPWIbHBIX PEIUIUK (7 ) BO BCEX IKCMO3ULMAX Mexay Uy u U,

D.1.2 Bennmuuna D paccuureiBaeTcd o popMmyiie

D= — Uk
IgNy + 0,2507°

rne Uy — cpenHee 3HaueHMe SKCITO3ULIMHN 1O NOCTVKEHUS CTEPWIBHOCTH, MoyyyeHHoe U3 npeapimyiiest dopmymnsi;
N, — cpeaHee 4YMCIO XMUBBIX CIIOP B pacyeTe HA OAHH OMONOrMYECKUHI MHOUKATOD, ONpeleieHHOE 110 BCEMY KO-
JINYECTBY XKUBBIX CIIOP.

D.2 Pacuer aucnepcun Uy, CTaHAAPTHOrO OTKJIOHEHHMS M JOBEPHTEJALHOIO MHTEPBANA ¢ HDOMOIOGI0 MeToaAd
Cmupmana-Kapbepa

IIpuymMevyaHnue — Pacyer nno Merony CniupMaHa-Kapbepa no3possieT ycTaHOBUTL Bapuauuio Uy v, B CBOKO
oyepeab, pacCUUTATh CTAHAAPTHOE OTKJIOHEHME M JJOBEPUTEIbHBIA HHTEPBA.
D.2.1 Hucnepcusa Uy, 1.€. (Uy) paccuuTeiBacTcsa No popmyne

( SK o nz(n_l)x i=lrf(n—-ri)’

rac d — UHTEPBAJI BPEMEHU WM O3Bl MEXAY SKCINO3ULIUSIMH;
n — YUCIIO Mpod (peIUIMK) B KAXION 3KCIIO3ULINH;

r; ~— YUCJIO CTEPHWIBHBIX PETUTMK B KaXKAOH SKCIO3HIIVH;
-1
> r;(n - r) — cymMMa BEJIMYMH, NIOYyYeHHAsA YMHOXEHHUEM r; Ha (n—r;) U1 KaXIoH 3kcno3vumm u Mexay Uy u U4
i=1

k

D.2.2 Crannaptroe oTknonenue Uy(SDy, ) paccunTsiBaetcs 1o popmye

SDU = VU&‘: .

Sk

D.2.3 Tlonb3ysich BepXH¥M M HYXXKHUM JOBEpUTeAbHBIMM Tipeaenamu Uy (noseputenphbie rpeaensdl mis Uy
paBHEI Uy + 25Dy ; p = 0,95), pacCuMTbIBacTCs] HIDKHHM W BEpXHHMI NOBEpUTEIIbHbIC Npeaeanl s D :

HWDKHUA JOBEpUTENBHBIN Tipeaen Uy

U= 28Dy,
Du = gNy + 10,2507 °
BEPXHHMA JOBEpUTENbLHBIN rpeaen Uy
DB ([Sk + ZSDU&*

~ 1gN, +0,2507
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ITPUTOXEHHUE E
(0b6s13aTEIBLHOE)

XapaKrepuCTHKH BbIDKHBAHUA—TIUOEH

[IpuMeuaHd e — KoHTpOJb XapakKTCpUCTUK BELKMBAHUA—THOCIM ¢ MOMOINBIO OOIBIIOrO YKcaa OMOI0orN-
YyeCKMX Ipod SIBIAEeTCA HOTOIHUTEILHbIM CPEACTBOM, MAPAHTUPYIOLLIMM ITOCTOSHCTBO XapaKTepUCTUK BCEX €AUHULL B
KaXXIoM JaHHON CEPHUM.

E.1 3HaueHus BenuuMHBI ), BEIYACICHHBIC MO0 U3 KPUBOM BBIKUBAHMS, TNOO0 NyTEM UCHOJIL30BAHUSA METO/A
$dpaxKiIMOHHOrO HEraTUBHOTO aHaMM3a (npwioxeHUs B 1 D), 1o/XHBI MCONs30BaThCS i pacyeTra BpeMeHH (J035I)
BLDKMBAHWAA U BpeMEHH (103b1) rMbenn.

E.2 Ing nmoayyeHMs HaJeXHBIX BEJIMYUH BpeMeHH (I03B1) BRDKMBAHMS M BpeMEHM (ZO3bl1) rudenu ciaeayer
HCITIoNb30BaTh He MeHee S0 mpod.

E.3 Jns xapakTepUCTHKHM BpeMeHH (03bl) BBIKMBAHMUA U BpeMEHM (JO3bI) rubesid HeoOXxomumo He MeHee 50
1po6. XapaKTepUMCTHKA BBDKHBaHHSA — 3TO0 (PUKCUPOBAHHASA SKCIIO3MLIMA BpeMEHHU (103bl), KOTOPON COOTBETCTBYET
oIlpesieIEHHOE KOJIWYECTBO BbDKVMBHIMX OPTdHU3MOB B KaXJI0M €IWHUILIC NpoOBl. XapaKTECpHCTHKA BpEeMEHU (J03bl)
rMoenn — 2170 HUKCUPOBAHHAA 3KCIO3ULHA BpeMEHH (103bl), KOTOPOU COOTBETCTBYET I10OJIHAsI rTnbeNb BceX OpraHU3MOB
B KQ&KA0M €IUHHILIC TIpOOHI.

E.4 XapaxkTepHCTHKH BLIKUBAHHUA ~— I'MOe/IM JOKHEI ONIPEICAAThCH B pe3UcTOMEpe OMOTOrMueCKUX HHANKATO-
poB. [Tepuonsl BpeMeHU /036! BLIXUBAHUA — rHOCu onpeiensioTes CASAYIOmNM 00pa3oM:

BpeMst (no3a) BerxkuBanusa = D (Ig Ny — 2),

roe Ny — HUCXooHOE KOJIUYECTBO OPraHN3MOB.

BpeMmsa (ao3a) rubenu < lg (Ny + 4).

IIpuMedaHue — Yucao npob, B3ATLIX IS KAXAOH SKCIO3UINUU, OyIeT 3aBHCETh KAK OT NPOU3BONUTENb-
HOCTH, TaK M OT pabouMx XxapakTepHMCTHK UCIIONL3YEMOTO pe3ucToMepa OHMoIortueckKux #HInkaropoB. UHoraa cieayer

BbITIOJTHATh HECKOJBKO IIpeABAPUTEIbHBIX IKCIIO3MIIUNA I BPpEMEHN/N03 KaK Ui BBDKMBaHHsA, TaK ¥ rU0eny, 4YToOL!
OTIpeNcIUTE HEODXOAMMOE 00llee KOJIHYECTBO MNpoo.

ITPUJIOXEHHUE F
(cnipaBo4yHOE)

Onpejneienne MHAMOUPOBAHKS POCTA MATEPHAJIAMH HOCHUTeJIEH ¥ NePBHIHLIX YHAKOBOK
BO BpeMA CTEPIWIM3aNHH

F.1 Marepuaymi

F.1.1 CycrnieH3usa TecTr-MUKpOOPraHM3MOB OJHOro ITaMMa, TIPUTOTOBJIEHHAs TEM Xe criocoboM, YTO U TECT-
MUKpPOOPIraHU3MEl, IpeaHa3HauYeHHbIS I HHOKYASLIMKY HOCUTeNell. CycneH3Ms JOo/KHA COCTOAThL U3 MMKPOOPraHHU3-

MOB H3BECTHOH IONYASLIMH, oNpelesyieHHasl 110 YHCAY XWBBIX MHKPOOPraHM3MOB, ITO3BOJAIOILAS BHIACIUTL UX B
konuyectse oT 10 o 100 eqnHUIL

F.1.2 PesncroMep N0O/IKEH COOTBETCTBOBATh TpeOOBAHUAM, ONIPEACACHHLIM B ITOCICAYIOIMUX YACTIX HACTOSHICTO
cTaHaapTa.

F.1.3 IlurarenbHas cpena — Kak OIpPEHeneHO YCIOBUSIMH KYJIbTHBUPOBAHMSI.

F.1.4 ¥YcraHoBka Wi UHKYOMpPOBaHUA ¢ KOHTPOJIEM TeMIIepaTypbl — KakK OIpeAecHO YCIOBUAMH MHKYOHPO-
BaHMA.

F.2 Meroa onpeaenenns

F.2.1 IlpeacraBuTenbHoe KOaU4ecTBO W3 12 HEMHOKYIMPOBAHHBIX HOCHUTEJIEH pa3lenTh Ha 1IECTh TpyIil IO
aBa HocuTessd. 11purotoBuTh AeBATh KOHTCHHEPOB C ITUTATEIbHOM cpenoy (cpeldoil pocra).

F.2.2 Ynakorarb Xaxaplii M3 ABYX HOCHUTENEHW KaXOOH U3 STHUX TpeX Ipylll B MaTtepualn, UCIOIb3yeMbLIN i
U3TOTOBNEHUST OUONIOTHYECCKHNX MHINKATOPOB, U MIOABEPTHYTh UX CTCPHIM3AIIUH.

F.2.3 ¥YcradHoButh pabouue ycnosus B pesrcroMepe o 'OCT P MCO 11138-2 u T'OCT P UCO 11138-3.
F.2.4 Tlocne 3aBepimieHMst Ipouecca Kak MOXHO ObIcTpee, HO He nosgHee ueM depe3d 120 MuH, pa3BepHYTb
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HOCHTENH U B aceNTHYECKUX YCIOBUAX IMEPEHECTU B NMUTATCABHYIO Cpely, He MoJBepras Ux Nnpy 3ToM HeMeUIEHHOM!
obpaboTtke. 3anucars BpeMs, HEOOXOAMMOE ISl TOMHOMN TiepeIadu.

F.2.5 IloMecturh OOHY Ipymnily IO JBa HOCHTENSA B KaXIbl M3 TPEX KOHTEHMHEPOB C ITMTATEJIPHOM CpeloH,
[IPCABApPUTEILHO MHKYOMPOBAaHHOM NMPHU COOTBETCTBYIOINEH Temrieparype. MHKyOMpoOBaTh NHTATENBHYIO cpeny NpH
YCTAHOBJICHHOM TEMIIEpAaType B TeucHME 2 4, YTOODI NO3BOJNTb MHIMOMPYIOLIMM BEUISCTBAM JCCOpOMPOBATLCS U3
Hocutener. VI3pneuynr muraTenbHyio cpelly M3 MHKyOaropa M HHOKYJIMPOBATh €€ TaKMM KOJNHWYECTBOM CYCIIEH3HUHU
TECT-MUKpPOOPraHU3MoB, Kotopoe corepxut oT 10 mo 100 tecr-MuKpoopraHunimMoB. BepHyrh HMHOKYJIMPOBAHHYVIO
[IMTATCBHYIO CPENy B WHKYDATOp U UHKYOHMpPOBATh €€ B TCYEHHE BpeMeHU, YCTAHOBJIEHHOI'O M3TOTOBHUTENIEM IS
pereHepaumMy OMOJIOrMYEeCKMX UHAMKATOPOB MPH HOPMAJIBHBIX YCIIOBUAX KX HUCII0Jb30BaHUSI.

F.2.6 OrpuuarenbHBI KOHTPOJb: MOMECTHUTh OAHY I'PYIITY I10 ABAa HOCUTEIS, HE NOABEPTHYTHIX CTEPHJIM3AlINH,
B KaXabll M3 TPEX KOHTCUMHEPOB € NMUTATEABHON CpeooM, UHKYOMpOBaHHOI B TedeHHUE 2 4, MHOKY/JIMPOBATb HX
TeCT-MHUKpoopraumsMaMy B konndectse oT 10 1o 100 u uHKyOMpoBaTh B TeUeHME IepUoa BpEMEHH, YCTAHOBIEHHOTO
W3rOTOBUTENEM, M B TeX XK€ YCIOBUAX, VIIOMAHYTLIX BhIlIE,

F.2.7 IlonoxureNbHBIA KOHTPOJb: HHKYOMpPOBATH TPM KOHTEHHepa C HMUTATE/ILHOM Cpelod B TEYEHHE 2 4,
WHOKYJIUPOBAaTL UX TeCT-MUKpPOOpraHusMamMH B koauyecTse oT 10 go 100 emmHU 1 MHKYOUPOBATHL TAK Xe, KAK YKa3aHo
BHILLIE.

F.2.8 Ilocne okoHYaHMsd YCTaHOBNCHHOTO [IEPHMOAA pereHepaly U3BJIeUb BCe AEBSITh KOHTCIHEpPOB 13 MHKYyDa-
TOpA ¥ MCCIEHOBATh UX HAa HAIMYUE XUBBIX OPTrAaHU3MOB B COOTBETCTBUU C MHCTPYKIMSIMH M3TOTOBHTENA.

F.2.9 3anucartek pe3ynbTaThl HAJIWYKA U OTCYTCTBUSI POCTA TECT-MUKPOOPIraHU3MOB.

F.3 Hnrepnperanmus pe3yjbTaTOB

F.3.1 Ecau oTcyTcrBHE pOCTa OTMEYAEeTCHd B OAHOM MM 60jiee ITO3UTHBHBIX KOHTPOAbHBIX 00pa3nax, UCribiTaHUE
CUUTAETCS HEACUCTBHUTEIbHBIM.

[IpuiMmeuanue — OICyrcTBHE pocTa B TTO3HUTUBHOM KOHTPOJIE MOXKET OODBSICHATHCSE OIIMOKON KOHTPONA
NONYJALMHU TECT-MUKPOOPraHM3MOB WU HECOOTBECTCTBYIOLIMMHU YCAOBUAMM perecHepaliii (NMUTaTelbHasl cpejia, TEM-
rieparypa v T.I.).

F.3.2 Ecnu orcyrcrBue pocra Habmiogaercsi B OOHOM MM Oojiee OTpUMLATENbLHbIX KOHTPOJIBHBIX 00pa3loB,

HOCHUTEJIb HE MOXET CUMTATLCS NPUTOAHBIM UISi U3rOTOBICHHS WHOKYJIMPOBAHHLIX HOCHUTEAEH WM OHMOJOrHYeCKMX
WHINKATOPOB.

[IpuMedyanne — OrcyrcTBUE pocra B OTPHUUATE/NBHBIX KOHTPOJABLHBLIX 00pa3iiax IpM HaAWU4YMM poCcTa B
TTOJIOKMTEIbHBIX KOHTPOJbHBIX 00pa3uax MoXeT o3Hayarb, YTO MaTepuay, U3 KOTOPOro M3roTOBJIEH HOCHTEIb, CaM
ABJIAETCS UHTUONTOPOM POCTa TECT-MUKPOOPraHU3IMOB.

F.3.3 Ecau orcyrcTBMe pocra HabmiomaeTcss B OJHOM MWiIM Oojiee MCIIBITAHWH HOCHUTENCH, NOABEPIHYTHIX

CTEPMIIN3allMN, HOCUTENbL HE MOXET CUWTATLCS TPUIOAHLIM IS W3rOTOBJICHUS WHOKYAMPOBAHHBIX HOCUTENEH WIHN
OMOJIOrMUECKUX MHINKATOPOB.

[fpuMmeuyanue — OrCyrcTBHe pocTa MOXeT OOBICHATLCS BHICOKMM YPOBHEM aacopOLMK /abcopOLIMH cTEpH-
JIM3YIOLIETO areHTa WiM Jerpajaliuei Marepyaia HOCHTEAd BO BpeMs IpoHecca CTEpWIN3aluu

F.4 Onpenenenve MNrHORPOBAHHSA POCTA, BHI3BAHHOIO MATEPHAJAMH YHAKOBKH

O0pa3iel MaTepyaiia NMepBUYHONM YIIaKOBKHM MOTYT ObITh MCHBITAHBI TEM Xe cnocoboM, uto M Hocurenb (F.1 — F.3).
Ob6pazel yacTy MaTepuaa repBUYHOM YIIaKOBKH HOMKEH ObITh JAOCTATOYHBIM JUISI HIOTPYXEHHS B IIMTATENLHYIO
cpely o0bEMOM, PABHBIM YABOCHHOMY OOBEMY NMMUTATSNALHOH Cpelbl, HeoOXOaMMON WIS HOPMAJILHOIO KOHTaKTa C

WHOKY/JIMPOBAHHBIM HOCHUTEEM, WIH UIsl aBTOHOMHEBIX OMOJIOIrM4YeCcKMX MHAUKATOPOB B 00heMe, 9KBUBAJICHTHOM IS
HOPMAJIBHOIO KOHTAKTA C ITUTATEABHON Cpelou.
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