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Mpeagnucnosue

1 MOArOTOBJEH OTKpbITLIM aKUMOHepHbIM 06wecTBoM «TKC-onTuka» coBMecTHO ¢ pabouen
rpynnoi MK7 «OdranbMonornyeckas ontuka u npubopbly TexHuueckoro komutera TK296 «OnTtuka u
onTMYeckne npubopbl» Ha OCHOBE COOCTBEHHOrO ayTeHTWYHOrO nepesoja Ha  PYCCKUIA  A3bIK
MEXAYHapOAHOro CTaHAapTa, ykasaHHOro B nyHkTe 4

2 BHECEH YnpaBneHuem TexHWYECKOro perynupoBaHua u craHgaptusauyun deaepanbHOro
areHTCTBa MO TEXHUYECKOMY PEryrnMpoBaHUIO U METPONOruu

3 YTBEP)KOEH W BBELEH B JEVCTBMUE Mpukasom deaepansHOro areHTCTsa Mo TEXHUYECKOMY
perynupoBaHuio u metponorumn ot 01 Hosbps 2012 r. Ne 687-ct

4 Hacroawuii craHpgapT €ABnAeTcA MOAUMPUUUPOBAHHLIM MO OTHOLUEHUIO K  MEXAYHapOAHOMY
cranpapty MCO 14730:2000 «Odranbmonorudeckas ontuka. CpecTsa yxo[a 3a KOHTAKTHbIMW NIUH3AMMU.
MeToabl ucneiraHus ahEeKTUBHOCTU NpeaoXpaHeHns oT MUKPOGOB 1 cpoka nukeugauumny (ISO 14730:2000
«Ophthalmic optics — Contact lens care products — Antimicrobial preservative efficacy testing and guidance
on determining discard date») nytem:

-U3MEHEHUS HAUMMEHOBAHWA CTaHAapTa M €ro CTPYKTYpbl AN NpUBeAeHUA B COOTBETCTBUE C
npasunamu, ycraHosrneHHosiMu B FTOCT P 1.5 (nogpasaenbt 4.2 u 4.3);

-BBEAEHUA AONOMHUTENbHbIX ¢pas. MNpu 3TOM AONOMHUTENbHbIE ()pasbl, BKMOYEHHbIE B TEKCT
cTaHgapTta Ans ydeta notpeGHOCTEN HauuoHanbHON 9KkOHOMUMKM Poccuiickon deaepaumn u ocoGeHHocTeN
HaLMOHanbLHOW CTaHAapTU3aUuu, BblgeneHbl KYyPCUBOM.

CpaBHeHWEe CTPYKTYpbl HACTOSILEro CTaHjapra CO CTPYKTYPOW YKA3aHHOrO MeXayHapoAHOro
cTaHaapTta npuBeAeHO B AOMNONMHUTENLHOM NpunoxeHun JA.

Mpy nNpUMEHEHMM HACTOALLEr0 CTaHfapTa PEKOMEHAYETCA WCNONb30BaTb BMECTO CCbISIOYHbIX
MEXQYHapoAHbIX CTaHAAPTOB COOTBETCTBYIOLUME UM HauuoHasbHble cTaHaapTbl Poccuinckon deaepauuu,
CBEAEHUA 0 KOTOPbIX MPUBEAEHBI B AOMONHUTENBHOM NpunoxeHun b

5 BBEJEH BINEPBbIE

lMpasuna npumeHeHusi Hacmosiwe20 cmaHO0apma ycmaroerneHbl 8 TOCT P 1.0—2012 (pa3fen 8).
UHebopmayus 06 uU3MEHeHUsIX K Hacmosuwemy cmaxHoapmy rybrnukyemcs 8 exe200HOM (110 COCMOSIHUIO Ha
1 sHeapss mekyweao 200a) UHGOPpMaUyUOHHOM yKa3amerne «HayuoHanbHbie cmaHOapmbl», a
ochuyuanbHbili MEKCMm U3MEHEHUl U TOoMpPasoK — 8 EXEMECSYHOM  UHQOPMAUUOHHOM yKasamerne
«HauyuoHanbHble cmaHAapmbiy». B criydae nepecmompa (3aMeHbl) Uriu OmMMeHbl Hacmoswezo0 cmaHdapma
coomeemcmeyiowee ysedomrieHue 6ydem onybnukoeaHo 6 bnuxaliwem ebliflycke UHPHOPMaUUOHHO20
yKkazamensa «HayuonanbHbie cmaHOapmbl». Coomeemcemeyroujass UHgopmayus, yeedomneHue u mekcmeol
pasmewaromes makxe 6 UHGOPMayUOHHOU cucmeme obuwjezo rosib308aHus — Ha oghuyuanbHoM calime
®edepanbHo20 azeHmMcmea o0 MEXHUYECKOMY pe2ynupoeaHulo u Memponozuu e cemu WMHmepHem
(gost.ru)

© Cranpaptundopm, 2014

Hacrosiuumii cTraHaapt He MOXET ObiTb MOMHOCTLIO WM YaCTMYHO BOCNPOM3BENEH, TUPAXMPOBAH M
pacnpocTpaHeH B KauyecTBe O(UUManNbLHOTO u3aaHua 6es paspeweHns deaepanLHOro areHTcrTsa no
TEXHUYECKOMY PETYNUPOBAHUIO U METPONOTUM
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BBepeHune

CpeacrtBa yxoaa 3@ KOHTaKTHbIMWM NMH3aMW NpeAHasHayeHbl AN NMPUMEHEHUs C KOHTaKTHbIMK
NUH3aMW. 3TM NpPOAYKTbI NPOMBLIBAIOT, YUCTAT, AE3MHMUUMPYIOT, WUCMOML3YIOTCA ANA  XpaHEeHus,
CMauduBaHus, CO3aaHNUA KOMMOPTHbLIX YCMOBUIA ANA KOHTAKTHbIX NMH3. HEeKoTopble NpoAyKTbl UMEKT OAHY
OYHKUMIO, B TO BPEMSA Kak Apyrne ABMAOTCS MHOrOMYHKLMOHAMbHbLIMU.

OB6bIYHO MPOAYKTbI, W3TOTOBMEHHbIE ANA MPUMEHEHUS C TMAPOreNibHbIMW NUH3aMu, MOryT ObiTb
UCMNOMNb30BaHbl C XECTKUMU rasonpoHuuyaembimn (RGP) unu ¢ nonumetunmetakpunatosbiMu (MMMA)
TNIMH3aMK, HO NPOAYKThI, CneunansHo ucnons3dyemble ansa nuH3 RGP unu MMMA, 06bl4HO He noaxoasT ans
TMAPOrenbHbIX JINH3.

BONbLUMHCTBO XUAKUX CPEACTB YXOA4Aa 3a KOHTAKTHbIMU NMH3aMW YNaKOBLIBAIOT M peanuayioT B
MHOrOpa3oBbIX KOHTEWHepax. TBepable CPeacTBa yxoAa 3a KOHTAKTHbIMU NUH3aMKU peanusylotcs B BUae
TabneTok unn rpaHyn U AOMkHbI BbiTb PACTBOPEHBI B NOAXOAALLEM PAaCTBOPUTENE HENOCPEACTBEHHO Nepej
UCNOMb30BaHMEM.

Ecnu >uaKkoe CpeacTBO yxoda 3a KOHTAKTHbIMM NMH3amMu He oGnagaeT aHTubakTepuanbHoi
aKTMBHOCTBIO, aHTWGaKTepuanbHble KOHCEPBaHTbl MOTYT ObiITb A0DaBneHbl B NPOAYKT, 4TOObI NOAABNATH
POCT MUKPOOPraHu3MoB, KOTOPble MOrYT ObiTb BBeAEHbl B pe3ynbTare MHOIOKPaTHOrO 403MPOBaHUS NpU
UCNOMb30BaHUM U MOCNEAYIOWEM XpaHeHun. Bee aHTubakTepuanbHble areHTbl NPEACTaBAAIT TOKCUYECKU
noTeHUuMan Ans nonb3oBatens. [Ond MakCMmanbHOW 3alyuTbl MONb30BATENSA KOHLUEHTpAUUA KOHCEepBaHTa
[omKHa obecneunBaTh a4eKkBaTHYIO KOHCEPBATUBHYIO aKTUBHOCTb C MUHUMATbHOW TOKCUMHOCTbIO.

CyLleCcTBYIOT pasnuunMs mexay odTanbMONOrMYECKUMU npenapatamMu W cpeacTeaMmu yxoaa 3a
KOHTaKTHbIMM NMH3aMM1, U HEKOTOPLIE U3 3TUX PA3NUYUA BaXKHbl B OTHOLLEHUU UCNLITAHUSA 3¢EKTMBHOCTH
KoHcepBauuu. Kak npaBuno, odranbMonornyeckue npenapartbl ynakoBaHbl B KOHTEMHepbl HeGOomnbLIOro
obbeMa u npegHasHaveHbl ANg UCNOMNb30BaHUS B TEYEHME KOPOTKUX NEPUOAOB BPEMEHU BBUAY YIpO3bl ANA
rnasa. CpeacTea yxoaa 3a KOHTaKTHbIMU NIMH3aMU peanuayioT B eMKOCTAX 60nbLioro o6bemMa u UCnonb3yoT
C KOHTaKTHbIMM InWH3aMKM ANA 340POBbIX IMNa3 Ha AOHI’OCPOHHOFI OCHOBe€. nOTeHLWIaanbIe PUCKHU B
cpeacTBax Mo yxo4y 3a KOHTAKTHbIMM JIMH3aMM  3akMioyaloTCsl B pacTBOPE/B3aMMOAECTBUM  TIUH3,
BbI3bIBAOLMX pa3fpakeHne rnasz M pUCK 3arpsa3HeHusl pacteopa npu e€XeAHEBHOM WCMONbL30BAHUK
npoaykra.

Puck noGo4YHbIX peakuuid ONA naumeHTa Ku3-3a B3aWMOAEWCTBUS NUH3 M pacTBOpa AOJHKEH ObiTb
COMOCTaBMNeH C mnpeumyLiecTeamn Ge30nacHOCTM OT MoAJepXaHusl aHTubakTepuanbHOW aKTUBHOCTU
pactBopa.

Hacroswmin ctaHaapt npeacTaBnsaeT METoA UCMbITaHMSA U Kputepun 3MHEKTUBHOCTU KOHCEPBAHTOB.
37107 MeToa Obin 3aMmcTBOBaH U3 chapmakoneu, Aalolleil orpaHUYeHus Mo BPEMEHW B NpoUeaype
UCMbITAHUA — 28 CyTOK. B CnpaBOYHbIX MPUMNOXEHUAX NPUBEAEHLI YETLIPE MPUMEPa METOAA UCMbITAHMS
aHTubakTepuanbHbIX KOHCEPBAHTOB, paspaboTaHHbIE U3rOTOBUTENAMU CPEACTB MO yXO4Y 38 KOHTaKTHbIMK
NUH3aMK, 4ToObl NpoAEeMOHCTPUPOBaTh 3MMEKTUBHOCTL KOHCEPBAHTOB CO CPOKOM yTunuaauuu Gonee 28
CYTOK.
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HALULWOHANBLbHBIN CTAHAOAPT POCCUMNCKOWN ®ENLEPALUUMN

OMTUKA OPTAJNIbMOJIOMMYECKAA.
CPEOCTBA YXOOA 3A KOHTAKTHbIMA NUH3AMU

MeToa ucnbitanus 3¢ ¢peKTMBHOCTU aHTMBGaKTepUasnibHbIX KOHCEPBAHTOB
M PYKOBOACTBO MO onpeaeneHuto cpoka yrunusauumn

Ophthalmic optics. Contact lens care products.
Antimicrobial preservative efficacy testing and guidance on determining discard date

Nata BBeaeHna—2014—07—01

1 O6nactb NnpuMMeHeHus

HacroAawun ctaHaapT YyCTaHaBMMBAEeT METOA WCNbITAHWUA, KOTOPbLI WMCNONbL3YETCA NPU OLEHKe
3 PEKTMBHOCTM aHTMDAKTEpUanbHbIX KOHCEPBAHTOB BCEX MHOTOLENeBbIX PacTBOPOB MO yxoay 3a
KOHTaKTHbIMW fIMH3amMu, U NPUBOAMUT PYKOBOACTBO MO ONpeaeneHunio Cpoka yTunusawuuu.

MeToa npUMEHSIOT K cpeacTBaM yxo4a CO CPOKOM rogHOCTU A0 28 CyTOK.

MeToa He nNPUMEHAIOT K CTEpPUNbHbIM CPeACTBAM  yx04ad, YNakOBaHHbIM B [03aTOpbl  Ans
OLHOPA30BOr0 MCMOMb30BAHMA UMW KOHTEMHEpbI, paspaboTaHHblie ¢ dusudeckum Gapbepom, Hanpumep,
a’p030MbHble BAaNMNOHbI.

[MpuMmeyaHunsa

1 TMpuHUWnel MeToAa MOryT BbiTb Ucnonb3oBaHbl ANA YBENWYEHUA cpoka yTunusauyun Gonee 28 cytok. Cwm.
npunoxexus B, C, D n E.

2 Mcnonb3oBaHUe MHOXECTBEHHBIX WM CMELLAHHLIX MUKPOOHBLIX 3apaXeHWid WWnu BKNIOYEHWE  ApYrux
OpraHM4YeckUx 3arpysok MOXeT BIUSATb Ha OYEBMAHYIO aHTMOaKTepuanbHyl0 aKTUBHOCTb TOrO WNW WHOrO CpejcTsa
yxofa. OueHKa Takux W3MEHEHWA Hapsgy C MChbiTaHUueM Npu GOoNbLUEM YUCNE MUKPOOPraHU3IMOB W UCMbITAHUEM
CPefcTB W3 YaCTUYHO MCMONb30BaHHLIX KOHTEMHEPOB MOXET UMETb 3HaYeHWe npu paspaboTke cpeacTBa Mo yxoay 3a
KOHTaKTHBbIMW NUH3AaMK, HO 3TO He BXOAMT B 06MacTb NPMMEHEHWUS HaCcTOALLEero cTaHaapTa.

2 HopMaTtuBHbIE CCbISIKM

B Hacmoswem cmaHd0apme ucrosib308aHa HopMamueHas coblnika Ha cnedyrowuli cmaHdapm:
FOCT P 53941-2010 (MCO 18369-1:2006) OnTtuka odpranbmMonorndeckan. JInH3bl KOHTaKTHble. YacTb
1. TepMmuHbl, onpeaeneHus u 6ykBeHHble 0003HaYeHUS

MpuMeydaHue— Npu NoNb3OBaHUM HACTOSALWMM CTaHAAPTOM LienecoobpasHo NpoBepUTL AeNCTBUE CCbINOYHBLIX
CTaHAapToB B UHPOPMALMOHHON cucTeMe o6LLero NoNb3oBaHUA — Ha oduunanbHoM caiiTe defepanbHOro areHTcTBa
No TeXHU4ECKOMY PerynnpoBaHnio U METPOSIOrUN B CeTH MHTEPHET N No eXerogHomy UHPOPMaLUOHHOMY yKasaTernto
«HaunoHanbHble CTaHAapTbI», KOTOPLIA onybnukoBaH MO COCTOAHWIO Ha 1 AHBaps TeKywero roga, W NO BbiNyckam
©XeMeCAYHOro MHPopMaLMOHHOTo ykasaTens «HaunoHanbHble CTaHAApTbI» 3a TeKywuii rog Ecnn 3aMeHeH CebiNoYHbIN
CTaHAapT, Ha KOTOPLIA faHa HeAaTUpPOBaHHAA CChIIKA, TO PEKOMEHAYeTCA UCNONb30BaTh AENCTBYIOLYIO BEPCUIO 3TOTO
CTaHAapTa C Y4eTOM BCEX BHECEHHbLIX B JaHHYI0 BEPCUIO U3MEHEHWIA. ECNK 3aMeHeH CCbINMTIOYHbIN CTaHAapT, Ha KOTOpLIiA
faHa faTUpOBaHHaA CCbINKA, TO PeKOMeHAYeTCA WCNOMbL30BaTb BEPCUIO 3TOr0 CTaHAapTa C YKa3aHHLIM Bbllle roAom
yTBEpXAEHUA (NPUHATUA). ECNn nocne yTBepXAEHUA HACTOALLEro cTaHAapTa B CCbINOYHLIA CTaHAapT, Ha KOTOPLI AaHa
JaTupoBaHHasa ccbifka, BHECEHO W3MeHeHWe, 3aTparuBalollee NONOXEHWe, Ha KOTopoe AaHa ccbinka, TO 3TO
nosioXeHne pekoMeHAYeTCA NPUMeHATb Be3 ydeTa AaHHOro U3MeHeHWs. ECnu cebinouHblil cTaHaapT oTMeHeH 6e3
3aMeHbl, TO NONOXEHWE, B KOTOPOM AaHa CChifika Ha Hero, PeKOMeHAYeTCs NPUMEHSTTb B YacTu, He 3aTparusatowen aty
CCbINKY.

U3paHue ocpuumansHoe
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3 TepmuHbI U onpegeneHus

B Hacmoswem cmarnlapme npumeHeHbl mepmuHbl no FOCT P 53941.
4 MpuHumn

4.1 UcnbiTaHne COCTONT U3 3apaxeHus NPoAYyKTa CTaHAAPTHLIM LUTAMMOM 13 KOJNEKLMW MOAXOASALLUX
MMKPOOPraHM3mMOB B Hayarne UCNbiTaHusl, @ 3aTeM NOBTOPHOTO MX 3apaxeHus Ha 14 cyTku. 3apaxeHHble
NPOAYKTbI XPaHAT NPU yKasaHHOW Temneparype. BBOAUMYIO MUKPOGMONOIrMYECKYl0 KynbTypy M3bIMAOT U3
MHOKYNUPOBAHHBLIX MPOAYKTOB 4Yepe3 OonpefieneHHble UHTEPBaNbl BPEMEHM U  KyNbTUBUPYIOT ANA
onpeAeneHns YUCna >KU3HECNOCOOHbIX MWUKPOOPraHM3MOoB. BO3MOXHOCTL NpeaoTBpAaLUEHMS MOBTOPHOIO
pocTa noATBEPXKAAIOT MOACYETOM >KM3HECNOCOOHBLIX MUKPOOPTaHUM3MOB B TEYEHUE ANUTENLHOrO nepuoaa
BPEMEHMU.

4.2 Bsoaumas mMukpobuonoruyeckas KynbTypa, BbiOpaHHasi Ans [JaHHOrO WUCNbITAHWA, AOMKHA
obecneunTb onNpeeneHHoe YUCNO MUKPOOPraHN3MOB, HA OCHOBAHMM Yero MOXHO ONpeaenuTb CKOPOCTb M
CcTeneHb NOTepu UX >KU3HECNOoCcOoOHOCTU. [laHHasa MuKkpoGuonorvyeckas KynbTypa He npeAHasHadyeHa ans
noao6HOro 3apaxxeHus Ha NpakTuke.

4.3 CaoincrBa aHTUOAKTEPUANbHOrO KOHCEPBAHTA afEKBaTHbl, €CNU B YCMOBUSX WCNbITAHUA
obecnevyeHo 3HAUUTENbHOE COKpaLLeHne BakTEPUn N HET YBENUYEHUS APOXOKEH U NNECEHU B 3apaXXEHHON
3aroToBKe Npu ykasaHHbIX Temneparypax. Kpurepum KOHTPONs UCMbITYEMbIX CPEACTB NPUBEAEHDI B 5.6.

4.4 [Ina wHaKTMBaLMW UMK yaaneHust OCTaTOYHbIX aHTMOaKTepuanbHbIX KOHCEPBAHTOB BO BpEMSA
KyNbTUBUPOBAHUA M MOACYETA YUCNA BbDKMBLUMX MWMKPOOPraHM3MOB  AOJDKHbI  ObiTb  NMPUHATHI
COOTBETCTBYIOLME MEpbI, a 3P(PEKTUBHOCTb 3TUX Mep A0MKHA ObITb oueHeHa u nodmeepx0eHa opaaHamu
KOHmMpons.

5 MeToa ucnbIiTaHUN
5.1 MaTtepuanbl n peakTuBbI

5.1.1 TeCT-KynbTypbl (TECT-WTAMMbI)
CnegyeT ucnonb30BaTh TECT-LUTAMMbI, NPUBEAEHHLIE B Tabnuue 1.

MpuMeYvaHue— JonyckaeTcs UCMOMb30BaTb TECT-WITAMMbI U3 APYrMX KOMIEKUMIA KynbTyp, NepeYUCNeHHbIX B
npunoxexHuu F.

Tabnuua 1 — TecT-WUTaMMBI

CuHerHolHas nanoyka (Pseudomonas aeruginosa) ATCC 9027
BonoTucTeIi cTadunokokk (Staphylococcus aureus) ATCC 6538
Kuwe4Han nanoyvka (Escherichia coli) ATCC 8739
Kanauaa anbukaHc (Candida albicans) ATCC 10231
Acneprunnyc Hurep (Aspergillus niger) ATCC 16404

5.1.2 MutaTenbHble cpeabl U peakTUBbI

5.1.2.1 TpunToHoBbI coesblin arap (TSA).

5.1.2.2 Arap CaGypo ¢ gekctposon (SDA).

5.1.2.3 docoartHo-conesoit pacteop Dulbecco ¢ GydepHon gobaskoi, 6e3 xmopuaa kanbumsa u
xnopuaa mapradua (DPBS): 200 mr/n KCI, 200 mr/n KH,PO,4, 8000 mr/n NaCl u 2160 mr/n Na,HPO,-7H,O
UM NOAXOAALUMI pacTBOpUTEND.

5.1.2.4 doccaTtHo-conesol pacreop Dulbecco ¢ 6ydepHoi gobaskoin nnoc 0,05 % (macca/obbem)
nonucop6arta 80 (DPBST) unu nogxoaswwmii pacTBOpUTESb.

5.1.2.5 OueHEHHbIE HENTPANU3UpyloLWMe areHTbl (Npu HeoBX0AMMOCTH), HANPUMEP, HENTPaNU3yIoLLUNA
6ynboH Dey-Engley (DEB) u 6ynboH Letheen.

5.1.3 UcnbiTaTtenbHoe o6opyaoBaHue

Onsa nposeaeHust ucnsiTaHuin TpebyeTtca cneaytouee nabopatopHoe 06opyAOBaHKeE:

CTepunbHbIe NUMNETKK.

BaTHble TaMNOHbI.

TpyOku.

Yawku Metpu (o1 90 go 100 x 20 mMm).
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Unkybamop.
CnekrpocoTomeTp (ana onpeaeneHun NNOTHOCTU KNETOK U NOACHETA YUCTIA KONOHWIA).
Lienmpudgbyea.

5.2 UcnbiTyeMble 06pasubl U cogepXxaHue TeCT-KynbTyp

Cpeacreo, KOTOpOE NOANEXUT UCMBLITAHWIO, AOMKHO ObiTb CPEACTBOM, peanusyembiM Ha PbiHKE.
AnuKBOTHble NpPoOblI AOMMKHbI ObiTb B3ATbI HEMOCPEACTBEHHO M3 KOHTEWHeEpa nepej NpOBEAEHMEM
UCNbITaHUS.

Cneayet ucnbiTaTb Tpu nota (naptuu) cpeacrsa. Kaxabiik noT CpeactBa UCMbLITLIBAIOT OTAEMbHLIM
TECT-LUTaMMOM A1 KKAOI0 U3 HUX.

CoxpaHeHne TeCT-KynbTypbl MNPOBOAAT B  COOTBETCTBMM C pEKOMeHAauusiMM  Kypatopa
COOTBETCTBYIOLLEN KOSNEKLUMU KYNbTYP.

TecT-KynbTypbl CriegayeTt udbimatb U3 konnekuyuin (ATCC, NCIB, NCTC, NCPF unu gpyrux konnekuun
KynbTyp) He Bonee nATU nacca)ei Kaxaon TecT-KynbTypbl (CM. npunoxexue F), npu 9TOM n3bIMaIlOT TECT-
KynbTypy NpeabiayLLero pasa.

5.3 MpuzomoeneHue MUKPOOUONO2U4eCKOLU Ky1bmypbl (UHOKYNIAMa)

KynbTUBMPYIOT ~ MHOKYNAT  Ha  CKOLUEHHOM  arape npu  YCMOBMSIX,  YKa3aHHbIX B
Tabnuue 2.

Ta6nuuya 2 — MuTaTenbHble Cpeabl U MHKyGaLMOHHbIe YCroBUS ANS BhlpallMBaHWsi BBOAUMOrO UHOKYNsATa

MHokynaT [MuTaTenbHan cpefa TemnepaTypa, °C MHkyGaLMoHHbIN nepuoa
P. aeruginosa TSA Ot 3040 35 OT18p024 4
S. aureus TSA Ot 30 10 35 OT18 80244
E. coli TSA Ot 30 ao 35 Or 18024y
C. albicans SDA Ot 307035 Ot 18 40244
A. niger SDA Ot 208025 Ot 7 no 10 cyTok

Mcnonb3yioT crepunbHbiii DPBST nnu noaxoaawuin pactsopuTens Ans c6opa kaxaon BbipaleHHON
KYNbTYpbl; CMbIB KYMbTYpel C arapa MPOMbIBAIOT, MNEPEHOCAT B MNOAXOAALMA COCyA WM BCTPAXUBAIOT.
OT(hunbTPOBLIBAIOT CYCMEH3NIO CMOP Yepe3 CTEPUNMbHYIO CTEKMSAHHYIO BaTy UnM mapnio, 4Ytobbl yaanuTb
HUTSHbIE (DParMEHTbI.

JonyckaeTca npoMbiBaTb KyNbTUBMPOBAHHLIA WHOKYNAT nocne cfopa C  UCNOMb30BAHMEM
ueHTpudpyrn. OnA oCyweCTBNEHMS AUCNEPTMPOBaAHNA OTAENbHBIX KIETOK AOMyCKaeTcsi oT(ubTPOBLIBATD
GakTepuitHble B3BECH (Hanpumep, Mcnonb3ysa unbTp ¢ pasmepamu nop ot 3 o 5 Mkm). Bce BBOAMMbIE
TECT-KYNbTYpPbl AOBOAAT OO0 KOHUEHTpauuu oT 110" po 1-10° KOE/Mn ¢ nomowbio DPBST unu gpyroro
noaxoaswero pacrteoputens. Onpeaensior NpubnM3UTENbHYIO KOHLEHTPAUUIO KIETOK KaXaon B3BECU
nyTemM W3MEpPEeHWUs TMOMYTHEHUs B3BECM WM pacTBOpa B3BECM C MOMOLBLIO CNEeKTpodhOTOMETPA.
LeNCTBUMTENbHYIO KOHLEHTpaUuMIO KonoHueoopasyowmx eauHuy, (aanee — KOE/mn) cnegyet onpeaenstb BO
BPEMS UCTIbITAHWA ANA KAXA0N B3BECU, HAaNpUMepP METOAOM NOACYETA C UCNOSb30BaAHMEM YaLuku [eTpu.

Ecnu ucnonb3yloT ueHTpudyry, Kaxabii Npouecc UeHTpUdyrupoBaHua cneayet npoBOAUTH NpU
Temnepartype ot 20 °C go 25 °C He 6onee 10 muH npu yckopeHun He Gonee 4000 g. Mcnonb3yioT B3BECU
OakTepuanbHbIX U APOXOKEBBIX KNETOK B I€Hb NPUTOTOBMEHUSA.

MpuMevyaHnnsa

1 Bonee AnuTenbHbIE NepUoAbl LIEHTPUDYTMpoBaHUA MOryT noTpeboBaTh Gonee HU3KUX YCKOPEHWUIA.

2 CnopoB.ble B3BECM MOXHO UCMOMb30BaTL B TeUEHWUe 7 CyTOK Nocne NPUroToBNeHUsi NpU YCNoBUM XpaHeHUs UX B
XonoAunbHUKe Npu Temnepartype ot 2 °C o 8 °C.

5.4 Memoduxa ucnbiTaHuA eeedeHUeM mecm-Kynbmyp

5.4.1 MNpuUroToBNAIOT 0aHY UK 6onee NPoBMPOK (AN KaXXAOro UCNLITYEMOrO NoTa), CoAepPXKaLLMX He
meHee 10 mn pacTBOpa UCMbITYEMOTO CPEACTBA HA KaXaylo BBOAMMYIO TECT-KYNbTypY.

MpumevyaHue— Yrobbl obecneuntb adhdPeKTUBHOE  TEXHWYHOE WCMNOSIHEHUE WCMbITaHUs, WUCMOMNb3YT
npobupkn ans obpasuoB, a He KOHTelHepbl OT NUH3. MOCKONBbKY MeXAY WHrpeAueHTamu pacTBopa W MaTtepuarnom
npobupok MoxeT ObiTb HECOBMECTUMOCTb, HEO6XOAMMO  UCMONb30BaTb  NPOGUPKW,  U3rOTOBMEHHblE U3
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COOTBETCTBYIOLLErO MaTepuana.

BeoasT B npo6mp|<y C WCNbITYeMbIM 06pasLuoM cpeacTBa B3BECH MCMLITYEMbIX TECT-KyNbTyp B
konuyectee ot 1,0-10° go 1,0-10° KOE/Mn. Y6exaatoTcsi, 4to 06beM BHOCUMON BGakTepnancHOW KynbTypbl
He npesbllwaer 1 % obbema obGpasua. OGecneymBalT MNOMHOE AUCNEPTMPOBAHWE WHOKYNSATa MyTem
Haamnexawero nepeMeLuMBaHus.

5.4.2 XpaHAT MHOKYNMpOBaHHOE CpeAcTBO Mpu Temnepatype oT 20 °C go 25 °C. Temnepatypy
HeoOX0ANMO OTCNEXNBATL C MOMOLLBIO KanMBpOBaHHOrO YCTPOMCTBA U PEFrMCTPUPOBATL Er0 NoKasaHus.

Ecnn cpeacTBo YyBCTBMTEMBHO K CBETY, €ro cneayeT 3awuTuTb OT MonajaHusi CBeTa B TEYEHue
nepuoaa nNpoBeAEeHUs1 UCTIbITAHUA.

54.3 Bepyr 1,0 Mn anukeoTHbIX MPO6G WHOKYNMPOBAHHOrO CPEACTBA ANA OnpeaeneHust 4ucna
>KM3HECNOCOOHBIX MUKPOOPraHN3MOB Ha 7 1 14 CyTKW.

54.4 Tlocne B39TUS anUKBOTHbLIX nNpo6 14-OHEBHOTO WHOKYMsATa Kamoe CpefcTBO BHOBb
WHOKYRMPYIOT M0 5.4.1, UCNONb3ys BBEAEHWE TECT-KYNbTYP B konuyecTse ot 1,0-10° 4o 1,0-10° KOE/mn.

545 Bepyr 1,0 mn anukBOTHbIX NPO6G MHOKYNUPOBAHHOIO CpeAcTBa AN OnpeAefieHus 4ucna
XKM3HECNOCOBHBLIX MUKPOOPraHM3MOB Ha 21 1 28 CyTKuU.

5.4.6 lMopasepratoT kaxayio U3 1,0 M anuMKBOTHLIX MPOO, B3ATLIX Yepe3 3agaHHble NPOMEXYTKU
BPEMEHU, AENCTBUIO COOTBETCTBYIOLLEN CepUU AECATUYHbLIX pa3BedeHUN B OLEHEHHbIX HeWTpanu3yloLwmx
cpepax. WHTEHCMBHO nepemelunMBaloT B3BECb BCTPAXMBAHMEM M JAlOT NOCTOSATh, 4TOObLI 3aBEpPLUNTH
HeWTpanusauuio. Ycnosua HewTpanusaumn OomkHbl 6a3MpoBaTbCA Ha MPOBEPKE KOHTPOMSA MUTaTENbHOM
cpeabl (cM. 5.5.2).

Ecnn aHTuGakTepuaneHbIii areHT B COCTaBe HEBO3MOXHO Haznexawym o6pasom MHaKTMBUPOBATb
UNN HeNTPanu3oBaTb, yaanawoT ero OUeHEHHbIM METOA0M MEMOPaHHON PunbTpaLumn (CM. NPUIOXKEHUE A).

5.4.7 OnpeaensioT YACIO XKM3HECTOCOOHBIX MUKPOOPTraHM3MOB B COOTBETCTBYIOLLMX pacTBOpax NyTem
MPUrOTOBIMEHMA TPOMHbLIX Yallek (ecnu WHOE He OroBOPEHO) € MOoAXOAsien nuTaTenbHOW cpeaow
(Hanpumep, TSA ans 6akrepuii 1 SDA AN NNECEHU U APOHOKEN).

Ecnm Obima npuMeHeHa wMemOpaHHas unbTpauus ANS  yaaneHuss wunu - HelTpanusauuu
aHTMBaKkTepuanbHbIX areHTOB, KyNbTUBMPYIOT MeMBpaHbl Ha 3TUX cpeaax.

Ecnn ucnonb3yeTca METOA Yalle4yHOro pa3nuBa, XpaHsAT arap nepea pasnuBKkOW B Pa3fnUBOuHbLIE
YaLluku npu Temnepatype Hwke 50 °C.

MpuMedyaHne— ArapoBble cpeabl, Wcronb3yeMble ANS  ONpPefleNeHus YUCha  KU3HECTIOCOGHBIX
MMWKpPOOPraHU3MOB, TakXe MOTYT coaepKaTe NPOTUBOMUKPOGHLIE MHAKTMBATOPhLI UK HEHTpanuaaTopsl.

5.4.8 Yawku ¢ TeCT-KynbTypamu A0MkHbI ObITb MHKYOMpOBaHLI Npu Temnepatype ot 30 °C go 35 °C,
NoceBbl C APO)OKEBLIMU rpubamun (apoxokamn) — npu Temnepatype ot 20 °C go 25 °C unm ot 30 °C go 35
°C. ToceBbl ¢ nnecHeBbiMu rpubamu MHKYOUpylOT npu Temnepatype ot 20 °C po 25 °C. MNepuoasbl
MHKYDaLuKu Ans onTUManbHOro npopocta 6Gakrepwii, APOdOKEN U NNECeHU AOIDKHbI ObiTb onpeaerneHbl.
MuHuManbHbie nepuoabl MHKYGaUUN AOMKHbI ObiITb OCHOBAHLI HA aHanU3e KOHTPONS NUTaTenbHON cpeabl
(cm. 5.5.2). 3anucbiBatoT uncno Habnogaembix KOE/MN Ha yallkax, KOTOpble NoAAaloTCA NOACYETY.

Yawku BO Bpemsl MHKyBauumu cneayet nepuoaudecku Habnogartb, UuTobbl NpeoTBpaTUTL NOSIBIEHUE
yauiek, B KOTOPbIX U3-3a Ype3MepHOro pocta 6aktepui, apoxocken u nnecedm KOE He noaaalotca noacqeTy.

5.4.9 OnpepensaoT cpeaHee uucno KOE Ha vawkax, noaaalwowmxcs nogacyetry. Bbiuucnsior
YMEHbLLUEHNE YuCna MMKPOOPraHM3MOB B 3a4aHHbIE MOMEHTbI BPEMEHU.

MpumeyaHne— Kaxaan vawka, nogaatowanca nogcyety, cogepxut ot 30 go 300 KOE ansa Gakrepuit un
OpONOKEN U OT 8 no 80 KOE ANA NNeceHn, 3a UcknveHnem cnyvaes, korga KOE HabniogaloTcs TONbKO B Yalukax Ans
pasBefieHus 10° urm 10™.

5.4.10 OTcyTCTBUE MUKPOOPTraHU3MOB HEOOGXOAUMO AOKYMEHTUPOBATbL, HanpuMmep, Hanucas «0» unu
«HP» (HeT pocra), Koraa JaLwuku Ana Bcex pacTeopos o6pas3La B OTAENbHbIA MOMEHT BPEMEHU HE coaepxaT
KOE.

5.4.11 KOHUEHTpaLumiO XM3HECNOCOOHBIX MUKPOOPIaHU3MOB PACCUMTHIBAIOT HA KaXAbIA 3agaHHbINA
MOMEHT BpemeHU. KOHUEHTpauus >KU3HECnOCOOGHbLIX MMWKPOOPraHM3MOB B cneaywowme 14 cyTok
MHOKYIIMPOBAHUSA  SIBMSAETCA  CYMMOW  KOHLUEHTpaAUUM  UHOKYNATA WM KOHUEHTPauuu  BbDKMBLUUX
MMWKPOOPraHM3MoB Ha 14 CyTKu.

5.5 Cpedcmea koHmpona

5.5.1 KoHTponb BHOCMMON GakTepuanbHOWU KynbTypbl
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HauyanbHbie 1 NOBTOPHLIE KOHLEHTPALUKU BHOCMMONM DaKTEpUanbHOM KynbTypbl PACCYUTLIBAIOT MyTEM
AUCNEPrupoBaHnusl MAEHTUYHOW anMKBOTHOW Npobbl MHOKYNMPOBAHHOTO MaTepuana B obbeme pacTsopurensi
no 54.1 ana nonyyYyeHWs KOHEYHOW KOHLEHTpauuu OT 1,0-105 no 1,0-106 KOE/Mn ana HayanbHOro
MHOKYNUPOBaHMA U OT 1,0-10* a0 1,0-10° pns NOBTOPHOrO. YOexaaircs, 4to 06beM BHOCUMOW
GakrepuanbHON KynbTypbl He npesbiwaeT 1 % obbema obpasua. [jucneprupoBaHue BHOCUMON KymNbTypbl
obecneumBalor nepemMelumBaHnemM. OUEHMBAIOT AAHHBLIA KOHTPONbHLIM 00pa3sel B Havane UCNbITaHusi Ha
KOE/mn, 4to0bl NPOAEMOHCTPUPOBATL NPUIOAHOCTL CPEAbl, UCMONb3yeMOW Ans pocta GakTepuanbHom
KyNbTYpbl, U 00€CneYnTb OLIEHKY Ha4anbHON KOHLIEHTPaLUKU UCXOQHOW BHOCMMOW DakTepuanbHOW KynbTypbl.
MomeLLaioT COOTBETCTBYIOLLUYID AnUKBOTHYIO Mpoby U3 Kawaou npoOUpKM HaA TpM BOCCTAHOBUTENbHLIX
arapoBbIX YaLLKK (eCrM UHOE He OrOBOPEHO).

5.5.2 KonTponb nutaTenbHOW cpeabl

Pa3basnsior 1/10 pacTtBopa cpeacTBa B OLEHEHHOM HenTpanuayiowem 6ynboHe (1 mn B 9 mn). JaioT
OynbOHY NOCTOATH A0 3aBepLUEHUs peakuuu HenTpanusauuu. [oAroTaBnuBalOT BTOPYIO KOHTPOSbHYIO
npobupky, coaepxaiwyio 10 Mn nogxoaswero pacrsoputrens (Hanpumep, DPBST). Beoaatr B npobupku
AOCTaTO4HOE KONMYECTBO KyNbTYpbl, 4TOOLI nonyunnock ot 10 o 100 KOE/mMn BBOAMMOrO MUKPOOPraHn3ama
Ha Kaxaylo 4vawky. Boiaepxupalor B Te4YeHUEe COOTBETCTBYIOLUEro nepuoja BpPEMEHU Npu Temneparype
OKpy)KaloLen cpeabl, He AOMYyCKas pPa3MHOXEHUS WHOKYNUPOBAHHbIX MUKpoopraHuamos. [Momewator
COOTBETCTBYIOLLYIO arMKBOTHYIO NPoby M3 kaxaon Nnpobupkn Ha TPpW BOCCTAHOBUTENbHbLIX arapoBbIX YaLLKK
(ecnu He OroBOPEHO MHOE).

Insa npopocra 6akrepuin Heo6xoaMMO BblaepXaTb Yaluku npu Temnepartype ot 30 °C ao 35 °C. Ona
npopocTa APOXCKENn HE0OX0AUMO BbiAEPXKATb YaLku npu Temnepatype ot 20 °C go 25 °C unum ot 30 °C go
35 °C. na npopocra nneceHn HeoOXo0AUMO BblAEPKATb Yallku npu Temnepatype ot 20 °C ago 25 °C.
OnpeaensiloT MUHUMAnbHbIE NEPUOAbl  BLIAEPKUBAHUA ANA  AOCTWKEHWS ONTUMANbLHOTO NpPOpOCTa
BaKTepuii, 4POXOKEN U MITECEHMU.

YbexpalTcsa, 4YTo pocT OakTepuanbHbIX KynbTyp B pacTBOPE HEWTPanu3ylowero cpeacrsa
coctaBnsieT He MeHee 50 % pocra OGakTepuanbHbIX KynbTyp BO BTOpPOW npobupke C noaxoasiumm
pacTBOpUTENEM.

Ecrm pgns Hentpanusauum Tpebyetca pasbasnenHue Gonee udem 1/10, cnegyeT nNpPUMEHUTL
MEMOpPaHHYI0 OUnbTPaLMIO.

OueHuBaloT HEMTpanu3auuio NPoAyKTa nepes KaxabiM BBEAEHMEM MUKPOOpraHn3mMa.

5.6 Kputepun kxonmpons

5.6.1 OCHOBHbIEe KpUTEPUMN

McnbiTyemble cpeactBa [AOMKHbI YAOBINETBOPATbH YKA3aHHbIM KPUTEPUSIM HA MPOTSDKEHUMM BCErO
YKa3aHHOro cpoka rogHoCTU A0 yTUnM3auuu.

CooteeTtcTBue kputepusm no 562 u 56.3 pgomkHo obecneuuMBaTbCsi B TeueHue 28 CyToOK
UCMOMb30BaHUA Nocne BCKPbITUA (CPOK rOAHOCTH).

MpuMeyvaHune— Ecnu aata yrunusauyum 6onblue 28 cyTok, NpUMeHSIIOT MeToAbl no npunoxenusM B, C, D n E.

5.6.2 Bakrepum

Uncno Kakaoro >KU3HecrnoCOOHOr0 MMUKPOOPraHW3Ma, OOHAPY)KEHHOTO B K&XAOM MUINUAUTPE, AOSMKHO
ObITb Ha YPOBHE UM HWXKE CpeaHero 3HaueHust He MeHee 3 log Ha 14 cyTku.

Mocne noBTOpPHOrO BHeceHust Ha 14 cyTku OakTepuanbHOW KynbTypbl KOHLIEHTPaLMS KaXXaoro
YM3HECNOCOOHOr0 MUKPOOPraHu3Ma AOIDKHA ObITb YMEHbLUEHA A0 YPOBHSI cpefHero 3HadveHusi 3 log k 28
cyTKaMm.

5.6.3 Nnecenu n opoXxxKNn

Uncno Kaaoro >KU3HECNOCOOHOr0 MMUKPOOPraHu3dma, OOHAPYXEHHOT0 B KaXKAOM MUNAMNUTPE,
AOMKHO OCTaBaTbCA HA YPOBHE UMW HMKE HAYaNbHOW KOHUEHTpauuu B TeueHue 14 cytok (B npeaenax
norpewHoctu + 0,5 log).

Ha 28 cyTku KOHUEHTpauusi KaXaoro >XM3HEeCnoCOOHOro MUKpOOpraHusma A0mkHa ObiTb Ha ypoBHE
WU HWKE KOHLIEHTPALIMM KaXXA0r0 MUKPOOPraHM3ama nocne NOBTOPHOIO BHECEHUA BakTepmanbHON KynbTypbl
(8 npeaenax norpelwiHocTu + 0,5 log).

5.7 OTueT 06 ucnbimaHuu
Omyem 06 ucnbimaHuu 0ommkeH cofepxamb NPOMOKO ucnbimanull.

B nportokone 06 ucnbiTaHnmn A0rmkHa ObITb NpeaCcTaBneHa cneayowas uHpopmauus:
a) cebliika Ha Hacmosaujuli crmax0apm;
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b) onpeaenexnne cpeacrea:
- HAUMEHOBaHWE CPeacTBa;
- HOMep napTuu;
- KOHEYHBI CPOK YTUNU3auuu;
- U3roTOBUTENb;
- YCIOBUSI XPaHEHUS;
- akTuBHOE(bl€) BelecTBO(a) M ero (Mx) koHUeHTpauusa(m) (npn HeoBXoaAUMOCTH);
¢) hamunua/umsa (hbamunun) onepatopa(os);
d) OTKNOHEHUA OT NPOTOKONA;
e) nepuog (aara u Bpems) MHKybauuu;
f) Cpok xpaHeHus MHOKYNMPOBAHHOIO CPeACTBa;
g) NONyYeHHbIe pe3ynbTaThl, BKIOYAs YNCTIO XKUHECTOCOOHbLIX MUKPOOPraHU3MOB.
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MpunoxeHue A
(cnpaBo4Hoe)

Mpumep mMemoda mem6paHHOM (punbTpPaLUn
A.1 Marepuanbl U peakTUBbI

A.1.1 NMuTaTtenbHble cpeAbl U peaKTUBHI

A.1.1.1 PasbaBnstowas XnAKoCTb C HeTpanusaTtopamn unu 6e3 HuX.

A.1.1.2 TpunToHoBbIA coeBbl arap (TSA).

A.1.1.3 ®ocdaTtHo-conesoii pacteop Dulbecco c GydepHoit fobaBkoid, be3 xnopupa kKanbuus U xnopupa
mapraHuya (DPBS): 200 mr/n KCI, 200 mr/n, 200 mr/n KH2PO4, 8000 mMr/m NaCl u 2160 mr/n Naz HPO4-7H20 unu
NoAXoAsLLMA pacTBOpPUTENb.

A.1.1.4 docdpaTHo-conesoii pactBop Dulbecco ¢ 6ycdepHoii gobaBkoit, 0,05 % (macca/obbem) nonucopbara 80
(DPBST) unu nogxodsLuit pactBopuUTeb.

A.1.1.5 OueHeHHble HelTpanuaupylowme peakTusbl/cpeabl (NpU HeO6XOAMMOCTU), HANPUMEP, HeWTpanuayLLmnii
pacteop Dey-Engley (DEB) v 6ynboH Letheen'.

A.1.2 UcnbiTaTenbHoe obopyaoBaHue

OBbl4HOE UchbITaTenbHoe obopyfoBaHue (HanpuMmep, CTEPWIbHbIE NWUNETKM, 4awkn [1eTpu, KOoHTeWHepbl),
BKITIO4as crnegyoLlme ycTpoiicTea:

A.1.2.1 CTepunbHbIi MeMOpaHHbIA punbTp.

A.1.2.2 CTepunbHbIf annapat A4ns pasMeLleHnst CTepunbHoro MeM6paHHoro unsTpa u dhunsTpara.

A.1.2.3 OBopyaoBaHWe ANs CO34aHUs BakyyMa MInu gaBneHusi, YTobbl o6ecneumntb NpoxoxaeHne Xuakon dasbl
WHOKYJIMPOBaHHOIo TeCT-pacTBopa Yepe3 MeMbpaHHbIi punsTp ¢ cobniogeHmeM cTepurnbHOCTU.

HoMuWHanbHLIA pasaMep oTBepcTUA MeMbBpaHHOro unbTpa AormKkeH 6biTk He Gonee 0,45 MKM, AnaMeTp He MeHee
47 MM, W maTepuan unbTpa He AOMMKEH cofepXaTb XMMUYECKUX BeLLecTB, KOTOpble MOryT oKasaTb TOKCUYeckoe
JeicTBNe Ha MUKPOOHbIE KIeTKM.

A.2 MeToa UCNbITaHNA U pe3ynbTaThbl

A.2.1 B cTepuneHoM cunbTpoBansHoM ycTpoiicTBe (A.1.2.1) cMaumBaloT CTepunbHbIA MeMbpaHHbIA DUnNsTp
(A.1.2.1) B cTepunsHom cpeactee DPBST (A.1.1.4) unu B noaxoasilem pasbasutene.

A.2.2 C cobntogeHnem cTepUnbHOCTA NEPEHOCAT 3MEPEHHbIR 06beM BHOCUMOro TECT-pacTBopa B CTEPUNBHBLIN
npogykt DPBST no A.1.1.4.

A.2.3 lMepekaunBatloT pasbaBneHHbIH pacTBop B MeMOpaHy M (hUNLTp NOCPEACTBOM BakyyMa UMW AaBreHUs.
Pa3baBnsoT BHOCUMBIA TecT-pacTBop obbeMom oT 50 go 100 MmN pacTBOpSOWEAd XUAKOCTbIO W TLlaTeNlbHO
nepemeLLunBatoT, 4Tobbl 06ecne4nTs paBHOMEPHOE pacnpeferieHne no Bcell NoBepxHOCTU cunbTpa.

MpumevyaHue— MNpu 3TOM yMeHbLUAETCs BEPOATHOCTE Toro, YTo KOE pasmecTaTcs Ha unsTpe B OAHOM U
TOM Xe MecTe.

A.2.4 TpoMbIBaOT MeMBpaHHbIA UIETP HECKOMBKO pa3 pacTBOPSAIOLLEN KUAKOCTLIO, KOTOPas MOXET cogepxaTtb
L OMOMHUTENbHEIE HEWTpanuaytoLLue BeLlecTea (ecnu Heobxofumo). [ledcTBMTeNbHBIN 06beM pacTBOPAIOLWEN XUAKOCTH
JormKeH ObITb onpeAeneH SMMUPUYECKUM MyTEM MO KaxgoMy COCTaBY LM Kax[oro BBOAUMMOro MUKpOOpraHuama.

MpumevyaHne— Tpex o6beMOB pacTBOPAIOLLEN XWAKOCTU (Kaxablih no 100 mMn) obblMHO ZocTaTouHo ANA
yAaneHus U/Mnu pacTBopeHus aHTubaKkTepmansHoro areHTa.

A.2.5 VHKyBupytoT MeMbpaHHbIi UNETP COOTBETCTBYIOLWMMU cpejamu Ans obecnedeHns BelpawmaHns KOE
Ha NoBepXHOCTU PUNLTpPA.

MpuMmevyaHne— 3TO MOXHO OCYLUECTBUTb MyTeM CTEPUSIBHOTO yhaneHus MemOpaHHOro duneTpa U3
c6opoYHOro yana unsTpa U ycTaHOBKOW MeMBpaHbl Ha MOBEPXHOCTU CTepwunbHOW arapoBoi Yaluku, 6e3 npusHakoB
XUAKOCTU, UnNu MemBpaHy MOXHO MOMECTUTL B arapoBblii CaHABMY. [JonyckaeTca MCMoNb3oBaTh MOAYMbL CTEPUNBHOTO
MembpaHHOro uneTpa, YTo TpebyeT Hanuyust AOMOSHUTENbHBLIX CTEPUNbHBLIX cpel ANA repMeTUYHOro unsTpa M
WHKyBaumn memBpaHbl B MecTe HaxoxgeHus. MNpu aTom gomkHa BblTb CNonb3oBaHa NOAXOASLan cpeaa U paspaboTaH
MeTog ucnblTaHus. Bpemsi nHkyGaLum AomKHO BbITh ycTaHOBIEHO.

A.2.6 OnpegensioT cpegHee Yucrno KOE/Mn Ha MeMBpaHHbIX uUnbTpax, noajaromxcs nogedeTy (ot 3 4o 100
KOE/47 mMm counbTp Ans Gaktepuit n ot 3 go 10 KOE/47 MM ¢unbTp Ans nneceHn). BuIYUCNSIOT U LOKYMEHTANBHO
dukeupytoT 3HadeHne KOE/MN MHOKYNUMPOBaHHOMO pacTeopa.

" Heittpanuaytowmin pacteop Dey-Engley (DEB) 1 6ynboH Letheen npuseseHsl B kadecTee npumepos. OaHHas
UHdopMaums npuBefeHa Ans yaobcTea nonb3oBaTeneil HacToALWEero ctaHgapTa.

7



rOCT P §5040—2012

A.3 MeToa KOHTponA

MoaTBepxaatoT aPPEKTUBHOCTL HellTpanuaaTopa nyTeM BBOAa anvKBOTHOW NPobbl MHOKYIIMPOBAHHOIO TecT-
pacTBopa B CTEPUIbHYIO PacTBOPSIOLLYHO XUAKoCcTb 06bemoM oT 50 go 100 Mn, MCMONb3YS TO Xe COOTHOLLEHWe obbeMa
TecT-pacTBOpa U obbema pacTBopsiolleit xuakocTu. [MepekaunBaloT Beck ob6beMm Ha MeMBpaHy U uneTp nog
JaBlieHeM unu B Bakyyme. MNpoMbiBatoT punbTP HECKONBKO pa3 pacTBOPSIOLLEN XKUAKOCTLIO, UCMOMBL3YSA TOT e 06beM,
YTO M Npu npoueaype ucnbiTaHus. MNMepeHocaT oT 5 4o 100 KOE BBOAUMbBIX MUKPOOPraHM3MoB (OA4WH BUA Ha PpunbTp) B
100 mn pasbaBnstoLleil XUAKOCTU U HAHOCAT Ha MeMbpaHy. MHKybupyloT MeMbBpaHHbIiA punbTp BMEeCTe CO cpegamu,
Kak onucaHo B npoLeaype ucnbeitaHus (cM. A.2.5).

MoBTOpAKT nNpoueaypy € WUCNONbL30BaHWEM pacTBOPAIOLIEN XUAKOCTW, HE MojBepraBlUENCH AeiAcTBMIO TecCT-
pactBopa. CpaBHMBAlOT KONWYeCTBa C KONWYECTBaMM, MOJNYYEHHLIMU TEM Xe METOAOM, HO C WUCMONb30oBaHUeM
cooTBeTCTBYIOWeEro pactsoputena (Hanpumep, DPBST) BMecTo TecT-pacTBopa. [oATBepXAaloT, YTO KynbTypanbHbIi
MaTtepuan Ha COOTBETCTBYWOLWENW cpefe NPUCYTCTBYET (eCrM He YyKa3aHO MWHoe). Ybexgaiwrca B TOM, MTO
BOCCTaHOBreHne Ha unsTpe B HeiiTpanusaTope cocTtaBnsieT He MeHee 50 % KynbTyparibHOro MaTepuarna.
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Mpunoxexnue B
(cnpaBoyHoe)

Memod onpedeneHus patbl ytunusauum |
B.1 NMpuHuun
B.1.1 UcnbiTaHne COCTOMT B MHOKYNSILMM  UCTILITYEMBIX CPEACTB  MWUKPOOPraHU3MamMu  BbICOKOM

KOHUEHTpauuu (NpumepHo 10° KOE/Mn) Ha HyneBble CYTKU. UcnbiTyeMble cpeicTBa NOABEPraloTcA NPOBOKaLMOHHON
npo6e ¢ HU3KUM YPOBHEM UHOKYNALMKU OPraHU3MOB (NPUMEPHO 10° KOE/Mn) no cxeme UCNbITaHWUA.

B.1.2 MoMeHTBI MHOKYNALUUK YCTaHaBIMBAIOT B Hayane UCNbITaHUA, Yepes 2 Heaenu, 3atem vepes 25 %, 50
%, 75 % n 100 % npeanoxXeHHOro BpeMeHu A0 AaTtbl yTUnmsawuu.

B.1.3 MomMeHTbI B3sTust Npo6 AomkHbI BrtovaThk 1, 2, 3, 4 Hegenun u 25 %, 50 %, 75 % u 100 % npeanoXeHHOro
BpPEMEHU 40 AaTbl yTUNu3aLumu, a Take 14 cyTok nocrne aToi Aarbl.

B.1.4 MenbiTyeMeble npobbl Ha 28 CyTKM AOMKHBI YAOBNETBOPATL KPUTEPUAM UCNLITAHUS B COOTBETCTBUU C
3P PEKTUBHOCTLIO NPEAOXPAHEHUA MHOTOA030BbIX KOHCEPBAHTOB A YXOA4a 3@ KOHTAKTHBIMU JIMH3aMU.

B.1.5 Mocne npoueaypbl NpoBeAeHUs UCTLITYyEeMbIX 06pa3LoB NpoBOKaLMOHHON Npobe fonkeH GbiTb ykasaH
cTas.

B.2 MeTtoa ucnbitauua

B.2.1 MaTepuanbl u peakTuBbl

B.2.1.1 TecT-KynbTypbl (TECT-WUTaMMbI)

TecT-kyneTYphl — N0 5.1.1.

B.2.1.2 MNuTaTenbHble cpefbl U peakTUBhbI

MuTaTeneHasn cpefa U peakTUBbI JOMKHLI COOTBETCTBOBATL MUTATENbLHOW cpeae U peakTuBaMm, NpUBeAEHHBIM B
51.2.

B.2.1.3 UcnbiTaTensHoe obopygoBaHue

WcnblTaTensHoe o6opyaoBaHWe fOIXKHO COOTBETCTBOBaTbL 060pya0BaHuio, ykazaHHoMy B 5.1.3.

B.2.1.4 UcnbiTyeMble 06pasusl U cofepxaHne TeCcT-KynbTyp

McnblTaHUA KOHTPOSIBHEIM WHOKYIMpOBaHWeM obpasLioB NPOBOAAT ANSA NoATBEPXAEHUA AaThl yTUNW3aUMKU nocne
faTbl BCKPbITUS, UCMONb3YA TPW NapTUM pacTBOPOB MO YXOAY 3@ KOHTaKTHLIMU fINH3aMK, NPeACTaBNeHHbIX Ha PbIHKE.

CopfiepxaHue n coxpaHeHue TecT-KynsTyp AO0MKHO COOTBETCTBOBaTL YKa3aHHOMY B 5.2.

B.2.2 NMpurotoBneHne MMKpoGUONOrnyeckoi KynbTypbl (HHOKyNATa)

[MpuroTaBnMBaOT MUKPOBMONOrUYECKYHO KyNbTYpPY (MHOKYNAT) no 5.3.

B.2.3 MeToauka ucnbiTaHUii BBeA€HUEM TeCT-KyNnbTyp

B.2.3.1 MpuUroToBNAtOT U3 OTAENbHBLIX UCNbITYyeMblX 06pa3sLoB koMGUMHUpOBaHHLIN 06pa3sey 06bLEMOM He MeHee
250 mn.

B.2.3.2 MogroTtaenuBatoT OTAeNbHO 50 MM KOHTEMHEpPbl Ha KaXAayl BBOAUMYIKO TECT-KYNLTYpy AN KaXaoro
nofonbITHoro obpasua.

MomMelLatoT NoAoNbITHIA 0bpasel B 250 M onakoH UK KOHTEWHEP.

B.2.3.3 TMogrotaBnueaioT 50 MN KOHTEeWHepbl NOAXOAAWEro pacTBOPUTENA ANA KOHTPOJibHbIX 06pasuoB
BakTepuit, ApONCKEN U NNECeHN.

B.2.3.4 MHOKYnMpYIOT UCNLITYEMBIA cocTaB obpasia U KOHTponupytoT nocpeactsom 0,5 Mn anukBoTHOM Npobbl
B3BECblO TECT-KyribTyp B KONnuU4ectse OT 1,0-10° AN NOCTUKEHUA| KOHEUHOW KOHUEHTpauuu 1,0-10° KOE/mn.
ObecneymnBaloT NOMHOE AMCNEPrupoBaHne WHOKYNsTa NyTeM WHTEHCUMBHOIO NepeMeLllnBaHns.

B.2.3.5 XpaHaT uHokynupoBaHHoe cpeacTBo npu TeMmnepaTtype oT 20 °C go 25 °C. TemnepaTypy OTCNeXMBaloT C
MOMOLLIbIO KanMbpoBaHHOro YCTPOICTBA U PErMCTPUPYIOT ero NoKasaHus.

Ecnn cpeactBo 4yBCTBUTENbHO K CBETY, ero cnefyeT 3alUTUTL OT NonajaHua cBeTa B TeuyeHWe nepuoga
npoBeAEeHUs UCTIbITaHUS.

B.2.3.6 Mo cocTosHuio Ha 1, 2, 3, 4 Heagento K Ha 25 %, 50 %, 75 % n 100 % npeanaraeMoi aaTbl yTUNU3aLUK, 1
Ha 14 cyTku nocne npegnonaraemMoi gatel ytunusayuu 6epyt 1,0 Mn anukBOTHBIX NPOS MHOKYNMPOBaHHOTO CpeACTBa ANs
onpeferneHuns Ynucna Xu3HecnoCobHLIX MUKPOOPraHM3MOB B KaXAbIA Nepuos BPEMEHH.

B.2.3.7 lNpoBogsaT NOBTOPHYIO WHOKYNsAuMio obpasua Ha 2 Hepene n nocne 25 %, 50 %, 75 % n 100 %
npeanaraeMon Aatbl yTUNu3auyuu, wucnonb3dya cooTHowenne 0,05 mn/50 MmN nHOKynuposaHHOro cpejctsa C
cogepxaHuem 10° KOE/Mn, 4To6bl 06ecneunTb KOHEYHYHO KOHLEHTpaLMIO NPUMEPHO 10° KOE/mn. [MoBToOpslOT NogcyeT
yKcra XU3HeCnoCobHbLIX OPraHU3MOB B KaXAblid Mepuof BpeMeHU nepes Kaxaon NOBTOPHON HOKYNSLMEIA.

B.2.3.8 MogBepratoT kaxaytlo 3 1,0 Mn anukBoTHBIX NPO6, B3ATLIX Yepe3 3ajaHHbleé NPOMEXYTKU BpPEMEHH,
[elCTBUIO COOTBETCTBYIOWEA CEpUN AECATUYHBLIX pas3sBefieHWid B OLEHEeHHbIX HeWTpanusylowux cpepax. XopoLlo
nepeMeLLMBaloT B3BECb BCTPSIXUBAHUEM W AAIOT MOCTOSATh, YTOObI 3aBEpLUNTL HelTpanusaLuio.

Ecnn aHTMbakTepuanbHblii areHT B cocTaBe HEBO3MOXHO Haanexawum obpasoM WHaKTUBMpOBaTb WU
HelTpanusoBaTh, yAanstT ero OLeHEHHbLIM METOAO0M MeMBpaHHON hunbTpayum (CM. npunoxexue A).

B.2.3.9 OnpepenaiT 4YUCNO XU3HECNOCOBHLIX MUWKPOOPraHW3MOB B COOTBETCTBYIOWMX pacTBOpax nyTem
NPUroTOBIEHNUSA TPOWHLIX YalleK (€CNU He OroBOpPEHO MHOE) C NOAXOAALWENH NUTaTENLHOW cpepoii (Hanpumep, TSA ans
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Gakrepuii 1 SDA AN NneceHn u JpoXoken).

Ecnu 6bina npumeHeHa mMemOpaHHas unbTpauua ANA YAaneHWs W HedTpanusaumum aHTubakTepuanbHbIX
areHToB, KyNbTUBUPYIOT MeMBpaHbl Ha 3TUX cpefax.

Ecnu ucnonb3ayeTca YalledHblii MeTo[ pasnuBa, XpaHAT arap nepej pasfuBKOW B pasnMBOYHLIX Yallkax npu
TeMmnepaType Huxe 50 °C.

Il puMeYyaHune— ArapoBble cpefbl, Ucnonb3yemble AnA onpegeneHna Konun4yectBa XKMU3HECNOCOBHBLIX
MUKPOOPraHU3MoB, TakXXe MOryT cogepXaTb I'IpOTI/IBOMI/IKpO6Hble MHaKTUBaTOpPbI UK HeﬁTpanmaaTopbl.

B.2.3.10 YaLuku ¢ TeCT-KyNnbTypamu AormkHbl 6bITb MHKYOMpoBaHbl Npy TemnepaType oT 30 °C o 35 °C, noceBhbl ¢
LpoxokeBbIMU rpubamu (gpoxokamu) — npu Temnepatype oT 20 °C go 25 °C wnm ot 30 °C go 35 °C. lMoceBbl ¢
nnecHesbiMu rpubamu MHKyBUpytoT npu Temnepatype oT 20 °C go 25 °C. Mepuoasbl UHKyBauun Ans onTuMansHoro
npopocTa GakTepuid, APOXOKEH W NNeceHn JOIKHbI ObiTb onpeaeneHbl. MUHMManbHBIE NMEepUOoAbl UHKYGaLUnM AOIKHbI
OCHOBbIBaATLCA Ha aHanuse KOHTpons nutatensHon cpefbl (cM. B.2.4.2). anuckieatom 4ucno Habmodaembix KOE/mn
Ha Yalwikax, komopbie noddaromces nodcyemy.

B.2.3.11 OnpegensitoTr cpegHee yucno KOE Ha valukaX, NoafarolUxcs noacqeTy. BbUYMCNAKT yMeHbLUeHWe
yucna MUKPOOpraHWaMoB B 38fjaHHbIE MOMEHTLI BPEMEHU.

MpumevyaHune— Kaxpas 4vallka, nopparowasca nogcyety, cogepxut oT 30 go 300 KOE/Ha yvawky ans
Gakrepuit n gpoxoken u ot 8 o 80 KOE/Ha valuky Ansa nneceHel, 3a UCKIoYeHWeM cnyyaes, korga KOE Habniogatotea
TOMbKO B Yallkax ANsA passeseHus 10° unm 107

B.2.3.12 OTcyTCTBME MWKPOOPraHusmMoB HeobxoAMMO AOKYMEHTUpOBaTb, KOrAa Yalku ANs BCeX pacTBOpOB
obpasua B oThenbHbI MOMEHT BpeMeHu He cogepxat KOE.

B.2.3.13 Hanu4ne >Xn3HecnocoBHLIX MUKPOOPraHU3MOB PacCUMTLIBAOT B KaX/blii YCTAHOBNEHHbLIA MOMEHT
BpPEMeHM.

B.2.4 KoHTponb

B.2.4.1 KoHTponb BHOCMMOI GakTepuarnbHOW KynbTyphl

KoHTponbHele o6pasubl NOAMUTLIBAOT B KaXAbl Nepuof WMHOKYNAUuM nyTem aobaBneHus usnonornyeckoro
pacTBopa (ANnA Gakrepuit W Apoxokeid) unu dusnonorndeckoro pacrsopa Tween ® 80" pana nnecenn TakuMm xe
o6pa3som, kak 1 Ans MHOKyIMpoBaHHOro obpasua.

TeopeTudeckme Uudpbl MOryT ObiTb HaWAEHbl MYTEM BbIMUCIIEHUS HAKOMIIEHHOW CYMMBbI MOCMe[HEro BHeCEeHUs
WHOKYNATa MAHC No NocnefHUM nofcyeTam Yucra Xu3HecnocobHbIX MUKPOOPraHu3mMoB B cocTaBe obpasLa.

B.2.4.2 KoHTponb nuTaTensHoi cpeabl

KoHmponb numamenbHol cpedbi npogodsm no 5.5.2.

B.2.5 Kputepumu

HaTa ytunusauumu no,qTngmAaeTca, €Crn Y1CIO XNU3HecnocobHbIX GakTepuii yMeHbluaeTca Ha 3 log Ha 14 cyTku
W UX YUCNO He yBenuynsaeTca ~.

B.2.6 MpoTokon ucnbITaHui

[MpoTokon UCNbITaHUA AOMKEH COOTBETCTBOBATL NpuBeaeHHOMY B 5.7.

Y Tween ® 80 sBnseTcs NpUMepoM MOAXOASALLEro KOMMeEpYecku AOCTYMHOro npoaykra. 3ta uHopmaLuus
npueBeaeHa Ana yao6cTtea nomnb3oBaTenen [aHHOrO cTaHfjapTa M He O3HayaeT NpoABUXEHWe AaHHOro MNpoaykTa
nocpencTBOM HacTOALWEro CTaHaapTa.

KoHueHTpauusa kaxaoro Xu3HecnocobHOro MMKpoopraHuama AoskHa 6biTb Ha YPOBHE UMW HUXE KOHLIeHTpaLum
KaXgoro MUKpoopraHuaMa nocne NoBTOPHOro BHeceHUs GakTepuansHoi KynbTyphl B npegenax norpeluHoctn + 0,5 log
(T.e.pocT opraHn3mMoB He o6HapyxeH).
10
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Mpunoxexnue C
(cnpaBoyHoe)

Memod onpedeneHus patbl ytunusauum li

C.1 NMpuHUMN

C.1.1 MeToA COCTOMT U3 MHOKYNUPOBAHUA CPeACTBa C 3afaHHbIM BHECEHWEM NOAXOAALMX MUKPOOPraHU3MOB,
XpaHeHUs1 WHOKyNsATa Mpu 3afjlaHHO TemnepaType, U3BbATUA WHOKYNATA W3 KOHTelHepa 4yepes onpefieneHHble
NPOMEXYTKM BPEMEHU W NojcYeTa >KU3HECNOCOOHBIX MUKpoopraHuaMoB B ofpasyax. CnocobHocTb o6pasuos
npeaoTBpaLiaTb MOBTOPHLIA POCT MOATBEPXAAETCA NyTeM NOACYETa 4YUCNa XWU3HECNOCOBHBIX MUKPOOPraHW3MOB B
Te4yeHue bonee ANUTENbHBLIX MEPUOAOB BPEMEHH.

C.1.2 Pa3Mep MHOKynsTa, BbiOpaHHbI NpU 3TOM MeToAe, He NpefHasHaveH B KayecTBe penpe3eHTaTUBHOro
nofo6Hoi Npobbl Ha MpaKTUKe, HO OH AAaeT BO3MOXHOCTb 06ecneuntb NOACYET YMCNa MUKPOOPraHM3MOB ANA OLEHKN
CKOPOCTW U CTEMNEHN NOTEpU UX KU3HECNOCOBHOCTH.

C.1.3 CpefcTBo AOMKHO COOTBETCTBOBaTb TpebGOBaHUAM ANA afeKBaTHOrO XPaHEHWS! KOHTAKTHBIX SIMH3 Ha
Ha4yanbHOM aTane W rnocne UMUTaLUKM UCMONb3OBaHWUA B TeYeHWe npeAnonaraeMoro WHTepsana BpeMeHW A0 AaTbl
yTunusaummn (kputepun acb@eKTuBHOCTU coepxatca B C.2.7).

C.1.4 [JomxHbl ObITb MNPUHATHI COOTBETCTBYWOLWE Mepbl ANA WHaKTUBAUUW WM yAaneHus OCTaTOMHbIX
aHTUMUKPOGHLIX MNpenapaTtoB BO BpeMsi KyNbTUBUPOBaAHUA W NOACYETa XXU3HECNOCOGHLIX MMWKPOOPraHW3MoB, K
3PEKTUBHOCTL 3TUX Mep JOMKHA ObITb OLIEHEHa U NOATBEPXKAEHA.

[OelictBue 9aTOrO nmnpouecca B XOA€ WCMbLITaHUA A[OMKHO OblTb  NPOAEMOHCTPUPOBAHO C  MOMOLLBIO
COOTBETCTBYHOLLEro KOHTPOrS.

C.2 MeToa ucnbiTaHusA

C.2.1 MaTtepuanbl n peakTUBbI

C.2.1.1 TecT-KynbTyphbl (TECT-LUTAMMBbI)

TecT-kynbTYpbl—No 5.1.1.

C.2.1.2 MNuTaTtenbHble cpefibl U peakTUBhbI

MutaTensHas cpefa U peakTUBbl AOMKHBI COOTBETCTBOBATL NUTaTENLHON| cpefie U peakTusam, NpUBeAEHHLIM B

C.2.1.3 UcnbiTaTensHoe o6opyaoBaHue

McnbiTatensHoe obopyaoBaHie A0mMKHO COOTBETCTBOBATL 000PY0BaHMIO, yKkasaHHOMY B 5.1.3.

C.2.1.4 VcnbiTyeMble o6pasLpl U cogepxaHue TecT-KynbTyp

CpeAcTBO, KOTOpOE MOANEXUT UCMBLITaHWUIO, AONMXKHO ObITb CpefACcTBOM, peanusyeMblM Ha pbliHke. Cnepayet
ucnelTaTe TpU foTa (NapTuK) cpeacrea.

AnuksoTHble Npobbl AOMKHBI BbITb B3ATHI HENOCPEACTBEHHO U3 KOHEYHOro KOHTEWHepa nepef NpoBeAeHUeM
ucnbiTaHns. JJorkHO GbiTb NPUMEHEHO NOAXOASLLEe YUCNO KOHTelHepoB AN obecneyeHWs AOCTaTOuHOro obbema
CpeAcCTBa AN UCMbITAHUA NOCNE UMUTALUN UCNONB3OBaHUS.

CoxpaHeHue u codepxaHue TeCcT-KynbTyp —no 5.2.

C.2.2 MNpurotoBneHne KOHTPONbHOW MUKpPOBGUONOrMyeckoi KynbTypbl (MHOKynsTa)

MpurotoBneHne MUKPOGUONOrN4ecKon KynbTypbl (MHOKYNATa) — no 5.3.

C.2.3 MeTtoaMKa UCNbITaHUSA KOHTPONBbHLIM BBEAECHUEM TECT-KYNbTYpbl

C.2.3.1 Memoduka ucnbimaruil KOHMpPONbHbIM 88edeHUeM mecm-Kynbmypbl — 1o 5.4.

C.2.4 imuTaumna UCNoNb30OBaHUA

Mcnonb3ys HenpuBuTOe CPEACTBO B OPWUMMHANLHON YNAKoBKE, MOABEPraloT ero MMUTauueil WCnonb3oBaHUs
pacnpefeneHueM coOTBETCTBYIOLLMX anUKBOT U3 KOHTENHEPOB Ha CPOK HEe MeHee HaMe4eHHOW AaTkl yTunusauuu (T.e.
pacxogoBaTh No 1 MN Kaxable 3 AHA B Te4eHWe Tpex Mecaues).

[omkHo 6biTb MCMONbL30BaHO MNOAXOAALLEE YUCNO KOHTeilHepoB, UTOObI obecneunTb AOCTATOMHLIA 06LEM
NpoAYKTOB, AOCTYMHLIA ANA UCTILITAHUA KOHTPONBbHLIM BBEAEHUEM TECT-KYNbLTYp Nocne UMUTaLMM UCNONb3oBaHUA (T.e.
KOHTelHepbl MOryT 6bITb 06beiMHEHLI, UTOBLI 06ecneunTh AOCTaTOYHLIN 06beM cpeficTBa AN UCNBITAHWS).

C.2.5 MNpuroroBneHue KOHTPONIbHOW MUKPOGUONOrnYecKkom KynbTypbl NOCe UMUTALIMMU UCNONbL3OBaHUS

B koHUe nepuoga uMuTaLMmn UCNoNb3OBaHUA NOBTOPAIOT UcnbITaHuA no C.2.3.

C.2.6 KoHTponb

C.2.6.1 KoHTponb BHOCUMOIA 6akTepnanbHOi KyneTyphbl

HavanbHble W NOBTOPHbIE KOHUEHTpPaUWU BHOCUMOI GakTepuanbHOW KynbTypbl paccYMTbIBAlOT MyTem
JUCNEPrupoBaHUs MAEHTUYHOW anuKBOTHOW Npobbl WHOKYNUPOBAHHOMO MaTepuana B obbeme pacteoputens 70 5.4. 1
ana HOHyHEHMFl KOHEYHO KoHUeHTpayuu oT 1,0+ -10° no 5,0-10° KOE/Mn Ans HauansHoro MHOKyNupoBaHus u ot 1,0- 10*
Ao 1,0-10° KOE/mn — ansi NOBTOPHOrO UHOKYNUPOBAHUA. V6e>o<Aa|OTc;| 4yTO 06BEM BHOCUMOW HakTepuanbHOW KynbTyphbl
He npesblliaet 1 % o6bema o6pasuya. [ucnepruposaHne BHOCUMON KynbTypbl Heobxoaumo obecneunTb
nepeMelumBaHueM. OUEHUBAIOT JaHHbIA KOHTPONbHBIAN oO6pasel B Havane ucnbitaHua Ha KOE/Mn, u4To6bl
NpOAEMOHCTPUPOBaTL MPUroAHOCTb Cpefbl, UcnosibayeMon ANs pocta bakrepnanbHoi KynbTypsl, U 06ecneunTb OLEHKY
HayanbHOW KOHLEHTPaLMKU UCXOAHOIH BHOCUMOW GakTepuanbHoOW KynbTyphl. MoMeLaloT COOTBETCTBYIOLLYIO alMKBOTHYHO
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npo6y 13 kaxaow Npobupkn Ha TP BOCCTAaHOBUTENMBHBIX arapoBblX YaLLKW (€CIN HE OrOBOPEHO UHOE).

C.2.6.2 KoHTponb nuTaTensHOR cpelbl

KoHmponb numamernbHol cpedbl — 10 5.5.2.

C.2.7 Kputepuu

C.2.7.1 OCHOBHbIE KpUTEPUU

Ucnonbsyemble cpefcTBa [OMKHbI COOTBETCTBOBATb KPUTEPUAM 3PPEKTUBHOCTU KaK ANs  HadanbHOM
KOHUEHTpauun BHOCUMON OGakTepuanbHOW KynbTypbl, Tak W AnA NocrnefHeld KOHUEHTpauuu UMUTaLMOHHOro
MCNONb30BaHUSA.

C.2.7.2 bakrepum

Kpumepuu — no 5.6.2.

C.2.7.3 TIneceHn n gpoxoku

Kpumepuu —no 5.6.3.

C.2.8 MpoTokon ucnbITaHUi

[MpoToKon UCMbITaHU AOIMKEH COOTBETCTBOBATL NPOTOKONY no 5.7.
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Mpunoxexnue D
(cnpaBo4Hoe)

Memod onpedeneHus pnatbl ytunusauum lil
D.1 NpuHuun

D.1.1 MeTof CcOCTOUT U3 3apaxeHns cpeAcTBa BHECEHWEM NOAXOAALLUX MUKPOOPraHU3MOB, XpaHeHUA MHOKynATa
npu 3afaHHON TemnepaType, W3bATUA WMHOKYNATa W3 KOHTEWHepa Yepe3 onpefenieHHble MPOMEXYTKA BpeMeHn U
nogcyeTa 4ucna MwukpoopraHuamMoB B obpasuax. CnocobHocTb 06pa3loB npefoTBpaliaTe MOBTOPHbLIA pPOCT
noATBepXAaeTcsa NyTeM NoAcHeTa Yncrna XXU3HeCnoCoOHbIX MUKPOOPraHU3MOB B TeHeHue Bonee ANUTENbLHLIX NEPUOA0B
BPEMEHMU.

D.1.2 Pasmep WHOKynsATa, BbIOpaHHLIA MpU 3TOM MeTOAE, He MpeAHasHaueH B Ka4ecTBe Pernpe3eHTaTUBHOro
nogo6Hoi nNpobkl Ha NpakTWKe, HO OH AAeT BO3MOXHOCTb 06ecneunTb NOACHET YWCra MUKPOOPraHM3MOB ANSA OLEHKM
CKOPOCTW U CTENEHN NOTEPU MX XKU3HECNOCOBHOCTY.

D.1.3 CpeacTBo AOMKHO COOTBETCTBOBATL TpeboBaHUSAM A1 afeKBaTHOrO XPaHEHWUsl KOHTaKTHBIX JIMH3 Ha
Ha4yanbHOM 3Tane WU Mnocfie UMUTaUUW MCMONb30BaHWUA B TeYeHue npefnofilaraeMoro MHTepBana BPpeMeHW A0 AaThbl
yTunusaummn (kputepun apdekTBHOCTU cogepxaTea B D.2.7).

D.1.4 [omxHbl ObiTb MNPUHATHI COOTBETCTBYKOLUME Mepbl ANS WHaKTMBaUWWM WNU  yaarieHWs OoCTaTOouHbIX
aHTUMUKPOOHBLIX MNpenapaTtoB BO BpeMSA KyNMbTUBMPOBaHUSA UM MOACYETA YUCMa OCTaBLUMXCH KWU3HECNOCOGHLIX
MWKPOOPraHM3MoB, M 3PEKTUBHOCTL 3TMX Mep AOMMKHa OblTb NoaTBepxaeHa. [eictBue aToro npouecca B xoae
UcnblTaHUS JOMKHO BbITb NPOAEMOHCTPUPOBAHO C MOMOLLLI0 COOTBETCTBYIOLLEro KOHTPONS.

D. 2 MeToa ucnbiTaHus

D.2.1 MaTtepuanbl u peakTuBbl

D.2.1.1 TecT-kyneTyphl

TecT-kKynbTypbl — N0 5.1.1.

D.2.1.2 TMuTaTeneHble cpeabl N peakTuskbI

MutaTensHas cpefa u peakTUBbI AOMKHLI COOTBETCTBOBATL NUTATENbHOI cpefie U peakTuBaMm, NpUBEAEHHLIM B

D.2.1.3 WcneiTatensHoe obopyfpoBaHue

HenbitatensHoe 06opyaoBaHe AOMMKHO COOTBETCTBOBATL 060PYAOBaHUIO, YkazaHHOMY B 5.1.3.

D.2.1.4 UcnbiTyeMble 06pasLpl U cogepxaHue TecT-KyrnbTyp

CpefcTBO, KOTOpOE NOANEXUT WUCNbITAHWIO, AOMKHO ObiTb CPEeACTBOM, peanu3yeMbiM Ha pbiHke. CnepyeT
ucnbITaTe TPU NoTa (naptuv) cpefcTBa. McnbiTaHWe MNPOBOAAT HEMOCPEACTBEHHO B HawbonblueM No pasMmepy
KOHTelHepe cpeacTsa.

CopaepxaHue TecT-kynbTyp — no 5.2.

D.2.2 NMpurotoBneHne MukpoGuonornyeckom KynbTypbl (HHOKynsTa)

MpurotoBneHne Mukpobuonorudeckomn KynsTypel (MHOKynsTa) — no 5.3.

D.2.3 MeTtoauka ucnbiTaHuii BBeASHUEM TECT-KYNbTYp

D.2.3.1 BeoaaT B Nnpobupky ¢ ucnbiTyeMbiM 06pasLioM cpeAcTBa B3BECh UCMBITYEMbIX TECT-KYNIbTYP B KOnn4ecTse
ot 1,0110° go 1,0-10° KOE/Mn. Y6exaatoTcsi, 4To 06bEM BHOCUMOIA H6akTepuanbHO KynbTypbl He npesblwaeT 1 %
obbema obpasua. O6ecneunBaloT NOIHOE AUCTIEPTUPOBAHNE MHOKYNSATa NyTEM Hagnexallero nepeMeLunBaHus.

D.2.3.2 XpaHAT MHOKYNUpOoBaHHOE cpefcTBO npu TemnepaType oT 20 °C go 25 °C. TemnepaTypy Heobxoanmo
OTCNeXuBaThb ¢ NOMOLLBIO KanMBPOBaHHOrO YCTPOMUCTBA U PETUCTPUPOBATE €ro NoKasaHus.

Ecnn cpepactBo 4yBCTBUTENbHO K CBETy, ero crnefyeT 3alMTUTb OT MonajaHWa cBeTa B Te4YeHWe nepuoja
NpoBEAEHUS UCNbITAHUA.

D.2.3.3 BepyT 1,0 Mn anuKBOTHLIX NPOO MHOKYNMMPOBAHHOTO CPEACTBa ASsl ONPEASNEHUA YnCna XKU3HECTOCOBHBIX
MUKPOOPraH3moB Ha 7, 14, 21 n 28 cyTKM WHOKYNSALMKU U NpoforkaoT oToop npob ¢ 7-gHEBHEIMU WHTEpBanamu, noka
cofiepXaHue CpeacTBa 3aKoOHUYUTCA.

D.2.3.4 MoasepratoT kaxayo us 1,0 Mn anuMKBOTHLIX NPO6, B3ATLIX Yepe3 3aflaHHble NPOMEXYTKN BpEeMEHH,
AENCTBUIO COOTBETCTBYIOWEN CEpPUN AECATUYHLIX pa3BefleHUiA B OLIGHEHHBbIX HeWTpanuaylowmx cpepax. TuwjartensHo
nepemeLLMBaloT B3BECb BCTPSAXUBAHUEM (Ha BOPTEKCE) M AaloT MOCTOSATh, YTO6bI 3aBepLWNTL HedTpanusauuio. Ycnosus
HelTpanusaymmn AomKHbl GblITb OCHOBaHLI Ha aHanu3e KOHTPONs nuTaTenbHoi cpeabl (cm. 5.5.2).

Ecnn aHTWGakTepuanbHblii areHT B cocTaBe HEBO3MOXHO Haanexawjum obpasoM WHaKTMBMpOBaTb WK
HeWTpanu3oBaTb, YAaNSAT ero oueHeHHbIM METOA0M MeMbpaHHOi ounbTpauum (CM. NpUnoXxexune A).

D.2.3.5 OnpefensaoT 4MCAO XKU3HECNOCOOHLIX MWUKPOOPraHU3MOB B COOTBETCTBYIOWMX pacTBopax nNyTem
NPUroTOBINIEHUA TPOWHBLIX YalleK (eCnu WHOe He OroBOPEHO) C NMOAXOASLEN BOCCTAHOBUTENLHOW Cpefoi (Hanpumep,
TSA pna 6akrepuin u SDA ana nnecern n apoxokei).

Ecnun 6bina npumeHeHa membpaHHas ¢unbTpauus ANS yaaneHus Wnu HerTpanusauum aHTubakTepuanbHbIX
areHToB, KynbTUBMPYIOT MEMBpaHLI Ha 3TUX cpeaax.

Ecnn ucnonb3syeTca dalleydHblii MeTof pasnuBa, XpaHAT arap nepej pasnUBKOW B pasnMBOYHbLIE YalUKW Mpu
Temnepatype Huxe 50 °C.
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MpuMeyaHne— ArapoBble cpefbl, UCMOnb3yeMble AnNs  ONpefjeneHUs 4ucna  KU3HecnocoBHbIX
MWKPOOPraHn3MOB, TakKe MOTYT COflepXaTb NPOTUBOMUKPOBHLIE UHAKTMBATOPLI UMW HEUTpanusaTopsi.

D.2.3.6 Yaluku ¢ TeCT-KynbTypamu AOMmKHLI ObITb MHKYOMpPOBaHLI Npu TemnepaType oT 30 °C go 35 °C, noceskbl ¢
OPOXOKEBLIMU FpubBammn (gpoxokamn) — npu TemnepaType oT 20 °C go 25 °C wnu ot 30 °C go 35 °C. lMoceBbl ¢
nnecHesbIMW rpubamn UHKYBUpYHOT npu Temnepatype oT 20 °C go 25 °C. Mepuogbl MHKyBauuu Ans onTUMansHoro
npopocTa GaKTepuil, APOXOKENA W MreceHn LOmKHbI ObiTe onpegeneHsbl. MUHUManbHble nepuoabl MHKyGaLMu JoSKHbI
ObITb OCHOBaHbl Ha aHanuae KOHTponsa nutatenbHol cpeabl (cm. 5.5.2). 3anuckiBatoT Yncno Habntogaembix KOE/Mn Ha
Yallkax, KoTopble NOAAAITCSA NOACHETY.

Yawku 8o epema uHkybayuu ciedyem nepuoduyecku Habmodams, 4ymobbl npedomepamumeb oseneHue Jauex,
8 KOmopbiX U3-3a YpeamepHoeo pocma bakmepul, dpoxxel u nneceHu KOE He noddaromces nodcyemy.

D.2.3.7 OnpegenstoT cpefiHee uncrno KOE Ha valwkax, nogaatolyuxcs nogcyeTy. BblUUCNAT yMeHbLUEeHUe
yucrna MUKPOOPraHU3MOB B 3afjaHHble MOMEHTbI BPEMEHM.

MpumevyaHune— Kaxgasa yawka, nogpatoasca nogedety, cogepxut ot 30 go 300 KOE pns Gakrepwit unu
apoxokeit n ot 8 go 80 KOE ansa nneceHw, 3a ucknoveHnem cnydaes, korga KOE Habnogatotes Tonbko B Yallkax Ans
passegerus 10° unm 107

D.2.3.8 OtcyTcTBME MUKPOOPraHU3MoB HEOOXOANMMO OKYMEHTUPOBaTb, HanpuMep, Hanucas «0y unu «HP» (Hem
pocma), Korga Yallku ANnsi BceX pacTBopoB obpasla B OTAENbLHLI MOMEHT BpeMeHu He cogepxat KOE.

D.2.3.9 KoHueHTpaLmto BXKUBLLUX MUKPOOPraHU3MOB pacCHUTLIBAIOT Ha KaXablii MOMEHT BpeMEHMU UHOKYNALUK.

D.2.4 CpenctBa KOHTpoOnA

D.2.4.1 KoHTponb BHOCUMOW 6akTepuansHo KynbTypbl

HavanbHyto KOHLUEHTpaLuio MHOKYNSATa paccyMThIBalOT NyTem AUCNeprupoBaHnusa WAEHTUYHON anukBOTHON Npobbl
B obbeMe pacTBOpWTENs, KOTopklii ncnonbayetcs B D.2.3.1, 4yTobbl 4OCTUYL KOHEYHON KOHLEHTpauuu oT 1,0-10* o
5,0-10° KOE/Mn. Y6exaatoTcsi, 4To 06beM BHOCUMOil HakrepnanbHoi KynbTypbl NoceBa He npeBbiaeT 1 % ob6bema
obpasya. ObecneuuBatoT AucneprupoBaHue GakrepuanbHOW KynbTypbl nNepemewmBaHueM. OLEHUBAOT 3TOT
KOHTpOIbHbI o6pasel Ha KOE/Mn B Havane ucnbiTanus, 4To6bl NPOAEMOHCTPUPOBaTb MPUrOZHOCTL CPEACcTBa,
UCnonb3yemMoro Ans pocta MUCMbLITYEMOro MWKPOOpraHuama, M OnpeaensioT HadanbHyl0 KOHLEHTpaLMio UCXOAHON
BHOCMMOW GaKTepuaneHoi KynbTypbl. [ToMeLlaloT COOTBETCTBYIOLYIO anMKBOTHYIO Npoby U3 kaxaoi npobupkn Ha Tpu
BOCCTaHOBUTENMbHbIE arapoBble Yallkv (eCnn He OTOBOPEHO UHOE).

D.2.4.2 KoHTponb nuTaTenbHO| cpefbl

KoHmponb numamenbHol cpedbl — no 5.5.2.

D.2.5 Kputepum

D.2.5.1 BakTepuu, nreceHb U ApoXeKu

Yunerno Ku3HecnocobHbIX MUKPOOPraHU3MOB AOMKHO OCTaBaTbCs Ha HayasnbHbIX KOHLEHTpaLUsAX Uu HuXe.

D.2.5.2 OnpegeneHune gaTsl yTUNu3aumm

[Hata yTunusaumun cpefctsa AOMXHa COOTBETCTBOBATb MHTepBarny BPEMEHU, KOTOPLIA Noka3biBaeT yBenuyeHue
yucna nodblX MUKPOOPraHU3MOoB.

Tpumep:
[Hflama nodcyema epemeHu pocma, cymku
WHokynsm 0 7 14 21 28 35
E. coli 10° 10’ 10° 10° 10° 10°
P. aeruginosa 10° 10° 10° 10° 10° 10°
S. aureus 10° MenHee10 Meree10 Menee10 Meree10 MenHee10
C. allbicans 10° 10° 10° 10° MeHee10 MeHee10
A. niger 10° 10° 10° 10° 10° 10°

Unmepeanui epemeHu 06HapyxeHUs yeenudYeHue pocma:

P. aeruginosa (cuHezHolUHas nanovka) Ha 7 cymku;

S. aureus (3onomucmaliii cmaghurioKOKK) Ha 21 cymku;

A. niger (acnepeunyc Huzep) Ha 14 cymku.

Hama ymunuzayuu e ebiuieyka3aHHOM aunomemuyeckom cpedcmee cocmaesiiem 7 cymok nocre 8amsbi

6CKpbImMmus.

D.2.6 MpoTokon UcnNbITaHUiA
[MpoTokon ucnbliTaHuii — no 5.7.
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Mpunoxenue E
(cnpaBoyHoe)

Memo0 onpedeneHus patbl yrunusauuu IV
E.1 MpuHuun

E.1.1 MeToa COCTOUT W3 WHOKYNALMKU UCNBITYEMbIX CPEACTB MUKPOOpraHMuaMamum ¢ HU3KUM  YpPOBHEM
KOHLEHTpaLuu.

E.1.2 Bpems UHOKyNAUMW: Hadano ucnbitaHus, 24 4, 1 Heaens, 2 Hegenu, 4 Hepenu, 6 Hegenw, 8 Hepenb, 12
Hepenb, 16 Hegenb, 18 Heaenb, 24 Heaenu 1 fanee ¢ WeCTUHeAENbHLIMU UHTEpBaNamMu, W/nMNn Noka xenatenbHan unm
OTMeYeHHas faTa yTunusauyuu He 6yaeT npeBbllleHa ABaXzbl.

E.1.3 BpeMa ot6opa KOHTpOMbHbIX 0DOpa3sLoB HauMHaeTcd 4vepe3 24 4 WU MPOAOIDKAETCA Nepef Kaxabim
NOBTOPHBLIM MHOKYNUPOBAHUEM, @ TakKe B KOHLIE UCTIbITaHUIA.

E.1.4 Utobbl KOHTPONbHbLIE O6pasubl NPOLWM UCMbLITaHWE, pesynbTaT nogcyeTa MUKPOOPraHM3MOB BO BCeEX
KOHTPOmbHbLIX obpa3syax AosmkeH ObiTb MeHblUe pesynbTaTa oblero nofgcyeTa Mocrie NOcrnefHero BBEAEHWA MIioc
npeabiAyLLMA NOACHET BLPKUBLUMX MUKPOOPraHU3MOB.

E.1.5 UcnbiTanne Ha onpegeneHue gatel yTUNM3aLUum NPoBOAST KaK AOMNOMHEHNE K UCMbITAHUAM 3 PEKTUBHOCTH
MHOMO[J030BbIX KOHCEPBaHTOB AN CPEeACTB yXOAa 3a KOHTAKTHBIMM NWH3aMU B KayecTBe KOHTPONbHOrO
MHOKYNUPOBaHNA ANSA NOATBEPXASHWSA MapKUpOBaHHOMO cpoka rofiHocTW. TpeboBaHuA K AaTe yTUNu3auuu JOSDKHbI
ObITb BbiepXKaHbl Ha NPOTSKEHUU BCErO MapKUpOBaHHOIO Cpoka rofiHOCTU.

E.2 Metoa ucnbiTaHusa

E.2.1 MaTtepuanbl u peakTuBbl

E.2.1.1 TecT-KynbTypbl (TECT-WUTaMMbI)

TecT-kyneTYphl — No 5.1.1.

E.2.1.2 MuTaTenbHbIe cpeabl U peakTUBbI

MutaTeneHas cpeja U peakTuBbl AOMKHL COOTBETCTBOBATL NMUTATENbHOW Cpefie U peakTMBaM, NPUBEAEHHBIM B

E.2.1.3 UcnbiTaTenesHoe o6opygoBaHve

MenbiTaTtensHoe 060pyaoBaHue A0MKHO COOTBETCTBOBATL 060pYA0BaHUIO, YkasaHHoMY B 5.1.3.

E.2.1.4 UcnbiTyeMble o6pasLbl U cogepxaHue TecT-KynbTyp

CpefcTBO, KOTOpOe MOAMEXWUT WCMbITaHU, JOSMXHO ObiTb CpeaCTBOM, peanusyeMbiM Ha pbiHke. Cnepyet
ucnelTaTh TPY foTa (NapTun) cpefcTea. McnbiTaHne NPOBOAAT HENOCPEACTBEHHO B ABYX KOHTEWHepax cpefctsa Ans
KaX[oro MMKpoopraHuama B COOTBETCTBUM C rpadivikoM 8peMeHu egedeHus no E.1.2.

CopepxaHune TecT-KynbTyp — no 5.2.

E.2.2 MNpurotoBneHne Mukpobuonoruyeckom KynbTypbl (MHOKynaTa)

MpuroToBrneHne MUKpPOBUONOrMYeckon KynbTypbl (MHOKYNATa) — no 5.3.

E.2.3 MeToauka ucnbiTaHuii BBEAESHUEM TeCT-KynbTyp

E.2.3.1 B HyneBoi JeHb BBOASAT B NPOGUPKY C UCTBITYeMbIM 06pasLom cpeAcTBa B3BECb WCMBITYEMBIX TECT-
KynbTyp B Konudectse oT 1,0-10° go 2,0-10° KOE/Mn. Y6exaatoTes, 4To 06beM BHOCUMON GaKTepnanbHoil KynkTypsl He
npesbilwaeT 0,5 % obbema obpasua B kaxabll nepuos WHokynauuu. OBecneumBaroT NONHoe AUcCnNepruposaHue
WHOKYNATa MyTem Hagnexallero nepeMeLLunBaHus.

E.2.3.2 XpaHAaT uHokynupoBaHHoe cpefcTBo npu Temnepatype ot 20 °C ao 25 °C. Temnepatypy Heobxogumo
oTcnexusBaTb C MOMOLYbIO KanubpoBaHHOTO YCTPOWCTBA W PerucTpupoBaTb ero nokalaHus. Ecnu  cpepactsBo
YyBCTBUTENBHO K CBETY, €ro crefyeT 3awuTuTb OT NonajaHnsa cBeTa B TeYeHWe nepuoja NpoBefeHNs UCnbiTaHus.

E.2.3.3 Yepes 24 4 BepyT 1,0 Mn anukBOTHBIX NPO6 WHOKYNMPOBaAHHOrO CpefcTBa AN onpeferieHus ducna
JKM3HECTIOCOBHBIX MUKPOOPraHN3MoB.

E.2.3.4 MNoBTOpHO BBOAAT B3BEChb UCMLITYEMbIX TECT-KYNbTYp ¢ cobmodeHuem mpebosarul E.2.3.1 — E2.33 o 7
cyTok. lMoBTOpsAT npouefypy WMHOKYNAUMWM Ha 2-i, 4-i, 8-W, 18- u 24-ii Hegenax u npogornkaoT oTbop npob c 6-
HeAenbHBEIMU UHTepBanamu, Nnoka npeanonaraemas gata yTunvaauuv He 6yaeT JOCTUrHYTa.

E.2.3.5 MogBepratoT kaxayo 13 1,0 Mn anukBOTHBIX NpoB, B3ATHIX Yepes 3afaHHble NMPOMEXYTKM BPEMEHM,
[eicTBUIO COOTBETCTBYIOLLEH CepUM JECATUYHBIX pa3BeAeHUA B OLEHEHHbIX HeWTpanuaylowmx cpefax. TlarenbHo
nepemMeLLMBaloT B3BECb BCTPAXMBAHUEM (Ha 6opmeKce) U BaloT NocToATb, YTOObl 3aBEpLINTL HedTpanusaumio. Ycroeus
Helimpanu3sauyuu 0onxHbl 6biMb OCHO8aHbI Ha aHasu3e KOHmMpona numamenbHol cpedbi (cm. 5.5.2).

Ecnu aHTuGakTepuarnbHblii areHT B COCTaBe HEBO3MOXHO HaanexalwuMm o6pasoM WHaKTUBUpPOBaTb WU
HeWTpanu3oBaThb, YAansoT ero oLeHeHHbIM MeTOA0M MeMBpaHHo# dunbTpaLum (CM. NpunoxeHue A).

E.2.3.6 OnpepensaloT YUCNO XU3HeCNOCOOHLIX MUKPOOPraHW3MOB B COOTBETCTBYIOLMX pacTBoOpax MyTem
NPUroTOBMEHNSA TPOMHLIX YalleK (€Cru He OoroBopeHo WHOE) C MOAXOASALEen NUTaTenbHON cpepoii (Hanpumep, TSA ans
GakTepuit 1 SDA AN nneceHn U gpoxoken).

Ecnu 6bina npumMeHeHa MembBpaHHas punbTpauua SNA YAaNeHWs WNW HelTpanusauum aHTuGakTepuanbHbIX
areHToB, KyNbTUBUPYIOT MeMBpaHbl Ha 3TUX cpefax.

Ecnu ucnonbsyeTcs YalleyHbll MeToh pasnuBa, XpPaHAaT arap nepej pasnUBKOA B pasfMBOMHLIE YalUKW Mpu
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Temnepatype Huxe 50 °C.

MpumeuyaHue— ArapoBble cpefbl, WCNomnb3yemble [Ans  ONpeAerieHnst  YuUcna  KU3HECNOCOBHBIX
MWKPOOPraHU3MOB, Takxe MOFyT cofiepXaTb NPOTUBOMUKPOGHBIE MHAKTMBATOPLI UMK HEWTpanuaaTopsi.

E.2.3.7 Yawku ¢ TecT-KynbTypamu JomkHbl 6biTb MHKyGMpoBaHbl Npu TeMnepatype ot 30 °C ao 35 °C, noceBbl C
ApoxokeBbIMU rpubamu (apoxokamn) — npu Temnepatype oT 20 °C go 25 °C wunm ot 30 °C go 35 °C. NoceBhl €
nnecHesbIMKU rpubamn MHKYGUpYIOT npu Temnepatype ot 20 °C go 25 °C. lNepuvoabl MHKybauuu Ans onTUManbHOro
npopocta 6akTepui, ApodOKel U NNeceHn AoMKHLI 6biTb onpeaeneHsl. MUHMMarnbHoe BpeMsi MHKybaLmn JOmKHO ObiTb
OCHOBaHO Ha aHanuae KOHTpoNa nuTaTenbHoW cpeasbl (cM. E.2.4.2).

YHawiku 8o epemsa uHkybayuu cnedyem nepuoduyecku Habmodampb, ymobbl npedomepamumb MosieNneHue Yallex,
8 KOmopbiX U3-3a YpesmepHo20 pocma bakmepul, dpoxokel u nneceHu KOE He noddatomcs nodcyemy.

E.2.3.8 Onpegenstot cpeaHee uucno KOE Ha 4vawkax. BbUMCNAKT yMEHbLUeHWe 4Yucria MUKpOOpraHU3MoB B
33/jaHHble MOMEHTbI BpeMeHW.

MpumevaHune— Kaxaas vawka, nogaatowascs noacdety, cogepxut oT 30 go 300 KOE ana 6akrepuii unu
apoxckeit u oT 8 go 80 KOE ansa nneceHu, 3a ucknioyeHmeM cny4aes, korga KOE Habniogatotca Tonbko B Yallkax ans
pasBeeHua 10° unmn 10 ™.

E.2.3.9 OtcyTcTBUME MUKPOOPraHM3MOB HeOoBX0AUMO JOKYMEHTUPOBATb, HarpuMep, Hanucas «0» unu «HP» (Hem
pocma), Koria JaLlku Ansi Bcex pacTBopoB obpasla B OTAeNbHbI MOMEHT BpeMeHu He cogepxat KOE.

E.2.3.10 KoHueHTpauuio BbDKMBLUMX MWUKPOOPraHU3MOB pacCUUTLIBAOT Ha Kaxbldi MOMEHT BpeMeHU
WHOKYNALWN.

E.2.4 CpeactBa KOHTpoOns

E 2.4.1 KoHTponb BHOCUMOIiA 6aKkTepuanbHO KynbTyphbl

HavanbHele M NOBTOPHLIE KOHLEHTPaLuM BHOCUMOW GakTepuanbHOW KynbTypbl B KaXAblii BPEMEHHOW UHTepBan
paccuyuTbIBaOT NyTEM AUCNEPrupoBaHUSA WAEHTUYHOW anuKBOTHOW NPobbl MHOKYNMPOBAHHOrO MaTepuana B obbeme
pacTBopuTens no 5.4.1. Y6exgatorcs, Uto ob6bem BHocMMoi 6akrepuanbHOW KynbTypbl He MeHee 06bema UCnbITYyeMoro
obpasua. [JucnepeuposaHue eHocumol Kynbmypbl Heobxo0umo obecrieyumb nepemewiusarHuem. OLEHUBAIOT JaHHBbIiA
KOHTPONbHLIA o6pa3el B Havane wucnbitaHus Ha KOE/Mn, 4To6bl MpoAeMOHCTpUpoBaTb MPUrOAHOCTL Cpeabl,
Ucnonb3yemMon Ansa pocta GakTrepuanbHOW KynbTypbl, ¥ 0b6ecrnevuTb OLieHKY HayvarbHOW KOHLEHTpauuu MCXOAHOIA
BHOCUMMOW GakTepuarnbHON KynbTypbl. [oMellaoT cOOTBETCTBYIOLLYIO anuUKBOTHYIO Npoby U3 Kax ol npobupku Ha Tpu
BOCCTaHOBUTENMbHbLIE arapoBble Yallku (€Crnn He OTOBOPEHO UHOE).

E.2.4.2 KoHTponb nuTaTenbHoOM cpegbl

KoHmponb numamensHol cpedbl — no 5.5.2.

E.2.5 Kputepum

E.2.5.1 McnbiTaHna NnpoBoAAT He MeHee ABYX pa3 AnA npegnonaraeMon gaTel yTunusauuu.

E.2.5.2 Yucno xunsHecnocobHLIX MUKPOOPraHU3IMOB He AOMKHO ObiTb 6onblue CYyMMbl YMCHa XKU3HECTOCOBHBIX
MWKPOOPraHU3MoB MOCNEAHEro BBEAEHUA NMOC YNACNA XU3HECNOCOBHBIX MUKPOOPraHU3MOB MpefbiAyLLEero BBEAEHNS B
npegenax * 0,5 log (T.e. YMHOXEHUS MUKPOOPraHM3MOB He MPOU3OLLSIO).

E.2.5.3 CpeactBa JOMKHbI YLOBNETBOPATL BCEM KPUTEPUAM Ha NPOTAXKEHUE MaPKUPOBAHHOIO Cpoka rogHOCTH
MMoC AOMNOMHUTENBHOMO BPEMEHN AaThl YTUU3aLMN NOocne BCKPLITUSA N0 OKOHYaHWUIO CpoKa FogHOCTM.

E.2.6 NpoTokon ucnbiTaHnn

MpoTokon ucnelTaHuii — no 5.7.
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MpunoxeHue F
(cnpaBoyHoe)

cnbiTyembie OpraHusMbl U3 APYrux KOMSeKLUUA TecT-KyrnbTyp

Tabnuya F.1-—WcnbiTyeMble opraHnaMbl U3 JpYruX KOMeKLUUin TeCT-KynbTyp

12

Pseudomonas aeruginosa |MUAVCR 278 CCM 1961 CIP 82.118

(CuHerHoitHas nano4ka) IFO 13275 NCIMB 8626 NRRL B-800 DSM 1128 IAM 10374
Staphyiococcus aureus  |op 4 g3 DSM 799 IFO13276  NCIB9518  NCTC 10788
(3onoTUCTHIA CTadUITOKOKK)

Escherichia coli CIP53126  DSM 1576 NCDO 904  NCIB 8545

(KuweyHaa nano4ka)

Candida albicans CBS 6431 CCY 29-3-106 CIP 48.72

(Kangupa anbukaHc) NCPF3179 NCYC 1363 VTTC-85161 DSM 1386 IFO 1594
Aspergillus niger

(Acneprunnyc Hurep) CBS 733.88 DSM 1988 IMI 149007 IFO 9455 NCPF 2275

MpuMeyaHue— KynsTypbl pa3nuyHbIX KONMeKUMiA JomkHbl 6biTb SkBUBaneHTHel ATCC.

Tabnunya F.2— Konnekyuu KynsTyp U UHCTUTYThI

ATCC AMepuKaHcKasn konnekumsa Tunos KyneTyp, Poksunn, Mapunexg, CLLIA

MUAVCR | WHcTutyT mukpobronornm AkageMun Hayk Yeluckoit pecny6nuku, MNpara, Yewckaa pecnybnuka

CBsS LleHTpanbHoe Btopo nnecHesbIX KynbTyp, Baam, Hugepnaxgsbi

ceM YeLckoe cobpaHue (konmekums) MuKpoopraHmsmos, EcTecTBeHHO-HayuHbI dhakynbTeT YHMBepcuTeTa
M. Macapwka, BpHo, Yeluckas pecnybrivka

CCcy Konnekuus kyneTyp Apoxoken, MHCTUTYT xuMumn CrnoBaukoit AkageMun Hayk, Bpatucnasa, Cnosakusa

CIP Konnekums 6aktepuit MHcTUTYTa MNacTepa, Mapux, GpaHuyus

DSM AO «HemeLkoe cobpaHne» (Konnekums MUKpoOpraHMaMOB U KIETOYHLIX KynbTyp, BEpayHLuBeir,
epmaHus

IAM WHCTUTYT npuknagHoii Mukpobuonorum, Tokuidckuii yHuBepeuTteT, Tokuo, SnoHus

IFO WHeTuTyT no chepmeHTaumu, Ocaka, AnoHus

IMI MexgyHapogHelii MUkpoBuonoruyecknii MHCTUTYT, Cypeit, Benuko6putanua

NCDO HavuunoHanbHasa Konnekumsa MonoYHelx opraHuamoB, LLnHdunea, Pegunr, Bepkwup, BenukobputaHus

NCIB HauuoHanbHas Konnekumsa npoMblwneHHbIX 6akTepuii, AbepauH, LUoTnaHausa, BenukoGputanua

NCIMB HavLunoHanbHbIA Konnekyua NpoMblLLIEHHBIX 1 Mopckux GakTepuii, AbepauH, LLloTnaHaus,
BenukoGpuTaHus

NCPF HaLuoHansHas konnekums natoreHHelx 6akrepuii, Mukpobuonorudeckas cnpasovHas nabopatopus
3paBooxpaHeHus, JIoHgoH, Benukobputanums

NCTC HaLuoHansHas konnekums TUNoB KyneTyp, LieHTpansHas ny6nuqHas meguunHckas nabopatopus,
JloHgoH, BenvkobputaHus

NCYC HavuunoHanbHasa Konnekumus gpoxekeBbix KynbTyp, Hatduneg, Cyppeid, BenukobputaHus

NRRL CeBepHbIl pernoHanbHblil Hay4YHo-uccnenoBaTenbCKUn LIEHTP, AMEpPUKaHCKMIA lenapTaMeHT CenbCKoro
xo3sncTea, Meopus, UnnuHoiic, CLLIA

vTT TexHU4Yeckuil Hay4Ho-ucenegoBaTenbekuii LeHTp PuHNaHaun, VTT hoHA NpOMBbILLINEHHBIX

MUKpoopraHuamos, 3cnoo, GUHNAHANA
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Mpunoxenue JA
(cnpaBoyHoe)

ConocTtaBneHue CTPYKTYPbl HACTOSILEro CTAHAAPTA CO CTPYKTYPOl MPUMEHEHHOTO MEXAYHAPOAHOrO

cranpapta UCO 14730:2000

Tab6nuuya OA.1-ConocrtaBneHne CTPyKTypbl HACTOSILLErO CTaHZapTa Co CTPYKTYPON NPUMEHEHHOrO

MeXAyHapoAHOro craHaapTa

Ctpykrypa MCO 14730:2000

CTPYKTypa HacTosLero ctaHgapTa

Mpegucnosue

Mpeaucnosue

Bseanenue

BsepeHue

1 O6nacTb NpUMEHEHUA

1 O6bnacTb NpMMeHeHUs

2 HopmaTuBHbIE CChINKK

2 HopmatusHble cebinkn’

3 TepMUHbI U onpeAeneHna

3 TepMuHbI U onpeaenerHns

4 MpuHumMn

4 MNpuHUmMN

5 MeToz ucnbITaHnA

5 MeToa UcnbITaHus

5.1 MaTepuarsl U peakTuBbl

5.1 MaTepuansl 1 peakTusbl

5.2 VcnbiTyeMble 06pasupl U cogepaHue

5.2 NcnbiTyeMble 06pasupl U cogepKaHue TeCT-KyNbTyp

5.3 MoaroToBka MUKPOBHOro 3apaxeHusi

5.3 lpuzomosneHue mukpobuonoaudeckol Kynbmypbl
(UHOKynsima)

5.4 MeTog, nenbiTaHua

5.4 Memoduka ucnblTaHnsa esedeHueM mecm-Kynbmyp

5.5 KoHTponb

5.5 Cpedcmea koHmpons

5.6 Kputepuu

5.6 Kputepuu koHmpons

5.7 Otyet

5.7 OT4eT 06 ucneimaHuu

Mpunoxenune A (MHdopmaTuBHoe) Mpumep MemBpaHHOM
npouefypel unsTpaLmm

Mpunoxexue A (cnpaBo4Hoe) Mpumep memoda
MeMBpaHHoI hunbTpaumm

Mpunoxenune B (MHdopmaTuHoe) Mpoueaypa gaTtel
yTunusaymm 1

Mpunoxexue B (cnpaBoyvHoe) Memod onpedenerHus
aartel yTunusagum |

Mpunoxexune C (uHdopmaTuHoe) Mpouedypa 4athl
yTunusaguu |l

Mpunoxexue C (cnpaBoyHoe) Memod onpedeneHus
gartbl ytunusauyuu |l

Mpunoxexune D (uHdopmaTuBHoe) MpoLeaypa 4aTbl
yTunusaguu Il

Mpunoxexue D (cnpaBoyHoe) Memod onpedeneHus
gatel yTunusagum Il

Mpunoxenue E (MHpopmaTuBHOe) Mpoueaypa AaTel
yTunusaguu 1V

Mpunoxexue E (cnpaBodHoe) Memod onpedeneHus
gatbl yTunusagum 1V

Mpunoxenune F (MHpopmaTuBHOE) MenblTyemble
OpraH13Mbl U3 Jpyrux KOMneKUmn TecT-KynsTyp

Mpunoxexune F (cnpaBoyvHoe) McnblTyemble opraHn3mel
U3 APYrX KOMNeKUMUin TeCT-KynbTyp

Mpunoxexue JA (cnpaBoyHoe) ConocTaBnexne
CTPYKTYPbI HAaCTOSALLEro cTaHjapTa co CTPYKTYPO
NMPUMEHEHHOTO MEXAYHapOLHOro cTanfapTa
MCO 14730:2000

Mpunoxerune b (cnpaBoyvHoe) CBeAEHUA O COOTBETCTBUM
CCbINOYHBLIX HaLMOHarbHbIX cTaHgapToB Poccuiickoit
Qefepauumn MexayHapogHEIM CTaHAapTaMm,
UCTONB30BaHHbLIM B Ka4eCTBE CChITOMHBIX B MPUMEHEHHOM
MeXAYHapoAHOM CTaHAapTe

Bubnuorpadgus

Bubnwvorpacpus**

* MCO 14534:97 nckntodeH 13 pasgena, T.K. B TEKCTe MeXAYHapOAHOro ctaHgapTa Ha Hero oTCYTCTBYET Ceblnka.
** Pasgen «Bubnuorpacusi» npuBeeH B HaLMOHaNBHOM CTaH4apTe B KayecTBe CMpaBOMHOroO MaTepuana.
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Mpunoxexnue b
(cnpaBo4Hoe)

MeXAYyHapoaHbIM CTaHAapTaMm, UCNOSIb30BaHHbIM B KaYeCTBE CCbIOYHbIX B NPUMEHEHHOM
MeXayHapo4HOM CTaHaapTe

Tabnuya OBA1

(NCO 18369-1:2000)

OB6o3HayeHne CChINIOYHOro CteneHb OB6o3HayeHe N HaMMEHOBaAHWE CChITOYHOrO MeXAYHapoAHOro
HaLMOHanbHOro cTaHjapTa | COOTBETCTBUA CTaHfapTa
FOCT P 53941-2010 MOD MNCO 18369-1:2006 «OdbTansmonorndeckasn ontuka. KoHTakTHele

NMUH3bL. YacTb 1. TepMuHbl, onpeeneHus 1 GykBeHHble 0603HaYeHUs»

COOTBETCTBUA CTaHAapPTOB:

il pmuMedaHune — B HaCTOHMeVI Ta6ﬂqu ucnonb3oBaHo crnepgywulee ycrioBHoe 0603Ha4YeHne cTeneHun

- MOD — MoguduumnpoBaHHble cTaHAapThl.
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