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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NOArOTOBINEH OTkpbITEIM akunoHepHbIM oblecTBoM « TKC-onTuka» coBMecTHO ¢ paboyen rpyn-
Mon MK 7 «OdbTanbmonornveckas ontnka u npnodopbl» TexHuveckoro kommteta TK 296 «OnTtuka n ontmyeckme
1pnBOpPbI» Ha 0OCHOBE COBCTBEHHOTO ayTEHTUYHOTO NEPEBOAA Ha PYCCKUM A3bIK CTaHAapTa, ykasaHHOro B MyH-
KTe 4

2 BHECEH YnpasneHunem TexHM4eCcKoro perynmposaHuda 1 ctaHgaptusaunm $egepanbHOro areHTCcTBa
No TEXHUYECKOMY perynmpoBaHuio U MeTpoorn

3 YTBEPXXAEH W BBEAEH B AEWNCTBWE [MMpukasom ®eaepansHOro areHTcTBa no TeXHNYecKomy
perynupoBaHunto U metponornn ot 12 Hosidopsa 2010 r. Ne 451-cT

4 HacTtodawmn ctaHgapT ngeHtTudeH mexgyHapoaHomy ctaHgapty NCO 14729:2001 «OdptanbMonoru-
yeckad ontmka. CpeacTtBa yxoda 3a KOHTaKTHbIMU nNUH3amMn. Mukpobuonorndveckue TpedboBaHms, metoabl UC-
NbITAHUA 3TUX CPEACTB U CXeMbI TMTMeHnYeckon obpaboTk KOHTaKTHBLIX MNMH3» (ISO 14729:2001 «Ophthalmic
optics — Contact lens care products — Microbiological requirements and test methods for products and
regimens for hygienic management of contact lenses»).

[1py NpUMeHeHUN HACTOALLEero cTaHaapTa pekoMmeHayeTcd UCNoNb30BaTb BMECTO CChINTOYHBLIX MeXayHa-
POAHLIX CTAHOAPTOB COOTBETCTBYOLWME UM HaUMOHaNbHbIe U MeXrocyaapcTBeHHble CTaHA4apThl, CBeAeHUdA O
KOTOpPbIX MpUBeAeHbl B AONONHATENBHOM NpunoXxeHun A

5 BBEAEH BI'NEPBbIE

ViHcbopmayust 06 UMEeHeHUSIX K HacmosilweMy cmaHoapmy rybnukyemcs 8 eXke200H0 u30asaeMoM UH-
opMallUOHHOM yKa3zamene «HalyuoHanbHbie cmaHOapmbi», a meKkcm U3MeHeHUU U rornpasok — 8 exxeMe-
CSYHO U30asaeMbixX UHPOPpMaUUOHHBIX yKazamernsx «HauuoHalnbHbie cmaHoapmbi». B criydyae riepecmompa
(3aMeHbl) Ui OMMEHbLI Hacmosuwje2o0 cmaHoapma coomeemcemeyruiee yeeoomMmreHue byoem ornybriukoeaHo
8 eXXeMeCs4YHO u3dasaeMoM UHpOpMaUUOHHOM YKalamerne «HauuoHaneHbie cmaHOapmbi». Coomeemcemay-
rouast UHgbopmMmauus, yeeooMiieHuUe U meKkcmal pasMeljaromces makxe 8 UHgbopmMayluoHHoOU cucmeme obujez20o
rofb308aHUss — Ha ocbuyuansHoM calime ®edepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Memporsioauu 8 cemu VIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

CpeacTtea Anga aesmHgeKUunMn KOHTaKTHBIX NTMH3 XMMUYeCKUM nyTeM npeaHasHadvyeHbl ANg YMeHbLUIeHUS
DakTepmnanbHOro sapaxeHns Bo BpeMsi HOLLIEeHUS NTUH3 U OYUCTKU NX NPU XpaHeHUN, crneaoBaTtenbHo, 3TN cpe-
CTBa AOJIKHbI coaepXaTb NPOTUBOMUKPODHLIE BelllecTBa ANsl AOCTUXKEHUA NOCTaBNeHHOW 3aaayu.

OueHb Ba)XHO, YTODLI BCe XWOKMUEe cpeacTBa Mo yXody 3a KOHTaKTHbIMU NUH3aMM COXPaHANN CTepUnb-
HOCTb A0 BCKPpbLITUA. TBepable cpeacTBa (TabneTkn, rpaHynbl U T. 4.) HeoOXOAUMO NOABEPIHYTb KOHTPOMO HA
MUKPODHOEe obceMeHeHUe U PacTBOPUTL B COOTBETCTBYIOLLEM PAaCTBOPUTENE HEMOCPeACTBEHHO nepen Uc-
nonb3oBaHneM. CpedcTBa No yxoay 3a KOHTaKTHBIMUA NTMH3aMW MHOITOKPaTHOIo UCNonb3oBaHUA cnegyeT Xpa-
HATb  Haanexawmm obpasoM WUNKM  yNakoBbIBaTb B KOHTEUHeEpbl (cneuuansHO npeaHasHadeHHble W
1pOMapKUpoOBaHHbIe AN cBegeHUs K MUHUMYMY pUCKa 3apaXeHunsa).

Mexay neprnoaamMmn HOLLEHUS KOHTaKTHbIe NMH3bl He0DXOAUMO YNCTUTL U Ae3nHULMPoBaTk. [N 3Toun
Llenn obbIMHO UCMONb3YIOT BOAHLIE PAaCcTBOPLI, ovMLlatowne 1 aesnHdguunpytowne sewectea. laHHble cpea-
CTBA MOTYT ObITb B BUAE PACTBOPOB UMK TAONETOK, KOTopble HeObXoAUMO PaCTBOPATL HEMOCPEACTBEHHO MNe-
peq ynoTpedbneHnem B COOTBETCTBYIOLLEM pacTBOPUTENE, HANPUMEP COMTEBOM pacTBOpe.

B TeveHne nocneaHux 20 neT MCNONb30OBaHUA U pernamMeHTaunum cpeacTB, npegHasHavyeHHbIX ANa Aes-
MHPEKLIMN KOHTAKTHBIX NH3, ObINK BbIABUHYTHI pa3nUyHble KPUTEPUN aHTUMUKPODOHON Ae3nHMEKLIUM ONA Me-
ONUNHCKUX U3gennn gaHHoro knacca. Bonpochl, cBfA3aHHble C OPTaANbMOTOKCUKONOTMEN, MOMNE3HOCTLIo
npouecca n KoMQPOPTHOCTbIO CPeACTB ANA rfas, 03HaMeHoBanM 3BOMILUNI0 N3aennn, obecnevynBatox HN3-
KU YPOBEHb pacnpocTpaHeHns rnasHon nHgpekunn, CBA3aHHOW C KOHTaKTHBIMW NMTUH3aMW, NMPU MCNONbL30BaHUA
B COOTBETCTBUU C UHCTPYKLMUAMU U3roTOBUTENA. B HacTodalem cTaHgapTe npeacTaBneHbl pasnMyHble KpUuTte-
PN NO aHTUMUKPODOHOW Ae3UHPEKLMN KOHTAKTHLIX MUH3, B MPUNOXKEHUSIX AaeTcsl 00 bACHEHNE, NoYemMy BUPY-
cbl (npunoxeHne C) M Acanthamoeba (npunoxeHne D) He BKMOYEHbI B KadyecCcTBe TeCT-KYIbTyp.
McKkyccTBeHHbIE cnesbl He TpebyoTes Npu oueHUBaHUK Ae3NHPULNPYIOLWMX CPEACTB Mo yXoay 3a KOHTaKTHbI-
MW NTMH3aMK, HO UX MOXXHO UCMOMb30BaTh; B CNPaBOYHOM NpUnoxeHun E obcyxagatoTca MCKYCCTBEHHbIE CMNesbl
B KOHTEKCTE, CBA3AHHOM C KOHTaKTHbLIMU NMIMH3aMKU U cpeacTBaMuy No yxoay 3a KOHTaKTHbIMU NTMH3aMW.

[1TpunoxeHna A—E asnarotcs cnpaBoYHbIMNA.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

OnTuka odTanbMonormyeckas
CPEOCTBA YXOOA 3A KOHTAKTHbIMA NUH3AMMU

Mukpobuonorudeckue TpedbosaHma U metToabl UCNbITAHUMN.
CxeMbl rurmeHn4Yeckon oopaboTK KOHTAKTHbBIX NTUH3

Ophthalmic optics. Contact lens care products. Microbiological requirements and test methods.
Regimens for hygienic management of contact lenses

Ilata BBeaeHna — 2012—06—01

1 Obnactb NpUMeHeHUA

HacTtoawmnn ctaHgapT ycTaHaBnMBaeT ABa MeToda UCMbITaHWI Mo OLeHKe aHTUMUKPOOHOM aKTUBHOCTU
cpeAcTB, NpeaHasHavYeHHbIX AN Ae3nHeKUNM KOHTaKTHBIX IMH3 XMMUYECKUM criocoboMm, U cpeacTB, KoTopble
ABMATCA YaCTbo NMporpamMmMbl yxoJa 3a KOHTaKTHbIMU JIMH3aMN.

HacTtodawumn ctaHaapT He NPUMEHSOT K TMTMEHUYECKOMY KOHTPOJIO NMPOBHBLIX NNHS.

[Tpunmedanune—CradgapTbel HA 0bwme geanHdpnumnpyrowme cpeactea, Hanpumep EH 1040, EH 1275, He pac-
NPOCTPaHAIOTCSH Ha CPeacTBa Nno yxoay 3a KOHTaKTHbIMWU NIMH3aMMU.

2 HopMaTuBHbIE CCbINKN

B HacTodawem cTaHaapTe UCNoNb3oBaHbl HOPMaTUBHLIE CChINTKU Ha crneayrowne mexayHapoaHble CTaH-
OapThl:

MCO 8320-1" KoHTakTHble NUH3bI U CpeacTBa No yXoay 3a KOHTaKTHbIMU NnH3amMn. Cnosapb. YacTb 1.
KOHTaKTHbIe NUH3bI

MCO 8320-2" KoHTaKkTHble NUH3bI U cpeAcTBa No yXoay 3a KOHTakTHbIMU NnH3amu. Cnoeapb. YacTb 2.
CpeacTtea No yxo4y 3a KOHTaKTHbIMU NTMH3aMK

3 TepMUHbLI N onpegeneHus

B HacTodaweM ctaHgapTe npumMmeHeHbl TepMuHbl o NCO 8320, a Takke cnegytolne TepMUHBI C COOTBET-
CTBYOLMMU onpeaeneHUamMun;

3.1 cpeAacTBO ANA Age3uHdeKkuun KOHTaKTHbIX NUH3 (contact lens disinfecting product): CpeactBo, Ko-
TOpoe NposiBNsaeT obeasapaKmnBaroLlLyo akTUBHOCTb (YOUBaET, paspyllaeT n/mnnu MHakTUBUPYeT DakTepun),
yOOBNeTBopsAoLlee TNMaBHbIM KPUTEPUSAM aBTOHOMHOIO WCNbITAHUHA, YCTAHOBMEHHOIO B HACTOALLEM
cTaHaapTe.

3.2 nporpamMMa ge3uHdpeKUuMn KOHTaKTHbIX NMUH3 (contact lens disinfecting regimen): lNporpamma
yXo/da 3a KOHTaKTHbIMWU NTMH3aMW, yOOBNETBOpAoLWasa BCnoMmoratenbHbIM KpUTEPUAM aBTOHOMHOTO U Nporpam-
MHOIO UCMbITAHWUA, YCTAaHOBMNEHHbLIM B HACTOALLEM CTaHaapTe.

3.3 Ae3uHd¢eKUMAa KOHTaKTHbIX NMUH3 (contact lens disinfection): Xumuyeckmun Unnu orusndeckn npo-
LleCcC YMeHbLUEHUA Y1Cna XKNU3HECNOCOOHBLIX MUKPOOPraHM3MOB B COOTBETCTBUU C TPeOOBaHUAMM K XapaKTe-
PUCTUKaAM, YCTAHOBMNEHHBLIMU B HACTOSILLEM CTaHOapTe.

Y 3amenen Ha MCO 18369-1:2006 «Ohranbmonorndeckas ontuka. KoHTakTHble nuH3bl. Yactb 1. ChoBapb, cUCTe-
Mbl Knaccupumkaumm n pekomeHgaumm no ycTaHoOBKe TPpeboBaHUN K STUKETUPOBAHUIOY.

U3pgaHne odbvumanbHoe
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4 lNMpuHUMN

4.1 O6LwMe nonoxeHuUs

ABTOHOMHOE UCMbITAHUE npeaHasHavYeHo AN OLEeHKU OoTAeNbHbIX pacTBOPOB, obnagawlnxX cOOTBET-
CTBYHOLLIEN MPOTUBOMUKPOOHOW aKTUBHOCTLIO, B KA4YecTBe cpeAcTB ANd Ae3UHAEKL UM KOHTaKTHbLIX NMUH3. [por-
paMMHOE WCNbITaHME nNpegHasHayeHo ANns OUeHKM OoTAenbHbIX pacTBOPOB KaK 4YacTu nporpamMmbl
Oe3nHMEKUMN KOHTaKTHBIX NTMH3. CpeacTBa, OTBeYaloLlme KpUTepusamM NporpaMMHOroc UCnbiTaHUA, OOIMKHBI
TaKXke yOOBNeTBOPATb MUHUMATbBHBIM 3KCnnyaTauuoHHbIM TpeboBaHNAM aBTOHOMHOIO UCnbiTaHUS. QUeHb
BaXKHO, YTODBLI TakMe cpeCcTBa (HEBCKPLIThIE KOHTEMHEPHI) YAOBNETBOPANN TPebOBaHUAM UCMBLITAHWUS Ha MPOo-
TSXKEeHWUN BCero cpoka roaqHoCcTu npun XxpaHeHuu.

Kak nokasaHo Ha puUcyHke 1, cpeactBa no yxoay 3a KOHTaKTHBIMW NUH3aMK, KOTOpbIE A0TMKHBLI 0bnagaTh
ae3nHMPUUMPYIoLWMMA CBOUCTBaAMK, CHa4vyana goimkKHbl NPpoUTU aBTOHOMHOE UcnbITaHue. Ecnn rnaBHblIe COOoT-
BETCTBYHOLLME KPUTEPUN BBINOTTHAKOTCA (CM. 5.1), CpeaCTBO MOXHO cHMTaTb Ae3nHpuuupyowmm. Ecnn cpea-
CTBO He VYOOBMETBOPSIET [MaBHbLIM KPUTEPUAM aBTOHOMHOIO WCMbITAHUSA, TO OHO AOMMKHO obnagath
OOCTaTOYHOW NPOTUBOMUKPODOHOMN aKTUBHOCTLIO, YTODLI YAOBNETBOPSATL BCNOMOraTenbHbIM KPUTEPUSIM aBTO-
HOMHOIO UCMIbITaAHWS, KaK YKasaHo B 5.2. Ecnn aTn Kputepumn yaoBNeTBOPAOTCS, AOIMKHO ObITh NPOoBeAeHO NPo-
‘DAMMHOE UCMbITaHUE, YTODbI OUEeHUTb CPeaAcTBO KakK YacTb nporpamMmmbl Ae3nH@EKUMN KOHTaKTHbIX NUH3
1yTeM BbINONHEHUA NporpaMMHbIX Kputepues (CM. 5.3). Ecnn cpeaCcTBO yAOBNETBOPSAET BCNOMOraTenbHbIM
KPUTEPUAM aBTOHOMHOIO U NPOrpaMmMHOro UCnbITaHUU, HO He YOOBMNETBOPAET MMaBHbIM KPUTEPUAM aBTOHOM-
HOro UCMbITAHUA, TO ero cneayeT cumMTaTh YacTbio NporpamMmmbl Ae3nHPeKUUN KOHTAKTHBIX JTUHS.

[Tpn pa3paboTke cpeacTB Mo yXoay 3a KOHTaKTHbIMWU NMH3aMM ANSA YACTKN U Ae3UHeKLUM cneayeT yun-
TbiIBaTb TPebOBaHNA COBMECTUMOCTHU C NauMeHTOM U BEPOATHOCTb HECOBMECTUMOCTU. Hanpumep, Bpemsi Aes-
MHEKUN AOIMKHO BbIThb NpuemMneMsiMm Anst HoWeHNUA KOHTaKTHbIX JTIMH3 MaunMeHTOoM.

[TpnmedaHwne—Vcnonb3oBaHne CcMeLllaHHbIX TECT-KYJIbTYP MUKPOOPraHM3MOB MOXET OKa3aTb BIIUSHUE HA
OYEBUAHYIO AE3MHDULNPYICLLYIO CMTOCOBHOCTL KOHKPETHOro cpegctea. OueHka Takmx N3MeHEHUW Hapsay C UCTIbITAHUEM
npu OonbwemM 4Ynucne MUKPOOPraHM3amMoB U UCMBLITAHUEM CPEACTB U3 YACTUYHO MCMNOJNIb30BAHHLIX KOHTEMHEPOB MOXET
MMETb 3HAYEHME NPU paspaboTke CcpeacTBa NO yxXoaAy 3a KOHTAKTHbIMU NMMH3aMKM, HO 3TO YXe HaxoauTcs 3a npeaenamm
cdepbl AENCTBUS HACTOALWLENO cTaHgapTta (cm. npunoxerHuns C n D).

ABTOHOMHOE
UCMNbITaAHWE

Ha gesanHeKUunio
KOHTaAKTHbIX JINH3

[naBHble KpuTepun | Hert BcnoMorarenbHble HeTt AcnbiTaHne
VAOBNETBOPEHDI KPpUTEPUU YOAOBNETBOPEHDI He NpongeHo
[la la

ABTOHOMHOE

a) [porpammHoe ucneiTaHue

UCNbiTaHue
NpoOUAeHo

[lporpamMmHbIe KpUTepun Her NcnbiTaHme
yOOBNETBOPEHHI He NpouaeHo

b)

]=I
A

[lporpamMmHOe ncnbiTaHue
NPOUAEHO

) CpencTBO MOXHO CUMTaTh CPEACTBOM AMS Ae3UHMEKUMMU KOHTAKTHBIX JINH3.
b) CpeAcTBO MOXHO CHMTATh YacTbio NporpaMmmMbl Ae3NMHDEKLMN KOHTAKTHBIX MUHS.

PucyHok 1 — Huarpamma npouecca npoBegeHnst aBTOHOMHOIO U NMporpamMmmMHoOro UCrbiTaHUN
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4.2 ABTOHOMHOE UCNbITaHUe [BHECeHUe TeCT-KYyNbTypbl (TeCT-LUTaMMa)]

[lon npoBedeHMM aBTOHOMHOIO UCNbITAHUA B Ae3nHUuUMpylollee cpedCTBO BBOAAT cCTaHOAPTHLIN
LUTaMM K3 KONNeKkumn MUKpOOPraHM3MOB U OnpeaensatoT cTeneHb NOTEePM UX XKU3HECNOCODHOCTU B 3adaHHbIe
MHTEepBarbl BpeMeHN, CpaBHUMbIE C MHTEPBAaNamMun, B TEYEHUE KOTOPLIX CPeACTBO MOXKET ObITb UCMOMb30BaHO.
BBoanmast MuKpobHast npoba, BblbpaHHast 4N AaHHOro UCNbITAHUSA, A0IMKHA UMEeTb onpeaeneHHoe Kornmyec-
TBO KONoHWeobpasyowmnx egnHul, (ganee — KOE) MUKpOOpPraHM3mMoB, HA OCHOBaHWM 4erc onpeaensioT
CKOPOCTb U CTENEHb NOTEPU UX XKUIHECNOCODHOCTN.

[Tpn npoBeaeHUN UCTIbITAHUA HA NPOTUBOMUKPODOHYIO akKTUBHOCTb HEODXOAUMO YCTAHOBUTL KONUYEC-
TBEHHbIE U KayeCcTBeHHble COCTaBbl cpeAcTBa K MOMEHTY Hadana UCnbiTaHUsA nyTemMm npoBegeHua MeTogoB
aHaNMUTUYEeCKON NPOBEPKN UNIA 3KCTPpaNoNsaLnnA.

Heobxoanmo npeanpuHATbL COOTBETCTBYOLLME Mepbl AN UHAKTUBaLMK UMK yaaneHUs oCTaTOUHbIX NPOo-
TUBOMUKPOOHLIX BELWECTB BO BpeMs KyNbTUBUPOBAHUA U nogcyeTa KONMMYeCTBa BbIKUBLLUMAX MUKPOOPraHU3-
MOB, a 3pPEeKTUBHOCTb 3TUX Mep AOMKHA OblTb oLeHeHa. [lIencTBMe 3TOoro npouecca Bo BpeMs npoBeaeHus
MCNbITAHUS OOIMKHO ObITh NOATBEPXKAEHO COOTBETCTBYHOLLMMN OpraHamMmin KOHTPONS.

[Tpunmedanune—NWVHpopmaymsa 06 ncnelTaHMM Ha HaNM4YMe BUpyca npeacraeneHa B npunoxeHun C, a Ha Ha-
nnune Acanthamoeba — B npunoxexHum D.

4.3 lNporpaMMHoOe UCNbITaHUe

ITO UCNLITAHKE, NPU KOTOPOM B MHOMOYHKLIMOHANBHYH Ae3MHPULMPYIOLWWYIO NporpaMmy BBOOAT CTaH-
OAapPTHLIA HABOP LTaMMOB U3 KOMMEKLUUN MUKPOOPraHU3MOB 1 OnpeaensitoT CTeneHb NoTepn UX XXNU3HEeCcnocon-
HOCTW B 3agaHHbLIe MHTepBarbl BpeMeHU;, KyNbTypy TeCT-LUTaMMOB NEPeHOCAT B COOTBETCTBUK C NpOorpaMmmMont
HaHeceHNeM Ha KOHTaKTHYHO NTUH3Y.

[laHHaga npouegypa npuMmeHnma K MHOrogyHKLUUOHaNbHbIM Ae3UHPULUMPYICLLMM NporpaMmmam, KoTopble
MOTYT BKNtoYaTh B cebA aTanbl YACTKU, NPOMbIBaAHUSA U NponnTeIBaHUS. [pn npoBeaeHUM npoLueaypbl Nporpam-
MHOIO UCNbITAHUS CpeacTBa UCMNOMb3YIOT B KONTMYECTBAX, PEKOMEHAOBAHHLIX HA 3TUKETKaxX /UM B UHCTPYKL M-
X AN nauneHTa.

2Tan MHOToYyHKUMOHaNLHOW AesnHUUMpyoLlen nporpaMmmbl KOHTaKTHOW NMUH3LI, OLLeHUBaeMbIN Mo-
CpPeACTBOM NpPoOBeAeHUSA AAaHHOIC UCMbITAHUS, OOIMKEH YAOBNETBOPSATh MUHUMATbHBIM TPEDOBAHUAM aBTO-
HOMHOIMO WUCMNbITaHWA, KakK nokasaHo Ha pucyHke 1. Tonbko Te cpeacTBa, KOTOpble YAOBNETBOPANOT
MUHUMAaNbHLIM TpeboBaHUAM, NpeabABNAEeMbIM K XapakKTepuctnkam aBTOHOMHOMO UCMbITAHUSA, MOTYT ObITb
BBeAeHbl B NporpaMmmy aesnmHgeKkLni.

[1pn NpoBegeHUN UCTIbITAHUS KaYeCTBEHHbIA U KONMMYEeCTBEHHLIA COCTaB BCeEX CPeACTB, UCTMOMb3yeMbIX B
nporpaMmme UCMbITaHUA, HeODXOANMO YCTAaHOBUTb METOAOM aHaANUTUYECKOTO UCMbITAHUS UMK SKCTPaNoONALNA K
Havany nposeaeHUs ncnbiTaHUsA. JomkHbl ObITb NPUHATLI COOTBETCTBYIOLLME Mepbl A4Sl CHMXKEHUS W/Nn yeTpa-
HEHWUA OCTaTOYHOW NPOTUBOMUKPODOHOMN aKTUBHOCTM BO BPEMS KYNbTUBUPOBaHUS N NoacyeTa KoNM4ecTBa Bbl-
XUBLUMX MUKPOOPraHU3MOB, a 3 @PEeKTUBHOCTb 3TUX Mep A0ITKHa BbITb oLeHeHa. [1IerUcTBUe 3TOro npoLuecca Bo
BPEMS NMPOoBeaeHUS UCNbITAHUSA AOTDKHO ObITh NOATBEPKAEHO COOTBETCTBYIOLLIMMN OpraHamMun KOHTPOMS.

[TpumeyaHune—Ilpobnembl, CBA3aHHbIE C UCMONBb30BAHUEM U3HOLLEHHbIX KOHTAKTHbIX IMH3, — MO NPUIOXe-
HUIO E.

5 Tpeb6oBaHUA K XapaKTepUCTUKaM

5.1 ABTOHOMHOe ucnbiTaHue. OCHOBHbIE KpUTEpUU

5.1.1 bakTepum
Uncno BEKMBLLKX KONMOHUIA MUKPOOPraHM3MoB Ha 1 M A0MMKHO ObITb COKpaLLeHO B cpegHemM obbeme, HO
He MeHee 4eM Ha 99,9 % (3,0 log) B npeaenax MUHUManNbHO peKOMeHA0BaHHOMo neproga BnuTbIBaHUAS.

[TpnmedaHwne— 3HadeHne onpegensiioT no CpeaHeMy 3HAYEHNIO PeayKUUW, BbiPa)XXeHHbIX B rorapngmax,
KaXgoro BBE4EHHOIo MUKPoOopraHmama anst otaenbHbIX UCMbITYEMbIX MapPTUMN.

5.1.2 lneceHb U APOXXKU

Uncno BBKUBLUMX KONTOHU MUKPOOPraHM3MOB Ha 1 M1 AOMKHO BbITb COKpaLleHo B cpeaHeM obbeme, HO
He MeHee YeM Ha 90 % (1,0 log) B npeaenax MUHUMansHO pekoMmeHAoBaHHOIo nepuoaa BNUTbIBaHUSA, C YBETN-
YeHVUEM HEe MeHee YeM B YeThipe pasa MUHUMalbHO PeKoMeHOOBaHHOro nepuoga BNMTbiBaHUA B npeaenax
aKcnepumeHTansHoOU owmnbkn = 0,5 log.

[TpnmedaHune— 3HadeHne onpegensoT No CpeaHeMy 3HAYEHUKD peayKUUK, BbiPpa)XeHHbIX B rorapugmax,
KaXaoro BBEAEHHOINO MUKpoopraHmamMma gns otaernbHbIX UCTbITYEMbIX MNAPTUN.
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5.2 ABTOHOMHOe UcnbiTaHue. BcnoMmorarenbHble KpUTepum

CpeacTBa, He yaoBneTeopsoLlme kKputepusam no 5.1.1 1 5.1.2, A0MKHbI ObITb OLLEHEHBI NYTEM Nporpam-
MHOIO UCNbITaHUA No 6.4. [pn 3TOM AOMKHO ObITh BbINMOMHEHO YCNOBUE: cyMMa cpeHUX 3Ha4YEHWUN BbIKUBLLNX
KONMOHM MUKPOOPraHM3MOB COCTaBMAET peaykuuio MnuHUMym 5,0 log ans 6aktepun Tpex BMOOB NP MUHK-
MansHon cpeaHen peaykumn 1,0 log ana 6akTepun KaXxaoro oTAeNnbLHOro BMaa 3a BpemMsi peKOMeHA0BaHHOTo
nepunoda BNuTbIBaHUA. OCTaHOBKA pa3sBUTUSA APOXCKEBLIX U NNECHEBLIX IPUOOB A0 KHA HAbNoaaTbes B nNpee-
nax akcnepumeHTtanbHou ownbkn + 0,5 log 3a BpeMs pekoMeHa0BaHHOMO Nepuoga BNUTbIBAHUS.

5.3 lporpammMmHoe ucnbiTaHue. lNporpaMmMHbie KpUuTepumn

B MukpoopraHuamax Kaxgoro BuMaga cpeaHee 4ynucrno bakrepuin, coxpaHUBLUMX KU3HECMOCODOHOCTb, HE
OomkHo npesbiwaTts 10 KOE/Mn npu Kaxkaom codeTaHny TUM NMMH3LI/YCNOBUE XpaHeHust. 3To TpeboBaHWe Aon-
XKHO BBINOMHATLCA AN BCEX UCTbITYEeMbIX NapTUn.

[ns BbIMUCNEHNS cpefHero saHavYeHusa He crnegyet KOMOMHMPOBAaTL AaHHbIE O NMH3ax bonee Yem OQHOro
TUna.

[TpumeyaHnwune—Ilpn oueHKe NnporpamMmmbl yxo4a 3a KOHTAKTHbIMW NUH3aMKU OQHOIO TUMNAa UCNONb3yeTCcs cpel-
Hee 3Ha4veHne KOE/mn 6akTtepun Kaxxgoro eBuga ¢ 24 MHOKYITMPOBAHHbLIX M 06pabOoTaHHbIX COMMAacHO MHCTPYKLUMWN U3TOTOBMU-
TENSA NWH3 oaHoro Tuna. pn oueHke nporpaMmmbl yXo4a 3a KOHTAKTHbIMW NUH3amMu Bonee o4HOro tuna UCnonb3yioT
yCpeAHEHHbIE AaHHble C 12 MHOKYNTMPOBAHHbLIX M 006paboTaHHbIX COrMacHO MHCTPYKLUUN U3rOTOBUTENSA NNH3 KaXXgoro tmna.
Cm. Tabnuuy 4 no HeobXoaMMOMY HYNCITY NUH3.

Tabnwuwuya 1— CBOAHbIE AAHHbIE MO KPUTEPUSIM TPEDOBaAHMN XapaKTEPUCTUK Npoueayp Ae3nHMPEKLNN KOH-
TaAKTHbIX NTNH3

CpeaHee 3Ha4veHue peaykuum BO BpeMs BMUTbIBAHUSA, BbIpaXX€HHOW B norapudpmax

AcneiTaHne [lneceHb bakTepun
FS° CA®° SM° PA® SA°
ABTOHOMHOE€ UCMbITAHUE: 1 1 3 3 3

[ NaBHblIE KPUTEPUN

ABTOHOMHOE UCMbITAHUE: : . © © ©
BcnomorartenbHble KpUTEPUIA
[lporpaMmmHOE UCnbITaHUE: ~0T4 0o 5 ~0T4 0o 5 ~0T4 0o 5 ~0T 4 0o 5 ~0T 4 0o 5

MporpammHbie kpUTeprmn®

“ PA = P. aeruginosa ATCC 9027;
SA =S, aureus ATCC 6538;
SM = S. marcescens ATCC 13880:;
CA = C. albicans ATCC 10231;
FC =F. solani ATCC 36031.
" 3acTol BO BpeMSsI BIUTbIBAHUS.
° MuHuManbHasa gonyckaemas peaykums ansa 6aktepun Bcex Tpex CKOMOMHMPOBaHHbIX BUAOB cocTasnseT 5,0 log.
MuHmnmanbHas gonyckaemas pegykumsi ansa dakrepun kakoro-nmbo ogHoro suga cocrtaensiet 1,0 log.
9 3HaueHne, SKBUBANEHTHOE cpeaHemMy 3HadeHuto, He bonee 10 KOE/mMn Ha nnH3y Anst KaxXaoro CoYeTaHus TUNM JINH-
3bl/yCrOBME XpaHeHWs.

6 Metoabl UCcnbiTaHURA

6.1 MaTepuanbl U peakTuBbI

MaTepuanbl 1 peakTUBbI, T. €. TECT-KYNbLTYpPbI (TECT-LUTAMMBbI), Cpeabl U peakTuBbl, 0bopyaoBaHMe 1 0b-
pasLbl, ABNAOTCA OOWMMKW ANA aBTOHOMHOW npoueaypbl B OTHOWEHUN Ae3nHPUUUPYIOLWKUX cpeacTB 1 Ans
nporpaMmmMHoON npoueaypsl nNpu aesnHgpekunm KOHTaKTHbIX JTUHS.

4
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6.1.1 TecT-KynbTypbl (TECT-WUTAMMbI)
CneayeT UCNoONb30BaTh TeCT-WTaMMbl, NpMBedeHHbIe B Tabnuue 2.

[TpwnmedaHnwune— [HonyckaeTcs NCrnonb3oBaTh TECT-LUTAMMbI N3 APYIMX KONMNEKUUN KYIbTYP, NEPEYNCTIEHHbIX B
NPUNOXeHun A.

Tadbnwvwua 2Z2—TecT-wTamMmmbl

Pseudomonas aeruginosa ATCC 9027
Staphylococcus aureus ATCC 6538
Serratia marcescens ATCC 13880
Candida albicans ATCC 10231
Fusarium solani ATCC 36031

6.1.2 lNuTaTtenbHble cpeabl U peakTUBDbI

6.1.2.1 KaptodpenbHbin arap ¢ gekctposon (PDA).

6.1.2.2 TpunToHOBLIN coeBbIX arap (TSA).

6.1.2.3 Arap Cabypo c gekctposon (SDA).

6.1.2.4 ®docdaTHo-coneson pacteop Dulbecco ¢ bydpepHon aobaskon, bes xnopuaa Kanbumsi N Xnopm-
aa mapraHua (DPBS): 200 mr/n KCI, 200 mr/n KH,PO4, 8000 mr/n NaCl n 2160 mr/n Na,HPO, - 7H,O unun noa-
XO4ALWMN pacTBOPUTEND.

6.1.2.5 doccartHo-coneroun pacteop Dulbecco ¢ bydepHon aobaskon nntoc 0,05 % (macca/obbem) no-
nucopburta 80 (DPBST) nnu noaxoasLwmin pacTBopUTENb.

6.1.2.6 OueHeHHble HEUTPanNM3npyoLKe peakTmBbl/cpeabl (NP HeobXOAUMOCTK), HANPUMeEpP HenTpa-
nuaytowwmii 6ynboH Dey-Engley (DEB) 1 6ynboH Letheen’.

6.1.3 UcnbiTaTenbHOe obopyaoBaHue

[ns npoBeaeHUst UcneliTaHn TpebyeTcs cneayowee nadopartopHoe odbopyaoBaHMe:

6.1.3.1 CTepunbHbIE MUNETKN.

6.1.3.2 BaTHble TaMMNOHHI.

6.1.3.3 TpybKn.

6.1.3.4 Yawku lNetpun (o1 90 go 100 mm x 20 Mm).

6.1.3.5 UHkybBaTop.

6.1.3.6 CnektpomeTp (Ana onpeaeneHns NMNOTHOCTU KNETKN).

0.1.3.7 YcTpoucTtBO ANg nogcyeTa ymcna KonoHUA.

6.1.3.8 UeHTpudyra.

6.1.4 UcnbiTyeMble obpa3ubl

CpeacTBO, KOTOPOE MNOANEXUT UCMNLITAHUIO, AOMKHO ObITb CPeaCcTBOM, peanu3yeMblM Ha pPbIHKE.
ANUKBOTHbIE NPOOLI AOMKHBI ObITb B3SIThl HEMOCPEACTBEHHO N3 KOHTEWHEpPa HenocpeACTBEHHO nepeq npoBe-
OeHNeM UCTbITaHUA.

CneagyeT ucnbltate TpU NapTun cpeacTea. Kaxaas naptus cpeacTBa Ao0MKHa ObITb UCMbITaHa OTAeNb-
HbIM TECT-LUTaMMOM.

6.1.5 CoxpaHeHue TeCT-KynbTypbl (TECT-LUTAMMA)

CoxpaHeHUe TeCT-KyNbTypbl NPOBOAST B COOTBETCTBMU C pEKOMEHJaLUAMU KypaTopa COOTBETCTBYIOLLE
Konnekunn KynsTtyp.

TecT-KynbTypbl ACIMKHBI U3biMaTbCca U3 konnekuun (ATCC, NCIB, NCTC, NCPF vunu gpyriux konnekuumn
KYNeTYp) He bonee NATU pas KaXXaou TeCT-KyNbTypbl (CM. NMpUnoxeHne A), Npn 3T0OM U3bIMaKOT TECT-KYNbTYPY
npeablayLliero pasa.

6.2 lNpurotoBneHne MUKpoOoOUONOrnyecKkon Kynbrypbl (MHOKYNATa)

[TpurotToBNeHUe BBOAUMBIX MUKPOOPTaHM3MOB (MHOKYNATA) ABNSIETCS OOLWMM WU 45151 aBTOHOMHON NpoLe-
aypbl B OTHOLLIEHUU AE3NHMULMPYIIOLWXMX NPOAYKTOB, U ANS NporpaMmmMHon npoueaypbl Ans AesnH ek KOH-
TAKTHOW NAH3bI.

V' Hentpanuaytowuin 6ynsoH Dey-Engley (DEB) n 6ynboH Letheen npeactaeneHbl B kavectse npumepa. [aHHas
MHpopmMmauma NpeaocTaBnseTcs Ans yaobcrea nonb3oBaTenen HacTosWEro craHgapTa.
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B nporpammHoun npoueaype no gesnHgpekumMn KOHTaKTHBIX NTMH3 UCKYCCTBEeHHaa cnesa (opraHny4eckni

TPYHT) MOXEeT BXOAUTb B COCTaB BHOCUMOIo MHOKYNATa (CM. npunoxeHue E).

KynbTUBUPYHOT MHOKYNAT Ha CKOLLEHHOM arape npuv yCrnoBusX, ykasaHHbIX B Tabnuue 3.

Tabnwunwuya 33— Cpeabl n nHKybauMOHHbIE YCNOBUSA ANS BblpalWMBaHUSA BBOAUMOIO MHOKYNATA

AHOKYNAT Cpena Temnepartypa, °C MHKyDaUMOHHBIM Nepuof, v
P, aeruginosa TSA Ot 30 go 35 OT1 18 no 24
S. aureus TSA OT1 30 go 35 OT1 18 no 24
S. marcescens TSA OT1 30 po 35 OT1 18 no 24
C. albicanx nnwu SDA Ot 20 po 25 OT142 no 48
C. albicans SDA OT1 30 po 35 OT1 18 no 24
F. solani PDA Ot 20 go 25 OT1 10 oo 14

NcnonbsyioT cTepunbHbln DPBST nnu nogxoasawny pacteoputenb ANA CMbIBa KaXaoM KyNbTypbl € ara-
pa; CMbIB KYNbTYPLI C arapa rnpoMbIBatoT, NEPEeHOCAT B noaxoasawmn cocyg 1 BetTpaxmsatoT. OTPUNLTPOBLIBA-
0T B3BecU F. solani yepes cTepunbHYO CTEKNSIHHYIO BaTy UMK Mapnto, YTobbl yaannTb HATSIHbIE PparMeHThl.

KynbTUBMPOBaHHLIE MUKPOOPraHM3Mbl Nocrne cbopa aonyckaeTcsl NPoMbIBaTbh C UCMOMNb30BaAHUEM LIEH-
TonUdyrn. Ans ocylecTBneHnUsa gucneprmpoBaHns oTaerNbHbIX KNETOK AoNycKaeTcs bakTepunHble B3BECU OT-
PUNbTPOBLIBATL (HANPUMeEpP, UCNONL3Y4a pasMep nop punbTpa oT 3 40 S5 MKM). BCce BBOAUMbIE TECT-KYyNbTYpPb
0oBoAAT Ao KoHueHTpauum oT 1 x 107 go 1 x 108 KOE/mn ¢ nomowsto DPBST vnu apyroro noaxoasilero pac-
TBOpUTENA. OnpeaensatoT NPUBNUINTENBHYIO KOHLIEHTPALUIO KNETOK KaXXaoW B3BECU U3MEPEHUEM NOMYTHE-
HASA B3BECWU UMW pacTBOpa B3BECKM C MOMOLLbIO cnekTpomMeTpa. JenctButenbHyto KoHueHTpauuto KOE/Mn
onpeaendroT BO BpeEMS UCMbITAHUSA OANA KaXXJ0U B3BECK, Hanpumep vyalleyHbiM MeToaoM noacyera.

Ecnn ncnonb3yioT UeHTPUQVYTY, Kaxabiy npoLecc LeHTpUudyrupoBaHnsa cneayeT npoBOAUTL NMPpU TeMIe-
patype oT 20 °C go 25 °C He 6bonee 10 MmnH 1 He bonee 4000 ob/MuH. Bonee gnuTenbHLIE NEpUOAbl LIEHTPU-
pyrmpoBaHUa MOTyT NoTpeboBaTh BONee HU3KUX CKOPOCTEMN.

B3Becn DakTepuanbHbIX N APOXKEBLIX KNEeTOK UCMNONMb3YIOT B AeHb NpUroTtoBneHuns. CnopoBble B3BECH
MOXXHO LUCMNOMb30BAaTh B TeUeHne / AHEW Nnocne NpUroToBNeHUs Npu yCnoBuKM XpaHeHUsa nx nNpu teMmnepartype
oT2°C no8 °C.

6.3 ABTOHOMHas npoueaypa

6.3.1 MeToguka UcnbiTaHUU BBeAeHUEM TeCT-KyNnbTyp

6.3.1.1 [oTOBAT OAHY UNK Bonee NPOBUPOK (ANA KaXXA0WU UCNBITYEMON NapTUK), cogepKallyio Kak MUHUN-
MyM 10 MmN pacTBopa UCNbITYEMOro cpeacTBa Ha KaXayo BBOAUMYIO TECT-KYNbTypy.

[MTpumedanune—[Ina obecnedyeHns sdPHeKTUBHOIO TEXHUYHOIO UCNONMHEHNA UCNBbITAHNA CrieayeT UCMoSb30-
BaTb NPOOUpPKN ans obpasyoB, KOHTENHEPLI. [TOCKONBbKY MEXAy MHIPeaneHTaMmmn pacteopa n matepuanom npobupok mo-
XEeT ObITb HECOBMECTUMOCTL, HEODX0ANMMO NCNONBb30BaTh NPODUPKN, N3rOTOBIEHHbIE U3 COOTBETCTBYIOLWLEro MaTepuana.

BeoaaT B npobupky ¢ UcnbiTyemMbiM 06pasLoM cpecTBa B3BECb UCMbITYEMbIX TECT-KYMbTYP B KoNM4ec-
TBe oT 1,0 x 10° go 1,0 x 10% KOE/mn. Cnenyet ybeantbes, 4To 06beM BHOCUMOW BakTepunarnbHOM KynbTyphl
He npeBbllaeT 1 % o6bema obpasya. Cneayet obecnednTsb NONHOE ANCNEPrMpoBaHNe MHOKYISATa NyTeM Ha-
nexakwlero nepemMeLuBaHms.

6.3.1.2 XpaHuUTb UHOKYNTMPOBaHHOE cpeacTBO cneayet npu temnepatype oT 20 °C go 25 °C. Temnepa-
TYPY HEODBXOOAUMO PerynmpoBaTh C MOMOLLbI KANTMOPOBaHHOIO YCTPOWUCTBA U PETMCTPUPOBATL NoKasaHUs TEM-
nepaTypebl.

Ecnu cpeactso YyBCTBUTESNBLHO K CBETY, €ro crneayeT 3aljyulaTh B TeYeHue nepuroaa nposeaeHns Ucnbl-
TaHWA OT NonagaHua ceeTa.

6.3.1.3 bepyTt 1,0 MmN anUKBOTHLIX NPOO MHOKYNMPOBAHHOIO CpeacTBa AN onpeaeneHns Yncna XmsHe-
CNOCODHLIX MUKPOOPraHM3MOB B TeYeHMe nepuoaa BpemMenun, coctasnsowero 25 %, 50 %, 75 % n 100 % MUHN-
MalnbHOMo peKoMeH4OoBaHHOro BpeMeHn aesnHdpeKkunnm BCcexXx MUKPpOOpPraHM3mMoB, U B AONONIHEHME — He MeHee
400 % MUHMManNbLHOIO PekoMeHOAOBaHHOIo BpeMeHU ages3nHdpekunm apoxeken 1 nneceHn. Ecnu pekomeHayeTcs
0e3MHPUUNPOBAThL KOHTAKTHbIE NIMH3bI B TeYEHNEe HOYU, BPEMS NPOMNUTLIBAHUA COCTaBNSET 8 .
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6.3.1.4 lNoasepratoT Kaxayto 13 1,0 MN anMKBOTHLIX NP0, B3ATLIX Yepes 3aaHHbIE MPOMEXYTKN BpeMe-
HWU, AENCTBUIO COOTBETCTBYIOLWEN cepun OeCATUYHBIX pa3BedeHUN B OUeHEeHHbIX HeUTpanuayloLlmnx cpeaax.
XOpoLLo nepemMeLlInBaloT B3BECh BCTPAXUBAHUEM (Ha BOPTEKCE) U AatoT NOCTOATh, YTODbI 3aBepPLUUTbL HENTPA-
nusauuio. YCnoBUa HeuTpanusaumm AOMKHbl ObiTb OCHOBaHbI HA NPOBEPKE KOHTPOMS BOCCTAHOBUTENLHON
cpeasbl (cM. 6.3.2.2).

Ecnu npoTUBOMUKPODHOE CpeaCTBO B COCTAaBE HEBO3MOXHO HaaneXxalwmm obpasoM MHaAKTUBUPOBATL
NN HENTPanNM3oBaThb, yaansaoT ero oueHeHHbIM MeTOA0M MeMbpaHHOU dunbTpaunn (CM. npunoxeHue B).

6.3.1.5 OnpenensitoT YNCNO KU3HECNOCODOHBLIX MUKPOOPTraHU3MOB B COOTBETCTBYIOLWNX pacTBoOpax ny-
TEeM NPUroTOBNEHNA TPOUHBLIX YalleK (ecrnim He OroBOPeHo UMHoe) ¢ noaxoasaiulen BOCCTaHOBUTENBHOW Ccpeon
(Hanpumep, TSA ana 6aktepuin n SDA ans nneceHn n gpoicken).

Ecnu Obina npumeHeHa memMmbpaHHas unbTpauma ans yaaneHusa nn Hemtpanusauum npoTUBOMUKPOD-
HbIX CPEACTB, KYNbTUBUPYIOT MEMOpaHbI Ha 3TUX cpeaax.

Ecnn ncnonb3yioT YalleyHbI MeTod PO3NnUBa, XpaHAT arap nepea pasfMBkon B pasNMBOYUHLIX YallKkax
npun TemnepaTtype Hxke 50 °C.

ArapoBble cpeabl, UCNoMb3yeMble Ana onpeaeneHnst KoNM4ecTBa XU3HeCnoCobHbIX MUKPOOPraHM3MOB,
TakXe MOryT cogepaTb NMPOTUBOMUKPOOHBIE MHAKTUBATOPLI UMW HENTPANN3aTopPHkI.

6.3.1.6 Yalukn ¢ TecT-KynbTypamMmu OoMKHbI ObITb MHKYOMpOBaHLI npu Temnepatype oT 30 °C go 35 °C.
[ToceBbI C ApPOXKEBLIMU rpUdamu (Apoxkamun) MHKYOUpyroT npu temnepatype ot 20 °C ao 25 °Cunn ot 30 °C
no 35 °C. l'oceBbl ¢ NnecHeBbIMU rpnbammn MHKYoUpyroT npu Temnepatype oT 20 °C ao 25 °C. JomnmxkHbl ObITb
onpegeneHsl Nepunoabl MHKYOaLunM ana onTUuManbHOro npopocTta dakTepun, apoxeken n nneceHu. MNepuroawl
MHKYDaL MK O0MKHbI ObITb OCHOBaHbI HA aHANU3e KOHTPONA NMTaTeNnbHOW cpeabl (CM. 6.3.2). 3anuceiBatoT YMC-
no Habnwagaembix KOE/MN Ha Yawkax, KoTopble nNoaaatoTcst NOACUHETY.

[TpunmedaHnune—Yawkum BO Bpems MHKybaunm crnegyet nepnognyveckm Habnoaarts, YHTobbl NpegoTBpaTUTh Mo-
ABNEHNE YalleK, B KOTOPbLIX N3-3a Ype3MePHOro pocta bakrepun, gpoxoken n nnecenn KOE He noggatotes nogcyery.

6.3.1.7 OnpegensawoT cpegHee vncno KOE, nogaatowmxcd nogcyeTy, Ha Yalwkax. BelMUCNAKT YMeHbLLe-
HUe Yncna MUKpoopraHM3mMoB B 3adaHHbIE MOMEHTEI BPEMEHMN.

[Tpnmedvanune—Kaxgas vawka ¢ KOE, nogaacwmmmucs nogedety, cogepxut oT 30 ao 300 KOE ansa 6akre-
pyun unn gpoxoken n ot 8 oo 80 KOE — ansa nneceHun, 3a ncknioveHmnem cnydaes, korga KOE HabnoaaloTes TONbKO B Yall-
kax ans passegedus 10° nnmn 1071,

6.3.1.8 OTCYyTCTBME MUKPOOPraHM3IMOB HEQDXOAUMO AOKYMEHTUPOBATbL, Hanpumep, Hanncas «0» nnu

«HP» (HeT pocTa), korga 4allkm Ons Bcex pacTBopoB obpasua B oTAeflbHbl MOMEHT BPEMEHU He codepKaT
KOE.

6.3.2 CpencrBa KOHTpONA
6.3.2.1 KoHTpOIb BHOCUMOW BakTepruanbHOW KynbTyphl

[[OTOBAT 0ObEM BHOCUMOU DaKTepmnanbHOW KynbTypbl NyTEM AUCNEPTUPOBaAHNS UOEHTUYHOW alTMKBOTHOW
NpobblI MHOKYNMPOBAHHOIO MaTtepuana B obbeme pacteoputenst no 6.3.1.1 (Hanpumep, DPBST) ansa nonyye-
HUA KoHe4YHoW koHueHTpauumn oT 1,0 x 10° ao 1,0 x 10° KOE/mn. Cneayet y6eantbes, 4To 06bEM BHOCUMOM
DakTepuanbHOM KynbTypbl He npeBbillaeT 1 % obbema obpasua. [incneprmpoBaHne BHOCUMOW KYyNbTYpbl HE-
obxoanmo obecnevnTb nepemelumpanHmemM. OUeHMBAOT AaHHBIN KOHTPOMBHBIN 0bpaseLl, B Havane UcnbiTaHus
Ha KOE/mn, 4Tobbl npoaeMOHCTpUpOoBaTh NPUroaHOCTL cpeabl, UCNOMb3yeMON ANA PocTa UCNLITYEMOro MUK-
poopraHnama, 1 onpeaensoT KOHUEHTpaLUio MICXOQHOW BHOCUMOW DakTepruanbHOM KynbTyphl. [ToMeLlaoT co-
OTBETCTBYIOLLUYH anuMKBOTHYIO MNpOodYy KU3 KaxkaoW NpoOUpPKM HA BOCCTAHOBUTESbHYHD arapoBylo 4allky B
TPOUHOM 0BbeMe (ecnn He OroBOPEHO UHOE).

6.3.2.2 KoHTponb nutatenbHon cpeqbl

PasbasnswoT 1/10 pactBopa aesnHpULMpyoWero cpeactsa B OLLEHEHHOM HEUTpanM3yrowWwem OynboHe
(1 mn B 9 mn). datoT ByNboHY NOCTOATL A0 3aBepLUeHUs peakunm HeruTpanusaunn. F'oTOBAT BTOPYHO KOHTPOSb-
Hyt0 NpodUpKy, cogepxawyto 10 mn noaxoasuwero pacteoputens (Hanpumep, DPBST). Beoasar B npobupkin
OOCTaTOUHbIM 00BbEM KyNbTYpbl, YTOOLI nonydunocs oT 10 ao 100 KOE/mn BBOAUMOroc MUKpOOPraHnama Ha
KaXkayo vallky. BelaepknesatoT B TeYeHe COOTBEeTCTBYIIOLWEro nepuroga BpemMeHu rnpu temnepaTtype okpyXato-
Lien cpedbl, He gonyckad pasMHOXeHUA UHOKYNTMPOBaHHbLIX MUKPOoOopraHnamoB. [loMellaloT COOTBETCTBYIO-
LLIYIO anNMKBOTHYIO NMPo0Y U3 Kaxkaou NpobupKM Ha YallKy ¢ nMTaTenbHbIM arapom B TPOMHOM 00bemMe (ecnm He
OrOBOPEHO UHOE).

[ns npopocTa baktepuin cneayeT BelAepKMBaTh Yallky npu temnepatype o1 30 °C go 35 °C. [Ansa npo-
pocTa OQPOoXCKen cneayeT BblaepKneaTtb Yalku npu temnepartype ot 20 °C go 25 °C vnm o1 30 °C go 35 °C.
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[1na npopocTa nneceHn cnegyeT BblAepKnuBaTth Yawky npu temnepatype oT 20 °C go 25 °C. OnpegensitoT Mu-
HAManbHbIE Nepuoabl BblASPXUBAHUA ONS1 AOCTMXKEHUSA OMNTUMAanbHOrO nMpopocTa DakTepuin, ApoXcKken U
nieceHu.
Ecnu anga HeuTtpanusaumun Tpedyetcs pasbasneHne bonee yem 1:10, npuMeHanT MeMbpaHHy PUNbLT-
paLuto.
OueHnBaloT HeUTpanusayuo Npoaykra nepeq KaXxgblM BBegeHUeM MUKPOopraHmsma.
6.3.2.3 TpeboBaHUA K KOHTPOMO
Ecnn KOHTpONbHOE 3HaYeHne BbIXOAUT 3a Npeaenbl 3ag4aHHOro 3HavYeHus1, pesynbTaThl UCNbITAHUS CUU-
TaloT HeAeNCTBUTENbHLIMU, UCMNbITaHWUE NPOBOAAT NOBTOPHO.
6.3.3 OT4yeT 00 UCNbLITAHUAX
B otyeTe 006 UcnbITaHUSX AOMMKHA ObITh NpeaAcTaBneHa cnegyrolas nHgopmauus:
a) CCbifka Ha HacToALWMNA CTaHOapT;
b) onucaHue cpeacTra:
- HAaMMeHOBaHue cpeacTBa;
- HOMEpP NapTUu;
- KOHEeYHbIN CPOK AeNCTBUS;
- N3roTOBUTENb;
- YCNOBUS XpaHEHUS;
- aKTuBHoe(ble) BellecTBo(a) N ero(KUx) KoHUueHTpaumsa(n) (npyu HeobXoaAUMOCTHN);
c) hamunuga (pamunumn) onepartopa(oB);
d) OTKMOHEHUA OT NPOTOKONA;
e) nepuoa UHKybauun;
f) nepuoa XpaHeHUs MHOKYNUPOBAHHOIO CpeacTBa;
g) nonydeHHble pe3ynbTaThl.
Ecnun cpeacTBO yAOBNETBOPSIET MMaBHbIM KPUTEPUAM aBTOHOMHOIO UCNLITAHWUS, €ro MOXHO MapKUpPO-
BaTb Kak cpeaCcTBO, NpeaHasHa4vyeHHoe Ans Ae3nHeKL U KOHTaKTHBIX NH3. Ecnn cpeacTBO YAOBNETBOPSIET
TONbKO BCNoMoratenbHbIM KPpUTEPUSIM aBTOHOMHOIO UCMbITAHUSA U NPOXOOUT NporpaMmMHoe UCNbITAHUE, ero
cnegyeT MapKMpoBaTbh Kak YacTb nporpaMmmbl Ae3nH@p ek KOHTaKTHBIX NTUH3.

6.4 lNporpammHasa npouenypa

6.4.1 AHoKynauuA NUH3bLI

McnbiTaHMe NpOBOOAAT C UCMOMNb30BaHUEM JIMH3 TUMa, Ha KOTOPbIM pacCYnNTaHO UCMONIb30BaHUE NpPo-
rpamMmbl, HaNpUMep HENOHHbBbIE, C HUSKM coaepXXaHnem BoAbl, NOHHbIE, C BbICOKUM coepXaHUemM BoAbl, U3-
OTOBNIEHHbLIE W3 aKpunaTta KpemMHua U T. 4. Ona gaHHOro ucnelTaHUa cnegyeTr NpUMeHATb HOBbIE U
HelCnonb3oBaHHbIe NUH3LI. [1py UCNIbITAHUK NPOrpamMMbl Mo yxoay 3a KOHTakKTHbIMU NMTMH3aMK C UICNOb30Ba-
HUEeM NUMH3 OAHOI0 TUMNa BHOCAT KaXXAyHo MHOKYMUMPOBAaHHYIO KyNbTyPY Ha BOCEMb JIMH3 K3 KaXXOQou napTun 1Uc-
TbITYEMOrO CpeiCTBa; B pe3ynbTaTe UCMLITLIBAKOT BCEro 24 NH3bl KaXXaoro coctaBa MMKpobamMuy KaXkaoro
Buaa. [pn ncnelTaHUM nporpamMmsbl NMo yxoay 3a KOHTaKTHbIMU NTMH3aMU TMApOorefibHOro Tuna UHOKYNUPYIOT
yeTbipe NUH3bI Tpynnbl 1 U YeTbIpe NMUH3LI FpyNnbl 4 MUKPODBaMM Ka)aoro Buaa Ha Ka)kayro napTuio UCnbITye-
MOTO CpeACTBa; B pe3ynbTaTe UCMbITbIBAOT BCero 12 NMH3 KaXkaoro Tuna Ha MUKpoobl kaxkaoro suaa. MoXxHo
MPOBECTU UCMbITaHWe ACNONHUTENbHBLIX TMAPOresibHbIX NMMH3; 0AHAaKo cneayeT UCNbITbIBaTb MUHUMYM YeThl-
pe NMUH3bI KaXXQoro Tuna Ha MUKpOoObI Kaxkaoro snaa Ha cpopMUPOBaHHYIO NapTUo cpedcTB. [1pn UcnbiTaHuK
nporpamMmebl Mo yxoay ¢ UCNONb30OBaHMEM BCeX JIMH3 HErmaporesribHOro Tuna MHOKYIMPYIOT YeThipe NUHSHI,
M3rOTOBIIEHHbIE U3 akpunaTa KpeMHUA, U YeTbipe NH3bI, U3roTOBIEHHbIe U3 bTopaKkpunata KpeMHUA, MUK-
pobaMy KaKOOoro BMAa Ha KaXayk napTuie UCNbITYeMOro cpe[cTBa; B pesynbTaTe UCNbIThIBAOT BCEro
12 NUH3 KaXkQoro TMna Ha MUKpoObl Kaxaoro suaa. [Npu ncneltaHum nporpamMmmel No yxoay ¢ UCNOoNb30BaHUEM
BCEX rMaporenbHbIX U HernaporensbHbIX NUMH3 TpebyeTcda NpoBeaeHNe UCTbITAHUS C UCTIONb30BaAHMEM JINHS
roynnel 1 M rpynnel 4, NMMH3, USFOTOBIIEHHLIX U3 akpunaTta KpeMHUA, U HerngporenbHbIX NIUMH3, M3rOTOBNEHHbIX
N3 pTopakpunaTa KpeMHUS.

Uncno nuHz, Tpedbyemoe ANg npoBedeHnsa UCNbITaHUA, NpUBeaeHO B Tabnuue 4.

[TomMeLLaloT UCTIbITYEMYHO U KOHTPOJBHYIO NMTMH3bI B CTEPUIbHYIO Yallky [1eTpyu BOrHYTOU CTOPOHOU BBEPX.
MHOKYNUPYIOT Kakayro NuH3y, noMmecTtns 0,01 Mn TeCT-KyNnbTypbl BHU3Y JIMH3bI B TOYKE COMNPUKOCHOBEHNA C
yawikou [Netpun. NomewaroT 0,01 MN TOM Xe TecT-KynbTypbl HENOCPEACTBEHHO Ha BOTHYTYIO MOBEPXHOCTb
NAH3bI.

[aloT TeCcT-KynbType BNUTATbLCS B KaXAyto NUH3Y B TedeHUe 5—10 MmuH npu temnepatype o1 20 °C Ao
25 °C.
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Tabnuua 4 —Heobxognmoe Yncno NUH3 HA KaXablv BUA, TECT-KYNbTYpPbl
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Hucno NUH3 Ha KaXKabI BUO TECT-KYNbTYPb

MenbiTaHns McnbITaHWSA HA BCe rMaporesibHbIe McnbiTaHMsA HA BCe HeraporenbHbie
Ha OAWH TUM JIUH3bI® NnH3b nMH3BLI
- a

Meneiryembin obpaseu roynna 1 rpynna 4

(Hanpumenp, HEUOHHbIE, C MOHHbIE, C BbICOKUM AKkpunart OTopakpunar

rpynna 1) HWU3KUM coaep- 1 cpeaHum coaep- KpeMHUS KpeMHUS
XaHuem sodbl XXaHnem Boabl

Pacteop [lapTusa 1 3 4 4 4 4
Pacteop [lapTus 2 3 4 4 4 4
Pacteop [laptma 3 S, 4 4 4 4
NToro* 24 12 12 12 12

* MUHUMYM TPU NapTUKX CPEACTB MO YXOAY 38 KOHTAKTHbIMWU NUH3aMK1, KOTOPbIe AOMXHbI MPOUTU UCMbITAHUE.

" Ecnv npoBogsAT ucnbiTaHue nuH3 Gonee ogHoro Tvna, HeobxoarMOo NCNONb30BaTh MUHMMYM YeTbipe NUH3b! KaXK10-
ro TMNa Ha NapTUo CPEACTB NO yXO0ay 3a KOHTAKTHbIMU NMUH3AMKM Ha Ka)XAbli BUO TECT-KYIbTYPHbI.

* Ecnu npoBoAsiT UCNbITaHWE NUH3 TONbKO OAHOro TUNa, He06XoANMMO UCMNOMNb30BaTh MUHUMYM BOCEMb NUH3 KaX0-
ro TMNa Ha NapTuUio CPEACTB N0 yX04y 3a KOHTAKTHbIMY NIMH3aMU Ha Ka)XOblW BUJ, TECT-KYNbTYPHbI.

° Mpw ucnbITaHUM NPOrpaMMbl MO YXOAY C NCMONBb3OBaHWEM BCEX MMAPOrenbHbIX U HEMMAPOreNbHbIX NMMH3 NoTpebo-
BaNocb Obl, KAK MMHUMYM, UCMbITAHWE CPEACTBA YETbIPbMS IMH3AMWN KaXXA0ro U3 cneayiewmx TMNoB: rMAaporenbHbIMU
nvH3amu rpynnsl 1 v rpynnsl 4 1 NIMH3aMKU, N3roTOBNEHHBIMU N3 akpunaTta KpeMHUS, N HermaporernbHbIMU NMIMH3AaMU, N3I0-
TOBNEHHbIMU N3 PTOpaKpmMnaTa KpeMHUS.

6.4.2 O6paboTKka NuUH3

[locne nornoweHns BHECEHHON TeCT-KyNbTypbl MPOBOAAT Ae3NHMEKUMIO KOHTaKTHbIX JIMH3, BKoYas
3Tanbl YACTKWN, MPOMbIBAHUSA U NPONUTKA, YCTAaHOBMNEHHbIE B COOTBETCTBUN C UHCTPYKLMAMU N3rOTOBUTENSA Ha
NIMH3Y Kaxkagoro Tuna. B npoTokonax ncnbltaHna AoKHbI ObITh YKa3aHbl NapaMmeTpbl METOANK YNCTKA U MPOMBbI-
BaHWSA (HanpuMep, ANUTENBbHOCTb NMPOTUPaHUA 1 MPOMbIBAHUSA U 0OBbEeMbI NPOMbIBaHUSA).

6.4.3 BoccTtaHoBneHne BbRKUBLLUUX MUKPOOPraHN3mMoB
(CM. npunoxeHue B B YacTu meToaa MemMbpaHHOU ounbTpaLnm)

6.4.3.1 lNomellaroT COOTBETCTBYOLWNA 0OBLEM OLUEHEHHOW HEUTpanuayloLlen cpeabl B punbTpoBalb-
Hbln annapart (B.1.2.1). YcnoBusa HenTpanusaunum gormkHbl OblTb OCHOBAHbLI HA aHanM3e KOHTPONA nUTaTesb-
HOW cpeabl (CM. 6.4.4.2).

6.4.3.2 llepeHOCAT BCe coaepXMMoe KOHTeHepa UCMbITYEMOW KOHTAKTHOW NUH3bI (NMTUMH3Y 1 pacTBOpP) B
HeUTpanMsyrLLyo cpeay punbTpoBansHoro annaparta (B.1.2.2), onpeaenne neped unbTpaunen anutenb-
HOCTb HeUTpanmsauum (cM. npunoxeHune B).

6.4.3.3 lNlpuknageiBaroT NOHWXKeHHOEe AgaBneHne U PUNbTPYIOT pacTeop. [poMbeIBaOT PUNLTP B HEUTPA-
nnaytoLen cpege cooTBETCTRYHOLWEro obbema.

6.4.3.4 Cobnwogas cTepuUnbHOCTb, NEPEHOCAT KOHTAKTHYIO NMUMH3Y Ha NOBEPXHOCTb arapoBOW cpenbl,
nogxogsilen ana KynbTUBUPOBaHUA UCTMIBITYEMOW TeCT-KYIbTYpbl. HAHOCAT HEKOTOPLIA 0OBLEM TOW Xe arapo-
BOW cpeabl, coxpaHaemMon npu tTemnepatype 50 °C, Ha NUH3Y U Aal0T OCThITh.

6.4.3.5 lNpuknageiBaroT UCMLITYEMBIN (PUNBTP K NOBEPXHOCTU COOTBETCTBYIOLWKMX TBEpALIX cped (MOryT
ObITb cpeabl Mo 6.3.1.5).

6.4.3.6 [nsa npopocTta bakrepun cneayTt BelaepKaTb valluku npun temnepartype ot 30 °C go 35 °C. Ans
NpopocTa APOXKeWn cregyeT BblaepXaTb Yyawku npu temnepatype ot 20 °C go 25 °C nnm ot 30 °C go 35 °C.
[na npopocTta nneceHn cnegyeT BblaepKaTb Yawky npu temnepatype ot 20 °C go 25 °C. Neprnoabl MHKyba-
LUK ANs ONTUManbHOTo KyNbTUBUPOBaHUA DaKTEpUn, OPOXKEN U NNeceHn A0MmKHbI ObITb onpeaeneHsl. MUHUK-
ManbHbIE nepuoabl MHKYOaLWMWM AOMKHBI ObITb OCHOBaHbl Ha aHanM3e KOHTPONs nuTaTeNibHOW cpeabl
(cM. 6.4.4). 3anuceiBatoT Ynicno Habnogaemblx KOE, koTopble nogaaroTcs noacueTy Ha Yawkax. Halkn cne-
ayeTt nepuognyeckn Habnwaarts BO BpeMs UHKyDaL K, YToDbl NpeaoTBpaTUTb NOSABNEHME Yallek, B KOTOPbIX
N3-3a YPE3MEPHOro pocTa DaKTepUNn, APOXKKEN U NneceHn Bo BpeMst MHKybauun KOE He nogaatoTcst NoacyeTy.
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6.4.4 CpenctBa KOHTpoONA
6.4.4.1 KOHTpOMNb MHOKYNALMA NNH3bI
McnbiTyeMble MUKPODBI KaXKaoro Biaa NEPEHOCAT C TPEX MHOKYITMPOBAaHHBLIX NMUH3 B NPOOUPKA C NOAX0-
asawmm pactesoputenem (Hanpumep, DPBST). BeTpaxmeatoTt B TeueHne 30 c. [ocnegoBaTtenbHO TpU pasa pas-
OaBNAOT U BbIAENAOT COOTBETCTBYOLWME pa3baBUTeNn (eCnNn He yKasaHo MHa4ve), YTobbl NPOBECTU NOACHET
XXMN3HECNOCODHbIX KNeToK. Takon noacyeT NnoaTBepXaaeT, YTo YUCIO MUKPOOPTraHU3MOB Ha JIMH3E B MOMEHT
BBOJA nNporpamMmbl SABNAeTCA ajekBaTHbIM. CpegHee 3HaJveHMe NOACHETOB [AOMKHO OblTb He MeHee
2 x 10° KOE/nuH3a 1 He bonblue 2 x 10% KOE/nunHaa.
6.4.4.2 KoHTponb nuTaTensHoM cpeabl
[ OTOBAT TPpU PUNbTPOBaNBHLIX annapaTa (ecnun He yKkasaHo MHoe) No 6.4.3, cogepalmx HeUTpannayio-
LLYHO cpeay U Ae3nHpULMpyoLllee cpeacTBO B HYXXHbIX 0bbeMax (cM. npunoxeHue B). [latoT nocTosATh, YTOOb!
3aBepLlUnTb HenTpanuaauuro. lobasnatoT o1 5 Ao 100 KOE tecT-kynbTypbl (0AHA HA KaxXXabl PUNbTP), PUNbT-
PDYIOT U KyNbTUBMPYIOT NO 6.4.3.
Cneayet ybeanTbCca, UTO TPOMHOW 0O BEM KYMbTYparnbHOro Matepmana HaxoamTca Ha Noaxoasalen cpe-
e (ecrnn He ykasaHo nHaue).
Ha dounbTpe U3 HenTpanuayrowero dynboHa 4oMkHO ObiTb BOCCTAHOBNEHO He MeHee 50 % KynbTyparib-
HOro MaTtepuana.
Cneayet obecrneynTb HEUTpanNM3aLUuo cpeacTBa KaXaon BBOANMOW TECT-KYMbTYpPhI.
6.4.5 OT4yeT 00 UCNLITAHUAX
B otyeTe 006 UcnbITaHUSAX AOMKHA ObITh NpeaAcTaBneHa cneayrollasa MHgpopmaLus:
a) CCblflka Ha HAcCTOoALWMN CTaHOapPT,;
b) onucaHue cpeacTea:
- HaMMeHOBaHWe cpeacTBa;
- HOMEp NapTuu;
- KOHEeYHbIN CPOK AeNCTBUS;
- U3rOTOBUTEND;
- YCNOBUS XpaHEHUS;
- aKTuBHoOe(ble) BellecTBo(a) 1 ero(ux) KoHUeHTpauna(n) (npru HeocbXoANMOCTU);
c) pamunumsa (pammnumn) onepartopa(os);
d) OTKNOHEHUs1 OT NPOTOKONA;
e) nepuoa UHKybauuu;
f) nepunon XpaHeHUA MHOKYMPOBAHHOIC CpeacTBa;
g) nonydeHHble pe3ynbTaThl.
Ecnun cpeacTBO yOOBNETBOPSAET MMaBHbIM KPUTEPUAM aBTOHOMHOMO UCMbITAHUA, ero cneayet MapKkupo-
BaTb KakK cCpedcTBO, NpeaHasHavyeHHoe ANda Ae3nHeKLUUN KOHTaKTHBLIX NUH3. Ecnu cpeaCcTBO YOOBNETBOPAET
TONbKO BCNOMOTraTeNbHbIM KPUTEPUSM aBTOHOMHOTO UCNBLITAHUSA U NPOXOAUT NporpamMMHOe UCMbITAHUE, ero
cnegyeT MapKkMUpoBaTh Kak YacTb nporpamMmbl Ae3nHPeKLMN KOHTaKTHBLIX NUHS.
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[MpnnoxeHve A
(cnpaBo4HoOe€)

AcnbiTyeMble OpraHM3mMbl U3 APYruxX KONNekKuun TecT-KynbTyp

A.1 Obwme nonoxeHuns

[ToapobHble gaHHbIE 06 UCNBITYEMbIX MUKPOOPraHn3amMax, KONnekumnsax TECT-KYNbTYP U YYPEXAEHUNAX, TOe XPaHAT
KynbTypbl, NnpeacrtasneHsl B Tabnuuyax A.1 n A.2 COOTBETCTBEHHO.

TecT-KynbTypbl, B3ATbIE U3 Pa3NNYHbIX KONNEKUMN, A0MKHbI ObITb 3KBMBAaNEHTHb! wWtammam ATCC (AMepukaHckmne
KONNMEKUMN TUMNOBbLIX KyNbTYP).

Tabnunua A.1— VcnbiTyemble MUKPOOPraHmn3ambl U3 APYrnx KONNEKUUN TECT-KYIIbTYP

Pseudomonas MUAVCR278 CCM 1961 CIP 82.118 DSM 1128 DSM 1385

aeruginosa IAM 10374 IFO 13275 NCIMB 8626 NRRL B-800

Staphylococcus aureus | CIP 4.83 DSM 799 IFO 13276 NCIB 9518 NCTC 10788

Serratia marcescens CCM 303 DSM 47 DSM 30121 CDC 813-60 NCIB 9155
NCTC 10211

Candida albicans CBS 6431 CCY 29-3-106 CIP 48.72 DSM 1386 IFO 1594
NCPF 3179 NCYC 1363 VITC-85161

Tabnuua A.2— Konnekumm KynbTyp N y4pexaeHus

ATCC AMepUuKaHCKas Konnekums TMnoBbIX KynbTtyp, Pokeunn, Mapuneng, CLUA

MUAVCR | lHcTuTyT mukpobuonormm Akagemmmn Hayk Yewckon Pecnybnvkn, INpara, Yewckas pecnybnuka

CBS LleHTpanbHoe 6iopo NnecHeBLIX KynbTyp, baam, Huaepnanapl

CCM Uewickoe cobpaHmne(Konnekums) MuKpoopraHmamoB, ECTecTBeHHO-Hay4HbIM hakynbTeT YHUBEPCUTETA
nm. Macapuka, bpHo, Yewckas pecnybnuka

CCY Konnekuus kynoetyp gpoxoken, MIHetutyt xummnn Cnioeaykon Akagemmmn Hayk, bpatuncnaea, CnoBakus

CDC LlenTpbl no kKoHTponto 3abonesanunn, Atnadta, [xopaxus, CLUA

CIP Konnekumns bakrepun B nHCTUTYTE [lactepa, MNapux, Ppanums

DSM AO «Hemeukoe cobpaHune (KoOnnekuusl) MUKPOOPraHn3mMoB U KNETOYHbIX KyNbTyp», bpayHwsewr, [epma-
HUA

JAM MHCTUTYT NprKNagHon MUKPoBmnonormm, TOKMUCKUN YHUBEPCUTET, TOKMO, ANoHKS

IFO MHcTuTyT no pepmeHtTaummn, Ocaka, AnoHus

NCIB HaunoHanbHasa KONnNekuns npomMblneHHbiX baktepun, Abepaud, Llotnanans, Bennkodbputanus

NCIMB HaunoHanbHasa KoONnNekuns npomMblLLIEHHbIX 1 MOPCKUX baktepun, AbepaunH, Lotnangmns, BenukobpuTta-
HUA

NCPF HaunoHanbHasa Konnekumsa natoreHHbiX rpnbos, Mukonormyeckas cnpasovHas nabopartopus, LleHTpanb-

Has nabopaTtopus 3gpaBooxpaHeHus, JIoHaoH, Bennkobputanus

NCTC HaunoHanbHas Konnekuns TunoBbIX KynbTyp, LleHTpanbhaa nabopatopus 3gpaBooxpaHenus, JToHOoH,
Bennkobputanums

NCYC HaunoHanbHas Konnekumst apoxkeBblX KyneTyp, Hatduneg, Cyppen, Bennkobputanums

NRRL CeBepHbIN pernoHarnbHbIM HAYy4YHO-UCCNnegoBaTernbCKUM UeHTP, AMEPUKAHCKUU AenapTamMeHT CellbCKOro

Xo03sncTBa, [leopus, nnnnowne, CLLA

VTT TexHn4Yeckun Hay4Ho-uccnegoBartenbCkum UeHTp PuHnangmmn, VI T poHa NpOMbIWNIEHHBIX MUKPOOpPra-
HU3MOB, I¢Cnoo, PUHNAHANA
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[MpynoxeHve B
(cnpaBo4HoOe)

[Mpumep MeToaa MeMOpaHHOU bUnbTpaLUn

B.1 MaTtepwnanbl v peakTuBbI

B.1.1 lNMuTaTenbHble cpeabl N peakTUBLI

B.1.1.1 PasbaBnsowas XuakocTb ¢ HEUTpanu3aTopamm nnn 6e3 HuX.

B.1.1.2 TpuntoHoBbIN coeBbin arap (TSA).

B.1.1.3 ®ocoharHo-coneBoun pacteop Dulbecco ¢ bydhepHon gobaskon, bes3 xnopuaa kanbymsi n Xnopuaa maprat-
ua (DPBS): 200 mr/n KCI, 200 mr/n KH,PO,, 8000 mr/n NaCl v 2160 mr/n Na,HPO, - 7H,O nnu nogxoasawmmn pactsopu-
Telb.

B.1.1.4 docdhatHo-coneBon pacteop Dulbecco ¢ 6ydepHon gobaskon nntoc 0,05 % (macca/obbem) nonucopbuta
80 (DPBST) nnu noaxoaswmmn pacTBOpPUTESb.

B.1.1.5 OueHeHHble HENTPANU3NPYIOLWMNE peakTuBbl/cpeabl (Npn HEOBXOANMOCTHU), HANPUMEP HEUTPANU3YIOLLNIA
bynboH Dey-Engley (DEB) n 6ynboH Letheen!).

B.1.2 UcnbiTaTenbHOe obopyaoBaHune

ObblvHOE ncnbiTatenbHoe 06opyaOBaHNE (HANPUMEP, CTEPUIbHBIE NUNETKU, YawWKN [1eTpn, KOHTEWHEPLI), BKNOYas
cneaytowme ycTponcTBa.

B.1.2.1 CrepunbHbi annapar ans pasmeLweHns CTepunbHoro membpanHoro comnbtpa n counbrpara.

B.1.2.2 O6bopyagoBaHne ans co3gaHusa Bakyyma unu gaBneHust, 4tobbl obecneunTb NpoxoxaeHne xmagkon dpasbl
NHOKYNMPOBAHHOIO TECT-pacTBoOpa Yepe3 MeMbpaHHbIn PUNbTp ¢ CODNIOAEHNEM CTEPUINBHOCTW.

HomMuHanbHbIN pasmep OTBEPCTUA MEMOPaAHHOro hunbTpa gomKkeH oObiTb HE bonee 0,45 MKMm, AgnameTp AONKEH CO-
cTaBnsATb HE MeHee 47 MMm. MembpaHHbIM PUNBLTP HE AOIKEH COAEpPKaTb XMMUYECKNX BELWLECTB, KOTOPbIE MOIYT OKa3aThb
TOKCUYECKOe AENCTBME HA MUKPODOHbIE KITETKM.

B.2 MeTtoa ncnbitaHma v pesynbTaThbl

B.2.1 B crepunbHom dmnbTpoBanbHOM ycTpouctee (B.1.2.2) cmaumBaloT CTepunbHbI MEMDpPaHHbIN PUNBTP
(B.1.2.1) B crepunbHom cpeactee DPBST (B.1.1.4) unn B nogxoasiwem pasbaBurterne.

B.2.2 C cobniwoaeHnem cTepunbHOCTU NEPEHOCAT U3MEPEHHbIN 0OBbEM BHOCUMOIO TECT-PacTBOpPa B CTEPUIIb-
Hoe cpeacTBO DPBST o6vemom o1 50 go 100 mn (B.1.1.4) unu B pacTBOPSIOWYHIO XUAKOCTb U TWATENBHO NEpeEMELLN-
BalOT.

[TpumedaHwue—Ilpn aTtom ymeHblLaeTCHA BEPOATHOCTb TOro, YTo MHorouncrneHHole KOE cocpegotovarcs Ha
dOUNbTPE B OQHOM U TOM XEe MECTE.

B.2.3 lepekavmnBatoT paszbaBneHHbIn pacTBOP B MeMBpaHy n hunbTp NOCPEACTBOM BakyymMma Unv gaBleHus.
B.2.4 [lpombiBatloT MEMDpPAHHBIV (PUNBTP HECKONBKO pa3 PacTBOPSAICLLEN XUOKOCTbIO, KOTOPAas MOXET coaepXxaTbh
OONONMHUTENBbHbIE HENTPAaNU3YOLWKMe BeWwecTBa (€Cnm HeOBX0aNMOo).

[TpumedvaHune—Tpex 0OBLEMOB pacTBOPSAOLWLEN XNAKOCTU (Kaxabin no 100 mn) 06bIMHO 4OCTATOYHO ANS yaa-
NeHNs1 N/MnNn pacTBOpeHUs NPOTUBOMUKPODBHOIo BewecTea. [enctBuTenbHbI 0OBLEM CreayeT onpeaennuTb 3MNNPUYEC-
KUM MyTEM MO KaXXQoMy COCTaBY OJ151 K&XXA0ro BBOAMMOIro MMKpoOoOpraHmama.

B.2.5 UNHkybunpytor membpaHHbIin PUnbTp COOTBETCTBYOWMMHY cpeaammn ans obecnevenus solipawmBanmns KOE Ha
NOBEPXHOCTU PUINBTPA.

[TpumedyaHme—ITO MOXHO OCYLLECTBUTb NYTEM CTEPUIBHOIO yaaneHnss MemopaHHoro dunbtpa na cbopouy-
HOro yana puneTpa n yCTaHOBKOW MeMDpaHbl HA NOBEPXHOCTU CTEPUITBHOW arapoBOW YallKy 6e3 Hann4una XXUaKkocTun Unm
MEMBpaHy MOXHO NOMECTUTb B arapoBbiv caHaBuy. [onyckaeTcs ncnonb3oBaTtb MOAYIb CTEPUITBHOIO MEMBDPAHHOIO
dunbTpa, 4TO TPEBYET HANMYMSA AONONMHUTENBHBIX CTEPUINBbHLIX Cpea ANs repMeTnyHoro punetpa n nHKybaymm mem-
bpaHbl B MECTE HAXOXOEHUSA.

B.2.6 Onpepensior cpegHee uncno KOE/mn, noggarwwmxcs noacqeTry, Ha mMembpaHHbIX ounbTpax (oT 3 Ao
100 KOE/47 mm — Ha dunbTpe ansa bakrepun n o1 3 4o 10 KOE/47 MM — Ha cbunbTpe aAnsa nnecenmn). BeluncnatoT n AoKy-
MEHTaNnbHO PUKCUPYIOT 3HaveHne KOE/Mn nHOKyNMpoOBaHHOIO pacTtBopa.

B.3 Cpeacrea KoHTpONA

Cneayet noarsepantb 3P PEKTUBHOCTE HEUTPAanNu3aropa NyTeMm BBOAA aNnMKBOTHOW MPOOblI MHOKYNUPOBAHHOIO
TECT-PACTBOPA B CTEPUITBHYIO PACTBOPSIOLLYIO XMAKOCTb 06bemom 0T 50 go 100 mn, nCnonb3ys TO Xe COOTHOLWEHNE 0bbe-

V' Hemntpanuaytowmn 6ynsoH Dey-Engley (DEB) 1 6ynboH Letheen npveeaeHs! B kadecTBe NpUMepoB. JJaHHas WH-
dopmaumns npegocTaBnseTcs ansa yaobcrTea nonb3oBarenen HAacCTOSAWEro crangapTa.
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Ma TECT-pacTBOpa U 0ObeMa PacTBOPSAIOLWLEN XUAKOCTU. [lepekaunBaloT BeCcb 06beM HAa membpaHy n punbTp Noa Aaere-
HUEM UMK B Bakyyme. [TpomMbIBaOT PUNbTP HECKONBKO pa3 pacTBOPSIIOLWLEN XUOKOCTbBIO, UCMOMNb3YA TOT Xe 00BLEM, YTO W
npu npoueaype ncnoitanus. lNepenocat ot 5 go 100 KOE BBOANMBbIX MUKPOOPraHnamoB (0auH Bua Ha dunbtp) B 100 mn
pa3baBnALWEN XNOKOCTU N HAHOCAT HA membpany. IHKybunpytoT MembpaHHbIn PUnbTP BMECTE CO CpegamMmm, Kak OrnmcaHo
B npoueaype ncnoitanms (cm. B.2.5).

[ToBTOPAIOT Npoueaypy ¢ NCNoJSIb30BaHUEM PaCTBOPSIOLEN XNOKOCTU, HE MO4BEPraBLLENCH AENCTBUIO TECT-PAaCTBO-
pa. CpaBHuBaoT 06beMbI C 0ObEMaAMMU, MONYHEHHBIMU TEM XEe METOAOM, HO C UCNONb30BAHMEM COOTBETCTBYIOLLEND pac-
TBOpUTENs (Hanpumep, DPBST) Bmecto Tect-pactBopa. Crnieayet noATBEPAUTb, HUTO KyNbTyparbHbIA MaTepuan Ha
COOTBETCTBYIOLWLEN Cpeae NPUCYTCTBYET (€CNKn HE yKazaHo nHoe). Cneayet obecneunTb BOCCTAHOBEHUE HA PUNbTPE He
meHee 50 % KynbTypanbHOro Matepuana u3 HemTpanuayrLwero bynboHa.
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[MpynoxeHue C
(cnpaBo4HoOe)

UcnbiTaHMe Ha Hanu4Me BUPYCOB

B cuny s3HaunTenbHbIX Pas3nnymm XN3HEeHHbIX POPM BUPYChbl HE PA3MHOXAKTCH U HE PACNPOCTPAaHAIRTCH HA KOHTAKT-
HbIX NTMH3aX, KOHTENHEPAX UMK B CPEACTBAaX NO yxoay 3a HUMM, KaK 3TO MOryT genatb rpam-otTpuuaTternbHble bakTepumn (Ha-
npumep, Pseudomonas un Serratia) wnn Acanthamoeba. 310 npoucxognt oOTTOro, 4YTO BUPYCbl SBMSKOTCS
BHYTPUKINETOYHBbIMM NMapas3nTamMmm 1 TpebyroT HaNMU4YUs XUBbIX KINETOK, B KOTOPLIX OHKU pasamHoxatotcs (em. [1]). Nepepava
BUPYCHOIO KepaTtuTta, BbldbiBAEMOro Bupycom Herpes simplex, 06b14H0 nponcxoant B agetctee, U 80 % HaceneHus yxe 3a-
paxeHo Bupycom Herpes simplex k 15 rogam. HeogHoKkpaTHOE MHPUUNPOBaHWE B3POCIbIX NIOAEN BbI3bIBAETCH CTPECCOM,
nmxopagkon nnn Y ®-pnanyyveHmnem, n3-3a peaktuBauum CKpbITbiX BUPYCOB, YXXe MPUCYTCTBYIOWMX B HEPBHbLIX U APYINX TKa-
HAX (M. [2] n [3]). BoamoXHO nepeHecenne nHpeKummn n3 ogHoro opraHa tena B Apyron opra.

MmeeT mecTo nepeHoc BUpYcoB, Hanpumep HIV, renatnta unn ageHoBnpycoB, € NPOBHbIX OYKOBLIX NTMH3 B KAbnHeTe
Bpa4a (cMm. [4]—[6]), NOTOMY 4YTO BUPYCbI MOTYT COXPaHSATb XXU3HECNOCODHOCTb Ha MOBEPXHOCTU NNH3bLI. B pesynbTtaTe npo-
BeAeHNs1 MHPOPMALMOHHOIO Noncka He Bbinn 0bHapyXXeHbl OTHETHI, B KOTOPbLIX OMUCLIBANCS NEPEHOC BUPYCOB KOHTAKTHbI-
MW NIMH3aMKW NPV nHOBUAYyarnbHOM NCMNONMb30BaHUN U HENOCPEACTBEHHAS CBA3b MEXAY NOMb30BATENIEM KOHTAKTHbLIX JIMH3
N BUPYCHbIMUN MHDEKUNSAMWN HAPYXKHbBIX NOKPOBOB Ma3Horo sibnoka.

HacTtoswmn ctaHgapT ycTaHaBnmBaeT MeTo AN OLEHKN CUCTEM Ae3UHMPEKUMN KOHTAKTHbIX JTMH3, NpeaHa3Ha4eH-
HbIX TONBKO AN UHOAMBMAOYANbHOIO NCNOJb30BaHUA. [10CKONBKY crnyyam nepeHoca BUPYyCHON MHPpeKLMN Yepes Nnonb30Ba-
TENHA KOHTAKTHbIX JIMH3 HE NOATBEPXAEHbI AOKYMEHTANIbHO U BUPYChl HE MOTYT PacnpoOCTPAHATBLCH HA KOHTAKTHbLIX JIMH3aX U
B KOHTEMHEpPAaX NNH3, HACTOALWMW CTaHOAPT HE PEKOMEHAYET NPOBOANTL UCTIbITAHNE HA BUPYNULNOHOCTb.

B cnyyae BO3HUKHOBEHWNA BUPYCHOW MMa3HOW MHPEKUMN BO BPEMSA HOLLEHUS KOHTAKTHbIX NTMH3 PEKOMEHAYETCH YHNY-
TOXWUTb NMMH3Y U KOHTENHEP NNH3bI, YTOOLI NPeAoTBPaATUTL BO3MOXHOCTb BO3HUKHOBEHUS NOBTOPHOW MHADEKUMN.
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[MpnnoxeHwne D
(cnpaBo4HoOe€)

UcnbiTaHue Ha Hanudue Acanthamoeba

Acanthamoeba MmoXeT Bbl3blBaTb PEAKOE, HO OYEeHb TsKenoe 3aboneBaHne — akaHTaMmebHbIN KepaTuTt. Takast pop-
Ma KepaTtuTa BO3HUKAET, B OCHOBHOM, Yy MONb30BaTENlEN KOHTAKTHbIX JIMH3 U CBA3aHa C MUCNOJIb30BAHUEM 3apaXeHHbIX
CpeacTB yxo4a 3a KOHTakTHbIMU NH3amu. [lpyuMmeHeHne Bo4onpoBogHON BOA4bI UMM CONEBOro pacteopa ans YNCTKN KOH-
TAKTHbIX NMUH3, NPUTOTOBNEHHOIO B AOMALLHUX YCITOBUAX N3 HECTEPUIBHOU AUCTUNNNPOBAHHOW BOAbI, ABMAETCH BaXHbIM
dhakTopom pucka, cBsizaHHbIM ¢ 3abonesaHusamm (cm. [7]—[10]). NMonb3oBaTenm KOHTAKTHLIX NTMH3 AOJIKHbI CTPOro Npuaep-
XUBATbCS UHCTPYKUMN narotosutens (cm. [11] u [12]).

Cuutaetcs, 4To Acanthamoeba okasbiBaeT ctTumynupytouiee BO3gencTBne Ha Baktepumn, NPpUNMNaone K KOHTaKT-
HOW NMMH3€E, K KOHTENHEPY KOHTAKTHOW NNH3bI U/UINn CPEACTBY MO yxXoA4y 3a NMH3amun. Korga sarpAasHeHHY0 KOHTaKTHYHO NINH-
3y BbIHUMAIOT U3 KOpnyca u BCTaBnsoT B rnaa, Acanthamoeba nponukaeT B poroBuYHbIv anutenun (cm. [13]1—[17]).

[Tpn npoBegeHnn NHPOPMAaLMOHHOIO Noncka bbino BbisSBNeHO, YTO Acanthamoeba o4eHb YCTONYMBLI K 3aMOPaXKu-
BaHUO, ANCCEKAUMN N aHTUMUKPODBHBLIM CpecTBaM, BKITHOYAas NpoTUBODaKTepuarnbHble, MPOTUBOIPUOKOBLIE, aHTUNPOTO-
30WHbIe, NPOTUBOBUPYCHLIE U NPOTUBOPAaKoBble cpeactea (cm. [14]). B HacTosiLee BpeMsi HE CYLLECTBYET CTaHAAPTHbIX
METOAOB WCMbITAHUA CPEACTB, KyNnbTUBMPOBaAHUA W noacyera BbKMBWKMX Acanthamoeba, a Takke TunnpoBaHus
Acanthamoeba (cm. [18] n [19]). YUTobbI yHMUTOXMTL Acanthamoeba, Heobxognmo Tenno nnNn CUNbHOAENCTBYIIOLLME aHTU-
MUKPODOHbIE CpeacTBa C ANMUTENbHLIM NEPUOAOM BMNUTLIBAHUSA, OAHAKO 3TN CPeacTBa MOIYT BbiTb O4E€Hb TOKCUYHBIMU OIS
rnaa. [oatomy BONbWMHCTBO CPEACTB, NPpeaHa3HauYeHHbIX AN Ae3NHAEKUMN KOHTAaKTHbBIX NTMH3 C PEKOMEHAYEMbIM MEPUNO-
OOM BNUTbIBaHUS, HE yHUUTOXatoT Acanthamoeba, ocobeHHo umnctel (em. [14], [20]1—[28]). NMockonbky BakTepumn SBNSAIOTCA
ncTovHukoM nutanma ans Acanthamoeba (cm. [23]), YyncTka n NPoMbIBAHWE NUH3 B CTEPUITBHOM PacTBOPE, XPAHEHME NTNH3
B CTEPUIIBHOM NPeaoXpaHsloWweM pacTBope, CoaepXxaHmne KOHTEMHEPA JNIMH3bI B YNCTOTE U CYXOCTU U YacTas 3aMmeHa KOH-
TEWHEPA NNH3bI MOTyT CNOCOBCTBOBATL NpeaoTBpalleHunto 3apaxeHus Acanthamoeba (cm. [9] n [30]). CpeacTtBo no yxoay
33 KOHTAKTHbIMW JIMH3aMW, KOTOPOE YCTPAHSAET 3apaXeHue DOaKTepusiMU, TaKKe MOXET CHU3UTb PUCK 3apaXeHus
Acanthamoeba (cm. [30] n [31]).

Ha oCHOBaHUM 3TON MHOPpMaUUK, T. €. NPV y4eTe (PaKToPOoB: peakoe nonagaHne MHOeKUnn, Hanudme npounakTu-
4YECKOro NCTOYHUKA 3apaXeHust, OTCYTCTBMUE CTaHO4APTHON MEeTOAONOINMN, — HaACTOALWMN CTaHAaPT HE PEKOMEHAYET NPOBO-
OUTb UCnbiTaHWe Ha Hann4ne Acanthamoeba.
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[MpynoxeHue E
(cnpaBo4HoOe)

UcKkyccTBeHHbIe cne3bl (OpraHnvyecKkum rpyHT), nonyvyaemsole npuv nposeaeHuu
nadopartopHbIX UCNBITAHUI

[ns oueHkn cpeacTB Ae3nHMPEKLNN KOHTAKTHbBIX NTMH3 UCKYCCTBEHHAA cre3a He TpebyeTcsi, HO €€ MOXHO UCNOSb30-
BaTb; B HACTOSLLEM MPUINOXKEHNN NCKYCCTBEHHAA cne3a obCcyXaaeTcs B KOHTEKCTE MPUMEHEHUA K KOHTAKTHBIM JTMH3aM W
cpeacTBam Mo yxoay 3a KOHTAKTHbIMU NTMH3aMMW.

YCTaHOBMNEHO, YTO HANNYNE UCKYCCTBEHHOW Cre3bl MOXET BIMUATb HA BakTepuunaHyo aKkTUBHOCTb HEKOTOPLIX AE3-
nHMUMpyowmx cpeacTs (cm. [51]). [pun npoBegeHnn NPOrpamMmmMmHOro UCNbiTAHUS, UCKYCCTBEHHAS Crne3a MOXET bbITb J0-
baBneHa B INWH3bI, YTODLI MMUTUPOBATL HAaNETbl, KOTOPbLIE MOIYT MOSIBNATBCA B pearbHblIX cUTyauusax. BrknodeHme
OpraHn4YecKkon Harpy3ku npegycmaTtpmBaceT OUEHUBaAHME 3Tana YMCTKU Ans yganeHns MHOPOA4HbIX BEWECTB UK CBSA3aH-
HbIX C HUMWN MUKPOOPraHM3MoB, a TaKkXe B3auMoeNCTBUE OCTATOYHOIO OPraHNYeCcKoro BELWeCcTBa € NponuTbiBaOLWNUM pac-
TBOPOM.

bbino caenaHo MHOXECTBO MOMbITOK paspaboTtaTte U CTaHAAPTU3NPOBATb MOAENb NCKYCCTBEHHOW Cneabl C UENblo
OUEeHMBaHUA CPEeACTB Mo yXoay 3a KOHTaKTHbIMU NnH3amMu. Llenb nonbITOK cocTtosna B uMmtauum eCTECTBEHHOW CINE3HOW
XWOKOCTU; OJHAKO HM 04Ha MOAENb HE NPoAEMOHCTPUpOBana nornHoOCTbio OMEeHb CINOXHbIE CBOUCTBA YENOBEYECKUX CMNE3
NN He co3gaBarna eCTeCTBEHHYIO CNEe3HYIO MNeHKY Ha KOHTaKTHOW NNH3E.

Cnes3Has nneHka cocTOUT N3 NOBEPXHOCTHOIO NMUNUAHONO Cros, BOAHOMO Crios U MyUUMHOBOIO Criosi. BoaHbin cnowu
coaepXnT He meHee 60 BenKOBbIX KOMMNOHEHTOB, BKITIOYas NU303UMbI, NaKTOMEPPUH, NnNakanuH, TpaHceppuH, anbby-
MUWH, KAepynonnasmmnH, KOMMNIEMEHT, MUKONPOTeENab!, aHTUNPOTENHA3bI U PaA3NINYHbIE UMMYHOIMOBYIMMHBLI; OCODEHHO CEK-
peTopHbIn IgA (cMm. [32]—[35]). XOoTs cywecTBYET MHOIo NabopartopHbIX MOAENEN NCKYCCTBEHHbIX crneas (cMm. [36]—[40]), Hn
04Ha U3 HUX HE COAEPXKUT BCE KOMMNOHEHTLI €CTECTBEHHbLIX cnea (cm. [13]). bonee Toro, KOHUEHTPaAUNUK CINE3HbIX KOMMOHEH-
TOB. aKTUBHOCTb U UCTOYHUKN (Hanpumep, Sn4HO-6€enbiv UBET NO CPABHEHUIO C NMU303UMOM YENOBEKA) B UCKYCCTBEHHbIX
MOZENSX HE NONHOCTBIO COBMNAaAAaloT Co crnesamm venoseka (em. [32], [33], [42] v [43]).

B AononHeHne K cocTaBy CNE3HbIX KOMMOHEHTOB HEOOXOAUMO YUMNTLIBATE HEKOTOPbLIE AOMNONTHUTENBbHbIE (PAKTOPbL!
NPW NMonbITKE UMUTaLUN €CTECTBEHHOWN CrNe3HOU MniieHKn. CocTaB cries3 YenoBeka MEHAETCH CO BPEMEHEM N Y KaXXO0ro Ye-
noeeka pastbin (cm. [13]). Hanbonee BaXXHO TO, YTO, KaK TONbKO Cre3bl NOrnowateTes NMH30M, aKTUBHOCTb CIE3HOW MINEHKU
MOXET OTNMNYAaTBCH OT NepBOHavYarbHON aKTUBHOCTW.

MOXHO OBHapYXnTb 1 Apyrne HECOOTBETCTBUSA MPU NONagaHnm NCKYCCTBEHHbBIX CNE3 HA NMOBEPXHOCTb JNTUH3bI:

a) XapakTep u cocTaB MakpOMONEKYNSAPHON NNEeHKU Ha NUH3e ByayT 3aBUCETb OT XMMUYECKON NPpUpoabl NONTMMER-
HOW MaTpulbl NMMH3bI (CM. [46]—[50]) n

b) HaneTtbl Ha NWH3e ByayT 3aBUCETL OT NPUMEHAEMON METOAMKN HaHeceHus HaneTta (cm. [41] n [45]). IckyccTBER-
Hble CNe3bl HA NNMH3e MOryT HE TOYHO NPeaAcTaBNATh YENOBEYECKUE Crieabl, 0CODEHHO Koraa rpaHuua pasgena rnas — Boas-
OYX N MEXaHUYECKOE MUIraHne He npoaybnmupoBaHo in vitro (B nabopaTopHbIX YCIOBUSIX).

Bcneacreme Toro, 4to aobaBneHmne NCKyCCTBEHHOW cnesbl He DbIiNo CTaHAapPTU3NPOBAHO ANs NPUMEHEHNS B OaH-
HOM MEeToAe Mo HACTOAWMN MOMEHT BPEMEHN, NCKYCCTBEHHAS crne3a He TpebyeTca AN OUEHUBAHUA CPeaCcTB AE3NHMEK-
LMN KOHTAKTHbIX JWMH3. VI3BECTHO, 4YTO HEKOTOPble NPaBUTENbCTBEHHbIE OPraHbl 34paBoOOXpaHeHus (Hanpumep,
YnpasneHne no KOHTPOnto Npoaykro un nekapcets, CLLUA) pekomeHayioT ncnonb3oBaTb NCKYCCTBEHHYIO CNe3y ANns pernc-
Tpauum cpeactea. CnegoBaTtenbHO, HACTOSLWMN CTAHAAPT KacaeTcs NPoOrpaMmmMHOro NCnbliTaHUs, NPOBOAMMOro nNmbo ¢ nc-
KYCCTBEHHOW cne3on, nnbo 6e3 Hee. HmKe npmBeaeH npumep NpUroToBNEHUSA U UCNONBb30BAHUSA UCKYCCTBEHHOW CMNEe3bl
(cm. [52]).

MICKyCCTBEHHYIO Cne3y roToBsT Cneaylowmm obpasom: KynbTUBUPYIOT S. cerevisiae Ha SDA npu temnepartype ot
20 °C po 25 °C B TeveHune 48 4. PesynbTaT npuroToBNEHNA MHOKYNSATa AOSIKEH ObiTb MOEHTUYEH pesynbTaTty no 6.2.
Basecb yHuuTOXaoT nNpu HarpesaHun o (100 = 2) °C B Tevenne 10 MUH 1 UEHTPUDYrmpoBaHUKn Npu CKOpocTn He bonee
5000 06/muH B TeveHune He Bbonee 30 mmH. CHOBa nony4atoT B3BECb B DblMbEN CbIBOPOTKE, KOTOPAas npowna obpaboTky
Temnepartypon npu 56 °C B TeveHne 30 MuH Ans NONMHOTHI MHAKTUBaUMKW. KOHUEHTpaUKS S. cerevisiae B CbiIBOPOTKE O0/S1-
»Ha cocTtaenAaATh 0T 1 x107 oo 1 x 108 KOE/mn.

[Tocne nony4yeHns BBOAMMOIo MUKPOOPraHnama UeHTPURYIrmpyrtoT B3BECb TECT-MUKpoopraHnam. CHoBa nonyyator
B3BECb B UCKYCCTBEHHOM creae ¢ koHueHTpaumen oT 1 x 107 o 1 x 108 KOE/mn. 310 1 eCTb KyNbTypanbHbIM MaTepuan, Ko-
TOPbIN HY>XHO UCMONbL30BaTh B 6.4.
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Mpnoxenve OA
(obsA3aTenbHoOE)

CBeaeHNA 0 COOTBETCTBUU CCLINMTOYHbIX MeXAYHapoAHbIX CTaHAapTOB
HauMoHanbHbLIM cTaHgapTaMm Poccunckon ®@epgepauuu

HA.1 CpaBHeHne HaunoHanbHbIX cTaHgapToB Poccunckon degepaymm co CCbINOYHbIMU MeXAyHapO4HbIMU CTaH-
napTtamMmu, NCNONb30BaHHbIMUY B HACTOSILLEM CTaHAAPTE B KAYECTBE HOPMATUBHBIX CCbINOK, NpuBeaeHo B Tabnuue JA.1.

Tadbnwvwua HOA.1

Obo3HaYeHNe CChITOYHOIO CTteneHb

Obo3Ha4veHue n HaMMeHoOBaHKe COOTBETCTBYHLWEro HaunoHanbHONro CtaHAaapTa
MEXAYHAPOAHOIo CTaHAapTa COOTBETCTBUA

NCO 18369-1:2006 MOD [OCT P 53941—2010 (MCO 18369-1:2006) OnTtrnka odpTanbMonorn4ec-
Kasi. JINH3bl KOHTAKTHbIE. YacTb 1. TepMuHbl, onpeagenenns n ByKBEHHbIE
0b603Ha4veHus

EH 1040:1997 — *

EH 1275:1997 — *

* COOTBETCTBYOLWMN HAUNOHaNbHbIN cTaH4apT OoTCyTCTBYET. 1o ero yrBepxgeHus pekomeHayeTcsa NMCnofib3oBaTh
nepeBoq Ha PyCCKUN A3bIK AAaHHOIO MeXayHapoaHoro ctaHgapra. [lepeBog 4aHHOINo MeXXayHapogHoro craHgapra Haxo-
antea B eaepanbHOM MHPOPMALNOHHOM (POHAOE TEXHUYECKUX pernameHToB U CTaHJapTOB.

[TpnmeyaHune—B nHacToawen tabnuue MCnNonb30BaHO Crneayouee ycnoBHoe 0003Ha4YeHNe CTENEHN COOT-

BETCTBUS CTAHOAAPTOB:
- MOD — moanduumpoBaHHble CTaHOAPTHI.
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