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MpeancnoBue

Llenu v npuHumunel ctaHgapTusaumm B Poccuiickon ®enepaunm yctaHosnersl PegepanbHbiM 3aKOHOM
oT 27 Aekabps 2002 . Ne 184-93 «O TexHU4ecKkoM perynmpoBaHniy, a npasuna npruMeHeHUs HaloHanbHbIX
ctangapToB Poccuiickoint degepaummn — FOCT P 1.0—2004 «Ctanpaptusaums B Poccuiickoit degepaumu.
OcHOBHble NOMOXeHUA»

CeepeHuA o cTaHpapTe

1 NOArOTOBIIEH OTKpbITEIM akuuoHepHbIM o6LecTsoM « TKC-onTuKa» coBMecTHO ¢ pabodeit rpyn-
noi MK 7 «OdTansMonorndeckas ontuka u npubopbly TexHndeckoro komuteTa TK 296 « OnTuka 1 onTudeckune
nprGopkl» Ha OCHOBE COBCTBEHHOTO ayTEHTUYHOrO NEepeBoda Ha PYyCCKUiA A3bIK CTaHaapTa, yKasaHHOro B MyH-
KTe 4

2 BHECEH YnpasneH/em TexXHU4eckoro perynnmpoBaHuns u ctaHgapTtusauuu degepansHoro areHTcTea
Mo TEXHUYECKOMY perynnpoBaHunio 1 MeTponornm

3 YTBEP)XXOEH W BBEJEH B JEWCTBMUE Mpukasom denepanbLHOro areHTCTBa No TeXHUYECKOMY
perynupoBaHuto n metponorum ot 12 Hosibps 2010 r. Ne 451-ct

4 HacTosiwmi ctaHgapT naeHTudeH mexayHapoaHomy ctaHgapty UCO 14729:2001 «Odpranbmonoru-
yeckas ontuka. CpefcTea yxoda 3a KOHTaKTHBIMU NMH3amu. Mukpobuonoruyeckue TpebGoBaHus, MeToabl UC-
MbITAHWA 3TUX CPEACTB U CXEMbI FUTMEHNYeCKo 06paboTKU KOHTaKTHBIX NIUH3Y (1ISO 14729:2001 «Ophthalmic
optics — Contact lens care products — Microbiological requirements and test methods for products and
regimens for hygienic management of contact lenses»).

Mpu npMeHeHUU HacTosILLIero cTaHaapTa pekoMeHaye TCA CNONb3oBaTb BMECTO CCbITOYHBIX MeXayHa-
pPOAHbIX CTAHAAPTOB COOTBETCTBYIOLME UM HaLWOHaNbHbIE U MEXrocyaapCTBEHHbIE CTaHAapThl, CBeAEHUsI O
KOTOpPbIX NPMBEAEHbI B AOMONHATENbHOM NpunoxeHun A

5 BBEJAEH BINEPBbIE

UHpopmayust 06 u3MeHEeHUsIX K Hacmosiuemy cmaHOapmy rybriuKyemcsi 8 exxe200H0 U30asaeMoM UH-
ghopmayuoHHOM ykasamerne «HauuoHansHble cmaHOapmbi», a MeKcm U3MeHeHUU U rornpagok — 8 exeme-
CSIYHO u3dasaeMbix UHGOpMaUUOHHBIX yka3amerisx «HauyuoHanbHble cmaHOapmbi». B criiyyae nepecmompa
(3ameHbl) uu ommeHbl Hacmosiweao cmaHOapma coomeemcemesyrouiee yeedomiieHue 6ydem orybrnukosaHo
8 eXeMeCcsYHO uzdasaeMoM UHGbopMayUuoHHOM yka3amene «HayuoHansHbeie cmaHO0apmbly. Coomeemcmey-
rowast UHgbopMayus, yeedoMIeHUe U meKkcmbl pa3Mewaromcesi makxe 8 UHgopMayuoHHol cucmeme obue2o
rofib308aHuss — Ha oghuyuarnbHoM calime ®edepalnibHO20 azeHmMemea o0 MeXHUYECKOMY pe2ynupogaHuio U
Memporioauu 8 cemu YiHmepHem

© CrtaHgapTtuHdopm, 2011

HacToawuii ctaHgapT He MOXeT BbITb NMOMHOCTLH0 UMM YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBaH 1 pac-
npocTpaHeH B kadecTBe ouumansHoro usaaHusa 6es paspelueHns GegepansbHoOro areHTCTBa o TeXHUYeCcKo-
MY PerynvMpoBaHuio U MeTponorum
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BBegeHune

Cpenctea Ans Ae3nHMEKLUN KOHTAKTHBIX JIMH3 XMMUYECKUM NyTeM npegHasHayeHbl 4118 YMeHbLUeHUS
HaKkTepranbHOro 3sapakeHnst BO BpeMs HOLLEHUS! TIH3 M OYUCTKU UX NPU XpaHeHun, cneioBaTerbHo, 3TU cpea-
CTBa AOMKHbI cofepXaTb MPOTUBOMUKPOBHbIE BellecTBa ANt JOCTUKEHNS MOCTaBMEHHON 3a4a4u.

OueHb BaxHO, YTOBLI BCE XMAKMe cpeacTBa No yxoay 3a KOHTaKTHLIMU MH3aMU COXPaHSANN CTepuslb-
HOCTb 40 BCKpLITUSA. TBepAble cpeacTBa (TabneTku, rpaHysbl 1 T. 4.) HeoBXOANMO NOABEPTHYTL KOHTPOMIO Ha
MuKpoBbHoe obcemeHeHre 1 pacTBOPUTL B COOTBETCTBYHOLLEM pacTBOpUTENe HenocpeacTBEHHO nepen Uc-
nono3osaHnemM. CpecTsa Mo yxogy 3a KOHTaKTHbIMW MMH3aM1 MHOTOKPaTHOTO UCMONb30BaHNs criegyeT Xpa-
HUTb Hagnexawum obpa3om WM ynakoBbiBaTb B KOHTEMHEpbl (cneuuanbHO npedHasHavyeHHble U
NpoMapKMpoBaHHble AN CBeAEHUS K MUHUMYMY pycKa 3apaxeHust).

Mexay nepuogamun HOWEHWNsI KOHTAKTHBIE NIMH3bI HEO6X0AUMO YACTUTL U Ae3nHduumpoBaTh. Onsa aTon
Lenu oBblYHO UCNOMb3YIOT BOAHLIE PacTBOpPLI, oYULatowmne 1 Ae3uHdbuumpyolme BelecTsa. JaHHble cpea-
CTBa MOryT 6bITb B BUAE PacTBOPOB UMK TabneTok, KoTopble Heobx0AMMO PacTBOPATL HENOCPEeACTBEHHO MNe-
ped ynotpebneHvem B COOTBETCTBYIOLLEM pacTBOpUTESE, HarnpuMep CoNeBOM pPacTBOpE.

B TeueHue nocneaHux 20 neT UCNOMb30OBaHWA U pernameHTauumn cpeacTs, npedHasHadveHHbIX Ans ges-
MHEKLMN KOHTaKTHBIX [IMH3, BbINA BbIABUHYTHI pasfinyHble KpUTEPUM aHTUMUKPOGHOM Ae3nHdbekLnm Ans Me-
AVULWHCKAX U3denuid gaHHoro Krnacca. Bonpocbl, cBfizaHHble C 0pTanbMOTOKCUKOMNOrNMeR, MoresHoCTbo
npouecca U KoMOPTHOCTLIO CPEACTB ANA rNas, 03HaMeHOoBanu 3BOOLMIC N3AeNnI, obecneynsaroLmx HU3-
KM YpOBEHb pacrnpocTpaHeHWUs rnasHon MHEKLMU, CBA3AHHON C KOHTaKTHBIMUW JTIH3aMMK, NP UCMOMb30BaHUN
B COOTBETCTBUM C MHCTPYKLMSAMU U3roTOBUTENSA. B HacToswem cTaHaapTe npeacTaBneHbl pasnMyHble Kpute-
pUK Mo aHTUMUKPOBHOW Ae3UHMEKLIMM KOHTaKTHBIX IUH3, B MPUMOXKEHUsIX AaeTcs 0ObsACHeHWe, MoYemMy BUpY-
col (npunoxeHue C) m Acanthamoeba (npunoxeHue D) He BkIOYEHbl B KavyecTBe TECT-KyNbTyp.
WckyccTBeHHbIe cresbl He TpebytoTcs npy oLeHUBaHUM Ae3VHMULMPYIOLIMX CPEACTB MO yXoAy 3a KOHTaKTHbI-
MW [IUH3aMW, HO UX MOXKHO UCTONBL30BaTh; B CPaBoYHOM NpunoxeHun E obeyxaanTcs uckyccTBeHHbIE Crneabl
B KOHTEKCTe, CBSA3aHHOM C KOHTaKTHLIMU NINH3AaMU 1 CPeACTBaMU MO YXOAY 3@ KOHTaKTHbIMA JIMH3aMU.

MpunoxeHua A—E siBNsiloTCA cnpaBoYHbIMU.



roCT P UCO 14729—2010

HAUUWOHANBbHBIA CTAHOAPT POCCUNCKOW ®EAEPALMUMU

OnTtuka odranbMonoruveckas
CPENCTBA YXOJA 3A KOHTAKTHbIMU IMH3AMU

Mukpo6Guonoruyeckue TpeGoBaHUA U MeTOAbI UCNBITAHUNA.
CxeMbl rMrueHu4eckon o6paboTku KOHTaAKTHLIX NIUH3

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

Nata BBegaeHna — 2012—06—01

1 O6nacTb NpUMeHeHus

HacTroswuit ctaHaapT ycTaHaBnMBaeT ABa MeToa UCMbITaHWIA Mo OLIEHKE aHTUMUKPOGHOW aKTUBHOCTU
CpeacTs, NpeAHasHauYeHHbIX ANA Ae3UHMEKLMA KOHTAKTHBIX JIMH3 XUMUYECKUM CrocoBoM, U CpeiCTB, KOTophle
ABMSIIOTCSA YaCTbIO MPOrpaMmbl yxofla 3a KOHTaKTHLIMUA JIMH3aMU.

HacTosawmii ctaHaapT He NPUMEHSIIOT K TMrMeHUYEeCKOMY KOHTPOSMO NPOBHBIX JIMH3.

MpwumedaHue— CraHgapTsl Ha 06wume aesmHduumnpylowme cpeactea, Hanpumep EH 1040, EH 1275, ve pac-
NPOCTPaHSIIOTCS Ha CPeacTBa Mo yXoAy 32 KOHTaKTHbIMMU NIMH3aMK.

2 HopmaTuBHbI€ CCbINKN

B HacTosileM cTaHAapTe Ucnomnb3oBaHbl HOPMaTUBHbBIE CChINTKU Ha criegylolimne MexayHapoaHble cTaH-
aapTbl:

NCO 8320-1") KoHTaKTHbIE MUH3bI M CPeACTBa Mo YXO/y 3a KOHTaKTHLIMU nNuH3amu. Cnosapb. YacTs 1.
KoHTaKTHble NH3bI

NCO 8320-2" KoHTaKTHbIE NMUH3bI M CPeACTBa Mo YXO/y 3a KOHTaKTHLIMU nNuH3amu. Cnosapb. YacTs 2.
CpeqacTsa o yxofy 3a KOHTAKTHLIMU JIUH3aMU

3 TepmuHbl M onpeaeneHns

B HacTosilwem cTangapTe npuMmeHeHbl TepMuHbl o UCO 8320, a Takke cnegyioLime TepMUHBI C COOTBET-
CTBYOLUMMU OnpeaeneHnsaIMu:

3.1 cpepncTBO AnA Ae3nHdeKLUU KOHTaKTHbIX NMUH3 (contact lens disinfecting product): CpeacTso, Ko-
Topoe nposiBnseT obe3sapaXuBaloLLylo akTUBHOCTb (ybuBaeT, paspylwaeT Wunm nHakTusupyeTt 6akrepum),
yAoBneTBopsiollee [MaBHbIM  KPUTEPUSAM aBTOHOMHOMO WCMbITAHUSA, YCTAHOBMEHHOr0 B  HAcTOSLEM
cTaHpapTe.

3.2 nporpamma pe3uHdeKLMM KOHTaKTHbIX NUH3 (contact lens disinfecting regimen): Mporpamma
yxoAa 3a KOHTaKTHbIMU JIMH3aMK1, YAOBNETBOPAOLWAasn BCNOMOoraTefnbHbIM KpUTepUsiM aBTOHOMHOTO U Nporpam-
MHOFO UCMbITAHWUIA, YCTAHOBMNEHHBIM B HACTOSILLEM CTaHaapTe.

3.3 npe3uHdekunna KOHTaKTHLIX NUH3 (contact lens disinfection): Xumudeckuit unu cdusndeckuii npo-
LeCC YMEHbLUEHMWS YMCa XKM3HECTTOCOBHBIX MUKPOOPraHN3MOB B COOTBETCTBUM C TPeBGOBaHUAMM K XapakTe-
pUCTUKaM, YCTAHOBIIEHHBLIMW B HACTOSALLEM cTaHAapTe.

" 3ameneH Ha UICO 18369-1:2006 «Odbranemonorvyeckasi ontuka. KoHtaktHble nuH3bl. YacTte 1. Cnoeapb, cucte-
Mbl Knaccudukaumm U pekoMeHaaLmum no yCcTaHoBKe TPeGoBaHUiA K STUKETUPOBaHMIOY.

Uspanune opmumnansHoe
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4 MpwvHUMN

4.1 O6wmne nonoxeHuna

ABTOHOMHOE UCMbITaHWE NpeaHa3HayYeHo OIS OLEHKM OTAeNbHbIX pacTBOpPOB, 06MadatoLmMX COoTBET-
CTBYlOLLEN NPOTUBOMUKPODHON aKkTMBHOCTBIO, B KauecTBe CPeAcTB AN Ae3nHMEeKLMN KOHTaKTHBIX NTMH3. Mpor-
pamMHOe WCMbITaHWe npeaHasHayeHo Arisl OUEeHKUM OTAenbHbIX pacTBOPOB Kak YacTh nporpamMmbl
aesnHdekun KOHTaKTHBIX NnH3. CpeAcTBa, oTBevalowue KpUTepusiMm NporpaMMHOro UCNbITaHUsA, AODKHbI
TaKkke YOOBNETBOPATb MUHMMAamNbHBLIM 3KCMITyaTaLMUOHHBIM TPeBGOBaHNsIM aBTOHOMHOTO UCMbITaHUA. QueHb
Ba)XHO, UTOGbI TakMe cpeacTBa (HEeBCKPbIThIE KOHTENMHEPDI) YAOBMNETBOPSAM TpebOBaHUSAM UCTBITAHWUA Ha NPo-
TSXKEHUU BCEro CPoKa rogHOCTU NpU XpaHeHUN.

Kak nokasaHo Ha pucyHke 1, cpeacTsa Mo yxoay 3a KOHTaKTHbIMW NMH3aMW, KoTopble 4oSkHbI 06nagaTth
Oe3UHMPULMPYIOWMMK CBOMCTBAMU, CHavana AoSBKHEl NPOUTU aBTOHOMHOE 1cnblTaHUe. Ecrin rmasHble cooT-
BETCTBYIOLLME KPUTEPUN BBINOMNHSIOTCA (CM. 5.1), CpeACTBO MOXHO cHMTaTh AesnHbuumpyowmMm. Ecnin cpea-
CTBO He YyAOBNETBOPSET [MNaBHbIM KPUTEPUSIM aBTOHOMHOIO WUCMbITaHWA, TO OHO AOMKHO obnagaTtb
O0CTaTOYHON NPOTUBOMUKPOOHOW akTUBHOCTBLLO, YTOObI YAOBNETBOPSITL BCMOMOraTebHbIM KpUTEPUsIM aBTo-
HOMHOIC UCMbITaHWA, KaK YkasaHo B 5.2. Ecnv 3Tu Kputeprn yaoBneTBOpPSOTCS, A0SDKHO ObITb NPOBEAEHO Npo-
rpaMmHoe UcrbiTaHue, YToDbl OLEHUTbL CPeACTBO Kak YacTb Nporpammbl Ae3vH(eKUUA KOHTaKTHBIX FUH3
nyTem BbINOMHEHUsI MporpaMMHBIX Kputepues (cM. 5.3). Ecnn cpedcTBO yAOBNETBOPSAET BCMIOMOraTesbHbIM
KPUTEPUAM aBTOHOMHOIC U MPOrpaMMHOro UCMbITaHWA, HO He YAOBMNETBOPSET rMaBHbIM KPUTEPUsIM aBTOHOM-
HOro UCTBITAHUSA, TO ero credyeTt cHMTaTh YacTbio MPorpaMmmMel Ae3NHMEKLNN KOHTAKTHBIX JTIUHS.

Mpu paspaboTke cpeacTB NO yxody 3a KOHTaKTHbIMUW IMH3aMK AN YACTKA U Ae3nHeKLum cnegyeT yun-
ThiBaTb TPEOOBaAHNA COBMECTUMOCTH C NaLMEHTOM 1 BEpOATHOCTb HECOBMECTUMOCTU. Hanpumep, BpeMs aes-
NHEKLMN OOIMKHO BbITh NpMemMIeMbIM A5 HOLWEHWUS] KOHTAKTHBIX [MH3 NaLMeHTOM.

MpumMeyaHue— cnone3oBaHve CMeLWaHHbIX TECT-KYNbTYP MUKPOOPraHM3MOB MOXET OKa3aTb BNUAHWE Ha
OYEBUAHYI0 Oe3MHMDULMPYIOWY0 CNOCOBHOCTL KOHKPETHOro cpeacTBa. OueHKa Takmx USMEHEHUI Hapsgy C UCMbITAHUEM
npy Gonblem YUCne MUKPOOPraHU3MOB U WCMbITAHWEM CPEeACTB M3 YACTUYHO UCMONb30BAHHBLIX KOHTEWHEPOB MOXET
UMeTb 3HaueHue npu paspaboTke cpeacTBa MO yXO4y 32 KOHTAKTHLIMM JIMH3AMM, HO 3TO YKe HaXoauTCs 3a npegenamu
cthepbl 4ENCTBUS HACTOALWEro cTaHaapTa (cM. npunoxenus C v D).

ABTOHOMHOE
UCTIbITaHne
Ha Ae3nHpeKumio
KOHTaKTHbIX JIMH3
FnasHble kputepumu | Het BcnomMoratenbHble Her UcnbiTaHue
e e =
YAOBNETBOPEHbI KpUTEepUKU YAOBNETBOPEHbI He npoipeHo
ABTOHOMHOE
ucnbiraxve? MporpamMHoe ncneITaHne
npouaeHo
MporpammHbIe KpuTepun Her o Wcnbitanne
YAOBNETBOPEHbI " | He npoiipneHo

g

MporpammHoe ncnbirarue®
nponaeHo

2 CpencTBO MOXHO CUMTATL CPEACTBOM AN Ae3NHADEKLNN KOHTAKTHBIX MUH3.
b) CpeACTBO MOXHO CUMTATb YaCTbI0 NPOrPaMMbl AE3NHADEKUNN KOHTAKTHBIX FTUHS.

Pucynok 1 — [lnarpamma npouecca NpoBeAeHn aBTOHOMHOTO U MPOrPaMMHOIO UCTbITAHUA
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4.2 ABTOHOMHOE UCNbITaHUe [BHeceHue TecT-KYNbTypbl (TecT-uTamma)]

Mpn nNpoBedeHUM aBTOHOMHOIO WUCMbITAHUA B Ae3nHbuUuMpylowee cpeCTBO BBOAAT CTaHAapTHLIA
LWITAMM U3 KONMEKLMM MAKPOOPraHU3MOB W onpedensioT cTeneHb NoTepu X XXM3HecnocobHOCTU B 3afaHHble
WHTepBanbl BpeMeHU, CPaBHUMBIE C MHTEPBAanamu, B Te4eHUe KOTOPbIX CPEACTBO MOXET GbiTb UCTMONb30BaHo.
Beoaumas mukpobHas npoba, BbiGpaHHas Anst AaHHOTO UCTILITAHUS, AOMMKHA MMETb onpeaeneHHoe Konuvec-
TBO KonoHueobpasyowmx eauHuy, (aanee — KOE) mukpoopraHMamoB, Ha OCHOBaHUM 4Yero onpeaensiiot
CKOPOCTb U cTeneHb NoTepn UX XMU3HEeCNoCoBHOCTN.

Mpwn npoBeAeHUN UCNbITAHUSE HA NPOTUBOMUKPOBHYIO aKTMBHOCTbL HEOBXOAMMO YCTaHOBUTL KONMUYeEC-
TBEHHble W KaYecTBEeHHble COCTaBbl CpeAcTBa K MOMEHTY Hayana UCNbITaHUs NyTeM NpoBeAeHUsl MeTOA0B
aHaNUTUYECKOW NPOBEPKN UINN SKCTPaNonsALMA.

Heo6xogumo npeanpuHATL COOTBETCTBYHOLLME MePbl A MHAKTUBALMA UMW yAaneHUs 0CTaTOUHbIX Npo-
TUBOMUKPOGHBIX BELLECTB BO BPeMSl KyNbTUBMPOBAHUA U NoAcUeTa KONMMYECTBA BbIKMBLLMX MUKPOOPraHU3-
MOB, a 3hheKTUBHOCTb 3TUX Mep A0SMKHA ObITb oLeHeHa. [leiicTBue aToro npoiecca BO BpeEMsl NpoBeAeHUs
UCNbITaHWA AOMKHO 6bITh NOATBEPXKAEHO COOTBETCTBYIOLIMMIU OpraHaMmn KOHTPOIS.

MpwumedaHue—Wudbopmaumsa 06 ncnbiTaHMm Ha HanNnUuMe BUpyca npeacraBrneHa B npunoxedun C, a Ha Ha-
nuune Acanthamoeba — B npunoxexum D.

4.3 lNporpaMMHOe UCNbITaHUe

370 UcnbITaHue, NPU KOTOPOM B MHOMO(hYHKLIMOHaNbHYI0 Ae3UH(PULMPYIOLLYIO NporpamMmMy BBOAAT CTaH-
AapTHbIM HAbOP LITaMMOB M3 KOMMEKLUA MAKPOOPTraHU3MOB U ONPEeAEnsIioT CTeneHb NoTepU UX XKnusHecnocot-
HOCTW B 3afaHHble UHTepBarbl BpeMeHU; KynbTypy TECT-LUTAMMOB MEPEHOCST B COOTBETCTBUN C NPOrpaMMoit
HaHeCceHWeM Ha KOHTaKTHYH NUH3Y.

[aHHas npoueaypa NnpUMeHnMMa K MHOroYHKLMOHAmNbHBIM Ae3UHMhULMPYIOLWLUM NporpaMmam, KoTopble
MOryT BKNloYaTb B cebsl aTanbl YNCTKU, NPOMbIBaHWUS U NponuTbiBaHus. Mpu npoBeaeHWn npoledypbl nporpam-
MHOTO UCMNbITaHWUsA CpeACcTBa UCMNOMb3YIOT B KONWYECTBaX, PEKOMEHAOBAHHBIX Ha 3TUKeTKaX UM B UHCTPYKUU-
AX 4N1A nauneHTa.

OTan MHOroyHKUMOHANbLHONW Ae3NHULMPYIOLLER NPOrpaMMbl KOHTAKTHON MUH3bI, OLeHUBaeMbliA No-
cpeAcTBOM MPoBedeHWs 4aHHOTO UCMbITaHUs!, JOSDKEH YAOBNETBOPATb MUHUMAsIbHLIM TpeboBaHnAM aBTo-
HOMHOrO WCMBITAHUA, Kak nokasaHo Ha pucyHke 1. Tonbko Te cpeAacTBa, KOTOpble YAOBMETBOPSIIOT
MUHUManNbHBIM TpeGoBaHUsIM, NPeabABNAEMbIM K XapakTepucTukam aBTOHOMHOMO UCMNbITaHUsl, MOryT BbiTb
BBeJeHbI B porpaMmy ae3nHgekLnu.

Mpy npoBeAeHUN UCTbITAHNA KaYeCTBEHHBIA U KONMYECTBEHHBIN COCTaB BCEX CPEACTB, UCMOMNb3YEeMbIX B
nporpamme UCMbITaHWs, HEOBXOAUMO YCTaHOBUTL METOAOM aHaNIUTUMECKOTrO UCTILITAHUS MW SKCTPaNOSISILMM K
Havyany npoBeaeHWst UcnblTaHWsA. JomMKHbI BbITb MPUHATEI COOTBETCTBYIOLME MEPLI A4NA CHUKEHUS Wunn ycTpa-
HEeHWsA OCTAaTOMHOM NPOTUBOMUKPOBHON aKTUBHOCTM BO BPEMS KyNbTUBMPOBAHUS U NOACYETa KONMMYeCcTBa Bbl-
JKUBLLUNX MUKPOOPraHN3moB, a 3chekTMBHOCTb 3TUX Mep AoSPkHa BbiTh oLeHeHa. [leiicTBUe 3Toro npolecca Bo
Bpems nposeAeHUst UCTIbITaHWsl A0KHO BbiTb NOATBEPXKAEHO COOTBETCTBYIOWMMI OpraHaMu KOHTPOSA.

MpuMedaHue—pobnemsl, CBA3aHHbIE C UCNONb30BaHNEM U3HOLWEHHbIX KOHTAKTHbLIX TMH3, — M0 NPUIoXe-
Huio E.

5 Tpe6oBaHus K XapaKTepuCTUKaM

5.1 ABTOHOMHOe UcnbITaHWe. OCHOBHbIe KpUTepUU

5.1.1 Bakrepun
YUncno BEPKMBLLMX KOFIOHNIA MUKPOOPraHU3MOB Ha 1 M1 AOMKHO BbiTb COKpaLLeHo B cpeaHeM obbeme, HO
He MeHee 4YeM Ha 99,9 % (3,0 log) B Npegenax MUHUMarbHO PEKOMEHAOBAHHOMO Nepuoaa BNUTLIBaHMUS.

MpumedaHun e— 3HayeHne onpeaensioT Mo CpeaHemMy 3HaYEeHUIO pedyKUuMi, BbiPaKeHHbIX B rorapugmax,
Ka)kaoro BBEAEHHOrO MUKPOOpraHuama Anst OTAenbHbIX UCMbITYEMbIX NapTUi.

5.1.2 MneceHb U APOXKU

Yrcno BBKMBLLMX KOMOHNIA MUKPOOPTraHU3MOB Ha 1 Mn A0MKHO BbITh COKpaLLeHo B cpefHem obbeme, HO
He MmeHee YeM Ha 90 % (1,0 log) B npeaenax MUHUMarnbHO pekoMeH4oBaHHOro nepuoaa BrTeIBaHUS, ¢ yBenu-
YeHnem He MeHee 4eM B YeTbipe pasa MUHMMarbHO PeKoMeHAOoBaHHOro nepuoaa BnuThiBaHUsA B npeaenax
aKcnepumeHTanbHon ownbku = 0,5 log.

MpuMedaHune— 3HaueHne OnpeaensiioT Nno cpegHeMy 3HaYeHWIo pedyKuWid, BbIPXeHHbIX B norapudmax,
KaXX0ro BBEAEHHOTO MUKPOOPraHu3Ma Arns OTAENbHbIX UCMbITYeMbIX NapTuii.
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5.2 ABTOHOMHOe UcnbiTaHue. BcnomorarenbHble KpUuTepumn

CpepcTBa, He yaosneTsopsaowme Kputepusam no 5.1.1 n 5.1.2, oormkHbl 6bITh OLEHEHbI MyTeM Nporpam-
MHOro UcnbiTaHuA No 6.4. Mpu 3ToM AOMKHO BbIThb BLIMOMHEHO YCIIOBME: CYMMa CpefHUX 3HaYEHUI BbPKUBLLINX
KONMOHUA MUKPOOPraHU3MOB COCTaBMAeT peaykuuio MuHUMYM 5,0 log ans 6aktepuin Tpex BUAOB NPU MUHU-
MarnbHon cpeaHen peaykumm 1,0 log ana 6akTepuil Kaxaoro oTAeNsLHOrO Buaa 3a Bpemsl pekoMeHO0BaHHOro
nepuoga BnuTbiBaHWs. OcTaHoBKa pa3BUTUSI APOXCKEBBIX U MecHEBLIX IpUBOB aomkHa HabnogaTbes B Npeae-
nax akcrnepumeHTansHoi ownbku + 0,5 log 3a Bpemsi pekoMeHAOBaHHOMO Nepuoaa BUTLIBAHUS.

5.3 MporpamMMmHoe ucnbiTaHue. NMporpaMMHbIe KpUTEPUU

B MUKpoopraHuamax kKaxgoro Buaa cpegHee uncno 6akTepuii, COXpaHUBLUMX XU3HECNOCOBHOCTL, He
OOMKHO npesbiwaTth 10 KOE/MN npu Kaxkaom coveTaHuu TUM NAH3bI/YCNoBUe XpaHeHna. 3To TpebosaHue aorn-
XKHO BbINONHATLCA AN BCEX UCTBITYEMbIX NapTuiA.

Ans BeluUCrIEHUS CpeaHero 3HavyeHus He cneayeT KOMBUHUMPOBATL AaHHble O NH3ax Gonee Yem ogHOro
TMna.

MpwvmedyaHune—pn oueHke NporpamMmmel yxXo4a 3a KOHTAKTHbIMU JIMH3aMM OQHOTO TUMNA UCMOSNb3YeTCsl Cpea-
Hee 3HaqeHve KOE/mMn 6akTepuwin kaxaoro Buaa ¢ 24 MHOKYNMPOBaHHbIX M 06paboTaHHbIX COrMacHO MHCTPYKLUW N3rOTOBM-
Tens nuH3 ogHoro Tuna. MNpw oueHke NMporpamMmMbl yxo4a 3a KOHTaKTHbIMK NMH3amu Gonee ogHOro TMNa MCNONb3yioT
ycpeAHeHHbIe AaHHble ¢ 12 NHOKYNUPOBaHHbIX 1 06paboTaHHbIX COrMacHO MHCTPYKUMW N3FOTOBUTENS NUH3 KaXA0ro Tuna.
Cwm. Tabnuuy 4 no Heob6XoAMMOMY YMCY NUHS.

Tabnunya 1— CeogHble gaHHblE MO KPUTEPUSIM TPeBOoBaHUI XapakTepucTUK Npoueayp Ae3nHMEeKUMN KOH-
TaKTHbIX JNIMH3

CpepHee 3HaveHue peayKumum BO BPEMSI BIIUTLIBAHUS, BbIPAXEHHOW B norapudgmax

enbitanne MneceHb Bakrepuu
Fs® CA? Sm® PA? SA?®
ABTOHOMHOE UCTIbITaHWE: 1 1 3 3 3

[‘naBHble KpUTEPUM

ABTOHOMHOE UCTbITAHUE: b b ¢ ¢ ¢
BcnomorartenbHble kputepumn
MporpaMmMHoOe ncnbiTaHne: ~0T4 o5 ~0T4 005 ~0oT4 005 ~0T4 005 ~0T4 005

MporpammHbie kputepum®

2 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 BpeMs BMUTbIBAHMSI.
¢ MuHumansHas gonyckaemas pegykums ans 6akrepuii Bcex Tpex ckomBMHMpoBaHHbIX BUAoB cocTaenseT 5,0 log.
MuHumaneHas gonyckaemas pegykumsi ans 6aktepuii kakoro-nn6o ogHoro Buga cocraensiet 1,0 log.
43HaueHune, SKBMBaNeHTHOe cpegHeMmy 3HaqeHuto, He 6onee 10 KOE/Mn Ha nuH3y ANs KaXaoro coueTaHust TUN NnH-
3bl/yCNoBWE XpaHeHus1.

6 MeToab! ncnbitaHma

6.1 Marepuansl u peakTuBbl

Martepuans! U peakTuBbl, T. €. TECT-KYNbTYpbl (TECT-LUTaMMbl), cpefibl U peakTusbl, o6opyaosaHue 1 06-
pasLibl, SIBMSOTCA OBWMMK AN aBTOHOMHOW NpoLeaypbl B OTHOLUEHUM Ae3UHULMPYIOLWIMX cpeacTe 1 ans
nporpamMMHoi Npoueaypbl Npy Ae3MHMEKUUN KOHTaKTHBIX JIMH3.

4
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6.1.1 TecT-KynbTypbl (TECT-LUTaMMbI)
CnepyeT Ucnonb3oBaTh TECT-LUTaMMbl, MpUBeAeHHble B Tabnuue 2.

M pwumeyaHue— [JonyckaeTcs UCMONb30BaTh TECT-WUTAMMbI U3 APYMYX KOMMEKUWUIN KynbTyp, NEPEYUCTEHHbIX B
npunoxexHum A.

Tabnuuya 2— TecT-WTaMMbl

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

6.1.2 MNuTaTtenbHbIe cpeabl U peaKkTUBLI

6.1.2.1 KaptodenbHbli arap ¢ gekctposoi (PDA).

6.1.2.2 TpunToHOBbIN coeBbl arap (TSA).

6.1.2.3 Arap Cabypo ¢ gekctposon (SDA).

6.1.2.4 ®ocdaTHo-conesoit pacteop Dulbecco ¢ BydepHoit gobaskoi, 6e3 xnopuaa kanbLus 1 Xnopu-
Aa Maprasua (DPBS): 200 mr/n KCI, 200 mr/n KH,PO,4, 8000 mr/n NaCl n 2160 mr/n Na,HPO, - 7H,0 unu nog-
XOOALWMNIA pacTBOPUTENb.

6.1.2.5 ®docdaTHo-conesoin pacteop Dulbecco ¢ 6ydepHoin gobaskoi nntoc 0,05 % (macca/obbem) no-
nmcopbuta 80 (DPBST) unu nogxo4silLuMin pacTBopuTensb.

6.1.2.6 OueHeHHble HeliTpanuanpyowme peaktuebl/cpegpl (NP HEOBXOAUMOCTK), HaNpUMep HenTpa-
nu3ytowmin GynsoH Dey-Engley (DEB) 1 6ynboH Letheen”.

6.1.3 UcneiTaTenbHoe o6opyaoBaHue

[0 ns npoedeHus UcrbiTaHU TpebyeTcs cneaytolliee nabopatopHoe o6opyaosaHue:

6.1.3.1 CTepunbHble NMNETKN.

6.1.3.2 BaTHble TamnoHbl.

6.1.3.3 Tpy6kn.

6.1.3.4 Yawkm Metpn (o1 90 go 100 MM x 20 MMm).

6.1.3.5 WHkybarop.

6.1.3.6 CnekTpomeTp (4ns onpegeneHust NIOTHOCTU KIeTKN).

6.1.3.7 YcTponcTBO ANsi nogcyeTa Yymcra KonoHU.

6.1.3.8 LleHTpudyra.

6.1.4 UcnbiTyeMble 06pasLbl

CpeacTBo, KOTOpOe MOAMEXWT UCMbITAHWIO, OOIPKHO ObiTb CPEACTBOM, peanmayembiM Ha pblHKe.
AnVKBOTHBIE NPOBLI AOMKHBI ObITh B3SATEI HENOCPEACTBEHHO U3 KOHTeHepa HernocpeACTBEHHO nepes npose-
[AeHVeM ncnblTaHUs.

CnepyeT ucnblTath TpU Naptum cpegctsa. Kaxaas napTtus cpeacTsa AomkHa ObiTh UCTbITaHa oTAeNb-
HbIM TECT-LTaMMOM.

6.1.5 CoxpaHeHMe TeCT-KynbTYpbl (TECT-LUTaMMa)

CoxpaHeHue TeCT-KynbTypbl NPOBOAST B COOTBETCTBUM C pEKOMEHAaLMAMU KypaTopa COOTBETCTBYOLLE
KONMeKumn KynsTyp.

TecT-KynbTypbl AOMMKHBI M3bIMaTbea M3 konnekumin (ATCC, NCIB, NCTC, NCPF vnu apyrux konnekuumn
KyneTyp) He Bonee NsATU pas KaXaon TecT-KymbTypbl (CM. MPUNOXeHWe A), Mpu 3TOM U3bIMatOT TECT-KYNbTYPY
npeablayLiero pasa.

6.2 MpurotoBneHne MMKpoGUuonoruyeckon KynsTypbl (MHOKYNATa)

MpuroToBneHne BBOANMBIX MUKPOOPraHN3MOB (MHOKYNSTa) ABNSIeTCA 06LWMM 1 ANst aBTOHOMHOM NpoLie-
Aypbl B OTHOLEHNW Ae3NH(ULMpPYOLWMX NPOAYKTOB, U ANs NporpaMMHON npoleaypbl 41 AesnHgeKumn KoH-
TaKTHOW MUH3bI.

g Hevitpanuaytowmin 6ynbon Dey-Engley (DEB) u 6ynbon Letheen npegctaeneHsl B kavectBe npumepa. JaHHas
UHOpMaLmMs NpegoCcTaBnseTes Ansa yaobcTea nonb3oBaTenei HacTosIWero ctaHgapTa.
Y,
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B nporpaMmHoii npoueziype no Ae3anHdeKUMM KOHTAKTHBIX IMH3 UCKYCCTBEHHas cnesa (opraHu4eckui
PYHT) MOXET BXOAWUTb B COCTaB BHOCUMOTO MHOKYNATa (CM. npunoxeHue E).
KynbTUBUPYIOT MHOKYTSIT HA CKOLLEHHOM arape Npu YCnoBusiX, ykasaHHbIX B Tabnuue 3.

Ta6nuya 3 — Cpeabl M MHKYGaUMOHHbLIE YCNOBWS AN BoIpalWMBaHUS BBOAUMOTO MHOKYNATa

UHokynat Cpepa Temnepartypa, °C UHky6aumoHHbIM nepuoa, Y
P. aeruginosa TSA Ot130 go 35 Ot 18 po 24
S. aureus TSA OT130 pgo 35 OT118 po 24
S. marcescens TSA Ot130 go 35 OTt18 po 24
C. albicanx nnn SDA OT120 po 25 OT142 po 48
C. albicans SDA OT130 oo 35 OT118 po 24
F. solani PDA OT120 po 25 OT110 go 14

UcnonbaytoT cTepunbHbliii DPBST unu noaxoaswmin pactsoputens An9 CMbiBa KaXAoW KynbTyphbl € ara-
pa; CMbIB KyNbTypbl C arapa NpoMbIBaloT, NEpeHOCHT B NOAXOAALWMIA cocya U BCTpsixmBaoT. OTdunbTpoBLIBa-
toT B3Becu F. solani yepes cTepunbHyio CTEKIISIHHYIO BaTy UMM Mapnito, 4To6bl yaanuTb HUTSIHbIE (pparMeHThI.

KynbTuBupoBaHHble MUKpOOpraHu3Mbl nocne cbopa JonyckaeTcs NPOMbIBaTb C UCMOSIb30BaHWEM LieH-
Tpudyru. ins ocywecTBNeHns AMcneprupoBaHus oTAeNbHbIX KNeToK AonyckaeTcs 6akrepuitHble B3BeCU OT-
uUNbTPOBLIBATL (HANPUMEP, UCTIONL3YS pasmep rnop punbTpa oT 3 Ao 5 MkM). Bce BBoAUMBIE TECT-KYNbTYPHBI
[10BOAAT A0 KoHueHTpauum oT 1 x 107 go 1 x 108 KOE/mn ¢ nomowbto DPBST unu apyroro nogxoasiero pac-
TBOpUTENSA. ONpeaensatoT NPUBNN3UTENbHYIO KOHLEHTPaLUMIO KNeTOK KaXdol B3BECU U3MepeHMeM nomyTHe-
HWSA B3BECWM MM pacTBopa B3BECU C MOMOLUBIO crekTpoMmeTpa. [encTButenbHyto koHueHTpauuio KOE/mn
onpeaensoT BO BPEMA UCNbITaHUS AMsl KaX a0 B3BECU, HAanpumep YalleyHbIM METOAOM NoacyeTa.

Ecnu ncnoneaytoT ueHTpudyry, kaxkabli npouecc LeHTpudyruposaHus criegyeT NPoBOAUTL NpU TeMne-
paType oT 20 °C go 25 °C He 6onee 10 MUH u He 6onee 4000 06/mMuH. Bonee anuTenbHele Nepuoabl LEHTPU-
dyrmpoBaHua moryT notpebosaTtb 60/1ee HUIKNX CKOPOCTEN.

BaBecu GakTepuarnbHbIX 1 POXKEBBIX KIETOK UCMOMb3YIOT B AeHb NpurotosneHns. Cnoposble B3BecH
MOXXHO MCMOMb30BaTh B TeYeHne 7 AHel nocne NpUroToBNeHUs: Npu YCRoBUU XpaHeHUa Ux Npu TemnepaTtype
o1 2°C po 8 °C.

6.3 ABTOHOMHas npouenypa

6.3.1 MeToauka UCNbITaHUA BBeAEHUEM TeCT-KYNbTYp
6.3.1.1 ToTOBAT 0A4HY UnK 6onee NPOBUPOK (AN KAXKAOW UCMBITYEMO NapTuK), coaepKaLLyro Kak MUHU-
mMyM 10 Mn pacTBOpa UCMLITYeMOoro CpeacTsa Ha KaXkayto BBOOUMYIO TECT-KyrbTypy.

MpwnmeyaHune—[na obecnedeHnss 3OPEKTUBHOrO TEXHUYHOIO UCTMIONHEHUS] MCMbITAHUA cneayeT NCnonb3o-
BaTb Npo6upku gns 06pasyo., kKoHTerHepbl. MOCKONbKY MeXAy MHrpeaMeHTaMu pacTeopa U Matepuanom npobupok Mo-
XKeT 6bITb HECOBMECTUMOCTb, HEOBXOAUMO MCMONb30BAaThL NPOGVPKY, U3FOTOBIIEHHbIE M3 COOTBETCTBYIOLWEro matepuana.

BeoaaT B npobupky ¢ UcnelTyeMbiM 06pasLom cpedcTBa B3BECb UCTbITYEMbIX TECT-KYNbTYP B KOnMyec-
TBe oT 1,0 x 105 0o 1,0 x 108 KOE/mn. CneayeT y6eauThes, 4To 06beM BHOCUMOI BakTepuansHon KynbTypbl
He npesbiWwaeT 1 % o6bema o6pasua. Cneayet obecneynTb NonHoe gucneprupoBaHne MHOKyNsiTa nyTeM Hag-
nexallero nepeMeLuMBaHms.

6.3.1.2 XpaHuTb MHOKYNMpOBaHHOE CPeacTBO cneayeT npu TemnepaTtype oT 20 °C go 25 °C. Temnepa-
TYpY Heo6X04MMO perynMpoBaTh ¢ NOMOLLbIO KannGpoBaHHOTO YCTPOWCTBA U PerMcTpnpoBaTh NokasaHus TeM-
nepatypbl.

Ecnu cpeacTBo YyBCTBUTENLHO K CBETY, €r0 crieayeT 3aluwaTth B Te4eHne nepuoga nposedeHnst Ucrbl-
TaHWsA OT NonagaHus ceeTa.

6.3.1.3 BepyT 1,0 MN annKBOTHBLIX NPOG MHOKYTMPOBAHHOrO CPEACTBa ANs onpedeneHns Yucna xunsHe-
CMOcoBHBIX MUKPOOPTraHU3MOB B TeUeHUe nepuoaa BpeMeHn, coctasnsawoLLero 25 %, 50 %, 75 % n 100 % mMuHu-
ManbHOro PEKOMEHAOBAHHOTO BpEMEHW Ae3NHMEKLMN BCEX MAUKPOOPTraHU3MOB, U B AONOMHEHNe — He MeHee
400 % MUHUMATLHOTO PEKOMEHAOBaHHOMO BpeMeHU Ae3nHeKUnn Apoxoken u nneceHn. Ecnu pekomeHayeTcs
Ne3MHDULMPOBATE KOHTAKTHLIE NH3bI B TEYeHWEe HOuUM, BPEeMS MPOMNMTLIBAHNA cOCTaBnsaeT 8 Y.

6



rocCT P UCO 14729—2010

6.3.1.4 MopasepraioT kaxayto u3 1,0 MN anMKBOTHBIX NP0, B3ATHLIX Yepes 3aA4aHHbIe MPOMEXYTKM BpemMe-
HW, AENCTBUIO COOTBETCTBYIOLLEN CEPUN ASCATUYHBIX PasBeAeHUA B OLEHEHHbIX HENTPanusylLwnx cpenax.
XopoLo nepemelLMBaloT B3BECh BCTPSIXMBaHWEM (Ha BOPTEKCe) U AatoT NOCTOATb, YTOObI 3aBepLUMTb HEATPa-
mm3auunio. YCnoBus HelTpanMsaumm AorkHbl 6biTb OCHOBaHbI Ha NPoBepKe KOHTPOMsl BOCCTAHOBUTENbHOM
cpeasbl (cM. 6.3.2.2).

Ecnn npoTtuBoMukpobHOe cpeACTBO B COCTaBe HEBO3MOXKHO Hagnexalwmm o6pasom MHaKTMBMPOBaTb
VNN HENTPanNu3oBaTb, yAansioT ero oLeHeHHbIM MeTogoM MembpaHHon unbTpaumm (CM. npunoxeHue B).

6.3.1.5 OnpeaensoT YUCIIO XKUIHECTOCOOHBIX MUKPOOPraHM3MOB B COOTBETCTBYIOLUMX pacTBopax My-
Tem NpUroToBNEeHUs TPOMHbLIX Yallek (ecnyM He OroBOPEHO UHOE) € noaxoasaLlen BOCCTaHOBUTENbHOW cpeaon
(hanpumep, TSA ans 6akrepuin 1 SDA ans nneceHn u Apoxoken).

Ecnu 6bina npumeHeHa membpaHHas punbTpauus Ans yganeHus unu HemTpanMsaummn npoTMBOMUKPO6-
HbIX CPeACTB, KyNbTUBUPYIOT MeMBpaHbl Ha 3TUX cpeaax.

Ecnn ncnonb3yroT YalleyHblil MeTo po3nuBea, XpaHAT arap nepej pasnuekoi B pasnUBOYHbIX YallKax
npu TemnepaType Huxe 50 °C.

ArapoBble cpefbl, UCMoNb3yeMble Ans onpeaeneHns KommyecTsa Xn3HecnocobHbIX MUKPOOPraHM3MOB,
TaKke MOryT coaepXaTb NMPOTUBOMUKPOOHbIE MHAKTUBATOPbI UMW HENTPanU3aTopbl.

6.3.1.6 Yawkn c TecT-KynbTypamu JospkHbI 6bITb MHKYBUpoBaHbl Npu Temnepatype ot 30 °C go 35 °C.
MoceBbl ¢ ApoxckeBbIMU rpUbamu (aposckamu) MHKYOupytoT npu Temnepatype oT 20 °C go 25 °Cunmm ot 30 °C
o 35 °C. MoceBbl ¢ nnecHeBbIMU rpubamun MHKYGUpytoT Npu Temnepatype oT 20 °C go 25 °C. [omkHbl bbITb
onpeaeneHbl nepuoabl UHKYGauuM Ans onTUMarnbHOro npopocTta 6akrepuid, Apoxoken u nnecexu. MNepuogpl
nHKy6aumnn 4oKHBI BbITb OCHOBaHbI HA aHanM3e KOHTPONS NUTaTenbHoM cpeabl (cM. 6.3.2). 3anucbiBaloT unc-
no HabnogaeMbix KOE/MN Ha Yawlkax, KoTopble nogaaloTcs noacyeTy.

M p v meyaHune— Yawkm Bo Bpems nHkybaumm cnegyet nepuogmnyeckn Habniogartb, 4To6bl NpeaoTBpaTUTL NO-
ABNEHNe Yalek, B KOTOPbIX U3-3a Ype3MepHOro pocta Gakrepui, apoxoken u nnecedn KOE He noapaloTesi nogcyeTy.

6.3.1.7 OnpepgensiioT cpegHee yucno KOE, nopaaatowumxcs noacyeTy, Ha Yalikax. BelamcnaoT ymeHbLue-
HWe YnMcna MUKPOOPraHU3MOB B 3afjaHHbleE MOMEHTbI BpEMEHMU.

MpumeuaHue—Kaxaasa vawka c KOE, nogaaowmmucs nogcyety, cogepxut ot 30 go 300 KOE ans 6akre-
pvii unn apoxoken u ot 8 o 80 KOE — ans nnecexu, 3a uckniovennem cnydaes, korga KOE HabniogaloTesa ToNbKo B Hal-
kax ansa passegenns 10° unn 101,

6.3.1.8 OTCyTCTBME MUKPOOPraHW3MoB HeoBX0AMMO AOKYMEHTUpOBaTb, Hanpumep, Hanucas «0» unn
«HP» (HeT pocTa), Koraa Yallky Ans Bcex pactsopoB obpasla B oTAeNbHbIM MOMEHT BpeMeHU He coaepxaT
KOE.

6.3.2 CpeacTBa KOHTpONA

6.3.2.1 KoHTponb BHOCUMOW BakTepuanbHON KybTyphbl

FoToBAT 06BbEM BHOCUMO BakTepuanbHO Ky bTypbl NyTeM AUCNEPTNPOBaHNS UASHTUYHOW anMKBOTHON
npo6bl MHOKYIMPOBaHHOTO MaTepuana B o6beme pactsoputens no 6.3.1.1 (Hanpumep, DPBST) ans nonyde-
HUS KOHEUHO KOHLIeHTpaumm oT 1,0 x 105 ao 1,0 x 108 KOE/mn. CneayeT y6eautses, YTo 06bem BHOCUMOIA
6akTepunanbHoOM KynbTypel He npeBeiwaeT 1 % o6bema obpasua. JucnepriupoBaHme BHOCUMORN KynbTypbl He-
obxoammo obecnevnTb nepemelunsaHnem. OLeHUBatOT 4aHHbIA KOHTPOIbHBIA 06pasel, B Havarne nucnbiTaHns
Ha KOE/mMn, ytoBbl NpoaeMOHCTPUPOBAaTL NPUIrOAHOCTL Ccpeabl, MCNoNb3yeMol 4518 pocTa UCMBITYEMOro MUK-
poopraH1aMa, 1 onpeaensitoT KOHLEHTPaLMo UCXOAHO BHOCUMON BakTepunansHon KynbTypbl. [loMellaoT co-
OTBETCTBYIOLLYIO aNMKBOTHYIO MPoBy M3 Kadol NpobMpKM Ha BOCCTAHOBUTENBbHYIO arapoBYlO Yallky B
TpoliHom obbeme (ecnn He OrOBOPEHO MHOE).

6.3.2.2 KoHTponb nutaTenbHon cpeasbl

Pas6asnsioT 1/10 pactBopa Ae3nHbULMPYIOLLEro cpeacTBa B OLEHEeHHOM HelTpanuayloLem byrnboHe
(1 mn 8 9 mn). JatoT 6ynboHY MOCTOATb A0 3aBepLUEHNsA peakuun HernTpanusauun. FoTOBAT BTOPYIO KOHTPOSb-
Hyto npoBupky, cogepxaluyo 10 mn noaxodswero pacteoputens (Hanpumep, DPBST). BeogsT B npobupku
[OCTaTOUHbIN 06beM KynbTypbl, 4ToBbI nonyymnoce oT 10 go 100 KOE/mn BBOAMMOro MUKpoopraHnuamMa Ha
Kakayto yaluky. BelaepxunsatoT B TeHeH1e COOTBETCTBYIOLLEro nepuoda BpeMeHmn npu Temrneparype okpyxato-
el cpeabl, He gornyckas pasMHOXEHUS MHOKYINMPOBaHHbLIX MUKpPOOpraHM3moB. NMomMellaoT cooTBeTCTBYIO-
LY anunKBOTHYHO Npo6y 13 kaXkaoh NpobupkM Ha YaLLKy ¢ NMTaTenbHbIM arapoM B TpoliHOM o6beme (ecnu He
OroBOPEHO UHOE).

[nsa npopocTa 6akTepuii cnefyeT BulAepKMBaTh Yaluku npu Temnepatype ot 30 °C go 35 °C. Ana npo-
pocTa ApoXKen crnegyeT BblAEPKUBaTL yallku npy TemnepaTtype oT 20 °C go 25 °C vnm ot 30 °C go 35 °C.
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[ns npopocTa nneceHn cneayeT BbiAepXXuBaTh Yallku Npu Temnepartype ot 20 °C go 25 °C. Onpegensiotr Mu-
HUManbHblE Mepuoabl BblAEPXUBaHUA AN AOCTWKEHUS ONTMMANbLHOrO npopocta Hakrepui, ApoXoken u
nneceHu.

Ecnu ans HeTpanusauun TpebyeTca pasbaBneHune 6onee yem 1:10, npumMeHAOT MemMBpaHHyo huneT-
pauuio.

OueHunBatoT HelTpanMsauuo Nnpoaykra nepes kaxabiM BBeAeHUeM MUKpOOpraHnamMa.

6.3.2.3 TpeboBaHUs K KOHTPONO

Ecnu koHTponbHOe 3HaYeHWe BbIXOAMWT 3a npejernbl 3afaHHOro 3HaYeHuUs1, pesynbTaThl UCMLITAHUA CHU-
TalT HeeWCTBUTENbHbLIMU, UCTIbITAHWUE NPOBOASAT MOBTOPHO.

6.3.3 OTyeT 06 McNbITaHUAX

B oTtueTe 06 ucnbiTaHUsAX goimkHa BbITh NpedcTaBneHa criegytolas uHopMaums:

a) cchblfika Ha HacTosIWWUA CTaHaapT;

b) onucaHue cpeacTea:

- HaumeHoOBaHWe CpeacTBa;

- HOMep napTuu;

- KOHEYHbIN CpoK AEUCTBUS;

- N3roTOBUTESb;

- YCIOBUS XpaHEHUS;

- akTuBHoe(ble) BellecTBo(a) U ero(Mx) KoHUeHTpauua(u) (Mpu HeobxoaAMMOCTH);

c) damunus (dhamunum) onepaTtopa(os);

d) OTKNOHEeHWs oT NPOTOKONa;

e) nepwvog nHkybaumu;

f) nepuoa xpaHeHUst MHOKYNMPOBaHHOTO CPeaCTBa;

g) nornyveHHble pesynbTaThl.

Ecnu cpeactBo yaoBNeTBOpsieT rMaBHbIM KPUTEPUSIM aBTOHOMHOIO UCTLITaHUS, er0 MOXHO MapKupo-
BaTb Kak CpeacTBO, NpeAHaszHa4YeHHoe Ansa Ae3nHdeKumn KOHTakTHbIX uH3. Ecnu cpeacTBo yaoBneTBopsieT
TONbKO BCMOMOraTerlbHbIM KpUTEPUSIM aBTOHOMHOIO UCMbITAHWUSA M MPOXoANT NPOrpaMMHoe UCTbiTaHWe, ero
crnegyeT MapknpoBaTh Kak YacTb Nporpammbl A4e3nHMEKLNN KOHTAKTHBIX IMH3.

6.4 MporpamMHas npoueaypa

6.4.1 UHoKynAauMA NUH3bI

UcnbiTaHne NpoBoAsT ¢ UCMOMb30BAHWEM JIMH3 TUMa, Ha KOTOPLIA PpaccyuTaHo UCMOSb30BaHUe npo-
rpaMmmel, HanpUMep HENMOHHbIE, C HU3KUM cogepXKaHNeM BOAbl, MOHHBIE, C BICOKUM COAepXXaHUeM Boabl, 13-
rOTOBMEHHbIE U3 akpunata KpemHus W T.4. Ons gaHHoro ucnbitaHus crnegyeT NPUMEHATb HOBble U
HEencnonb3oBaHHbIe MUH3bI. MPK UCMBITAHWUU NPOrpaMMBbl Mo yXo4y 3a KOHTaKTHbIMU NIMH3aMU € UCNONb30Ba-
HUEM JTMH3 OAHOrO TUMa BHOCAT KaXKAyH NHOKYIIMPOBAHHYHO KYNbTYpY HAa BOCEMb fIUH3 U3 KaXKA0W NapTun Uc-
NbITYEMOro cpefcTBa; B pesynbTaTe UCMbITbIBAOT BCEro 24 NMMH3bI KAXKAOro cocTaBa MUKpobaMu kaxaoro
Buaa. Mpn ncnbiTaHM NporpaMMbl MO YXOAY 3a KOHTAKTHLIMW NIMH3AaMWU TMAPOresIbHOro TUNa UHOKYNUPYIOT
YyeTblpe NMH3LI rPymbl 1 U YeTbipe NUH3bI rPYMbl 4 MUKpoGamm KaXkaoro Buaa Ha Kaxaylo napTuio UcneiTye-
MOTo cpefcTBa; B pe3ynbTaTe UCMbITEIBAIOT BCEro 12 NUH3 Kaxkaoro Tuna Ha MukpoObl kaxkgoro Buaa. MoxxHo
NMPOBECTU UCTIbITaHNE AOMNOMNHUTENbHBIX TMAPOrerbHbIX NNH3; 0AHaKOo cneayeT UCTIbITbIBaTb MUHUMYM YeTbl-
pe NMH3bI KaXKaoro TMna Ha MUKPoB bl KaXAoro Buaa Ha chopMUMpoBaHHYO NapTuto cpedcTB. Mpu ucnbiTaHum
nporpamMmmebl No yxXoAy € UCMoSb30BaHNEM BCeX JIMH3 HerMaporenbHOro Tuna UHOKYNUPYHOT YeTbipe JIMH3HI,
N3roTOBNEHHbIE U3 akpunaTa KPeMHUS, U YeTbIpe MUH3bI, M3rOTOBIIEHHBbIE U3 hTOpakpunaTta KpeMHUs!, MUK-
pobaMu Kakdoro BuAa Ha Kaxaylo NapTU UCMBITYeMOro cpeAcTBa; B pesynbTaTe UCNbITbIBAlOT BCEro
12 NUH3 KaXxaoro TMNa Ha M1KPoBbI kaxkaoro Buga. Mpu NcnbITaHM NPOrpaMmmel Mo YXo4y ¢ UCMoNb3oBaHNEM
BCEX rmaporesbHbIX U HermaporenbHbIX IMH3 TpebyeTca NpoBeAeHUe UCTbITaHUSA ¢ UCNONb30BaHUEM NUH3
rpynnel 1 1 rpynmel 4, fIMH3, N3roTOBMEHHBIX U3 aKkpunaTa KpeMHUS, U HerMAPOrenbHbIX FIMH3, U3rOTOBMNEHHbIX
13 pTopakpunaTa KpemHus.

Yucno nuHs, TpebyemMoe Ansi NpoBeAeHUsI UCTbITaHWSA, NpuBedeHo B Tabnuue 4.

MomelualoT UCTIBITYEMYHO U KOHTPOIBbHYH NTIMH3bI B CTEPUMLHYIO YaLuKy MeTpu BOrHyToM CTOPOHOM BBEPX.
MHokynunpytoT kaxayto nuHay, nomectus 0,01 Mn TecT-KynbTypbl BHU3Y JIMH3bI B TOYKE COMPUKOCHOBEHUS C
vawkon MNetpu. MomewatoT 0,01 MN Toi Xe TeCT-KynbTypbl HEMOCPEACTBEHHO Ha BOTHYTYHO MOBEPXHOCTb
TUH3BI.

[atoT TecT-KynbType BAUTATLCSA B KAXAYHO NNH3Y B TedeHne 5—10 MuH npu Temnepatype o1 20 °C go
25 °C.
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Tabnunua 4 —Heobxoaumoe YNCNO NUH3 HA KaXAbIA BUA, TECT-KYIbTYpbl

YnCno NnH3 Ha Kakaplid BUO TECT-KyNbTyphbl

McnbitaHus McnbiTaHua Ha Bce ruaporesnbHble AcnbiTaHuA Ha Bce HerugporenbHble
Ha OfWH TWM NUH3bI® nuHab® ° NMH3B
~ a

enbiTyembini o6pasel) Fpynna 1 Mpynna 4

(Hanpumep, HEUOHHbIE, C MOHHbBIE, C BbICOKUM Axpunar ®ropakpunar

rpynna 1) HU3KUM coaep- 1 CpeaHUm copep- KpeMHus KpPeMHuUs1
XaHueM Boabl XaHuem Bobl

Pacreop Maptusa 1 8 4 4 4 4
Pacteop MapTtus 2 8 4 4 4 4
Pacreop MapTtua 3 8 4 4 4 4
Wroro® 24 12 12 12 12

& MUHUMYM TPW NapTUM CPEACTB MO yXOAy 3@ KOHTAKTHBIMU NIMH3AMU, KOTOPbIE JOMKHbI NPOWTU UCTILITAHME.

® Ecriv npoBOasiT UCbITaHWe NUH3 Gonee 0AHOrO TUNA, HEOBXOAUMO UCTIONL30BATL MUHUMYM YEThIPE JIMH3bI KaX0-
ro TMNa Ha NapTUIo CPeacTB Mo yXo4y 3a KOHTAKTHBIMU NUH3AMU Ha KXAbIA BUA TECT-KYNbTYpbl.

¢ Ecnvn NpoBoasiT UCTbITAHNE MTMH3 TONBKO OAHOro TUNa, HeoBXOANMO UCTONb30BaTb MUHUMYM BOCEMb JIMH3 KaXI0-
ro TUna Ha napTvio CPEACTB MO YXOAY 3@ KOHTaKTHbIMU NIMH3aMU HA Kbl BUf, TECT-KYTbTYpPb.

4 Mpw McnbITaHUM MPOrPaMMBI MO YXOAY C UCMONB30BAHMEM BCEX TMAPOTENbHbIX U HEMMAPOTENbHBIX NIMH3 NoTpe6o-
Banock 6bl, KAK MUHUMYM, UCTIBITAHNE CPEACTBA YETLIPbMSA fIMH3aMMN KaXAOr0 U3 CrieayiowmxX TUIMOB: MAPOrenbHLIMK

y A y

NMH3amu rpynnsl 1 v rpynnbl 4 U NMH3aMK1, U3rOTOBNEHHBIMU U3 aKPUIATa KPEMHUS!, U HETMAPOreNbHbLIMY MTMH3AMM, U3r0-
TOBJIEHHbIMU U3 dhTOpaKpuiaTa KpeMHus.

6.4.2 O6paboTka NuH3

Mocne NornoLweHns BHECEHHOW TECT-KyNbTypbl NPOBOAAT OE3NHMDEKUMIO KOHTAKTHBIX SIUH3, BKOYan
aTanbl YACTKW, MPOMbIBAHUSA U NPOMUTKA, YCTAHOBINIEHHbIE B COOTBETCTBUN C UHCTPYKLUAMU U3rOTOBUTENA Ha
NMH3Y Kaxkaoro Tuna. B npoTokonax UcnblTaHna AomkHbI ObITb yYKasaHbl napaMmeTpbl METOAMK YACTKUA U NPOMbI-
BaHMs (Hanpumep, ANUTENbHOCTL NPOTUPaHUS U NPOMbIBaHUSA U 06beMbI NPOMbIBaHWS).

6.4.3 BoccTaHoBneHUe BbDKUBLUUX MUKPOOPraHU3MoB

(cM. npunoxeHue B B yacTn metoga Mem6paHHoM chunbTpaLum)

6.4.3.1 MNomeLLaloT COOTBETCTBYIOWMIA 0ObEM OLIEHEHHON HenTpanuayloLen cpedbl B UneTpoBans-
Hbl annapat (B.1.2.1). YcnoBus HeTpanusaummn 4omkHbl ObiTb OCHOBaHbI Ha aHanuae KOHTPOMA nuTaTenb-
Hol cpedbl (CM. 6.4.4.2).

6.4.3.2 TNepeHocAT BCe COAEPXKMUMOE KOHTEeNHepa UCMbITYEMON KOHTaKTHOW NINH3bI (TMH3Y 1 pacTBop) B
HerTpanuayoLyto cpedy dunsTpoansHoro annapata (B.1.2.2), onpeaenus neped dunsTpaumnei gnrens-
HOCTb HelTpanusauum (cMm. NpunoxeHue B).

6.4.3.3 lNpuknagbiBatoT NOHWXKEHHOE AaBneHne U (bUnbTPYT pacTeop. NpoMbiBatoT pUnbLTP B HEWTPa-
nusytoLLiein cpefe cooTBETCTBYIOLEro obbema.

6.4.3.4 Cobntogas cTepuibHOCTb, NEePEeHOCAT KOHTaKTHYH NMH3Y Ha MOBEPXHOCTb arapoBOWA cpeapbl,
noaxoasen Ansa KynbTMBUPOBaHNS UCMbITYEMON TECT-KYNbTYpPbl. HaHocaT HekoTOpbIA 06 beM TOM Xe arapo-
BOW cpefbl, coxpaHsieMoi npu Temnepatype 50 °C, Ha NUH3Y U Aal0T OCTbITb.

6.4.3.5 lMpuknaabiBaOT UCNBLITYEMBIA (PUNLTP K MOBEPXHOCTU COOTBETCTBYOLWMX TBEPALIX cped (MoryT
6bITb cpeabl no 6.3.1.5).

6.4.3.6 [ns npopocta GakTepuit crnegyT BbiAepXaTb Yallki npu TemnepaType ot 30 °C go 35 °C. Ans
npopocTa APOXKEN cneayeT BblaepxaTb Yallki npu Temnepatype ot 20 °C go 25 °C unu o1 30 °C go 35 °C.
[na npopocTa nneceHu crieayeT BolaepkaTb Yalluki npu Temnepatype ot 20 °C go 25 °C. MNepuoael uHkyba-
LMY 4na oNTUMAasbHOTO KyNbTUBUPOBAHWUS GakTepuid, APOXOKEN 1 NneceHun 4ommkHbl 6biTe onpegeneHbl. MuHmu-
MasnbHble nepuoabl UHKYGAUMW AOIKHBLI OblITb OCHOBaHbI Ha aHanuMs3e KOHTPOMA nuTaTenbHOW cpeabl
(cm. 6.4.4). 3anuceiBatoT 4ucno Habnogaembix KOE, koTopble nogaanTcs NnoAcHeTy Ha Yalukax. Yaiky crie-
ayeT nepuoandecku HabnogaTe BO BpeMst MHKyGauumn, 4Tobbl NpeaoTBpatUTL NOsIBMEHWe Yaluek, B KOTOPbIX
U3-3a upe3mepHoro pocta 6aktepuid, opoxcken n nneceHu Bo BpemMs nHkybaumm KOE He noaagaroTca noacyeTy.
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6.4.4 Cpeacrtea KOHTpONA
6.4.4.1 KoHTpOnb MHOKYIIALUN JIUH3bI
McnbiTyemble MUKPOOBI KaXKAOro BUAa NEPEHOCAT C TPEX MHOKYNIMPOBAHHBIX NIMH3 B NPOBGUPKA € Noaxo-
Aawmm pacteoputenem (Hanpumep, DPBST). BetpaxueatoT B TedeHue 30 ¢. MocneaosaTenbHO Tpu pasa pas-
6aBnsIoT U BEIAENAIOT COOTBETCTRYIOLWME pa3baBuTenn (eCnu He ykaszaHo uHade), YTobbl NpoBecTn nogcyeT
XnU3HecnocobHbIX kneTok. Takon noacyeT NoaATBEpPXAaeT, YTO YUCIO MUKPOOPraHU3MOB Ha fIMH3E B MOMEHT
BBOAA MNporpamMmmbl fABnsieTcs ageksaTHbIM. CpeagHee 3HaueHWe MNOACYETOB AOSMKHO OblTb He MeHee
2 x 105 KOE/nuH3a n He 6orblue 2 x 108 KOE/nuH3a.
6.4.4.2 KoHTponb nuTatensHol cpeasbl
FoToBAT TpU hUNLTPOBANbHLIX annapaTta (eCnu He ykaszaHo UHoe) No 6.4.3, coaepXXalumx HeUTpanuayto-
LYo cpedy U Ae3uHbuumpyiollee cpeacTBO B HYXXHbIX 06beMax (cM. npunoxerue B). JaloT nocTosATb, 4TOGbI
3aBepwuTh HerTpanusauuto. o6asnsatot ot 5 o 100 KOE TecT-kynbTypbl (0AHa Ha Kaxabii bunbTp), hunet-
PYIOT 1 KynbTUBUPYIOT NO 6.4.3.
Cnepyet y6eauTbes, UTO TPONHOM 06BbEeM KynbTypanbHOro MaTepuarna HaxoauMTca Ha noaxoasiuen cpe-
Ae (ecnn He ykasaHo nHave).
Ha cunbtpe 13 HeliTpanuayowero 6ynboHa AOMKHO ObITb BOCCTaHOBMNEHO He MeHee 50 % KynbTypans-
HOro matepuana.
Cnepyet obecneunTb HEMTpanu3aumio CpeacTBa Kaxkaoh BBOAUMON TeCT-KyNbTypbl.
6.4.5 OTyeT 06 UcNbLITAHUAX
B oT4eTe 06 ucnbiTaHUsX AomkHa 6bITb NpeacTaBneHa cnegyowas uHdbopmaums:
a) CCblfka Ha HacTOSLUIA CTaHAapT;
b) onucaHue cpeacTBa:
- HauMeHoBaHWe cpeacTBa;
- HOMep napTuu;
- KOHeYHbI CpoK AeNCTBUS;
- W3roTOBUTENb;
- YCMOBUA XpaHeHust;
- akTuBHoe(ble) BelecTBO(a) U ero(ux) KoHUeHTpauua(1) (Npn HeobXxoaAUMOCTK);
c) damunusa (bamunum) onepaTtopa(os);
d) OTKMOHEeHUa OT NPOTOKONa,
e) nepuog NHKyGaumu;
f) nepuoa xpaHeHUs MHOKYNMPOBaHHOIO CPEeACTBa;
g) nonyyeHHble pesynbTaThl.
Ecnu cpeactso yaoBMNeTBOPSAET MMaBHbIM KPUTEPUSIM aBTOHOMHOTO UCNbITAHUS, ero cnegyet Mapkupo-
BaTb Kak cpeAcTBO, NpeAHasHaYeHHoe AnA Ae3uHbeKLUM KOHTaKTHBIX NH3. Ecnu cpeacTBo yaosneTBopseT
TO/IbKO BCrOMOraTesibHbIM KpUTEPUSIM aBTOHOMHOIO UCTIbITAHUA U MPOXOANT NPOrpaMMHOe UCTbITaHne, ero
criegyeT MapkupoBaTh Kak YacTb NPorpaMMbl Ae3nHMEKLMN KOHTAKTHBIX JIMHS.
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Mpunoxeunne A
(cnpaBovHoe)

UcnbiTyeMble opraHu3Mbl U3 ApYrUX KONnekuMi TecT-kKynbTyp

A.1 O6wme nonoxeHunn

Moppo6Hble AaHHble 06 UCMBITYEMbIX MUKPOOPraHU3mMax, KONMeKUMAX TECT-KyNbTyp W yUpeXOeHUsX, rae XpaHaT
KynbTypbl, NpeacTaeneHsl B Tabnvuax A.1 n A.2 COOTBETCTBEHHO.

TecT-KynbTypbl, B3ATbIE M3 Pa3NUYHbIX KONNEKUMIA, AOMKHbI BbiTh SKBMBaneHTHbl Wwtammam ATCC (AMepukaHckme
KONNEKUMN TUMOBBLIX KYNbTYpP).

Tabnunuya A.1— McnbiTyemble MUKPOOPraHuambl U3 ApYrux KONNeKUMn TecT-kyneTyp

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 VTTC-85161

Tabnwuuya A.2— Konnekumm KynbTyp U yupexgeHusi

ATCC AmMepukaHckast Konnekumsa TMNoBbIxX KynbTyp, Pokeunn, Mapuneng, CLUA

MUAVCR | MHctuTyT Mnkpobuonorun Akagemumn Hayk Yewuckoi Pecnybnuku, Mpara, Yewckas pecnybnuka

CBS LleHTpaneHoe 6topo nnecHeBbIX KynbTyp, Baam, Huaepnanap!

CCM Yewckoe cobpaHue(konnekumsl) MUKpoopraHnamos, EctecTBeHHO-Hay4HbIM dakynbTeT YHUBEpcUTeTa
um. Macapwuka, bBpHo, Yewckas pecnybnvka

CCY Konnekums kynbTyp apoxoken, MuctutyT xummn Cnoeaukon Akagemumn Hayk, bpatucnaea, Cnosakus

CDC LleHTpbl No koHTponio 3abonesanuin, AtnanTta, [hxopmpkua, CLUA

CIP Konnekuws 6aktepuit B uHctutyTe MNactepa, Mapwx, PpaHums

DSM AO «Hemeukoe cobpaHre (konnekumsl) MUKPOOPraHU3MOB W KNETOYHLIX KynbTyp», bpayHweenr, Mepma-
HWA

IAM WHCTUTYT npuknagHon mukpoGuonorum, TOKMRCKUIA yHueepceuTeT, Tokmo, AnoHusn

IFO WHeTuTyT no cepmenTauum, Ocaka, AnoHust

NCIB HaunoHanbHas konnekums nNpomelluneHHbIX 6aktepui, AGepavH, Wotnanavs, Benuko6putanmn

NCIMB HaunoHanbHas konnekumsi NpoMblLLNeHHbIX U MOPCKUX GakTepuii, AGepauH, LLlotnanams, Benukobputa-
HUA

NCPF HaunoHanbHas konnekums natoreHHslx rpnbos, Mukonoruyeckasi cnpasoyvHasi nabopartopus, LleHTpans-
Hasi nabopaTtopusa 3apaBooxpaHenust, JllongoH, BenvkoGputanus

NCTC HaumoHanbHasi konnekuusl TMNOBLIX KynbTyp, LleHTpanbHas nabopaTtopus 3gpaBooxpaHeHusi, JToHAoH,
Benuko6putaHus

NCYC HaumoHanbHasi Konnekuusl ApoXokeBbIX KynbTyp, Hatdunea, Cypperi, Benukobputanus

NRRL CeBepHbIN pervoHarnbHbIli Hay4HO-NCCeA0BATENbCKUIA LEHTP, AMEPMKAHCKUI AenapTamMeHT CenbCKoro

xo03ancTea, Meopus, MnnuHonc, CLLUA

VTT TexHudeckun HayduHo-nccregoBaTenbckuii LeHTp OuHnaHgum, VTT oHA NPOMBILLNEHHBIX MUKpOopra-
HU3MOB, Jcnoo, PUHNAHAUA
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MpwunoxeHne B
(cnpaBoyHoe)

Mpumep meToga membpaHHon punbLTPaLUn

B.1 Matepunanbl n peakTuBbl

B.1.1 MutatenbHble cpeabl N peakTUBbI

B.1.1.1 PasGaBnstowas XnakocTb ¢ HeTpanusatopamy unm 6e3 Hux.

B.1.1.2 TpunToHOBbIV coeBbii arap (TSA).

B.1.1.3 ®ocdaTHO-conesow pacTteop Dulbecco ¢ 6ydepHon foGaBkor, 6e3 xnopuaa kanbumsa v xnopuaa Mmaprat-
ua (DPBS): 200 mr/n KCI, 200 mr/n KH,PO,, 8000 mr/n NaCl n 2160 mr/n Na,HPO, - 7H,0 nnun noaxoasawmn pacteopu-
Tenb.

B.1.1.4 docdhaTHo-conesow pacTteop Dulbecco ¢ 6ydepHon gobaekon nntoc 0,05 % (macca/o6bem) nonncopbuta
80 (DPBST) unn nogxoasilumin pacTBOpUTENb.

B.1.1.5 OueHeHHble HelTpanuaupylolme peakTuebl/cpeabl (Mpy HeoGXOAMMOCTH), HAaNPUMep HEeNTPanu3yloLLnn
6ynboH Dey-Engley (DEB) v 6ynboH Letheen™).

B.1.2 UcnbeiTaTensHoe obopyaoBaHne

O6bIvHOE UcnbiTaTensHoe 06opyaoBaHKe (Harpumep, CTEPUITbHBIE MUMNETKK, Yallku [eTpu, KOHTeNHepbI), BKIovas
cnegyowme ycTponcTea:

B.1.2.1 CrepwnbHbili annapart Ansi pasmeLleHus ctepunsHoro mem6panHoro dmnsTpa u dmnsTpaTta.

B.1.2.2 O6GopygoBaHve ans co3gaHusl Bakyyma unv AaeneHus, 4tobbl obecneuntb npoxoxaeHne xugkon dassl
MHOKYNMPOBAHHOIO TeCT-pacTeopa Yepe3 membpaHnHbii hunbTp ¢ cobniogeHnem cTepunbHOCTY.

HomuHanbHbIV pasamep oTBepcTHs MembpaHHoro dmnbTpa formkeH obiTb He 6onee 0,45 Mkm, AMameTp JOMKEH Co-
cTaBnsiTb He meHee 47 MM. MembpaHHbIl hNbTp He AOMKEH coAepXaTb XMMUYECKMX BELLLECTB, KOTOpblE MOTYT OKa3aTb
TOKCUYECKoe AeCTBME Ha MUKPOOHbIE KNeTKu.

B.2 MeToa ncnbITaHUA M pe3ynbTaThl

B.2.1 B crepunbHOoM chunbTpoBansHoM ycTpoiicTBe (B.1.2.2) cmauvBaioT CTEpUIbHbIN MeMOpaHHbIn dUnbTp
(B.1.2.1) B cTepunbHom cpeactee DPBST (B.1.1.4) unu B noaxoasiwem pasbasutene.

B.2.2 C cobntogeHnemM CTEPUNBHOCTU NEPEHOCAT U3MEPEHHBIN 06BbEM BHOCUMOro TECT-PACTBOPA B CTEPUSb-
Hoe cpeacTBo DPBST o6bemom o1 50 go 100 mn (B.1.1.4) unu B pacTBOpAIOWYIO XXNMAKOCTL M TWATENBHO NEepeMelun-
BaloT.

MpumedyaHue—ITIpu 3TOM YMEHbLLIAETCA BEPOSITHOCTb TOrO, YTO MHOrouncneHHsle KOE cocpepgoTodarca Ha
dnnbTpe B 0OQHOM M TOM XE MecTe.

B.2.3 MepekaunBatoT pa3baeneHHbINn pacTBOp B MemBpaHy u hunbTp NOCPeaCcTBOM BakyyMa Unu gaBneHus.
B.2.4 MNpombiBaloT MeMBpaHHbIN OUNbTP HECKONBKO pa3s pacTBOPAIOLLEN XUAKOCTbIO, KOTOPasi MOXET coaepxaTtb
JOMOMNHWTENbHbIE HEVTPaNU3yoLMe BeLeCTBa (ecnm Heobxoarnmo).

MpumMeyaHue— Tpex 06beMOB pacTBOPAIOLLEN XNMAKOCTH (Kaxkabii no 100 mn) 06blvHO 4OCTATOYHO ANA yAa-
neHna n/mnu pacTBOpeHusl NPOTMBOMMUKPOBHOrO BellecTBa. [elicTBMTENbHLIN 06beM criefyeT onpeaenuTb 3Mnupudec-
KUM NMyTEM MO KXAOMY COCTaBY ANs K&XOO0r0 BBOAMMOrO MUKPOOpraHmama.

B.2.5 WHkyGupyioT MemBpaHHbIi PUnbTp COOTBETCTBYIOLWMMU cpedamm ans obecneverus BoipawmeaHna KOE Ha
NOBEPXHOCTU hunbTpa.

MpumeyaHNe— 3TO MOXKHO OCYLLECTBUTL MyTEM CTEPUIIBHOTO yaaneHns MembpaHHoro cunbsTpa us cbopoy-
HOTO y3na unbTpa u yCTaHOBKOW MeMBpaHbl Ha NOBEPXHOCTM CTEPUIIBHON arapoBOi Yallky 6e3 HanMuus XXMAKOCTU UnK
meMbpaHy MOXHO NOMeCTUTb B arapoBbli caHaBuY. [onyckaeTca MCNonb3oBaTb MOAYMb CTEPUIBLHOIO MeMBpaHHOro
hUnbTpa, 4YTO TPEDYET HANWUUMS AONONHUTENBHBIX CTEPUIBHLIX Cped ANA repMeTUUHOro UNbTpa U MHKyGauum mem-
OpaHbl B MECTE HaxoXaAeHWs.

B.2.6 OnpegensitoT cpegHee uncno KOE/mn, nopaawlumxcs nogacyeTty, Ha meMbpaHHbiX cdwunbrpax (0T 3 Ao
100 KOE/47 MM — Ha counbTpe ans 6aktepuii n o1 3 go 10 KOE/47 MM — Ha counbTpe Ans nneceHn). BelumcnatoT v goky-
MeHTanbHO dmkeupytoT 3HaveHme KOE/Mn MHOKYNIMpOBaHHOIO pacTBopa.

B.3 Cpeactsa koHTpONS

CnegyeT noatBepauTb 3(PMEKTMBHOCTL HelTpanuaaTopa nyTem BBOAA alMKBOTHON Mpobbl MHOKYIMPOBAHHOTO
TeCcT-pacTBOpa B CTEPUITBHYIO PaCTBOPSAIOLWLYH XUAKOCTb 06beMom oT 50 o 100 mMn, MCNonb3ys TO e COOTHOLEeHne obbe-

V' Heitrpanuaytowmit 6ynbon Dey-Engley (DEB) 1 6yrboH Letheen npvBeaeHb! B kadecTBe npuMepoB. [laHHas WH-
dhopmauusa npegocTaBnaeTcs AnsA yao6cTea nonb3oBarenei HacTOSsIWEro cTaHaapTa.
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ma TecT-pacTBopa n 06bema pacteopsiiowen xumakocty. MepekaymnsaioT Becb 06bem Ha MembpaHy 1 huneTp Noa gaene-
HWEeM Unu B Bakyyme. NpombiBaloT UrnbTp HECKOMNBKO Pa3 pacTBOPAoWEeR XUAKOCTbIO, UCNOMNb3yA TOT Ke 06beM, HTO 1
npv Npoueaype ucnbitanust. MNepeHocsT ot 5 go 100 KOE BBOAMMBIX MUKPOOPraHn3moB (oguH Bug Ha unbtp) B 100 mn
pa36aBnAoLLEN XUAKOCTU N HAHOCAT Ha MeMBpaHy. MHkybupytoT MemBpaHHbIl hunbTp BMeCTe Co cpeaamMm, Kak onmcaHo
B npoueaype ucnoitanus (cm. B.2.5).

MoBTOPSIOT MpoLEeaypy C UCMONB3OBAHMEM PACTBOPSIOLLEN XUOKOCTH, HE NoABEeprasLLenca 4eNCTBUIO TeCT-PacTBO-
pa. CpaBHuBaioT 06bemMbl ¢ 06beMamMm, NONyHeHHLIMU TEM Xe MeTO40M, HO C UCMOMNb30BaHWEM COOTBETCTBYHOWEro pac-
TBOpUTEns (Hanpumep, DPBST) Bmecto TecT-pacTBopa. CrnegyeT NoAaTBEpAMTb, YTO KyfbTypanbHbId MaTepuan Ha
COOTBETCTBYIOLWEN Cpede NpUCyTCTBYET (€CNn He ykasaHo nHoe). CnegyeT ob6ecneunTb BOCCTAHOBINEHUE HA DUNbTPE He
meHee 50 % KynbTypanbHOro MaTepuana u3 Heltpanusytowero 6ynsoHa.

13
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Mpuvnoxenve C
(cnpaBoyHoe)

UcnbiTaHue Ha Hanuuue BUpPyCOB

B cuny sHaunTenbHbIX pas3nuyumnii XM3HEHHbIX (HOPM BUPYChI HE PAa3MHOXAIOTCH U He PacnpOCTPaHAIRTCS Ha KOHTaKT-
HbIX NTMH3aX, KOHTeMHepax UNn B cpeACcTBax No yxoay 3a HUMK, Kak 9T0 MOTyT AenaTthb rpam-oTpuuarternbHble 6akrepwm (Ha-
npumep, Pseudomonas u Serratia) wunm Acanthamoeba. 3To npoucxogutT OTTOrO, YTO BUPYCbl  SIBNSIHOTCS
BHYTPUKNETOYHbIMW NapasnTamu 1 TpebytoT Hamnumus XMBbLIX KNETOK, B KOTOPLIX OHK paamHoxatotes (cum. [1]). MNepegava
BMPYCHOIO KepaTuTa, Bbl3biBAEMOro BUPYcoM Herpes simplex, 06b14HO nponcxoaut B aetcte, u 80 % HaceneHuns yxe 3a-
paxeHo Bupycom Herpes simplex k 15 rogam. HeogHokpaTHoe nHbMUmMpoBaHue B3poChbIX NoAel Bbl3bIBAETCS CTPECCOM,
nuxopagkon unu Y®-unanydenmem, ns-3a peaktmBaumm CKpbITbIX BUPYCOB, Y3Ke NMPUCYTCTBYIOWMUX B HEPBHbIX U APYIMX TKa-
HsIX {(CM. [2] n [3]). BoamoxxHO NepeHeceHne MHeKuun U3 0gHOro opraHa Tena B gpyrovi opra.

WmeeT mecTo nepeHoc BUpycoB, Hanpumep HIV, renatvTta unv ageHoBnpycoB, ¢ NPOBHbIX OYKOBLIX NMH3 B KabuHeTe
Bpaya (cm. [4]—[6]), NOTOMY 4TO BUPYCbl MOFYT COXPaHATE XU3HECNOCOOHOCTL Ha NOBEPXHOCTHU NWMH3LI. B pesynbTaTte npo-
BeAeHNsi MHOPMaLUMOHHOIO Noncka He Bbiny 0BHapyXeHbl OTHEThI, B KOTOPBIX ONUCHIBANCA NEPEHOC BUPYCOB KOHTAKTHbI-
MW NIMH3AMW MPU UHAVBUAYaNbHOM UCTNONb30BaHUN U HEMOCPEACTBEHHANA CBA3b MEXAY NONb30BATENEM KOHTAKTHbBIX NMUH3
M BUPYCHBIMW MHPEKLMAMWN HAPY>KHBIX NMOKPOBOB MasHoro abnoka.

HacToswwi ctaHgapT ycTaHaenMeBaeT MeToA ANA OUEHKN CUCTEM Ae3NHMDEKUUN KOHTAKTHBIX NUH3, NPeaHa3HaYeH-
HbIX TOMNBKO AN MHAMBUAYaIbHOIO UCMONBb30BaHus. MoCKoNbKy CnyYan nepeHoca BUPYCHON MHGEKUUN Yepes Nonb3oBa-
TeNA KOHTAKTHBIX NTMH3 HE MOATBEPXKAEHbBI AOKYMEHTANbHO U BUPYChI HE MOTYT PACNPOCTPAHATLCA HA KOHTAKTHBIX NMUH3aX W
B KOHTEWHEepax NH3, HAaCTOALLMI CTAHAAPT HE PEKOMEHAYET NPOBOAUTL UCMBITAHUE HA BUPYNMLUAHOCTD.

B cny4ae BO3HMKHOBEHWSI BUPYCHOM IMa3sHoM MHEKLMM BO BPEMS HOLLEHWUSI KOHTAKTHBIX NIUH3 PEKOMEHAYETCA YHUY-
TOXUTb NIMH3Y U KOHTEWHEp NWH3bI, YTOObI NpeaoTBPaTUTh BO3MOXHOCTb BO3HMKHOBEHWS MOBTOPHOW MHMEKUMK.
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Mpunoxexnne D
(cnpaBouHoe)

UcnbiTaHue Ha Hanuuue Acanthamoeba

Acanthamoeba moxeT Bbi3biBaTh pefikoe, HO OYeHb Tshkenoe 3aboneesaHne — akaHTame6HbIN kepaTnT. Takas dop-
Ma Kepatuta BO3HMKaeT, B OCHOBHOM, Yy nonb3oBarenen KOHTaKTHbIX NUH3 U CBA3aHa C UCMONb30BaHWEM 3apaXxeHHbIX
CpencTB yxo4a 3a KOHTaKTHbIMM NUH3aMu. [MpumeHeHne BogONPOBOAHON BOALI NN CONEBOIO pacTBOpa Ansl UNCTKN KOH-
TaKTHbIX NMUH3, NPUIOTOBIIEHHOIO B AOMALIHUX YCITOBUAX U3 HeCTepMJ'IbHOﬁ AMCTMJ‘IJ‘IMpOBaHHOﬁ BOAbl, ABNAETCH BaXXHLIM
hakTopom pucka, cBsizaHHbIM ¢ 3aboneBaHusMu (cMm. [7]1—[10]). Monb3oBaTenu KOHTAKTHBIX TIMH3 [OMKHbBI CTPOro Npuaep-
XMBaTbCSl MHCTPYKLMIA narotoutens (cm. [11] n [12]).

Cuunraetcs, uto Acanthamoeba okasbiBaeT cTuMynupyiowee Bo3gencTene Ha 6akTepun, NPUNUNAIOLLMNE K KOHTAKT-
HOW NNH3e, K KOHTENHEPY KOHTaKTHOM NUH3bI U/MNK CPEACTBY MO yXxoay 3a NuH3amu. Koraa 3arpsi3HeHHYI0 KOHTaKTHYI0 NnH-
3y BEIHUMAIOT M3 KOpIyca U BCTaBNsIoT B rmas, Acanthamoeba npoHvkaeTt B porouyHbin snutenun (cm. [13]—[17]).

Mpu npoBeageHnn MHpOPMALMOHHOTO Noucka 66INo BeIABNEHO, YTo Acanthamoeba 04eHb yCTOMUMBBI K 3aMOpaxu-
BaHWI0, ANCCEKaLMN U aHTUMUKPOOHBLIM cpeacTBam, BKNovas NpotueobGakTepuanbHble, NPOTUBOrPUBKOBLIE, aHTUNPOTO-
30MHbIE, NPOTUBOBMPYCHBIE N NPOTUBOPAKoOBLIE cpeacTea (CMm. [14]). B HacToswee Bpema He cylecTByeT CTaHAAPTHLIX
METOAOB MCMBITaHUA CPEeACTB, KyNbTMBMPOBAHMA W nogcdeta BoikuBwux Acanthamoeba, a Takke TunupoBaHuA
Acanthamoeba (cm. [18] 1 [19]). YTo6bl yHUUTOXMTL Acanthamoeba, Heo6xoanMmo Tenno unn cunbHOAENCTBYIOWME aHTK-
MUKpPOOHbIe cpeAcTBa C ANUTENbHLIM NEPUOAOM BNUTLHIBAHWS, OQHAKO 3TU CPEACTBa MOMYT ObiTb OY€Hb TOKCUUYHBIMU 4Nst
rnas. Moatomy 60MbWUHCTBO CPeACTB, NpeAHa3HavYeHHbIX ANa Ae3VH(EKLUUN KOHTAKTHBIX MIMH3 C pEKOMEeHAYEMbIM NEPUO-
OOM BNUTbIBaHUSA, He yHn4TOoXaloT Acanthamoeba, oco6eHHO umncTtel (em. [14], [20]1—[28]). Mockonbky 6akTepun AensATCA
MCTOYHMKOM MuTaHus ans Acanthamoeba (cm. [23]), uncTka n npombiBaHne NUH3 B CTEPUNBHOM PacTBOpE, XpaHeHne NuH3
B CTEPUITBHOM MPEedoXpaHsAoLWeM pacTBope, CoOAEPKaHNE KOHTEMHEPA MWH3bl B YNCTOTE M CYXOCTU U YacTasi 3aMeHa KOH-
TeriHepa NWH3bl MOryT cnocobcTeOBaTH NpeaoTBpalLeHnio 3apaxeHusi Acanthamoeba (cm. [9] u [30]). CpeacTeo no yxoay
32 KOHTaKTHbIMW IIMH3aMW, KOTOpPOE YCTpaHsAeT 3apaxeHne OGakrepusiMu, Taikke MOXET CHU3UTb PUCK 3apaXeHusi
Acanthamoeba (cm. [30] n [31]).

Ha ocHOBaHuM 3TON MHOpMaumu, T. €. Npu y4eTe hakTopoB: peAkoe nonagaHve nHdekumm, Hanmuve npounakTu-
YeCKOro UCTOYHMKE 3apa)eHusi, OTCYTCTBME CTaHAAPTHON MeTOAO0OINMN, — HACTOALWMIA CTaHAAPT HE PEKOMEHAYET NPOBO-
OWTb UcnbiTaHne Ha Hanuvme Acanthamoeba.
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MpunoxeHne E
(cnpaBoyHoe)

MUckyccTBeHHbIe cne3bl (OpraHuyeckuil rpyHT), nonyvaemMble Npu NnpoBeaeHUU
na6opaTtopHbIX UCNbITAHUN

Insi oueHk cpeacTs Ae3MHMEKLMN KOHTAKTHBIX NIMH3 UCKYCCTBEHHAs cne3a He TpebyeTcsl, HO ee MOXHO UCNONb30-
BaTb; B HACTOSILLEM NPUNOXEHUN UCKYCCTBEHHAs cnesa o6cyxaaeTcsl B KOHTEKCTE NPUMEHEHUS K KOHTAKTHLIM NTMH3aM U
cpefcTBaMm Mo yxoAly 3a KOHTaKTHbIMY NIMH3AMM.

YCTaHOBMEHO, YTO Hanu4me UCKYCCTBEHHOW CNE3bl MOXET BNUATL Ha 6akTepuumuaHyio akTMBHOCTb HEKOTOPbLIX Ae3-
nHduumpytowmx cpeacts (cm. [51]). MNpu npoBegeHn NPorpaMMHOro UCNbITaHWS, MCKYCCTBEHHan cnesa mMoxeT GbiTb A0-
6aBrneHa B NWH3bl, YTOObI MMWTUPOBATHL HamneTbl, KOTOPble MOMYT NOABNSATLCH B pearnbHbiX cuTyaumsx. Bkniouenue
OpraHWMYecKol Harpy3ku npegycmaTpvBaeT OLeHVWBaHWe dTana YMCTKU ANA yaaneHus1 MHOPOAHbIX BEWECTB UNK CBA3aH-
HbIX C HUMW MMKPOOPIraHU3MOB, a TaKKe B3auMogenCcTBMe 0CTaTOHHOIO OpraHU|eCcKoro BeLecTBa ¢ NPONUTLIBAIOWMM pac-
TBOPOM.

BbINo caenaHo MHOXECTBO MOMbITOK pa3paboTaTte U CTaHAAPTU3MPOBaTbL MOAENb UCKYCCTBEHHOW CNe3bl C LENbio
OLEHUBAHWUA CPEACTB MO YXOAYy 3@ KOHTaKTHbIMW NUH3amMK. Lienb NnonbiToK COCTosNa B UMNUTALMK €CTECTBEHHOW CNE3HON
XMAKOCTHU; OAHAKO HU oAHA MOAESb He NPOAEMOHCTPUPOBANa NONHOCTBHIO OYEHb CIIOXHbIE CBOWCTBA YENOBEYECKUX Cne3
WK He co3aaBana eCTeCTBEHHYIO CIE3HYIO NIEHKY HAa KOHTAKTHOW NUH3e.

CnesHasn nneHka cocToOMT M3 NOBEPXHOCTHOTO NUNUGHOrO Crnos, BOAHOTO CrNosi 1 MyLMHOBOrO cnos. BogHei cnon
copepKuT He meHee 60 6enkoBbLIX KOMMOHEHTOB, BKMIOYAA NN303UMBbI, NAKTOMEPPUH, NUNakanvH, TpaHcdeppuH, ansby-
MWH, KaepynonnasmuH, KOMNNEMEHT, IMUKONpoTenabl, aHTUNPOTENHA3bI U Pa3NIUYHbIE UMMYHOTNOGYNUHBI; 0COBEHHO Cek-
petopHbiv IgA (cm. [32]—[35]). XoTs cywiecTByeT MHOro naboparopHbIX Mogenen UCKyCCTBEHHBIX cnes (cMm. [36]—[40]), Hu
OAHA U3 HUX HE COAEPXKUT BCE KOMIMOHEHTBI ECTECTBEHHbIX cne3 (CMm. [13]). bonee Toro, KOHUEHTPaLMKn CNe3HbIX KOMMOHEH-
TOB: aKTUBHOCTb W UCTOYHUKU (Hanpumep, SNYHO-6enbiii LBET NO CPaBHEHWUIO C JIM303MMOM YErOBEKA) B UCKYCCTBEHHbIX
MOZensX He NOMHOCTBLIO COBNAAAIoT Co criesamu venoeeka (cm. [32], [33], [42] n [43]).

B gononHeHwe K cocTaBy Crie3HbiX KOMNOHEHTOB HEOGXOANMMO YUUTLIBATh HEKOTOPLIE AONONHUTENbHBIE haKTopbI
npy NONbITKE UMMTaLUM €CTECTBEHHON Cne3Hol NneHkn. CocTae crnes YenoBeka MEHSIETCSl CO BPEMEHEM U Y KaXAO0ro Ye-
noeeka pasHbii (cm. [13]). HanGonee BaXHO TO, H4TO, KAK TONbKO CNe3bl NOrNOLWaloTCA NMH30W, aKTUBHOCTb CIE3HOM MIEHKN
MOXET OTNNYaTbCs 0T NEPBOHAYaNbHOW aKTUBHOCTH.

MOXHO OBGHapyXUTb U ApYrie HeCOOTBETCTBUSA NMPW NoNagaHNM UCKYCCTBEHHBIX CNE3 Ha NOBEPXHOCTb NMH3bI:

a) xapakTep M COCTaB MaKpOMONeKynspHOW MNeHKM Ha nMH3e 6yayT 3aBuceTb OT XMMUYECKON NPUPOALI NMONUMep-
HOM MaTpuubl MMH3bI (CM. [461—[50]) n

b) HaneTbl Ha NnH3e ByayT 3aBUCETb OT NPUMEHAEMOW METOANKN HaHeceHust HaneTa (cm. [41] n [45]). NckyccTeeH-
Hble cre3bl Ha NIMH3e MOrYT He TOYHO NPEeACTaBNsATL YeNoBeYeCkue cnesabl, 0cobeHHO Koraa rpaHuua pasgenarnas — Bos-
AYX 1 MexaHu4eckoe muraHue He npogybnupoeaHo in vitro (B nabopaTopHbIX YCOBUSIX).

BcrnepcTeue TOro, |Uto AobaBneHne UCKyCCTBEHHOW cresbl He BblNo cTaHaapTU3MPOBaHO AN NPUMEHEHWA B AaH-
HOM MeTOZAe NO HacTOAWMIA MOMEHT BPEMEHW, NCKYCCTBEHHAst crie3a He TpebyeTcs Ansi OLeHUBaHUst CpeacTB Ae3UHDek-
LMW KOHTAKTHbIX IMH3. W3BEeCTHO, 4YTO HeKOoTOpble NpPaBUTENbCTBEHHbIE OpraHbl 34paBOOXpaHeHust (Hanpumep,
YnpaeneHve no KOHTPOIo NPoAyKToB U nekapcts, CLUA) pekoMeHayoT MCNonNb30BaTh UCKYCCTBEHHYIO Creay AnsA peruc-
Tpaumm cpeactea. CreaoBaTenbHO, HACTOSILMIA CTaHAAPT KacaeTCsi NPOrpamMMHOro UCMbITaHUs, NPoOBOAMMOro Nubo ¢ uc-
KyCCTBEHHOW cre3ol, nnbo 6e3 Hee. Hmxe npvBeaeH Npumep NPUroTOBMNEHWA U UCMONb30BaHUST MCKYCCTBEHHOW Creabl
(cm. [52]).

WckyccTBEeHHYI0 criedy roTOBAT criegytowmm obpasom: KynbTuBUpYLoT S. cerevisiae Ha SDA npu TemnepaType oT
20 °C pgo 25 °C B Tevenne 48 4. PeaynbTaT NpUroToBNeHNsi MHOKYNATa QOMKeH ObiTb MOEHTUYEH pesynbTaTty no 6.2.
BaBeck yHu4TOXAIOT NpY Harpeeanuu go (100 + 2) °C B TeveHne 10 MWMH U LEHTPUDYTMPOBaHUM NpY CKOPOCTU He Bornee
5000 06/MyH B TeyeHnue He 6onee 30 muH. CHOBa nony4atoT B3BeCk B Oblubeli ChIBOPOTKE, KOTOpas npowna obpaboTky
Temnepartypon npu 56 °C B TeyeHne 30 MUH Anst NONHOTEI MHaKTUBaUuK. KoHueHTpauus S. cerevisiae B CbIBOPOTKe AOI-
KHa cocTtaensATb o1 1 x 107 go 1 x 108 KOE/mn.

Mocne nony4eHns BBOAMMOrO MMKPOOPraHMama LeHTpUdyrmpyoT B3BeCh TECT-MMKPOOPraHMam. CHOBa nony4atot
B3BECb B UCKYCCTBEHHON crese ¢ koHueHTpaumen oT 1 x 107 go 1 x 108 KOE/mn. 370 1 ecTb KyNnbTyparbHblii MaTepuarl, ko-
TOPBIN HY>XHO NCNONB30BaTh B 6.4.
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Mpunoxenne JA
(o6a3aTenbHoe)

CBefleHUs1 0 COOTBETCTBUU CCLINMOYHLIX MEXAYHapOAHLIX CTaHOapTOB
HauuoHanbHbIM cTaHgapTaM Poccuiickon Pefepauuun

JA.1 CpaBHeHne HaumoHanbHbIX cTaHaaptTos Poccnickon degepanmm co CCbINOYHBIMU MEXAyHapOAHBIMU CTaH-
AapTaMu, NCNONb30BaHHbLIMY B HACTOALWEM CTaHAapTe B KA4YE€CTBE HOPMAaTUBHLIX CCbINIOK, NpuBeaeHo B Tabnuue OA. 1.

Ta6nunua QA1

OBosraeHue cepinodHoro Crenenb O603HaveHNe n HaMmMeHoBaHue coo anbHoro cTaHgapra
MeXOyHapoaHoro ctaHagapra COOTBETCTBUA HU TBETCTBYIOLLErO HALMOHAMBHOrO CTaHAapT
NCO 18369-1:2006 MOD FOCT P 53941—2010 (MCO 18369-1:2006) OnTnka otTanbmonornyec-

Kas. JIMH3bl KOHTakTHble. YacTb 1. TepMuHbl, onpeaeneHns n bykBeHHble
ob6osHaveHusi

EH 1040:1997 — *

EH 1275:1997 — ¥

* COOTBETCTBYIOLWMIA HALMOHANbHBLIN CTaHAapT OTCYTCTBYET. [lo ero yTBepaeHusa pekoMeHayeTes UCnonb3oBarb
nepeBof Ha PyCCKUI A3bIK JAHHOTO MeXAyHapoaHoro craraapta. lNepesoa 4aHHOro mexayHapoaHoro cTaHaapTa Haxo-
autes B PegepanbHOM MHPOPMaUMOHHOM (HOHAE TEXHUYECKUX PErmaMeHTOB U CTaHO4APTOB.

MpumedyaHune—B HacTosWwel Tabnuue NCNonb30BaHo crieayiolee ycrnoeHoe 0603HaYeHne CTeneHn cooT-
BETCTBWA CTAHAAPTOB:

- MOD — mogundunumpoBaHHble cTaHaapThl.
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