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Mpegucnosue

Llenn, OCHOBHble MPWHUMMbI W OCHOBHO/ MOPSAOK MPOBEAEHVst paboT MO  MEXrocyJapCTBEHHON CTaH*
Japtveaumm  yctaHoBneHsl [OCT 1.0—2015 «MexrocygapctBeHHas cuctema  ctaHgaptusauuy.  OCHOBHble
nonoxennst» u TOCT 1.2—2015 «MexrocygapciBeHHas cuctema CcraHgaptusaumn.  CraHgapTbl  Mexrocyaap*
CTBEHHble, MpaBWIa W pEeKOMEeHOAUMM MO MEXTOCYAapCTBEHHOV CTaHgapTusauwn. [lpaBwia pa3paboTtky, npu*

HATUS. 0BGHOB/IEHNS 1 OTMEHbI»

CBefieHusi 0 cTaHaapTe

1 TOArOTOBNEH PecnybnuKaHCKM — YHATapHbIM — NpeanpusiTieM  «Benopycckuidi  rocyapCTBeHHbI  WH-
CTUTYyT WMeTponorim»  (Benl/IM) Ha OcHOBe nepeBoga Ha PYCCKMA  A3blK - aHI/IONA3bIMHOM  Bepcun  CTaHdapTa,

YKa3aHHOro B MyHKTe 5

2 BHECEH locyaapcTBeHHbIM KOMUTETOM MO CTaHZapTv3aumm Pecnybnvki benapycb

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAaPTV3aLmMmM, METPOIOMN 1 cepTudomkaLymn (Mpo*
TOKON OT 7 nioHA 2013 . Ne 43)

3a npuHsATUE cTaHdapTa n {\ro/I0CoBaA:
KpaTKoe HanMeHOBaHWe CTpaHbl KO,CI, CTpaHbl COKpaLLleHHoe HanMeHOoBaHMe HaluMOHa/IbHOK opraHa
no MK (MCO 3166) 004-97 no MK (MCO 3166) 004- 97 no ctaHgapTusauum
Benapycb BY loccranpapT Pecnybnvkv Benapych
KazaxcraH Kz loccraHaapT Pecnybnvkv KasaxcraH
Kvprmsus K6 Kblprbiactaugapt
Poccua RU PoccraHgapt
TamkvkucTaH TJ TamKuKcTaHOapT
Y36ekucTaH uz YactaHgapt

4  Tpvkasom ®PenepansHOro areHTCTBa M0 TEXHWYECKOMY  PerynivMpoBaHuio 1 Metponorm ot 10 mioHA
2016 r. Ne 612-cT MexrocyaapcTBeHHbln cTaHaapT FOCT ISO 18416—2013 BBeAeH B [JeicTBME B KadvecTse

HaLoHasIbHOro CcTaHaapTa Poccuiickoin depepauyim ¢ 1 nions 2017 T.

5 Hactosawmii CTaHgapT MAEHTUYEH MexayHapoaHoMy CTaHfapty 1S018416:2007 «Kocmetuka.  Mukpobuo-
norus. O6HapyeHne Candida albicans» («Cosmetics — Microbiology — Detection of Candida albicans», IDT)
MexayHapoaHbld  cTaHgapT ISO  18416:2007 paspaboTaH TexHudeckum komutetom 130AC 217  «Koc-

MeTViKa» MexayHapoaHOM opraHmsaLmm no ctaHaaptmsaumm (1ISO).
HanmveHoBaHve HacTosLLEro CraHjapta WM3MEHEHO OTHOCUTE/IbHO — HaVMEHOBaHWS  YKa3aHHOTO  Mexay-

HapOoJHOro CTaHaapTa Ans npreeseHvs B cootsetctemne ¢ FOCT 1.5 (nogpasgen 3.6).
Mpn NPUMEHEHMM HaCTOALLErO CTaHAgpTa PEeKOMEHAYETCA WCMOMb30BaTb BMECTO  CCbUIOYHBbIX — MeXay-

HapOAHbIX CTaHAapTOB COOTBETCTBYIOLLME WM MEXIOCYAAapPCTBEHHbIE CTaHAapTbl, CBEAEHVWS O KOTOpbIX Mpu-
Be[eHbI B AOMOSHATENBHOM NPUNOXeHn JA

6 8BEJEH BINEPBbIE
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NHdopMaums 06 M3MEHeHMsIX K HacTOosIeMy CTaHAapTy Nyb/vMKyeTCs B €XerofHoM uHdopmauumu
OHHOM YKa3aTene «HauuOHanbHble CTaHfapThi», a TEeKCT W3MEHEHWA W MOMNPaBOK — B EXEMEeCAYHOM
MH(OPMALMOHHOM YyKasaTene «HauuMoHanbHble cTaHAapThi». B cnyvyae nepecmoTpa (3aMeHbl) WM OT-
MEHbl HACTOSILLEro CcTaHJapTa COOTBETCTBYyWLIee yBeJOoM/eHNe 6yaeT Onyb/MKOBaHO B €XEMEeCSYHOM
MHopMaLMOHHOM yKasaTesnie «HaunoHasibHble cTaHfapThl». CoOTBETCTBYOLWAA MHpopMauus, ysegom-
NIeHNe U TEeKCTbl pasmellalnTCcs Takke B MH(OPMaUMOHHON cucTeme 06Lero noib3oBaHuss — Ha odu-
uManbHOM caiiTe defepaslbHOr0 areHTCTBa MO TEeXHUYECKOMY PeryMpoBaHui0O U MeTPONorun B ceTu
VHTepHeT (Www.gost.nj)

© CrangaptvHdoopm, 2016

8 Poccuiickoii defepalm  HacTOsILUMA  CTaHAAPT He MOXeT 6biTb MOSIHOCTBIO WM YacTUYHO  BOCHPOM3-
BefeH, TUPaKMPOBaH 1 pPacrpocTpaHeH B KayectBe OdMUManIbHOTO UM3faHust 6e3  paspelleHvs  deaepasibHoro

areHTCTBa no TEXHNYECKOMY perynpoBaHnio 1 METPO10MMN
"


http://www.gost.nj

CopepxaHne

1 O6nacTb NpYMeHeHNs
2 HopmaTuBHble CCbikv
3 TepMuHbI 1 onpeseneHus
4 CyllHOCTb MeToda
5 Pas6aBvTenu 1 nUTaTesibHbIe cpesbl
6 VIHCTpYyMeHTbI U CTeKNAHHaA nabopaTopHas nocyaa.
7 LtaMmMbl MMKpPOOPraH1U3MOB,
8 OT60p 1 XpaHeHWe Npob
9 lMpoBeaeHVe aHanm3a
10 O6paboTka pe3ynbTaToB (06HapyeHne Candida albicans)
11 He#itpanmsaums aHTUMUKPOOHbIX CBOCTB NPOAyKLMM
12 TMpoToKon ucnbitaHus
MpunoxeHrre A (cnpaBoyHoe) [pyrue nuTaresibHble cpeabl
MpunoxeHre B (cnpaBoyHoe) HeliTpanmsaTopbl aHTUMMKPOBHO aKTUBHOCTW KOHCEPBAHTOB
1 NPOMbIBHbIE XXWOKOCTU

Mpunoxenre JA (cnpaBoyHoe) CBeaeHUA O COOTBETCTBUM MEXIOCYAAPCTBEHHBIX CTaHAAPTOB
CCbUI04HLIM MEXAYHAPOAHLIM CTaHAapTam

Bubnvorpadms
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BBepgeHne

MuKpOBUONOrMYeCKNli  KOHTPO/Ib  NapOMEPHO-KOCMETUYECKOA — MPOAYKUMN  OO/MKEH  BbINOMHATLCA  CO-
[M1aCHO COOTBETCTBYIOLLEMY aHa/M3y CTEMNEHUM MUKPOOWOMONYECKOrO pUCKa, A1 TOro 4YTobbl ObecrneunTs ee
Ka4eCTBO M 6e30MacHOCTb A/18 NOTPeoUTENEN.

AHaM3 MMKPOBMOSIONMHECKOrO PUCKa 3aBUCUT OT TakuX NapameTpoB, Kak:

* BO3MOXHOE M3MeHeHVe NapdroMepPHO-KOCMETUMECKOI MPOAYKLINL:

- NAaTOreHHOCTb MUKPOOPraH3MOB:

> 06/1aCTb HaHEeCeHMs1 NapdOMEPHO-KOCMETUYECKOV MpoAykumy  (BOMOCHI, KOXa, [nasa, CrmM3ncTble 060-
JIOYKN N T. N.);

* TVIN NOTPeGUTENE (B3pOC/ble, AETY, BKOYas AeTel Ao 3 f1eT).

[na  napcoMepHO-KOCMETUYECKO 1 OpYroi  aHaslorMuHOM  NPOAYKUMM  SIBNSIETCA  BaXKHbIM - OBGHapyxeHue
KOXHbIX 6O0ME3HETBOPHLIX MUKPOOPraHM3MOB, TakMx kak Staphylococcus aureus. Pseudomonas aeruginosa wu
Candida albicans. OG6HapyxeHve OpyrvX BWOOB MMKPOOPraHU3MOB Talke MOXET MpeacTasnAaTb WHTEpec, Mo-

CKOMbKY 3T  MUKPOOPraHM3mbl  (BKIHOYaS UWHOMKATOPbl  (heKasbHOro  3arpssHeHus, Hanpuvep Escherichia  coll)
YKa3bIBaIOT Ha HECOBIOAEHNIE TUIVIEHNYECKX TPEOOBaHMIA B MPOLIECCE NPOM3BOACTBA.
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M E X T OCUY A APOCTUBEHH bl I C T A H 4O AP T

MpoAayKums napdroMepHO-KOCMETUYECKast
MWKPOBUO/I0T A

O6HapyxeHne Candida albicans

Perfume and cosmetic products. Microbiology.
Detection of Candida albicans

[Jarta BBegeHna — 2017—07—01

1 O6n1acTb NPUMEHEHMSA

Hactoswmin - ctaHgapT ycTaHaB/MBaeT obLiMe TpeboBaHWA K MeTody OGHapyeHus W umaeHTudmkaumm
Candida albicans B naptomMepHO-KOCMETUYECKOM NPOAYKLIMM.

B uensax obecneueHnss kavectBa M 6e30macHOCTM  NapdOMEPHO-KOCMETUYECKOA NPOAYKLUMM  pEKOMEHAY-
€TcA  MPOBOAUTL  MMKPOOMOSIOMMYECKMA aHasM3  Ans BUAOB  NapcptoMEepHO-KOCMETUYECKO MPOAyKUWM C  BbICO-
KOV CTENEHbI0 MKPOBUO/IOTMUECKOTO PUCKA.

K  nmapthtoMepHO-KOCMETVHECKOA MPOAYKUMNA C  HU3KOM  CTEeMeHblo  MUKPOOMOSIOTMYECKOrO  puUcka  OTHOCUT-
CA NpoayKuMsi C HW3KOM BOAHOV aKTVBHOCTBIO, MNPOAYKUMS Ha ChYPTOBOA OCHOBE, MPOAyKUMA C  KpaliHuMmu
3HayeHuAMU pH n 1. A.

MeTog, NpUBELEHHbII B HacTOSLEM CTaHZapTe, OCHOBaH Ha O6HapyxeHun Candida albicans B Hece-
NEKTVBHON Xugkoi cpepe  (BynsoHe 1A oboralleHns) C€  nocnefytowyM  BblAeeHMEM  MUKPOOPraHW3MOB  Ha
CENEKTUBHOI arapusoBaHHOI cpee.

JonyckaeTcs B 3aB/CMMOCTM OT TPeEGYEMOro YPOBHA OOHaPYXEHWSA NPUMEHSTL U ApYTMe METOApb!.

MpumevyaHne — [na obHapyxeHnss Candida albicans cybkynbrypbl MOMyT ObiTb MEpecesHbl Ha  HBCerekrvia-
Hble nuTaTesbHble cpedbl C  MOC/MeAylolleld  MoaTanHol — uaeHTUdmKaumeid  (Hanpumep, C  MOMOLLBID  UABKTUCOXALWOHHBIX
TECTOB).

OtgenbHble AeTamM AaHHOTO METoAa MOryT ObiTb  HEMPUMEHVMbI 411 HEKOTOPbIX BWAOB NPOAYKUMM  (Ha-
npuMep, 419 HepacTBOPUMO B Bode npodykumy). MoryT  Mcnosb3oBaTbCA  Apyre  CTaHdapTbl  (Hampumep,
ISO 18415).

[Ona  obHapyxeHnss Candida albicans B napditomMepHO-KOCMETUYECKO MNpOAyKUMX  AOMYCTUMO  MCMOJb30-
BaTb ApyrMe MEeTOAbl, W3/IOKEHHble B COOTBETCTBYHLUMX CTaHOapTaxX, €C/IM  BbIMOHATCA  YC/IOBUS  MPeLysu-
OHHOCTW. a Takke 06ecrneynBaeTcs CONOCTaB/MOCTb Pe3y/bTaToB.

2 HopmMmaTuBHbIE CCbIJIKU

Ons  npuMeHeHVst HaCTOsLLEro CTaHgapTa HeobXoayMbl  Criegylolpe  CCbUIoYHble  CTaHdaptbl. Ana  ga-
TUPOBaHHbLIX  CCbINOK MPUMEHAIOT TOMBbKO  yKa3aHHOe M3[aHMe  CCbUIOYHOro  CTaHgapTta, ANsa  HeaaTUpOBaHHbLIX
CCbLI0K NPYMEHSIOT NoceAHee U3AaHKe CCbII0UHOro CTaHapTa (BK/KoUas BCe €ro M3MEHEHWS).

ISO 21148:2005 Cosmetics — Microbiology — General instructions for microbiological examination
(KocmeTuka. Mukpoburosorvst. O6Lume TpeboBaHMs K MUKPOBUOIOTMYECKOMY KOHTPOSIHO)
EN 12353:2006 Chemical disinfectants and antiseptcs — Preservation of test organisms used for

the determination of bactericidal, sporicidal and fungicidal activity (CpeactBa Ae3VHMUMPYIOLLME  XUMUYECKME
N aHTucentuki. CoxpaHeHMe MUKPOOPraHM3MOB /19  UCTbITaHWiA, UCNOSb3yeMblX A1 OnpeaesieHns  Gaktepu-
LMAHO. CMOPOLAHON 1 oyHIULAHOW aKTUBHOCTH)

W3paHve odmumanibHoe



3 TepMUHbI 1 onpegeneHns

B HacTosiLLem cTaHaapTe NpYMeHeHbI CriefytoLUmye TEPMUHBI C COOTBETCTBYHOLLVIMM ONpese/ieHUSMA:

3.1 npogykums (product): YacTb umAeHTUMUMPOBaHHOW  NapPCHOMEPHO-KOCMETUYECKOA  NPOAYKUMM,  MO-
NyyeHHasn naboparopueli 415 UCTIbITaHWs (aHan3a).

3.2 npoba (sample): YacTe npogykumm B KOnmMyecTBe He MeHee 1 1 wam 1 cm3, KOTopas WCMosb3yeTcs
NPV NPOBEAEHUN UCTIbITaHWIA AN NPUTOTOB/IEHWS CXOAHON CYCNEH3UN.

3.3 wvcxogHaa cycneHsus (initial  suspension): CycrneHsust (W pacTBop) Npobbl B ONpeaeneHHOM 00b-
emMe COOTBETCTBYIOLLLEro 6y/iboHa A/19 0boraLLeHys.

3.4 pasBepaeHue npobbl (sample dilution): Pa3seaeHMe NCXOAHO CycneHsuw.

35  cneuudmueckne  MuKpoopraHMambl - (Specified  microorganisms). MesodwibHble  aspobHble  Gak-
TEPUM WM [POXOKW, HeXenaresibHble B NapdloMEpPHO-KOCMETMYECKOM MNPOAyKUMW, KOTOpble  CMOCO6GHbI  Bbi3bl-
BaTb WH(EKUMM Ha KOXe uYesioBeka WM B 06/1acTu 11a3 WM SBASKTCA NPU3HAKOM  HapyLUEHUst TUTMEHUYEeCKMX
TpeboBaHuii B MpoLiecce NPoV3BOACTBA.

3.6 Candida albicans: [poxoku, KOTOpble 00pa3ytoT BbIMyK/ble KOMOHMM OT 6efioro A0 6eXeBoro u Kpe-
MOBOFO LIBETOB Ha MOBEPXHOCTU CENEKTUBHON Cpeabl.

MpuMeyaHne — [/laBHbIMM  MpusHaKaMW A1 WAEHTUOVKALWM — SIBASKOTCS  06pasoBaHME  «POCTKOBOW  Tpy6-
K/*  WWIM  NCEBOOMMUENMA U XAMWZOCNOPbl  MPY  MPOBEAEHUM WCTIbITaHWS MO MeToZy, YCTAHOB/IEHHOMY B  HACTOSILLEM
cTaHgapTe.

37 6ynsoH pna  o6oraweHua (enrichment broth): HecenektvBHas »>kugkas muTarenibHas cpeda, Co-
[Jepxallas COOTBETCTBYIOLLME —HelTpasmsatopbl WWM  avcneprvpyloliMe  BellectBa W Ba/MavpoBaHHas — An1s
UCMbITYeMOl NPOAYKLMN.

4 CyuHOCTb MeTo a

MepBbiM 3TaNOM  MCMbITaHUS  SIBSIETCA  OOOralleHWe € HEeCcesieKTUBHOM nuTaTtesibHoli  cpefe  (By/boHe)
0N YBE/MYEHMSt YMCMa  MUKPOOPraHM3MOB 6e3  pucka MofaBMeHWst  CeNeKTVIBHbIMW - MHIPeaMEHTaMK,  KoTopble
MPYCYTCTBYIOT B CENEKTUBHOM/ amdhdpepeHLmanbHol cpeae.

Bropoii 3Tan wvcnbimaHus (BblOENEHNWE) BLIMOHSETCS Ha CEMEKTVMBHOM cpefe C Mocredytolleidl uaeHTu-
huKaLmen.

BosmMOXXHOEe MofaBfieHMe MUKPOOHOrO pocta npoboli  A0/MKHO ObiTb  HEATpa/M30BaHO A/17  obecrieve-
HUS  OBHaPYXEHWS  XU3HECTIOCOOHbLIX MWMKPOOpraHM3MoB [1]. BO BCeX CrydasX W HEe3aBUCUMO OT  MNpUMEHsie-
MO/ METOAVKA HelTpa/M3aLus aHTUMUKPOOHbIX CBOWCTB MPOAyKUMM OO/kHa ObiMb  MpoBepeHa W eanvau-

posaHa [2]-[4].

5 Pa3baButenu n nutaTtesibHble cpenbl

5.1 O6Lme nonoxeHns

O6wye pekomeHgauym npvBegeHbl B ISO 21148. Ecim B HacTosieM CTaHgapTe YNOMUHAeTCs  BOAa,
TO 3TO 03HAYAET, YTO NPUMEHSAIOT AUCTUI/TMPOBAaHHYIO UM OUULLIEHHYIO BOAY, KaK YCTaHOB/EHO B ISO 21148.

BynboH [Ana  oboralleHus WCMoMb3ylT  ANs  AUCTIEeprpoBaHvst Mnpobbl M A8 YBENMYeHUs  NepBoHa-
YanbHOM MUKpOGHO/ monynsAumn. OH  MOXET CcodepXaTb HeWTpamM3atopbl, €C/M  uUcMbiTyemast npoba  06-
Naf@aeT  aHTVMMKPOOHbIMM  cBOWcTBamuM.  poBepka  3pheKTMBHOCTM  HelTpamMsauum  npoBoguTcs B CO-
otBeTcTBMM  (CM. pasgen 11). VHdopmauysi  OTHOCUTENIbHO — MOAXOOSLMX — HEeMTpasmM3atopoB nNpviBegeHa B
npunoxeHun B.

BynboH ana o6oraweHns (5.3.3.1) wwm sobas U3 cpen, NpUYBEdEHHbIX B MPUWIOXKEHUU A, NpUrogHbl 415
obHapyxeHnss Candida albicans B COOTBETCTBMM C HaCTOALWMM CTaHAAPTOM MPU  YC/I0BUM, YTO OHW  Bavaupo-
BaHbI corsiacHo pasaeny 11.

MOXHO ucrnonb3oBaTb Apyrve pasbasutesM WU NUTaTeNbHble  cpedbl, ecm  6blia  MPOAEMOHCTPMpOBaHa
WX MPUrO4HOCTb.

5.2 PasbaBuTesib 47159 APOMOKEBOI CycreH3um (pacTBOp X/10puaa HaTpust C TPUMTOHOM)

5.2.1 O6Lwwwme nonoxeHus
PasbaBuTesnib  UCMOMb3yeTCs /19 MPUIOTOB/IEHUS  [POXOKEBON  CyCreH3un, MpUMEHSIEMO 41 npoueay-
pbI Baymgaumm (cm. pasgen 11).

2
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5.2.2 Cocras

TPWMTOH, MaHKpeaTUJecknii rmaponu3ar kasenHa— 1.0T;

Xnopua Hatpua — 8.5T:

Boga —1000 cms.

5.2.3 TMpurotoBneHve

KOMMOHEHTbI  pacTBOPSIOT B BoAe, MEpPeMeLuMBas Mpu  HarpeBaHuW. PasnvBaloT pactBop B siaboparop-
Hyto nocyay. CTepunnsytoT B aBTok1ase nNpu temneparype 121 *C B TeueHne 15 MyH.

Mocne cTepumsalmyM U OXNaXAeHus pactBopa pH AomkeH 6bimb paBeH 7.0 10,2 ea. pH npu usmepe-
HUM NPW KOMHATHOI TeMnepaType.

5.3 lMurarenbHble cpeapl

5.3.1 O6Lme nonoxeHus
MuTaTenbHble cpeabl MOryT ObiTb MPUIOTOB/IEHbI, KaK YKa3aHO HWKe, WM U3 TOTOBbIX CyXVX NuTaTe lb-
HbIX CPeA, COrNacHO MHCTPYKLMAM U3roToBUTENS. [JoMKHbI COB/MI0AATHCA MHCTPYKLMM NOCTaBLLMKA cpeabl.

MpuMmeyaHue — ToOTOBble K YNOTPEG/EHWMIO Cpedbl MOXHO  WCMO/b30BaTb, €CT WX COCTaB  WWM  POCTOBble
CBOIiCTBA CONOCTaBVMbI C MPUBEAEHHBIMU HUDKE.

5.3.2 Arapuv3oBaHHas cpefa 4/19 NOLATBEPXAEHNA
5.3.2.1 [ekcTpoaHblii arap Cabypo (SDA)
Coctas

* fekctpoza—40.0r;

* MenTUYecKWii nepesap XUBOTHON TkaHn — 5.0T;
* NaHKpeaTy4ecKnin rmaponmsar kasemHa—5.0T;

carap—150r;
* Boga — 1000 cms.
[MpuroTtosneHve

KOMMOHEHTLI WM TOTOBYHO CyxXyl0 Cpefy pacTBOpsAlOT B BOAe, MNepemeluvsas Mpu HarpesaHun. Pasnu-
BalOT cpegy B Moaxofsulyto nabopatopHyto nocyny. CrepwmsyloT B aBTokiaBe npu Temneparype 121*C B
TeuyeHne 15 muH. lMocne crepunmsaumM pH cpedbl AomkeH ObiTb paBeH 56 = 0,2 ed. pH npu m3mepeHwun npu
KOMHaTHOW Temneparype.

5.3.2.2 [pyrve arapy3oBaHHbIe cpeabl A1 Baymaauum

MoryT 1Ucrnob30BaThCA Apyre NOAXOAsLLYe arapr3oBaHHbIe cpefbl (CM. NpuioxeHue A).

5.3.3 BynboH an1s1 oboraLleHus

5331 BynboH Eupon LT100

O6LLyie NOMoXeHUs

[JaHHaa cpega COOEpPKWT VHIpeaueHTbl: feuutuH 1 nonncopbar 80. KOTOpble HEeWTpasmM3yloT  MHIMoupY-
IOLLME BELLECTBA, MPUCYTCTBYHOLLME B NPOGE, a Takke AMCNEPrYPYOLLINIA areHT OKTOKCMHON 9.

Coctas

* MaHKpeaTnieck1ii rmaponmsar kasemHa—15,0T:

* NanavHoBb I NepeBap coeBoi Mykn —5.0T.

e L-upctmH —0.7T;

* Xnopug, Hatpua — 4.0 n

* cynbgout Hatpua — 0.2 ;

* [/1oK03a—5.5T:

* ANYHBIA NeunTH — 1.0T;

* nonncop6ar 80 —5.0r;

* OKTOKCUHON 9 —1.0T;

* Boga — 1000 cwms.

[MpuroTtosneHve

MocnepoBaTenlbHO  PacTBOPSIOT — KOMMOHEHTLI  (MO/Mcopbar. OKTOKCMHON 9 M SWYHLIA - NEeUWTUH) B KWMs-
e Boge [0 WX MOMHOrO pacTBopeHus.. OcTasbHble KOMMOHEHTbl pPAacTBOPAOT B BOAe, MNepemeLBas WX
npn HarpeBaHuW. PasfvBaloT cpefy B JsiabopatopHyto nocygy. CTrepwnmsyloT B aBToKIaBe Mpu  Temnepaty-
pe 121 *C B TeueHue 15 MUH.

Mocne crepunmsauym n oxnaxgenns pH cpegbl formkeH 6bimb paseH 7.0 £ 0.2 en. pH npu usvepeHwn
npv KOMHaTHOI Temneparype.



5.3.3.2  [pyrre 6ynboHbI 415 oGoraleHmst

MOXHO 1CNob30BaThb U Apyrie Noaxoasiume 6yboHbI 415 060raeHmst (CM. NPUIoKeHue A).
5.3.4 CenexTvBHas arapnsoBaHHas cpefa 415 BbiaeneHns Candida albicans

5.34.1 [eKcTpo3Hblii arap Cabypo ¢ xriopaMcpeHKoIoM

Coctas

* fekctpoza—40.0r;

* MenTU4eckWii nepesap XMBOTHON TkaHn — 5.0T,;

* MaHKpeaTU4ecKuin rmaponm3ar kasenHa—5.0T;

* xnopamcpenmkon — 0.050;

ecarap—150r,
e Boga— 1000 cwm*23*,
[MpuroTtosneHve

PacTBOPAIOT KOMMOHEHTbI (BK/IOYaA X/10paMpeHnKos) WM TOTOBYKO Cyxyl0 Cpely B Belle, nepemeluvsast
npu HarpeBaHuW. PasmvBaloT cpedy B JiaboparopHyio nocygy. CTepwnvsyloT B aBToklIase Mpu  Temneparype
121 “C B TeueHue 15 muH. MNocne crepwmsaumm pH cpedbl AomkeH ObiTb paBeH 5.6 + 0.2 ed. pH npu u3me-
PEHUM MpY KOMHATHO TeMnepartype.

5.3.4.2 [ipyrvie cenektneHble arapu3oBaHHbIe cpespl

MOXHO 1CMo/b30BaThb ApYrvie CeNekTVBHbIE arapu3oBaHHble cpepl (CM. NPUIoKeHne A).

5.3.5 Kykypy3Hblii arap ¢ 1%-HbiM nosnvcopbaTom 80

5351 Cocras

* KyKypY3Hblii 3kcTpakt — 50.0r,

carap—150r,

« nonmcop6ar 80 (TBVH) —10.0r;

 Boga— 1000 cm3.

5.3.5.2 TlpurotosnieHve

PacTBOpAOT KOMMOHEHTLI WM TOTOBYHO Cyxyl0 Cpedy B BOAe, MNepeMellviBas Npu HarpeBaHuW. PasninsaroT
cpegy B nabopatopHyto nocygy. CrepwnsyloT B aBToknaBe npu Temneparype 121 ~C B TeueHve 15 muH. lMocne
cTepum3aumm pH cpeapl A4omkeH 6biTb paBeH 6.0 + 0.2 eq. pH npy 3MepeHnn Mpr KOMHATHOR TemMneparype.

6 VIHCTPYMEHTbI 1 CTEK/ISIHHAsi NaGopaTopHas nocyaa

JlabopatopHoe  0o6OpydoBaHMe,  WHCTPYMEHTbI W CTEKNsiHHasi  nocyJa  AO/DkHbl  COOTBETCTBOBATb
ISO 21148.

7 lWTamMMbl MUKPOOPraHM3MoB

[ns BarmMpaumm ycroBuiA NPOBEAEHNS UCTbITaHMIA UCTIONb3YETCS CReayoLLiA KOHTPO/BbHBIN LLITaMM:

Candida albicans ATCC> 10231. v OAVH W3 CredytolmxX SKBUBAJIEHTHbIX LUTamMMoB: 1P2> 48.72. wm
NCPPF3» 3179, wam NBRC# 1594, wam KCTCS> 17205. w Opyroii SKBUBa/IEHTHbIV LUTAaMM M3  HaLMOHasTbHOM
KOsIeKkUMN.

KynbTypy criefyeT BOCCTAHOBUTb — COM/lacHO  MpoueaypaM, MpefoCcTaBNsieMbIM  MOCTABLUMKOM  KOHTPOSb-
HOrO LUTavMMa.

LLITamMMbI XpaHsT B /1aG0paTopun B COOTBETCTBUN C UHCTPYKLMEN NOCTaBLUVKA.

8 OT60p M XpaHeHue Npob

Mpy HEOBXOAVMMOCTN NPOAYKLIMIO, NMOA/TIEXALLYIO UCTILITAHVSIM, XPaHSAT MNPy KOMHATHOW Temneparype.
He cnepyert BblaepxvBaTh B TEPMOCTATE, OX/10KAATH 1 3aMOPaKmBaTh NpoAyKuwto (3.1) 1 npobbl (3.2)
HW [0. HX MOoC/e aHay3a.

*ATCC — American Type Culture Collection (AmeprikaHckast KOnekums TUNoBbIX Kyrbryp (M1KpOOpraHM3MOoB)).
2| IP — Institute Pasteur (MHcTuTyT Mactepa).
3> NCPF — National Collection of Pathogenic Fungi (HawyioHasieHast Koriekumsi naToreHHbIX rprooB).
4 NBRC — National Biological Resource Center (HaLMOHa/bHb I LLEHTP G10MOMMYECKX UCCeA0BaHNIA).
KCTC — Korean Collection for Type Culture (Kopevickasi Koniekums TUNoBbIX KySbTyp).
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OT60p W nogrotoBky nNpo6 naproMEpHO-KOCMETUHECKO NpOAyKUMM A1 aHanm3a  cnedyeT  MpoBOAUTbL
B COOTBETCTBAN C ISO 21148. AHanm3upytoT npobbl Mo I1SO 21148 wamM B COOTBETCTBMM C pasgesiom S HacTo-
ALLero cTaHgapTa.

9 TlpoBegeHVe aHasIM3a

9.1 O6Lye NOMoXKeHNsI

0N NOATOTOBKM  MPOGbl, MPUIOTOB/IEHWST WUCXOAHOM CYCMEeH3MM U pasBeAeHWid  UCTOMb3yioT — CTepu/ibHble
maTepuiasibl, 06OpyfOBaHWE W acenTuueckve MeTofdpl. B c/iyyae MPUrOTOBSIEHWS WCXOAHOW CycreHswn B nog:
XOfsileM pasGaBuTeNle BPEMSI MEXy OKOHYAHWEM MPUrOTOB/IEHMSI CYCMEH3WM 1 MOMEHTOM €e BHECeHVsl B
OyNlbOH A1 oboralleHsl He [AO/DKHO MpeBbllaTb 45 MVH. €C/M MHOE He OrOBOPEHO B COOTBETCTBYHOLLWX MpO-
TOKOMAX WM AOKYMEHTAX.

9.2 TMpUroTOBMEHWE UCXOAHOI CycneH3un B Gy/boHe f/1s oboralLeHus

9.2.1 O6Lyie NonoxeHns

Mpoby M3 XOPOLIO MEPEMELLaHHOM WCMbITyeMoli MpoAyKUMM B KonmMyectBe He mMeHee 1 r wm 1 cm3 BHO-
CAT B BY/bOH /151 060raLLeH s 06beMOM He MeHee 9 cv3,

OTmeyaloT HaBecky S. TOUHYHO Maccy WM TOUHbI 06bem NpobbI.

MeTof, Heo6XOAMMO KOHTPO/MpOBaTb /1A rapaHTM TOro, 4Tto coctaB (C A06aB/ieHHbIM B KOHLE Npuro-
TOB/EHVS HEATPa/IM3ATOPOM} M 06LEM By/bOHa YA0BNETBOPSAIOT Tpe6oBaHMAM (cM. 11.3).

MpumeyaHne — B HekoTOpbIX Crydasx (Korga aro  BO3MOXHO)  COWILTPYIOT — MapdloMEPHO-KOCMETUYECKYIO  MPO-
OyKUMIO  yepe3 MeMOpaHHbii  (oubTp, KOTOPbIA 3aTemM MOTPYyXaloT e OGyrboH /1A oboralleHnsi, 4YTo 0b6fervyaeT  HeliTpasnsa-
L0 @HTVIMUKPOGHbIX CBOVCTB Npoaykumm (cm. 11.3).

9.2.2 BopopacTtBopvMast MpoayKUMS

HaBecky 5 npobbl NPOAYKLMM BHOCSAT B COOTBETCTBYHOLLIA 06EM 6Y/boHa.

9.2.3 HepacTBopuMas B BoAEe NPOAyKLMA

HaBecky S npobbl NpoayKuyy BHOCAT B COOTBETCTBYIOLWMIA 0ObeM pasbaBuTens (Hanpumep, Mo/ncop-
6ar 80).

JucneprvpytoT npoby B pazbasutene 1 A06aBNAKOT COOTBETCTBYIOLLMI 06bEM By/IbOHA.

9.2.4 TpopyKums, nogsepraroLLasics ouibTpoBaHMo

Vcnonb3ytoT MeMbpaHHbIvi oIbTP ¢ HOMMHaIbHLIM pa3Mepom Mop He 6os1ee 0.45 MK

HaBecky S npobGbl npoaykumMy MOMELLAT Ha MeMbpaHHbil  wibTp B WILTPOBa/IbHOM — annapare
(cm. I1SO 21148). Cpasy e UIbTPYIOT U MNPOMbIBAOT MEMOpPaHHbIA OUILTP, WUCMOMb3ys OnpeaesieHHble 06b-
eMbl| BoAbl Winnm pasbasutess.

MorpyatoT Mem6paHHblii  MLTP B MPOGMPKY WM KOMGY MOAXOASLEro pasvepa, COAEPXalllytd COOoT-
BETCTBYIOLLI 06EM BY/iboHA.

9.3 VHky6aumsi 6yniboHa A/1s oboralleHmst

WHKyOVpYIOT ~ MUCXOOHYHO  CYCMEH3Wo, MPUroToB/IEHHYylD B OynboHe  (cM.  9.2), npu  Temnepatype
(32,5 + 2.5) *C B TeveHue He MeHee 20 Y. HO He 6ornee 72 u.

9.4 O6HapyxeHue n ngeHtudpmkauys Candida albicans

94.1 BblgeneHve

CrepwibHOW NeTneil fenalT nepeceB  a/MKBOTbl  MHKYOMpPOBaHHOTO OynbOHa AnA  oboralleHusi Ha  no-
BEPXHOCTb JEKCTPO3HOro arapa Cabypo ¢ x/1opamtdeHNKOIOM. YTOObI MOSTYUUTb U30/TMPOBaHHbIE KOSTIOHUM.

MepeBopausBaloT Yalwlky [leTpn u WHKYOUpYIOT npyu Temnepartype (325 + 2,5) *C B TeueHMe He MeHee
24 4, Ho He 60r1ee 48 Y. MPOoBEPSAIOT HA/TMUME XapPaKTEPHbIX KOSIOHWIA (CM. Tabnuuly 1).

Tab6nunua 1— Mopdonoryeckue xapakrepuctuki Candida albicans Ha cenexTviBHOI arapr3oBaHHO cpeae

Cenekt1BHas cpesa XapakrepuicTtuka konoHmii Candida albicans

[JekcTpooHbIi arap Cabypo ¢ X/10paMgIEHNKOIOM OT 6€e/10ro 40 6EXEBOr0 M KPEMOBOTO LIBETOB, BbIMyK/ble




9.4.2 VpeHtndmkauma

9.4.2.1 O6Lye NOMOXeHNs

Candida albicans woryT 6biTb AMMOPKOHLIMA 1 CMIOCOOHBI  CO34aBaTh Nceagornudbl. HEKoTopble — UC-
TWHHbIE Ul W TPO3AM  KPYI/bIX  BNaCTOKOHUAWIA, a Talke KpyrnHble TOSICTOCTEHHbIE Xamugocnopsl. [Mpu
HU3KOA TemnepaType Okpyxawoweli cpefbl OaHHas Ky/ibTypa MOXET NpeacTaBsTb 3Ty  NceefoMULETVasbHY0
hopMy OZIHAKO OHA MOXET M3MEHSTLCA Ha OAHOK/IETOUHYIO (hOpMY MPY MNOBbILLEHHbLIX TEMMepaTypax.

MpoBoOAT fasibHelllee U3ydeHVe MOA03pUTENbHBIX  KOSIOHWA,  M30/IMPOBaHHbIX Ha  AEKCTPO3HOM — arapu-
30BaHHON cpege Cabypo ¢ xiopamdpeHukonioM. Hanmume Candida albicans MOXeT 6biTb  MOATBEPXAEHO W
OPYTMMU NOAXOAALLMMM KyNbTypasibHbIMU Y GUOXMMMYECKUMU TECTaMM.

3.4.2.2 Okpacka no pamy

Okxpacky nposogar no 1ISO 21148

Mog mmkpockoriom KneTkn Candida albicans domoneToBble, KOpPOTKME OBaslbHble WM YA/IMHEHHbIE, WHO-
ra MouKyHTCS.

9.4.2.3 O6pasoBaHMe «POCTKOBOI TRYOK»

Momewator 0.5-1 cm3 cCbiBOpOTKM ((peTasibHast  Tensyubs WM IoWaiuHas  CbiIBOPOTKA) B HEGOSbLUYHO
NpoGUMpKY.

SMYbIVPYIOT HEGO/BLLIYIO YaCTb KOIOHUM APONOKEN B CHIBOPOTKE.

WHKy6upytoT Ha BofsHOW GaHe npu Temneparype (37 = 1) *C B TeueHwe 1.5-2 4 wwm B TepmocTare npu
Temnepartype (37 £ 2) *C B TeueHve 3 u.

MomMelLaloT  Karviio  CbIBOPOTKM Ha  MPEeAMETHOE CTeKNo, 3aKpblBAaOT MOKPOBHbIM CTEK/IOM W UCCNEAYHOT
noz, MYKPOCKOMNOM 06pa30BaHme «POCTKOBOI TRYOKM».

«POCTKOBble TPYOKV» MOSIBMSKOTCA B BUAE LWIMHAPUYECKMX BOJSIOKOH (HuTeld) u3 6ractorop 6e3  Kakvx-
JMBO CyxeHU (NepeTsKEK) B MeCTe BO3HUKHOBEHUS 1 6e3 YTO/LLEHWI BAOSb A/IMHBI BOMOKHA.

O6pasoBaHme «pOCTKOBbLIX TRYOOK» SABMSIETCA NpusHakom npucyTcTeus Candida albicans.

Ecnm  «pocTkoBble Tpyok» He O6blM  CHOPMMPOBaHBI, KOMIOHWM  UCCMedyloT Ha 06pasoBaHue MceBnorv-
¢hoB 1 X1lammaocsIop corsacHo 9.4.2.4.

9.4.24 KynbTypa Ha KyKypy3HoM arape ¢ 1%-HbIM nonmcopbarom 80

MeTnein pgenaloT MNoceB HEOOMBbLUOA YacTh [APOXOKEBOM KO/TIOHMM Ha  MOBEPXHOCTU cpefbl uYepe3  LEHTp
yaLuky MeTpy. Ha LWTprx nomeLLatoT CTepusibHOE NOKPOBHOE CTEKIO.

WHkyGupytoT npm Temnepartype (32.5 + 2.5) 'C o 3 gHeil.

Uepes 24 4 CHUMAKOT KpbILWKY 4Yawki [eTpyu M M3yyaloT MoJy4YeHHbI POCT 4epe3 CTeKo Mof MUKPOCKO-
nom c yBenmyeHnem ot 100 go 400'.

Candida albicans o06pasyeT KpyrnHyl0, CWIbHO MPEOMASIOLLYI0, TOMCTOCTEHHYH  X/1aMMUAOC/Iopy.  KOTO-
pasi MOXET ObITb pacnosiokeHa TePMUHasTEHO WIN Ha KOPOTKUX GOKOBbLIX BETBSX.

10 O6paboTka pe3ynbTaToB (06HapyXeHue Candida albicans)

Ecnm npu  umaeHTMUKaLWN  KOSMIOHWA  MOATBEPXKAEHO Ha/muve [AaHHOTO Buae, pesynbTal  NpeacTaBnstorT
cnepyowmmM obpasom: «6aktepumn Buga Candida albicans o6HapyxeHbI B HaBecke S Mpobbl».
Ecnm nocne ob6oraweHus pocta He Habnoganocb WwiMm ecnv MaeHTUGMKaLMS  KOMOHWIA He  nogTeep-

wia Hadve [aHHOTO  BuAa, pesynbTar  NpeacTaBisioT — CheaylowvMm  obpasoM:  «baktepum Buga Candida
albicans He o6Hapy»eHbI B HaBecke S NpobbI».

11 HenTpannsaums aHTUMUKPOOHbIX CBOWCTB NPOAYKLUMN
11.1 O6Lme nonoxeHns

OnucaHHble TpeboBaHWA MOATBEPXKAAIOT, 4YTO MUKpoopraHn3Mm Candida albicans moxetr pact B yc/ioBu-
AX NPOBELEHNS aHam3a.

11.2 MNpuroToBeHWe MHOKyIsATa (MOCEBHOTO MaTepuasna)

Mepen npoBegeHVEM UCTbITAHWA 3aceBaloT  MOBEPXHOCTb  Cpedbl, codepxalleli COeBbli W Ka3eWMHOBbIN
rmgponmsatel (SCOA) wim pekcTposHblii arap Cabypo (SDA). wrtammom Candida albicans. VHkyGupytoT dall-
K1 npy Temnepatype (32.5 £ 2,5) *C B TeueHne 18-24 u.

CrepunbHO/ NeTneli LUTPUXOBbIMU [ABVKEHUSMY CHUMAIOT C MOBEPXHOCTW CPeabl BbIPOCLUME KOMOHUM W pecy-
CNeHaMpyloT B pasbasuTtesie 419 MPUrOTOB/IEHNS KasIMOPOBAaHHOM CyCreH3MM C KOHLEeHTpauvein knetok 1-106 KOE/cms
(KONMYECTBO KMETOK MOXHO M3MEPUTb, UCMOSIb3YS CriekTpodhoToMeTp, cM. ISO 21148 (npunoxeHue C)).

KannbpoBaHHYHO CYCNeH3uIo 1 ee pa3BeieHVs UCTO/b3YHOT B TeveHue 2 4.
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11.3 Ba/mpaLmua MeToaa O6HapyXeHUs

11.3.1 MeTtoga

11.31.1 B npobupkax, cogepxawmx Mo 9 cm! pasdaBuTeENs, FOTOBAT pPasBEAEHNS Ka/MOPOBaHHOW Cyc-
MeH3W. 4TOObl B KOHEYHOM CYETE [MOJyUMTb KOHLEHTPaUMO MMKPOOpraHusmoB, pasHyto 109-500 KOE/cm3. [Ans
noAcyeTa  OKOHYATENbHOMO  KOMMYECTBA  U3HECTOCOOHBIX  MVKPOOPraHW3MOB B Pa3BEAEHHON  KasMbpoBaHHON Cy-
CMeH3vM BHOCAT 1 cm® cycneHsum B vawky [MeTpy u 3aymBaloT 15-20 cm® pacnfiaBfieHHOM aBK30BaHHON cpefpl.
Temneparypa pacnniaBneHHon cpedbl MOAAEPKMBAETCA C MOMOLLBI0 BOASHO/A GaHM Ha YpoBHe He 6onee 48 EC.
[JatoT cpepe B YallKax 3aCTbITh, & 3aTeM MHKYOMPYIOT Npu Temnepatype (32.5 £ 2.5) ‘C B TeueHue 20-24 u.

11312 [MapasienibHo rOTOBAT [ABe (ABe MOBTOPHOCTU) WCXOAHbIE CyCreH3un npobbl B NpoGUpke Wm
konbe, cobnogasi BblOpaHHble M1 aHa/m3a ycrioBus (He MeHee 1 r wwm 1 cv3 WCMbITyeMoid MpoayKun r
onpegeneHHblii 06bem OynboHa ANs  oborawleHns)). Ecnm  Mcnonb3yrT  MeTod MeMOpaHHOn — domibTpauym, TO
MbTPYIOT B ABYX MOBTOPHOCTAX He MeHee 1 CM3 MCMbITyeMON nNpoaykumMM W MEepeHOCAT Kaxabii Mem6paH-
Hblh CMIBTP B MNPOGMPKY WM KONOy, cofepxallytd Oy/fbOH A/ O6OralleHVs B YC/IOBUSIX, BblOpPaHHbIX 47151
NPOBEAEHVIS UCTIbITAHWIA.

11313 CrepunbHo BHocAT 0.1 cm3 pasBefeHHOV KanmbposaHHOM cycneHsum (11.3.1.1) TecT-kynbTypbl
Candida albicans B ogHy npobupky W konby (BamMpauMokHbIA TecT). [epemeluvBatoT, 3aTem  WHKyoupy-
IOT 006e nNpobupKA WM KONObl (Ba/IMOAUMOHHBLIA TECT W HEKOHTAMMHMPOBAHHbLIA KOHTPO/b) MpU  TemMnepartype
(32,5 2.5) *C B TeueHue 20-24 u.

11314 TpoBOAAT BbiAENEHNE W3 KaxkOol NpOOUPKA WM KOMGbl  (Ba/IMOAUMOHHBIA TECT W HEKOHTa-
MVHVPOBAHHbLIA  KOHTPO/b).  Mcnonb3yss CTEPWIBbHYIO NET/I0, [eNaloT BbICEB METOAOM  UCTOLLAIOLLEro  LUTpUXa
Ha MOBEPXHOCTb [JEeKCTPO3HOW arapuaosaHHON cpegbl Cabypo € x1opamdeHUKonoM. pasuTol B uallkv [le-
Tpn (guametp ot 85 go 100 MMm) B KonmuecTBe NpumbnmsuTenisHo 15-20 cm3. VIHKyOGMpYHOT npu  Temneparype
(32.5+2.5) *C B TeueHme 20-24 u.

11.3.2 O6paboTka pe3y/bTartoB Baymaaumm

MpoBepsitoT, 4YTO pas3BedeHHast KasMbpoBaHHas CycneHsus apoxokeid cogepxut or 100 go 500 KOE/cms
MVIKPOOPraHU3MOB.

HeliTpanmsauma wn  MeTog, OGHapyXeHWst SBMSOTCA  [OCTOBEPHbIMK, KOTrAa POCTOBble  XapaKTepuCTUKA
Candida albicans HabnOOAIOTCA Y  MUKPOOPraHW3MOB, BbIPOCLUMX Ha Yalllke C BbICEBOM U3 MNPOGUPKA WK
KONMbbl C Ba/MAALMOHHBIM TECTOM  (KOHTAMUKMPOBAHHOW Ka/IMOpOBaHHOW CyCreH3vei) WM OTCyTCTBYET pOCT Ha
yalLke C BbICEBOM U3 MPOBYPKN U KONBbI C HEKOHTaMVUHVPOBaHHBIM KOHTPOSIEM.

Korga o6HapyxeH pOCT Ha uYallke C BbICEBOM M3 MPOOGMPKN WM KOMObl C HEKOHTAMUHMPOBAHHBLIM  KOH-
TposieM  (KOHTaMWHUPOBaHHas  NPOAyKUMS), HelTpasMzauyst U MeTof OBHapyXeHus  SBNATCA  [OCTOBEPHbI-
Mn. ecnm Gaktepum Bupga Candida albicans BblgeneHbl Ha Yalke [leTpyu C BbICEBOM W3 MPOGMPKA WM KOMGbI
C B/INAALIMOHHBIM TECTOM.

OtcyTcTBME pOCTa Ha ualkax [leTpy C BbICEBOM U3 MPOGMPKA WM KOMGbl C  Ba/MAALMOHHBIM - TECTOM
yKa3biBaET Ha TO. UYTO aHTUMUKPOOHAs aKTMBHOCTbL BCE €lle He HelTpam3oBaHa U Tpebyetcs M3MeHeHve
YCNOBUIA METOoAa MNyTemM YBENMYEHWs O6bema nuTateslbHoro OynbOHa, NpYM 3TOM  KOMYECTBO MPOAYKUMM  OcTa-
eTca TemM ke, wim nytem [go6asneHus OGoMbLUero  KOMMYEeCTBa WHAKTMBMPYHOLLETO BellecTBa B OYNbOH  A/1S
oboraweHus, um nyTem nogobopa ycrioBuii, KOTopble No3eosiAT BolaemTb Candida albicans.

Ecnm, HecmoTpa Ha BBefAeHVE MOAXOAWMX VHaKTVMBMPYIOLLWX BELEeCTB W 3HAuMTEe/IbHOE  yBeSMYeHue
obbema 6y/nbOHa, BCE elle HEBO3MOXHO BblAENUTb KU3HECNOCOOHbIE Ky/bTypbl, Kak ONMCaHO Bbille, 3TO Yka-
3bIBaET Ha Maslyto BEPOSITHOCTb KOHTaMVHaLWM Npoaykumm 6aktepusamm Buga Candida albicans.

12 lMpoToKon ucnbiTaHuA

MpOTOKON MCMbITaHUA AO/MKEH COAEPXATb CNEAYHOLLLYIO MHGDOPMALINIO:

a) BCH MHhOpMaLMo, HEOBXOAVMYHO 47151 MOSTHON MASHTUOUKALWN MPOAYKLWN:

b) MCMoNb3yeMbIi METOL,

C) nosydeHHble pesynbTarhl;

d) Bce AeTanm NPUrOTOBEHNS UCXOAHOW CyCreH3uu;

B) ONMUCaHVe METOAA C YKazaHNEM UCTIOMb30BaHHbIX HEATPa IM3YHOLLMX BELLIECTB U MUTATE/TbHbIX CPeS,;

O Ba/MaaLMio METoAa, AadKe eCN MCTbITaHWe NPOBOAUIOCh OTAESBHO:

) nobble MOMEHTbI, HE YKa3aHHble B HaCTOsILLEM CTaHfapTe WM paccMaTpyBaeMble Kak HeobssaTesib-
Hble. BMECTE C JAeTa/IIMU, KOTOPbIE MOTYT NOB/MSTL Ha NOJTyUEHHbIE pe3y/bTarbl.



Mpunoxexve A
(cnpaBo4HOE)

Jpyrvie nuTatensHble cpeabl

A.1 Opyrve 6ynboHbl 419 060raLLeHms

A.1.1 XXunakan cpepaa, coepxalliasi CoeBbIi U KA3EMHOBbIV rMapom3aTbl

A1.1.1 Cocras

- MaHKpeaTV4ecKuii rmapomsar kasemHa — 17,0T.

- ManavHoBbIi nepeBap coesoi Myk — 3.0T;

- xnopug Hatpus — 5.0T;

- ABy3aMeLLeHHbI chocdoaT kst — 2.5 T.

- bekctpo3a—2.5r;

* Boga— 1000 cms.

A.1.1.2 MNpuroTtosneHve

PacTBOpslOT BCe KOMMOHEHTbI (WM TOTOBYIO CyxXyld Ccpedy) B Belle, Harpesas npu Heobxogumoct. PasnmBaroT
cpeny B NoAxoAsLLyto labopaTopHyto nocyy. CTepuwnsytoT B aBTokase npy Temneparype 121 *C B TeveHve 15 MyH.

Mocre cTepwmsaLmM U OXMAXAEHWs pactBopa pH Ao/mkeH 6biTb paBeH 7.3 = 0.2 Mpu KM3MEPEHUM NPU  KOMHATHOW
Temneparype.

A.1.2 MoandhmumpoBaHHb I 6yriboH Letheen
A.1.2.1 Cocras

* MenTuyeckuin nepesap msica— 20,0

- MaHKpeaTuJecKvii rMapom3ar kasemHa — 5.0 T
* TOBSDKWIA SKCTpakT — 5.0T.

- [APOMOKEBOIA aKCTPaKT — 2.0 T

- neuytH—O0.7T.

- nonmcop6ar 60 (TBVH) — 5.0 n

- xnopug Hatpus — 5.0T;

- bucynbthut Hatpua — 0.1 1

- Boga— 1000 cm3.

A.1.2.2 lNpyrotos/ieHve

MocnepoBatesnibHO PacTBOPSOT €  Kunsweid Boge nosvcop6ar 80 M fleuMTMH A0 UX MOMHOMO  pacTeopeHus. Pactso-
pSOT  Opyre  KOMMOHEHTbl, MepemelLvBasi npu  HarpeBaHun. [lepeMelumBatoT  OCTOPOXHO BO  M30exaHue /1eHoo6pa30B3-
HUA. PasnuBaloT cpedy B nogxofswyto nabopatopHyto nocygy. CTepwmsyioT B aBTokiaBe npu Temneparype 121 *C B
TeyeHvie 15 MuH.

Mocne crepwmsaLym n oxnaxaeHnss pH cpefbl OomkeH Oblmb paBeH 7,2 + 0.2 ofd. pH npu u3MepeHWy npv KOMHAT-
Holi TeMnepartype.

A.1.3 [NoKO30-NenToHMas cpeaa ¢ neuutmHom 1 nonmcopbatom 80 (6ynboH GPLP 60)

A.13.1 Cocras

* rmoko3a—20.01

* [POMOKEBOI aKCTPakT — 2.0 T.

* cynbgpar marima — 0.5

- nemmoH—5.0r;

- [By3amelLeHHbI chocdhar kanma — 1.0 n

- neuymvH—1.0r1

- nonmcop6ar 60 (TBVH) — 7.0 n

- Boga— 1000 cm3.

A.1.3.2 lNpyrotos/ieHve

MocnenoBaTeNlsHO  PacTBOPSKOT  KOMIMOHEHTbI WM TOTOBYIO Cyxyl0 Cpefy B Kunsweli Boge A0 WX TMOMHOO0  pacTBO-
peHus. PazvBaloT cpedy B MOAXOAALLYH flabopaTopHyto nocygy. CrepwwsyioT B asToknase npu Temneparype 121 *C B
TeyeHvie 15 MuH.

Mocne crepwwmsauym pH cpedpl fomkeH 6bitb paseH 57 + 02 eg pH npyu u3vepeHu npu KOMHATHOM Temnepa-
Type.

A. 1.4 HelitpanmsytoLumin 6ynboH D/E (HelitpanusytoLumin 6ynsoH Dey/Engley) [5]

A.14.1 CocraB

- rnokole — 10,0T.

* CoeBbIV neuyTH —7,0n

* Tvocynbghar Hatpus 5-8oaHbIN (NajSjO™ - 5HO) —6.0T;

- nonmcop6ar 80 (TBNH) —5.0T;

* NaHKpeaTNYeCKUA rMaponm3ar kasenHa —5.0T;
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- BrcynbguT HaTpst — 2.5 T.

- PO)OKEBOIi AKCTPaKT — 2.5

* TUOINMKONAT HaTpst — 1.0 T;

* GpOMKpPE30/ MyprypoBbIi — 0.02 1

* Boga— 1000 cm3.

A.1.4.2 MNpurotos/ieHve

MocnenoBaTeNlsHO  PacTBOPSIOT  KOMMOHEHTbI WM TOTOBYHO Cyxyld Cpefly B Kunsweli Boge A0 WX TMOHOTO0  pacTBO-
penvsi. PasnuBaloT cpefly B MoaXOAslyto flabopaTtopHyio nocygy. CTepwwisyloT B aBToKMaBe Mpu Temneparype 121 *C B
TeyeHve 15 MyH.

Mocne crepwmsaumm n oxnaxaeHns pH cpedbl Ao/mkeH ObiTb paBeH 7,6 + 0.2 ed. pH npu M3MEPEHMM MpU KOMHAT-
HOI1 TeMnepartype.

Al5 Cpega, copepxallas COeBblA M KAa3eMHOBbIA  MAaposmM3atbl € JleUdTMHOM M nosmcopbatom 80  (6y/boH
SCDLP 80)

A.15.1 Cocras

* Ka3euHoBbI nenTtoH — 17.0;

* CcoeBbIi nentoH — 3.0T;

 xrnopug Hatpua — 5.0 T;

- ABy3ameLLeHHbIli doocchar kams — 2.5T;

* [loK03a—2.5T,

-neummmH—21.0 1

- nonmcop6ar 80 (TBNH) —7.0T.

* Boga— 1000 cms.

A.1.5.2 MNpurotos/ieHve

MocnepoBatesnibHO  PacTBOPSIOT  KOMMOHEHTbI WM TOTOBYIHO CyXyl0 Cpedy B kvinsweli Boge [0 WX MOMHOMO  pacTtBo-
penvsi. PasnuBaloT cpefly B MOAXOAsWyHO flabopaTtopHyio nocygy. CTepwwisyloT B aBToKiaBe Mpu Temneparype 121 *C B
TeyeHne 15 muH. lMocne crepwmsaumm pH cpedbl [O/MKEH Oblb paBeH 7.6 + 0.2 ed. pH npy M3MEPEHUM MpU KOMHATHOM
Temneparype.

A.2 [Ipyrvie arapu3oBaHHble cpefbl /15 BanaaLmmn

A.2.1 KapTothenbHbiii eKkcTposHbIi arap (PDA)

A.2.1.1 CocTaB

- KapTodhenbHbIv aKeTpakTt — 4,0 T;

e fekctpoza—20.01

- arap—15.0r;

* Boga— 1000 cmd

A.2.1.2 MNpurotos/ieHve

PacTBOpAIOT KOMMOHEHTbI WM FOTOBYKO CyXyl0 Cpefly B BOAe, MepemellmBas Mpu HarpeBaHuW. PasnvBaoT cpely B
noaxoZsLLyto nabopartopHyto nocyay. CTepunsytoT B aBTok/IaBe Npy Temnepatype 121 'C B TeyeHre 15 MuH.

Mocne crepwmsaumm n oxnaxaeHns pH cpedbl Ao/mkeH ObiTb paBeH 56 + 0.2 ed. pH npyu M3MEPeHMM MNpu KOMHAaT-
HOI1 TemMnepartype.

A22 ArapusoBaHHas cpefa, CoAepxallas COeBbli M KaseuHoBbli  rmagpo/msatel  (SCDA) W TPUMTUMYECKMI
coeBblii arap (TSA)

A.2.2.1 CocTaB

- MaHKpeaTN4ecKuii rmapomsar kasemHa — 15,0 T.

- ManavHoBbIi NepeBap coeBoi Myk —5.0T;

 xropug, Hatpusa — 5.0 T

- arap—150r;

e Boga— 1000 cm3.

A.2.2.2 MNpurotosneHve

PacTBOpAOT  KOMMOHEHTbI WM TOTOBYKD Cpefy B BOAE, MNepemMeluvBas Mnpu  HarpesaHun. PasnvBalor cpegy B Nof-
XO[sLLYIO0 NlabopaTopHyto nocyay. CTepunmsyioT B aBToknase npu Temneparype 121 *C B TeyeHue 15 MUH.

Mocne crepwmsaLym n oxnaxaeHns pH cpefbl OomkeH Obimb paBeH 7,3 + 0,2 ed. pH npu u3MepeHWy npy KOMHAT-
Holi TeMnepartype.

A.3 [pyrvie cenexTviBHble arapysoBaHHble cpepl. KapTodhebHbIn AeKCTPO3HbIN arap ¢ aHTMOMOTUKaMM

A.3.1 CoctaB

- kapTOodhesbHbIN akcTpakT — 4,0T;
* nexkctpoza—20.0r;

- arap—15.0r;

- xnopamvdpeHnkon — 0.05.

e Boga— 1000 cmv3,



A.3.2 MpurotossieHve
CMeLLMBalOT ~ KOMMOHEHTbI M pas/MBalOT  Ccpefy B MOAXOAsAWY flabopatopHyto nocygy. CrepuivsyloT B aBTOKMa-
Be npu Temnepatype 121 "C B TeueHme 15 MuH. [locne crepwmsauym M oxiaxaeHus pH cpedbl OO/MKEH ObiTb  paBeH

5.610.2 eq, pH nNpu 13MepeHnmM Npu KOMHATHOIA TEMMepaType.

BmecTo  x/opamcpeHukona  MOXHO — MCroTb3oB3Th  0.10
KyOuueckiiA - aeumMeTp  cpefsl,

KoTopble [106aBNAOTCA B

r

GeH3NeHNUWIIMHS  karmss m 0,10 r

NoMb30BaHVEM CPEAbI.
Mpwnoxenvie B
(cnpaBo4HOE)
Hefipanmsaropbl aHTUMUKPOGHOI aKTUBHOCTY KOHCEPBAHTOB M MPOMbIBHbIE XXAKOCTU
XvMmueckue BeLLEecTBa, CriocobHble MpyiMepb| NOAXOAALLMX HEATPAIM3aTOPOB
KoHcepBaHTbI HeTPaI130BaTb aHTVMVKPOGHYIO 1 NMPOMbIBHbIX XXMAKOCTEN (/15 METOA0B
aKTVBHOCTb KOHCEPBAHTOB MeM6paHHOl chnnbTpaLmmn)
PeHosbHbIe coeay- NeuytuH Motmcop6ar 80. 30 r/am3. + neuytuH. 3 T/av3
HeHVist: KoHaeHcaT sTWIeHOKCAa XUPHOTO crnivipTe, 7 T/oM3, ¢
* napabeHb!, Momvicop6ar 60 + neuytvH. 20 r/ave. + normcop6ar 80.4 r/avd
* (DEHOKCUAraHos: D/E-HelitpanmaytoLpii 6ynboH*)
e (heHwnsTaHoNn M Ap. | KoHpeHcar sTuneHokenaa MpOMbIBHas XUAKOCTb: AUCTWI/IMPOBaHHaA BOAA:
Arnmgpl YXMPHOrO crivipTa TpunToH. 1 r/am3. + NaCl. 9 rigwvs3,
nonucop6ar 80. 5 r/av?
HevioHoreHHbIe NoBEpPXHOCTHO-aK-
TVBHbIE BeLLIeCTBa
UeTBEpTUUHbIE JleuntyiH, canoHvH, nosmcop6ar 80. Monmcop6ar 60. 30 r/am3. + goaeumn cynbdar Harpys.
amMMOHVEBble Jofieunn cynbgoart HaTpust 41/pM3. + NeuuTH, 3 r/iovid
CoeayHEHIS Motmcop6ar 80. 30 r/gm3. + canoHuH. 30 r/igms. +
+ nieuuTuH. 3 r/gvd

KarmoHorekHble KoHgeHcar sTuneHokenaa D/E-HeliTpanmaytoLupii 6y1b0H*)
MOBEPXHOCTHO-aK- XXVPHOTO crmpTa MpOMbIBHas XUAKOCTb: AUCTWI/IMPOBaHHAsA BOAA:

TUBHblE BeLlieCTBa

TpunToH. 1 r/pv3. + NaCl, 9 r/oms3,
nonvcop6ar 80. 5 r/ams

Anbaemmapl LYK, TMCTUaWH JNeuytvH. 3 r/gms. + notmcop6ar 80. 30 r/ams. +
+ L-rvcrmauH, 1 rigv3
Beuectsa. Motmcop6ar 80. 30 r/am3. + canoHwH. 30 rigms. +
BblaensoLLme + L-rvcrmayH. 1 r/gvs. + L-umctenH. 1 rigvi
chopmarbaera, D/E-HeliTpanuaytoLumii 6yn1soH*)
MpoMbeHas »uaxocTb: nonmcopbar 80.
3r/gms. + L-imetmgyH. 0.5 rlgms
OkvcnsiioLLme co- Tuocynbgoar HaTpus Twvocynbhar Hatpus. 5 rigv3
e[HeHs1 MpOMbIBOYHAS XUAKOCTL: TUOCYbChaT HaTpus. 3 r/om3
V130rviasoniHoMB. JNeunTvH, canoHuH Monucop6ar 80. 30 r/am3. + canoHuH. 30 rigms. +
MMUAE30/bI AMVHBI, CynbdaThbl, MepKarnTaHbl, + nleuuTtuH. 3 r/pvd
OUCYNLCOUT HATPUS, TUOMDKONAT MpoMbeHast XXUOKOCTb: TPUMTOH. 1 r/ams. ¢
HaTpys + NaCl. 9 r/gm3: nosmcop6bar 80. 5 r/gm?
BuryaHuapl JNeuyTH, canoHyH, nonvcop6ar 80 Monucop6ar 80. 30 r/am3. + canoHvH. 30 rigms. +

+ nleupnTtuH. 3 r/pvd

MpOMbIBHas! XXMAKOCTb: TPUMTOH, 1 r/ams. +
+NaCl. 9 r/gws;

nonvcop6ar 80. 5 r/gms

Conn metasnios

Bucynbtont HaTpust. L-upcTenH

Twvornmkonsr Hatpyst. 0.5 r/gv3 wn 5 r/gvid

(Cn. Zn, Hy) L-upctemH, 0.8 r/gm3 wm 1.5 r/gvs
PTyTbOpraHmyeckue CynbhTnapnibHble CoenHEHNS, D/E-HelTpanmaytoLupii 6y1b0H*)
coefiHeHMs IVIOr/IKoneeas Kucota MpOMbIBHAS! YXWIAKOCTb: TUOMUKONST HaTpust. 0.5 r/om3

*) DIE-HeliTpanmaytoLmii 6ynboH (Dey/Engiey-HeNTpanmayroLLwii Gy/bOH), CM. NPUIOXeHVE A.
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TeTpaLMKIMHA  Ha
KauecTBe CTepWIbLHOrO pacTBopa  HEMocpefiCTBEHHO repen, WUC-
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Mpunoxenve JA
(cnpasoyHoe)

CBefeHIsi 0 COOTBETCTBIM MEXIOCY1aPCTBEHHBIX CTAaHAAPTOB
CCbITOUHBIM MEXAYHAPOAHbIM CTaHAapTaM

Tabnuna JA. 1

O603Ha4eHVe CCbUIoY-
oonexyapopiorn | SO e
cTaHgapTa
1SO 21148:2005 o1 TOCT ISO 21148—2013 «[lpogykuss  napdroMepHo-KocMeTudeckast.  Mu-
Kpo6uonorvsi. O6LLme TpeboBaHKS K MUKPOBMOIOTYECKOMY KOHTPOSHO»
EN 12353:2006 — €

COOTBETCTBYIOLLUMIA  MEXTOCY[APCTBEHHbI  CTAHAAPT — OTCyTcTBYeT. [0 €ero  MpuHATASI  PEKOMEHAYETCS  WCMofb-
30B3Tb MEpPeBOf, Ha pycckMii  s3blk  eBponeiickoro craHgapta EN I1ISO  3696. OdomupanbHblii  NepeBof, AaHHOTO  eBpo-
nelickoro craHgapta Haxogutcst B PefepasibHOM  MH(DOPMALMOHHOM  (DOHAE  TEXHWUECKUX PErlaMEHTOB U CTaHAApPTOB
Poccuiickoli ®eaepaumn.

MpumMmedyaHne — B HacToslEM CTaHOaPTE  WCTIOMb30BAHO  C/Iedyioliee  YC/IOBHOE  0BGO3HAYEeHVe  CTereHy
COOTBETCTBUA CTaHAAPTOB:

- KOT — MaeHTUYHbIE CTAHAAPTbI.
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