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Mpepgucnosune

Llenn, ocHOBHble NpVHLMNbLI 1 06LMe npasuaa nNposBefeHnss paboT N0 MEeXrocyAapCTBEHHOW cTaHaap-
Tnsauuu yctanosneHbl FOCT 1.0 «MexrocygapcreeHHas cuctema ctaHgaptusaumn. OCHOBHbIE MOIOKEHUA»
n FOCT 1.2 «<MexrocygapcrseHHass cuctema crtaHgaptusaummn. CtaHaapTbl MeXrocyjapcTBeHHbIe, npasuna
N peKkoMeHJauun No MeXrocyfapCTBEeHHON cTaHjapTusauumn. MNpaeuna paspaboTkn, NPUHATUA, 06HOBNEHNSA

1 OTMEHbI»
CeefieHns o cTaHgapTe

1 NOArOTOBJ/IEH Pecnyb6nukaHCKMM YHUTapHbIM npeanpusatueM «benopycckuini rocyfapCcTBEHHbIN
WHCTUTYT MeTponorun» (benlMM) Ha ocHoBe CO6CTBEHHOrO NepeBofa Ha PYCCKWIA A3bIK aHr10513bIYHON Bep-

CuUW cTaHfapTa, YKasaHHOro B nyHkTe 5

2 BHECEH locypapcTBeHHbIM KOMUTETOM MO cTaHgapTusaumm Pecnybnvku Benapycb

3 NMPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAapTu3auuu, MeTponorMm u ceptudukauum no
nepenucke (NPoTokon ot 7 utoHA 2013 r. Ne 43)

3a NpuHATME NPOrosI0CoBasIN:

KpaTkoe HaumMeHoBaHuWe CTpaHbl Kop ctpaHnbl MO MK CospaljeHHoe HauMeHoBaHne HaLuuoHaNbLHOro opraHa
no MK(MCO 3166)004-97 <MNCO0 3166) 004 - 97 no craHgapTusaumm
Benapycb BY FoccrangapT Pecny6nvkvn Benapycb
KazaxcTtaH Kz locctaHgapt Pecny6nukn KasaxcraH
Kuprususa KG KbipreisctaHgapt
Poccus RU PoccraHgapT
TamxvknctaH T TamkuxctaHgapT
Y36ekuctaH uz Y3craHgapT

4 Tpukasom defepasibHOro areHTCTBa Mo TeEXHNUYECKOMY perynvpoBaHuio u metposiorun ot 10 mioHA
2016 1. Ne 613-cT MexrocyaapcTBeHHbIi ctaHaapT FTOCT 1SO 21149—2013 BBeAeH B AeiicTBMe B kayecTse
HaLmoHasnbHoro ctaHgapTta Poccuiickoin ®egepaumm ¢ 1 niona 2017 .

5 HacToswwnii cTaHAapT WAEHTUYEH MeXAyHapoAHoMy cTaHaapTy ISO 21149:2006 «KocmeTtuka.
Mwukpo6uonorus. MNogcyeT v o6HapyXeHue Me30(UNbHbIX asapobHbIX GakTepuii» («Cosmetics — Microbio-
logy — Enumeration and detection of aerobic mesophilic bacteria». IDT).

MexayHapoaHsblii ctaHaapT ISO 21149:2006 pa3paboTaH TexHuyeckum komutetom ISO/TC 217 «Koc-
MeTMKa» MexayHapodHoi opraHusauuu no ctaHgaptnsauum (ISO).

HanmeHoBaHue HacToALWero ctaHjapTa U3MEHEHO OTHOCUTE/IbHO HaMMEHOBAHUA yKa3aHHOro Mexay-
HapoAHOro cTaHaapTa Ass npueegeHus B cootsetcTBue ¢ FOCT 1.5 (nogpasgen 3.6).

Mpv npYMeHeHMn HacToAWero ctTaHJapTa PeKoMeHAyeTCsl UCMNOo/b30BaTb BMECTO CCbIIOYHbIX MEXAY-
HapoAHbIX CTaHAapPTOB COOTBETCTBYIOLWME UM MEXIoCyAapCTBEHHbIE CTaHA4apTbl, CBEAEHUA O KOTOPbIX Npu-
Be/leHbl B ONOHUTENBLHOM NPUIoXeHun JA

6 BBEJEH BIEPBbIE

7 NMEPEN3OAHUE. Anpenb 2019 .
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WNHbopmauus o BBefeHUn B AeiicTBMe (MpekpalleHun AeiicTBMA) HacTosAWero ctaHgapra u usme-
HEHWUI K HeMY Ha TEPPUTOPUM yKa3aHHbIX Bbille rocyAaapcTB Ny6nMKyeTcs B ykasaTesnsxX HauuoHasIbHbIX
CTaHAapTOoB, N3aBaembiX B 3TUX rocyfapcreax, a Takxxe BceTu VIHTepHeT Ha caiilTax COOTBEeTCTBY-
IOLLMX HaLMOHa bHbIX OPraHoB N0 cTaHgapTusaunu.

B cnyyae nepecmoTpa, M3MEHEHUS UM OTMEHbl HACTOAL ero ctaHgapTa COOTBETCTBYHO W asa WH-
chopmauua 6yaeT onybnmkoBaHa Ha ouLUManbHOM NHTEpPHeT-caiTe MexrocyaapcTBEHHOro coseTa no
cTaHgapTusauum, MeTponornun n ceptTudnkaLmm B katanore «MexrocygapcrBeHHble cTaHgapThbl»

© ISO. 2006 — Bce npasa coxpaHawTCcA
© CtaHgapTuHdopMm. opopmneHue. 2016, 2019

B Poccuiickoli ®efepaluy HaCTOAWMIA CTaHAAPT HE MOXET 6bITb MOMHOCTLIO UK
YacTWYHO BOCMPOM3BEAEH, TUPaXMPOBAH U pacrnpocTpaHeH B KauecTBe oguLMabHOIo
n3gaHus 6e3 paspelleHns ®eaepasibHOrO areHTCTBa N0 TEXHUYECKOMY PEryNMpPOBaHNI0
1 MeTPONoXu
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M E X IO CVY A APCTUBEHH®B 1 C T AHAOLAPT

Mpoaykuus napomMmepHo-KOCMeTUYeckas
MNKPOBWNONOTINA
MoacueT n o6HapyxeHne Me30PUAbHbIX a3POBHbLIX MUKPOOPraHM3mMoB

Perfumery and cosmetic products. Microbiology.
Enumeration and detection of aerobic mesophilic microorganisms

Jata BBefeHuns — 2017—07—01

1 06nactb NpUMEHEHUSA

HacToswwii ctaHgapT ycTaHaBnvBaeT o6uie TpeboBaHna K MeTody 06HapyXeHus 1 noacyeTy meso-
PUIbHBIX a3PO6HBIX MUKPOOPraHN3MOB, NPUCYTCTBYIOLLMX B NapdiOMepHO-KOCMETUYECKON NPOAYKLMK, NMyTem
nogcyeTa KOMIOHWUIA Ha arapusoBaHHON cpefe nocne WHKy6auuy B a3apo6HbIX YCIOBUSAX N NyTeM NpoBepKn
OTCYTCTBUA HakTepuanbHOro pocta nocse oboraleHuns.

M3-3a 60/1bLIOro pasHoobpasmsa naphomMepHO-KOCMETUYECKO NPOAYKLMN B paccmaTpvBaemoi obna-
CTU NPUMEHEHNS OTAeNbHble feTanu AaHHOro MeTofa MOryT OblTb HEMpPUroAHbIMU AN HEKOTOPbIX BUAOB
npoAyKuumn (Hanpumep, ANS HepPacTBOPVUMOIA B BOAe nNpoaykuun). Apyrre metogsl (Hanpymep, asToMaTusnpo-
BaHHble) MOTYT 3aMEHUTb MEeTOof, NPeACTaB/IEHHbI B HACTOALLEM CTaHAapTe, Npy YCI0BUW, YTO NPOLEMOH-
CTPVpOBaHa NX paBHO3HAYHOCTb WU YTO a/lbTEPHATVBHbIA METOZ, Ba/IMANPOBAH NHbIM 06pa3oM.

Ecnv Heob6xoanMmo, NoAcUMTaHHble N OGHAPYXEeHHbIE MUKPOOPraHnu3Mbl MOryT 6bITb naeHTUdULMpoBa-
Hbl C NOMOLLIbIO COOTBETCTBYIOLLMX NAEHTU(UKALNOHHBIX METOLOB, ONMUCAHHbIX B CTaHAapTaXx, NpuBeAeHHbIX
B 6ubnunorpadun.

UTo6bl 06ecneuntb kavyecTBo M 6e3omacHOCTb NPOAYKUUW AN NoTpebutens, pekoMeHayeTcs npoBo-
OVTb COOTBETCTBYIOLMNIA aHaNn3 MMKPOOMONOTMYECKOr0 pucka C Lenblo onpeAeneHns TMNoB naptomepHo-
KOCMEeTNYeCKO NpoAyKUMKU, K KOTOPO NPUMEHUM HacToAWwmi ctaHAapT. K npoaykuuu ¢ HWU3KON CTeneHbio
MVKPOBMONOrMYECKOro prucka OTHOCUTCA NPOAYKLNSA C HA3KO BOAHOW akTUBHOCTbIO, MPOAYKLMS Ha CMUPTOBOIA
OCHOBE, NPOAYKLUMA C KpaiHNMK 3HaYeHnaMn pH n T. a.

2 HopmaTtuBHbIe CCbl1KN

B HacTosiieM cTaHgapTe MCnob30BaHbl HOPMAaTKBHbLIE CChINIKU Ha crefytolive cTaHgapTbl. s aatu-
POBaHHbLIX CCbIJTOK MPUMEHAIOT TO/IbKO YKadaHHOe nsgaHune CCblJIOYHOro ctaHaapTa, And HeaaTupoBaHHbIX —
nocnefgHee usgaHve (BKYas BCE U3MEHEHUS):

ISO 21148.2005r> Cosmetics — Microbiology — General instructions for microbiological examination
(KocmeTunka. Mukpobuonorusa. O6Lyme ykasaHus no MUKPOGMOI0rMYeCcKOMY KOHTPOTI0)

3 TepMUHbI U onpepeneHns

B HacToALleM cTaHAapTe NPUMEHEHbI clefyowme TEPMUHBI C COOTBETCTBYOLWUMW OnpeaeneHnaMu:

3.1 me3odunbHble a3pobHble MUKpoopraHuambl (aerobic mesophilic bacteria): Me3odunbHble Mu-
KpoopraHu3Mbl. COCO6HbIE K POCTY B a3PO6HbIX YC/I0BUAX, YCTAHOB/IEHHbIX B HACTOSILLEM CTaHAapTe.

MpumeyaHne — B ykasaHHbIX YCOBUAX MOTYT BbiTb OGHaPYXeHbI Apyrue TuMbl MAKPOOPraHM3MOoB (Hanpu-
Mep. APOXOKW, NNECEHD).

3.2 npoaykunsa (product): YacTb naeHTMdMLMPOBaHHON NapdoMepHO-KOCMeTUYeCcKoli NpoayKuun, no-
nydyeHHas nabopartopueli ANs UCnbITaHus (aHanmsa).

3.3 npoba (sample): YacTb npoaykuuu B konmyecTse He MeHee 11 uam 1 cm3, koTopas Ucnosnb3yeTcs
npu NpoBeAeHUN UCMbITaHW ANA NPUrOTOBMEHNS UCXOAHON CyCneH3unn.

1>[OeiicTByeT 1SO 21148:2017.

M3paHue ouymnansHoe
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3.4 ncxogHasn cycneHsus (initial suspension): CycneHsus (v pacTeop) Npo6bl B onpeaeneHHoM 06b-
eMe COOTBETCTBYHOLLEN XUAKOCTU (pa3baBuTenb, HeliTpanusaTop, 6yIbOH UIN KX COYETaHWs).
3.5 pasBegeHue npobbl (sample dilution): Pa3BeaeHne NCXOAHON CyCneH3uN.

4 CywHoCTb mMeToAa
4.1 O6wure NoNoxeHus

[JaHHbIii MeTof kacaeTcs nogcyeta KOMIOHUIA Ha HecenekTUBHOW arapM3oBaHHOW cpefe wau onpege-
NeHNa Hanuuna unu oTCyTCTBUS GakTepuanbHOro pocta nocne oboralieHus. BeposTHoe WMHrMGrUpoBaHue
MWKPOBHOro pocTa Npo6oii AOMKHO 6bITb HETPAIM30BaHO, YTOGbI MOXHO 6bI/1I0 06HAPYXUTb BCE XWU3HECTO-
CO6Hble MUKpoOpraHn3mbl [1]. Bo Bcex cnyyasx v He3aBWCKMMO OT NMPUMEHSIEMOI MEeTOAMKMA HelTpanusauus
aHTMMUKPOGHbIX CBOWCTB NPOAYKLUUN AO/KHA ObiTh NPOBEPEHA N BanuanpoBaHa [234].

4.2 MopcueTt MWUKpPOOpraHM3mMoB Halle4YHbiM MeTO40M

MoacyeT MUKPOOPraHM3MOB YalleYHbIM MeTOA0M COCTOMT U3 CReayoWwmnx CTaauii:

- nogroToeka vawek MeTpu ANS KyNbTUBMPOBAHWUA ONpefeneHHOro o6bema NCXOAHON CyCneH3nm mm
pa3BefieHnit Npobbl B COOTBETCTBYIOLLEH NUTaTeNbHON cpese;

- MHKy6aums yalwek MeTpu B a3apobHbIX ycnosusax npu temnepartype (32,5 + 2.5) °C B TeueHue (72 = 6) u;

- nogcyeT uncna konoHmeobpasywwmx eguHuy (colony forming units) (KOE) n pacueT konmyectsa me-
30(pUNbHBIX @a3PO0BHBIX MUKPOOPTraHM3MOB Ha Kybuyeckuii CaHTUMETP UAn rpaMM NPOAYKLMUN.

4.3 Memb6paHHasa chunbTpayus

Mem6paHHasa ounbTpauus COCTOMT 13 CNeayLUnX CTaguii:

- BHECEHWe COOTBETCTBYIOLLIEro KONMYecTsa Npoobbl, yCTAHOB/IEHHOTO NyTeM Banujaumu, B hnibTpoBasib-
Hblli annapaT, CMOYEHHbIA HeBGOMbLUUM KOIMYECTBOM COOTBETCTBYHLLErO CTEPU/IBHOrO pasbaButens, Hemen-
NleHHoe hubTpoBaHWe 1 NPOMbIBKA B COOTBETCTBUM C BaNMApoeaHHon metogukoii (cm. 13.3.4). 3atem mMem-
6paHHbIli (UNLTP NePEHOCUTCS Ha NMOBEPXHOCTb ONpPeAe/IeHHON arapu3oBaHHol cpelbl cornacHo 1ISO 21148;

- MHKy6aumsa MeM6paHHbIX hUNbTPOB B a3pobHbIX YCN0BUSX Npu Temnepatype (32.5 + 2.5) °C B Teue-
Hue (72 £ 6) y;

- nofcyeT yncna konoHmeobpasywmnx eguHuy, (KOE) n pacyeT Konnyectsa Me30(un/bHbIX a3po6HbIX
MUKPOOPraHU3MOB Ha Kybu4yeckuii CaHTUMETP WX rpamMmm NPOAYKLUN.

4.4 O6HapyxeHue 6akTepuii c npeaBapuTenbHbIM 0b6oraweHnem

O6HapyxeHne 6akTepuii ¢ npeABapuTebHbIM 060raLleHemM coCTOUT U3 CeAyoLNX CTafuii:

- nHKybaumsa npu Temnepatype (32.5 + 2.5) eC B TeueHne He MeHee 20 4 onpefenieHHOro KonmyecTsa
WCXOLHOW CycneH3un B HECeNIeKTUBHOW XWUAKON cpefe, cofepxallieli COOTBETCTBYHOLWME HelTpanm3aTopbl
n/vnn gucneprupyrowime areHTbl;

- NepeHoC onpeaeneHHoro KonnyecTsa oboralleHHON CYCrneH3nn Ha HeceneKTVBHYHO arapusoBaHHYo cpesy.

- MHKyb6auusa B a3pobHbIX ycnoBusAx npu temnepatype (32,5 +2.5) °C B TeueHne 48-72 y;

- y4eT BbIPOCLUMX KOJIOHWI U BblpaXeHue pe3ynbTaToB Kak «MpucyTCTBUE/OTCYTCTBME» Me30(hUbHbIX
a3p06HbIX MUKPOOPraHN3MoB B ONpeaesieHHoN HaBecke S Npobbl NPoAyKLuK.

5 Pa3baButenun, HeinTpanunsatopbl U NUTaTeNbHbIE Cpeabl

5.1 O6wue nonoxeHms

O6wure TpeboBaHua npuBedeHbl B 1ISO 21148. Ecnv B HaAcTOSLWEM cTaHAapTe ynoMuHaeTcs BoAa, TO
3TO O3HaYaeT, YTO NPUMEHSIOT AUCTUINPOBAHHYIO UM OUULLIEHHYIO BOAY, KaK yCTaHOB/eHO B 1ISO 21148.

Cnegywuine pasbaButenu, HelTpaM3aTopbl WU NUTaTesbHble CpeAbl NPUroAHbI ANA O06GHApPYXeHUs n
nogcyeta mMe30uibHbIX a3apobHbIX MUKpOOpraHn3mMoB. [flonyckaeTcs ucnosb3oBaTb Apyrve pasbasutenu,
HenTpanmsaTopbl U NMTaTeNbHblE Cpefbl, ecnn Gblna NPoAEMOHCTPMPOBaHa UX NPUroLHOCTb.

5.2 Paz6aButenu u HeliTpanusywuue pasdbasutenu

5.2.1 O6uwme NoNoxXeHus
PaszbaButenb ucnonblyetca ANs AucneprupoBaHus nNpobbl. OH MOXET coAepxaTb HeliTpaiusaTopbl,
ecnu Tectupyemasi npoba 06nagaeT aHTUMUKPOGHbIMU cBOcTBaMU. DDEKTUBHOCTb HETPaIM3aLumn Ao/mKHA
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6bITb [oKa3aHa nepej NoACYETOM KoMMYecTBa MUKpoopraHusmMoBs (cM. pasgen 13). WHdopmauma oTHocu-
TeNbHO NPUMEHSAEMbIX HETPaNM3aTopoB NpuBeAeHa B NpuaoxexHun D.

5.2.2 He#iTpanusywouwune pasbasutenm

5.2.2.1 )XXnpgkasa cpefa c rugposm3artom KasenHa, CoeBbiM NeyuTuHoM u nonucopbatom 20 (SCDLP 20
6YNbOH)

5.2.2.1.1 CoctaB

- MaHKpeaTunyeckuii rmgponusaT kasenHa — 20.0 r;

- coeBblii neTuuun — 5.0 r,

- nonucop6at 20 — 40,0 cm3;

- Boga — 960,0 cm3.

5.2.2.1.2 MNpuroToBs/ieHne

PacTtBopsitoT nonucop6at 20 B 960 cm3 BoAbl, NOMeLUMBas NPV HarpeBaHUW, Ha BOASHON 6GaHe npu
Temnepatype (49 + 2) °C. Jo6aBnsaoT naHkpeaTnyeckunii rmaponamsaTt KasemHa n CoeBblii NeunTnH. Harpesa-
10T NprbAn3nTensHo 30 MUH A0 NOSIHOrO pacTBOpeHus. MNepemelunBaloT U pa3nnBaloT cpely B NOAXOAALLYO
nabopatopHyto nocygy. CtepunusyiloT B aBToknaBe npu Temnepatype 121 eC B TeyeHue 15 muH. Mocne cTe-
punusauuv pH cpegpl fomkeH 6biTh paseH 7.3 + 0.2 ed. pH npu nsmepeHMn Npu KOMHaTHON TemnepaTtype.

5.2.2.2 Tlpoune HeATpanusmpymLme areHTbl

Mpy He06Xx0AMMOCTU MOTYT UCNO/L30BATLCA APYrMe HelTpanm3ytoLie areHTbl (CM. npunoxenus A u D).

5.2.3 PasbaButens

5.2.3.1 XXungkoctb A

5.2.3.1.1 CocTas

- NenTUYeckuii rMAPONN3aT XMBOTHOM TkaHn — 1.0,

- Bofa — 1000 cm3.

5.2.3.1.2 MpuroTosrieHne

PacTBopsioT 11 nentoHa B 1 AM3B0oAbl. HarpesatoT Npy UHTEHCUBHOM MepeMeLuMBaHni. Pas3nmsatoT B noj-
XoAsLuyto nabopaTtopHyto nocygy. CtepunusytoT B aBToknase npu Temnepatype 121 eC B Tedenune 15 muH. Mocne
cTepunusauun pH pacteopa fo/mkeH 6biTb paBeH 7.1 + 0,2 ea. pH npu n3mMepeHnn npy KOMHaTHO Temneparype.

5.2.3.2 [pyrve pas6asutenu

MoryT ucnonb3oBaTbCa Apyrue NoaxoAaslime HeilTpanmsaTops! (CM. NpuioxeHue B).

5.3 PasbaBuTtenb Ana 6aktepnanbHO cycneHsumn (pacTBop Xaopuaa HaTpusa ¢ TPUNTOHOM)

5.3.1 CocTaB

- TPUNTOH. NaHKpeaTuyeckuii rmapanusat kasenHa — 1.0,

- xnopupg Hatpua — 8.5,

- Boga — 1000 cm3.

5.3.2 MpurotosneHune

PacTBopsAloT KOMNOHEHTLI B BOAE, NMOMelunBas npu HarpesaHun. PasnmealoT B noaxogsilyto naéopa-
TOpHYyt0 nocygy. CTepunusyloT B aBTok/1aBe npu Temneparype 121 "C B TedyeHue 15 muH. Mocne ctepunnsa-
uun pH pacteopa AoskeH 6biTb paBeH 7.0 + 0.2 ea. pH npy nsmepeHun Npu KOMHaTHO Temnepartype.

5.4 MuTatenbHble cpesbl

5.4.1 O6wme NoNoxXeHus

MutatenbHble cpedbl MOTyT ObiTb MPUrOTOB/IEHbI CMOCOGOM, OMUCAHHBIM HWXE, WK U3 FTOTOBbIX CYyXWX
nuTaTesnbHbIX Cpef COrMacHo MHCTPYKUMAM U3roToBUTENSA. [OTOBblE K MCMOML30BaHUIO Cpefbl MOryT npume-
HATbCS, €CNN 1X COCTaB W/MIN POCTOBbIe CBOWCTBA COOTBETCTBYIOT TPe60BaHNAM HaCTOsALEero ctaHjapTa.

5.4.2 NMutatenbHble cpeabl ANa nojcyeTa MUKPOOPraHnM3MoB

5.4.2.1 CoctaB

- naHKpeaTtuyeckuii rugponusat kazemHa — 15,0,

- nanavyecxuii rmaponusat coesoin Mykn — 5.0 .

- xnopug Hatpua — 5.0 T,

- arap— 15,0r;

- Boga — 1000 cm3.

5.4.2.1.1 lNpwuroTtosrieHne

PacTBOpSAOT KOMMNOHEHTHI UM TOTOBYIO CyXYI0 NUTaTe/IbHYI0 cpefy B BOAe, MoMelunBas npyu Harpesa-
HUK. Pa3nunealoT B nogxoAsiyto nabopaTopHyto nocygy CTepunnsytoT B aBTokase npu Temneparype 121 "C
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B TeueHne 15 muH. Mocne cTepuamsauymmn n oxnaxgeHus pH cpefpl Ao/mkeH 6biTb paBeH 7.3 + 0.2 ea. pH npu
M3MepeHnn Npyu KOMHaTHO TeMneparype.

5A.2.2 fipyrve cpefpl Ans nogcyera MMKPOOPraHN3mMoB

MoryT ncnonb3osaTbCcsa Apyrne nogxogsaiwmne cpefbl (cMm. npunoxeHue C).

5.4.3 TwutatenbHble cpefbl ANA 06HAPYXEeHUS MWKPOOPraHN3mMoB

5.4.3.1 O6LNe NONoXeHUs

[nsa obHapyXeHUs MUKPOOPraHM3mMoB MOTYT 6bITb UCMOMb30BaHblI arapusoBaHHas cpefa wam 6ynboH
Ons oborateHus.

BynboH Ansa oboralleHns ucnonb3yeTcs Ana AUCNeprupoBaHns Npobbl U yBENMYEHNS NCXOAHON KOHLLEH-
Tpauun MukpoopraHnamoB. OH MOXeT cofepxaTtb HeliTpanm3aTopbl, ecnun Npoba, nognexalias UcnbiTaHuto,
obnagaeTt aHTVMUKPOGHbLIMY CBOCTBaMU.

5.4.3.2 BynboH ansa oborauweHns: 6ynsoH Eugon LT 100

5.4.3.2.1 O6wme NonoxeHns

[laHHasa cpefa CoAepXuT UHIPefueHTbl: NeUnTuH 1 nonucop6bat 80. KoTopble HENTPaNU3yloT MHIMOBUTO-
pbl, NPUCYTCTBYIOWME B Npobe, a Takke AUCNeprupyoLinii areHT — OKTOKCUHON 9.

5.4.3.2.2 CocTaB
naHkpeatuyeckuii rmgponunsaTt kasenHa — 15.0 T,
nananmyeckuii rmaponm3aTt coeBoin mykn — 5.0 r;

L-umctmH— 0.7 n
xnopug Hatpua — 4,0,
cynbut HaTpus — 0.2 n
rnwokosa —5.5T;

AUYHBIA neunTuH — 1.0 1
- nonucop6ar 80 — 5.0;
OKTOKCMHON 9 — 1.0 T;

- Boga — 1000 cm3.

5.4.3.2.3 MNMpuroToBneHue

PacTBopstoT nocneposatenbHOo nonucopbat 80. OKTOKCMHON 9 U AWYHBIA NeuuTUH B Kunswieli Boae
[0 UX NOMHOro pacTBOPeHUs. PacTBOPSAIOT OCTa/lbHble KOMMOHEHTLI B BOJe, NepemMelunsas Ux npu Harpesa-
HUKN. PasnusatoT cpefy B NoaxoAsLlyto nabopatopHyto nocygy. CTepunusyloT B aBToknase npu TemnepaType
121 °C B Teuenune 15 muH. Mocne ctepunusaumm pH cpegbl fomkeH 6biTh paseH 7.0 = 0.2 ea. pH npu usme-
peHVn Npu KOMHaTHOI Temnepatype.

5.4.3.3 Arapu3oBaHHas cpefa A/19 06HapyXeHUs MUKPOOpraHu3MoB

5.4.3.3.1 Arapu3osaHHasa cpega Eugon LT 100

5.4.3.3.1.1 Cocrtas

- MaHKpeaTnyeckuin rmgponmsar kasenHa — 15.0r,
nananyeckuii rmaponn3aTt coesoin mykn — 5.0 r;

L-umctmH — 0,7 1.
xnopug Hatpua — 4,0,
cynbut HaTpusa — 0.2 1
rnokosa — 5.5,

AUYHBIA neunTuH — 1.0 1
nonucop6ar 80 — 5.0;
OKTOKCMHON 9 — 1.0 T;
arap— 150,

- Boga — 1000 cm3.

5.4.3.3.1.2 MNpurotosnexne

PacTtBopsT nocnefoBartenibHO fonmMcop6at 80. OKTOKCMHOM 9 U ANYHBIA NeLUNTUH B KUNsALWel Boge A0
MOJIHOTO UX PacTBOpPeHWs. PacTBOPAIOT OCTaslbHble KOMMOHEHTLI, NMepemelunsas ux npu HarpesaHuu. lMepe-
MeLUVBaloT OCTOPOXHO BO U3bexaHne neHoobpas3oBaHus. PasnvBatoT cpesy B NOAXOAALLYI0 1abopaTopHyto
nocygy. CtepunusyloT B aBTok/1aBe npu temnepatype 121 cC B TedeHne 15 muH. locne ctepunusauum un
oxnaxpaeHus pH cpegpl fomxeH 6biTb paseH 7.0 £ 0.2 eA. pH Npu M3MepeHUn Npu KOMHaTHON TeMneparype.

5.4.3.3.2 Tpoune arapv3oBaHHble cpefbl 4719 06HAPYXeHNS MUKPOOPraHM3MoB

MoryT ncnonb3oBaTbCs Apyrve nogxoasiwune cpefbl (cMm. npunoxexue C).

5.4.4 Arapu3oBaHHas cpefia N8 KYy/NIbTUBMPOBAHNA 3TAIOHHbIX WTAMMOB

Vcnonb3yoT arapuaoBaHHyo cpefly C COeBO-Ka3euHoBbIM rngponunsatom (SCDA) nam TpUnToH-CoeBblIi
arap (TSA) (5.4.2.1).
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6 IHCTPYMEHTbl 1 CTekNsiHHas nabopaTtopHas nocyga

NabopaTtopHoe 060pyA0BaHNe, MHCTPYMEHThI 1 CTEK/sIHHAsA Nocya A0/MKHbI COOTBETCTBOBaThL 1SO 21148.

7 lWlTaMMbl MUKPOOPraHM3moB

Lns onpepeneHns adhHeKTUBHOCTM HETPann3aTopoB WCNO/b3YIOT WTaMMbl TUMUYHLIX NpeAcTaBuTe-
neili rpamoTpuLaTenibHbIX Y FpammnosioXUTENbHbIX MAKPOOpraHm3amoB [2]. [5].

- Pseudomonas aeruginosa ATCC 9027 (3kBuBaneHTHbIn wramm: CIP 82.118. uan NCIMB 8626. nu
NBRC 13275. unun KCTC 2513, unun apyroit 3kBMBaSIEHTHbIM WUTAMM M3 HaLWOHANbHON KONNeKuun):

- Staphylococcus aureus ATCC1»6538 (3kBuBaneHTHbIli wtamm: C1P2>4.83. unu NCIMB3) 9518,
nnn NBRC4) 13276, unn KCTC5) 1916, nav apyroil 3KBUBANEHTHbIN LWITaMM M3 HaUWOHaNbHOW Konnek-
uumn).

B kauyecTBe anbTepHaATMBHOIO rpamMoTpuLaTenbHOro WwramMmma MoryT ucnosb3oBaTbes: Escherichia col/
ATCC 8739 (akBrBanieHTHbIN wrtamm: CIP 53.126. nnn NCIMB 8545, nnn NBRC 3972, unn KCTC 2571. unm
[pyroli 3KBMBaNEHTHbI LITAMM U3 HaLWOHaNbHONW Konnekuum).

KynbTypa Ao/mkHa 6biTb BOCCTAHOB/IEHA COrNAcHO MeToAvkaM, npeAyCMOTPEHHbIM MNOCTaBLLVKOM LUTAMMOB.

LLTammbl MOTyT XpaHUTbCA B nabopaTopun B COOTBETCTBUM C [13].

8 O6paweHne c nappPoMepHO-KOCMEeTNYECKOW Npoaykumei
M nabopaTopHbIMK Npobamu

Mpy He06X0AMMOCTU NPOAYKLMIO, MOAIEXALLYI0 UCNIbITAHUSIM, XPaHST NPW KOMHaTHOV Temnepatype. He
cnepyeT BblAepXuBaTb B TepMocTaTe, oxnaxaaTb 1 3amopaxusaTtb npoayxumnio (3.2) u npobsl (3.3) HY A0, HU
rnocsie aHasmsa.

OT60p NPo6 NapgrMePHO-KOCMETUYECKOW NPoAYKLMM, NoANexalleil aHanunsy, AOKEH OCYLLECTBASATb-
CA cornacHo MeToauvke, nNpuBefeHHo B ISO 21148. AHanusnpyloT Npobbl B cOOTBETCTBMM C ISO 21148 1
HVXecneayLwen MeToaUKON.

9 MeToguka
9.1 O6wume pekomeHgaumu

[LNsi NoAroToBKU NPO6bI, NPUFOTOB/IEHUS] UCXOA4HOV CyCNeH3un U pa3BefeHUil UCNoNb3yoT CTepusibHble
maTepuasbl, 060pyA0BaHNE 1 acenTuyeckre MeTofbl. B criyuyae NpuroToBNEHNSI NCXOAHOI CycneH3nn B Noj-
xogswem pasbaButene BpeMsi Mexay OKOHYaHWEM MPUroTOB/IEHUS! CYCMEH3UM N MOMEHTOM ee BHECEHUs B
6Y/IbOH N5 06OralleHnst He A0/MKHO NPeBbIWaTh 45 MUH. eC/M MHOe He OFTOBOPEHO B COOTBETCTBYIOLLMX MPO-
TOKOMax WUn JOKYMEHTax.

9.2 MpuroToBfeHNE NCXOLHON CycneH3nn

9.2.1 O6wme NonoxeHus

McxoHYI0 CyCrneH3unio roToBAT 13 HaBeckn npobbl (3.3) B konnyectse He meHee 11 unm 1 cm3 xopowo
nepemMeLLaHHoi aHanu3MpyemMoii npogykumu (3.2).

OTMeuyatoT S. TOUHYI0 Maccy UM TOUHbI 06beM NPoGbI.

WcxogHasa cycneHsns o6bl4HO NpeacTasnseT coboi passegerne 1.10. MoryT notpe6osartbca 60MbLuve
06beMbl pasbasuTens unn 6ynboHa Ansa oboralleHns, ecnv npegnonaralT BbICOKME YPOBHU KOHTaMUHaL MK
npoAayKuun n/vnmn aHTUMUKPOGHbIE CBOWCTBA BCe eLle MPUCYTCTBYIOT B pasBefeHmun 1:10.

ATCC — American Type Culture Collection (AMepuKaHcKas KONIeKLmsi TUNOBbLIX KyNbTyp (MAKPOOPraH13MoB).
2) CIP — Institut Pasteur Coflection (Konnekuusi nHctutyTta Mactepa).
3>NCIMB — National Collection of Industrial and Marine Bacteria (HaunoHanbHas Konnekuus npoMbILLAEHHbIX 1
MOPCKUX GakTepwuii).
J: NBRC — National Biological Resource center (HauyoHabHbI LLeHTP 61M0/10TMYeckrx nccnefoBaHnii).
5>KCTC — Korean Collection for type culture (Kopelickas Konnekuus TnoBbIX KynbTyp).
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9.2.2 BogopacTtBopumas npoayKuuns

MepeHocAT HaBecky S nMpob6bl MPOAYKUMU B COOTBETCTBYOLWMI 06beM (Hanpumep, 9 cM3) HelTpannsun-
pytowero pasbasutens (5.2.2). unn pas6asutens (5.2.3), unm 6ynboHa ansa o6oraweHus (5.4.3.2) B 3aBucu-
MOCTM OT ncnosb3yemoro metoga (9.3 nam 9.4).

PernctpupytoT cTeneHb passefeHus 6.

9.2.3 HepacTtBopumas B Boge NpoAyKums

MepeHocAT HaBecky S NPo6bl NPOAYKLMM B NOAXOAALLYI0 MOCYAy, COAEPXalLlylo onpeAeneHHoe Konu-
4YecTBO COMOOMIN3NPYIOLLLErO KOMMOHEHTa (Hanpumep, nonvcop6ar 80). AvucneprupytoT Npody n fo6aBnsaT
cooTBeTCTByOWMI 06bem (Hanpumep. 9 cm3) HelTpanusmpytowero pas6asutens (5.2.2), unu pasbasutens
(5.2.3). unn 6ynboHa Ans oboraweHuns (5.4.3.2) B 3aBUCUMOCTM OT uUcnonb3yemoro metoga (9.3 unum 9.4).

PernctpupytoT cTeneHb passefeHus d.

9.3 MeToabl nogcyeta

9.3.1 Pa3BefeHus 4ns MeToL0B nojcyeta

O6bIYHO UCXOfHAasA cycneHsus sBnseTcsa nepsbiM passefeHuem (10™). Mpu HeOBGXOAUMOCTU TOTOBAT
[ONONMHNUTENbHBIN PAf AecATUKPaTHbIX passegeruii (1 : 10) n3 UCXOAHOWM CyCneH3un, UCnofb3ys TOT Xe pas-
6aBuTesNb (COrNacHo OXnAaeMoMy YPOBHIO KOHTAMUHAL MU NPOAYKLMK).

Kak npasuno, nogcyeT NpoBOAAT, UCMONb3Ysl HE MeHee [BYX napasnefibHbiX yawek Metpn. Ho MoXHO
1Cnonb30BaTh ¥ OAHY yallKy MNeTpu B Ciyvae 1Cnosib30BaHUs OOLENPUHATON NPaKTVKK UCTIbITAHNIA AN ecnu
nojcyeT NPOBOAAT Ha NocnesoBaTe bHbIX Pa3BefeHNsX 0AHON 1 TOW Xe Npo6bl UK B COOTBETCTBUN C paHee
MOJSTlyYEHHbIMN pe3ynbTaTtamu.

9.3.2 YaweuHble MeToAbl

9.3.2.1 MeTog € ucnonb3oBaHneM rnybuHHOro nocesa

B vawku MeTpu gnametpom 85— 100 MM BHOCAT 1 CM3UCXOAHOW CyCNeH3nmn n/nunu ee passefeHus, npu-
rOTOB/IEHHOTO COOTBETCTBYHLMM 06pa3omM (cMm. pasgen 13). n 3anuBawoT 15—20 cM3 pacnsiaB/ieHHol arapu-
30BaHHoOl cpegpl (5.4.2). koTOpasa NoagepXunBanachb B TaKOM COCTOSHUM Ha BOAsAHON 6GaHe npu Temnepartype
He 6onee yem 48 °C. Ecim ncnonb3yoTcs valky Metpu 60nbLIero guameTpa, COOTBETCTBEHHO YBenymBaeT-
CS KONIMYECTBO arapnM3oBaHHOW cpefbl Ha YallKy.

MepemeLwwnBaoT NCXOAHYHO CYyCMeH3no Uunu ee passefieHne co cpefoil, OCTOPOXHO Bpalas Yalluku
KPYroBbIM1 ABWXEHWSMW A5 NOSIHOrO pacnpegenexHvs npobbl. [aloT cpefe B yawkax [eTpu 3acTbiTh Ha
rOpU30HTa/IbHON NOBEPXHOCTU MPY KOMHATHON Temnepartype.

9.3.2.2 MeTop C UCnosib30BaHNEM MOBEPXHOCTHOIO Nocesa

B vawku MeTpn gnametpom 85—100 mm 3anmBarT no 15—20 cmM3 pacnnaB/ieHHOW arapu3oBaHHOM
cpegpl (5.4.2). KOTOpaa nogaepxuBanacb B TakOM COCTOSAAHWM Ha BOASHON 6aHe npv Temnepatype He 6onee
yem 48 °C. Ec/im npumeHsIoTCA Yaluku MNeTpu 60MbLIero gmamMeTpa, COOTBETCTBEHHO yBEIMUMBAETCA KONnye-
CTBO arapu3oBaHHOl cpepl Ha Yallky. laloT cpefe 3acTbiTh, HANPYMEP B NaMUHAPHOM LUKady Uam B TepMo-
cTaTe. Wnatenem pacnpegenstoT no NOBepxHOCT cpedbl He MeHee 0.1 cM3 NCXOAHON CyCneH3un unnm ee
pasBefeHusl, NPUroTOBIEHHOIO COOTBETCTBYIOLMM 06pa3om (cMm. pasgen 13).

9.3.2.3 MeTog Mmemb6paHHol hunbTpaumm

Mcnonb3yloT membpaHHble huabTpbl C pasmepoM nop He 6onee 0,45 MkM.

MepeHoOCAT COOTBETCTBYIOLLLEE KOMMYECTBO UCXOAHOM CYCMEeH3nn Un ee pasBefeHus, NPUroToBIeHHO-
ro COOTBETCTBYIOLWMM 06pa3oM (NpefnoyTuTenbHo He meHee 11 van 1 cM3 NpogykuumM) Ha mMeM6paHHbIi
unbTp. PUNLTPYIOT CPasy Xe M MPOoMbIBAT MeMbpaHHblli hunbTp (cnegys meToavike, paspaboTaHHON B
npouecce sannaauuu, cMm. pasgen 13).

MepeHocAT MembpaHHbI huabTP Ha MOBEPXHOCTb arapn3oBaHHoli cpegpl (5.4.2).

9.3.2.4 VHkybauus

Ecnun He oroBopeHo MHoe, nepeBopaynBaloT MHOKY/IMPOBAHHBIE YallkM BBEPX AHOM U NOMELLA0T UX B Tep-
MocTaT, NoAAepXuBatoLLmii Temnepatypy (32,5 £2,5) eC. Ha (72 £ 6) u. Mocne TepMocTaTMpoBaHUs, ecnv 310 BO3-
MOXHO, MOCEBbI Cpasy Xe NCCNeayT. B NpoTMBHOM c/lyyae X cnefyer XpaHuTb B X0N04WIbHUKE He 6onee 24 u.

MpumeuyaHue — B HEKOTOPbIX CAyYasx, EC/N CYLLECTBYET BEPOATHOCTb TOT0, YTO YacTMLbl NPOAYKUMM By ayT
NPUHATBLI 32 KOMIOHUW, LeIeco06pasHO NPUroTOBUTL Ay6AMPYIOLLIME YallKW, CoAepkKallye Te Xe pa3seeHus npobsl 1 ara-
pu30eaHHyto cpeay, KOTOPbIE XPaHSIT B XONOAMIbHIKE A5 CPABHEHMUS C MHKYGMPOBAHHLIMM YallKamm.

9.4  O6oralieHune

9.4.1 O6wme NosoXeHNs
MexoaHyto cycneHsuio rotosat (cMm. 9.2) B 6ynboHe ansA oborauweHns (5.4.3.2). BblIGpaHHOM corfacHo
meToauke, pa3paboTaHHO BO Bpemsa Banmgauun (cMm. pasgen 13).

6



FOCT ISO 21149—2013

9.4.2 WHKyb6aunsa npobbl

9.4.2.1 O6LwWue NnonoxeHns

WNHKY6GUPYIOT WCXOAHYH CyCMeH3uio, npurotoeneHHyio B OynboHe (5.4.3.2), npu TemnepaType
(32.5 £ 2,5) eC He meHee 20 u.

9.4.2.2 CybkynbTypa

C nomoLybio CTepunbHOW nuneTkn nepeHocaT 0.1-0.5 cM3 UHOKY/IMPOBaHHOW CyCMeH3un Ha nosepx-
HOCTb Yalwku MeTpu (auametpom 85— 100 MM), cogepxalleit npubnmanTensHo 15—20 cM3 COOTBETCTBYIO-
et arapusoBaHmoli cpefbl (5.4.2.1). Ecnu ucnonb3ytoTcs 60/blune yallky eTpu, COOTBETCTBEHHO 06HLEM
cpefbl Ha yalliKy Bo3pacTaer.

9.4.2.3 NHKy6auunsa cyb6KkynbTypbl

He nepeBopauvBalOT MHOKYIMPOBaHHYIO YaLlKy MeTpu A0 Tex nop. noka arapusoBaHMas cpeja B Hell He
3aCTbIHET, 3aTeM CybKynbTypy MHKYbupytoT npu Temnepatype (32.5 + 2.5) °C B TeyeHue 48—72 u.

10 MopacyeT KONOHWIA (HawWeyYHbiM MEeTO40M U MEeTO40M
MeM6paHHOI chunbTpayun)

Mocne nHKy6aunyn NOACUNTLIBAKT KOMIOHUN:

- Havawekax MeTpu, cogepxalymx ot 30 Ao 300 KONOHWIA; Npu noacyeTe MeHee Yem 30 KonoHuii cM. 12.2.3;

- Ha MeMbpaHHbIX hunbTpax, cogepxalumx ot 15 a0 150 konoHwiA; Npyu nogcyeTe meHee yem 15 koso-
HWUIA cm. 12.2.3.

11 OG6HapyxeHue pocTa (C ucnonb3oBaHnem oboraweHus)

Mocne NHKY6MpoBaHUA CyoKyNbTYpbl NPOBEPSAIOT NOBEPXHOCTL arapa ¥ permcTpupyroT NpucyTcTBUE Un
OTCYTCTBME pocTa.

12 O6paboTka pe3ynbTaToB

121 Onpe,u,eneHVle KosimyecTea MUKpoOoOpraHn3mMoB nNpu nocese Yalwey4HbIM METOA40M

BbluncnsatoT yncno N MMKpPOOPraHM3MoB, NPUCYTCTBYIOLWUX B MPo6e S. ucnonb3ys:

T — cpegHeapndMeTMYECKOe OKPYIIEHHOE YMC/I0 KOMIOHMIA U3 ABYX Yallek MeTpu no dopmyne (1);
C  — YMC/IO0 KOJIOHWI, MOACUYUTAHHBIX HA OAHON Yallke no opmyne (2). um

3¢ — cpepHee B3BeLLEHHOE YMC/O KOIOHUIA, NOyYeHHOe 13 ABYX Moc/efoBaTeslbHbIX pa3seAeHunii no

copmyne (3):

N =mli(V «d), )
N =cl(V «d), 2
N =xc(y d), 3
rae T — cpeAHeapudMeTMyecKkoe YMCo KOTOHWIA, NoyvyeHHoe 13 AByX vallek Metpu;
V — 06beM VHOKY/IATa, BHECEHHOTO B KaXKAyH0 yallky, cM3;
d — koathdhmumeHT pasBefeHns, COOTBETCTBYIOLMI pasBefeHNo NPy NPUroTOBIEHUN NCXOLHON Cy-
cneH3un (9.2) unu npu NepBom NOACHUTAHHOM pasBefeHun,
C — YWCNO KOMOHWIA, NOLCUYNUTAHHBIX HA OAHO yallke;

Yc — cpefHee Ync/o KOMOHWIA, NoyYeHHOe M3 ABYX NOC/EA0BaTE IbHbIX PAa3BEAEHUA 1 BblUMCIeHHOE
cnefyouMm 06pasom:

m +0.1n, (4)

roe £ ¢ — cymma KOJIOHWIA, NOACUNTAaHHbIX HA BCEX Yallkax, BblGpaHHbIX 418 nojcyeTa 13 AByx nocnefoBa-
TefbHbIX pa3BefeHuiA;
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n, — KO/MMYECTBO uallek, UCMO/Ib30BaHHOE A NofcyeTa KoMYecTsa MUKPOOPraHM3MOB B UCXOAHO
cycneHsuu (v B NepBOM U3 NOACUMTAHHbLIX Pa3BeaeHuii);
N2 — KOMMYECTBO Yallek, Ha KOTOPbIX MOACUYNTAHO KOSIMYECTBO MUKPOOpraHnaMoB Ansi 10 1 pasBefe-

HWSA MCXOAHON cycneH3umn (Uam ANS BTOPOro NMOACUYMTAHHOIrO pasBefeHus).
OKpYrNst0T BbIYNC/IEHHbIN pe3ynbTaT A0 ABYX 3Havawux umdp. Mpu aToMm, ecnu nocnegHss uudpa me-
Hee 5. npegwecTsyowan uudpa He n3MeHseTca; ecnm nocnefHas uudpa 5 nnn 6onee, npefLecTByOLLYIO
undpy yBennumnsaroT Ha eauHuLy. MpogokaoT NoaTanHo A0 Tex nop. noka Ase 3Havaline umdpsl He byayT
nonyyeHol. OTMeYyaloT nonyyeHHoe ymcno N.

12.2 WNHTepnpeTauna pesynbTaTtos

12.2.1 MNpuHMMalOT BO BHYMaHWEe M3MEHYMBOCTb, KOTOpPas CBOMCTBEHHA YalleyHbIM MeTodam nofcyeTa.
[lBa pesynbrara AO/KHbI PacCMaTpUBaTLCA Kak pasfinyHble TOMbKO TorAa, Korga pasHocTb npesbiwaet 50 %
Unu Korga ata pasHoCTb, BblpaXeHHas norapudmuyecku, 6onee 0.3.

[ns 6onee TOYHOro nofcyeta yuuTbiBaAlOT TOMbKO Yallku, Ha KOTOPbIX cogepxutca oT 30 fo
300 KONOHWI, U MembpaHHble hunbTpbl, cogepxawme ot 15 go 150 KosOHWiA. MpoOBEpsAT, YTOObI
nofcyeTbl 6bIM NONYyYEHbl U3 pa3BefeHunil, NOATBEPXAEHHbIX NYTEM Banugauun BblbpaHHOro Metoaa
(cm. pasgen 13).

12.2.2 Ecim uncno KOE 6onee 30 n meHee yem 300 Ha yalikax unm 6onee yem 15 n meHee vem 150
Ha MeMbpaHHbIX (hunbTpax, rae S — macca wim o6bem npobbl (9.2), pesynbTaTt BblpaXatoT cnegyowmm 06-
pa3om:

- ecnm S He MeHee 11 uam 1cm3, a V He MeHee 1 cM3: KONNYECTBO Me30N/bHbLIX a3POBHBIX MUKPO-
OpraHM3MoB Ha Kybuueckuii caHTUMETp unu rpamm npobel = AJ/S;

- ecnn S meHee 11 unm 1 cm3u/vnu V meHee 1 cm3: KOIMYECTBO Me30(PUNbHBIX a3pOBOHBIX MUKpoopra-
HW3MOB B Npo6e (0TMeyatoT TeCTUPYMOe KOMYeCTBO NPo6bl, NPMHMMas BO BHUMaHne Su V) = N.

BbipaxaloT pesynbtar kak uucno mexgy 1.0 n 9.9. yMHOXEHHOe Ha COOTBETCTBYIOLYIO cTeneHb 10
(cm. npumepsl 1. 2. 3, 7).

12.2.3 Ecnu KOE meHee 30 Ha yalkax uavM MmeHee 15 Ha MeMbpaHHbIX UIbTpax, BblpaxalT pesynbtaT
cnegyowmum obpasom:

- ecnn S He meHee 11 unu 1cm3un/mnn V He MeHee 1cm3: KONMYECTBO Me30hn/IbHbIX a3PO6HbBIX MUKPO-
OpraHM3MOB Ha KyGu4yeckuii caHTUMETp UnAn rpamm npobsl = N/S:

- ecnn S meHee 11 unm 1 cm3u/mnun V meHee 1 cM3, KONMYeCTBO Me30(hUbHBIX a3pO6HBIX MUKpoopra-
HVM3mMOB B npo6e = N.

rae S — macca nam o6bem nNpo6sl (9.2). BeipaxatoT pesynbTaT Kak uncio mexay 1.0 n 9.9. yMHOXeHHoe
Ha 10 B cOOTBETCTBYIOLEN cTeneHun (cM. npumepbl 4—-6).

12.2.4 Ecnv Ha Yalikax OTCYTCTBYeT pOCT, pe3ynbTaT BbipaxatoT clegyloLwMm o6pas3om:

- MeHee yeM Md -V S Me30(U/IbHbIX a3PO6HbLIX MUKPOOPraHW3MOB Ha rpamMM WM KyGUYeckuii caHTu-
MeTp nNpoaykumu (S He MeHee 11 unn 1cm3);

- MeHee yeM Md ¢ V Me30(hubHbIX a3ap0o6HbIX MUKPOOPraHM3MoB B Npobe S (0TMevalT nccnegyemoe
KONM4ecTBO Npobbl, MpUHMMas Bo BHUMaHue S u V) (S meHee 11 wuam 1cm3),

roe d — koachhuUMEHT pasBefeHns UCXOAHON cycneHsmm (9.2) n V paBeH 1 (g5 meToda € UCNOMb30-
BaHMeM rnybuHHOro nocesa v ans MembpaHHoli dunbTpayumn) nnm 0,1 (AnA mMetToga c MCNOb30BaAHWMEM MO-
BEPXHOCTHOro nocesa) (Cm. npumep 8).

12.3 Mpumepsl

12.3.1 Mpumep 1. YyeT No ABYyM Yallkam O4HOro passefeHus

S=1runm 1cm3; V - 1; nonyyeHHble noAcyeTbl: AN passegeHns 10 1— 38 n 42.

[ns copmynbi (1):

N=mlI(V- d)=40/(1 » 10'1) =40/0.1 =400 unn4 102 Me30(pnNbHbIX a3PO6HBLIX MUKPOOPraHU3MOB
Ha Ky6u4yeckuii CaHTUMETP UAx rpamm npoosbl.

12.3.2 Npumep 2. YyeT No O4HON vallke

S=1runm 1cm3; V= 1; nonyyeHHbIii nogcyeT: Ana passegeHns 10'1— 60.

Ona popmynsbl (2):

N=c/(Ved)-60/(110'1)=60/0.1 =600 nnm 6 * 102 Mme30hUbHbIX a3POOHBLIX MUKPOOPraHU3MOB
Ha Ky6uyeckuii caHTUMETpP UAx rpamm npoobbi.

8



FOCT ISO 21149—2013

12.3.3 MpumMep 3. Y4YeT No ABYM HallkaMm [BYX NocrefoBaTesibHbiX pasBegeHuii

S =1rwmm 1cm3; V- 1; nonyyeHHbld noacyeT; ansa passegeHus 10'2— 235 un 282; ans passefeHus
10*3 — 31 1 39.

Lna cdopmynsl (3):

N=xc I (V d)=235+282+31+39/1(2 0.1 m2) +10*2=587/0.022 = 26 682.

OKpyrnsas pesynbTar, kak yCTaHOBMEHO Bbille, noayyaem 27000. nnun 2.7 « 104 Me30pubHbIX a3pO6HbIX
MWKPOOPraHM3MoB Ha KyOWUYECKUiA CaHTUMETP WU rpamM Mpoobbl.

12.3.4 Mpumep 4. Y4oT No ABYM MeM6GpaHHbIM (hunbTpam o4HOro passeneHuns

S =1rwumm 1cm3; V= 1; nonyyeHHblli nogcyeT; AnsA passegerHus 10*1— 18 n 22.

Lna cdopmynsbl (1):

N=T17 HV md) =20/(1 «10*1)=20/0,1= 200 nnu 2 * 102 Me30(h1/IbHbIX a3PO0OHbLIX MUKPOOPraHM3MOB
Ha Ky6u4eckuii caHTUMETpP WUAN rpaMM Mpo6sbl.

12.3.5 Npumep 5. YueT no 0gHOMY MOM6GpaHHOMY PUIbTPYy

S=1rumm 1cm3; V- 1; nonyyeHHbll noacyeT; Ans passegexHmsa 10~1— 65.

[na dbopmynsbl (2):

A=c/(V d)=65/(1 +10"1)=65/0,1 =650. n1n 6.5'1 02 Me30(pnNbHbIX a3PO06HbIX MUKPOOPraHM3mMOB
Ha Kybuyeckuii caHTUMEeTp v rpaMmM Npoobl.

12.3.6 Mpumep 6. YuyeT no AByM MembpaHHbIM (hunbTpam U3 ABYX NocnefoBaTe/lbHbIX pa3sefeHui

S =1ruam 1cm3; V = 1; nonyyeHHblin nogcyeT; Ana passegenns 10*1—121 u 105; ana passefeHus
10-2— 151 25.

[na dopmynbl (3):

N=Yc/(V d)=121 + 105+ 15+25/1 (2 0.1 «2) «+10“1=266/0.22 = 1209.

Okpyrnsas pesynbTarl, Kak ykasaHo Bbilwe, nonydyaem 1200. unm 1.2 « 103 Me30U/IbHbIX a3PO6HbIX MU-
KPOOPraH3MoB Ha Kybuyeckuii CaHTUMETP WaW rpaMM npoobl.

12.3.7 Npumep 7. YyeT no ABYM yYallkam OLHOro pasBefeHuns

S=1runm 1cm3; V- 1; nonyyeHHblli nofcyeT; AnsA passegeHus 10*1— 28 n 22.

Ona cdopmynbl (1):

N=pal (Ve<)=25/(1 KIr1)=25/0,1=250.

Mony4yeHHoe ymcno pasHo 250. unn 2.5 102 Me30hUbHbIX a3PO6HbLIX MUKPOOPraHM3MOB Ha CaHTU-
MeTp Ky6uyeckuii Unm rpaMm npo6sbl.

12.3.8 Npumep 8

S=1rwumwm 1cm3; V- 1; nony4yeHHbln noacyeT, ana passegeHuss 10"1— 0 un O (oTcyTcTBME pocTa Ha
[ABYX yallikax).

[na cdopmynsi (1):

WS1HVd),

S1/(1-10*D).

S1/0.1.

S 10.

MonyyeHHoe Yncno paBHO MeHee YyeM 10 Me30(un/bHbIX a3POOHbIX MUKPOOPraHM3MOB Ha Kyouyeckuii
CaHTUMEeTP UAu rpamm npoobsi.

12.3.9 MNpumep 9

S = 1rwmm 1cm3; V= 1; nonyyeHHblin nogcyeT; Ans passegenus 10"1— 0 wm 3.

[na cdopmynsbl (1):

N$m{vd),

S 1.5/ (1 m10*1).

S 1,5/0.1.

S 15.

MonyyeHHoe yncno meHee Yyem 15 me30(ubHbIX a3PO6HbLIX MUKPOOPraHN3MOB Ha KyOU4ecKknin caHTu-
MeTp WAu rpamm nNpooGsi.

12.4 O6HapyxeHue nocsne oborauieHus

B cnyyae o6HapyxeHust pocta (cM. pasgen 11) pesynbTaT npeAcTaB/sioT Kak; Me30(nbHble a3apo6Hble
MWKPOOPraHn3Mbl 0GHAPYXeHbl B HaBecke S Npo6bl, U NPOAO/HKAIT NOACYET, UCMONb3Ys OAWH U3 Npegnara-
eMbIX MeTofoB (cM. 9.3). Ecnn pocT He o6HapyxeH (cM. pasgen 11). pesynbTaTbl NPeACTaB/sAOT Kak: Me30-
(hunbHble a3pob6HbIE MYKPOOPraHU3Mbl He 06HapPYXeHbl B HaBecke S npoGbl.
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13 HeliTpanu3ayunsa aHTUMUKPOOHBLIX CBONCTB NPOAYKLMUN

13.1 O6wume NosaoxeHns

OnucaHHble HXe NpoLeaypbl 4EMOHCTPUPYIOT, YTO MUKPOOPraHU3Mbl MOTYT PacTu B YC/IOBUSIX NpoBe-
[EeHUs aHanmsa.

[Ba WwramMma (CM. pasgen 7). Ucnosib3yeMble A8 NOATBEPXKAEHNS 3TUX CBOMCTB, 06GbIYHO YYBCTBUTESb-
Hbl K aHTUMUKPOGHbLIM areHTam.

13.2 TlpurotoBsieHNe UHOKYNATa

Mepen NpoBeAeHMEM MCNbITAHUIA (418 KXKAOro WTaMMa) 3aceBaloT NOBEPXHOCTb arapuaoBaHHOl cpe-
[bl, cofepxalleil coeBo-ka3enHoBbI rngpanusat (SCDA), unu aopyroit cooTBeTCTBYHOLWEN (HECENEKTUBHOM,
HeHelTpanusnpywLeit) cpeabl. VIHkybupytoT npu Temnepatype (32,5 + 2.5) °C B TeueHne 18—24 y. KoHun-
KOM CTepW/IbHOV NeTan oToMpatoT YacTb Ky/bTypbl U pecycneHaupyloT ee B pasbasutene Aas NpuUrotosne-
HUs 6akTepuanbHbIx cycneHsnii (5.3), 4TOObl NONYYUTb KaNMOPOBAHHY CYCMNEH3UIO C KOMMYECTBOM KIETOK
okono 1 108 KOE/cm3 [HanpumMep, KONMYeCcTBO KIETOK MOXHO U3MepUTb, UCNONb3ys CNnekTpodhoToMeTp, no
1ISO 21148 (npunoxeHne C)]. icnonb3yloT AaHHY0 CYCMEH3MI0 U ee pa3BefeHns B TeueHne 2 u.

13.3 Banugauus metoga rny6UHHONO nocesa

13.3.1 CywHoCTbL MeToga

[ns kak[oro WraMmMa CMeLLMBAKOT HEMTPaIM30BaHHy0 NPoby (MCXOAHYH0 CYyCNeH3Wo Unn ee pasBefeHve B
COOTBETCTBUM C aHTUMMKPOOHOWN aKTVBHOCTbBIO U/IN HN3KO PACTBOPUMOCTbIO MPOAYKLMN) C pa3BefeHneM KybTypbl
MMKpOOpraHu3ma. BoiceBatoT Ha yallky Metpu nnv hunbTpytoT Yepes MmembpaHHbIli hrnbTp. Mocne nHky6rpoBaHus
npoBepsItoT MOPAPONIOTMI0 KOMTOHWI U CPaBHUBAIOT NOJTyHYEHHOE YMCII0 KOMIOHWI C KOHTPOSIbHBLIM (6€3 NPOo6bI).

Ecnun konnuecTBo MykpoopraHuamos coctasnseT meHee 50 % (0.3 log) oT konmyecTBa B KOHTPO/IbHOA
npobe, MoANMULMPYIOT METOAMUKY (MCNONb3Ys ApYyrve pas3baBuTenu, cpeacTsa ANa HelTpanmsauum unm coye-
TaHWs TOro 1 Apyroro, cMm. npunoxexue D). HeobxoayMo NnpvHYMaTh BO BHUMAHUE N3MEHYMBOCTb, CBOMCTBEH-
Hyl0 [N YaleyHoro Metoga nogcyeta. [lpa pesynbTara [0/HKHblI pacCMaTpyUBaTLCA Kak pas/inyHble, TOMIbKO
ecnun pasHocTb npesbiwaeT 50 %. waun, 6yayun BbipaxeHa norapudmmyeckun, npesbiwaeT 0.3. OTcyTcTBME
pocTa MHOKynsaTa fenaeTt UcnbiTaHMe HefelCTBUTENbHbIM, €C/IN TOMIbKO He YyYMTbiBaTb KOHTAMMHALMI0 Npo-
OYKUMN 3TUM MUKPOOPraHU3MOM Kak MasioBEPOSATHYIO.

13.3.2 Banupgaumsa rny6rMHHOro metoga nocesa

CwmelumnBatoT 9 cM3 UCXOLHON CycneH3un u/unu ee passefeHus (passefeHuii) B HeliTpanvaupyoLlem
pasbasutene (Mv B Apyrom, cM. 5.2) ¢ 1 cM3 cycneHsmm MMKpPOOpraHn3MoB, cogepxatux oT 1000 go 3000
KOE/cm3. MepeHocaT 1 cm3 B vawwky MNeTpu (NpeAnoyTuTeNibHO B AiBE NapasifiefibHble Yallku) 1 3annsaroT
15—20 cm3 pacnnaBneHHoN arapnaoBaHHo cpebl (5.4.2). BblAepXaHHOW Ha BOASAHONM GaHe npu Temnepa-
Type He Bbiwe Yem 48 BC. MapannenbHo NpUroTaBnBatoT U AenaloT KOHTPO/IbHbIA NOCEB, NCNOMb3YS TOT Xe
camblii pa3baButesib 1 Ty Xe camyto CyCNeH3no MUKPOOPraHn3mMoB, HO 6e3 NpoobbI.

Mocne nHky6aunn B TeueHne 24—72 4 npu Temnepatype (32,5 + 2,5) °C nogcunTbiBAOT KONOHUM Ha
yalukax u cpaBHMBAIOT C pesysibTatamu, NolyYeHHbIMWU NPU UCNbITaHWUKW, 1 pe3ynbTatamy KOHTPOJIbHOIO UCHbI-
TaHusA. Pasbasuteslb 1 MeTO NOACYETA CUUTAOT NOAXOAAWMMN Npu passedeHun 1.10 (korga nucnosnb3yeTcs
1 cM3 UCXOAHOW CyCreH3un), ecnn KoNMyecTBO MUKPOOPraHu3mMoB cocTasniseT He meHee 50 % (0.3 log) oT
KOnn4yecTsa MMKPOOPraHM3MOB B KOHTPO/IbHOM Mocese.

13.3.3 Banugauusa noBepxHOCTHOro Metoga nocesa

CwmewnBaT 9 cM3 NCXOAHONM cycneH3un n/vnn ee pasBefeHus (pasBefeHuil) B HEMTpannsmpyoLwem
pas6asutene (Mnu B Apyrom, cM. 5.1) ¢ 1 cM3 cycneH3un MUKPOOpPraHuM3moB, cogepxawmx oT 10000 go
30000 KOE/cm3 kneTok (unn meHee, ecnu pacnpegensaioT 0.5 cm3 unm 1 cm3). PacnpenensioT He mMeHee
0.1 cM3 Mo NOBEPXHOCTWN TBEpAOW arapmaoBaHHoi cpeppbl (5.4.2) (NpeanoyTUTENBLHO B ABE MapasnesbHble
Yaluku). MapannensHO NpUroTaBanBalOT U AenarT KOHTPO/bHbLIA NOCEB, NCMNO/Mb3YsA TOT Xe caMblil pa3basu-
TeNb U Ty Xe caMyto CyCNeH3n0 MUKPOOPraHn3MoB, HO 6e3 npobbl.

Mocne uHky6auunn B TeyeHne 24— 72 4 npu Temnepatype (32,5 = 2,5) °C noacunTbiBalOT KOMOHUM Ha
yalukax 1 cpaBHMBAIOT C pesysibTaramu, NolyHeHHbIMU NPU UCTbITaHWUK, 1 pe3y/ibTatamyu KOHTPOJIbHOTO UCHbI-
TaHus. PasbaBuTenb U METOZ NoAcyeTa CUMTalT A4eNCTBUTENbHBIMY Npy pa3BedeHun 1:10 (korga ncnonbay-
eTca 1 cM3 NCXOAHOM CycneH3nm), ecnv KONMYecTBO MUKPOOPraHn3mMoB cocTaBnsieT He MeHee 50 % (0,3 log)
OT Ko/InYecTBa MUKPOOPraHN3MOB B KOHTPOJIbHOM MOCEBE.
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13.3.4 Banugauma metoga membpaHHoli dounbTpaymm

CwMeLLnBatoT COOTBETCTBYIOLLEE KOMMYECTBO UCXOAHON CycneH3un npobbl Unn ee pasBefeHusi, NCNosb-
30BaHHOrO B ucnbITaHun (cm. 9.3.2.3). N COOTBETCTBYIOLLEE KONMYECTBO KaJIMOPOBAHHON CyCNeH3Un MUKPO-
OpraHM3MOoB. KO/IMYECTBO KETOK B KOTOPOIi COOTBETCTBYET NpnbnunsutensHo 100 KOE/cm3.

duUNbTPYIOT Cpasy xe BeCcb 06beM Y MPOMbIBAIOT MEMOPaHHbI UNbLTP, NCNONb3Ys HE06X0AUMbIE 00b-
embl Bogpbl (5.1). pasbasutens (5.2.3) nnn Helitpanusartopa (5.2.2). MNepeHocaT Mem6paHHbIii UAbTP Ha no-
BEPXHOCTb COOTBETCTBYHLLEN arapm3oBaHHoi cpegpl (5.4.2).

MapannenbHO roTOBSAT KOHTPO/bHbLIA MOCEB NPU YCNOBUAX, ONUCAHHBIX Bbile, HO 6e3 Npobbl Npoayk-
LUmn. PuAbLTPYIOT 1 NPOMbIBAIOT KOHTPO/Ib MPU TEX Xe YCIOBUSX.

Mocne nHky6auum B TeueHne 24— 72 4y npu Temnepatype (32.5 = 2.5) °C nogcuutbiBalOT KOIOHUM Ha
MeM6paHHbIX (hUbTPax U CpaBHUBAIOT C pe3y/ibTaTaMu, NoNyYeHHbIMU NPU UCMbITaHWUK, U pe3yfibTatamu KOH-
TPONLHOTO MCNbITaHWA. MeTof MembpaHHoi unbTpauum 1 pasbasuteslb CHUTAIOT NOAXOAALLMMU, €CN KO-
NIMYECTBO MUKPOOPraHM3MOB COCTaB/sieT no KpaiHeli mepe 50 % (0.3 log) OT konMyecTBa MMKPOOPraHM3mMoB
B KOHTPO/IbHOI Npo6e.

13.4 Banupauus mMetoAa 06HapYXEHUs MUKPOOPraHW3MOB C UCMNO/Mb30BaHUeM o6oraueHus

13.4.1 NposefeHne nUcnbiTaHnsa

B npo6upkax, cogepxalmnx no 9 cm3 pasdasutens gns 6akrepuanbHbix cycneHsuii (5.3), roToBsT pag
pasBefieHnii WTamMmma Kaxaoli kanmbpoBaHHON cycneH3nu, AN Toro 4Tobbl NOMYUYNTb KOMYECTBO KNeToK OT
100 go 500 KOE/cm3. ins noacuyeta OKOHYaTE/IbHON KOHLEHTPaLMM XN3HECMOCO6OHbIX MUKPOOPraHM3MOB B
CTaHAapTHOI cycneH3umn nepeHocAaT 1 cM3 cycneH3un B yallky MeTpu n 3anmBawoT 15—20 cm3 pacnias/ieH-
Holi arapu3oBaHHoi cpegpl (5.4.2), BblAepXaHHO Ha BOASAHOW 6aHe npu TemnepaType He Bbiwle 48 °C.

WHkybupytoT npu Temnepatype (32,5 +2.5) °C B TeuyeHne 20—24 u.

BbINONHAIOT ABa NapasinesibHbIX NPUroTOBNEHNSA (4B€ NOBTOPHOCTM) UCXOAHON cycneH3un npoobbl (3.3) B
yCNoBuAX, BblIGpaHHbIX ANA aHanusa (He MmeHee 11 unm 1cm3 npoaykuuu, onpegeneHHblii 06bem 6ynboHa Ans
oborauenmns (5.4.3.2)]. ncnonb3ys Npobupkn nam konbbl. B ogHy npobupky (MCMbiTaHWe Ha NoATBepXaeHue)
acentuyeckn BHOcsT 0,1 cmM3cTaHAaPTHOM CyCneH3nn MUKPOOPraHn3mMoB. CMeLLVBatoT, 3aTEM MHKYOUPYIOT Kax-
Oy1o Npobupky (TecTpoBaHue Ha Ba/iMaLuuio U KOHTPOsb) Npu Temnepatype (32.5 +2.5) °C B TeueHne 20—24 u.

Mcnonb3ya cTepunbHylo NUNeTKy, U3 Kaxaow npobupku unm konbbl nepeHocaT no 0.1—0.5 cm3 (npu
TEX XE YCNOBUSIX, YTO M B UCMbITAHWNMN) NHKYBUPOBAHHOM CMECK Ha MOBEPXHOCTb Yallku MeTpu (gnameTpom
85—100 mMm), cofepxatlein npuonnsntensHo 15—20 cm3 COOTBETCTBYIOLLEN arapM30BaHHON cpefbl.

WNHKy6upyloT vawikvi npu temnepaType (32.5 £ 2.5) °C B TeyeHne 24—72 u.

13.4.2 NHTepnpeTaums pesynbLTaTos

B OTHOLWEHMM Kax4oro lwramma npoBepsitoT, YTobbl CTaHAapTHasA CyCcneH3ns MUKPOOPraHu3mMoB coep-
xana ot 100 go 500 KOE/cm3.

HeTpanusauus v metog obHapyXeHus BanuavpyroTCs. eciin AeTEeKTUPYeTCA XapaKTepHbI pocT Mu-
KPOOPraHW3moB. TaKoW Kak:

- Ana Staphylococcus aureus, kynbTypa NUrMEHTAPOBaHA B XENTbIN LBET,;

- ona Pseudomonas aeruginosa: 3e/ieHOBaTo-Xentas KynbTypa.

KynbTypa MHOKY/NIMPOBAHHOTO MWKPOOPraHu3mMa OTMeyaeTCs Ha vallke ANA NOATBEPXAEHWS, pOCT Ha
KOHTPOJIbHOW yallke He oTMeYaeTcs.

Korfa pocT oTMeyaeTcsi Ha KOHTPOJIbHOW Yallke (KOHTaMUHMPOBaHHAaA NPOAYKLMS), HedTpanusaumsa un
MeTo/ 06HapYXeHUsI NOATBEPXKAATCS B Cyyae, ecu MMOKYMPOBaHHbIA MUKPOOPraHn3m Obln BblAENeH Ha
BaIMAaLVOHHOW YaLlke.

13.5 NHTepnpeTaumna pe3ynbTatoB Banmgaunu

OTCyTCTBME poCTa Ha Ba/MAALMOHHbIX Yallkax eTpu ykasbiBaeT Ha TO. YTO aHTUMUKPO6HAs akTUB-
HOCTb NO-NPEXHEMY NPUCYTCTBYET U leN1aeT HE06X0AMMbIM U3MEHEHWE YC/I0BUIA AaHHOTO MeToAa. ITO MOXeT
ObITb JOCTUTHYTO YBENMYEHNEM O06BHEMA NMUTATE/IbHOTO GY/IbOHA (KOIMYECTBO MPOAYKLMM OCTaeTcs oAvHa-
KOBbIM), UM BBEAEHMEM [OCTATOUHOrO KO/IMUYECTBA UHAKTUBUPYIOLLEro areHTa B NUTaTesbHbli GY/bOH, Uan
COOTBETCTBYIOLEN KOMBMHALME U3MEHEHWIA, AN1A TOro YTO6bI 06ecneynTs POCT MUKPOOPraHU3MOB.

Ecnu, HecMOTpsi Ha BBEAEHUE COOTBETCTBYHOLLMX UHAKTUBMPYIOLLMX areHTOB U 3HAYUTE/IbHOE YBesu-
yeHne o6bema 6y/bOHA, BCE elle HEBO3MOXHO pereHepupoBaTh XM3HECNoCOoGHbIe Ky/lbTypbl, KAk ONUcaHo
Bbille, 3TO yKasbiBaeT Ha TO, YTO flaHHasi NPOAYKLMS, BEPOSITHO, He MOXET ObiTb KOHTAaMUHUPOBaHa onpege-
NEHHBIM BUOM MUKPOOPFraHW3Ma.
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14 T1poTOKON UcCnNblITaHUA

MpOTOKON MCMbITAHWUA AO/MKEH BKIOYaTb CieayloLee:
a) BCHO MH(hOpMaLMio, HEOBXOAUMYH ANst NOMHOW UAEHTUMMKALUN NPOAYKLNY;
b) MCNONb3yeMbI METOL;

C) NoflyyeHHble pesynbTarthl;

d) BCe geTanu NpuroToBneHUs UCXOAHOM CycneH3nm;
€) onucaHue MeToja C UCMOo/b3yEMbIMW HeliTpanM3aTopamy U NuTaTeslbHbIMU cpejamu;

f) nogTBEepXAEHMe MeToAa, faXe ec/v UCMbITaHe NMPOBOAUNOCH OTAE/bHO:
[) Nto6ble MOMEHTLI, He yKa3aHHble B HACTOsILLEM CTaHAapTe WU paccMaTpuBaeMble Kak Heo6s3aTe lb-
Hble, BMECTe C fleTasisiM1, KOTOpble MOTYT NOB/UATL HA MOYyYEHHbIE Pe3y/bTaThl.
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MpunoxeHne A
(cnpaBoyHoe)

Mpouve HeliTpanusmpyouime pasdaButenu

A.1 O6wume nonoxeHuns

To6oii HelTpanuayLMii pa3baBuTeNlb MOXET UCMOb30BATLCS A1 NPUTOTOBIEHUS UCXOAHO CYCMEH3UN, eCTN OH
6yAeT NpoBepeH 1 noaTeepkaeH. HuxenpueeaeHHble pasbasuTenn SBSIOTCS NPUMepamMi COOTBETCTBYIOLLMX PACTBOPOB
Tpebyemoro cocTaBa. O6Las MHGopMaLms no HeliTpanusauyUy NPUBOANUTCS B NpUIoxeHum D.

A.2 XXnakuin 6ynboH Eugon LT 100
Cwm. 5.4.3.2.

A.3 leuntnH — nonucopb6aTHblil (LP) pasbaBuTens

A.3.1 CocTtaB

- nonvnentoH— 10T,

- SAANYHBIA neuuTuH — 0.7 1:

- nonucop6art 80 —20.0r;

- Bofa — 980 cm3.

A.3.2 MpurotosneHne

PacTBOpAIOT MHrpeAveHTbI NyTEM NepemMellBaHns Npy HarpesaHnn. OxnaxaaroT Ao Temnepartypbl 25 *C nepef
TeM. KaK pa3nnTb pacTBOp B NOAXOAALLYH abopaTopHyto nocygy. CTepunm3ytoT B aBTokn1aBe npu Temnepartype 121 "C
B TeyeHne 15 muH. Mocne ctepunu3auum pH pactBopa A0/KeH 6biTb paBeH 7,2 + 0.2 npy “3MepeHun Npyu KOMHATHOW
Temneparype.

A.4 MogudunumpoBaHHbIi 6ynboH Letheen [5]

A.4.1 CocTtaB
nenTuyecknin rmapamsar msca— 20.0 n
- naHkKpeaTtunyeckuii rugpanmsar kasemHa — 5.0 T;
MSICHOW 3KCTpakT — 5.0 1
- APOXOKEBOW aKCTpakT — 2.0 T;
neuntuH — 0.7 r;
- nonucop6ar 80— 5.0T.
xnopug Hatpusa — 5.0 r;
- bucynbdut Hatpua — 0.1 r;
Boga — 1000 cm3
A.4.2 TlpurotoBneHne
PactBopsitoT nonucop6at 80 1 neuutuH NocnefoBaTenbHO B KUNSLLER Boae A0 MX NOMHOro pacTBopeHus. PacTeo-
PAIOT Apyrne KOMMNOHEHTLI NyTeM NepemeLlunBaHns npu HarpesaHun. PacTBopsoT OCTOPOXHO BO u3bexaHue neHoobpa-
30BaHWA. Pa3nueatoT nosyyeHHyto cpefy B NOAXOASALLYH0 nabopaTopHyto nocyay. CTepunusytoT B aBToknase npu Temne-
patype 121 "C B TeueHune 15 muH. Mocne ctepunusaummn pH cpeabl 4OMKeH 6biTh paBeH 7.2 + 0.2 ea. pH npu namepeHunn
npy KOMHaTHOW TemnepaTtype.

13
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Mpunoxexve B
(cnpaBoyHoOE)

Mpoune pas6aBuTenu

B.1 O6wme nonoxeHuns
o060l HellTpanu3yoLwmii pasbaBuTeNb MOXET UCMO/b30BATLCS A/15 NPUTOTOB/IEHNS UCXOAHON CyCNeH3Wn, eCn OH
6yfieT NPoOBEPEH M NOATBEPXAEH. HKenpuBeaeHHbIl pa3baButenb ABSETCA NPYMEpPOM pacTBopa TpebyemMoro cocTasa.

B.2 3abydepeHHasn nentoHHasa Boga (pH 7)

B.2.1 CoctaB

- MsCHOI nentoH — 1.0r;

- xnopug Hatpusa — 4,3 1;

- ofHOo3aMelLeHHbIi poctHOpPHOKUCbIN kanuii — 3.6 T;
- [BY3aMeLleHHbI (hOCOPHOKUCbINA HaTpuii — 7,2 T,
- Boga— 1000 cm3.

B.2.2 MNpurotoBnexHne
PacTBopsI0T MHIpeAneHTbI B kunsiLleli Boge. MNepemelumBatoT. OxnaxgatoT 4o Temnepatypbl 25 "C. nepef Tem kak

pa3nuTb pacTBop B NoAxoAsLLyto nabopaTtopHyto nocygy. CTepununsytoT B aBToknase npu Temneparype 121 *C B TeueHne
15 muH. Mocne cTepunmnsauum pH pacTBopa Ao/MKeH 6bITb paBeH 7.1 + 0,2 npu n3mMepeHun nNpu KOMHaTHON TeMneparype.

14
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Mpunoxexne C
(cnpaBoyHoe)

Mpoune nuTaTesibHbIE Cpeabl

C.1 O6wme nonoxeHms
IMoGasi nuTaTenbHas cpesa MOXET UCMO/b30BATLCS, ECM OHA MPOBEPEHA ¥ BaMAMpoBaHa. HwxenpuseaeHHble
cpeabl ABNATCA NpUMepaMu cpej Tpebyemoro cocTasa.

C.2 Arapu3oBaHHble cpefbl 414 nogcyeta
C.2.1 Eugon LT 100 arapu3oBaHHas cpefa
Cwm. 5.4.3.3.1.

C.2.2 Arap LT 100

C.2.2.1 Cocrtas

naHkpeaTnyeckuin rngpasmsar kasemHa — 15,0 T.
nanavHoBbIN rmapasmsar coeBo Myku — 5.0 T.
xnopug Hatpuss— 5.0,

ANYHBIA NneynTnd — 1.0T;

nonucopbar 80—5.0r

OKTOKCMHON 9 — 1.0T;

arap — 15.0r,

Boga — 1000 cm3.

C.2.2.2 NpurotosneHve

PactBopsitoT nonucop6at 80. OKTOKCMHON 9 U ANYHBIV NeuuTUH NocniefoBaTeNnbHO B KUnsLweli Boge A0 UX NOSHOro
pacTBOpeHus. PacTBOpSAOT OCTaBLUMECA KOMMOHEHTbI, NepeMeLumMBas nNpyu HarpeBaHun. MNepemelunBaloT 0CTOPOXHO BO
n3bexaHve neHoobpasoBaHns. Pas3nmealoT cpefly B NoAX0AsLLYyt0 nabopaTopHyto nocydy. CTepunnsyioT B aBTok1aBe npu
Temnepatype 121 "C B TeyeHune 15 muH. Mocne cTepunmnsaummn n oxnaxaeHus pH cpeabl omkeH 6biTh paBeH 7.0 £ 0.2
npy U3MepPEeHUn Npy KOMHATHOW Temneparype.

C.2.3 Arapu3oBaHHas cpejfa C CoeBO-Ka3enHOBbIM rnapanusartom (6ynboH SCD c go6aBneHnem arapa)

C.2.3.1 CocTas

Ka3enHoBbIn nenToH — 17.0T.

coeBblii NenToH — 3.0 N

xnopug Hatpus — 5.0,

[BYy3ameLLeHHbI (DOCHOPHOKUCILIA Kannii — 2.5 T;
rnokosa— 2,5r;

arap — 15.0r,

Boga — 1000 cm3

C.2.3.2 NpurotoBneHne

MocnenoBaTeslbHO PacTBOPSIIOT BCE KOMIMOHEHTbLI UM TOTOBYHO CYXYH Cpefy B KUNsLei Boge A0 MX NOMHOro pac-
TBOpeHus. PasnuealoT cpegy B NOAXOAALLY0 nabopaTopHyto nocygy. CTepunusyloT B aBToklaBe npu Temneparype
121 “C B TeyeHune 15 muH. Mocne ctepunimnsauum n oxnaxaeHns pH cpeapl Ao/mKeH O6bITh paBeH 7.2 + 0.2 npy n3mepeHun
npy KOMHaTHOW TemnepaTtype.

C.3 bynboHbI 4515 oboraleHuns
C.3.1 MoanduunpoBaHHbIii 6ynboH Letheen [5]

Cm. A4,
C.3.2 Cpepa c coeif, Ka3eMHoM, rmapanvu3aTomM. NeyMTMHom 1n nonucop6atom 80 (6ynboH SCDLP 80)

C.3.2.1 CocTtaB

Ka3enHoBbI nentoH — 17,0T;

coeBblii nentoH — 3.0T;

xnopug Hatpua — 5.0r;

[By3ameLLeHHbIVi (hOCHOPHOKMCbINA Kannmii — 2.5 T;
rnoko3a — 2.5T.

neuutuH — 1.0,

nonucopbat 80 — 7.0T.

Boga — 1000 cm3.

C.3.2.2 NpurotoBneHune
MocnenoBaTeslbHO PacTBOPSIIOT BCE KOMIMOHEHTbLI UM TOTOBYHO CYXYH Cpefy B KiNsLei Boge A0 MX NOMHOMo pac-
TBOpeHus. PasnuealoT cpefy B NoAX0oAALLyt0 nabopaTopHyto nocygy. CTepunusyloT B aBTOknaBe npu temneparype
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121 "C B TeueHue 15 muH. Menne cTepunusannm n oxnaxgeHus pH cpefbl 4O/MKeH 6biTb paBeH 7.2 + 0.2 npu nsmepeHum
npy KOMHaTHOI TemMnepaType.

C.3.3 O/E-HeitTpanuaupyowmii 6ynboH (Dey/Engley-HeliTpanusupytowmii 6ynboH) [5]

C.3.3.1 CoctaB

16

rnoko3a — 10,0

coeBblit neyuTH — 7,0,

Na2S20 3-5H20 — 6.0 r;

nonucop6at 80— 5,0r;

naHkpeaTuyeckuin rugpanmusar kasenHa — 5.0 1:
NaHS03—2.5r;

[POXOKEBOW 3KCTPaKkT — 2.5T.

TMOrMKONAT Hatpus — 1.0,

6pOMKpPe30/108BbIli NypnypHbli — 0.02 T;

Boza — 1000 cm3.

C.3.3.2 NMpurotosneHne

MocnepoBaTenbHO PacTBOPAIOT BCE KOMMOHEHTbI UM TOTOBYIO CyXyto Cpefly B KuNsLLei Bode [0 UX NOMHOro pac-
TBOpeHUs. PasnusatoT cpedy B NoaxoAsulyto nabopatopHyto nocygy. CTepunusytoT B aBToknase npu Temneparype
121 *C B TeueHue 15 muH. Mocne cTepunusaumy 1 oxnaxaeHus pH cpefpl omkeH 6biTb paBeH 7.6 + 0.2 npu nsmepeHum
npy KOMHaTHOIA Temneparype.

C.4 Arapu3oBaHHas cpefa C coeld, kKa3eMHOM, rmapann3aTom, neymTuHom n nonncop6aTom 80 (SCDLPA)
0151 06HaPYXXEeHNA MUKPOOPraHN3MoB

C.4.1 CoctaB

KasenHoBbIli nenToH — 15.01:
coeBblit nentoH —5.0T;
xnopug Hatpua — 5.0T;
SINYHBIA neunTuH — 1.0T;
nonucop6ar 80 — 7,0r;
arap— 15,0 n

Boga — 1000 cm3.

C.4.2 NpuroTosneHue

CmeLuvBatoT 1 pacTBOPAOT MHrpeaueHTbl NyTem HarpeBaHus. PasnmsaloT cpedy B NoAxoAsilyto nabopatopHyto
nocygy. Ctepunusytot B aBToknase npu 121 'C B Teuenme 15 muH. Mocne ctepunusauum pH cpeabl 4O/HKEH ObITh paBeH
7.0 £ 0.2 npu n3mMepeHnn Np1 KOMHaTHOI TemnepaTtype.
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MpunoxexHne D
(cnpaBoyHoe)

HeliTpanusatopbl aHTUMUKPOGHOI aKTUBHOCTW KOHCEPBAHTOB

N NPOMbIBHbIX )KVI,EI,KOCTeVI

XUMUYECKVE BELLIECTBa,
CrocobHble HelfTparM3oBaTb
AHTUMUKPOGHYHO
aKTVIBHOCTb KOHCEPBAHTOB

JNeunTtuH
Monucop6art 80

KoHgeHcar 3runeHokecuaa
XWUPHOTO cnmpTa

HenoHoreHHble  MOBEPXHOCT-
HO-aKTUBHblE BellecTBa

J1eunTuH, canoHuH,
nonucop6art 80. gogeumn
cynbart HaTpus

KoHpeHcar
XMpPHOro cnupTta

3TUNIeHoKCcnaa

rl'IVILU/IH, r’MCTUOnH

TuocynbhaT HaTpus

JleunTuH, canoHvH

AMUHBI, CynbchaTbl, MepkanTa-
Hbl. GUCYNbUT HaTpus, TWO-
TVKONAT HaTpUst

J1eUMTUH, CanoHuH,
nonucop6at 80

BucynbuT HaTpus. L-umctemnH

Cynb(ruapunbHble  coefuHe-
HWS1. TUOT/IMKONEEas KUC/oTa

MpyMepbI NOAXOAALLYIX HeTpa3aTopoB
1 NMPOMbIBHbIX XUAKOCTEN
(a5 MeToAOB MEMBPaHHOM ChbTPALMN)

Monucop6art 80. 30 r/gm3. + neunTuH, 3 r/gm3
KoHaeHcat 3TuneHoKemaa XXUpHoro cnvpra. 7 r/am3. +
neuutuH. 20 r/gm3, + nonmcop6ar 80. 4 r/am3
D/E-kBiirpanunsytowmin 6ynsoH »

MpoMbIBHAA XMAKOCTb: ANCTUAIMPOBAHHAA

Boda: TpUTOH, 1r/am3. + NaCl. 9 r/gm3;

nonucop6art 80. 5 r/am3

Monucop6ar 80. 30 r/am3, + fogeunn cynbgar HaTpus.
4 r/gm3. + neunTuH. 3 r/igm3

Monucop6art 80. 30 r/gm3 + canoHuH. 30 r/am3. +

+ neuntuH. 3 r/gm3

D/E-HeliTpanusyrowumii 6ynboH a>

MpoMbIBHAA XMAKOCTb: ANCTUAIMPOBAHHAA

Boda: TputoH, 1r/am3 + NaCl, 9 r/gm3;

nonucop6art 80. 5 r/am3

NeuntuH. 3 r/am3. + nonncop6ar 80. 30 r/gm3. +
+ L-ructnguH. 1r/gm3

Monucop6ar 80. 30 r/gm3. + canoHuH. 30 r/am3. +
+ L-ructugmi. 1r/gm3. + L-upctenH. 1 r/gm3
D/E-HelTpanusytowmin 6ynsboH

MpombiBHAsA XMAKOCTL: nonmcopbar 80,

3 r/am3. + L-ructngmH. 0.5 Mam3

TwocynbhaT Hatpus, 5 r/igm3
MpombIBOYHASA XNAKOCTb: TMocynbdat Hatpus, 3 r/gm3

Monucop6ar 80. 30 r/gm3. + canoHuH. 30 r/am3. +

+ neunTuH. 3 r/igm3

MpombiBHasA XuakKocTb: TpUTOH, 1r/am3. + NaCl. 9 r/am3;
nonucop6ar 80. 5 r/gm3

Monucop6ar 80. 30 r/gm3. + canoHuH. 30 r/am3. +

+ neuntuH. 3 r/igm3

MpombiBHasA xuakocTb, TpunToH. 1 r/am3. + NaCl. 9 r/am3;
nonucop6ar 80. 5 r/gm3

TuornvkonaT Hatpus. 0,5 r/am3unu 5 r/am3
L-umctemnH. 0.8 r/igm3unnn 1.5 r/gm3
D/E-HeliTpanusyrowumii 6ynboH a>

MpoMbIBHASA XNAKOCTb: TUOFIMKONAT HaTpus. 0.5 r/gm3

a>D/E-HeliTpanusytownii 6ynboH (Dey/Engiey-HeldTpanu3ayowuii 6y/1boH), CM. NpuUaoxkeHne A.
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Mpunoxexve A
(cnpaBouHoe)

CBefleHNa 0 COOTBETCTBUWN CCbINTOYHbIX MEXAYHapOAHbIX CTaHAapTOB
MeXrocynapCtBeHHbIM CTaH4apTam

Ta6bnuya JA1

O60o3HayYeHMe CCbIIOYHOTO CTeneHb O60o3HayeHMe U HaMMeHoBaHune cooTBeTCcTBYyHOWErO
MexX/JyHapoAHOro ctaHgapTa cooTBETCTBUA MexXrocyaapcTBeHHOro ctaHgapra
1SO 21148:2005 IDT FOCT ISO 21148—2013 «[MpoayKunsa napgoMepHO-KOCMETNYECKas.
Mukpobuonorua. O6wue TpeboBaHUs K MUKPOBWMONOrMyeckomy
KOHTPO/0»
MpumevyaHne — B HacToAwel Tabnuue MCNOMNBL30BAHO YCI0BHOE 06G03HAYEHVE CTEMNEHN COOTBETCTBUSA
cTaHpapTa:

- FOT — naeHTNYHBbI cCTaHAapT

18
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(KocmeTnka. Mukpobuonorusa. O6HapyxeHune Staphylococcus aureus)
EN 12353 Chemical disinfectants and antiseptics — Preservation of microbial strains used for the deter-
mination of bactericidal and fungicidal activity
(CpeactBa fe3vHMULMPYIOLLIME XUMUYECKE U aHTMCENTUKN. CoXpaHeHUe MUKPOOPraH13MOoB
ONS1 UCTbITaHUA, MCNonb3yeMbiX A1 onpeAenieHns 6akTepuuyaHon, MUKOGaKTepuLMAHON.
cnopuuUmnAaHON 1 OyHIMUMAHONM aKTUBHOCTH)
COLIPA. Guidelines on Microbial Quality Management. 1997 published by the European Cosmetic. Toiletry and
Perfumery Association (COLIPA)
(PykoBOACTBO NO MEHEKMEHTY KayecTBa B MUKPOOMOIorum)
Atlas, R.M. Handbook of Microbiological Media. CRC Press. ISBN 0-8493-2944-2. 1993
(CnpaBoYHMK N0 MUKPOBMOAOTrNYECKM cpesam)

11 feiicteyet ISO 18415:2017.
2>[leiicTByeT ISO 18416.2015.
3>[eiictyeT 1SO 21150:2015.
41 flelictByeT 1SO 22717:2015.
s>[lelicteyeT ISO 22718:2015.
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