MEXTOCYAAPCTBEHHbIA COBET NO CTAHAAPTU3ALUU, METPONOMN N CEPTUDUKALNMN

(MrC)
INTERSTATE COUNCIL FOR STANDARDIZATION. METROLOGY AND CERTIFICATION
(ISC)
] rocT
MEXITOCYOAPCTBEHHDBIN
CTAHIAPT 1ISO 22718—
2018
NPOAYKLUNSA

MAP®IOMEPHO-KOCMETUYECKAHA

Mwnkpobnonorus.
O6HapyxeHue Staphylococcus aureus

(ISO 22718:2015, IDT)

N3paHue ouumnansHoe

wWoor
CTLLI.LpﬁaﬁdDOlM


https://www.stroyinf.ru/download-standards.html

FOCT ISO 22718—2018

MNpegncnosne

Llenn, ocHOBHble NPUHLUMNLI 1 O6LMe NpaBuia NpoBeAeHns paboT No MeXrocyfapcTBeHHOlM cTaHaap-
Tu3auunm yctaHossieHbl FTOCT 1.0 «MexrocyfapcTBeHHas cuctema ctaHgapTtmsaunmn. OCHOBHbIE MOJTOXEHNA»
n FOCT 1.2 «<MexrocypgapcTBeHHasi cuctema ctaHgapTusaummn. CtaHaapTbl MeXrocygapcTBeHHble, npaBuia
N pekoMeHAaunm no MexrocyapcTBeHHoM ctaHgapTusaumn. MNMpasuna pa3paboTku, NPUHATUSA, OBGHOBIEHNS
N OTMEHbI»

CeefleHUs o cTaHgapTte

1 MOArOTOB/IEH pecny6/IMKaHCKMM YHUTapHbIM NpeanpusatuemM «benopycckuii rocyapCTBeHHbIN UH-
CTUTYT MeTposiornmn» (BenlIM) Ha ocHoBe COGCTBEHHOIO NepeBOAa Ha PYCCKUI i3bIK aHI/10513bI4YHOW Bepcumn

cTaHAapTa, yKa3aHHOTO B MyHKTe 5

2 BHECEH locypapcTBeHHbIM KOMUTETOM MO CTaHAapTu3auun Pecnybnvkn Benapycb

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHgapTusauum, MeTpoaornn u ceptudukauum (npo-
TOKOJ1 OT 27 nona 2018 r. No 110-I)

3a nNpuHATME NPorosiocoBasin:

Kpaxoe HauMeHoBaHMe CTpaHbl Koa cTpaHsbl CokpaljeHHOoe HauMeHoBaHUe
no MK(MCO 3166) 004 - 97 no MK (MCO 3166) 004 - 97 HalMWoHaNbHOTO OpraHa No ctaHgapTusayumn
ApmeHus AM 3A0 «HaunoHanbHbI OpraH Nno cTaHgapTusayumn

M MeTponorun» Pecny6nuku ApMeHus

Benapych BY FocctanpaapT Pecny6nuku benapyce
KasaxcTaH KZ FocctaHpapt Pecny6nuku KasaxcrtaH
Knprusus KG Kblprel3ctangapTt

Poccusna RU PocctaHpgapT

Y3bekncTtaH uz Ys3ctaHpgapT

4 Mpukasom PefepasibHOrO areHTCTBa Mo TEXHUYECKOMY pPery/siMpoBaHuio U MeTposiornn oT 4 fekabps
2020 r. Ne 1255-cT MexrocygapcTBeHHbI ctaHgapT FOCT ISO 22718—2018 BBeAeH B AeCTBME B KayecTBe
HaumMmoHanbHOro ctaHaapta Poccuiickoii ®epepauunm ¢ 1 aHBapsa 2021 r.

5 HacTtosAwmii cTaHgapT WAEHTUYEH MeXAyHapoAHOMY cTaHAapTy I1SO 22718:2015 «KocmeTwuka.
Mukpobuonorua. O6HapyxeHue Staphylococcus aureus» («Cosmetics — Microbiology — Detection of
Staphylococcus aureus», IDT).

MexayHapoAHblli cTaHgapT pa3paboTaH TeXHUYecknMm komuteTom ISO/TC 217 «KocmeTuka» MexayHa-
poaHoii opraHusauun no ctaHgaptusaumm (ISO).

HanmeHoBaHMe HacToALWEero ctaHgapta M3MEHEeHO OTHOCUTE/IbHO HaMMEHOBAHWUA YKa3aHHOro Mexay-
HapoAHOro ctaHgapTa A9 YBA3KUN C HAaMMEHOBaHUAMMU, MPUHATLIMA B CYLLLECTBYIOLEM KOMIJIEKCE MEXIOoCcy-
[AapPCTBEHHbIX CTaH4apTOoB.

Mpy NpYMeHEHNN HacCToALWEro cTaHgapTa PEKOMEHAYETCA UCMO/b30BaTb BMECTO CCbIIOYHbIX MEXAYHa-
pPOAHOrO 1 eBPOMEeNCcKoro CTaHAapTOB COOTBETCTBYHOLME UM MEXIOCYyAapCTBeHHble CTaHAapThl, CBEAEHUS O
KOTOpPbIX MpUBeAeHbl B AOMNOSTHUTENIbHOM NpuioxexHun A

6 BBEJEH BIEPBbIE

7 HekoTopble a1eMeHTbl HAaCTOSALWEero cTaHgapTa MOryT ABNATbLCSA 06bekTamMu NaTeHTHbIX Npas
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MNHdopmaums o BBefeHUM B feiicTBMe (MpekpalieHnmn AelicTBUA) HaCTOsLLero craHgapTa v nsme-
HEHWUI K HEMY Ha TeppuTOpuM yKa3aHHbIX Bbllle rocyapcTBs My6nankyeTCs B yka3aTesisiX HalnoHa/bHbIX
cTaHAapTOB, M3faBaeMbIX B 3 TUX FrocygapcTBax, a TaKke B CceTu IHTepHeT Ha caiiTax cCooTBeTCTBY-
IOLNX HaUMOHa/IbHbIX OpraHoB No cTaHAap Tu3auuun.

B cnyuyas nepecMoTpa, U3MEeHEHUS AN OTMeEHbI HACTOSILLEr0 CTaHgapTa CooOTBeTCTBYOLWasa UH-
dopmauma 6ygeT ony6ivmkoBaHa Ha ouLmarbHOM MHTepHeT-caliTe MexrocyjapcTBEHHOro coseTa Mo
cTaHgapTusaunum, MeTposiorum n cepTudukaymmn B KaTanore «MexrocygapcTBeHHble CTaHgapThbi»

© 1SO. 2015 — Bce npaBa coxpaHstoTcs
©CTtaHgapTumdopm, odpopmsieHne. 2020

B Poccuiickoii ®epepaumnn HacTOAWMA cTaH4apT He MOXeT ObITb MOIHOCTLIO NN
4acTMYHO BOCMPOM3BEAEH, TUPAXUPOBAH U pacrnpocTpaHeH B KayecTBe ouLManibHOro

n3gaHna 6e3 paspelleHunsi defepasibHOrO areHTCTBa Mo TeXHUYECKOMY PeryimpoBaHuto
1 MeTposiorumn
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BBepeHve

Mwukpo6uonormyeckne nccregoBaHnsi NapgroMepHo-KOCMeTUYECKOM NPoAyKLUUM A0/MKHbI BbINO/THATLCA
Ha OCHOBaAHWM COOTBETCTBYIOLWLEro aHasiM3a CTeneHn MUKPOBMOIOrMYECKOro puUcKa, AJ1s1 TOro YTo6bl obecne-
YNTb ee KayecTBO M 6e30MacHOCTb A/19 noTpebuTeneri.

MNpoBeAeHMe aHasM3a MUKPOGMOMOrMYECKoro prUcka 06YC/IOB/IEHO HECKO/IbKUMU thakTopamu, TakuMu

KaK:

- BO3MOXHOE M3MeHeHne naproMepHO-KOCMETUYECKOM NpoayKumu;

- NMaToreHHOCTb MUKPOOPraHN3MOB:

- 06/51aCTb HaHeceHWs NapdOMepPHO-KOCMETUYECKOM NPoAyKUnM (BOSIOCHI, KOXa, rnasa, C/im3ncTble 060-
NoYKN):

- Tun noTpebuTenel (B3pocnble, AeTU, BKIKOYasa AeTel 40 Tpex feT).

[ns napdoMepHO-KOCMEeTUYECKOW 1 APYroi aHaIorMYHON NPOAYKUMM BaXHbIM SABSIETCS 06HApYXXeHne
KOXHbIX 60/1e3HETBOPHbIX MUKPOOPraHM3MoB, Takmx Kak Staphylococcus aureus. Pseudomonas aeruginosa u
Candida albicans, Tak kak OHM MOryT Bbi3BaTb MH(DEKLMN Ha KOXe YesnloBeka uan B o6nactu rna3. ObHapyxe-
HVe Apyrux BUAOB MVUKPOOPraHN3MOB TakXe MOXeT NpeAcTaB/iATb MHTEPEeC, NOCKObKY 3TV MUKPOOPraHN3Mbl
(BkNtOYas MHAMKaTOPbI (heKkasibHOro 3arpsA3HeHns, Hanpumep Escherichia cod) ykasbiBaloT Ha Heco604eHne
rMrMeHnYeckux TpeboBaHuii B npoLecce Npou3BOACTBA.
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M E X 'O CY 4O AP CTOBETHH®B 1 C T A HAOAPT

nPoAYKUNA NAP®HOMEPHO-KOCMETUYECKAA

Mwukpobuonorus.
O6HapyxeHue Staphylococcus aureus

Perfume and cosmetic products
Microbiology. Detection of Staphylococcus aureus

[ata BBegenna — 2021—01—01

1 O6nacTtb NpUMeHeHUs

HacTtosawmii cTaHAapT ycTaHaBAnBaeT obuune TpeboBaHNs K MeToAy OGHapYXeHUs n naeHTudmnkauymm
cneuunguyeckoro mmkpoopraHmsma Staphylococcus aureus B napdroMepHO-KOCMETUYECKOW npoaykunn. Mu-
KpoopraHn3mbl. paccMaTpuBaemMble B HacToslWeM cTaHgapTe, B 3aBUCUMOCTU OT NPUMEHAEMON HaunoHas b-
HOW MPakTUKN UNn Tpeb6oBaHM HauMOHabHbIX Per/laMeHTOB B pasHbIX CTpaHax MOryT OTHOCUTBCS WU He
OTHOCUTBCSA K CneLndnYeckmm.

UTtob6bl 06ecneunTb KayecTBO U 6e30NacHOCTb NPOAYKUUW ANA NoTpebuTens, pekomeHayeTcs npoBo-
ONTb COOTBETCTBYIOLMI aHa/In3 MUKPOOMOIOTMHYECKOro pucka C Liefibio onpeenieHns BUAOB NapdoMepHO-
KOCMEeTNYeCKOolr NpoayKunn, K KOTOPO MPUMEHUM HacToswmi cTtaHaapT. K npoaykumm ¢ HU3KOW CTeneHbio
MUKPOBUONOrM4yeckoro pucka (cm. 1ISO 29621) oTHOCUTCA NPOAYKUNA C HN3KOWM BOAHOW aKTUBHOCTbLIO, MPOAYK-
LM Ha CNUPTOBO OCHOBE, NPOAYKUNS C KpANHUMW 3HAYeHUAMU pH 1 T. 4.

MeTopa, yCTaHOB/IEHHbIN B HacTOsLLEM CTaHaapTe, OCHOBaH Ha 06HapyxeHun Staphylococcus aureus B
HecenekKTUBHOW XnakKol cpefe (6ynboHe Ansa ob6oraleHuns) ¢ nocneayolmm BblAeNeHneM MUKPOOPraHU3MoB
Ha CesleKTMBHO arapn3oBaHHoOM cpefe. MOXHO MPUMEHATb U Apyrne MeToAbl B 3aBUCMMOCTK OT TpeGyeMoro
YPOBHSI OGHAPY>XXEHUS.

MpumeuaHnune — [na obHapyxeHns Staphylococcus aureus cybkybTypbl MOTyT OblTb MepecesiHbl Ha He-
cenekTUBHbIE NUTaTe bHbIe cpeAbl C Nnocneaytolieli noaTanHoi naeHTudrkKalmeid (HanprMep, ¢ NOMOLLbIO aeHTudnKa-
LIMOHHbIX TECTOB).

M3-3a 60/bLIOro pazHoo6pasnsa napoMepHO-KOCMETUYECKOW MPOoAYKUUN B paccMaTpuBaeMoi obna-
CTU NPUMEHEHNA OTAefibHble AeTann [aHHOro MeToAa MOryT ObiTb HErnpurogHbIMU /19 HEKOTOPbIX BUAOB
npoAaykuun (Hanprumep, A1a HepacTBOPMMOL B BoAe Npoaykummn). MoryT NpuMeHATbCS Apyrue cTaHaapThbl (Ha-
npumep. 1ISO 18415). MOXHO NPUMEHATbL Apyrne mMetToabl (Hanpumep, aBTOMaTU3NpoOBaHHbIE) BMECTO npepa-
CTaBJIEHHbIX TECTOB, NPW YC/I0BUW, YTO OblNla fOKa3aHa UX PpaBHO3HAYHOCTb WM NOATBEPXAEHA NPUrOAHOCTb
[O/KHbIM 06pa3om.

2 HopmaTtunBHbIe CCbISIKA

[ns NnpUMeHeHUs HacTosLlero ctaHAapTa HeoGX0AUMbI Criefytolmne Cebi/IoUHble cTaHaapThl. Ana aa-
TMPOBaHHbIX CCbIJTIOK MPUMEHSIOT TO/IbKO YKa3aHHOEe M3[aHue CCbIIOYHOro ctaHgaprta. Ans HeAaTUPOBaHHbIX
CCbI/IOK NPUMEHSAIOT Moc/iefgHee U3gaHne CCbIJIOYHOrO cTaHgapTa (BKoYas BCe Oro U3MeHEeHus).

ISO 21148:2005’ 1Cosmetics — Microbiology — General instructions for microbiological examination
(KocmeTunka. Mukpoburonorus. Obuwmne ykasaHus N0 MUKPOGMOIOrMYECKOMY KOHTPOJSIHO)

3amMeHeH Ha ISO 21148:2017. OgHakKo 415 OfHO3HAYHOro cobaeHNs TpeboBaHNa HaCTOSILLLEro cTaHAapTa, Bbl-
paxeHHOro B JaTVPOBaHHOM CCblNke, peKoMeHAyeTCA UCNOb30BaThb TO/IbKO YKadaHHOe B 3TOI CCblnke U3gaHue.

M3paHue oduymansHoe
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EN 12353 Chemical disinfectants and antiseptics — Preservation of test organisms used for the
determination of bactericidal (including Legionella), mycobactericidal, sporicidal. fungicidal and virucidal
(including bacteriophages) activity (CpeactBa ge3vHpUUUPYOLWNE XMMUYeckme n aHtmcentukn. KoHcepsa-
LMsa TeCT-MUKPOOPraHM3MOB, MCMNOJIb3YEeMbIX A8 onpefenieHns 6akTepuymaHoli (Bkavas MUKPOOpPraHn3mbl
Legionella), Mnko6akTepuumagHoOn, CNOPULNAHON, PYHIMLMAHON 1 BUPYLMAHONM (BK/IOYas baktepuodparn) ak-
TUBHOCTW)

3 TepMUHbI 1 onpeaeneHns

B HacToswem cTaHAapTe NPUMeHEeHbI cneaylowmne TepMUHbI C COOTBETCTBYIOLMMU ONpeaeIeHUsMN:

3.1 npoaykumsa (product): YacTb naeHTUNLNPOBAHHONM NapioMepHO-KOCMeTUYeCKolM npogyKumm, no-
nyyeHHas nabopaTtopweli i ncnblTaHnsa (aHannsa).

3.2 npo6a (sample): YacTtb npogykumu (He meHee 11 unn 1 cm3), KOTopas UCMOMbL3YeTCs Npu nNposeje-
HUW UCMbITAHUI AN NPUTOTOB/IEHNS NCXOAHONM CYCMNeH3NN.

3.3 ucxopgHas cycneHsunsa (initial suspension): CycneHsnsa (Wam pacTBop) Npobbl B onpeaeneHHoM 06b-
emMe COOTBEeTCTBYHOLLEro bynbLoHa A/ o6oratleHus.

3.4 pa3BegeHue npobbl (sample dilution): Paz6aBneHne MCXOAHOW CycneH3uu.

3.5 cneyndmnyeckne mnkpoopraHnusmel (specified microorganisms): MesounbHble a3pobHble 6akTe-
pUN UM [POXOKU, HeXenaTenbHblie B NapoMepHO-KOCMETUYECKOM NPOAYKLUMM U MPU3HAHHbIE NAaTOTEeHHbIMU
0151 KOXWN MUKPOOPraHM3mMamu, KOTOpble CMOCO6HbI Bbi3blBaTb MHEKLMN Ha KOXe YesloBeka Uan ABAATCA
NPU3HaKoM HapyLlleHUa rmrmeHnyecknx TpebosaHnii B npouecce Npon3sBoacTBa.

3.6 Staphylococcus aureus: 'pamMnonoXxuTenbHble KOKKA, COGpaHHble B CKOMJIEHUS, HanoMMHatoLwme
rpo3abs BMHOrpaga, obpasytoLime rnagkne KoioHUK, oKpalleHHble 06bIYHO B Xe/Tbil LiBeT.

MprumevaHusa
1 OcHOBHble XapakTepUCTUKN AN NAEHTUdMKALUN: POCT Ha CnelnanbHOR CeNnekTUBHOI cpeje, Hanuune hepmeH-
TOB KaTasiasbl U niasMokoarynasbi.

2 BakTepun Buga Staphylococcus aureus ans nofeli SBAAIOTCS YC/I0BHO-NATOT€HHbIMU 6aKTEPUSIMU, KOTOpblE MO-
TyT TaKkkKe NPUCYTCTBOBATb HA KOXE 3[40POBbIX /04N, He MpUUMHAS 6ecrnokoiicTea. VX npucyTcTBME Henpuemsiemo B
napgoMepHO-KOCMETUYECKOW NMPOAYKLMU NO NPUUYMHE UX NOTEHLMANbHON NaTOreHHOCTH.

3.7 6ynboH ansa oboraweHusa (enrichment broth): HeconekTuBHas xnakas nuratenbHasa cpeja, coaep-
Xaljas cooTBeTCTBYIOWME HEWTpann3aTopbl H/MAN AMcneprypyoLine BeWecTBa, KOTopasi NpoLusia NnpoBepKy
NPUroAHOCTM A/ NCMbITYEMO NMPOAYKLUN.

4 CyuwHOCTb MeToda

MepBbIM 3TanOM UCNbITaHUS ABMSIETCA oboraleHve B HeCeNeKTUBHOW nuTaTenbHOl cpege (6y/iboHe)
ANS yBe/IMYEHNs Yncia MUKPOOPraHM3mMoB 6e3 pucka MHIMOMPOBaHNA CeNekTUBHLIMU WHIpeAneHTamu, KoTo-
pble NPUCYTCTBYIOT B Ce/leKTUBHO/gnddhepeHLManbHOM nuTaTtensHoR cpege.

BTopoii aTan ucnbiTaHusA (BblAeneHre) BbINOJHAETCA Ha CenekTUBHOW cpee € nocrnegytouein naeHtu-
cukaymen.

B0o3MOXHOe MHIM6MPOBaHUS pocTa M1KPOOPraHM3MoB NPo6oii AO/MKHO ObITh HelTpannsosaHo Ans obe-
CreyeHnst 06HapYXEHUs1 XNU3HECTOCOBHbIX MUKpoopraHuamoB [1]. Bo Bcex cnyyasix U He3aBWCUMO OT Mpu-
MeHsieMOoli MeToAMKWN fo/MkHa ObiTb MPOBEPeHa U Aoka3aHa HeliTpasim3aunsa aHTUMWKPOOHbLIX CBOMCTB npo-
Aykumn (cm. pasgen 11).

5 Pasz6aBuTenn u NUTatesbHble Cpebl

5.1 O6wune NnonoxeHns

O6ume ykazaHus npueegeHbl B ISO 21148. Ecniv B HacToOsIWeEM CTaHAapTe ynoMuMHaeTcs BoAa, TO 3TO
O3HayaeT, YTO MPUMEHSIOT AUCTUI/INPOBAHHYIO UM OYULLIEHHYIO BOAY, Kak ycTaHoB/1eHO B ISO 21148.

BynboH ans oboraweHns UCnosnb3ytoT AN AUCNePrMpoBaHns Npobbl U yBenYeHus nepeoHavasibHOM
MUKpPOGHOIi nonynauun. OH MOXeT CoAepXaTb HeliTpasim3aTopbl, eCn UcnbiTyemas npo6a o6nagaet aHTU-
MUKPOGHbIMW CBOMCTBaMU. ShPEKTMBHOCTb HeliTpanusaunm foshkHa 6biTh AokasaHa (cM. pasgen 11). UH-
hopMaLnsa OTHOCUTENIbHO NOAXOAALMNX HeNTpann3aTopoB NpueeaeHa B NpuoxeHun B.

2
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BynboH ansa o6oraueHns (cm. 5.3.3.1) nwm no6oi n3 6ynbLOHOB, MPUBEAEHHbIX B MPUIOXKEHUU A. npu-
rofieH An1a KOHTpons Hanmuma Staphylococcus aureus B COOTBETCTBMM C METOAOM HaCTOSILLEr0 cTaHAapTa npu
YC/I0BWM, YTO OH MpOLLeN NPOBEPKY NPUroAHOCTU B COOTBETCTBUM C pasgenom 11.

MOXHO ncnonb3oBaThk Apyrne pasbaButenn U nutatesibHble cpefpbl, ecnn 6blna gokasaHa WX NpuUrog-
HOCTb.

5.2 PasbaBuTtenun gns 6aktepuasibHOM cCycneH3un (pacTBOp Xxs0puaa HaTpus ¢ TPUNTOHOM)

5.2.1 O6wWme NONoXeHNN

Pa36aBuTesib UICNOABL3YIOT ANA NPUrOTOB/IEHNA GaKTepmnasnibHOM CycneH3nn, NpuMeHsemMor B npoueaype
TecTa Ha NpurogHocTb (cM. pasgen 11).

5.2.2 CocTaB

- TPUNTOH. NaHKpeaTMyecknin rmgponmsaT kazemHa — 1.0T;

- xnopug Hatpus — 8.5 T.

- Boga — 1000 cm3.

5.2.3 MNpuroTtosrieHue

PacTBOpAOT KOMMOHEHTLI B BOZe, NepemMelunsas npu HarpesaHun. PasnusearoT B NOAXOAALLYO labopa-
TOpHyto nocygy. CTepunun3ytoT B aBTOK/1aBe npu temnepatype 121 °C B TedeHue 15 MuH.

Mocne cTtepunmsauum n oxnaxaeHnsa pH goskeH 6biTb paBeH 7.0 £ 0.2 Npy U3MepeHnn Npu KOMHaTHOM
Temneparype.

5.3 TuTatenbHble cpeabl

5.3.1 O6wme NoNOXeHUsA

MuTaTenbHble cpefdbl MOFYT ObITb MPUIOTOB/IEHbLI COMMIACHO OMUCaHWUIO, NPUBEAEHHOMY HUXe, AN u3
CyxOil nuTaTeNlbHOW cpenbl COrMlaCHO WHCTPYKLMAM W3roToButesnsa. [o/mxHbl CO6M0AaTLCA UHCTPYKLMU MO-
cTaBLMKa cpefbl.

MpumeyaHne — FOTOBble K NPUMEHEHUNID CPeAbl (/IOKHO UCNOMb30BaTb, €CIM UX COCTaB /WU POCTOBbIE
CBOWiCTBa CONOCTaBUMbI C JAHHLIMUW, NPUBEAEHHBIMU HUXE.

5.3.2 Arapu3oBaHHas cpoja ANns TecTa Ha NpuUrogHocTb (cM. pasgen 11) [arapn3oBaHHasa cpefa c
COeBbIM M KazenHOBbIM rugposin3atamu (SCDA) namn TpunToH-coeBbin arap (TSA)]

5.3.2.1 CocrtaB

- MNaHKpeaTnyeckuin rmgponunsar kasemHa — 15.0 r;
nanavHoBbIA rMAposmsaT coeBoi Mykn — 5,0 1:

- xnopwug Hatpus — 5,0 T,

- arap— 150r;

- Boga — 1000 cm3.

5.3.2.2 MpwuroToBrieHne

PacTBOpAIOT KOMMNOHEHTbLI WX FOTOBYIO CYXYIO Cpefy B Bofe, nepemMelunsasi npu HarpesaHun. Pasnu-
BaloT cpeAy B NoAxosulyto flabopatopHyto nocyay. CTepunmsyloT B aBTOK/1aBe npu Temnepatype 121 °C B
TeyeHue 15 MUH.

Mocne ctepunmnsaumm n oxnaxaeHus pH gomkeH 6biTb paBeH 7.3 + 0,2 Npu n3mepeHnn Npu KOMHaTHOM
Temnepartype.

5.3.3 BynboH Ana oboraweHuns

5.3.3.1 BynboH 3yroH (Eugon) LT 100

5.3.3.1.1 O6wme NoONOXeHUs

[aHHasa cpefa coaepXuUT MHrpeaneHTbl (NeunTuH n noamcopbaTt 80). KOTOpble HETPaNN3YT UHINGUPY-
lolme BeLlecTBa, NPUCYTCTBYIOWME B NPO6e, a Takke ANCNEPTUPYIOWNIA areHT OKTOKCUMOon 9.

5.3.3.1.2 CocTaB
MaHKpeaTuyeckuii rmgponnsar kasenHa — 15.0 r;
- nanavHoBbI/ TMAPONM3aT CoeBo Mykn — 5.0
- L-umctmH — 0.7 T;
xnopug Hatpua — 4.0 T,
cynbut Hatpus — 0.2 T;
- rnokKosa — 5.5r
SANYHbIV neynTuH — 1.0 r;
nonucop6ar 80 — 5.0r;
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- OKTOKCMHONM 9 — 1,0T;

- Boga— 1000 cm3.

5.3.3.1.3 TpuroTtoBneHune

PacTBopsOT nocsiegoBaTe/IbHO KOMMOHEHTbI (nosimcop6art 80, OKTOKCUHOA 9 U SANYHBIA NEeLUUTUH) B KU-
nsawelr Boge A0 UX NOMHOIO pacTBOPeHUA. PacTBOPAIOT OCTaslbHble KOMMNOHEHTLI B BOAE, Nepemelumsas npun
HarpeBaHUW. Pa3nnearoT cpefy B NOAXOAALLYIO labopaTopHyto nocygy. CTepuninsyoT B aBTOK/1aBe Npu TeM-
nepartype 121 cCB TeyeHune 15 MuH.

Mocne cTepunmnsaymmn n oxnaxgeHnsa pH gosmkeH 6bITb paBeH 7.0 + 0.2 Npy n3MepeHnn npu KOMHaTHOM
Temneparype.

5.3.3.2 [pyrue 6ynboHbl ANa o6oraweHns

MOXHO ncnonb3oBaTb 1 Apyrne noaxogsiimne 6yboHbl N8 o6oraweHns (CM. NpuioxeHue A).

5.3.4 CenekTnBHasa arapnsoBaHHas cpega Ana BblgeneHunsa Staphylococcus aureus

5.3.4.1 Arapu3oBaHHas cpeaa balipa-Napkep (Baird Parker)

5.3.4.1.1 OcHoBHa“A cpena

5.3.4.1.1.1 Cocrtas

- lMaHkpeaTuyeckunii rmgponnsat kazemHa — 10,0 T;

- OPOXOKeBOI aKcTpakT — 1.0T;

- MSCHOW 3KCTpakT — 5.0 T;
nupysart Hatpus — 10.0 T;

- L-rvumH — 12.0 1

- xnopug nutna — 5.0 r.

- arap—oT12p8022T;

- BOga — [0 KOHe4yHoro o6bema 950 cm3.

5.3.4.1.1.2 lNpuroTtosrieHne

PacTBOpSAOT KOMMOHEHTbI UAN FOTOBYIO CyXyl0 OCHOBY cpefbl B Kunsuwei Boge. PasnusaloT cpegy
no 100 cM3 B KONGbI MM hy1lakoHbI COOTBETCTBYIOLLEN BMeCTUMOCTN. CTepunnsytoT cpegy B aBTOKNase npun
Temnepartype 121 °C B TedeHne 15 MUH.

Mocne cTtepunusaymm n oxnaxgeHns pH gomkeH 6bITb paBeH 7.2 + 0,2 Npy M3MepeHun npu KOMHaTHOM
Temneparype.

5.3.4.1.2 PacTBOp Tennyputa Kavs

5.3.4.1.2.1 CocTtaB

- Tennyput kanua (K2Te03) — 10T

- Boga — 100 cm3.

5.3.4.1.2.2 MpuroTtoBneHne

PacTBOPAIOT NOMHOCTLIO TENNYPUT KaNua B BoAE NPY MUHUMaSIbHOM HarpeBaHUu.

CTepunn3yoT pacTBop, UCMNOb3ya MeMbpaHHble UABTPLI € pa3mepoM nop 0.22 MKM. PacTBop MOXeT
XpaHUTbCA nNpu Temnepartype (3 = 2) GC He 6osiee ogHoro mecsiua. Ecnm obpasyetcs 6enbiii ocafok, TO pac-
TBOP He NpUrogeH K NCnosib30BaHuIo.

TBepAble YacTUUKM JO/DKHbI NIEFKO pacTBOPATLCA. ECiv B BOAE NPUCYTCTBYHOT HEPacTBOPUMbIE YacTULbI
6enoro uBeTa, TO peakTUB He MPUTroAeH K NCMOJIb30BaHMIO.

5.3.4.1.3 OMyNIbCUS ANYHOTO XenTka (KoHUeHTpaunsa okosio 20 % 1AM cornacHo MHCTPYKUMSIM U3roTo-
BUTENSA)

Ecnun npombIlWLNIEHHOCTb He BbIMyCKaeT AaHHYIO cpefy, ee roToBSIT COornacHo TpeboBaHUsAM, NpuBeaeH-
HbIM HUXe.

BepyT KypuHble sliLa ¢ HeNnoBPEeXAEHHOM CKopsynoi. OuuniuatoT alila WeTKON MXXUAKAM MOOLWUM cpes-
cTBOM. OnonackmsarT UX MNPOTOYHOM BOAOW, 3aTeM Ae3nHULMPYIOT CKOp/yny, norpyxas siiya B pacTBop
3TUNOBOrO cnNupTa ¢ 06 bemHo goneli 70 % Ha 30 ¢, 1 galoT UM BbICOXHYTb Ha BO34yXe /IM60 06pbI3rvBatoT mX
CNUPTOM W 3aTeM CTEPUIN3YIOT B NJIaMEHN CNUPTOBKW. Mpoao/mkas NpUroTos/ieHne B aCENTUYECKUX YCII0BU-
AX. pa3buBaloT Kaxgoe AliLo U OTAENAIOT XXeNTOK OT 6e/1ka, NepeHOCs XeNTOK U3 O4HOWM NOMIOBMHKM CKOPAYMbI
B APYryto. KnagyT XenTku B CTepUIbHYIO KONBY 1 f06aBNAI0T B YeTbipe pasa 60osblie No 06beMy CTepuIbHON
BOAbI. TwartesibHO NepemMelwBaloT. BblaepxmnsaroT cMecb Npu Temrnepatype 47 °C BTedeHne 2 4 1 OCTaB/IAlOT
Ha 1S-24 4 npu Temnepatype (3 £ 2) "C, 4To6bI 06pa3oBasica ocagok. CTEPUNbHO NEPEHOCAT CynepHaTaHT B
HOBbI CTEPUbHbIN (D1aKOH.

OMyNIbCUS MOXET XpaHuUTbca Npu Temnepatype (3 £ 2) eC He 6onee 72 u.
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5.3.4.1.4 TlonHasa cpepa

5.3.4.1.4.1 CocTaB

- OcHoBHas cpega (cm. 5.3.4.1.1)— 100 cm3;

- pacTtBop Tennyputa kanmsa (cm. 5.3.4.1.2)— 1.0 cm3;

- 3MyNbCUA ANYHOro xentka (cm. 5.3.4.1.3) — 5.0 cm3.

5.3.4.1.4.2 NpuroTtoB/sieHne

PacnnaBnsatoT ocHoBHyO cpefy (cMm. 5.3.4.1.1). 3aTeM ox/1axgatoT ee NnpuéansnTenibHo ao 47 °C. fo-
6aBNAKT B aceNTMYECKMX YCNOBUSAX ABa Apyrmx pactBopa (cm. 5.3.4.1.2 n 5.3.4.1.3), KaxAablhi U3 KOTOPbIX
npegsapuTenbHO NporpesaeTca Npu TemnepaTtype 47 °C, XOpowo nepemMelunsas rnocsie Kaxgoro gobasne-
HUSA.

53.4.2 JononHutenbHaa cenekTMBHaa arapM3oBaHHas cpefa

MoryT Ncnosib30BaTbCA Apyrne cesleKTUBHbIE arapu3oBanHble cpefbl (CM. NPUIoXeHne A).

6 VIHCTPYMEeHTbI 1 CTeK/IsiHHasi nabopaTopHasi nocyaa

Vcnonb3yoT nabopaTopHoe 060pyAoBaHWe, WHCTPYMEHTbl U CTEK/ISIHHYIO MOCYAy B COOTBETCTBUM
c I1SO 21148.

7 LlUTaMMbl MUKPOOPraHn3moB

[ANa npoBepkn NPUrogHOCTM YCNOBUI NPOBeAeHNA UCMbITaHni NCNOMb3YIOT cneaytowmnii peepeHcHbI
wTtamm: Staphylococcus aureus ATCC1»6538 (akBMBasieHTHbI wtamm: CIP2)4.83 nim NCIMB3»9518).

KynbTypy cnegyeT BOCCTaHOBUTL COr1acHO npouegypam, npefcraB/ieHHbIM NOCTaBLUMKOM pedepeHc-
HOro wramma.

LLTamMm MOXeT xpaHuTbCcA B labopaTtopumn B cooTBeTCcTBUM ¢ EN 12353.

8 O6palleHVe ¢ NapgOMepPHO-KOCMETUHYECKOW NMPoayKumen n nabopaTtopHbIMA
npob6amm

Mpn Heo6X0AMMOCTN MPOAYKLMIO, MOoANeXallylo NCMbITaHUAM, XPaHAT MPU KOMHATHOM TemnepaType.

He cnepyet BbldepxuBaTb B TepMmocTate, oxjaxiaTb M 3amMopaxusaTb MNPOAYKUMIO U NPob6bl HU 0.
HW nocre aHanusa.

OT60p Npo6 naproMepHO-KOCMETNYECKON MPOAYKUMM [/ aHanuv3a criegyeT MpoBoAvTb B COOTBET-
cTBUM € ISO 21148. AHanmn3npyoT Npobbl cornacHo 1ISO 21148 1 meToAvKe, NpuBeAEHHON B pasaene 9.

9 MeToguka

9.1 O6wue pekomeHagaumn

MpuroToBrieHWe NpPoGbl, UCXOOHOW CYCMeH3MM W pasBeAeHWUI BbINOHSIOT C COGIIOAEHUEM YCIOBUIA
acenTuKKn, UCMOMb3ys CTepu/ibHble MaTeprasibl, 060pyAoBaHve. B ciiyvae NpUroTOBEHUS] UCXOLHOM CyCneH-
31N C UCNOJIL30BaHMEM MOAXOASLLErO COMOBUIM3NPYIOLEr0 KOMMNOHEHTa BPEMSI MEXAY OKOHUYaHUeM Mpuro-
TOBJ/IEHUSI CYCMEH3UN Y MOMEHTOM €€ BHECEHUSI B BY/IbOH A/151 060ralleHns He AO/HKHO NpeBbiwaTtb 45 MUH,
€CJ/I1 HOE He OTOBOPEHO B COOTBETCTBYIOWMX NPOTOKO/AX WU AOKYMEHTaX.

9.2 MpUroToB/IeHNe UCXOLHOM CycrneH3nn B 6y/ibOHE AN 060raleHus

9.2.1 O6wue nonoxeHuns
[ns oboralieHns BHOCAT Npoby (CM. 3.2) XOPOLLO NepemMellaHHOW UCMbITyeMOoli NpoayKumMn B Konunde-
cTBe He MeHee 1T nnn 1 cm3 B 6y/IbOH ANs o6oraweHns o6bLeMoM He MeHee 9 cm3.

1>ATCC — American Type Culture Collection (AMepukaHckan KONnekumsa TUNoBbIX Ky/bTyp (MUKPOOPraHn3MoB).
2>CIP — Institut Pasteur CoBection (Konnekuusi nHctutyta Mactepa).

3>NCIMB — National Collection of Industrial and Marine Bacteria (HaunoHanbHas KOAAeKuMs NPOMbILLIEHHbIX U
MopCKux 6akTepuit).
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OTMeyvaloT S, TOYHYH MaccCy Wn TOYHbI 06beM NpPo6bI.

Mpu BbINOMHEHUN METOA HEOGXOAMMO OCYLLECTB/ATbL KOHTPO/b AJ1s1 rapaHTuUK TOro, YTo cocTas (C A0-
6aB/IeHHbIM B KOHLe NMPUrOTOB/IEHMS HENTpann3aTtopom) U o6bem 6y/ibOHa YAOB/ETBOPSIOT Tpe6GoBaHMAM
(cm. 11.3).

MpumeuvaHune — BHeKOTOPbIX CAyyasx (korga aTo BO3MOXHO) (hNbTPYOT NapdoMepHO-KOCMEeTUYECKY0 Npo-
AYKUMIO Yepe3 MeMGpaHHbIli hunbTp, KOTOPLIA 3aTEM NOrpyxarT B 6YNbOH A5 060ralleHus, yto obneryaeT HeillTpanmsa-
LMo @HTUMUKPOGHbIX CBOWCTB npoaykuuu (cm. 11.3).

9.2.2 BogopactBopumMmas npoaykuuns

MepeHOCAT KO/IMYECTBO S NPO6LI NPOAYKLUMM B MOAXOASALLYIO 1ab0paTopHYHO Nnocyay, Cofepxatlyto co-
OTBETCTBYOWMI 06beM By/IbOHA.

9.2.3 HepacTtBopuMas B BoZie NpoAyKumus

MepeHOCAT KO/IMYECTBO S NPO6bLI NPOAYKUMM B MOAXOASALLYIO 1ab0paTopHYHO Nnocyay, cofepxatlyto co-
OTBETCTBYIOLLEE KOJIMYECTBO COMOOUIN3NPYIOLLLErO KOMMNOHEHTa (Hanpumep, nonncop6art 80).

AuvcneprnpytoT Npoby B COMOBUNN3NPYIOLLEM KOMMOHEHTE U A06aBAOT COOTBETCTBYHOLWNA 06beM Oy-
NboHa.

9.2.4 dunbTpyemasa npoaykKuma

Mcnonb3ytoT Mem6paHHbIii (huibTp € HOMUHa/IbHBIM pPa3Mepom nop He 6osiee 0.45 MKM.

MepeHoCAT KO/M4YecTBO S NPo6bl NPOAYKLMN Ha MeMOpaHHbI huabTp B (OUNbTPOBa/IBHOM annapare
(cm. ISO 21148). Cpasy e NpoBoAAT huAbTPaLMo U NPOMbIBAIOT MEMOpPaHHbIN IbLTP, UCNOb3YS onpege-
NneHHble 06beMbl BOAbI U/MNN pa3basBuTens.

MepeHOCAT 1 NorpyxatT MembpaHHbIii nnbTp B NPO6GUPKY Unv KoNby NoaxoAswero pasmepa, cogep-
Xaljme cooTBETCTBYHOLWMI 06bem Gy/iboHa.

9.3 NHKy6aLnsa NHOKYIMPOBaAHHOTO 6yNbOHa ANnA oboraweHns

WHKY6UPYIOT UCXOAHYH CYCMEH3W0, MPUIOTOB/IEHHYHD B Oy/iboHe (cm. 9.2), npu Temnepatype
(32.5 + 2.5) °C B TeueHne He meHee 20 4, HO He 6onee 72 u.

9.4 O6HapyxeHune n ngeHTudurkaumsa Staphylococcus aureus

9.4.1 BbligeneHue

CTepunbHOI neTneii AenatT nepeceB a/IMKBOTbI MHKYOMPOBAHHOIO 6y/ibOHa ANA oboraweHns Ha no-
BEPXHOCTb arapn3oBaHHoOl cpeabl Balipg-Mapkep, 4To6bI NOAYYNTb N30IMPOBaHHbIE KOMIOHUN.

MepeBopaunBaoT yawkKy MeTpu n MHKYOMpyoT npn Temnepatype (32.5 £ 2.5) °C B TeyeHUe He MeHee
24 4. HO He 60nee 48 u.

MpoBepsT Ha HaNM4Yne XxapakTepHbIX KOSIOHWHA (CM. Tabnuuy 1).

Tab6nnya 1— Mopdonornyeckme xapakrepuctukn Staphylococcus aureus Ha cenekTUBHO cpeae
CenekTusHas cpesa XapakTepucTuka konouunii Staphylococcus aureus

o YepHble 6r1ecTAwme KOMOHNN, OKPYXXEHHbIe
ArapusoBaHHas cpega balipa-MNapkep
npo3payHbIMM 30HaMU pa3Mepom OT 2 40 5 MM

9.4.2 WNpeHTudunkauma Staphylococcus aureus

9.4.2.1 O6WMe NoMoXeHus

MpoBoAAT AanbHelilee nccnefoBaHne NoAO3PUTENbHBIX KOMOHWNA, BblAeNeHHbIX Ha arapu3vpoBaHHOM
cpepe Balipa-Napkep. Hannune Staphylococcus aureus MOXeT ObITb NOATBEPXKAEHO pasHbIMU GUOXMMUYE-
CKUMW U KYNbTypa/ibHbIMU TECTaMMU.

9.4.2.2 Okpacka rno pamy

CnenytoT npoueaype, ycTaHOB/IEHHOM B 1ISO 21148. MpoBepstoT Ha Ha/IMUME TPaMMNONIOXUTENbHbIX KOK-
KOB, COOpPaHHbIX B CKOM/IEHMS, HANOMUHaoLWMe rpo3abs BUHOrpaaa.

9.4.2.3 TecT Ha kaTanasy

CnepytoT npoueaype, ycTaHOB/eHHOM B 1ISO 21148.

MpoBepsAIOT Ha HaNM4Yne NOMOXUTENBHOW KaTana3Hol akTUBHOCTU.

9.4.2.4 TecT Ha Hanuune oepMeHTa naasmokoarynasbl

Mcrnonb3ya MUKPOBMONOTrMYECKyHo NeT/to, NePEHOCAT NOA03PUTENIbHbIE XOPOLLO U30/IMPOBaHHbIE KOJ10-
HUN C NOBEPXHOCTWN arap1M3oBaHHOW cpeabl Balipa-MNapkep B MHANBUAYanbHble CTepPUsibHbIE MPOBUPKN, B KaX-
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[0V 13 KOTOpbIX HaxoauTcsa no 0.5 cm3 Niasmbl MIEKONUTAKOLWEro, NPeAnoYTUTENIbHO KPOvKa U fiowaaun, ¢
COOTBETCTBYOLWMMN fo6aBKamMn nnn 6e3 Hux.

MpoBogAT nHKy6aumto npu (37 + 2) X 1 uccnenyroT Nnpobupkn vepes 3. 4. 6 n A0 24 4. ecnn peakuus
Koarynsauum He nposiBuiachb B TeyeHne 6 4 Uan NHoe He YCTaHOBJ/IEHO U3ToToBUTENEM. MON0XUTE IbHYO peak-
LMI0 Koarynsumm, NosSBUBLLYIOCS TOMBKO Yepe3 24 4. Heo6xo4MMO NoATBepAUTb.

MocTaHOBKa AaHHOro TecTa AJ/1 KOHTPO/IbHbIX LWTaMMOB MPOBOAUTCA O4HOBPEMEHHO C aHa/IM30M MOA0-
3pUTENbHbIX KO/TOHWI B COOTBETCTBUN C pEKOMEHAALNAMN U3roTOBUTENS.

KOHTPONMpPYIOT Hannune nonoXxuTenbHON peakunn Ha nnasMmokoarynasy.

10 MNpepcTaBneHne pesynbTatoB (06HapyxeHme Staphylococcus aureus)

Ecnu npu naeHTUdMKaLNN KOMOHUA NOATBEPXAEHO HaNM4uMe JaHHOro BuUAa, pesynbtar NpeacTaBnsioT
cnegyrowmm obpasom: 6aktepun Buga Staphylococcus aureus o6HapyXeHbl B KOfinyecTse S Npoobl.

Ecnn nocne o6oralleHnsa pocTa He Habnaanocb U/nnu ecnn NAeHTUMUKaL S KOMTOHWIA He NOATBepAU-
na Hannune JaHHOro BuAa, pe3ynbTaT NpeAcTaBsaoT cneayowmm o6pa3omM: 6aktepumn Buga Staphylococcus
aureus He o6HapyXeHbl B KoiM4yecTse S Npoobi.

11 HeliTpanusauys aHTUMUKPOGHbLIX CBOCTB NPOAYKLMN

11.1 O6uwmMe NONOXeHUS

OnuncaHHble HKe npoueaypbl AEMOHCTPUPYIOT, YTO MUKPOOPraHW3Mbl MOTYT pacTu B YC/IOBUSIX NpoBe-
AeHust aHannsa.

11.2 NpuroToB/ieHNe MHOKYATa

Mepepn nNpoBeAeHNeM UCMbITaHUA 3aceBalOT MOBEPXHOCTb arapu3oBaHHON Cpefbl C COEBO-Ka3eMHOBbIM
rngponmsatom (SCDA) wnm gpyroii nogxodsiuein cpefpbl (HeCeNeKTUBHOW M He OKa3blBatolleli HelTpanmnay-
owero geincreuna) wtammom Staphylococcus aureus. VIHKy6upytoT yallky npu Temnepatype (32.5 + 2.5) X
B TeyeHune 18-24 u.

CTepwnbHOl neTneli WTPUXOBbIMU ABWKEHUAMU CHMMAlOT C MOBEPXHOCTU Cpefbl BbIPOCLUME KOJIO-
HUMN N pecycneHAMpYOT B pasbaBuTesnie NS MNPUrOTOB/IEHNS CTaHAAPTHOM CYCMeH3UW C KOHLUeHTpauuen
1x1(>8 KOE/cm3 (Hanpumep, ncnonb3ysa cnektpodoTomeTp, cM. 1ISO 21148:2005 (npunoxeHue C)).

CTaHAapTHYIO CYyCMeH3uIo 1 ee pa3BefeHUs NCMOMb3YyHOT B TeHeHme 2 Y.

11.3 MpurogHoCTb MeTofa O6HapyxXeHus

11.3.1 Npouepypa

11.3.1.1 B npobupkax, cogepxatinx no 9 cm3 paszbasutens, rotoBAT pasBefeHNs CTaHAAPTHOW CycneH-
3UN. YTOObI B KOHEYHOM CYeTe NOMy4YMTb KOHLEeHTpaumio, paBHyto 100—500 KOE/cm3. AN noacyeta OKOHYa-
TE/IbHOrO KOMIMYEeCTBa XMU3HECMOCO6HbIX MUKPOOPraHN3MOB B pasBeAeHHOl CTaHAapTHOW CycneH3nn BHOCAT
1 cm3 cycneH3umn B valwky MNeTpu n 3anmBaoT 15—20 cm3 pacniaBfieHHOW arapn3oBaHHONM cpefbl, KoTopas
BblAepXunBanacb Ha BOAsHOM 6aHe npu TemnepaType, He npesblwatollein 48 °C. JaloT cpefe B Yallkax 3a-
CTbITb. @ 3aTeM WHKY6uMpytoT npu Temnepatype (32.5 + 2.5) "C B TeueHne 20—24 u.

11.3.1.2 FOTOBAT B ABYX NOBTOPHOCTAX MCXOAHYIO CyCNeH3uto Npobbl B Npo6upke nam konbe, cobntogas
Bbl6paHHble 4191 aHann3a ycsnoBus (He MeHee 1T win 1 cmM3 UCnbITyeMoi NpoayKUumMn 1 onpeaeneHHblli 06bem
6ynboHa Ana o6oraweHuns). Ecnm ncnonb3yroT MeTod MeM6paHHol ounbTpauumn, To UALTPYIOT B ABYX MO-
BTOPHOCTAX HO MeHee 1 cM3 UCMbITyeMOol NPOAYKLUMM N MEPEHOCAT KaxAblli MeM6paHHbIl (hunbTp B Npo6upky
VN Konby, coepxallyto 6ynboH A1 oboralleHuns B yCNOBUAX, BblIOpaHHbIX 418 NPOBeAEeHUS UCTIbITaHNS.

11.3.1.3 CTtepunbHOo BHOcAT 0.1 cM3 pa3BefleHHOW CTaHAapTHOW cycneHsun (cm. 11.3.1.1) Mukpoop-
raHM3MoB B OfHY NpPo6upKy nanm konby (TecT Ha MpUrogHocTb). MNepemelunBaloT, 3aTeM MHKyOGUPYHOT obe
NPOGUMPKN NN KOMBbI (TECT Ha NPUroAHOCTb U KOHTPOJIb HEKOHTaMWHMPOBaHHOM NpPo6bl) Npu Temnepartype
(32.5 £ 2.5) X B TeuyeHue 20—24 u.

11.3.1.4 MNpoBOAAT BblAeNeHNe ANA KaXA0oW NPoBUPKM unm Konbbl (TECT Ha NPUrogHOCTbL U KOHTPO/ib
HEKOHTaMWHUPOBaHHO NPo6bI). VICNoNb3ys CTepu/IbHYIO NET/IIo, AeNatT BbICEB MHKYOMPOBaHHO CMecn Me-
TOAOM MCTOLLaoLWero wrpmxa (Npy Taknx Xe ycrioBUsX, Kak B TeCTe) Ha NOBEPXHOCTb arapu3oBaHHOl cpeabl
Baiipa-Mapkep, pa3nntoit B Yawku MeTpu (gnameTpom oT 85 fo 100 MM) B KONM4YecTBe NPUBAN3NTESNTBHO OT
15 po 20 cm3. NHKy6upytoT Yallkn npu Temnepatype (32.5 £ 2.5) X B TeyeHne 24—48 u.
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11.3.2 WHTepnpeTauusa pesynbTaToB TecTa Ha NPUroAHOCTb

MpoBepsaloT, uTOo pa3BefeHHas CTaHgapTHas cycneH3us 6aktepulii Buga Staphylococcus aureus
(cm. 11.3.1.1) cogepxuT oT 100 go 500 KOE/cm3.

HelTpanusaumsa noarBepxgaeTca u MeTof 06HapyXeHus SBSeTCA yA0B1eTBOPUTE/IbHbIM, ECIN POCTO-
Bble XapakTepuctukun Staphylococcus aureus Ha6/1l04a0TCA Ha Yallke, KOTopasi UICNoJIb30Basiack B TeCTe Ha
NPUrogHOCTb, U €CNIN OTCYTCTBYET POCT Ha KOHTPOJIbHO Yallke.

Ecnun o6Hapy>xeH poCT Ha KOHTPO/IbHON Yallke (KOHTaMUHMPOBaHHas NPOAYKLMS), HeliTpannsaums nog-
TBEPXAaeTca N MeTod OOHapyXXeHUs ABNseTCa yAoBNeTBOpUTe/IbHbIM, ecnn 6akTepun Buga Staphylococcus
aureus BblggerneHbl Ha Yallke MNeTpu, UCNOb3YeMOi B TeCTe Ha MPUrogHOCTb.

OTcyTCcTBMe pocTa Ha 4alukax [eTpu, NCnosib3yeMblX B TeCTe Ha NPUrogHOCTb, yKa3biBaeT Ha TO. YTO
aHTUMUKPOOHas akTMBHOCTb BCe ellle He HeliTpasin3oBaHa 1 TpebyeTcs M3MeHeHue YCnoBuii metoda nytem
yBeNimyeHns obbema nuraresibHoro 6ysiboHa (Npu 3TOM KO/IMYECTBO NPOAYKLUN OCTaeTCA TeM Xe), Unv nytem
[ob6aBrieHNs 6GOMbLUIEr0 KONMM4YecTBa MHaKTUBMPYHOLLEro BellecTBa B Oy/bOH A1 oboraljeHns, uan nytem
KOMOUHaUMN N3MEHEHW, KOTopble NO3BOAAT obecneunTb pocT Staphylococcus aureus.

Ecnn Bce elle HEBO3MOXHO BbIAENNTb XU3HECNOCOBHbIE Ky/NbTypbl HECMOTPSA Ha BBefeHWe Nnoaxons-
LWMX WHAKTUBMUPYIOLLMX BELECTB M 3HauyuMTeslbHOe yBesimyeHne obbema Oy/bOHa, Kak OnMvMcaHo Bbille, 3TO
yKasblBaeT Ha Maslyl0o BepOATHOCTb KOHTamuHauuu npoaykunn 6aktepusammn suga Staphylococcus aureus.

12 TlpoToKos ucnbiTaHud

MPOTOKON UCNbITaHUS AO/HKEH COAEPXaTb CNeAyoLLy0 MHhopMaLuio:

a) CCbIIKY Ha HacToAWMIA cTaHaapT;

b) BCIO MHOPMaLIMIO, HEO6XOAUMYIO A1 NONHONM UAeHTUdUKaLm NPoayKumu;

C) NPUMEHEHHbIA MEeTOA;

d) nosny4yeHHble pesynbraTbl:

e) BCe AeTanu NpuUroToBIEHNS UCXOAHON CyCneH3nu;

f) onncaHne meTofa € ykazaHMEM MCMNOMb30BaHHbIX HENTPa/IM3YIOLWMX BELECTB U NUTATeNbHbIX Cpes;

A) noAgTBEPXAEeHMEe NPUrOAHOCTU MeTOAA, AaXe eC/in UCMbITaHne 6bl10 BbINOSIHEHO OTAEMBHO;

h) nto6ble 0COGEHHOCTU, HE YKa3aHHble B HACTOSLWEM cTaH4apTe WM paccMaTpMBaeMble Kak Heob6s3a-
TeNbHble, BMecTe C NOAPOGHOCTAMM, KOTOPbIE MOF/IN NOB/MATL Ha MOJTyYEHHbIE pe3y/bTaThbl.
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MpunoxexHue A
(cnpaBo4HOE)

Opyrvne nutatenbHble cpegbl

A.l1 fipyrne 6ynboHbl ANA oboraweHus

A.1.1 XXunpgkas nutatenbHaa cpega ¢ COeBO-Ka3eMHOBbLIM MMAP0aN3aToM

A.1.1.1 CocTaB

- MaHkpeaTnyecknii rmgponusar kasenHa — 15.0T;

- nanavHoBbI TMApPONM3AaT COEBON Mykn — 5.0 1

- xnopug Hatpua — 5,0r;

- Boga— 1000 cm3.

A.1.1.2 MpuroTtoBneHune

PacTBoOpsOT nocnefoBaTesibHO BCe KOMMNOHEHTbI (MM rOTOBYIO CyXylo cpefly) B Bofe, Harpesasi npu Heob6xoanmo-

cTn. CTepunnsytoT B aBToknase npu Temnepartype 121 *C B TeyeHune 15 MuH.

Type.

Mocne ctepunusauuun n oxnaxaeHus pH gomkeH 6biTe paBeH 7.3 = 0.2 Npyv U3MepeHnUn Npy KOMHATHOW Temnepa-

Pa3nuBatoT cpefy B NOAXOAALLYI0 NabopaTopHyto nocyay.

A.1.2 Helitpanusyowunit 6ynboH D/E (HeWiTpanusyowuii 6ynsoH Dey/Engley) [7]
A.1.2.1 CocTaB

nokosa — 10.0T.

coeBblii neunTnH — 7.0 1:

NATUBOAHBIV Tocynbart Hatpua — 6.0 T,

nonucop6at 80 — 5.0 I.

naHkpeaTWyecknii rngponusat kasenHa — 5.0 r;

6ucynbut HaTpua — 2.5T;

OPOXOKEeBOW aKCTpakT — 2.5 T;

TNornukonAaT Hatpua — 1,0r;

KpacuTenb 6POMKPE3010BbI NypnypHbIi — 0.02 T;

- Befa— 1000 cm3.

A.1.2.2 MpuroTtoBneHune

PacTBopsOT nocnefoBaTesibHO BCe KOMMNOHEHTLI WK TOTOBYIO CYXYt0 cpefly B Kunsieii Bofe A0 NOSHOTO pacTBo-

peHus. PasnusaloT cpefdy B NOAX0AALLYy0 nabopaTtopHyto nocygy. CTepunusyloT B aBToknaBe npu Temnepatype 121 “C B
TeyeHne 15 MuH.

Type.

Mocne ctepunusauun n oxnaxgenns pH gomkeH 6biTb paBeH 7.6 = 0.2 Npu n3MepeHnMn Npy KOMHAaTHOW Temnepa-

A.1.3 MoanduuMpoBaHHbIA NeTUHOBBLIV (Letheen) 6ynboH
A.1.3.1 CocTaB

depmeHTaTMBHbIA rngponnsat msca — 20.0 r,
naHkpeaTuyeckuii rngponmsar kasemHa — 5.0 r;

roBshkuii akcTpakt — 5.0 ;

ApOXKeBoli akcTpakTt — 2.0 T;

neunmtuH — 0.7 r;

nonucop6ar 80 — 5.0 r:

xnopug Hatpua — 5.0r;

6ucynbut Hatpua — 0.1 r;

- Boga— 1000 cm3.

A.1.3.2 NpurotoBneHune

PacTBopsOT nocnefoBaTtenbHO B Kunaweii Boge nonncopbat 80 1 neynTUH 40 UX NOSHOTO pacTBOpeHus. PacTBo-

pAOT APYrne KOMMNOHEHTbI, NepemMeLuBas npu HarpesaHmun. MNMepemMeLBaoT OCTOPOXHO BO u3bexaHne neHoobpasosa-
HMA. PasnuBaloT cpedy B noAxoAsiuyto nabopaTopHyto nocygy. CTepunusyloT B aBToki1aBe npu Temnepatype 121 "C B
TeyeHne 15 MuH.

Type.

Mocne ctepunusauun n oxnaxgenns pH gomkeH 6biTb paBeH 7.2 = 0.2 Npu U3MepeHnn Npy KOMHAaTHOW Temnepa-

A.2 [ipyras cenekTuBHas arapusoBaHHasa cpefja

A.2.1 ConeBoii arap ¢ MmaHHuUTOM (arap Chapman)
A.2.1.1 CocTaB
- ToBsIXWil akcTpakT — 1.01
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Type.

Type.

10

naHkpeaTuyeckuii rugponusart kazemHa — 5.0 r;
naHkpeatuyeckuii rmgponusar msaca— 5.0 ;
xnopug Hatpus — 75.0 1

D-maHHuTton — 10.0T;

arap — 15.0r.

heHOoNoBbIN KpacHblii — 0.025 T;

Bofa — 1000 cm3.

A.2.1.2 MpuroToBneHve

CmelumnBaloT BCe KOMMOHEHTbI, HarpeBalT NP MHTEHCMBHOM NepeMellBaHun U KUNATAT B TeyeHne 1 MuH ans
pactBopeHus. Pa3nusatoT no hiakoHaM 1 CTepuansytoT.

Mocne cTepunusaummn n oxnaxaeHns pH Ao/mkeH 6bITb paBeH 7.4 + 0,2 Npu U3MepeHun Npu KOMHaTHO Temnepa-

A.2.2 ArapusoBaHHasa cpefa ®orenqa-[xoHcoHa (Vogel-Johnson)
A.2.2.1 Coctas

MaHkpeaTuyeckuii rugponmsat kazemHa — 10.0 T.
[pOXOKeBOI aKcTpakT — 5.0 I:

MaHHuTONn — 10.0 1.

ofHO3aMelleHHbI hocdat kanns — 5.0 1;
xnopug nutma — 5,01

rMunH — 10,0 r:

arap— 16.0r,

theHO0NoBbIN KpacHblli — 0.025 T;

Boga — 1000 cm3.

A.2.2.2 MpuroTtosneHune

KunsTsT pacTBop, COCTOSAWMIA M3 pacTBOPEHHbIX KOMMOHEHTOB, B TeyeHne 1 MuH. CTepunusyioT, oxnaxgaloT A0
Temnepatypbl 45 "C — 50 "C n o6aBnatoT 20 cM3 CTEPUILHOIO pacTBopa Tenyputa Kanms.

Mocne cTepunusaummn n oxnaxaeHnsa pH fosmkeH 6biTb paBeH 7.2 + 0,2 Npu U3MepeHun nNpu KoMHaTHol Temnepa-
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HeliTpannsatopbl aHTUMUKPOGHO aKTUBHOCTU KOHCEPBAHTOB
M MPOMbIBHbIE XNAKOCTH

KoHcepaalub!

deHoNbHbIe
COefMHeHNs:

- napabeHsbl;

- theHokcHnaTaHoN:

- theHunataHon;

- 1 gpyrue aHunuabl

YeTBEpPTUYHbLIE aMMO-
HUEBble CoeANHeHns,
KaTMOHOreHHbIe Mo-
BEPXHOCTHO-AKTVBHbLHO
BeulecTsa

Anbperngbl, Hrpeaun-
eHTbl. Bblgensoune
dopmanbaerng

Okucnsiolwe coeau-
HRHUA

M30Tnas3onnHoHbl, nmu-
Aa30/bl

BuryaHuabl

Conu meTannos (Cu. Zn.
Hg). pTyTbOpranuyeckue
coefuHeHuns

XuMmueckme BELLECTBa, CrocoGHbIe
HeWTpanM3oBaTh aHTUMUKPOGHYH
aKTMBHOCTb KOHCEPBAHTOB

NeuntuH, nonucop6ar 80. kKoHAeHcaT
3TWU/IEHOKCUAA XMPHOTO CrnpTa, He-
MOHOTeHHbIE NOBEPXHOCTHO-
aKTUBHble BellecTBa

NleunTunH, canoHunH, nonucopbart 80.
Aogeumncynbgar HaTpus
KoHgeHcaT aTuneHokcuga XupHoro
cnupTta

FnvuuH, rmncTugmH

Tuocynbgar HaTpus

JleynTnH, canoHnH

AMUHbI, cynbdatbl, MepkanTaHbl,
6ucynbuT HaTPUA, TUOTNNKONAT
HaTpus

NleunTuH, canoHunH, nonucopbart 80

Bucynbdat Harpus. L-umcTtenH

CynbdrupunbHble COeANHEHNS,
TUOINNKONEeBas Kucnota

MpumeyaHne — Cwm. [8]. (11].

MpyMepbl NOAXOAALLWX LEHTPaUIM3ATOPOB
1 MPOMBIBHbIX WKOCTEN
(@na meTooB MeMbpaHHOI hnnbTpaLmm)
Monucop6at 80, 30 r/am3. + neynTuH. 3 r/gm3.

KoHAeHcaT aTuneHoKCMAa XXUPHOTo cnupTa.

7 rlpm3, + neynTuH. 20 r/gm3. + nonuncop6bart 80.
4r1/gm3.

OfE-HeliTpanusyowmnii 6ynboH a>

MpoMbIBHAS XUAKOCTb: AUCTUNANVPOBAHHASA

Bofa: TpunToH, 1r/am3. + NaCl. 9 r/gm3;
nonucop6at 80. 5 r/gm3

Monucop6at 80. 30 r/am3' + gogeunncynbar
Hatpus, 4 r/agm3, + neuntuH. 3 r/gm3.

Monucop6at 80. 30 r/am3. + canoHuH.
30 r/gm3, + neunTuH. 3 r/gm3.

D/E-Helirpanusyowuii 6ynboH a>
MpombIBHAS XUAKOCTb: ANCTUNIMPOBAHHAA

Boga: puntoH. 1r/am3. ¢ NaCl. 9 r/gm3;
nonucop6ar 80. 5 r/igm3

NeuntuH. 3 r/gm3. + nonucopbat 80. 30 r/gm3.
+ L-rucrnanH. 1r/gm3.

Monucop6aTt 80. 30 r/am3. + canoHuH. 30 r/gm3,
+ L-rucrugui. 1r/gm3. + L-unctenH. 1r/gm3.

D/E-Helirpanusyownii 6ynboH a).

MpoMbIBHas XUAKOCTb: nonucop6art 80.

3 r/am3, + L-rucruguu, 0.5 r/gat

Tuocynbat HaTpus. 5 r/am3.

MpoMbIBHasA XWAKOCTb: TMOCYNbaT HaTpus,
3r/am3

Monucop6art 80. 30 r/am3. + canoHuH, 30 r/gm3.
+ neuntuH. 3 r/am3.

MpoMmbIBHas XMAKOCTb: TpMNTOH, 1r/gm3. + NaCl,
9 r/gm3; nonucop6at 80, 5 r/igm3

Monucop6at 80, 30 r/am3. + canoHuH. 30 r/gm3,
+ neunTuH. 3 r/am3.

MpombiBHasA XunakocTb: dpunTtoH, 1r/am3. + NaCl,
9 r/am3, nonucop6art 80. 5 r/gm3

Tuornukonat Hatpus. 0.5 unn 5 r/gm3.
L-ynctenH. 0.8 unn 1.5 r/igm3.
D/E-Helirpannsytowmnii 6ynboH a>

MpombIBHAS XMUAKOCTb: TUOTNMKONAT HATPUSI.
0.5 r/gm3

a) D/E-HeliTpanuayowmiti 6ynsoH (Dey/Engley-Heiirpanu3yowmnii 6ynboH) cM. B NPUIOXeHUN A.
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Mpunoxexnune A
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CBefileHNsi 0 COOTBETCTBUMN CCbINTIOUYHbIX MEXAYHAPOAHOIO
M eBPONENCcKoro cTaH4apTOB MeXrocyAapCTBEHHbIM cTaHAapTam

Ta6nuya AOAN

O603Ha4EHNE CCbITOYHOTO

MEIyHAPOAHOTO (EBPONENcKoro) CreneHb 0603Haq3:|;|§0v(|: Hamﬁ:giigl:g ;(?;)JB;T:;BWOU.{EI’O
CTanzapTa COOTBETCTBYUA yaap nap
1ISO 21148:2005 0T FOCT ISO 21148—2013 Mpoaykunsa napgromepHo-KoCMeThYecKas.
Mukpo6uonorua. O6wme TpeboBaHWSA K MUKPOGMONOrMYECKOMy
KOHTPO/IO
EN 12353 0T FOCT EN 12353—2016 CpepcrBa XuMuyeckne [e3nHMOULUpYyto-
e n aHTucenTnyeckme. KoHcepsauusa TeCcT-opraHu3MoB, UCMOSb-
3yeMbIX A8 onpeaeneHus 6akrepuunaHoin (Bkntoyas Legionella),
MUX06axTePULNAHON. CNOPULMAHOW. PYHIMLUAHON 1N BUPYLUHOW
(Bkntoyas 6aktepuodparn) aktueHoctn (EN 12353:2013)
MpumeuaHne — B HacToAwel Tabnuye NCNoONbL30BaHO crefylollee YC10BHOe 0603HauYeHne CTeneHn cooT-

BETCTBUSI CTAHAAPTOB:
- IDT — UAEeHTUYHbIe CTaHAAPTbI.

12
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