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Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 MOOrOTOBNEH pecnybnukaHCKMM YHWUTapHBIM npeanpusateM «benopycckuid rocyoapcTBEHHbLIN
WHCTUTYT MeTponorum» (benlfMM) Ha ocHoBe coOCTBEHHOrO mMepeBog4a Ha PYCCKWIA s3blk aHMNMOA3bIYHOM
BEPCUMW JOKYMEHTa, YKa3aHHOro B NyHKTe 5

2 BHECEH locynapcTBeHHBIM KOMWTETOM MO cTaHaapTu3auunn Pecnybnuku Benapych

3 NMPUHAT MexrocygapCTBeHHbBIM COBETOM MO CTaHAapTu3auuu, MeTponorum u ceptudukalmm no
pesynetatam ronocosaHus B AMC MIC (npoTtokon ot 30 sinBapst 2020 r. Ne 126-M1)

3a NMPUHATKE NPOronocoBanu:

Kparkoe HauMeHOBaHWE CTpaHb Kog ctpabl CokpalleHHOe HaMEHOBAHWE HALWMOHANLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTusauum
ApmeHus AM 3A0 «HauuoHanbHBIA OpraH no craHgapTuaauum

1 MeTponorim» Pecnybnvkn ApmeHus

Benapycb BY lNocctanpapt Pecnybnunku Benapycb
KazaxcTaH KZ loccTtangapT Pecnybnukn KasaxcrtaH
Kvpruansa KG KblpreisctaHgapt

Poccug RU PoccraHpapTt

TamKuknucTaH TJ TapxukcTangapt

YabekucTaH uz Yactangapt

4 lMpwukaszom defepanbHOro areHTCTBa MO TEXHWMYECKOMY PEerynvpoBaHuWio U MeTponorum ot 29 pge-
kabpsa 2023 r. Ne 1743-ct mexrocygapcteeHHbln ctaHgapT FTOCT ISO/TR 19838—2020 BeeneH B gencTeue
B KadecTBe HauuoHanbHoro ctaHgapta Poccuinckon ®Pepepauun ¢ 1 aHeapa 2025 r. ¢ npaBoM OOCPOYHOro
NpMMeHeHNs

5 Hacroawuin ctaHgapT MaAeHTUYEH MexayHapogHomy nokymeHTy ISO/TR 19838:2016 «Mukpobuono-
rus. KocmeTuka. PykoBogsuiMe ykasaHusa no npumMeHeHuo ctaHgaptor ISO no mukpobuonoruun» («Microbio-
logy — Cosmetics — Guidelines for the application of ISO standards on cosmetic microbiology», IDT).

MexoyHapoaHbI AOKYMEHT pazpaboTaH TexHu4eckum komuteToM ISO/TC 217 «KocmeTuka» MexayHa-
pOAHOM opraHu3auum no ctaHgaptusauum (1ISO).

HavmeHoBaHWe HacTosALlWero ctaHaapTa U3MEHEHO OTHOCUTENbHO HAUMEHOBAHUWA YKa3aHHOTo Mexay-
HapogHoro AoKymeHTa ans npuseneHus B cooteetcTBue ¢ FOCT 1.5—2001 (nogpazzen 3.6)

6 BBEJEH BINEPBLIE
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HHpopmayus o esedeHuu 8 delicmeue (npekpawjeHuu delcmeus) Hacmosaweao cmaHdapma u uame-
HeHUl K HeMy Ha meppumopuu yKkasaHHbix ebiuie 2ocydapcme nybnukyemcs 8 ykasamensx HauuoHambHbIX
cmaHdapmos, uzdasaemsix 8 amux 2ocydapcmeax, a makxe 6 cemu MiHmepHem Ha calimax coomeemcmey-
OWUX HaUuUOHaIbHbIX 0p2aHoe Mo cmaHdapmu3ayuul.

B cnyyae nepecmMompa, UaMeHeHUs Umu OmMeHbl Hacmosiwea2o cmaHdapma coomeemcemaytowas UH-
gopmayus 6ydem onybnukoeaHa Ha oghuyuanbsHOM UHmepHem-calime MexeocydapcmeeHHO20 cogema o
cmaHOapmu3sayuu, Memponoauu u cepmughukayuu e kamanoee «MexezocydapcmeeHHble crmaHdapmabi»

© ISO/TR, 2016
© OdbopmneHue. ®IBY «MHcTUTYT cTaHgapTuaauuu», 2024

B Poccuiickon ®eaepalmm HAacTOALWMA CTAHAAPT HE MOXKET ObiTh MOMHOCTLIO UMK
o7 YaCcTMYHO BOCMPOM3BEAESH, TUPAXKMPOBAH M pacnpocTpaHeH B KayecTee ouumansHoro
n3gaHua bes paspelleHua PefepanbHOro areHTCTBa N0 TEXHUYECKOMY PerynupoBaHui

W MEeTponorvm

i
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BeegeHue

Kax okl narotoButens napgomMepHO-KOCMETUYECKON NPOAYKLUUU HEeCeT ABONHY OTBETCTBEHHOCTL 3a
MUKPODBMONOrMYECKY0 YNCTOTY CBOEN NPOAYKLUNK.

Bo-nepBblx, OH JOMKEH rapaHTUPOBaTh, YTO B aHHOW NPOAYKLMM HA MOMEHT ee npuobpeTeHurs noTpe-
OWTenemM He cogepKaTcsi MUKPOOPraHWaMbl TakUx BUAOB M B TAKOM KOnMWYecTBe, YTobbl UX MPUCYTCTBUE OT-
pyuLaTenbHO CKasblBanoCch Ha Ka4ecTBe NPOAYKUMM UMK YITpoXano 300poBbio noTpebuTtens. 3Ta uenb 06bI4HO
JOCTUraeTcsl BHeApeHWeM Haanexallen npoussogcTeeHHow npaktukn (GMP) (cm. ISO 22716) B npouecc ns-
rOTOBMEHUS U YNAKOBLIBAHUSA NPOOYKLUMK, a Takke, B cnydyae HeobxoaMMOoCTu, MyTeM NPOBEAEHWNSA UCNLITAHUIA
Ha cofepXaHue MUKPOOPraHU3MOB B rOTOBOW NPOAYKL MK,

Bo-BTOpbIX, OH OOMKEH rapaHTUpoBaTh, YTO MUKPOOPraHW3Mbl, NMPUBHECEHHbIE B NPOOYKUWIO NpU ee
06bIYHOM WCNOMB30BaHWK, He OYAYT OKasbiBaTb HEGNAronpUATHOrO BNUAHMA Ha Ka4ecTBO unu 6e3onacHocTb
3TON MpoayKuuu. 3Ta uenb 06bIYHO OOCTMraeTcs 3a CHeT MPOBEeAeHUs UCTMbITaHWA HA 3(EKTUBHOCTL KOH-
CcepBMpOBaHUsA (Tak HaseiBaemel Challenge test) Ha sTane pa3paboTku HOBOWM NPOOYKLMMW.

B uensax obecneuyeHus kadecTBa npoaykumuv u ee BesonacHocTy Ans noTpebuTens npeacraBnseTcs
LenecoobpasHLIM BLINOMHEHWE COOTBETCTRYHOLLErO aHanm3a MMKpobruonorMyeckux puckoB Ans onpeneneHuns
BMAOB NPOAYKUMK, K KOTOPLIM ByAeT MpUMEHATLCS HACTOSLWNA CTaHaapT.

OnpegeneHue NpoaykuMmM ¢ MUKPOOMONOrMYeCcKn HU3KUM pUCKOM mnpuBedeHo B 1ISO 29621. MNMpumeHe-
HWe TakoN MpoAyKUWK, OnpedensemMon Kak «HebnaronpuaTHas» ON8 pasmMHOXEeHWS MUKPOOPraHU3MOB U W3-
roTaenMBaemMoil B COOTBETCTBMM ¢ nonoxeHnamm GMP, conpsXeHo Nullb ¢ BECbMa HE3HAYMTENbHLIM PUCKOM
ans nons3oeartens. OTcloga cnegyert, YTO NPOOYKUWS, XapakTePUCTUKU KOTOPON COOTBETCTBYHT yKa3aHHbIM B
ISO 29621, He noaAnNexmuT MUKPOGUONOrMYeckUM UCNbITAHUAM HE3AaBMCUMO OT TOro, MAET N pedb 06 ncnbiTa-
HUAX Ha 3OPEKTUBHOCTb KOHCEPBMPOBaHWA MM 06 UCMbITAHUAX KOHEYHOW NPoOyKUWK.

MpooyKuus, KoTopas He MOXKeT paccMaTpuBaThbCs B KadecTBe «HebnaronpusiTHoOM» A5 pasMHOXEeHNs
MUWKPOOPraHM3mMoB, TpedyeT OLeHKM ee MUKPODMOMOrMYecKol YNCTOTLI NyTeM MPOBEeAeHUSA WCMbITaHWA Mpu
NPUMEHEHNN COOTBETCTBYHOLLUX METOAOB. TexHuyeckum komutetom ISO TC 217 BbIn NoaroToBnNeH LNPOKUIA
nepedeHb CTaHAAPTOB MO OLEHKE aHTUMUKPOBHON 3aLUMThl NPOAYKLUN U MUKPOBMONOrMYeckon YNCTOThI rOTo-
BOW npogykuum (MeToabl U HopMbl). M3roToBUTENKM NO CBOEMY YCMOTPEHUK MOTYT 0TKa3aTbCs OT UCTILITAHUNA,
€CMM OHW B COCTOSIHUM NOATBEpAWTb, YTO MX MPOOYKLWSA COOTBETCTBYET AeWCTBYOWMM TpeboBaHusM, ycTa-
HOBMNEeHHbIM ISO 17516 u/unmn 1ISO 11930.
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

nPoaoyYKuuAa NAP®IOMEPHO-KOCMETUYECKAA

Mukpo6uonorus.
PykoBogsime yKka3aHWA no npumMeHeHUo ctaHaapTos ISO no mukpoGuonorum

Cosmetics. Microbiology.
Guidelines for the application of ISO Microbiology standards

Oara eBegeHna — 2025—01—01
C NpaBOM JOCPOYHOIO NMPUMeHeHUA

1 O6nacTtb NpUMeHeHuUA

HacTosawui cTaHaapT COAepXUT PYKOBOASILLME YKa3aHWsa No NpUMeHeHuo cTaHdaptos SO no Mukpo-
Buonorun Ans napgMepHO-KOCMETUHECKOW NPOAYKLMK C Y4ETOM KOHKPETHLIX 3adad, ANS BbINOMHEHUS KO-
TOpbIX 3TW CTaHAapThl NpedHasHa4YeHsbl (KOHTPOMb NPOAYKLMMW, NOCTYNarowWwen Ha pbIHOK, pa3paboTka HOBOW
MPOAYKUMN 1 T. M.), @ TAKKE BUAOB NPOAYKLWK, NOANEXALLER UCMbITAHWNAM.

HacTosawuin cTaHaapT MOXET NPUMEHATLCA B Liensax obecrneveHns BbiNnonHeHns TpebosaHnin cTaHaapTa
ISO, ycTtaHaBnueawLlero Mmukpobuonornyeckne Hopmbl (ISO 17516).

2 TepMuHbI U onpeaeneHus

B HacTodwWwemM cTaHOapTe NpUMeHeHb! credyowme TepMUHbL C COOTBETCTBYOLWWUMK OnpegeneHnsmm:

2.1 peuentypa napdgromMmepHO-KOCMeTHYecKkon npoaykummu (cosmetic formulation): Cmeck chbipbs
C KONWYEeCTBEHHO M KAYE€CTBEHHO ONpeaeneHHbIM COCTaBoM.

2.2 napcromepHo-KOCMeTUYecKasa npoaykumusa (cosmetic product): [oToBas napdprOMeEpPHO-KOCMETH-
Yeckas NpogyKuWs, KoTopas NpoLusia Bce aTanbl NPon3BOACTBa, BKMOYasA YNakoBblBaHWE B KOHEYHYHO YMNaKoB-
Ky ANS OTTPY3KW.

2.3 npoba (sample): OgHa vMnM HeckonbKo MpedcTaBMTENbHBIX YacTed MpoayKuuu, oTOBpaHHbIX K3
napTuu ¢ Lenb nonyyYyeHnsa nHopmauum ob aTon napTum.

2.4.1 cogepxaHue MWKPOOPraHW3MOB <KonudecTBeHHoe> (microbial content): PacueTtHoe uyucno
XKU3HECNOCOoBHbIX a3pobHbIX Me30(UNbHbIX MUKPOOPraHn3mMoB (BakTepuin, OpoXeKen U nnecHeBbIX rpuboB),
cofiepXalimxcs B nappoMepHO-KOCMETUYECKON NPOAYKLUK.

2.4.2 copepxaHue MUKpPOOPraHM3MOB <KayecTBeHHoe> (micrabial content): O6HapyxuBaeMblie cne-
Luundouyeckre unu Hecneumduyeckne MMKpoopraHuamel B npobe napdroMepHO-KOCMEeTUYECKOM NPoayKLmMK.

2.5 KoHcepBMpoBaHue napgrMepHO-KOCMETUYECKOW npoaykuum (preservation of a cosmetic
formulatin): CoBokynHOCTb CpeacTB, KOTOPbLIE MCMOMb3yHoT, YTOObl NPeaoTBpaTUTL Pa3MHOXKEHWE MUKpoopra-
HM3MOB B NapoMepHO-KOCMETUHECKON NPOoaYyKLUUN.

lpumep — Mcnonb3oeaHue KOHCEP8AHMOE8, MHO20(hYHKYUOHANLHLIX COeQUHEHUI, ChbIPbS, a2peccugHo20
K MUKpoop2aHusMaMm, obecrevyeHue KpalHux 3Ha4eHul pH, HU3KUX 3Ha4eHUll akmueHocmu eodk! U m. 1.

2.6 aHTMMUKpoOBHanA 3awKTa NnapdroMepHO-KOCMeTUYeCKOW Npogykuuu (antimicrobial protection of
a cosmetic product): CnocoBbHOCTbL NapdMepHO-KOCMETUYECKOW NPOoayKLMK NpenoTeBpallaTtb KOHTaMuHa-
LW MUKPOOPraHn3Mamu, KOTopble MOryT NPeAcTaBnAaTbL NOTeHUManbHbIA pUCK Ana notpeburtens.

n puMmedyaHne 1 — MonHan aHTMMMKpOﬁHaﬂ 3awnTa BKN4aeT BBedeHne KOHCepBaHTa, CI'leLl,MaJ'Ibeil?l NMpPoOn3-
BD,QCTBGHHI:!I;I npouecc n npumeHeHue 38LLMTHOI;1 yNaKkoBKK.

MapaHune ochbuumnansHoe
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2.7 npooyKuua ¢ MUKpobGuorornyeckn HU3KMM puckom (microbiologically low-risk products):
Mpooykuua, cpeda KOTOPOW MCKNoYaeT IU3NYecKUe N XMMUYecKne yCrioBusa ANA pocTa W/unu BbbDKMBAHUA
(coxpaHeHuns Xn3HecnocobHOCTU) MUKPOOPTraHU3MOB.

MpumeyvyaHue 1 — HU3KKMI pUCK AN JaHHOW KaTeropun NpogykumMy onpegenseTcs MUKPOBUONornieckum 3a-
rpA3HEHMEM, KOTOPOE MOXET NPOM30NTU B NPOLIECCE NPOW3BOACTBA WM NPWU UCMONB30BaHWKM NoTpebutenem.

MpumevaHume 2 — lNpoaykums, ynakoBKa KOTOPOA 3alMLIAET ee OT MPOHMKHOBEHWS MUKDPOOPraHW3MOB, pac-
CMaTpUBAaETCs Kak NPOAYKUMUA ¢ MUKPOBMOMOrMYECKM HAZKMM PUCKOM MPU ee UCMOoNMb30BaHUM.

MpumevaHue 3 — BBedeHWe KOHCEPBAHTOB M WMHBIX aHTUMUKPOGHLIX COEOMHEHWI B PELenTypy NpoayKuum
camo o cebe He rapaHTUpyeT NPOM3BOACTBO NPOAYKLMKA C MUKPOBUONMOTMYECKA HU3KUM PUCKOM.

2.8 oueHka MUKpobGuonornyeckoro pucka (npoaykuusi ¢ HU3KMM puckom) (microbiological Risk
Assessment (low risk products)): OueHvBaHWe xapakTepuUCTUK NPoAyKUUKM ANs onpedeneHns ee NofgBepXeH-
HOCTM KOHTaMWHaLMM MUKPOOPraHu3Mamu.

MpumevaHme 1 — [aHHble XapakTepuCTUKX BKMHOYAKOT B ceba cocTaB NpoAayKuMK, YCNOBUA NPOM3BOACTBA,
YNaKoBKY, a Takke KoMBUHaLWo aTux cakTtopos (cM. 1ISO 29621).

3 CopepxaHue MUKPOOPraHU3MoB

3.1 O6wme TpeboBaHUA

CyuwiecTByeT BOCEMb MEXAYHAPOOHbIX CTAHAAPTOB, pacnpoCTPaHaLWKXCS Ha onpedeneqHue cogepxa-
HUSA MUKpPOOPraHM3MoB B Npobax npogykuum (cM. npunoxexHve A):

- 1ISO 16212

- ISO 17516;

- ISO 18415;

- ISO 18416;

- 1SO 21149;

- ISO 21150;

= 180 22717;

- 1SO 22718.

B pononHeHune k nepedncneHHbiM ctaHgaptam |SO 21148 cogepxuT obLyme ykaszaHusi Mo BbIMOMHEHUHO
MUKPOBMONOrM4eckux MCcrneqoBaHnin MpoayKLUWHN.

3-3a Bonblworo pasHoobpasua Npogykuumn B AaHHON 0BNacTh NpMMEHeHWst HeKOTopble MeTodbl, ycTa-
HOBMEHHbIE B NepeYucneHHbiX CTaHgapTax, MoryT oKasaTbCsl OT4acTWM HemnpurogHeiMW ANA MCNOoMNb30BaHMS
onpegeneHHblX BUAOB NpoayKLUMK (HanpMmep, HEKOTOPOW HEPAaCcTBOPUMON B BOAE MPOOYKLMM).

[nsa npoBegeHUss UCMbITAHWIA, ONMCaHHBIX danee, MOryT TakkKe NPUMEHATECA Opyre MeTodel (Hanpu-
Mep, aBTOMaTuU3UPOBaHHLIE), NPW YCMOBWMW, YTO MX 3KBMBANEHTHOCTb Obina NOATBEPXAEHaA UMM NMPUMEHU-
MOCTb 3TUX METOA0B Obina foKasaHa.

HeobxogMmo WCKNYNTL BO3MOXKHOE NodaBneHne MUKpobHoro pocTa nog 4eRCTBUEM BELLECTB, coaep-
Kawwmxcs B npobe, 4TobObl 0becneynTe obHapyXeHue B Hel XKM3HecnoCoOHbIX MWKpPOOpraHusmMoB. Bo Bcex
cny4asix U BHe 3aBMCUMOCTU OT MPUMEHSIEMOr0 MeToA4a HENTPanNM3auunsa aHTUMUKPOBOHLIX CBOMCTE NPOAYKLMN
OOIMKHa NPOBEPATLCA U MOATBEPXKAATLCS.

HeiTpanusaums aHTUMWMKPOBHON akTUBHOCTW AOMKHA OLEHMBATLCS MPW UCTBITAHUKM HOBOW NPOAYKLWK,
a Takxke Kax[blil pas npyv U3MeHeHUW YCIOBUIA NPOBEAEHUSA UCMbITAHWUIA.

MepeyncneHHsle cTaHaapTs 0GecnevnBaloT BbINOMHEHUE CREeaYOWMX AEACTBUIA:

- MOAcYEeT W obHapyXeHUe Me30(UIbHEIX MUKPOOPraHU3MOB, CMOCODOHBIX K POCTY B a3poBbHbIX yC-
NOBUAX;

- onpepeneHwe OTCYTCTBUA crelMdUYecknx MUKPOOPraHW3MOoB, NpedcTaBNALWMX UHTEpeC ANs nap-
hIOMEPHO-KOCMETUYECKOW NPoayKUUK, —

W TEM CaMbIM MO3BOMAT OLEHUTh, OTBEYAaeT N UCnbiTyeMasn npogykuua TpeboBaHusaM cTaHgapTa, ycTaHae-
nuBatoLLero Mukpobuonornyeckue Hopmel (1ISO 17516).

MeToabl ncnbiTaHui NogpobHO ONUCLIBAKOTCA B COOTBETCTBYHLLMX cTaHAapTax. Beibop kKoHKpeTHoro me-
Toga Mnu KOMOWHaL MKW MeTOLOB 3aBWUCWT OT Lienv NpoBeAeHus NcnbiTaHuia. B kaxgom cnyvae nonb3oBaTerb
CaMOCTOATENBHO PeLlaeT, Kakol U3 BO3MOXHbIX MOAXOO0B ABNAETCA ONTUManbHbIM.
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B 3aBmMcumocCTM OT NpeanonaraeMoro ypoBHS KOHTaMUHALMK UCMbITYEMOW Npobbl MoryT BeiTb peanun3o-
BaHbl ABa pasnu4yHbIX nogxoaa (CM. npunoxeHue A):

- KONnu4ecTBeHHOe onpefeneHue (NoAcYeT) NPOBOAUTCA B TEX Cry4yasax, Koraa MHdopMauus 0 MUKPO-
fronornyeckor YnucToTe Npobbl OTCYTCTBYET WMMKM KOrda 3apaHee npegnonaraercd, 4to npoba KOHTaMWHU-
poBaHa;

- Ka4yecTBeHHoe onpegeneHne (obHapyKeHue) MOXKET NpPoBOAUTLCH, ecrin npoba NpeanonoXUTENbLHO
HE KOHTaMWHWMpOBaHa (HanpuMep, NCXo04sa U3 UCTOPMM COOTBETCTBYIOLLEN NMPOAYKLMKM) 1 OHO LienecoobpasHo
C 3KOHOMMWYECKON W NPON3BOLCTBEHHON TOYEK 3PEHNS.

Ecnu B npobe 6biny 0BHapy»xeHbl MUKPOOPraHuamebl, MPUCYTCTBUE B Hell crneumduyeckux MUKpoopra-
HU3MOB NpoBepsieTcs B cooTBeTcTBUM C 3.3 unn 3.4.

3.2 Nopcyet Me30(hUIIbHLIX MUKPOOPraHU3MoB (6aKTepuin, OpoOXOKen U NNecHeBbIX FPUOOB)

MeTop noncyeta 6akTepuin, onvcanHbli B 1ISO 21149, npegycmaTpuBaeT NOACHET KONOHUIA HA HeCENeK-
TUBHOW arapv3oBaHHOW nuTaTtenbHoW cpefe. NoacyeT KOMOHWIA MOXET BbIMOMHATLCH YalleYHbIM MEeToooM
Unu MetTonoM unbTpauUMM ¢ UCNONb3OBaHUEM OMpefeneHHon NUTATeNnbLHOW cpedbl Nocne WHKyGauuu npu
3a[aHHbIX YCIOBUAX.

PesynkTaThl 4OMKHBI ObITE NpeAcTaBNeHbl cnegyouw M obpasom:

«[konn4yecTBo] aspobHbIX Me30UNbHbIX BakTEPMIA HA rpaMM UK KyBUYeCcKUin caHTMMEeTP NPoayKUUK, B
KOE/r unu KOE/cm3».

[na gpoxokel U nnecHeBbIx rpuboB MeTon, onucaHHbii B ISO 16212, npegycMmaTtpuBaeT NogcyeT Kormo-
HUIA YalleYHbIM METOAOM UMM METOAOM UNETPaUKMK C MCNOMNB30BaHWEM ONpeneneHHon NUTaTensHON cpeabl,
cofepxallen aHTUOUOTUK, Nocre MHKYBaL MM Npy 3agaHHbIX YCITOBUSAX.

AnbTepHaTUBHbIE YCMNOBUS MHKYBaALKUKU C UCNOMNB30BaHWEM NUTATENbLHOW Cpefbl, He COAepXKallen aHTu-
BunoTtukK, npegycMmoTpeHsl B ISO 16212.

PesynbraTthl gomkHbl 6bITh NpeacTaBneHxbl cnegyow M obpasom:

«[konu4ecTBo] OpoHKen W NnecHeBblX rPUOOB Ha rpaMM MK KyBWMHECKWIA CAHTUMETP MpPOAYKUWUW, B
KOE/r unu KOE/cm3».

3.3 OobHapyxeHue cneynn4ecKMX MUKPOOPraHM3MoB

BaxHoe 3HadeHuMe MOXKEeT MMeTb BbIsIBMeHMEe KOXHbIX MaToreHoB, Takux kak Staphylococcus aureus,
Pseudomonas aeruginosa u Candida albicans. ObHapyxeHu1e 4pyrix BUOOB MUKPOOPraHU3MOB MOXKET TaKKe
NpencTaBnsaTe MHTEPEC, NOCKOMBKY MX NPUCYTCTBME (BKMNOYas MHOUKaTOPbI (DeKanbHOro 3arps3HeHus, Hanpu-
mep Escherichia coli) cBMaeTensCTBYeT 0 HapyLIeHUU TMrmeHnYeckx HOpM B MpoLecce Npou3BoacTBa.

CooTteeTtcTBytoLMe meToabl ycTaHoBneHsl B ISO 18416 (C. albicans), ISO 21150 (E. coli), ISO 22717
(P. aeruginosa) n 1SO 22718 (S. aureus).

Kaxabln MeTog npegycMaTtpyuBaeT criefyolMe OCHOBHbIE 3Tanbl:

- oboraweHune npobbl B HECENEKTUBHOM NMUTaTensHOM DynboHEe ¢ nocrnepylowen WHKybaunen npu 3a-
AaHHbIX YCMOBUSX O YBENMYEHUS KONMYECTBa MUKpoopraHnamoBs 6e3 pyucka nogasneHus ux pocta oT4enb-
HbIMKW KOMMOHEHTaMU, MPUCYTCTBYHOLWUMK B CEeNeKTUBHON/ auddepeHUnansHoW NMTaTensHON cpene;

- 3ateM, ecnv HabnwgaeTca pocT MUKPOOPraHUM3MOB, BblOeNeHWe UX Ha CENeKTUBHOW cpede c nocne-
ayowen noeHtTudukaumen.

Ecnn npu noeHTudmnkaumm KONOHWA NOATBEPXAAEeTCA NPUCYTCTBME CneundUHeckMx MWUKPOOPraHu3-
moB (Staphylococcus aureus, Pseudomonas aeruginosa, Candida albicans unu Escherichia coli), peaynetathbl
AOMKHbI ObITb NpeacTaBneHsl cneayowmmM obpasom:

«lMpucyTcTBMe cneundmyecKkoro MMKpoopraHMama (HaseaHue Buaa) B npobe S».

Ecnu nocne oboraileHns pocT MUKPOOPraHM3MOB He Habnwpaetcs Wunu naeHTuuKaums KonoHUR
He noATBepXaaeT NpUcyTcTBUe cneunduyecknx MukpoopraHnamoe (Staphylococcus aureus, Pseudomonas
aeruginosa, Candida albicans wnw Escherichia coli), pesynetatbl 4OMKHbBI OblTh NpeAcTaBneHbl CreayLwnum
obpa3som:

«OTCyTCTBME Ccneundmyeckoro MMKpoopraHMama (HaseaHue Buaa) B npobe S».

3.4 OGHapyxeHuWe cneunduieckux U HecneuugpuIecKUX MUKPOOPraHU3MORB

MeToguka obHapyKeHus cneynguyecknx n HecneLuMpu4ecknx MMKPOOpPraHM3MoB yCTaHOBINEeHa B ABYX
cTaHgapTax:

- NpuHUMN, peanu3yemelin B ISO 18415, 3akmovaeTcd B oboralieHun npobel ¢ MCNoNb30BaHUEM Hece-
nekTuBHoro BynboHa ¢ MHKyDaLnen Npy 3a4aHHbIX YCNOBUAX ANHA YBENUYEHNUS KONMYECTBA MUKPOOPraHM3MOB
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Be3 pucka NogaBrneHus Ux pocTa CeNneKTUBHBIMU KOMMOHEHTaMW, MPUCYTCTBYOLWNMK B cenekTusHon/andp de-
peHuManbHON NUTaTenbHOW cpeae, U NocneaywyM UxX BblAeneHmeM Ha HeCENEeKTUBHOW cpefe, UHKYyBupo-
BaHHOW NpW 3aJaHHbIX YCIOBUAX, U AeHTUUKaLWER, NS KOTOPOW, B 3aBUCMMOCTU OT HEODXOQWMOCTH, NMpu-
MEHSAKTCA COOTBETCTBYHILLME YCNOBUA MHKYOALMKW U NPOBOOATCA COOTBETCTBYHLLNE WAEHTUHUKALUOHHLIE
TECThI.

[ns kaxgoro M3 BUAOB cneungmuyeckMx MUKPOOPraHM3MOoB, ecnu npoLeaypa NaeHTUgUKaLUmMmM KONoHUNA
nogTBEPXOaeT NPUCYTCTBUE 3TUX BUOOB, pesyNbTaThl AOMKHbI OblTh NPEACTaBneHsbl cregytowmum obpasom:

«MpucyTcTBUe (Has3eaHve Buga) B npobe S».

Ecnu nocne oboraweHns npobbl HabnogaeTcs PpOCT MUKPOOPraHNM3MOB W BblAeNeHHble KONMOHUM pac-
NMo3HaKTCA Kak Hecneuuduyeckne MUKPOOPraHU3Mel, pe3ynsTaThl JOMKHLI ObITh NpeacTaBneHbl CreayoLwnm
obpazom:

«MpucyTcTBUE (HasBaHWe BMOA W/MNKW €ro OCHOBHbIE MOPONOrMYECKUE XapakTepucTkn) B npobe S u
OTCYTCTBME Crneunduieckux MUKPOOPraHM3MOBY.

Ecnu nocne oboraweHunst npobbl pocTa MUKPOOPraHM3MoB He HabrntogaeTcs, pe3ynbTathl OSKHBI ObITb
npegcTaenexsl cnegywwmMm obpasom:

«OTcyTCcTBME a3pobHbIX Me30dUneHbIX BakTepuin U OpoXoKer (BKNoYas cneuuduyeckne MUKpoopra-
HU3Mbl) B npobe S»;

- B ctaHaapTe 1SO 21149 yctaHoBneH meToq obHapyKeHus aspobHbix Me30durbHbIX BakTepui.

MeTog oboraweHms npobbl cornacHo ISO 21149 BkniovaeT MHKYBaLUo Npu 3agaHHbIX YCIOBWAX Onpe-
LEneHHoro KonmyecTsa npobbl S B HeEcenekTMBHOM BynboHe, CoaepKallleM COOTBETCTBYIOLME HERTPanmayto-
e u/unu gUCneprvpymoLLme BellecTBa, M NOCNenyOLWWA NepeHoc onpeaeneHHoro KonmyecTea nony4YyeHHon
CYCNEeH3UN Ha HECEMNEKTUBHY arapu3oBaHHY cpefy Nnpu 3agaHHbIX ycrnoeusax. Paznuume mexay ISO 18415
1 ISO 21149 3aknto4aeTcsa B TOM, UTO HERTpanu3auua aHTUMUKPOOHOro AencTBus, kak onucaHo B 1ISO 21149,
NnpoBepseTcs TONbKO MO OTHOLIEHUIO K bakTepusam, B To Bpemsa kak 1ISO 18415 pacnpocTtpaHsaerca Ha bakTe-
PUK U OPOXIKN.

Ecnu nocne oborawieHus npobbl pocT He HabrogaeTcs, pe3ynbTaThl JOMKHBI ObiTe NpeacTaBneHsbl cre-
aytouum obpazom:

«OTcyTCcTBME a3pobHbIX Me3odunbHBIX BakTepun (BKNYasa cneumndryeckue MUKpOOpPraHnuamel) B Npo-
be S».

Ecnu nocne oboraweHus npobel HabnogaeTcs pocT, pesynbTaThl JOMKHBI BbITh NpeacTaBneHbl creny-
oMM obpasom:

«MpucyTcTBUE a3pobHbIX Me3odunbHbIX bakTepuii B npobe S».

MpumeyvyaHne — Metogbl oborawieHnsa npobel HENPUIOAHbLI (TemMNepaTypa, NMTaTenbHbIe cpeabl) Ana obHapy-
KEeHWs nnecHeBbix rpuboB. Takum oBpasom, ecnu Aaxe nocne oboraweHna pocta He HabngaeTcs, NPoBOAST NPOBEPKY
Ha Hanu4yue nnecHeBblX rPUBOB C NPUMEHEHNEM COOTBETCTBYIOLLMX YCNOBWIA KynbTUBMpOBaHus (cm. SO 16212).

4 AHTUMUKpPOOHanA 3awmTa

4.1 O6bwue TpeboBaHUA

AHTUMUKpPODHaA 3almMTa NpogyKUMK (peLenTypbl NMPOAYKLUN B ee KOHeYHOW ynakoBke) MoxeT obecne-
YMBATLCA Pa3MUYHBLIMU MYTAMMU:

- XMMWYECKMM KOHCEPBMPOBAHUEM;

- COBCTBEHHLIMUW XapakTepUcTUKaMy NPOaYKUNN;

- KOHCTPYKUMWERN YMaKoBKU;

- MPOW3BOACTBEHHbLIM MPOLLECCOM.

B cny4yae onpegeneHuns obLLero ypoBHs aHTUMUKPOOHOM 3alUMThl MPOAYKLMW 3TV PasfnyHble NCTOYHUKM
crnegyeT y4uTbiBaTh NPY OLEHKEe MUKPODKMONMOrM4eckoro pucka.

B ISO 11930 onucaH nopsgok WHTEpPNpeTauumn AaHHbIX, MOMYYeHHbIX B NPOLEcce UCNbITaHUNA Ha 3g-
heKTUBHOCTbL KOHCEPBMPOBAHUA (eCny TakoBoe TpeboBanock) U B NPOLIECCE OLEHKM MUKPOBMONnornyeckoro
pucka.

4.2 OueHka 3¢pheKTUBHOCTHM KOHCEPBUPOBaHUA NPOAYKLUMN

WcnbiTaHne Ha adpdekTMBHOCTE KoHcepBupoBaHuda, unu Challenge test, obblvHO ncnonb3yeTca ana
onpefeneHns KadecTBa KOHCEPBMPOBaHWS Npoaykuuu. [aHHoe ucnbiTaHue He TpebyeTtcsa npoBoguTbh ANA
NPOAYKLWK, MUKPOBMONOrMYecknin puck KOTOPON Bbin onpegeneH Kak HU3kui (cm. 1SO 29621).
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CyliecTByOWNA MeTO4 WCMbITAHWUA NpefHaszHadYeH MNPevMYLLecTBEHHO NS BOOOPACTBOPUMON WMK
cmellnMBaeMol ¢ BOAOW NPOAYKUUKM, U MOXeT noTpeboBaTbes agantaumWs, HanpuMep, ecnu ucnbiTyeMas npo-
OYKUMA COOEXUT BoOY B AucrnepcHon dase. VicneiTaHue, onucaHHoe B ISO 11930, npegycmaTpuBaeT Ans
KaKO0ro KOHTPONMUpyeMoro MMKpoopraHuama HaxoxaeHue npoaykuMy B KOHTAKTe CO CTaHAapTHbIM MHOKYNS-
TOM U nocneylollee onpegeneHve N3aMeHeHUs KonuvecTea MUKPOOPraHUu3MoB vYepes 3aJaHHble NPOMeEXYTKU
BpPEMEHW 1 NPpW 3aJaHHOW TeMnepaType.

Mpwn onpegeneHnn codepaHUua MUKPOOPraHM3MOB BO3MOXKHOEe MnopasreHue MUKpoBHoro pocta noa
OeiCTBMEM BeLLecTB, cogepalmxcs B npobe, AOMKHO GbiTe HEWTpanu3oBaHo, 4Tobbl o6ecnednTs oBHapy-
KEHWe B Hel KM3HecnoCcobHbIX MUKPOOPraHM3MoB. Bo Bcex cnydyaax v BHe 3aBUCUMOCTY OT MPUMEHSIEMOro
MeTo[a HelTpanuaauns aHTUMUKPOOHbLIX CBOMCTB NPOOYKLUMK OMKHA ObITe NpOBEPEHA U NOATBEPXKAEHA.

KonuuectBo MUKpoopraHnamoB npeobpasyetca B norapudmMuyeckue nokasaTenu CHWXKEHUA pocta U
CpaBHMBAETCA C ABYMS KPUTEPUAMM, MPeAcTaBNeHHbIMKW Kak MWHUMarnbHOe norapugmuyeckoe CHWKeHue
pocTa:

- KpuTepuil A, B COOTBETCTBUM C KOTOPbIM NPOAYKUMSA CHUTAETCA 3allMLLEeHHOW OT pocTa MUKPOOPraHm3-
MOB, KOTOpble MOTYT NPeACcTaBNAaATL NOTEHUUANLHLIA pUCK ANa noTpebuTtens, 6e3 yyeta Kakux-nubo OONonHK-
TenbHbIX hakTopoE;

- KpuTepuin B, B COOTBETCTBMMU C KOTOPbIM YpPOBEHb 3allUTbl CHMTAETCHA NpUuemMnemMbiM, ecriv aHanus
PUCKOB MOATBEPXAAET Hanu4ne perynupyowmnx akTtopos, He CBA3aHHbIX C camoW NpoayKUuMen, nokasbiBas,
YTO MMKPOBUONOrMYECKMA PUCK ANS AaHHOW NPOAYKLUW SBISETCA NpUemMnemMbIim.

BapuabenbHoCTb pesynsTaTtoB, NpucyLLas MeToaam nogcyeTa MUKpOOPraHM3MoB, OOMKHE YyYNTbIBATLCS
NPy CpaBHEHUK MOMYYeHHLIX 3HAYEHWIA C NpefBapUTENBHO YCTAaHOBNEHHLIM KpuTepuem A unu B. OTknoHeHne
Ha 0,5 norapudMuveckux eguHUL, OT NpedBapuTensHO YCTAaHOBNEHHOIo KpUTepus credyeT paccMaTpuBaTh
Kak npuemmnemoe.

4.3 OueHKa aHTUMMKPODHOM 3aWMTbI MPOAYKUUN

OueHka aHTUMMKPOGHON 3aWnThl NPOAYKLMM COMETAET CrieaytoLne 3nemMeHThl:

a) XapakTepucTuku ee peuentypbl (cMm. ISO 29621), unu pesynstaThl UCNbITAHWA Ha 3PPEKTUBHOCTb
KOHCEPBUPOBaHUA (€CMNW TaKoBbIE MPOBOAUNUCE), UK Te U ApYyrie nokasaTtenu;

b) xapakTepucTHki napdoMepHO-KOCMETUYECKOR NPOAYKLIMWA B COYETaHWM C YCIIOBMAMM NMPOU3BOLCTBA
(cm. 1ISO 22716 1 ISO 29621), TN ynakoBKW, a Takke, eCnn Heobxoanmo, pekomeHaaLmnm No NCNoNb30BaHWIo
npogykuun (cm. ISO 29621).

5 MNpumepbl NnpeacTaBneHus pe3ynbLTaToOB coAepXaHUA MUKPOOPraHM3MOB

5.1 O6wume nonoxeHnn

B saBMcuMMOCTU OT NpeanonaraemMoro YpoBHS KOHTaMUHALMKA UCNbITYeMOi Npobbl MOryT BbITe peanunso-
BaHbl pasnunyHble nogxodsl (CM. npunoxeHue C).

5.2 Mpoaykuua ona CHATUA MaKUsXa c rnas

lMpooyKkumsa Ha BOOHOW OCHOBE, COAEpXallasi KOHCEePBAaHT, PUCK KOHTaMUHALMKM KOTOPOM B npolecce
NpoOWM3BOACTBA OLEHUBAETCA KakK HU3KWUIA COrMacHO UCTOPUU NPOayKLUUN.

MpurogHoOCTb HeWTpanu3auum aHTUMUKPODHbLIX CBOWCTB MOATBEPXAEHA ANA pa3BefeHus MNpoayk-
uum 1/10.

OforalleH1e Ha HeCeneKTUBHOI NUTaTeNbLHOM cpefe B cooTBeTcTBUM ¢ ISO 18415 (1 cm® npobbl): po-
CcTa MUKPOOPraHW3MOB He oDHapy»eHo.

PesynbraT: oTcyTcTBME a3pobHbix Me3ogunbHbiXx 6akTepuin U apoxokel (BkMwodas cneuundudeckme
MUKpOOpraHnamel) B 1 cm3 npoaykumn.

MopcyeT gpoxokel U nnecHeBbix rpuboB B cootBeTcTBUM C ISO 16212: He 0BHapyxeHbl (koadduumeHT
passefeHua 1/10).

Pesynetat: <10 KOE gposokeit 1 nnecHesbIx rpubos/cmS.

JeicTByoT cnegywwme Mukpobuonornyeckre TpeboBaHns K NPOAYKLUMMW, B YAaCTHOCTU NpeaHa3HaqeH-
HOW Ons npumeHeHus B obnactu Bokpyr rnas (cm. 1ISO 17516):

- obuwee cogepxaHue aspobHbIX Me30UNbHbLIX MUKPOOPraHuaMoB (BakTepuid, ApOXXKen n NIecHeBbIX
rpuboB) — <1 x 102 KOE Ha r unu cm?;

- OTCYTCTBME CrieLndUIecknx MUKpoopraHnamos B 1 1 unn 1 cm® npogykumw.
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MHTepnpeTauns peaynsTaTtoB: NpoAyKUMA cooTBeTCTBYEeT Tpeboeanusam ISO 17516 npu ycnosun obe-
crieveHust KoHTpona mukpobuonorudecknx puckos B cooTeeTcTBuM ¢ 1ISO 11930 unmn ISO 29621 (oTcyTcTBYeT
BO3MOXHOCTb PA3MHOXEHUS MUKPOOPraHW3MOB B NMPOAYKLUK).

5.3 Tywb gnsa pecHuUy,

Copeprkallas KOHCEPBaHT 3MYMbCUA, TUMA Macro B BOAE, HA OCHOBE CbiPbs NPWPOAHOro NPOUCXOXKAE-
HUS (MUHEpPanbHbLIX MATMEHTOB): BEPOATHOCTE KOHTAMUHALKWW HeBbICOKanA (cnopbl 6akTepuin n rpubos).

MpUrogHOCTL HEMTpanM3auun aHTUMWKPOOHbLIX CBOWCTB MNOATBERKAEHA ONA pa3BeneHWuss Mpoayk-
uuum 1/10.

Monacuet BakTepuid B cooTBeTCTBUM ¢ ISO 21149:

PesynetaTthl, nonyyeHHble Anga passegedus 1/10: yawka 1 — 14 KONoHWW, Yawka 2 — 16 KONOHWIA, B
cpegHeM — 15 KONMoOHUNA.

PesynkraTthl: pacyeTHoe konvyecTBo (cm. 1ISO 21149) 150 KOE aspobHbix Me3ogunbHbIx BakTepuii/r.

MoacyeT gpoXcken 1 nnecHeBbix rpuboB B cooTBeTcTBMM ¢ ISO 16212: He BbigeneHbl (KoadhuuymeHT
passegerus 1/10).

PeayneraTt: <10 KOE gposxekei u nnecHeBbIX rpuboB/T.

ObHapyxeHue crneuudrvecknx MUKpoopraHusMoB B cooTeBeTcTBuM ¢ ISO 18415 wnm ISO 21150,
ISO 22717, 1ISO 22718 n 1ISO 18416 (1 r npobbl): He oBHapyXeHbI.

Pesynbrat: oTCcyTCTBME CNELUEPUYECKMX MUKPOOPraHU3MOoB B 1 I npogyKuuu.

OencTeyOT crnegywowmne Mukpobuonorvyeckne TpeboBaHuA K NPOOYKUMK, B YACTHOCTW NpefHa3HayeH-
HOWM Ans npuMeHeHus B obnacTtu Bokpyr rnmas (cMm. ISO 17516):

- obuwee copgepxaHve aspobHbIX Me30MUNBHBIX MUKPOOPraHNM3MoB (DakTepui, ApOXGken N NNecHeBbIX
rpuboB) — <1 x 102 KOE Ha r unu cm3;

- OTCYTCTBME creuvduyecknx MUKpoopraHuamos B 1 r unu 1 cm? npoaykuum.

VHTepnpeTauns pe3ynsTaTtoB cregyrulas:

- obulee cogepxaHue asapoBHbIX Me30UNbHbIX MUKPOOPraHM3mMoB (bakTepuil, APOXKEN 1 NIecHeBbIX
rpu6os) — 150 KOE Ha r unu cm3;

- C y4eToM BapuabenbHOCTU pe3ynsTaToR, NPUCYLLER YallevyHoMy MeToay nogcyeta (cm. ISO 17516),
nony4JeHHbIA pe3ynsTart NpU3HaeTCs BbIXOAALLMM 3a YCTaHOBIEeHHbIe npefene! npu >200 KOE Ha r unn cm3;

- OTCYTCTBME crieundyecknx MUKpoopraHuamos B 1 r unu 1 cm? npoaykuum.

Mpogykuwns cooteBeTcTByeT TpeboBaHuam ISO 17516 npu ycnoBum obecneyeHUss KOHTPONSA MWMKpPO-
Bronornyeckux puckoB B cooTBeTcTBUM ¢ ISO 11930 unu ISO 29621 (0TCYTCTBYET BOZMOXHOCTL Pa3MHOXe-
HUA MUKPOOPraHM3MOB B NMPoayKLMK).

5.4 Kpem gnsa nuua

MponyKUKUst Ha BOOHOW OCHOBE, COAEepXKallas KOHCEePBAHT; UCTOPUS MPOAYKLUKM HEN3BECTHA.

MpUrogHOCTL HENTpanWM3auun aHTUMWKPOOHbLIX CBOWCTB MNOATBEPXKAEHA ONA pa3BeaeHWuss MNpoayk-
uum 1/10.

Moacuet 6akTepuin B cooTBeTcTBUK ¢ ISO 21149 ons passeaenuna 1/10: He BbiOeneHbl.

Pesynkrat: <10 KOE 6aktepui/r.

MoacyeTt aApoxKen U nnecHeBbIX rpuboe B cooTeeTcTBuM ¢ ISO 16212 ons paseegenus 1/10 (1 r npobei):
He BblgeneHbl (KoadduumeHT passegeHus 1/10).

Pesynetat: <10 KOE gposxokein u nnecHeBbIX rpmboB/T.

ObHapyeHne cneunuvecknx MUKpOOpraHusMoB B cooTBeTcTBuM C ISO 18415 mnm ISO 21150,
ISO 22717, 1S0O 22718 n ISO 18416: Boinenenne Pseudomonas aeruginosa.

Pesynerat: Pseudomonas aeruginosa obHapyxeHbl B 1 r npogykuum.

OencTeyloT crnegyowme mukpobuonornyeckne TpeboBaHMs K MpoaykuuW, He npenHasHaYeHHOoW
ONa OeTell Jo Tpex neT, Ana npuMmeHeHnsa B obnacTu BOKpYr rmas, a Takke ANns HaHEeCeHWs! Ha CMM3WCThbie
(cm. ISO 17516):

- obwee copepxaHre aapobHbIX ME30MUIBHBIX MUKPOOPraHM3MoB (DakTepui, ApOXGcKen N NecHeBbIX
rpuboB) — <1x103 KOE Ha r unm CM3;

- OTCYTCTBME Cheuuduyecknx MUKpoopraHnamos B 1 1 unu 1 cm® npoaykumu.

WHTepnpeTayuns pesynstaToB cnenylLas:

- obwee cogepxaHre aspobHbIX Me30MUIBHBIX MAUKPOOPraHNn3MoB (DakTepui, ApoXGoken n NecHeBbIX
rpnbos) — <10 KOE/T;

- Pseudomonas aeruginosa oGHapy)eHbl B 1 I npogyKumu.

Mpogykuws He cooTBeTcTBYeT TpeboraHuam ISO 17516.
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5.5 WamnyHb

[MpoayKumsa Ha BOOAHON OCHOBE, COAEpXKallas KOHCEepPBaHT; UCTOPWA NPOaYKLMA HEW3BECTHA.

[MpurogHOCTE HEMTpanU3auunm aHTUMUKPOBHLIX CBOWMCTB MOOTBEPXKAEHA ANS pa3BedeHWs NpoayKuuun
1 /100 gna 6aktepuin u 1/10 onga gpoxKen n NNecHeBbIX rPUOOB.

MoacueT bakTepuit B cooTBeTCTBUN € ISO 21149:

Pesynberathl, nonyvyeHHble ans passegenusa 1/100: vawka 1 — 280 konoHui, yawka 2 — 300 KonoHwi,
B cpegHemM — 290 KONnoHWN.

Peaynetat: 2,9x104 KOE aapo6Hbix Me3ohunbHbIX GakTepuin/r.

MoaocyeT gpoxkKen n nnecHeBbIX rpubos B cooTBeTcTBUM ¢ ISO 16212 ana passenenusa 1/ 10 (1 r npo-
©Obl): He BblgeneHsl (koadhduuneHT passegenuns 1/10).

Pesynerat: <10 KOE gpoxcken v nnecHeBbIX rpuboBs/T.

OBHapyxeHne cneunduyecknx MUKpoopraHvaMoB B cooTBeTcTBMM ¢ ISO 18415 wnm ISO 18416,
ISO 21150, ISO 22717 n ISO 22718. O6oraweHve ana passegeHusa 1/100 (1 r npobel B 100 cm3 pasbaeunTe-
ns): He oBHapyXeHbI.

Pesynbrat: oTcyTCTBUE Cneyndpu4ecknx MUKpOoOpraHMuamoB B 1 r npogyKumu.

OeicTByoT crnegyiowmne Mukpobuonorvdeckne TpeBoBaHWS K NPoOykUWMM, He npegHasHadYeHHon
ANs geten o Tpex NeT, AnA npuMeHeHusa B obnacTu BOKPYr rMas, a Takke ANs HaHeceHWs Ha Criv3ucTble
(cm. ISO 17516):

- obulee cogepxaHue aspobHbIX Me30UNbHbIX MUKPOOPraHu3MoB (BakTepuin, ApOXKen 1 NIecHeBbIX
rpuboB) — <1 x 103 KOE Ha r unm cm?;

- oTCyTCTBME crieumduyecknx MUKpoopraHnamos B 1 1 unu 1 cm3 npoaykuuu.

WHTepnpeTauma pesynsTaToB cnegyowas:

- obuwee copgepaHue aapobHbIX Me30UIbHBIX MUKPOOPraHM3MOB (BaKkTepuid, OpPOXKEN U NMEeCHeBbIX
rpu6os) — 2,9 x 104 KOE Har;

- € y4yeToMm BapuabenbHOCTW pe3ynbTaToB, NPUCYLLEN YalledHoMy MeTogy nogcdeta (cm. ISO 17516),
pe3ynbTaT NPU3HaeTCA BHIXOOSALWMM 3a yCTaHOBMNEeHHbIe npegens! npy ycrnosun >2 000 KOE Ha r unu cm3.

Mpoaykumsa He cooTBeTcTBYET TpeboBaHusam ISO 17516.

WarotoBuTenn JOMKHbI NpYAEPXKUMBaTLCHA nopsgka obpaboTku pe3ynsraToB, BbIXOAALMX 3@ YCTaHOB-
neHHble npegdensl (Out-of-Specification — OO0S), ana ogobpeHust UMK MCKIHYEeHUS Taknx pe3ynsTaTos.

6 MNMpumepbl MHTEpPNpeTaLUKn pe3ynbLTaToB UCNbITAHWUNA
Ha 3 (heKTUBHOCTL KOHCEPBUPOBAHMUS

AHTUMUKpOBHas 3aLiMTa OCHOBLIBAETCH HA COYETAHUU XapakTepUCTUK peLenTypbl, YCIOBUIA NPOU3BOL-
CTBa N KOHEYHOW ynaKkoBKW. [pu nogrotoBke o0LLEN OLEHKA MPUHUMAKTCS BO BHUMaHWE Kak OLeHKa MUKPO-
©MONOrMYecKoro pucka, Tak 1 pesynbsraTbl UCMbITAHWA Ha 3PEKTUBHOCTE KOHCEPBMPOBAHUS, €CNIM TaKoBbie
TpebytoTca. Kputepun oueHKK pesynsTaToB UChbiTaHWi Ha 3 hEKTMBHOCTb KOHCEPBMPOBaHUA, KOTOPBIM NOA-
BEpraeTca uccrnegyemas peuentypa npogykuuu, npueeaeHsl B ISO 11930.

Tabnuuya 1— Kputepum oueHku

Tpebyemble 3Ha4eHWsA CHUXEHMA pocTa B norapumuyeckom eude (R, = Igh— — gNX)ﬂ)

MwKpoopraHuamel Baktepun C. albicans A. brasiliensis
Bpemsa otbopa npob T7 T14 T28 T7 T14 T28 T14 T28
Kputepuin A =3 231 =3 u NI 21 21Nl | 21uNI >0 ¢ 21

NI B)
Kputepui B He BbinonHs- =3 =23 u NI | He BbinonHs- =1 =1 u NI =0 20 u NI
eTcA eTcA

a) [Ina naHHOro BKAA UCTLITAHWI B KAYecTBe A0MYCTUMOrO ANanas3oHa NPUeMMNEeMbIX 3HaUeHUIA OTKMOHEHNA NPUHK-
maetcsa 0,5log (cm. 1SO 11930).

b) NI — oTcyTcTRYET yREnuYeHne KONMYEcTRa B CPAaBHEHNN C NPeabiayLIMM NEePUOAOM KOHTaKTa.

c) R, =0, ecnn IgN, = IgN, (oTCYTCTBYET YBENUYEHNE KONWYECTBA OTHOCUTENBHO UCXOOHOTO NoacyeTa).
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MpunoxeHue A
(cnpaBo4Hoe)

FOCT ISO/TR 19838—2020

B3auMocBA3b Mexay ctaHgapTamu ISO no MUKpoGuonoruu
Ha napgOMepPHO-KOCMETUYECKYIO MPOAYKLMIO

ISO 29621 — PykoBopsLme ykazaHus No oLeHKe pyucka U MASHTUMUKALMA NPOAYKUUK C MUKPOBUONOrMYeckn HA3KAM PUCKOM

CopepxaHne MUKPOOPraHU3MOB

I Mukpobuonoruyeckne Hopmbl ISO 17526 I

/—
KauecTBeHHbIe ) ( KoHcepBauus \

MoacueT n oGHapyxeHMe Me30(UNbLHbLIX
a3poOHEIX 6akTepun ISO 21149

7

Moncuet
APOXoKen
W NMnecHeBbIX

rpuéos
ISO 16212

L 4

Cneuucun.
u Hecne-
unduy.
ISO 18415

s N

E. coli

ISO 18415

S. aureus

1SO 22718

(e,
P. aeruginosa

ISO 22717
S

C. albicans

OueHKa aHTUMWKPOGHOM
3awuTel ISO 11930

1ISO 22148 — O6wwme ykasaHns No MUKPOBUONOrM4eCKOMY KOHTPOIHO

=

ISO 18416 /

ISO 22716 — Hapnexawas npon3BoACTBeHHasA npakTuka (GMP)

PucyHok A.1 — OueHka MUKpoBuonoruyeckux puckos
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MpunoxeHune B
(cnpaBo4Hoe)

BzauMmoceasb Mexay ctaHgapTamu I1SO, kacawwmMmMncs cogepXaHusi MUKPOOPraHU3MoB
B NpoayKuumn

Tabnuua B.1— Bsaumocssasb Mexay ctaHgaptamu 1ISO, kacawLwmmucs cogepxaHisi MUKpoOpraHU3MoB B NpoayKuuu

| ISO 21149 | ISO 16212 | ISO 22718 | ISO 22717 | ISO 21150| ISO 18416 | ISO 18415

Baktepuu Mopcuet X
O6Hapy#eHve w5 A P. aerugi- E coli %
nosa
Wpen- | Cneun- | S. Aureus X X
TUdu- | hryec- )
Kauua | kue P aerugi- X X
nosa
E. coli X X
Hecneunduryeckme *
[poxckm MopcueTt X
O6HapyxeHue C. albicans X

o | comase. | - g ;
cans
Kauus | kne

Hecne-

undcpm- X
yeckue

[Mnecens | MNop-
cyeT

10
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MpunoxeHune C
(cnpaBo4Hoe)

FOCT ISO/TR 19838—2020

OueHka cogepxaHWA MUKpPOOpPraHW3IMoOB B NPOOYKUWNK

Mpoaykuus
«C MHKPOGHOMOTHYECKH
HHIKHM PUGKOM»
{cm. ISO 29621)7

BepoATHOCTL
MUKPOBHOH KOHTAMMHALMK?

oA

!

\

PG SaKTR N ] nnoc‘:o::zlx rpuﬁ?m
(oM. 150 21149) (cm. 1SO 16212)
HET HET
Brigenensi? Buigenensi?
A
[KonuuecTao] aspobHbix
[m"q”?:Li:'::"m Me30dMNLHLIX APORCKeR
Garrqzuﬁ.’cu! wnur = s:aux
rpuBoBa/cM”™ MAM
<10 KOE a3poBHbix <10 KOE aapoGHbix
mgm";“m ¢ L Hew?nhﬂhl::::ﬂﬂl?ﬁ
BaKTepHi/cM® Mnu rpuﬁonlcus W rd)

!

O6Hapy&eHmne
cneunbHYecKHX
MUKPOOPraHM3IMOB

!

Oborawesxne
Ha HECENEeKTHBHOA
[cpene {cwm. 1SO 21149,
150 18415)

HET

OA MukpoGuonoruyec-
Kua
He TpeByloTan
[Konnyecrso]
LA ApoNoKer
]
MopcueT apoxoked rpuGon/r unu cu:
" rpuGon Bi ?
(om. 150 16212)")
HET HET < 10 KOE ppooke#d
"
rpuGos/r unu c“‘.!
OforaweHue
Ha cpene
(cm. ISO 211489, ISO 18415)

B npo6e He oGHapymeHs!
aspobHbie MesochMnbHbIe BakTe-

PHH M APOXOKH (BKMIOYas
cneunpHYeckHe
um(pcopmuuaum)b]

I

NMopcuyeT GakTe puii
(oM, IS0 21148)

Buigenennetnogreep-
HASKOLUME UCNLITAHKA
(cm. ISO 18415,
I1SO 18416, ISO 21150,

IS0 22717, IS0 22718)

OTcyTeTBHE a3pOGHLIX
mMe3odHNLHbIX GaKTepri
W Apoxcked (Bknovan
cneundHyeckne MUKpO-
OpraHnaMbl} B rlpclés""’]

Mpucyrcreme
nogTeepXRAaETCA?

OrcyrcTaMe creyntbUYecknx
MWKPOOPraHN3mMoB & npoGe

NpucyTcTBMe «Ha3BaHWe BHAA
{eugoB)» B npobe

a) Ecnu d, To KoahdUUMEHT pa3BeaeHus, COOTBETCTBYHLUMA pa3BefeHWo, MPUrOTOBNEHHOMY ANA MOMyYeHWA WCXOOHOW
cycneHaun (cm. 1ISO 21149:2006 (nyHkT 9.2)) unu nepsoro passefeHys, AN KOTOPOro BhinonHsaeTca noacdeT (cm. 1ISO 21149:2006

(nyHkT 12.1)), cocrasnset 1/10. MNMpwu d, cootBeTcTBytowem 1/100, otcyTcTBue BoliaeneHus osHavaeT <100 KOE Ha r unn cm”.

3

b) Metoasl oBoraiieHus He NpUroaHsl (TeMneparypa, nuTaTenbHbie Cpeabl) ANA OBHAPYXeHWs NNeCcHeBbX rpUBoB. Takum
obpasom, ecnu gaxe nocne oboralleHns pocT MUKPOOPraHM3MOB OTCYTCTBYET, HeOBXOAUMO NPOBECTU OTAENbBHYIO NPOBEPKY Ha Hanuyune
nnecHeBbIX rpMboB ¢ NPYMEHEeHEM COOTBETCTBYHOLLMX YCIOBWUIA KynbTUBKMpoBaHua (cm. ISO 16212).

) MpumeHseTca BbipaxeHne «He oBHapyxeHbl» B uHTepnpeTauun 1SO 184157, Ecnu ucnbiTaHne BINONHASTCA B COOTBETGTBUM
c ISO 21149, He npepgycmaTtpuBalowvM OBHapyXeHWe APOMNCKeN; 3akniyeHne OomkHo BbiTe cnegywowwum: «OTcyTCTBME a3pobHbIX

wme3ounbHbix BakTepuia (Bknyas cneunduyeckue Baktepun)y.

Pucyrok C.1 — OueHka cogepkaHua MUKPOOPraHM3aMoB B NPoAyKUnn
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Mpunoxenwne D
(cnpaBo4Hoe)

MHTepnpeTauun pe3ynbTaToB MUCN bITaHUN

Mpoaykums, He oBnapatowasn
MMKpOEVIO.I’IUFW-IeCKH HWU3KUM DUCKOM
(cm. ISO 29621)

Y

Wcenbitanua NnpoayKumMn B COOTBETCTBUM
co cTaHgaptamu 1ISO
(cm. npunoxenue C)

Het

OBGHapy»eHbl MMKPOOPraHUambl ?

lMponykuwms >
npegHasHa4eHa ans neten
A0 TPex NneT, Ans NpUMeHeHuA B obnactu
BOKPYT ITa3, a TaioKke Ans HaHe-
CEeHWA Ha CNU3anCTLIe?

Het

[KonuyecTeo] Gakrepuin +
[konnyecTBo] ppoXcken u NNecHeBbIX
rpuGoe < 100 KOE

Halrunmcm ?

Her Het

Her

Cneumndudeckue
MUKPOOPraHWU3Mbl OTCYTCTBYIOT?

CnocoBHocTb
Het K POCTY MUKPOOPTaHW3MOB
B NPOAYKLWM
(cm. 1ISO 29621,
ISO 11930)?

Y Y Y

Mpoaykums He COOTBETCTBYET
mukpoBuonormyeckum Hopmam ISO 17516

Y  J

Konuuecteo] Gaktepuii +
[konuuecTBO] APOIOKEN N NNECHEBBIX
rpuBoe < 1000 KOE

Ha 1 rnm omMS?

Cneuudmyeckue
MWKPOOPraHWambl OTCYTCTBYIOT?

CnocobHocTs
K POCTY MMKPOOPTaHW3MOB
B NPOAYKLUM
(cMm. 1ISO 29621,
1SO 11930)?

Het

MpoayKuMsA COOTBETCTBYET <
2 MUKpoBuonoruyeckum Hopmam 1SO 17516

Pucyrok D.1 — WHTepnpeTauus pe3ynstaToB UCNLITAHWUIA

12
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Bubnuorpadcun

[11 I1SO 11930"  Cosmetics — Microbiology — Evaluation of the antimicrobial protection of a cosmetic product (Mpo-
OyKumsa napomepHo-kocMeTudeckasn. Mukpoduonorua. OueHka aHTUMUKPOBHOW 3aLLMThl KOCMETK-
YeCcKoW NpoayKUun)

[2] 1SO 162122)  Cosmetics — Microbiology — Enumeration of yeast and mould {Mpoaykuus napcioMepHo-KOCMETH-
yeckas. Mukpobuonorusa. MNogcyeT opoxcKken 1 NnecHeBbIX rpMboe)

[3] 1SO 17516%)  Cosmetics — Microbiology — Microbiological limits (Mpogykums napdiomepHo-kocMeTdeckas. Mu-
kpobuonorus. Mukpobuonornyeckue HOpMbI)

[4] 1SO 18415%)  Cosmetics — Microbiology — Detection of specified and non-specified microorganisms (MNpoaykuws
napdomepHo-kocMeTudeckas. Mukpobuonorua. OBHapyxeHue cneundudecknx U Hecneuudguye-
CKMX MWUKPOOPraHW3mMoB)

[5] IS0 184165  Cosmetics — Microbiology — Detection of Candida albicans (Mpogykums napdiomepHo-kocMeTye-
ckas. Mukpobuonorusi. O6HapyxeHue Candida albicans)

6] 1S0211488%)  Cosmetics — Microbiology — General instructions for microbiological examination (Mpoaykuus nap-
dromepHo-kocmeTu4deckasn. Mukpobuonorua. Obme ykazaHua K MUKPOBUONOrMyeckoMy KOHTPONMIO)

[7]1 1SO211497)  Cosmetics — Microbiology — Enumeration and detection of aerobic mesophilic bacteria (Mpoaykuns
napdomepHo-kocMeTudeckan. Mukpobuonorua. MNogcyetr n obHapyxeHne asapobHeix Me3odunb-
HbIX BakTepuin)

8] 1S021150%) Cosmetics — Microbiology — Detection of Escherichia coli (Mpoaykuus napdomMmepHo-KocMeTuye-
ckas. Mukpobuonorusi. O6Hapy»xeHue Escherichia coli)

[9] IS0 227169 Cosmetics — Good Manufacturing Practices (GMP) — Guidelines on Good Manufacturing Practices
(Mpoaykumsa napgromepHo-KocMeTuHeckasn. Hagnexalas nponseogcreeHHan npaktuka (GMP). Py-
KOBOASLLME YKa3aHWUs MO Haanexallen Npou3BoaCTBEHHOW NPakTyKe)

[10] 1S0 2271710) Cosmetics — Microbiology — Detection of Pseudomonas aeruginosa (Mpoaykuust napdomepHo-
kKocMmeTu4yeckan. Mukpobronormsa. ObHapykeHue Pseudomonas aeruginosa)

[11] 1S0 22718") Cosmetics — Microbiology — Detection of Staphylococcus aureus (Mpoaykuus napdiomepHo-Koc-
MeThveckas. Mukpobuonornsa. ObHapyxeHue Staphylococcus aureus)

[12] 1S0O 29621'2) Cosmetics — Microbiology — Guidelines for the risk assessment and identification of microbiologi-
cally low-risk products ([Mpoaykuua napdiomepHo-kocMmeTyeckas. Mukpobuonorus. Pykosogawme
YyKa3aHu1s Mo oLeHKe pucka n MaAeHTUUKaLMM NPoayKLMM C MUKPOBMOMOrM4YecKn HA3KUM PUCKOM)

[13] USP 37 <61> Interpretation of the results (MHTepnpeTauua pesynsraToB)

1) Mpunat FOCT 1ISO 11930—2014.
2) MpunsaT FOCT ISO 16212—2020.
3) NpunaT FOCT 1SO 17516—2017.
4) MpunsT FMOCT ISO 18415—2020.
5) MpuuaTt FOCT 1SO 18416—2018.
8) MpuhaT FTOCT 1SO 21148—2020.
) MpuHsT FOCT 1SO 21149—2020.
8) MpuuaT MOCT 1SO 21150—2018.
9) Mpunat FOCT ISO 22716—2013.
10) MpunaT FOCT ISO 22717—2018.
™) MpunsiT FTOCT I1SO 22718—2018.
12) MpunsaT FOCT ISO 29621—2013.
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FOCT ISO/TR 19838—2020

YOK 665.5:579.66(083.74)(476) MKC 07.100.99; 71.100.70 IDT

Kntouesble cnosa: nponykuuA I'IaDCbI-OMEpHO-KOCMETM‘-IECKaH; MMKDOGV‘IOJ’IOTW—IECKME nccnenoBaHUA;, KOHT-
pPonb NpoayKunun, I'IOCTyi'IaIOLIJ,eI?I Ha PbIHOK; paapaGOTKa HOBOW npoayKuun; KOHTPOIb roToBOM1 npoaykumn

TexHuueckuih pegaktop M.E. Yepenkosa
Koppektop M.U. MNepwuHa
KomnbtoTepHas Bepctka MLA. HaneldkuHol

CpaHo B Habop 10.01.2024. [MoanucaHo B nedats 30.01.2024. dopmar 60x84%. [apHwuTypa Apuan.
Ycn. ney. n. 2,32. Y4.-u3a. n. 1,90.

[MoaroToBNEHO HA OCHOBE 3NEKTPOHHOW BEPCUM, NpeaoCcTaBneHHo paspaboTyMkoM cTaHaapTa

CozpgaHo B egUHUYHOM WUCnonHeHun B PIrBY «HCTUTYT cTaHgapTulaumms»
Onsa KoMnnekToBaHusa PegepansHoro MHQOPMAaUKWOHHOIO hoHAa CTaHAapToB,
117418 Mockea, Haxumogscknia np-1, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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