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MNpepgnucnoBne

Llenn, ocHOBHble NpUHLMNbI 1 06LWMe npaBuna npoBefeHus paboT Mo MeXrocyfapCTBEHHOW cTaHaap-
Tn3aunm yctaHosneHol TOCT 1.0 «MexrocygapcTeeHHaa cucrema craHgaptnsaunm. OCHOBHbIE MOJSTOXEHNA»
n rOCT 1.2 «MexrocygapcTBeHHaa cucrema craHgaptusaunn. CtaHgapTbl MeXrocygapCcTBeHHble, npasuna
N pekomeHgauumn no MexrocyfapcTBeHHOW cTaHgapTusaunun. Mpasuna pas3paboTku, NPUHATUA, 0OHOBIEHUA
N OTMEHbI»

CeefigHns1 O cTaHgapTe

1 NOArOTOBJIEH pecny6aukaHCKMM yHUTapHbIM npeanpusaTuem «benopycckuii rocyfapcTBeHHbIN
MHCTUTYT meTponorum» (benlfMM) Ha ocHoBe COGCTBEHHOro nepeBOofa Ha PYCCKUA A3blK aHIN0A3bIYHOW
Bepcun LOKYMEeHTa, YKa3aHHOro B MyHKTe 5

2 BHECEH locygapCTBEHHbIM KOMUTETOM MO cTaHdapTusauyun Pecnybnuku bBenapych

3 MPUHAT MexrocygapCTBeHHbIM COBETOM MO cTaHAapTusauum, MeTposiorum u cepTuukaymu no
pesynbTatam ronocosaHna B ANIC MIC (npotokon ot 30 aHBapsa 2020 r. Ne 126-I1)

3a NpuHATME NpOorosiocoBasu:

KpaTKoe HanMmeHoBaHue CTpaHbl Kog CTpaHbl COKpaLLI,eHHoe HanMmeHoBaHMe HaluMoHa/IbHOro opraHa
no MK(MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTusaymm
ApmMeHusa AM 3A0 «HaumoHanbHbIi OpraH Mo CTaHgapTu3auun
1 meTponorum» Pecnybivkn ApmeHust
Benapycb BY loccraHgapT Pecny6nukn Benapycb
KasaxctaH Kz locctaHgapT Pecny6nvkn KasaxctaH
Kunprusus KG KblpreizctaHgapT
Poccusa RU PoccraHgapt
TagxukmuctaH TJ TamknkeTaHgapT
Y36ekuctaH uz Y3ctaHgapT

4 Tlpukasom defepasibHOro areHTCTBa MO TEXHWYECKOMY PeryivMpoBaHWi0 U meTposorum ot 29 ge-
kabpsa 2023 r. Ne 1743-cT mexrocyaapcTBeHHbli ctaHgapT TOCT ISO/TR 19838—2020 BBeAeH B AeicTBue
B KayecTBe HalMoHanbHOro ctaHgapta Poccuiickoin ®epgepauun ¢ 1 gaHBapsa 2025 r. ¢ npaBOM [OCPOYHOrO
npuMeHeHus

5 HacTtosawwmii ctTaHAapT UAEHTUYEH MeXAyHapoAHOMY AOKYMeHTy ISO/TR 19838:2016 «Mwukpo6uono-
rms. KocmeTtnka. PykoBogsawme ykaszaHus no npMMeHeHuto ctaHgapTtoB ISO no mukpobuonorum» («Microbio-
logy — Cosmetics — Guidelines for the application of ISO standards on cosmetic microbiology», IDT).

MeXxAayHapoaHblii 4OKYMEHT pa3paboTaH TexHuyecknm komutetom ISO/TC 217 «KocmeTnka» MexayHa-
pOAHOI opraHusayun no ctaHgaptusaymm (ISO).

HanmeHoBaHue HacTosAWero craHgapta U3MEHEHO OTHOCUTENbHO HAaUMEHOBaHWA YKa3aHHOIo Mexpy-
HapoAHOro AOoKyMeHTa ANA npuBeneHus B cootBeTcTBue ¢ FOCT 1.5—2001 (nogpasgen 3.6)

6 BBEJEH BMNEPBbIE
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WHdopmauns o BBefeHUn B AelicTBMe (NpekpalieHun AeicTBUS) HACTOSWEro craHgapTa 1 nsme-
HEHWI K HEMY Ha TeppuTOpUM YKasaHHbIX Bbllle rocyfapcTB NybanKyeTCS B yKazaTenax HalMoHaNbHbIX
cTaHapToB, N3jaBaeMbiX B 3TUX rocygapcTBax, a Takke B ceTu VIHTepHeT Ha caiiTax coOOTBeTCTBY-
HOLLUX HAUVOHA/IbHbIX OPraHoB No cTaHAapTu3auuu.

B cnyyae nepecmoTpa, M3MEHEHUS UM OTMEHbl HACTOSLLEero cTaHgapTa cCooTBeTCTBYLWAas UH-
opmauns 6ygeT onybsvMkoBaHa Ha oduunanibHOM UHTeEpPHeT-caliTe MexXrocyaapcTBEHHOrO coBeTa no
cTaHjapTu3auum, MeTponorum u cepTudukauum B kKaTanore «MexrocygapcTBeHHble CTaH4apTbi»

© ISO/TR, 2016
© OdopmneHune. ®IrbY «NHCTUTYT cTaHgapTmnlaunm», 2024

B Poccuiickoii ®efepalmm HacToAWmMiA cTaHAAPT HE MOXET OblTb MOMIHOCTHLIO WK
YaCTMYHO BOCMPOU3BE/EH, TUPAXMPOBAH M pacnpocTpaHeH B KayecTBe ouuMaibHOro
nsgaHua 6e3 paspelleHuss deaepasnibHOro areHTCTBa No TEXHUYECKOMY PEerynnpoBaHuio
U MeTposoruun
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CopoepxaHue
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BBepgeHune

Kaxabln n3rotoButenb napoMepHO-KOCMEeTMYEeCKOl NpoayKuUn HeceT ABOIHYI0 OTBETCTBEHHOCTL 3a
MWUKPOBMOOrNYECKY0 YACTOTY CBOEN NPOAYKLUN.

Bo-nepBbIX, OH AO/KEH rapaHTMpoBaTh, YTO B AAHHON MPOAYKLUUM HA MOMEHT ee npuobpeTeHns noTpe-
6uTenem He cogepxaTcad MUKPOOPraHu3Mbl Takux BUAOB U B TAKOM KOAUYECTBe, 4TOObl UX NPUCYTCTBME OT-
puuatenbHO CKasblBa/lOCh Ha KavyecTse NPOAYKLUW WU Yyrpoxasio 340p0Bbio NoTpebutensa. 3ta uesb 06bIYHO
JocTuraeTcs BHeAPEHUEM Hagjiexalieli Nnpou3BoACTBEHHOI npakTukn (GMP) (cMm. 1ISO 22716) B npouecc us-
rOTOBMEHUSA W yNaKoBbIBAHMSA NPOAYKLMKM, a Takke, B cnyyae HeobxoaAuMoCTu, NyTeM NPOBEAEHUS UCMbITaHUiA
Ha cofjepXXaHne MUKPOOPraHn3mMoB B FOTOBOI MPOAYKLUN.

Bo-BTOpbLIX, OH AO/IKEH rapaHTupoBaTb, YTO MUKPOOPraHuW3mbl, NMPUBHECEHHbIE B MPOAYKLMUIO Npu ee
06bIYHOM MCNOMb30BaHUMN, HEe ByAyT OkasbiBaTb HEGNArONPUATHOrO B/IMSAHWUA HA KAyecTBO WM 6e30MacHOCTb
37O npoaykuuu. dTa uesb 06bIYHO AOCTMraeTcs 3a cYeT NPOBeAeHUs WChbiTaHuii Ha 3 EKTUBHOCTb KOH-
cepBupoBaHusa (Tak HasbiBaembllii Challenge test) Ha aTane pa3paboTku HOBOW NPOAYKLMWN.

B uenax obecneyeHus kadecTBa npoaykumm un ee 6e3onacHoCcTU [ noTpebutens npepcrasnseTcs
LenecoobpasHbIM BbIMOMIHEHNE COOTBETCTBYIOLWErO aHanM3a MUKPOONOOTUYECKUX PUCKOB ANA OnNpefesieHns
BMAOB NPOAYKLUU, K KOTOPbIM GyAeT NPUMEHSATLCSA HaACTOALWMI cTaHaapT.

OnpegenexHne nNpoaykuMm ¢ MMUKPOOBMONOTMYECKM HU3KMM PUCKOM npuBegeHo B ISO 29621. MNMpumeHe-
HVe Takoli mpoAykuuu, onpefensemoli kak «HebnaronpuaTHas» A1 pasMHOXEHUS MWUKPOOPraHW3mMoB U W3-
rotTaB/MBaeMoil B COOTBETCTBUU C NONOXeHUAMU GMP, conpsXeHO Wb C BeCbMa He3HauYnTebHbIM PUCKOM
Ansa nonb3oBaTtensa. OTcioga criepyeT, YTO NPOAYKLUMSA, XapakTepPUCTUKMA KOTOPOI COOTBETCTBYIOT YKa3aHHbIM B
ISO 29621, He noANexuT MUKPOBUONOTMYECKAM UCMbITAHUAM HEe3aBUCUMO OT TOro, naeT in peyb 06 ucnbiTa-
HUAX Ha 3 PEKTUBHOCTb KOHCEPBUPOBAHMUA UM 06 UCMbITAHUAX KOHEYHON MPOoAayKUUN.

Mpoaykuus, KoTopas He MOXeT paccMaTpuBaTbCs B KAYeCTBE «He6AaronpusATHOW» AN Pa3MHOXEHMWSA
MWKPOOPraHn3moB, TpebyeT OUEHKM ee MUKPOOMONOrMYecKOon YMCTOTbl MyTEM MNPOBEAEHWS UCMbITAHUA npu
NPUMEHEHNN COOTBETCTBYHOLWNX METOAOB. TexHnyeckum kommutetom ISO TC 217 6bi1 NOAFOTOBAEH LUMPOKUIA
nepeyeHb CTaH4APTOB MO OLEHKE aHTUMUKPOOHOW 3alnTbl NPOAYKUNN U MUKPOBUOIOTMYECKON YNCTOThI FOTO-
BOWN npoaykuuu (MeToAdbl U HOpPMbI). V3roToBUTENN NO CBOEMY YCMOTPEHUIO MOTYT OTKa3aTbCA OT UCMNbITAHUN,
€C/I OHW B COCTOSIHMM MOATBEPAWUTb, YTO MX MPOAYKLMA COOTBETCTBYET AEeNCTBYHOLWMM TpeboBaHuAM, ycTa-
HOBNEHHbIM ISO 17516 u/vnn ISO 11930.
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M E X T OCVYAAPG CTUBTEHH HBDB 1 CTAHOAPT

npPoayKuna NAP®HOMEPHO-KOCMETUYECKAA

Mwukpo6uonorus.
PykoBogsilme ykazaHusi No NpUMEHEHUIO cTaHAapToB ISO no Mukpobuonoruu

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

Jata BBegeHuna — 2025—01—01
C rMpaBoM AO0CPOYHOI0 MPUMEHeHus

1 O6nactb NpUMeHeHUs

HacToswunii ctaHaapT COAEPXUT PYKOBOAALLME yKa3aHUsA No NpUMeHeHuto ctaHgapToB I1ISO no Mukpo-
61osiorMM Aaa napoMepHO-KOCMETUYECKOW NPOoAYKLMM C Y4EeTOM KOHKPETHbIX 3afad, AN BbIMOSIHEHUS KO-
TOpPbIX 3TW cTaHAapTbl NpefAHasHayeHbl (KOHTPO/b NPOAYKLUMM, MOCTynawliein Ha pbiHOK, pa3paboTka HOBOM
NPoAYKUMN U T. N.), @ TaKKe BWAOB NPOAYKUUU, noanexaliein ucnoiTaHusm.

HacTosiwuii cTaHfapT MOXET NPUMEHSTLCS B Le/IiX 06ecneyeHmnsa BbiNOSIHEHUSA TpeboBaHUl cTaHgapTa
ISO, ycTaHaBAMBawLWeEro Mmkpobuonornyeckne Hopmbl (ISO 17516).

2 TepMUHbI N onpepeneHus

B HacTodwem cTtaHfapTe NpMMeHeHbl criefylime TeEPMUHbI C COOTBETCTBYHOLWUMN onpeaesneHuaMu:

2.1 peuentypa napdroMepHO-KOCMETUYEeCKO npoaykumm (cosmetic formulation): Cmecb cbipbs
C KONIMYECTBEHHO 1 Ka4yeCTBEHHO OnpejesieHHbIM COCTaBOM.

2.2 napdromMepHoO-KOCMeTuveckasa npoaykums (cosmetic product): FotoBas naproMepHO-KOCMETU-
yeckas NpPoAyKLMsA, KOTopasa npoLusia BCe 3Tanbl NPOU3BOLCTBA, BK/IOYAA yNakoBblBaHWE B KOHEYHYIO YNaKoB-
Ky 4NA OTrpy3ku.

2.3 npoba (sample): OgHa WAM HECKONbKO MpefcTaBUTEsIbHbIX 4YacTeil npoAykuuu, OoToBpaHHbIX U3
napTun € Lesnblo noayyvyeHns nHopmaymm ob atoli naptuu.

2.4.1 copepxaHne MUKPOOPraHM3MOB <kKonumyecTBeHHoe> (microbial content): PacueTHoe uucno
XWU3HECMNOCOOHbIX a3p06HbIX Me30(NNbHbIX MUKPOOPraHU3MOB (6akTepuil, APOX>Kel 1 naecHeBbIX rPu6oB),
cogepxawmuxcsa B naphoMepHO-KOCMETUYECKON NpoayKLMN.

2.4.2 copepxaHne MUKpPOOPraHU3MoOB <kayecTBeHHOe> (microbial content): O6GHapyxuBaemble cne-
umdnyeckme uam Hecneyuuyeckne MmMKpoopraHnsmMsl B npobe napgromMepHo-KOCMEeTUYeCKOn NpoayKLun.

2.5 KOHCepBMpOBaHME MapPOMEpPHO-KOCMETUYECKON npoaykumn (preservation of a cosmetic
formulatin): CoBOKynHOCTb CpPeAcTB, KOTOPble MCNO/bL3YIOT, YTO6bLI NPefoTBPaTUTbh PasMHOXEHUEe MuKpoopra-
HU3MOB B NapOMepHO-KOCMETUYECKON NPOAYKLUN.

Mpumep - Wcnosib30BaHME KOHCEPBaAHTOB, MHOFObeHKLI.I/IOHaI'IbeIX COGAVIHEHI/IVI, Cblpbs, arpeccmBHoro
K MUKpOopraHmnsmam, ob6ecneyveHne Kpal7|HMX 3Ha4veHui PH, HU3KNX 3Ha4YeHnli akTBHOCTU BOAbI N T. M.

2.6 aHTUMUKpPOOHas 3awmnTa naproMepHO-KOCMeTUYeCKoi npoaykummn (antimicrobial protection of
a cosmetic product): CnocobHocTb NapoMepHO-KOCMETMYECKON MPoAyKUMM npegoTBpawaTb KOHTaMuHa-
LMI0 MUKpOOPraHn3mMamu, KOTopble MOTyT NpeAcTaBnAaTh NOTEHUMasbHbI pUCK 418 noTpebuTens.

MpumMmeyaHue 1— MonHas aHTUMUKPOGHAS 3aLLMTa BK/IOYAET BBEAEHNE KOHCEPBAHTA, CreLMaibHbIA Npouns-
BO/CTBEHHbIV MPOLECC 1 NPUMEHEHME 3aLLMTHOI YNaKoBKM.

M3gaHne opuuynanbHoe
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2.7 Npoaykumsi € MUKPOOMONOrMYecKM HU3KMM pUCKoM (microbiologically low-risk products):
Mpoaykuusa, cpefa KOTOPOW uckao4vaeT usnyveckne U XMMUYeckue ycrioBua A5 pocta WWanm BbDKMBaHUSA
(coxpaHeHnsa X13HecnocobHOCTN) MUKPOOPraHN3MOB.

MpumMmeyaHue 1— HuskMii puck ANa AaHHOW KaTeropum NpPoayKuUM OnpenensieTcss MUKPO6UoIorMiyeckum 3a-
rpsi3HEHMEM, KOTOPOe MOXEeT NMPOU30ITY B MPOLEcce MPOM3BOACTBA W/ MPU UCMOIb30BaHUM NOTpe6uTenem.

MpumedyaHne 2 — MpofyKuusi, yNakoBKa KOTOPOI 3alyLLaeT ee OT NPOHWKHOBEHWS] MMKPOOPraHW3MOoB, pac-
cMaTpyBaeTCs Kak NpoayKLUWsi ¢ MUKPOGMO/IOTMYECK HU3KUM PUCKOM MY € UCMOJIb30BaHNUM.

MpumMmeyaHue 3 — BBeaeHMe KOHCEPBAHTOB U MHbIX aHTVMUKPOGHbLIX COEAMHEHWIA B peuenTypy NpoayKuum
camo o ce6e He rapaHTMpyeT NPOU3BOACTBO MPOAYKLMM C MUKPOGUOIOTMUYECKN HU3KUM PUCKOM.

2.8 OuEeHKa MUKPOOMOIOTMYECKOro pucka (NpoayKuus C HU3KMM puUckom) (microbiological Risk
Assessment (low risk products)): OueHuBaHue xapakTepuUcTUK NpoaykKuun ANA onpefeneHns ee NoaBepXeH-
HOCTW KOHTaMWHALUN MUKPOOPraHM3Mamu.

MpumevyaHne 1— [laHHble xapakTepUCTVKM BKIIOYAIOT B CeOA COCTaB NPOLYKLMW, YCOBUS MPOV3BOACTBA,
YMakoBKy, a Takke KoMbuHauuo aTux haktopos (cMm. 1ISO 29621).

3 CopepxaHve MUKPOOpPraHM3mMmoB

3.1 O6uwme TpeboBaHUsA

CyliecTByeT BOCEMb MeX[yHapOHbIX CTAHA4APTOB, PacnpoCTPaHALWMXCA Ha onpefesieHne cogepxa-
HMS MUKPOOPraHM3MOB B Npobax npoaykumm (CMm. npuioxeHue A):

- 1SO 16212;

- 1ISO 17516;

- 1SO 18415;

- 1SO 18416;

- 1SO 21149;

- 1SO 21150;

- 1SO 22717,

- 1SO 22718.

B gononHeHne K nepeyncsieHHbIM cTaHgapTtam ISO 21148 cogepxuT o6uwne ykazaHus no BbIMOSIHEHWIO
MWUKPOBUOIOrMYECKUX NccneoBaHnin NpoayKuuu.

M3-3a 60M1bLlIOT0 pa3Hoo6pa3ns NPoAyKUuuM B AaHHOW 06/1acTy NPUMEHEHNA HEKOTOpble MeToAbl, ycTa-
HOBJIEHHbIE B Mepeyncs/ieHHbIX cTaHgapTax, MOryT oka3aTbCA OT4YacTU HENPUrogHbIMW ANA UCNOSIb30BaHUA
onpefeneHHbIX BUAOB NpoAykunn (Hanpumep, HEKOTOPOL HepPacTBOPMMOI B BOAE NPOAYKLUW).

Ona npoBefeHMa MCNbiTaHWIA, ONMCaHHbLIX Aafniee, MOryT Takxe MPUMEeHATbCA Apyrue MeTtoabl (Hanpwu-
Mep, aBTOMaTM3MPOBAaHHbIE), NPW YCNOBUM, YTO MX IKBMBANEHTHOCTb Oblia NoATBEpPXAeHa WM NPUMEHU-
MOCTb 3TUX METOA0B 6blna foka3aHa.

Heo6x04MMO MCKIIOYNTL BO3MOXHOE nojaBiieHne MUKpOBHOro pocTa nofg geiicTBnem BewecTB, CoAep-
Xawmxcs B npobe, 4ytobbl ob6ecneunTb OGHApPYXeHUe B Hel XU3HEeCNnoCOOHbIX MUKPOOPraHM3MoB. Bo Bcex
c/lyyasx v BHe 3aBUCMMOCTU OT NMPUMEHSAEMOro MeToga HeliTpanusauma aHTUMUKPOOHbBIX CBOWNCTB NPOAYKL UMK
[OJKHA NPOBEPATLCA U NOATBEPXAATHLCH.

HelTpanusayms aHTUMWKPOOHON akTMBHOCTU A0/KHA OLEHUBATLCA NPU UCMbITAHUU HOBOW NPOAYKLMK,
a TaKke KaxAblli pa3 npy U3MeHeHWW YC/I0BUiA NPOBEAEHUS MUCMbITAHWIA.

MepeuncneHHble cTaHAapTbl 06ecneymBaloT BbINOJIHEHME CleayLWwnx AeACTBIiA:

- noacyeT U O6HapyXeHne Me30PUAbHbIX MUKPOOPraHW3MOB, CMOCOBHbLIX K POCTY B a3pobHbIX yC-
noBUAX;

- onpefeneHne OTCYTCTBUA chneuuduyecknx MUKPOOPraHM3MOB, NPeACcTaBMAWMX UHTepec ANA nap-
htoMepPHO-KOCMETNYECKOW NpoayKuun, —

N TEM CaMbiM MO3BOJIAIOT OLEHUTb, OTBEYAET /1IN UCMbITyeMas Npoaykuma TpeboBaHnAM cTaHgapTa, ycTaHaB-
nuBawolwero Mmmkpobunonorunyeckne Hopmbl (ISO 17516).

MeToAbl UcnbITaHNn NOAPO6GHO ONMCHIBAKOTCHA B COOTBETCTBYHOLWMX CTaHAapTax. Bbibop KOHKpeTHOro me-
Toga unu KombrMHauuu mMeToAOB 3aBWCUT OT LieSIM NPOBEAEHWNS UCMbITaHWii. B kaxgom cryyae nonb3oBaTesib
CaMOCTOSITE/IbHO pellaeT, Kakoh 13 BO3MOXHbIX NOAXOA0B ABNAETCA ONTUMAaSIbHbIM.

2
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B 3aBMCMMOCTU OT NpeAnosiaraemMoro ypoBHS KOHTaMUHaLUW UCMbITYEMOI Npobbl MOryT 6bITb peann3o-
BaHbl ABa pPasNM4YHbIX Nnoaxoda (CM. NpuoxeHue A):

- KONn4ecTBeHHOe onpegeneHve (NogcyeT) NPOBOAUTCA B TeX cnydasx, Korga nHdopmauus o MUKpPO-
6MONOrMYECcKOn YncToTe Npobbl OTCYTCTBYET UMM KOrga 3apaHee npegnofnaraetcs, 4To npoba KOHTaMWUHWU-
poBaHa;

- KayecTBeHHoe onpegeneHne (0GHapyXeHue) MOXeT MPOBOAUTLCHA, ecnn npoba npeanosioXKUTeNnsHO
He KOHTaMWHUpOBaHa (HanpumMmep, UCXOAA U3 UCTOPUU COOTBETCTBYHLLEN NPOoAYyKLMM) N OHO LenecoobpasHo
C 9KOHOMMWYECKOI M NPON3BOACTBEHHON TOYEK 3pEHUS.

Ecnu B npo6e 6bIN 06HapY)XeHbl MUKPOOPraHM3Mbl, MPUCYTCTBME B HEl cneunguyecknx mMmkpoopra-
HW3MOB NpoBepsAeTca B COOTBETCTBUN C 3.3 win 3.4.

3.2 MoacuyeT Me30UbHbIX MUKPOOPraHM3MOB (bakTepuii, APOXKEN N NNeCHEBbLIX rPUBG0OB)

MeTopn noacyeta 6akTepuii, onucaHHblid B ISO 21149, npegycmaTpuBaeT NOACHYET KOJIOHUIA Ha Hecenek-
TUBHOW arapu3oBaHHOW nuTaTenbHoil cpepe. MogcyeT KOMOHWUIA MOXET BbINOHATHCA YalleYHbIM MeTOoA0oM
unm metogomMm dunbTpauum € UCNOb30BaHMEM OMpefesieHHOl NuTaTeNbHOW cpegbl Nocne WHKybGauum npu
3a4aHHbIX YC/IOBUAX.

PesynbTatbl f0/MKHbI 6bITb NpeAcTaBfieHbl criefyowmMm obpasom:

«[KOM4yecTBO] aspO6HbIX ME30MNbHLIX BAKTEPUIA HA rpaMM UM KyO6MUYeCKUin caHTUMETP NPOAYKLUK, B
KOE/r nnn KOE/cm3».

LOnsa apox>kein n nnecHeBbIX TPUG0OB MeTO4, OnucaHHbI B ISO 16212, npeaycmatpmBaeT NogcyeT Koo-
HUA YalweyHbIM MEeTOA0M MAN MeToA40oM PUAbTpaunn C NCNO/Ib30BAHMEM ONpeaesIeHHOW NuTaTesibHON cpeapbl,
cogepxalwein aHTM6MOTHK, Nocne NHkybauuym nNpu 3afaHHbIX YCOBUSIX.

AnbTepHaTUBHbIE YC/IOBUA MHKy6aLumM ¢ MCNoMb30BaHNEM nuUTaTesibHOW cpefbl, He cojepxallein aHTu-
6MoTMKM, NpeaycMoTpeHbl B ISO 16212.

Pe3ynbTartbl f0/MKHbI ObITb NpeAcTaB/ieHbl crieaylowmMm obpa3om:

«[KONIMYEeCcTBO] APOXXKEN W MNEeCHEBbIX TPUOOB Ha rpaMm WM KyObUYEeCKnii caHTMMeTp NpoAyKuuu, B
KOE/r unn KOE/cm3».

3.3 OOGHapyxeHune cneumndnyecknx MMKPOOPraHn3mMmoB

BaxHoe 3HauyeHWe MOXEeT MMeTb BbISIBJIEHWE KOXHbIX MaTtoreHos, Takux kak Staphylococcus aureus,
Pseudomonas aeruginosa n Candida albicans. O6HapyxeHue Apyrnx BMA0B MUKPOOPraHN3MOB MOXET Takxke
npefcTaBnATb UHTEPEC, MOCKO/IbKY UX NPUCYTCTBUE (BKIOYAsA MHAMKATOPbI hekanbHOro 3arpsi3sHeHus, Hanpu-
mep Escherichia coli) cBugetenbcTByeT 0 HapyLeHUN rMrMeHNnYecknx HOpM B MpoLecce NpPou3BoACTBa.

CooTBeTCcTBYlOWME MeToAbl ycTaHOBMeHbl B I1ISO 18416 (C. albicans), ISO 21150 (E. coli), ISO 22717
(A aeruginosa) n ISO 22718 (S. aureus).

Kaxablii MeTon npefycmaTpuBaeT criefylowe OCHOBHblIE 3Tarnbl:

- ob6orauieHne nNpobbl B HECENEKTMBHOM NUTaTesIbHOM OynbOoHe C nocnegywouieii MHkybaumein npu sa-
[LaHHbIX YC/TOBUAX AN YBENYEHNS KO/MYecTBa MUKPOOPraHM3MOB 6e3 pucka nofaBfieHns Ux pocTta OTAesb-
HbIMWU KOMMOHEHTaMU, NPUCYTCTBYHOL MUK B CeNleKTUBHON/And epeHumnanbHoi nuTaTtenbHoOn cpege;

- 3areMm, ecnu HabnwgaeTcs pPoCT MUKPOOPraHU3MOB, BblAeNIeHUE WX HA CEeNEeKTUBHOI cpefe c nocre-
aywuweli ngeHtuukaymei.

Ecnv npu upgeHTUdmkaymm KonoHuii noATBepxXAaeTcs NPUCYTCTBME CNeunduyecknx MUKPOOPraHus-
moB (Staphylococcus aureus, Pseudomonas aeruginosa, Candida albicans nnam Escherichia coli), pesynbtatsl
[OJDKHbI BbITb NpPeAcTaB/eHbl CeayoLWmnmM 06pasom:

«MpucyTtcTBue cneundurnyeckoro MMKkpoopraHmsma (HassaHue smga) B npode S».

Ecnn nocne o6oralleHnsi pocT MUKPOOPraHM3MOB He HabnwgaeTcs w/vunu naeHTUudrkauns KonoHui
He noaTeepxAaeT npucyTcTBme cneunduyecknx mukpoopraHmamos (Staphylococcus aureus, Pseudomonas
aeruginosa, Candida albicans nnn Escherichia coli), pe3ynbTtatbl f0/KHbl 6bITb NPeAcTaB/eHbl CAeayLWwum
obpasom:

«OTCcyTCTBME cneundmnyeckoro MmkpoopraHmsama (HassaHue Buga) B npobe S».

3.4 O6GHapyxeHune cneumdnyecknx n Hecneynduyecknx MUKpOOpraHM3IMoB

MeToauka obHapyxeHusa cneumduyuecknx n Hecneunmnyecknx MMKPOOPTraHM3MOB YyCTaHOB/IEHA B ABYX
cTaHfjaprax:

- nNpuHuun, peannsyemblii B ISO 18415, 3akno4aeTca B ob6orawieHun npobbl ¢ UCNOMb30BaHUEM Hece-
NeKTUBHOTO 6y/ibOHA C UHKy6auunen nNpu 3afgaHHbIX YC/I0BUAX /18 YBE/IMYEHNA KONMYecTBa MUKPOOPraHn3moB
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6€e3 pucka nogaB/ieHUA UX poCTa CENEKTUBHbIMW KOMMNOHEHTaMW, MPUCYTCTBYIOLWUMU B cesieKTUBHOM/andge-
peHuManbHOl nuTaTesibHOl cpege, U NocnepywwmumMm MUX BblAeNEeHUeM Ha HeCeneKkTUBHOW cpeae, MHKYOGuMpo-
BaHHOW NpW 3ajaHHbIX YCNOBUSAX, U nAeHTU(MKaLnelr, gnsa KOTopoii, B 3aBUCMMOCTU OT HEOOBX0AMMOCTU, Npu-
MEHSIOTCS COOTBETCTBYKLWIME YC/MOBUA WHKYG6aLMU U MPOBOAATCSA COOTBETCTBYHLWMNE UAEHTUDUKALNOHHbIE
TecTbl.

[na kaxpnoro v3 BUOB cneungurnyeckux MMKPOOPraHM3mMoB, ecniv npoueaypa naeHtudukaunm KonoHui
noATBEpPXAaeT NPUCYTCTBME 3TUX BMAOB, pe3y/sbTaTbl AO/DKHbI 6bITb NMpeAcTaB/ieHbl cnegyowmum o6pa3om:

«MpucytcTBue (HasBaHue BuAaa) B Npobe S».

Ecnu nocne o6oraweHnsa npobbl HabnwgaetTca pocT MUKPOOPraHW3MOB W BblAeNleHHble KOMIOHWUK pac-
No3HalTCA Kak Hecneyunguruyeckmne MUKPOOpPraHu3Mbl, pesynbTatbl A0/KHbI ObITb NPeAcTaBNEHbl C/AeAYILIMM
obpasom:

«MpucytcTBue (HasBaHue BMAa U/MNM €ro OCHOBHbie MOpPKOAOrnyYeckme XxapakTepucTukmu) B npobe S u
OTCYTCTBME CNEeLNPUUYECKNX MUKPOOPTraHN3IMOB>.

Ecnun nocne ob6orauieHna npobbl pocTa MUKPOOPraHN3MOB He HabngaeTcs, pesynbTaTbl 4OKHbI ObiTb
npeAcTaB/ieHbl cnegywmnm obpasom:

«OTCyTCTBME a3p0O6HbIX Me30hUAbHbIX GakTepuini u gpoxokeli (Bknwyas cneyucuyeckue Mukpoopra-
HM3Mbl) B Npobe S»;

- B cTaHgapTe I1SO 21149 yctaHOBNEH MeTOoA OGHapyXeHus aspobHbIX Me30nnbHbIX GakTepuil.

MeTopn oboraweHnsa npobbl cornacHo ISO 21149 BknoyaeT MHKyb6aUUo Npy 3afaHHbIX YCNOBUAX onpe-
LEeNeHHOro KkonmyecTsa Npobbl S B HECENEKTUBHOM Oy/fibOHe, cofepXalleM COOTBETCTBYIOLWME HENTPaNmn3yto-
wure n/unn gucneprupywme BewecTsa, 1 Nocneayouwmnii nepeHoc onpeaesIeHHoro KonmyecTsa noayvyeHHom
CYCMeH3MN Ha HeCeNeKTUBHYI arapv3oBaHHYIO cpeay npu 3ajaHHbiX ycnosuax. Pasnnuue mexagy I1ISO 18415
n I1ISO 21149 3aknoyaeTcs B TOM, YTO HENTpannsayms aHTMMUKPOOHOro geincTeumA, Kak onucaHo B I1ISO 21149,
npoBepsieTCcs TO/AbKO MO OTHOLWEHU K 6bakTepusim, B TO BpeMs kKak ISO 18415 pacnpocTpaHseTcs Ha 6akTe-
pUn N APOXOKN.

Ecnu nocne o6oraweHns npobbl pocT He HabnwgaeTcs, pe3ynbTatbl 4O/DKHbI ObITb NpeAcTaB/ieHbl crie-
ayrowum obpasom:

«OTCyTCTBME a3pO6HbIX Me30(huIbHbIX 6akTepuii (BkYas cneumduyeckne MUKPOOpPraHM3mbl) B Npo-
6e S».

Ecnu nocne o6oraweHns npobbl HabawgaeTcsa pocT, pe3ynbTaTbl 4O/DKHbI 6bITb NpeAcTaBfeHbl cneay-
lowmm obpasom:

«MpucyTcTBne aspobHbIX Me30UAbHbIX 6akTepuii B npobe S».

MpumeyaHne — MeTogbl oboraieHys Npobbl HEMPUroAHb! (Temnepartypa, nuTaTenbHble cpedbl) Ans obHapy-
XXEHUS MNecHeBbIX rPU6oB. TakuMm 06pasom, ecnm Aaxe nocne oboralleHnss pocta He HabnogaeTcs, NPOBOAAT NPOBEPKY
Ha Ha/smume nJecHeBbIX rPUGOB C NPMMEHEHWEM COOTBETCTBYIOLLMX YCO0BUIA KynbTuBMpoBaHua (cMm. ISO 16212).

4 AHTUMUKpOOHas 3awmTa

4.1 O6wme TpeboBaHUsA

AHTUMUKpPOBHaA 3awuTa npoaykunn (peuenTypbl NPOAYKUUN B €e KOHEYHOW ynakoBke) moxeT obecne-
ynBaTbCA Pas/INYHbIMN NYTAMU:

- XMMNYECKUM KOHCepBUpOBaHUEM,;

- COGCTBEHHbLIMUN XapakTepucTukamu NpoAyKuuu;

- KOHCTpPYKUMEN ynakoBKW;

- NPOU3BOACTBEHHbLIM MPOL,ECCOM.

B cnyyae onpegeneHunsa obLero ypoBHA aHTUMUKPOOGHOW 3alnTbl NPOAYKLMN 3TN pas/finyHble NCTOYHWUKM
cnepyet yunTbiBaThk NMpU OLeHKe MUKPOGUOJIOTMYECKOTo pucKa.

B ISO 11930 onucaH MOpPSiAOK UHTeprnpeTauun faHHbIX, NOMYYEHHbIX B MpOLEcce UCMbiITaHWil Ha ad-
heKTMBHOCTb KOHCEpBMPOBaHMA (ecnu TakoBoe Tpeb60oBasocb) M B NpoOLECCe OLEHKN MUKPOOGMOIOrMyeckoro
pucka.

4.2 OueHKa apPeKTMBHOCTM KOHCEPBMPOBaHUS NPoAyKUUn

McnbiTaHne Ha ahekTUBHOCTb KOHcepBupoBaHuda, waum Challenge test, 06bl4HO ucnonb3yeTca ANd
onpefeneHns KadyecTBa KOHCepBUpOBaHUA npoaykuuun. [laHHOe ucnbiTaHue He TpebyeTca NpoBOAMTb A/18
NpoAyKUMU, MUKPOBUONOTMYECKNI A PUCK KOTOPOI Gbin1 onpeaeneH kKak HM3kuii (cm. 1ISO 29621).
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CyuwecTByrwnin MetToa ucCNbITaHU NpegHa3HayeH MPEUMYLLECTBEHHO [AJ/19 BOAOPACTBOPUMONW WAn
CMeLllBaeMOi ¢ BOAOW MpoAyKLMU, N MOXET noTpeboBaTbCcsa agantauns, Hanpumep, eciM ucnoiTyemas npo-
AYKUMS cOAepXUT BoAy B AucnepcHoin hase. McnbiTaHne, onncaHHoe B ISO 11930, npegycmatpuBaeT gns
KaX[0oro KOHTPO/IMPYEMOr0 MUKPOOPraHn3Ma HaxoXAeHne MpPoAYKUUN B KOHTAKTE CO CTaHAapTHbIM WHOKYMS-
TOM K nocnegylwouiee onpegeneHne U3MeHeHNs KonmyecTsa MUKPOOPraHn3MOB Yepes 3ajaHHble NPOMEXYTKN
BpEMEHW 1 Npu 3afaHHOon Temnepartype.

Mpn onpepeneHwn cofepXaHus MUKPOOPraHM3MOB BO3MOXHOE MNofaB/fieHWEe MWKPOGHOro pocTta nop
AelicTBMEM BeLLeCcTB, coAepXxalimxca B npobe, fO/MKHO ObiTb HelTpanM3oBaHo, YTO6bl 06ecneynTb 06Hapy-
XEeHne B Heli XXN3HecnocobHbIX MUKPOOPraHM3mMoB. Bo Bcex cnyyasax v BHE 3aBUCMMOCTU OT MPUMEHSAEMOr0
MeTofa HelTpanusauns aHTUMUKPOOHBLIX CBOMCTB MPOAYKUUM fO/MKHA ObiTb NPOBEpPEHA U NOATBEPXAEHA.

Konnyectso MMKpOOpraHu3sMoB npeobpasyeTcsa B norapuddmmyeckMe nokasaTesn CHWKEHWUS pocta u
CpaBHMBaETCA C OBYMS KPUTEPUAMM, NPeACTaBNEHHbIMW Kak MWHUMasibHOE norapupmMmnyeckoe CHuxKeHue
pocTa:

- KpuTepwuii A, B COOTBETCTBUM C KOTOPbIM NPOAYKLMUA CUMTAETCA 3allMLEeHHON OT pocTa MUKPOOPraHmns-
MOB, KOTOpble MOTYT NpeAcTaB/ATh NOTEHUManbHbI pUCK ANA notpebutens, 6e3 yyeTa Kakmx-nubo AOMNOHU-
Te/bHbIX (DaKTOPOB;

- KpuTepuii B, B COOTBETCTBMU C KOTOPbIM YPOBEHb 3alLUTbl CUMTAETCA NpPUEMSIEMbIM, €CAWN aHanns
PUCKOB NOATBEPXAAET Hanmume perynmpyluwmnx akropos, He CBA3@HHbIX C camMoil NpoAyKuuei, nokasbiBas,
4YTO MWKPOOBMOIOTMYECKNI PUCK ANS AAaHHOW NPOAYKUUU ABNSAETCA NpUEMIEMbIM.

BaprnabenbHOCTb pe3ynbTatoB, Npucylias Metogam nojcyetra MMKPOOPraHNu3mMOoB, A0/KHA YUNTbIBATLCSA
npy CpaBHEHUWN NOMYYEHHbIX 3HAYEHUI C NpeABapuUTENIbHO YyCTaHOBMEHHbIM KpuTepuem A nam B. OTknoHeHne
Ha 0,5 norapnmMuyecknx eguHUL, OT NpeaBapuUTesIbHO YCTAaHOBMIEHHOIO KpUTEPUSA cnedyeT paccmatpuBaThb
KakK npuemnemoe.

4.3 OueHKa aHTUMUKPOGHOIA 3alnTbl NPoAyKL MU

OueHka aHTUMUKPOOHOW 3aliMTbl NPOAYKLMY coYeTaeT criefylolime 3/ieMeHThl:

a) XapakTepucTtuku ee peuenTypbl (cMm. 1ISO 29621), unn pesynbTaTbl UCMNbITaHU Ha 3hHEKTUBHOCTb
KOHCepBMpoOBaHus (ecsv TakoBble MPOBOAWINCE), UNN Te U Apyrve nokasaTenu;

b) XapakTepucTukyM napoMepHO-KOCMEeTUYECKON NPOAYKLUM B COYETAHMM C YCNOBUSAMY NPOM3BOACTBA
(cm. 1SO 22716 1 I1ISO 29621), TUn ynakoBKKU, a Takxe, eCIM HEOOX0AMMO, peKoMeHAaumnn no UCNoNb30BaHUI0
npoaykumm (cm. ISO 29621).

5 Mpumepbl NpeAcTaBNeHNsT Pe3y/IbTaTOB COoAepXaHUsl MUKPOOPraHN3MoB

5.1 O6wme nonoxeHus

B 3aBnCMMOCTM OT NpegnosiaraeMoro YpoBHs KOHTaMUHaLMWM UCMbITYEeMOI Npo6bl MOTyT 6bITb peann3o-
BaHbl pa3/inyHble noaxoAbl (cm. npunoxexHue C).

5.2 MpoAayKuus ANs CHATUS MakuUsixa c rnas

MpoAayKkuna Ha BOAHOI OCHOBE, cofepXalias KOHCEPBaHT, PUCK KOHTaMWHaLWW KOTOpOi B mpouecce
NPON3BOACTBA OLEHWBAETCA Kak HU3KWI COrNMacHO UCTOPMK MPOAyKLUU.

MpurogHoOCTbL HelTpanusaumm aHTUMUKPOOHbLIX CBOWNCTB NOATBEPXAeHAa A/ pasBefeHus npoayk-
ummn 1/10.

O6oraueHne Ha HecesIeKTUBHOI MuUTaTenbHoO cpefe B cooTBeTcTBMU € ISO 18415 (1 cm3 npobbl): po-
cTa MUKPOOPraHM3MOB He 06HapyXeHo.

Pe3ynbTaT: OTCYTCTBME a3pOO6HbIX Me30(IUbHbIX 6GakTepuii 1 Apoxxei (Bkawuas cneuynduyeckme
MUKpOOpraHmamel) B 1 cM3 npogykuuu.

MoacyeT APOXIXKEN N NNecHEBbLIX TPUOGOB B cOOTBETCTBMM € ISO 16212: He o6HapyXeHbl (KoadhuuneHT
pasBegeHusn 1/10).

Pesynbtat: <10 KOE apox>ei n niecHeBbiXx rpubos/cm3.

[JenicTByloT cnepyowme MUKpobuosornyeckme TpeboBaHna K NpoAyKLuMmn, B HaCTHOCTU NpefHasHayeH-
HOli ANA NpMMeHeHua B 061acTy BOKpyr rnas (cm. 1ISO 17516):

- obwee copepxaHne asapobHbIX Me30(INbHbIX MUKPOOPraHn3MoB (6akTepuil, 4POXOKel W NaecHeBbIX
rpn6oB) — <1 x 102 KOE Ha r nam cm3;

- OTCyTCTBME cneunduyecknx MmMkpoopraHnaMos B 11 uam 1 cm3 npoaykuunu.
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VIHTepnpeTauua pesynbTaToB: NPOAYKUWS COOTBETCTBYeT TpeboBaHusam ISO 17516 npu ycnoBun obe-
cneyeHnss KOHTPONSi MUKPOBMOMOTMYECKMX PUCKOB B cooTBeTCcTBMM € ISO 11930 nnm I1ISO 29621 (oTcyTcTBYyeT
BO3MOXHOCTb Pa3MHOXEHUSA MUKPOOPraHU3MOB B MPOLYKLUN).

5.3 Tywb ONnA pecHul

Cofepxalliass KOHCepBaHT 3MYy/ibCUA, TUNa Macsno B BOAE, HA OCHOBE CbipbA NMPUPOAHOro NMPOUCXoXae-
HMA (MUHEpPanbHbIX MATMEHTOB): BEPOSATHOCTb KOHTaMMWHaUUN HeBbiCOKas (cnopbl 6akTepuii 1 rpnbos).

MpurogHOCTb HelTpanusaunun aHTUMUKPOOHbIX CBOWCTB NOATBEPXAEHAa [ANA pa3BefeHus npoayk-
uyum 1/10.

MopcueT 6akTepuin B cooTBeTcTBUM C ISO 21149:

Pe3ynbTartbl, nosiyyeHHble onsa passegeHus 1/10: yawka 1 — 14 KonoHWIA, Yawka 2 — 16 KOMOHWIA, B
cpegHem — 15 KONOHWIA.

PesynbTathl: pacyeTHoe konmnyecTBo (cM. ISO 21149) 150 KOE aspo6HbIX Me30UMbHbIX 6akTepuiilr.

MoacyeT APOXOKEA W NaecHeBbiX rPMBOB B coOTBETCTBMM C ISO 16212: He BbigeneHbl (koadduymeHT
pasBepneHus 1/10).

PesynbTtat: <10 KOE gpox>Xei n nnecHeBbiX rpnbos/r.

O6HapyXeHue cneyununyeckux MUKpPOOpraHusmoB B cooTBeTcTBuMM c ISO 18415 wnm ISO 21150,
ISO 22717, 1SO 22718 1 ISO 18416 (1 r Nnpo6bl): He 0GHapYXeHbI.

Pe3ynbTar: oTCYyTCTBME CNEeundmnyecknx MUKPOOPraHM3MoB B 11 NpoAyKLuun.

[JeicTByl0T crnegywme MUKkpobmonornyeckme Tpe6oBaHMa K NPpOAyKLMM, B 4YACTHOCTM NpeAHa3HayeH-
HOlW ANA NpUMeHeHus B 06n1acTu BOKpYr rnas (cM. 1ISO 17516):

- obuee cogepxaHne aspobHbIX Me30UNbHbIX MUKPOOPraHN3MOoB (6akTepuii, APOXOKeh N NAeCHEBbIX
rpn6oB) — <1 x 102 KOE Ha r unu cm3;

- OTCyTCTBME Cneunnyecknx MUKpOOPraHMsmoB B 1 1 unu 1 cmM3 npoaykumu.

VHTepnpeTauuna pesynbtatos cregytolias:

- obwee cogepxaHne aapobHbIX Me30PUIbHLIX MUKPOOPraHn3mMoB (6akTepuii, 4poXoOKel U NAecHeBbIX
rpn6oB) — 150 KOE Ha r nnam cm3;

- C yyeToM BapumabenbHOCTU pe3ynbTaToB, NpuUcyleii yaweyHoMmy metoay nogcdeta (cm. ISO 17516),
NOJTyYEHHbI pe3ysibTaT NPU3HAETCS BbIXOASALMM 3a YCTaHOBMEHHbIe npeaenbl npyu >200 KOE Ha r nnm cm3;

- OTCYTCTBME Cneundnyecknx MUKpOOpPraHMsmoB B 1 1 unu 1 cmM3 npoaykumu.

Mpoaykuus cooTeBeTcTByeT TpeboBaHuam ISO 17516 npu ycnoBum obGecnevyeHUss KOHTPOAS MUKPO-
6nonornyeckmx puckoBs B cooTBeTcTBUM € ISO 11930 unm ISO 29621 (OTCyTCTBYET BO3MOXHOCTb pa3MHOXe-
HUS MUKPOOPTraHM3mMoB B MPOAYyKLUK).

5.4 Kpem ana nuua

MpoayKuna Ha BOLHON OCHOBe, cogepxallias KOHCepPBaHT, UCTOPUA NPOAYKLUWN HeusBecTHa.

MpurogHOCTb HelTpanusauuy aHTUMUKPOOHBIX CBOWCTB MOATBEPXAeHa A/ pasBefeHus npoayk-
ymn 1/10.

MoacueTt 6akTepuini B cooTBeTcTBMM C ISO 21149 ans pa3segeHus 1/10: He BblgeneHbl.

PesynbTaT: <10 KOE 6akTepwiilr.

MopcueT ApoXKen U NIecHeBbIX rPMGOB B cooTBeTCTBUM € ISO 16212 anA pa3segeHnsa 1/10 (1 r npobbl):
He BblAeneHbl (koahduuneHT passegennsa 1/10).

PesynbTtat: <10 KOE gpox>Xei n nnecHeBbiX rpnbos/r.

O6HapyxeHne cneynduyeckux MUKPOOpPraHM3mMoOB B cooTBeTcTBMM € ISO 18415 wam ISO 21150,
ISO 22717, 1SO 22718 n ISO 18416: BbisBNeHne Pseudomonas aeruginosa.

PesynbtaT: Pseudomonas aeruginosa o6HapyxeHbl B 1T NpoayKuuu.

[JeiicTByloT cregylouwue Mukpobuonornyeckme TtpeboBaHMA K MNPOAYKUUM, He npefHa3Ha4YeHHoWn
ana geTein Ao Tpex NeT, ANA NpMMEeHeHus B 06N1acTu BOKPYr rnas, a Takke ANA HaHeceHus Ha CAU3UcCTble
(cm. ISO 17516):

- obwee cogepxaHme aapobHbIX Me30PUIbHbIX MUKPOOPraHn3moB (6akTepuii, 4pOXOKel U NAecHeBbIX
rpu6os) — <1x103KOE Ha r unn cm3;

- OTCyTCTBME cneundnyeckux MUKpOoOpraHnamos B 11 nam 1 cm3 npogykumm.

VHTepnpeTaumna pesynbTaToB crefylowas:

- obwee cogepxaHme aapobHbIX Me30PUIbHbIX MUKPOOPraHn3moB (6akTepuii, 4POXOKel U NaecHeBbIX
rpn6oB) — <10 KOE/r;

- Pseudomonas aeruginosa o6HapyxXeHbl B 1T NpoayKuuu.

Mpoaykumna He cooTBeTcTBYyeT TpeboBaHMam ISO 17516.
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5.5 WamnyHb

MpoayKuna Ha BOLHON OCHOBe, cofepxallias KOHCepPBaHT; UCTOPUA NPOAYKUUN HEU3BECTHA.

MpurogHOCTb HelTpanMsaumm aHTUMUKPOOGHbLIX CBOWCTB MOATBEPXAeHA AN pas3BefeHus MNpoayKuuu
1/100 gnsa 6aktepuini n 1/10 ons ApOXXKel U NNecHeBbIX TPMGOB.

MopcueT 6akTepuin B cooTBeTCcTBUM C ISO 21149:

PesynbTarthl, NnonyyeHHble ansa passegeHns 1/100: yawka 1 — 280 KonoHuiA, Yawka 2 — 300 KOMOHWIA,
B cpeaHeM — 290 KONOHWIA.

PesynbTat: 2,9><104 KOE a3po6HbiX Me30(nabHbIX GakTepuia/r.

MoacyeT QPOXXKEN U NnecHeBbIX TPM60OB B cooTBeTCTBUU € ISO 16212 ans passegeHus 1/ 10 (1 r npo-
6bl): He BblgeneHbl (koadduruneHT passegeHunsa 1/10).

PesynbTtat: <10 KOE gpox>eil n nnecHeBbiX rpubos/r.

O6HapyxeHne cneuuuruecknx MUKpPOOpraHMamMoB B cooTBeTcTBUM Cc ISO 18415 wnm I1SO 18416,
ISO 21150, ISO 22717 n ISO 22718. O6oraweHune ana passegeHuns 1/100 (1 r npobel B 100 cm3 paszbaBute-
Ns): He 06HapYXeHHbI.

Pe3ynbtat: oTCYyTCTBME Creynpunyeckux MMKPOOpPraHM3mMoB B 1 r npoaykuuu.

JeicTByloT cnegywouwme Mukpobuonormyeckme TtpeboBaHUA K NPOAyKUUM, He npegHasHayeHHoWn
4NA feTeil fo Tpex NeT, ANA NpuMMeHeHus B 06n1acTu BOKPYr a3, a Takke /19 HaHeCeHWsA Ha C/AU3KUCTble
(cm. ISO 17516):

- obuwee cogepxaHme aapobHbIX Me30PUIbHbIX MUKPOOPraHN3mMoB (6akTepuin, [pOXOKei 1 NaecHeBbIX
rpn6oB) — <1 x t0 3KOE Ha r nam cm3;

- OTCYTCTBME CNeundnyecknx MUKpoopraHMamos B 1 runm 1 cm3 npoaykuuu.

WHTepnpeTauuna pesynbTaToB cregyroLas:

- obuwee cogepxaHne asapoOHbIX Me30UIbHBIX MUKPOOPraHM3mMoB (6akTepuil, APOX>KER N NaecHeBbIX
rpnéoB) — 2,9 x 10 4 KOE Ha ;

- C yyeToM BapuabenbHOCTM pe3y/bTaToB, MPUCYLLEN YalleyHoMy meTody nogcyeta (cMm. ISO 17516),
pe3ynbTaT Npu3HaeTCa BbIXOAAWMM 3a yCTaHOBJ/IEHHbIe npegens! npu ycnosum >2 000 KOE Ha r unm cm3.

Mpoaykumnsa He cooTBeTcTBYyeT TpeboBaHuam ISO 17516.

N3rotoButenn A0/MKHbI NpuaepxusaTbCca nopsgka o6paboTku pesynbTaToB, BbIXOAAWMX 38 YCTaHOB-
neHHble npegensl (Out-of-Specification — OOS), Ansa of06peEHNSA UAN UCKNOYEHUS TaknX pe3ynbTaTos.

6 lMpumepbl MHTepnpeTaunn pe3ysibTaToB UCTbITaHWU
Ha 3(p(PEeKTUBHOCTb KOHCEPBUPOBAHUA

AHTUMUKPOOHAA 3alnTa OCHOBbLIBAETCA Ha COYETAHUU XapaKTepuUCTUK peuenTypbl, YCN0BUI NPON3BOA-
CTBa M KOHEYHOI ynakoBku. MNpu NoOAroToBke O6LEA OLEHKU MPUHUMAIOTCHA BO BHUMAaHWE Kak OLeHKa MWUKPO-
610/10TMYECKOro pucka, Tak U pesynbTaTbl UCNbITaHNA Ha 3P EKTUBHOCTb KOHCEPBMPOBAHMWA, €C/IN TaKoBble
TpebyloTca. Kputepnn oueHKN pe3ynbTaToB UCNbITaHUA Ha 3 (PEeKTUBHOCTb KOHCEPBMPOBAHWSA, KOTOPbIM MOA-
BepraeTca uccnegyemasn peuentypa npoaykuuum, npusegeHsl B 1ISO 11930.

Tab6nuuya 1— Kputepumn oueHKx

Tpebyemble 3HAUEHNUsi CHUXEHUsE pocTa B norapudmudeckom suge (RX = IgAC—-aIx)a®

MUKpPOOPraHn3Mbl BakTepun C albicans A brasiliensis
Bpems ot6opa npo6 T7 T14 T28 T7 T14 T28 T14 T28
Kputepuin A >3 >3 n >3uN >1 >IN >1uN >00) >1

NI b)
Kputepuin B He BbINoMHA- >3 >3uN He BbINONHA- >1 >l N >0 >0 NI
eTcA eTcA

a) s gaHHOro BMUAa UCbITaHUiA B Ka4ecTBe AOMYCTUMOro AyanasoHa NPUEM/IEMbIX 3HAUYEHW OTKIIOHEHWS NPUHU-
maeTtcs 0,5log (cm. 1ISO 11930).

b) NI — oTcyTCcTBYET yBENMYEHNE KOMMUYECTBA B CPaBHEHUW C NpeablayLuyM NeproaoM KOHTakTa.

¢) Rx=0, ecrin Ig/VO = IgNX (OTCcyTCTBYET YyBE/IMYEHNE KOMTMYECTBA OTHOCUTENIbHO UCXOAHOrO NoAcyeTa).
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ISO 22148 - O6LLMEe yKa3aHUs MO0 MUKPOGKO/IOTMHYECKOMY KOHTPOSTO

FOCT ISO/TR 19838—2020

MpunoxeHue A
(cnpaBo4HOE)

B3anmocBsa3b Mexay ctaHgapTamu ISO no mukpobuosorum
Ha napgomMepHO-KOCMEeTNYECKYO NPOAYKLNIO

1SO 29621 - PykoBOAsLLYE YKa3aHWA M0 OLEHKE PrCKa Y MOEHTUAWIKALWN NMPOLYKLYIM C MUKPOOMOMOMHECK HUSKM VICKOM
CopaepxaHue MUKPOOPraHM3mMoB

Mwukpobunonornyeckme Hopmbl ISO 17526

KauyecTBeHHble KoHcepBauusi

MoacyeT n oGHapyxeHne Me30UIbHbIX
aspobHbIX 6akTepmii 1ISO 21149

ISO 22716- Hagnexawass npon3BogcTBeHHasa npaktuka (GMP)

PucyHok A. 1— OueHka MUKPOBrOMOrMyeckmx pUCKoB
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MpunoxeHve B
(cnpaBo4yHOE)

B3anmocBsa3sb Mexay ctaHgapTtamu ISO, KacalownmMucs cofepxxaHua MUKPOOpPraHM3MoB
B NpOAYKUMN

Tabnuuya Bl — B3aumocBssb Mexay cTaHAapTamu ISO, KacarowmMUcsa coepXaHns MUKPoOOpraHM3mMoB B MPOAyKLUA

ISO 21149 1SO 16212 ISO 22718 1SO 22717 SO 21150 SO 18416 ISO 18415

Baktepun Mopcuer X
O6HapyxeHuve P. aerugi- .
Py S. aureus 9 E. coli X
nosa
MaeH- Cneumn- S. Aureus X X
TMu- uvec- .
Kauusi  Kue P aerugi- X X
nosa
E. coli X X
Hecneundmyeckne X
Jpoxokn Mopcuer X
O6HapyxeHne C. albicans X
VpoeH- Cneup- .
TVIp('bVI- qomqgc- C albi- X X
cans
Kauus Kkue
Hecne-
undun- X
yeckme

MneceHs  Mog-
cyet
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MpunoxeHue C
(cnpaBo4HOE)

OueHKa cofepXXaHusi MUKPOOPraHM3MOB B NPOAYKLNM

a) Ecrm d, To KkoapdhmumeHT passedeHus, COOTBETCTBYIOWMIA pa3BefeHUo, MPUrOTOBIEHHOMY [/1S1 MOMYYEHUS| WUCXOAHOI
cycneHsun (cMm. 1ISO 21149:2006 (nyHKT 9.2)) uAn nepsBOro pasBefeHus, A1 KOTOPOro BbiMosiHAEeTCs nogcyeT (cm. ISO 21149:2006
(nyHkT 12.1)), coctasnsiet 1/10. Mpu d, cootseTcTBylOWEM 1/100, OTCYTCTBME BbifeneHusa o3HayaeT <100 KOE Ha r uam cm3.

b) MeToabl o6oralleHuss He NpurogHbl (Temnepartypa, nuTatefibHble cpefbl) ANA 06HapYXeHUs NAecHeBbIX rpnbos. Takum
o6pasom, ecnim faxe nocne oboraweHnss pocT MUKPOOPraHM3MOB OTCYTCTBYET, HEO6XO4MMO NPOBECTN OTAEe/IbHYI0 NPOBEPKY Ha Hasinune
naecHeBbIX TPMOOB C NPYMEHEHWEM COOTBETCTBYIOLLMX YCNOBUIA KyNbTUBMPOBaHMA (cM. ISO 16212).

c> MpumeHaeTca BblpaxeHue «He obHapyxeHbl» B nHTepnpeTauun 1ISO 18415f). Ecnn ncnbiTaHne BbINOMHAETCA B COOTBETCTBUMN
c ISO 21149, He npegycmaTpuBalLMM OGHApPYXeHWEe APOXOKEW; 3ak/MyYeHne [LO/KHO OblTb cregyrwum: «OTCyTCTBME a3poBHbIX
Me30(UNbHbIX BakTepuii (Bknovas cneunduyeckne 6akrepumn)».

PucyHok C.1 — OueHKa coaepXaHnsi MMKPOOPraH13MOoB B NPOAYKLM
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MpunoxeHue D
(cnpaBo4yHOE)

NHTepnpeTauus pesynbTaToB MCMbITaHWi

12
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(10]
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ISO 119301>

ISO 162122)
ISO 175163)

ISO 184154)

ISO 184165)
ISO 211486)

IS0 211497)

ISO 211508)

ISO 227169)

IS0 2271710)
IS0 2271811)

ISO 2962112)

USP 37 <61>
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Bubnnorpadus

Cosmetics — Microbiology — Evaluation of the antimicrobial protection of a cosmetic product (Mpo-
AyKumsa napgromepHo-kocmeTmndeckas. Mukpobuonormsl. OueHka aHTUMUKPOBOHON 3alyTbl KOCMETU-
Yeckoi NpoayKLmMn)

Cosmetics — Microbiology — Enumeration of yeast and mould (Mpoaykums napgomepHo-KocMeTu-
yeckas. Mukpo6uonorus. MoacyeTt APOXOKen 1 NnecHeBbIX rPU6oB)

Cosmetics — Microbiology — Microbiological limits (Mpoaykumsa napdromepHo-kocMeTnyeckas. Mu-
Kpobuonornsa. Mnkpobronornyeckme HopMbl)

Cosmetics — Microbiology — Detection of specified and non-specified microorganisms (Mpogykumns
napgomMmepHo-kocmeTnyeckass. Mukpobuonorus. ObHapyxeHne cneundInyecknx n Hecneuudumye-
CKMX MUKPOOPraH1W3MOB)

Cosmetics — Microbiology — Detection of Candida albicans (Mpoaykunsa napdoMepHo-KkoCcMeTuYe-
ckas. Mukpobuonorus. O6HapyxeHue Candida albicans)

Cosmetics — Microbiology — General instructions for microbiological examination (Mpogykuus nap-
goromepHo-KocmeTnyeckast. Mukpoburonorms. O6LMe ykazaHUst K MUKPOOGUOIOrMYECKOMY KOHTPOSIHO)
Cosmetics — Microbiology— Enumeration and detection of aerobic mesophilic bacteria (Mpogykuuns
napgomMmepHo-kocmeTmnyeckass. Mukpobuonorus. MNogcyeT n o6HapyXeHue aspobHbIX Me30dnsib-
HbIX GaKTepuiA)

Cosmetics — Microbiology — Detection of Escherichia coli (Mpoaykums napcoMepHo-kocMeTuYe-
ckas. Mukpo6uonorus. O6HapyxeHue Escherichia coli)

Cosmetics — Good Manufacturing Practices (GMP) — Guidelines on Good Manufacturing Practices
(Mpopykuma napdromepHo-KkoCcMeTHYeckas. Hapgnexaias nponssoactBeHHas npaktuka (GMP). Py-
KOBOZSALLME YKa3aHWs MO Had/iexallen Npon3BoACTBEHHOW NPaKTUKE)

Cosmetics — Microbiology — Detection of Pseudomonas aeruginosa (Mpoaykuys napdromepHo-
KocmeTuueckas. Mukpobuonorus. O6HapyxeHne Pseudomonas aeruginosa)

Cosmetics — Microbiology — Detection of Staphylococcus aureus (Mpogykuuss napgromepHO-Koc-
meTuuyeckas. Mukpobronorms. O6HapyxeHue Staphylococcus aureus)

Cosmetics — Microbiology — Guidelines for the risk assessment and identification of microbiologi-
cally low-risk products (Mpoaykumsi napgromepHo-KocmeTnyeckass. Mukpobuonorusi. Pykosogsime
yKasaHus no oLeHKe pucka 1 naeHTUgmKkaumm NpoayKumMnm ¢ MUKPOBMOIOrMYECK HU3KUM PUCKOM)
Interpretation of the results (MHTepnpeTauust pesynsTaTos)

1) MpuHat MOCT I1SO 11930—2014.
2) MpuHat FOCT I1SO 16212—2020.
3) MpuHat MOCT ISO 17516—2017.
4) MpuHAT FOCT 1SO 18415—2020.
5) MpuHat FOCT 1SO 18416—2018.
6>MpuHAaT MOCT 1SO 21148—2020.
7>MNpuHar FOCT ISO 21149—2020.
3) MpuHATt FOCT 1SO 21150—2018.
9>TpuHAT MOCT 1SO 22716—2013.
1°) MpuHaT F'OCT ISO 22717—2018.
11> MpuHAT FOCT 1SO 22718—2018.
12) MpuHaT FOCT 1SO 29621—2013.
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YAK 665.5:579.66(083.74)(476) MKC 07.100.99; 71.100.70 HOT

Knioyesble cfnoBa: npofykuus napoMepHO-KOCMeTuyeckasi; MUKPOOMOIornyeckne uccrieflOBaHus; KOHT-
ponb NpoAyKuMu, NocTynawLwen Ha pblHOK; pa3paboTka HOBOM NPOAYKLMUMW; KOHTPO/Nb FOTOBOW NPOAYKL MUY

TexHunyecknin pegaktop W.E. Yepenkosa
Koppektop M.W. lMepLumHa
KomnbloTepHast BepcTka W.A. HanelikunHoi

CpaHo B Habop 10.01.2024. TopgnucaHo B nevaTb 30.01.2024. dopmar 60x8418. [apHuUTypa Apuan.
Yen. ney. n. 2,32. Yu.-usg. n. 1,90.

MOArOTOB/IEHO HA OCHOBE 3/1EKTPOHHOI Bepcuu, NpeaocTaBeHHo pa3paboTunkoM cTaHaapTa

Co3gaHo B eANHNYHOM UCMONHEHUN B IBY «MHCTUTYT cTaHfapTM3aunm»
ONA KoMmnaekToBaHus ®egepasbHOro MHOPMaLMOHHOTo hoHA4a CTaHA4apToB,
117418 MockBa, HaxumoBckuii np-T, g. 31, k. 2.
www.gostinfo.ru info@gostinfo.ru
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