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MNpegucnosue
Lienu, ocHOBHble NPUHLUMUNBLI U 06LWMe NpaBuna NposefeHns paboT NO MeXrocyAapCcTBEHHON cTaHaap-
Tnsauunu yctaHossieHol TOCT 1.0 «MexrocyfapcTBeHHasa cucrtema crtaHgaptmsaumnm. OCHOBHbIE NMOJIOXEHNA»
n FOCT 1.2 «MexrocyfapcTBeHHas cuctema craHgaptusaymn. CtaHgapTbl MexXrocyapcTBeHHble, npasuna
N pekomeHfauum no MexrocyfapcTBeHHON cTaHgapTusaumun. MNMpasmuna pa3paboTkm, NPUHATUA, OOHOBNEHUS
N OTMEHbI»

CBejaeHus o ctaHgapTe

1 PASPABOTAH O6wWecTBOM C OrpaHM4eHHOW OTBETCTBEHHOCTbI «HayuyHO-NpakTUYeckui UeHTp
«Kocmo/lpogTect» (OO0 «HIML, «KocmolMpoaTecT»)

2 BHECEH ®egepanbHbiM areHTCTBOM N0 TEXHUYECKOMY PerysimpoBaHuio u meTponoruu

3 MPUHAT MexrocyfapcTBeHHbIM COBETOM MO CcTaHAapTu3auuu, MeTpoaorum u ceptudukaymm
(npoTokon oT 14 Hosi6psa 2014 r. Ne 72-1)

3a NpuHATNE NPOrosiocoBanu:

KpaTKoe HanmMeHOoBaHWe CTpaHbl Ko,q cTpaHbl Nno COKpaIJ_teHHOe HanMmeHOoBaHWe HaunoHanbHOIoO
no MK(MCO 3166)004-97 MK(MWCO 3166)004-97 opraHa no ctaHgaprtunsauum

ApmeHus AM MuvH3KOHOMUKM Pecny6nunkn ApmeHns

KazaxcTtaH Kz lFocctanaapt Pecny6avkn KasaxcTtaH

Kuprususa KG KbipreisctaHgapt

Poccus RU PocctaHpapt

4 Tpuka3om PefepanbHOro areHTCTBa No TEXHMYECKOMY peryimpoBaHuio u meTponorun ot 18 Hosbps
2014 r. No 1647-cT mMexrocyfapcTBeHHbln cTaHgapT TOCT 32893—2014 BBeAeH B AeiicTBME B KayecTBe
HauMoHanbHOro ctaHgapta Poccuiickoih ®epgepaunn ¢ 1 sHeaps 2016 r.

5 BBEJEH BMNEPBbIE

6 NEPEN3AAHUE. Anpenb 2019 .

WNHbopmauus o BBefjeHn B felicTBUe (NpekpalleHun AeiicTBUS) HacToALero cTaiHgapra u n3me-
HEHWIi K HEMY Ha TeppuTOPUN YKa3aHHbIX Bbille rocyaapcTB Nyb/mkyeTCs B yKasaTenax HaunmoHa bHbIX
CTaHfapToB, M3AaBaeMblX B 3TUX rocygapcTBax, a Takke B ceTu IHTepHeT Ha caliTax cooTBeT-
CTBYHOLLMX HALMOHA/bHbIX OpPraHoB No cTaHgapTu3auuu.

B cnyyae nepecmoTpa, U3MEHeHVWs WM OTMeHbl HacTOfAWero craHjapTa CooTBeTCTBYyLWas
nHhopmauusa 6yfeT ony6avMkoBaHa Ha oULMaIbLHOM MHTEpPHeT-caiiTe MexrocysapcTBEHHOIO coBeTa
no cTaHfapTu3auuu, MeTposiornn n cepTudurkauumn B KaTanore «MexrocygapcTBeHHble cCTaHgapTbi»

© CtaupapTuHdgopm. odpopmneHume. 2015. 2019

B Poccuiickoii ®eaepayumn HacToAWMiA CTaHAAPT HE MOXET GbiTb MOSIHOCTHIO UN
Y4aCTUYHO BOCMPOU3BELEH, TUPAXMUPOBAH 1 PACNpPOCTPAHEH B KauecTBe ouunanbHoro
u3aaHua 6e3 paspelieHns deaepasibHOr0 areHTCTBa No TEXHUYECKOMY PeryimpoBaHmnio
1 MeTposiornumn
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M E X T O CY A AP CTBEHHbB 1 C T A HAOAPT

NPOAYKUNA MAP®IOMEPHO-KOCMETUYECKASA
MeTofbl OLLEHKN TOKCUKONOTNYECKNX U KNNHNKO-NabopaTopHbIX NokasaTeneli 6e3onacHocTu

Perfumery and cosmetics. Methods of evaluation of toxicological and dinical safety indies

fata BBegeHns — 2016—01—01

1 O6nacTb NpUMeHeHUs

HacTtoawwmini ctaHgapT pacnpocTpaHaeTcs Ha napdloMepHO-KoCMeTUYeckylo npoaykuuio (ganee —
MKM) n yctaHaBnueaeT crnefyowue MeToAbl OLEHKM TOKCUKOSTOTUYECKUX U KIIMHUKO-NabopaTopHbIX Nokasa-
Tenei 6e3onacHoOCTu:

- MeTof, oueHKu oblieTokcuyeckoro geictaust MK in Vitro ¢ ncnonb3oBaHWEM Ky/bTypbl MOABMXHbIX
KNeToK MAeKonuTarWwmnx;

- MEeTOo/[, OLeHKN TOKCUKOornyeckux nokasareneit MKM c noOMOLW b0 NIOMUHECLEHTHOTO 6akTepnanbHOro
TecTa:

- MeTOJ, OLeHK/ KINMHMNKO-NabopaTopHbIX NokasaTesieil C NOMOLL b0 KanesbHOro KOXHOro TecTa:

- MEeTO[, OLLeHKM K/IMHWUKO-NabopaTopHbIX NokasaTesneli C NOMOL b KOMMNPECCHOr0 KOXHOro TecTa.

HacTtoswuini ctaHgapT He pacnpocTpaHseTcAa Ha MeToAbl OLEeHKM TOKCWUKOMOTrM4yeckux nokasartenen
in vivo.

2 HopMaTVBHbIE CChINKM

B HacTofWweM cTaHfapTe UCMNOJ/Ib30BaHbl HOPMATUBHbLIE CCbIJIKU Ha Clefyloline MexrocysapcTBeHHble
cTaHfapThl:

FOCT OIML R 76-1 [ocypapCTBeHHas cucteMa ob6ecneyeHus eguHcTBa n3mMepeHunin. Becbl HeaBToMa-
Tnyeckoro geicTeusa. YacTb 1. MeTposiornyeckme n TexHmyeckne tpebosaHus. McnbiTaHns

FOCT 12.1.007 Cuctema cTtaHpapToB 6e3onacHocTu Tpyga. BpegHble BewectBa. Knaccudukaumnsa un
obwme TpeboBaHua 6esonacHoCTH

FOCT 12.1.008 Cuctema cTaHfgaptos 6e3onacHocTu Tpyga. buonornyeckas 6esonacHoctb. Ob6wue
TpeboBaHnAa

FOCT 12.1.019 CucTtema cTaHgapToB 6e3onacHocTv Tpyga. dnektpobesonacHocTb. Obuwumne TpeboBa-
HUA N HOMEHKNaTypa BUA0B 3alunTbl

FOCT 12.2.003 Cuctema cTaHgapToB 6e3onacHocTn Tpysa. O6opygoBaHuMe NpOM3BOACTBEHHOE.
O6uwune TpeboBaHUa 6esonacHoCTU

FOCT 12.3.002 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. lNpoueccbl Npon3BoACTBeHHble. O6wue
TpeboBaHua 6e3onacHocTH

FOCT 12.4.021 Cuctema cTaHgapToB 6e3omacHocTu Tpyga. CucTembl BeEHTUASAUMOHHblE. O6Wue
TpeboBaHus

FOCT 1770 (MCO 1042—83. NCO 4788—80) Mocyna mepHas nabopatopHasa cTeknaHHasa. LlunuHgpel,
MEH3YpPKMK, KON6bl, Npo6upkn. ObL e TeXHUYeckne ycnosus

FOCT 2156 Hatpwii gByyrnekucnblit. TexHn4eckne ycnosus

FOCT 3118 PeaktuBbl. Kucnora consHasa. TexHnyeckme ycroBus

FOCT 4174 PeakTuBbl. LLIMHK CEPHOKUCAbI 7-BOAHbIA. TeXHUYeCcKne ycnoBus

FOCT 4204 PeaktuBbl. Kucnorta cepHas. TexHnyeckue ycnosus

FOCT 4220 PeakTuBbl. Kanuii 4ByXpOMOBOKUCAbIA. TeXHNYeckne ycnoBus

N3paHue oduymansHoe
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FOCT 4328 Peaktusbl. Hatpua rugpooknck. TexHnyeckme ycnosus

FOCT 6038 PeakTtuBbl. D-rnwoko3a. TexHu4yeckme ycrioBus

FOCT 6709 Bopga auctunnvpoBaHHas. TeXHUYecKne ycnosusa

FOCT 9147 TMocyna n o6opyaoBaHue nabopatopHble hapopoBbie. TeXHUYECKME YCIOBUSA

FOCT 21241 MuHueTbl MegnumHckue. O6WMe TeXHUYECKMe TpeboBaHNS U MeToAbl UCNbITaHWIA

FOCT 22280 PeakTuBbl. HaTpuii TMMOHHOKNCAbIN 5,5-BOAHbIA. TEXHUYECKUE YCIOBUSA

FOCT 25336 lMocyna v o6opynoBaHne nabopaTtopHble CTEKNAHHble. TuMbl, OCHOBHbIE NapameTpbl W
pasmepbl

FOCT 25794.1 PeakTtuBbl. MeTOoAbl NPUTOTOBMIEHUS TUTPOBAHHbLIX PACTBOPOB A/151 KUC/IOTHO-OCHOBHOIO
TUTPOBaHMUA

FOCT 26030 Cnepma 6bIKOB 3aMOpOXeHHast. TexHu4Yeckne ycnosusa*

FOCT 27775 WcKyCcCTBEHHOE OCEMEHEHWE CENbCKOXO03ANCTBEHHbIX XXUBOTHbLIX. TEPMUHbLI U ONpeAeneHus

FOCT 29188.0 V3genua napdomepHo-KocMmeTnyeckme. [lMpaBuna npuemku, oT6op npob, MeToabl
opraHonenTUYecKnx UCnbliTaHnii**

FOCT 32048 Mpoaykuua napdoMepHo-KkocMeTudyeckas. TepMUHbl U onpeaeneHns

NMpumevyaHne — lMpy NONb30BAHUM HACTOSILLYM CTaHAAPTOM Lieniecoo6pasHo NpoBepuThL AeiCTBUE CCblNoY-
HbIX CTaHAAPTOB M KNAacCUMKaTOpoB Ha OhMLMa/IbHOM MHTEPHET-caliTe MeXrocyapCTBEHHOTO coBeTa no cTaHjapTu-
3auun. MeTponorum u cepTudpnkaummn («4vw.easc.by) nam no ykasarensiMm HauWMOHa/IbHbIX CTaHAAPTOB, U3JaBaeMbIM B
rocyfapcrBax, ykasaHHbIX B MPeAVCIOBUN, UK Ha OMLMaIbHBIX caliTax COOTBETCTBYHOLLMX HALMOHA/IbHbLIX OPraHoB Mo
CTaHAapTu3aumn. Ecnm Ha fOKYMEHT iaHa Hef,aTMpOBaHHas CCbI/ka, TO CrieAyeT UCNosb30BaTh AOKYMEHT, AeCTBYOLL NI
Ha TeKyLUWiA MOMEHT, C YY4ETOM BCEX BHECEHHbIX B HETO U3MEHEHWA. EC/IM 3aMEHEH CCbINIOYHbIV [OKYMEHT, Ha KOTOPbIi
[aHa faTvpoBaHHasi CCblka, TO CreayeT UCNofb30BaTb yKasaHHYH BEPCUI0 3TOro AokymeHTa. Ecnm nocne npuHSATUS
HaCTOSILLEro CTaHAapTa B CCbI/TIOYHBIV LOKYMEHT, Ha KOTOpbI JaHa AaTMpOBaHHAs CCbllka, BHECEHO M3MEHEHMWe, 3aTpa-
rMBaloLLiee NOMIOXEHVE, HA KOTOPOE AaHa CCblKa, TO 3TO NOJSIOXEeHUe NPUMeHsieTcs 6e3 yueTa aHHOTo u3MeHeHus. Ecnu
[OKYMEHT OTMeHeH 6e3 3aMeHbl, TO NOJIOXEHME, B KOTOPOM AaHa CChISIKa Ha HEro, NPUMEHSETCSA B YacTu, He 3aTparvea-
toLeli 3Ty CCbIKy.

3 TepmuHbl 1 onpepesnieHns

B HacTosllem cTaHAapTe npuMeHeHbl TepMuHbl no FOCT 27775, TOCT 32048 n (1], a Takke cneayto-
WM TEPMUH C COOTBETCTBYIOLNM ONpefesieHnem:
3.1 MHAeKc TokcMyHOCTM: BenuumHa, xapaktepusylouian Tokcuyeckoe gerictsue MKI.

4 O6uwme TpeboBaHUA

4.1 YcnoBuS BbIMONMHEHNA TOKCUKOTOTUYECKUX UCNbITaAHU

McnbiTaHna NpoBoAAT B HOPMasibHbIX 1a60paToOpPHbIX YCN0BUAX:

- TEMNEPATYPA BO3AYXA . ciiviecieeiieiis e ot 188Cp025°C;
- OTHOCUTENbHAA BMIAXHOCTb BO3LAYXA e (80 = 5) %;
- aTMocepHoe fAaBrieHUne.................. (84—106) kMa [(630—800) mMm pT. CT.];

- 4aCToTa nepemMeHHOro Toka..
- HanpsaxeHue ceTn....

(50 £ 1) Tu;
....(220 + 10) B.

4.2 YCNnoBusA BbINOSIHEHUSA KANHUYECKUX (KNMHUKO-Na6opaToOpHbIX) UCMbITaHWI

McnblTaHua npoBoAAT npu Temnepartype Bo3dgyxa 18 aC—24 °C 1 OTHOCUTENIbHOI BNAXHOCTU BO3Ayxa
40 %—60 %.

5 TpeboBaHusa 6e3onacHOCTU

5.1 Mpou3BOACTBEHHbIA Mpouecc W o6opyfoBaHWe A[O/KHbI  COOTBETCTBOBATb Tpe6oBaHWSAM
FOCT 12.2.003 n FOCT 12.3.002.

* fleiictByeT NOCT 26030—2015 «CpepctBa Bocnpou3BoacTBa. Cnepma 6bIKOB 3aMOpOXeHHasi. TexHuyeckue
ycnosus».

** NeictByeT FOCT 29188.0—2014. «Mpoaykuus napdroMmepHo-kocMmeTnyeckas. MpaBuna npuemkn, otéop npoob,
MeTO/bl OPraHoNeNTUUYECKNX UCMbITAHU».
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5.2 Tpe6oBaHus 6e30MacHOCTU, NPOVN3BOACTBEHHOW CAHUTapUN U CaHUTApPHO-NPOTUBO3NLAEMUYECKOTO
pexuma f0o/HKHbl cCOOTBeTCTBOBaTbL TpeboBaHussm TOCT 12.1.008 u Tpe6oBaHusAM, 4ENCTBYOLWNUM Ha Teppu-
TOpWUK rocygapctea, NPUHABLLErO cTaHAapT.

5.3 Mpu paboTe c XMMUYeCKUMMN BelLecTBamMu Heobxoaumo cobnogate TpeboBaHuA TexXHUKM 6esonac-
HocTn no FOCT 12.4.021.

5.4 BesonacHocTb npu paboTe c anekTpoycTtaHoBkaMu obecneymsaetcsa no N'OCT 12.1.019 n B cooT-
BETCTBUW C TPe6OBaAHUAMMN UHCTPYKL U NO 060PyAOBaHMIO.

6 MeToa oueHkn obuieTokcnmyeckoro gecteusa MK in vitro ¢ ucnonb3oBaHNEM
KYyNbTYypbl NOABMXHbIX KNETOK M/IEKONUTAIOLLNX

6.1 O6nacTb NpuMeHeHuns

MeTof npefHasHauyeH AN CKPUHUHIOBOI OLEHKM 06LLeTOKCMYECKOro AeicTBus BogopacTeopumoit MK
cnefyouMx BUAOB: TUIMEHMYECKAs Molowas KocMeTuyeckas Npoaykuus (neHa ANs BaHH, renb N8 Aywa,
XUAKOE TyaseTHoe MbIo: WamMnyHu AN BOAOC U Tefa U T. N.), 4e3040paHTbl U KOCMeTnyeckas npogykuus
ANA AENUASLUA B a9P030/IbHON yNakoBKe, Xuakas napgomepHas npoaykuus (TyanetHas Boga. Ayxu, 04eKo-
NIoH, napglomepHas Boga, gywucras Boga W T. n.). Xugkas KkocMeTnyeckas npogykuus.

6.2 CywHoCTb MmoTOAa

MeTof ocHOBaH Ha onpefeneHun nHaekca TokcnyHocTun MK ¢ ncnonb3oBaHMeM Ky/ibTypbl NOABUXKHbIX
KNeToK, MOIy4YEeHHbIX N3 3aMOPOXEHHOW cnepmbl ObIKOB.

O6uietokcmyeckoe geiicteme MKM oueHUBAOT NO M3MEHEHUIO NOABMXXHOCTW CNEpMaTo30Ma0B Noj BO3-
peictenem nHrpegmeHTtos MKM No cpaBHEHWIO C KOHTPO/IbHbIM PacTBOPOM.

6.3 CpeacTtsa UsMepeHuii, o6opyaosaHue, peakTusbl U Matepuans

AHanusatop n3obpaxeHunii* ¢ ananasoHoM M3MepeHWin paccToAHUn oT 2 o 100 MKM 1 npegenom fo-
nycKkaemoro 3HauyeHusa cpefHero KBagpaTuyHOro OTKNOHEHUS NPU U3MEPEHUN PACCTOSAHUIA 1 MKM.

Becbl HeaBTOMaTUYECKOTO AeCTBUSA BbICOKOro knacca To4HocTu no FOCT OIML R 76-1 ¢ npegenom fo-
nyckaemoli abCcontoTHON NOrpeLwHoCTN 0A4HOKPATHOTO B3BELMBaHMA He 6onee *0,001 r.

TepmocTaT CyXxOBO3A4YLWHbIN 3/1eKTpuyecknii AnanasoHom pabounx temnepaTtyp ot 22 no 55 °C.

BaHHa-TepMocTaT BoAsfHas, obecneymBallias nogaepxaHue temnepatypbl (40,0 + 1,5) BC.

Mpo6upkn ¢ npuwnndoBaHHbIMKU Npo6kaMmy BMecTuMocTbio 3—5 cm3no FOCT 1770.

Konb6a BmectumocTtbto 50 cm3 no NOCT 1770.

Jo3aTtopbl nuneToYyHble BMecTMMocTbio 0.5. 0.2. 1 0,1 cm3.

MuHueT aHaToMuyecknii 4AnHoi 250 mm no FTOCT 21241 unun KOpHUAHT.

D-rntoko3a no FOCT 6038. u.

HaTtpuii NTMMOHHOKUC/bI/ Tpex3amelleHHbln no FTOCT 22280, u.

Cnepma 6b1KoB 3amopoxeHHas no FOCT 26030.

dunbTpbl 06€330/1EHHbIE TUNA «6enas neHTa» gnaMmeTpom 9 cm.

Boga auctunnnposaHHasa no N'OCT 6709.

CtakaH H—2—2000 TC no NOCT 25336.

CTeknfiHHaA nnacTuHa gnameTpomMm He mMeHee 130 MMm.

[JonyckaeTcsi MCNoNb30BaHWe APYrux cpefcTB u3mepeHuii, 060pyfoBaHns, peakTUBOB U MaTepnasoB
Nno Ka4yecTBY W METPOJIOTMYECKUM XapakTepUCTUKaM He HUXKe yKa3aHHbIX.

6.4 MoAarotoBKa K UCMbITAHUIO

6.4.1 MoparotoBka 6ymMaXHbiX hnabTpoB

10 counbTpoB ONyckalT B cTakaH ¢ 1500 cM3 AUCTMANINPOBAHHON BOAbI, HAKPbIBAIOT CTEKAAHHON nna-
CTMHOW N BblAEPXMBAKOT B TepMocTaTe npu Temnepatype 37 °C B TeueHue 24 u.

3aremM ocTaBLIYCA AUCTUINIMPOBAHHYIO BOJY Bbl/IMBAIOT, CTAKaH C MOKPbIMU DuUibTpaMun cTaBAT 06-
paTHO B TepMocTat 1 A0BOAAT (PUNbTPbI A0 NOCTOSAHHON Macchl.

* MpumepomM MNOAXOAALLEr0 CpefcTBa W3MEPeHWUid CAyxuT «AHanusatop nsobpaxeHuit AT-05» (Homep B lOc-
peectpe CW 26830-04). flaHHas MHopmMauma SBNAETCA pekoMeHAyemoil u npusBefeHa AN yno6CcTBa nosnb3oBarteneii
HacTosLero ctaHgapra.
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6.4.2 OT60p NpPO6

OT60p Npo6 MKM — no FOCT 29188.0.

6.4.3 TloaroToBKa ONbITHOTO M KOHTPOJIBHOTO PacTBOPOB

B cyxyto uncTtyto konby nomeljaloT Heobxogumoe konnyecTso npobsl MKM 1 pasbaBnswT AUCTUANNPO-
BaHHOl BOAOW B COOTBETCTBUM C Tabnuuen 1.

Tabnunuya 1

Macca O6bem CrteneHb Mpoponxntens-
HaumeHoBaHue MKM 661 MKN AUCTUNNNPOBAH- passeaeHuns HOCTb HactausaHua
npoGe! T HOW BOAblI CM3 npo6bl (BblAEPXNBAHNA), Y
LWamnyHn gna Bonoc n tena 0.1 250 1:2500 24
Xunakoe TyanetHoe Mbino 0.1 250 1:2500 24
MeHa gNnAa BaHH, renb AN gywa 0.1 250 1:2500 24
[le3ofopaHTbl Y KOCMeTMYecKasa NpoayKuma
009 AenUNsSUMM B a3pP030/1bHON ynakoBke 1.0 300 1:300 1
Xwugkas napdomepHas npogykuusa, xuakas
KOoCcMeTunyeckas npoaykuns 1.0 700 1:700 1

OfHOBpPEMEeHHO BO BTOPYt0 kon1by HanuBatoT Takoi xe 06beM 4UCTUNIMPOBAHHON BOAbI B KaYecTBe nC-
XO[HOro KOHTPO/IbHOTO pacTeopa. 3ateM o6e Konbbl MOMeLLalT B TepMOCTaT U HacTanBalT (BblAEPXMUBAIOT)
npu Temnepatype 37 X B TeyeHue BpPeMeHU, yKka3aHHOro B Tabnuue 1.

Mocne okoOHYaHUS HacTanBaHUA (BblAEPXMUBaAHWNS) pacTBOPbI OXNaxjalT 40 KOMHATHOV TemnepaTtypbl 1
hunnbTPyIOT Yepes 6yMaxHblil PUNbLTP, MOAFOTOB/EHHbIN N0 6.4.1. 3atem k 100 cM3 KaX[0ro Nosy4YeHHOro oT-
hnnbTpOBaHHOrO pacTeopa A06aBAAT 4 I rNI0KO3bl 1 1 T TIMMOHHOKMUCIOTO HATPUA AN NONYHYEHNUSA ONbITHOrO
(cogepxauwero MKM) n KOHTPOABHOTO PacTBOPOB.

6.4.4 TlpuroToB/aeHWe pacTBopa cnepMbl

HenocpepncTBeHHO nepej NpoBefeHNEeM W3MEPEHUS 3aMOPOXEHHYIO CnepMy OblkOB OTTanBalT B pas-
6aButene.

[na npurotoBneHuns pasbasutens 6epyT 4 r r0KO3bl. 1 I TIMMOHHOKMNCAOIO HaTpMa U pacTBOPSAOT B
100 cm3 gucTunnuposaHHoin Boabl. 3ateM 0.4 cmM3 NoNyyYeHHOro pasbasuTens nomewiawT B CYXY YUCTYIO
npobupKy 1 BbigepXuBaT B TepmocTaTte npu temnepatype (40.0 + 1.5) X B TeyeHue 30 MuH.

OfHY yNnakoBOYHYI0 efMHNLY 3aMOPOXEHHOW cnepMbl U3B/eKalT M3 cocyaa [lbloapa ¢ NOMOLL b0 aHa-
TOMMWYECKOro MUHLETa WU KopHUaHra, npejBapuTesibHO OX/IaXAeHHOro 0 TemnepaTtypbl MUHYC 196 X, #
6bICTPO OnycKalT B pa3basuTesb 40 OTTanBaHus.

6.4.5 MpurotoBsieHne TeCT-CUCTEMbI

He meHee ueMm 3a OAMH Yac A0 NpoBeAeHUss namMepeHunit 6epyT No 0.4 cM3 KOHTPO/ILHOTO U OMbITHOIO
pacTBoOpOB, NOJTyYEHHbIX N0 6.4.3. NoMeLalT B NPOOGUPKM C NPULINANGOBAHHBIMWN NPO6KaMN 1 HarpesalwT Ha
BOASHOW 6aHe Ao Temnepatypbl (40.0 £ 1.5) X . 3arem c NOMOLb NMNETOYHOrO Ao3aTopa NpPUAMBaKT No
0.1 cm3 pacTBopa cnepmbl, NOly4eHHOro no 6.4.4.

6.5 TpoBeneHne namepeHus

TecT-cucTemy, NPUroTOB/IEHHYIO M0 6.4.5, NEePEHOCAT B NATL KanuaisapoB aHanmsatopa n3obpaxeHuin u
NpoBOASAT M3MEPEHUss B COOTBETCTBUU C MHCTPYKLMEl Mo akcnayaTauum npubopa.

6.6 OueHKa pe3ynbTaToB UCNbITAHUA

O6weTokcnyeckoe aelicteue MKM oueHMBaAT N0 MHAEKCY TOKCUYHOCTU, KOTOPLIA aHannsaTop nsobpa-
XEeHWn perncTpmpyet aBToMaTUyeCckn N0 U3MEHEHUNI0 MHTEHCUBHOCTN CBETOBOrO NOTOKAa MpU ABMXEHUU cnep-
MaTo30M0B Yepe3 onTuyecknii 30HA npubopa.

Ecnu nonyyeHHbli MHAEKC TOKCMYHOCTU HaxoauTcs B npegenax 70 %—120 %. To ucnbiTyemyto MK
OTHOCSIT K 4-MYy K/1laccy OnacHOCTM ManoonacHbIX coeguHeHunii cornacHo NOCT 12.1.007 v genatT 3aknwue-
Hue. uTo MKM He o6nagaeT 06LWETOKCUYECKUM AeCTBUEM MPU CO6IOAEHUN YCNI0BWIA NPUMEHEHUS COrNacHo
MHCTPYKUMK. B aTux cnydasax ucnoiTyemyto KM HanpaBnsawT Ha NpoBeAeHne KAWHUYECKUX UCMbITaHWi Ha
N aax-4o6posonbLax.
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Ecnn nonyyeHHbli MHAEKC TOKCUYHOCTW BbIXOAUT 3a YKasaHHble Npefesbl, TO AenanT 3ak/i4veHue,
4yto ncnbiTyemasn KM He cooTBeTCTBYeT Tpe6oBaHNAM 6€30NaCHOCTU MO TOKCMKO/IOTMYECKUM MnoKasaTensm.
B atom cnyuyae ucnbityemyto MKIM HanpasasaioT Ha JONO/THUTEIbHbIE TOKCUKOOTMYECKNE UCbITAHUS.

7 MeTog OLEHKM TOKCUKONOrnyecknx nokasartenei MK ¢ nomoubio
NIOMMHECLEHTHOrO 6akTepuasibHOro Tecta

7.1 O6nacTb NpuUMeHeHUs

MeTog npefHasHauyeH A5 CKPUHWHIOBOW OLEHKM obuieTokcuuyeckoro aeicteusa MKM cnegyowmx Bu-
[0B: TUTMEHMYEecKas Mool as KocmeTuyeckas NpoAykLus (NeHa AN BaHH, reflb AN8 Aylia, XUAKoe TyaneTHoe
MbIfIO; WAaMMYHU A/ BOMIOC W Tena W T. N1.), Ae3040paHTbl U KocMeTuyeckas NpoAayKUuus ANns Aenuisuuu B
a3po30/bHOI ynakoBKe; Xuakas napgomMmepHas npoaykuus (TyanetHas Boga. AyXU, O4eKOSIOH, napgomep-
Has BoAa, AywucTas Boja U T. N.); XuWAKas KocMeTuyeckas MPoAyKUMsi; NPOMUAEHIINKONEBbIE IKCTPaKThI,
MachnsHble 3KCTPaKTbl; XMpPOCoAepXaline cpeAcTBa (IOCbOHbI, KOCMETUYECKME 3IMYNbCKUMW, KOCMETUYECKoe
MOJI0YKO); KOCMETUYECKNE KPEMbI, MPOAYKLUS 415 YXOA4a 3@ HOTTIMU (1akn, 6a3bl U OCHOBbI MO N1aK U T. ).

7.2 CywHocTb mMoTOoAa

MeToA OCHOBaH Ha onpefefneHNN U3MEHEeHUS WHTEHCMBHOCTU 6GakTepuasibHOi 6GUOMIOMUHECLLEHL MM
NMoUNN3NPOBaAHHBIX NIOMUHECLEHTHbIX 6akTepuii N hpepmeHTHbIX NnpenapaToB 6akTepuanbHoOl noyndge-
pasbl npu Bo3geicTBun ncnoiTyemoii MKM no cpaBHeHUO ¢ KOHTPosieM. IHTeHCMBHOCTb 6akTepuanbHoi 6uo-
NIOMUHECLeHUNN YMeHbLIaeTCs MPONopLMoHanbHO ToKkcuyeckoMmy adppekTy ncnbityemoit MKM.

7.3 CpoacTtBa nsmepeHunii, obopyaoBaHue, peakTuBbl U maTepuansl

Becbl HeaBTOMaTMYECKOro AeliCTBMS BbICOKOTO knacca TouHocTm no FTOCT OIML R 76-1 ¢ npegenom go-
nyckaemoi abcontoTHON NOrpeLwHOCTN OA4HOKPATHOTO B3BelNBaHNA He 6onee +0.001 .

pH-meTp ¢ HabopoM 3/1EKTPOA0B.

Mpnbop 3KoNOrMYecKoro KOHTponsa (ganee — npubop)* AuanasoHOM N3MepeHnsa NHAeKca TOKCUYHOCTH
oT 180 99 yen. ea. ncpefHekBagpaTuyHbiM oTknoHeHnem (CKO) cnyvaliHoi cocTaBnsatoLlieil OTHOCUTEbHOM
NorpeLwHoCcTn N3MepeHns YacToTbl cnefoBaHna nMmnynscos 10 %.

KynbTypa nnouan3npoBaHHbIX NTIOMUHECLEHTHbIX 6akTepuii (6noceHcop)** nnm hepmeHTHbI npena-
paT 6akTepuanbHoli nouudepassbl.

Wkad cywmnnbHbIi 3nekTpuyecknii, obecneunBaloLLnii nogaepxaHne temnepatypbl He HUxe 105 °C.

TepmocTaT Cyx0BO3A4YLHbIA 31eKTpuyYecknii ananazoHom pabounx Temnepatyp oT 22 SC go 55 °C.

Mpo6upkn ¢ npuwnMdoBaHHbIMKU NPO6GKaMU BMeCTUMOCTb0 3—5 cM3, BHYTPeHHUM gnameTpom 0.8 cm,
BbICOTON 4.5 cM.

[o3aTtopbl nuneToyHble BMecTMMocTbio 0,1 n 1,0 cm3

Konbbl BMecTumocTbio 25 n 150 cm3 no NOCT 1770.

LUunuHgpel BMmecTumocTbio 25 1 150 cm3 BTOporo knacca toyHoct no FOCT 1770.

BopoHku genutenbHble BMecTumocTbio 100 cm3 Tuna B/A-1-100.

®unbTpbl 06€330N€eHHble TUNa «6enan neHTa» guameTpom 9 cMm.

CrakaH 7 no FOCT 9147.

Boga guctunnunposaHHas no FOCT 6709.

LinHK cepHokncAbliA 7-BoAHbI no TOCT 4174.

Kncnota cepHas no FOCT 4204. u.

Kanunin gByxpomoBoKucbliA (6uxpomat kanusa) no FOCT 4220, x. u.

Hatpwuii gByyrnekucnsblii (coga nuuieas) no FOCT 2156.

Kucnota conaHasi no FOCT 3118. pacTBOp MOASPHOI KoHUeHTpauun 0.1 monb/gm3.

* Mpumepom NoAXoAALLErO CPeACTBA U3MEPEHUIA CNYXNT NPUOOP 3KOMOrMYEeCKoro KOHTpons «buotoke-tOM» (Ho-
mep B FocpBecTpe CW/ 29986-05). laHHas nHdopMaumus sBnsieTcs pekoMeHAyemoii n npueegeHa Ansa yaobeTea Nonb3o-
BaTesieil HacTosILLero ctaHjapTa.

** penapaT «3KonoM». [laHHaa nHpopmauusa ABAseTcs pekoMeHayemol 1 npueedeHa Ans yao6cTea nonb3osa-
Tenei HacTosLlero ctTaHgapTa.
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Hatpus rugpooknce no FOCT 4328, pacTBOp MONSAPHON KOHUeHTpauumn 0.1 monb/gm3.

MnacTuHa cTeknsiHHas pasmepamu 2 * 2 cwm.

XonoannbHuk 6bITOBOM, 06ecneynBalLWmnii nogaepxaHme TemnepaTtypbl oT MuHyc 18 X go 4 °C.

[lonyckaeTcs ucnonb3oBaHve 4PYrnx CPeAcTB M3MepeHuin, 060pyfoBaHNs, peakTMBOB U MaTepuasnoB
Nno Ka4yecTBYy U METPOJIOTNYECKUM XapaKTepPUCTUKaM He HUXe YKa3aHHbIX.

7.4 TopAarotoBka K NpOBEEHUI0 UCMbITAHUA

7.4.1 TlpuroToBNeHWe BCNomoraTeibHbIX pacTBOpPOB

7.4.1.1 TlpuroToB/ieHMEe XPOMOBOW cMecu

[ns npurotToBneHns XxpomoBoi cmecu B hapopoBblii cTakaH nomewatoT 50 r kanns gBYXPOMOBOKMUC-
N10T0 U OCTOPOXHO NPUNMBAIOT NO YacTaAM, TuiaTesbHO nepemewmnsas. 1 M3 CEPHON KMCNOTbl. XPOMOBYIO
CMeCb XpaHAT B cocyfe 13 cTekna.

7.4.1.2 TlpuroToBneHWe pacTBopa ConsaHON kucnoTel no FOCT 25794.1 (nogpasgen 2.1).

7.4.1.3 MpurotoBneHue pacTeopa rmapookucu Hatpua no FOCT 25794.1 (nogpasgen 2.2).

7.4.2 TlogrotoBKa nocypabl

Mocyaa Ao/mKHA ObiTb XMMWUYECKM 4nucToli. Ee npombiBalOT XPOMOBOW CMeCbio, MPUTOTOBAEHHON NO
7.4.1.1. CTeHku nocyabl OCTOPOXHO CMaynBaloT XPOMOBOU CMeCbto, NOC/ie Yero nocyay ocTaBnAaT Ha 2—3 u,
3aTeM TwaTtesibHO NMPOMbIBAOT BOAONPOBOAHONM BOAOW, HENTpPanu3yT pacTBOPOM MULLEBONR COAbl U NPOMbI-
BalOT TpU-yeTbipe pasa AUCTUNIMPOBAHHOW BOAOW. [N MbITbA NOCyAbl He AOMycKaeTCs UCNOMb30BaTh CUH-
TeTuyeckne NOBEPXHOCTHO-aKTUBHbIE BeLLecTBa W opraHuyeckne pacrtsoputenun. Mocygy ana otéopa npob
cywaT Ha BO3fyxe, a UCNOMb3yemytl A5 6GMOTeCTMPOBaHMUA, 3a UCK/IOYEHWEM MEPHOW. — B CYLUW/IbHOM
wkady npu temnepatype 105 *C B TeuyeHune 1lu.

XUMUYECKN YUCTYI NOCYAYy XPaHAT C 3aKPpblITbIMW CTEKASHHBIMW NPUTEPTbIMKU NPO6GKaMW WU 3aBUH-
YMBAKLWMUMY KPbIWKaMK B 3aLULLEHHBIX OT MbI/IN AlMKaX N1abopaToOpHOro cTosa UanM Ha 3akpblTbiX MOJIKaXx,
cTennaxax U T. n.

7.4.3 MoarotoBka nNpo6

7431 B cyxyl uyucTyi Konby nomewarT Heobxoammoe KonuyecTtBo npobbl MKI. pasbaBnsawT guc-
TUNNVPOBAHHON BOAON 1 HacTauBaloT (BblAEPXUBAIOT) B TepMmocTaTte npu TemnepaTtype 37 eC B COOTBETCTBUU
c Tpe6oBaHNAMMN Tabnumubl 2.

Ta6bnunya 2

Macca (r) unu O6bem guctun- MepBnuHasa Mpogonxutens-
HanmeHosaHue MKM o6bem (CM3) nupoBaHHO cTeneHb HOCTb HacTanBaHus
npo6bl MKMN BOAbI,CM3 pasBeaeHus (BblAEPXUBAHUA)
FvrneHnyeckas morwwas KocmeTuyeckas npo-
Aykumna 1.0 CM3 20 1:20 10 muH
XXupocogepxauiasa kocmetTnyeckasa npoaykumsa, 0.1 cm3wm
apomMaTtunyeckne 3KCTPaKTbl, Mac/siHble 3KCTPaKTbI 0lr 100 1:1000 1y
XXnpgkaa kocmeTnyeckaa npoaykKuuns 1.0cm3 20 1:20 10 MuH

[le3ofopaHTbl 1 KOCMeTUYeckas nNpoayKumsa Ans
AEenuAsuUN e aspo30/IbHOW ynakoBke 0.1 cm3 100 1:1000 10 mMuH

KocmeTnuyeckme Kpembl 1071 10 1:10 1y

Mpoaykuunsa gns yxoga 3a HOrTAMMU (naku, 6a3bl
M OCHOBbI Nog Nnak v T. n.) 1.0r 20 1:20 1wy

7.4.3.2 XXupocogepxawas MKM n kpema TpebylT NepMoanyeckoro nepemMelimBaHnsa B Te4eHne Bpe-
MeHM HacTamBaHus (BblgepxusaHns). Yepes 14 nocne HacTamBaHus (BblAEPXMBAHMS) OT Xupocoaepxalyei
MKM 1 KpeMoB OCTOPOXHO OTO6MPaKOT BOAHYIO ha3y C NOMOLbI0 AeNUTENbHON BOPOHKMN.

7.4.3.3 Tpogykuuio Ans yxoda 3a HOFTAMU Maccoil 1 r npeABapuTeslbHO HAHOCAT POBHbIM C/I0EM Ha
CTEKNAHHYI0 NNACTUHY 1 OCTaBASAKOT MPU KOMHATHOI TeMnepaType A0 MOJIHOTO BbICbIXaHWs, 3aTeM cockpeba-
10T U TOTOBAT Npoby B cooTBeTcTBUMN C 7.4.3.1.
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7.4.3.4 Tlocne npurotoBsieHns BoAHbIX pacTBopoBs MKM no 7.4.3.1 n 7.4.3.2 NnpoBoAAT Ux fanbHelilee
passegeHne AUCTUNNINPOBAHHON BOAOW B COOTHOWeHUN 1:2. 1:4 n 1:8. B pe3ynbTarte noayvatT No 4eTbipe
npo6bl C pa3NMyHbLIM pasBefeHneM Kaxaon ncneityemoi MKII.

7.4.3.5 He ponyckaeTca KOHCepBMpoOBaHue Npob, NONyYeHHbIX No 7.4.3.4.

7.4.4 NMoparoToBka 6uoceHcopa

7.4.4.1 Perngpatauma 6uoceHcopa

Lna perngpatauny KynbTypbl TMOMUAN3NPOBAHHbIX TIOMUHECLEHTHbIX 6GaKTepuil BCKpbIBalOT h1akoH ¢
6uoceHcopom, Aob6asnatoT 10 cM34UCTUNINPOBAHHOK BOAbI KOMHATHOV TemMnepaTypbl, HECKO/IbKO pa3 BCTpA-
XuBalT paKkoH A5 NOAYYEHUSA CYCNeH3Un 1 BblAepXunBatT B TeueHne 30 MUH.

HenocpepncTBeHHO nepef npoBeAeHNEM UCMNbITAHUA CyCNeH3no HeobXxoaAnmMo nepemMeLlaTsb.

BuoceHcop cnepyeT XxpaHUTb B XON0ANIbHUKE NpU TemnepaTtype oT MuHyc 18 GC go 4 °C n 6epeyb oT
HarpeBaHUs 1 pe3Koii CMeHbl TemnepaTypbl.

7.4.4.2 TlpurotoBneHne paboueil cycneHsnm 6uocexHcopa

[Onsa npurotoBneHua paboueil cycneHsum 6moceHcopa U3MepsaldT M 3anucbiBaloT (DOHOBOE 3HayeHue
npuéopa B COOTBETCTBUM C UHCTPYKLUMeli no akcnayaTauymmn. 3atem 0,1 cM3cycneHsuun, nonyyeHHoi no 7.4.4.1.
1n 0.9 cM3 AUCTUNNNPOBAHHON BOAbI KOMHATHOI TemnepaTypbl 406ABNAKT B KIOBETY, BCTABNAKT B Npubop u
npoBOAAT U3MepeHne NHTEHCUBHOCTY GMONIOMUHECLLEHLLUN B COOTBETCTBUM C MHCTPYKLME MO akcnayaTayuu.

3HayeHne MHTEHCUBHOCTN BMONIOMUHECLEeHL N paboyeii cycneH3num omKHO npesbiwaTtb hOHOBOE 3Ha-
yeHne npubopa B 25—250 pa3. Ecnm 370 3HayeHne 6o/blie yKa3aHHOro MHTepsana, To UCXOAHYHO CyCneH-
3110. MOJIyYeHHyto no 7.4.3.1, pa3baBnsaoT ANCTUNNMPOBAHHON BOAOW M MOBTOPSIOT U3MEPEHMS [0 Tex nop.
noka 3HayeHue MHTEHCUBHOCTU BGUoNtOMUHecLeHUUN paboyeil cycneHsnn He ByaeT COOTBETCTBOBATL YKa3aH-
HOMY MHTepBany.

7.4.5 TpoBOAOHNE UCMbITAHUA

[na npoBefeHNs MCNbITAHUSA FOTOBAT pabounii U ONbITHLIA pacTBOpbl. [/ NpUroToBneHUsa paboyero
pacTBopa cMelmnBalT B KioBeTe npubopa 0.1 cm3 paboueit cycneH3uun, nonyvyeHHon no 7.4.4.2. n 0.9 cm3
ANCTUNNMPOBAHHOI BoAbl. N5 NPUrOTOB/IEHMA OMbITHOTO pacTBopa CMelunBaloT B kKioBeTe npubopa 0.1 cm3
paboyeil cycneH3nu, nonyyeHHoli no 7.4.4.2,0,9 cM3 4UCTUNNMPOBAHHO BOAbI M OAHO U3 YeTbipeXx pasBefe-
Huii BogHoro pacTteopa MKIM. nonyyeHHoro no 7.4.3.4.

Bpems akcno3muum npubopa — 30 MUH.

McnbiTaHHO NPOBOAAT HE MeHee YeM B Tpex NOBTOPHOCTAX (HO He 6onee 10).

7.4.6 KOHTPO/Ib MOTPEWHOCTN NPOBEAEHNA NCTNbITAHNA

KOHTPO/1b NOrpeLHoCT NPoOBEAEHUA UCMbITAHNA MPOBOAAT C MOMOLLbLIO pacTBoOpa LMHKa CEPHOKUCNOro
7-BOAHOrO (ZnS04 « 7H20). Anana3oH KOHUEeHTpaLuuii, Nnpu AelicTBUN KOTOpPOro B TeyeHne 30 MUH MHTEHCUB-
HOCTb GUONMOMUHUCLEHLUN UCNONb3YyeMOro 6uoceHcopa UHrnéupyetcs Ha 50 % no cpaBHeEHUO C paboynum
pacTtBopom, A0/1XeH cocTasniATk 0,6— 1.5 mr/cm3.

7.5 Ob6paboTka 1 ochopmMaieHne pe3ynbTaToOB UCMbITaAHUSA

OueHKy TOKCMYHOCTU aHanm3aupyemoii MKM NnpoBoAAT MO OTHOCUTENLHOMY Pa3/INyni0 B UHTEHCUBHOCTU
6uoNIOMUHECLeHL MM paboyero 1 ONbITHOTO PacTBOPOB, & Takke No 3HAYEHWI0 MHAEKCA TOKCUYHOCTMU.

Mpwn onpefeneHnn TOKCUYHOCTM MO OTHOCUTENIbHOMY Pa3/INyni0 B UHTEHCUBHOCTN GUOMIOMUHECLEHLNN,
€C/IN MHTEHCUMBHOCTb GMONMIOMUHECLLEHLUN ONbITHOrO pacTBopa 60/ble NHTEHCUBHOCTU GUOMIOMUHECLEHL MM
pabouyero pacTteopa, TO HE3aBMCUMO OT 3HAYEHUS MHAEeKca TOKCUYHOCTW AenalT BbiBOA 06 OTCYyTCTBUM TOK-
CMyHOCTM ncnbiTyemoli MKIM v nHaeKcy TOKCMYHOCTY NprcBanBaloT HysieBoe 3HayYeHue.

B cnyuyaB OLEHKM TOKCMYHOCTU MO BE/INYUHE MHAEKCa TOKCMYHOCTM, CHUMAIOT nokasaHus ¢ npubopa:
ycpefHeHHbI nokasaTesnb NHAeKca TOKCUYHOCTU U CpeHeKBaApaTUYHOE OTK/IOHEHUE.

PesynbTar oueHkn obuieTokcuueckoro geiicteus MKM ¢ NOMOLLbIO IIOMUHECLLEHTHOrO 6akTepranbHOro
TecTa NpejcTaBnsAlT B BUAe cpegHeapuMeTmyeckoro pesynbTatos Tpex (unu 6onee) napanfienibHbiX uUs-
MepeHuin B Buae

X + s, npu P = 0,95. (1)

roe X — cpejHeapumeTnyeckoe n3MepeHuii;
S — cpefAHeKkBaApaTNYHOe OTK/IOHEHMe.
Mo 3HaYeHU NHAEeKCa TOKCMYHOCTY AenakT BbiBOA O CTENEHU TOKCUYHOCTM ucnbiTyemoli MKM B cooT-
BETCTBMYU C Tabnuueli 3.
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Ta6nunya 3
MHpaeKkc TOKCUYHOCTH BbiBOJ O cTeneHn TokcuyHocTu MKM
<20 [lonycTumas cteneHb TOKCUYHOCTU
Ot 20 oo 50 O6pa3seL, ToKCUyeH
>50 O6pa3sel, CUNbHO TOKCUYEH

B cnyuyae ecnu MHAEKC TOKCUYHOCTU paBeH unm 6onee 20. TO MOXHO onpeAennTb, HACKO/IbKO 3TO CBSA-
3aHO co 3HauvyeHuem pH ucnbiTyemoin MKM. Ans aToro namepsOT pH onbITHOrO pacTBopa W. ecnu 3HayeHue
pH HaxopuTcsa 3a npegenamu 6.5—8.0. To 4oBOAAT 3Ha4YeHne pH go 7.0—7.4 pacTBOPOM COMISAHOI KACNOTHI,
NPUroTOB/IEHHbLIM MO 7.4.1.2. NN PacTBOPOM FMAPOOKNCU HaTPUSA, NMPUrOTOBNEHHbLIM No 7.4.1.3. 1 NnoBTOPAIOT
n3mepeHus no 7.4.5.

8 OueHka kNnMHNKo-nabopaTopHbiXx nokasatenein MK

8.1 Ob6wue TpeboBaHua

8.1.1 OUueHKy KNMHMKo-nabopaTopHbix nokasaTeneli MKM npoBoAAT NOC/Ae NOMYYEHUA NOSTOXKUTENbHbIX
pe3ynbLTatoB MUKPOGMOMOTNYECKNX, (PU3NKO-XMMUYECKUX U TOKCMKOTOTUYECKUX UCMbITAHWI C NOMOLLbIO Ka-
nesbHOro N KOMMNPECCHOr0 KOXHbIX TECTOB.

8.1.2 Bce ucnbiTaHMA Ha YenoBeke NMPOBOASAT B COOTBETCTBUM C [2].

8.1.3 lMomeLleHns, B KOTOPbIX MPOBOAAT UCMbITAHUA, AO/MKHbI ObiITb NPUTOAHbI AN1A OLEHKU KIWHUKO-
na6opatopHbix nokasateneli MKM B cOOTBETCTBUN C TpebGOBaAHUAMM, AEACTBYIOLWMMUN HA TEPPUTOPUN TFOCYy-
AapcTea. NPUHABLLErO CTaHAapT.

8.1.4 TpeboBaHWA K NnepcoHany

MepcoHan, NpoBOAAWNIA OLEHKY KNUHUKO-NabopaTopHblx nokasateneit MKM. gomkeH MMeThb BbicLiee
MeauLUHCKOe obpa3oBaHuMe 1 cneynanmsauunio B 061actv gepmMaTonorum n/unum annepronorum n onsit pabo-
Tbl B AaHHOI o6nactu.

8.1.5 Tpe6oBaHuA K fO6POBObLLAM

B kauyecTBe 406POBONbLLEB, HA KOTOPbIX 6YAYT OLEeHUBaTb KNMHWKO-NnabopaTopHble nokasaTenn Ucnbl-
Tyemoii MKM, gonyckaeTtcsa rpynna nuy. He MeHee 15 4yenoBek, He MosioXe 18 u He cTapwe 65 neT 63 Mmeaun-
LWHCKMX NPOTMBOMNOKa3aHWiA, NPenAaTCTBYOWMNX UX y4aCTUO B UCNbITAHUN, HE GEpEMEHHbIE U He KopMsLne
XEHLWWHbI, a Takke nuua, He BXoAsLwme B rpynnbl pucka cornacHo [3].

Mepepn npoBeAeHNMeEM UCMbITAHNA J06POBO/bLbI aKKNMMaTU3NPYOTCA B YC/I0BUAX NPOBEAEHNSA UCMbITA-
Huii B TeyeHne 20— 30 MUH.

8.2 OueHka pasgpaxatowero geictena MKM ¢ noMowW b0 KanesabHOTO KOXHOr0O TocTa

8.2.1 CywHoOCTb MeTofa

CywHOCTb MeToAa 3aKk/lo4aeTcsi B HaHeceHun ncnoityemoii MKM kannsmu Ha koxy 406poBO/bLEB.

8.2.2 MoArotoBka K UCNbiTaHUo

[na nposepeHns ucnoitanma MKM. npu HeobxoAMMOCTH, TOTOBAT COr1acHO CNOCoby NPUMeEHEHUs, 3a-
TeM 0T6MpalnT aHannsnpyemyto npoby o6vemom 0.2 cm3 4na annankauuy Ha Koxy [06p0BOJIbLEB.

MecTo HaHeceHunsa aHanusnpyemoii npobsl MKM oTmevyalnT Mapkepom.

8.2.3 lNpoBefeHne ncnbiTaHnsa

McnbiTaHne NpoBOAAT Ha BepPXHel TPeTW CMUHbI AN BHYTPEHHE NoBEepPXHOCTU nieva. Takxe gonycka-
eTCsl MPOBOAUTL UCMbITAHWE Ha CrmbaTelbHOW NOBEPXHOCTU MpeAnaeybs U KOXe XUBoTa.

AHanusnpyemyto npoby MKIM HaHOCAT Ha KOXy A06poBO/bLa, MO3BONAIT eli pacnpefennTbCcsa No no-
BEPXHOCTM KOXW 1 OL,eHUBAIOT pe3y/ibTaTbl Cpasy Nocsie OKOHYaHUSA 3KCNO3nLuK, a Takxe yepes 24.48 n 72 4
nocsie ee OKOH4YaHuA. MPOLOMKNTENLHOCTL 3KCMO3MLMKM, cocTaBsAwwyo ot 30 MUH f0 24 4. onpefenseTr
cneumanucTt B 3aBUCUMOCTM OT cnocoba npumeHeHns ucnbiTyemoit MKr. gnntensHOCTM ee npebbiBaHWUA Ha
KOXe [06poBO/ibLa M MOTeHUMasbHOM CNoCOBHOCTU OKasaTb pasfapaxalroliee AeACTBME Ha KOXY, KOTOpYIo
onpefensoT UCX0AA U3 UHrpeaneHTHoro coctasa MMKIM.

Mocne npoBefeHVa WCMbITAHWSA MeCTO BO34eiCTBMA Mpobbl obpabaTtbiBaldT candeTkoi, CMOYEeHHO
OAVUCTUNNNPOBAHHON BOAOWA.
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Mpy BbISBIEHWU peakuyuu pasapaxeHus Uam Npu3HakoB annepruyeckoii peakyum Ha MecTe HaHeceHus
npo6bl UCMbITAHWE MpeKpalanT, MecTo BO3AeNCTBUSA NPo6bl OUNLLAIOT, 4O6GPOBO/bLLA UCKIOYAT U3 TPYNbI
“ccnefoBaHUa U HaNpaeslT K Bpavy-4epmMartosory.

8.3 OuoHka anneprusupytowero gelicteua MKM ¢ noMowW b0 KOMNPECCHOTO KOXHOTO TecTa

8.3.1 CywHocTb mMeToaa

CywHOCTb MeTofa 3ak/yaeTcs B HaHeceHMn ucnbiTyemoi MKM go3atopoM Ha KoXy A06poBofbLa,
KOTOPYH 3aTeM MOKPbIBAKT KNeKoin TecT-noaockoli. KoOMNpecCcHbI KOXHbIA TeCT MCNoNb3ylT, ecnu npega-
nonaratT OTCYTCTBME pa3gpaxatlero gencrsnsa mcnoityemold MKIM. HanpuMep npu TecTUpPOBaHUM KOCMe-
TUYECKNX KPEeMOB, a Takxe AN5 ganbHeiwero ucnoitanna MKM. ecnn kanenbHbI KOXHbIA TeCcT nokasan oT-
puuaTenbHblii pesynbtat. He MCnonb3ylT faHHbIA MeToa ANA WUCNbITaHUS KOPPO3UBHOrO (pasbegaroLlero)
pevicteusa MKIM. nmetoweli pH mexHee 3 ea. pH nnn 6onee 10 ea. pH.

8.3.2 MpoBeaeHne ncnbiTaHns

NcnbiTyemyto MKM B o6beme 15 MM3 HAHOCAT 403aTOPOM Ha KOXy A06poBObLAa Ha naowasb npumep-
HO 1* 1cM B 3aBUCMMOCTW OT pasmepa UCNOb3yeMbIX KNenknux TecT-nonocok (tect-nnactbipei). OgHoBpe-
MEHHO CTaBSIT KOHTPOJIbHbIW TECT, NCMOMb3ys BMECTO ucnbiTyemoi MKM AucTunanpoBaHHyo BOAy.

lMocne MOMHOrO BbICBIXaHMA y4acTOK, Ha KOTOpbIi HaHeceHa wucnbiTyemas [MKM. nokpbiBaloT TecT-
NONOCKOIM 1 OCTaBNAT Ha 24 4. Yepes 24 4 TeCT-NOMOCKY yAanaoT, ocMaTpmMBalT MeCcTO HaHeCEeHUA UCnbl-
Tyemoii MKM v oueHnBaT pe3ynbTaTbl UCAbITAHWA CPa3y NOC/ie OKOHYaHUA 3KCNO3NLUN, a Takxe yepes 48 n
72 4 nocrne ee OKOHYaHUA.

Mocne npoBefeHUs UcCnNbiTaHUA MecTO BO34elCcTBUA Npobbl o6pabaTtbiBatloT candeTkoll, CMOYEHHOW
AUCTUNNNPOBAHHOW BOAOIA.

Mpwu BbISIBNEHWUN peakuun pasgpaxeHus nam Npu3HakoB anfepruyeckoli peakuymm Ha MecTe HaHeceHus
npo6bl MCNbITaHWe npekpalwalT, MecTo BO3AeNCcTBUSA NPobbl ounLialoT, 406POBOAbLA UCKNYAT U3 rPynnbl
nccnefoBaHna U HanpasNAT K Bpavy-AepMartosiory.

8.4 OUuOHKa pe3ynbTaToB UCNbITAHUIW KNMHUKO-TabopaTopHbIX NokasaTtenei MKMN

Pe3ynbTaTbl ucnbiTaHns no 8.2 n 8.3 oueHMBalT B COOTBETCTBUM C Tabnuue 4.

Ta6nuuya 4

O603HaueHne PesynbTarbl UCnbITaHns OueHka 6annbl
2+ CoMHUTeNbHan peakuns, ToNbKo cnabas aputema 0.5
+ Cnabasi nonoxuTenbHas peakuus; sputemMa, MHOUAbTPaLUSA, BO3MOXHbI Nany/bl 1
++ CunbHas NoNoXuTenbHas peakuus; apuremMa, HpunbTpaunsa, nanysbl, BE3uKy/bl 2
++e BbipaxxeHHas NonoxuntenbHas peakuns; UHTEHCUBHAA apuTema n MHpunbTpauus, 3

06beAMHSAIOWMNECS BE3UKYbI

— OTpuuaTensHasa peakuus 0
IR Peakunun pasgpaxeHus pasiMyHoro tuna —_
NT He TecTuposanoch —
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AyKTe». npefHasHavyeHHbIX 4Na npumeHeHus yenosekom (International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use: ICH), ony6nukosaHHoe 9 maa 1997 r., ¢
N3MEHEeHNAMN

* [leficTByeT Ha TeppuTOopUn TaMOXEHHOro Cot3a.



FOCT 32893—2014

YAK 665.58:006.354 MKC 71.100.70

KntoueBble cnoBa: napromMepHo-KoCcMeTnyeckas NpoAyKLMs, TOKCMKONOrMyeckas oueHka, KiMHuko-nabopa-
TOpHasaA oueHkKa, nokasartenn 6e3onacHoCTn

1n



Pepaktop E.N. Mocyp
TexHuuecknit pegaktop B.H. MNpycakoBa
Koppektop M.W. MepwmHa
KomnbiloTepHas BepcTka J1.A. Kpyrosoii

CpaHo B Ha6op 01.04.2019. MoanucaHo o nevyatb 15.04.2019 ®opmart 60*84'/B, FapHutypa Apuan.
Yen. nau.n. 1.86 Yu.-u3g. n. 1.40.
MoAroToBNEHO Ha OCHOBE 3/1IEKTPOHHOI Bepcun, NpeAocTaB/ieHHO pa3paboTuMkom cTaHaapTa

Co3jaHo B eAMHNYHOM ucnonHenun ®ryrn «CTAHOAPTUH®OPM* gna komnaekToBaHua ®epepanbHOro MHOpMaLnoOHHOTO
®oHpa cTaHfapToB. 117418 MockBa. HaxumoBCKuii np-T, 4. 31. k. 2.
w r« gostinfo.ru info@ gostinro.ru


https://www.mosexp.ru# 
https://files.stroyinf.ru/Index/583/58315.htm

