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MpegucnoBue

Llenu, OCHOBHblE MPUHLMNbLI U OCHOBHONM MOPSAOK NPOBEAEHUS PaboT N0 MEXroCyAapCTBEHHOM
craHgaptu3auuu ycraHoBneHbl B [OCT 1.0-92 «MexrocygapCrBeHHas cuctema craHgaptusauuu.
OcHoBHble nonoxenusi» u NOCT 1.2-2009 «MexrocygapcTrBeHHasa cuctema craHgaptusauuu. CtaHaapThbl
MEXTOCylapCTBEHHbIE, MpaBuUNa, PEKOMEHAALMM N0 MEeXroCyapCTBEHHOW craHagapTtusauuun. lMpasuna
pa3paboTku, NPUHATMA, OOHOBNEHUA U OTMEHbI»

CBepneHus 0 cTaHgapre

1 NOAIOTOBJIEH ®depepanbHbiM rOCYyAapCTBEHHbIM YHUTApPHbLIM npeanpusatuem «Bcepoccunckuii
Hay4yHO-UCCNeaoBaTENbCKUI LIEHTP cTaHAapTu3auuu, uidopmauumn u ceptudukauum Cbipba, MaTepuanos
u BewecTBy (Pryrn «BHALICMB»);

TexHnyeckuMm KoMuTETOM nO ctaHaaptusauum Ne 339 «bBe3onacHOCTb Cbipbsi, MaTtepuanos u
BewecTBy deaepanbHOro areHTCTBa NO TEXHUYECKOMY perynupoBaHuio M metpomnoruum Poccuiickon
denepayum

2 BHECEH ®eaepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PEryriMpoBaHuIO 1 METPOSOTUK

3 NMPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAAPTM3auuu, METpPONorMu U cepTudukaummn
(npotokon ot 28 mapTa 2014 r. Ne 65-I1)

3a NpUHATHE cTaHgapTa nporosiocoBasnu:

Kpatkoe Koa ctpaHbl no MK CokpalljeHHoe HauMeHoBaHue
HanMeHoBaH1e (NCO 3166) 004 - 97 HaLuoHarnbHOro opraHda no
cTpaHsl no MK cTaHgapTusaLum

(MNCO 3166) 004 — 97

AsepbaiigxaH AZ AscTaHgapT

ApMeHus AM MuHakoHOMUKM Pecny6nnkn ApMeHust
Benapyck BY lFoccTanaapT Pecnybnukv Benapyce
KasaxcTaH Kz loccTanaapT Pecnybnukn KasaxcraH
Kupruausa KG KelprelactanaapT

Mongosa MD Mongosa-CtaHgapT

Poceus RU PoccTaHgapTt

TamKukucTaH TJ TagxuKkcTaHgapT

TypKkMeHUcTaH ™ TypKkMeHcTaHagapTnapel

Y3bekucTaH uz YacTaHgapTt

YKpauHa UA [enapTaMeHT TeXHWUYecKoro perynuposaHus MuHskoHoMTopr

4 HacTosawmii cTaHAapT uaeHTUYeH mexayHapoaHomy aokymeHTy OECD Test Ne 431:2004 In Vitro
Skin Corrosion: Reconstructed Human Epidermis (RhE) Test Method (O3CP, Tect Ne 431:2004
«Pa3begaHne/Koppo3nsa KOXK: UCMbITAHWE HA MOAENMW YENOBEYECKOW KOXM in vitrox).

MepeBoA C aHrNMINCKOro A3blka (en).

CTeneHb COOTBETCTBUA — naeHTuuHas (IDT)

5Tpukazom depepansHOro areHTCTBa MO TEXHUYECKOMY PEryrnuMpoBaHWIO W METpPonornm oT 26
ceHTsAbpsa 2014 r. Ne 1229-cT MexrocyaapcrBeHHblii ctaHaapT TOCT 32634—2014 BBeaeH B AelCTBUE B
KayecTBe HauuoHanbHOro craHaapta Poccuiickon ®eaepaumm ¢ 1 utoHA 2015 T.

6 BBEJEH BMNEPBbIE

7 BTOPOE USOAHUE (cespanb 2015 r. cMm. nonpasky B MYC Ne 5 2015r.)
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ViHgopmauua 06 usMeHeHUsX K HacmosuwleMmy cmaHdapmy nyGnuxkyemcs 8 exe200HOM UHGOPMaUUOHHOM
yKkasamene «HayuoHanbHble cmaHOapmbl», @ MeKCm U3MEeHeHUl U NonpagoK — 8 eXeMeCcsYHOM UHGOPpMaUUOHHOM
yKkasamene «HauyuoHanbHbie cmaHdapmebi». B cinydae nepecmompa (3aMeHbl) Ul ommeHbl Hacmosaweao cmaHdapma
coomeemcmsyiowjee ysedomneHue bydem onybnukosaHO € ©XeMEeCSYHOM UHGHOPMaUUOHHOM yKazamene
«HauuoHanbHble cmaHdapmbly. Coomeemcemeyroujan UHgopmauus, yeedoMneHue U meKcmbl pasmewaromces makxe e
uHchopmayuoHHol cucmeme obuwie2o nonb3ogaHus — Ha ocpuyuanbHom calme DedepanbHo2o aseHmemea no
MmexHUYeCcKoMy peaynuposaHuro U memponoauu e cemu ViHmepHem

© CraHgaptuHdopm, 2015

B Poccwuiickoii deaepauum HaCTOSALWMIA CTaHAApPT He MOXET ObiTb MNOMHOCTLIO UMM YaCTUYHO
BOCMNPOW3BEAEH, TUPAXXUPOBAH M PacnpoCTPaHeH B KayecTBe oduuuManbHOro usgaHus 6es paspeweHus
denepanbHOro areHTCTBa Mo TEXHUYECKOMY PErynupoBaHUI0 U METPONOTUM
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BBepneHue

PasbenaHue/koppo3usi KOXu ABMAETCS MOCNEACTBMEM HEOOpaTMMbIX MOBPEXIEHUI TKaHEW nocne
HaHeCeHus1 UCCneyeMOro BeLlecTBa (B COOTBETCTBUM C onpeaeneHweM CornacoBaHHOW Ha moGanbHOM
ypoBHe Cucrembl knaccudukaumm 1 MapkupoBku xummyeckux sewects (CIC)) [2]. HacToawee pykoBoacTso
He npeaycMaTpuBaeT WUCMONb30BAHUSI D KMBOTHbIX WM TKAHEW JKMBOTHBIX AN UCCNEAOBaHUA
pasbeaaHua/koppo3numn KOXm,in vitro.

McnbiTaHua Ha pasbeaaHuwe/koppo3un KOXW, Kak npaBumio, ObinM CBSA3aHbl C MCNONb30OBaHUEM
nabopartopHbIX XUBOTHbIX [3]. Bonpockl 6narononyqns XMBOTHLIX, UCNOMb3yeEMbIX B AAHHOW npoueaype,
Gbinu paccmoTtpeHbl B 2002 roay B nepecMOTPEHHOM pykoBoacTBe 404 u aononHeHuun K pykosoactey 404,
pa3paboTaHHbIX AnNA NPOBEAEHUS WCMLITAHWA C UCMONb3OBAHUEM anbTEPHATUBHBLIX in Vitro MeToaos,
UCKnoYaLLmx 60Mb U CTpagaHUs XMBOTHBIX.

OCHOBHbIM MPENATCTBUEM Ha NYTU NOSIHOW 3aMEHbI iN ViVO UCTILITAHUA HA pasbeaaHne/KoOppPO3nIo KOXK
B pykoBoacTBe 404 Obino OTCYTCTBME (POPMAsbHLIX U HE3ABUCUMbIX MPOBEPOYHBIX in Vitro MeToaoB.
MepBbiM Wwarom Kk pas3paboTke anbTEePHATUBHbLIX METOAOB, KOTOpbie MOryT ObiTb MCMONb30BaHbl AnA
UCMbITAHUA pPa3befaHus/Koppo3nn KOXU B HOPMAaTUBHbLIX Uensax, Obino nposegeHwWe npeaBapuTESibHbIX
OLEHOYHbIX uccneaosanun [4]. Mocne atoro Obino npoeeaeHo [7, 8, 9] cdopmanbHOe NpPOBEPOYHOE
uccnegosaHue in vitro METOA0B ANS OUEHKM pasbenaHus/Koppo3uu koxu [5, 6). B pesynbTaTe AaHHbIX
“ccneaoBaHUin M Apyrux UccrneaoBaHuii, onucaHHblx nutepatype [10], AnA oueHku pasbeaaHus/koppo3nu
koxu [11, 12, 13, 14] GbinM peKOMEHAOBaHbLI CneayoLlue TECTbl: UCTBITAHWE HA MOAENU KOXM 4YenoBeka
(pekoHCTpynpoBaHHbIn anuaepmuc [RhE] ) (HacToswmin ctaHAapT)M UCNbITAHWUE KOXHOTO 3M1EKTPUYECKOro
conpoTtuenenus (PykoeoacTtso 430).

MposepoyHbIie UccneaoBaHNUA Nokasanu, 4to TECTLI HA MOAENM KOXuU YenoBeka [4, 5, 6, 10] nossonsioT
HafeXXHO MAEHTUPUUMPOBATL W3BECTHbIE Pa3beaalone/KOPPO3UOHHBIE U HEKOPPO3UOHHbLIE ANS KOXM
BewlecTBa. WcnbiTaHue TaKke MOXET JaTb NpeACTaBnNeHWe O pPas’nU4YHOM CTENeHn BO3AEUCTBUA
pasbeaoLme/KOppoO3nOHHbIX BELLIECTB.



MonpaBka Kk TOCT 32634—2014 MeToAbl UCNbITAHUSA MO BO3AEUCTBUIO XMMUYECKOW NPOAYKLUUKU Ha opra-
HU3M YernoBeka. PazbegaHune/koppo3ust KOXu: UCNbITaHUE Ha Mogernn YenoBe4YeCcKom KOXM in vitro

B kakom mecTte

HonxHo 6bITb

TuUTYNbHBIA NNCT, NepBas cTpa-
HUL@a cTaHaapTa

MeToAbl UCNbITAaHMA NO BO3AEACTBUIO XUMUYECKOMN npoaykuun Ha

OpraHM3m YyenopBeka.

PasbepaHue/Koppo3unst KOXu: UCNbITaHMe Ha Mogenu YenoBevYeckomn

KOXW in vitro

(UYC Ne 5 20151.)
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MEXT FIOCYAOAPCTBEHHBMW CTAHBLAPT

METO[bI UCMNbITAHUA NO BO3AENCTBUIO XUMUYECKOW MPOAYKLIMN HA OPTAHU3M
YEJIOBEKA.

Pa3benaHune/koppo3us KOXU: UCTMbITAHME HA MOAenu
YyernoBeyveCcKOM KOXH in vitro.

OECD guidelines for the testing of chemicals.
In Vitro Skin Corrosion: Reconstructed Human Epidermis (RhE)
Test Method

Dara BBeaeHus — 2015—06—01

1 O6nacTb NnpUMeHeHusi

MNpeacTaBneHHbIn B HACTOALLUEM CTaHgapre MEeTo4 MCMbITaHUi Nno3BonsAeT UAeHTMdUUMpPoBaTh
pa3beaarwme/kKOppo3UOHHbLIE XMMUYECKME BELLECTBA U cMecu. Kpome Toro, Metoa no3BOnsiET BbISIBIATb
HEKOPPO3UOHHbIE BellecTBa M CMECU NpU HanMuuu crneaylowen AOCTYNHOW uHdopmauun (Hanpumep, pH,
3aBUCUMOCTb «CTPYKTYpa — aKTUBHOCTbY, JaHHbIE O BO3AEUCTBUM HA YenoBeka v / unu XmBoTHbIX) [2, 3, 14,
15]. B o6wem cnyyae, metoq He NMO3BONAEeT MAEHTMMULMPOBATL BELIECTBA, pasapaxaloLume KoxXy, a TaKkke
NPOBECTU KNaccuukauuio KOPPO3MOHHBLIX BELLECTB B COOTBETCTBUM C COrnacoBaHHOW Ha rnobanbHoM
ypoBHe CuUCTEMON Knaccudmkauum u mapkuposku xummnyeckux sewects (CI'C) [2].

Ans nonHOW OUEHKM MECTHbIX KOXHbIX peakuuMi npu OAHOKPATHOM HaHeCeHUU uccneayemoro
BELeCTBA Ha KOXYy PEKOMEHAYEeTCA WCNONb30BaTb MOCMEAOBATENbHYIO CTpaTeruid TEeCTUPOBaHUS B
COOTBETCTBUMU C npunoxennem K Pykosoactey 404 [3] u CIC [2]. OaHHaa cTpaTterus npoBeAeHuA
UCNbITaHUI BKNIOYAET B ceBa NpoBeaeHWe UCTILITAHUA in Vifro HA pa3befaHnue/KoppPo3UI0 KOXU (KaKk OMMCAHO
B HACTOSILLEM CTaHAapTe) M pasapaxeHue KOXu A0 NpOBeAeHUS UCNILITAHUE HA XXUBOTHbIX.

2 TepMUHbI U onpeaeneHns

B HacTosiLem cTaHaapTe npUMEHEHbI CNeAyoLUMe TEPMUHBI C COOTBETCTBYIOLLIMMU ONpeaenNeHUAMU:

2.1 xun3Hecnoco6HocTb knetku (Cell viability): napameTp ans uamepeHusi CyMMapHOW aKTMBHOCTH
KMeToYHON nonynauuu (Hanpumep, cnocobHOCTb KNETOUHbIX MUTOXOHAPUANbLHLIX AernaporeHas notTpebnsarb
BUTanbHbI Kpacutenb MTT), KOTOpbI, B 3aBUCUMOCTU OT MW3MEPSIEMOrO KOHEYHOro rnokasarens wu
NPOTOKOA UCTbITAaHUSA, KOPPENMPYET C OOLLUM YMCIIOM U / UNN XKM3HECMIOCOBHOCTLIO KIETOK.

2.2 pasbenaHue/koppo3uns KOXu in vivo (Skin corrosion in vivo): HeobpaTumbie NOBPEXAEHNA KOXU,
B YaCTHOCTM BUAMMbLIA HEKPO3 anuaepmuca C MoCreaylowyuM MOBPEXAEHMEM AepMbl, BO3HUKAIOLUME B
TeYeHue 4-x 4acoB MOCMEe HaHEeCEHNUA UccneayemMmoro Bellecrsa. KOppo3suoHHbIE peakumu UAEHTUMULUPYIOT
no MOABMEHUIO A3B, KPOBOTEYEHMI, KPOBABLIX CTPYNbLEB, & MO OKOHYaHWM nepuoga HabniogeHuin, 14 gHew,
no U3MEHEHMIO LiIBETA KOXM BCrieACTBUE NobneaHEHWs, NOSBMEHUIO Y4acTKOB BbIMageHWs1 BONOC (anonewum)
U LUpaMoB.

Ons  OUEHKM COMHUTENbHbIX MNOPaXEHWn HeobXoAuMMO NpPOBOAUTL  TMCTOMATONOINMYECKOE
nccneaoBaHue.

3 MpuHUMN MeTOAAa UCMbLITAHUA

Mceneagyemoe BeLLECTBO HAHOCUTCA MECTHO Ha TpexXMeEpHyl Moaenb 4enoBedveckon koxu (RhE),
COCTOSAILLYIO, KaK MUHUMYM, M3 PEKOHCTPYMPOBAHHOIO anuaepMuca ¢ (PYyHKUMOHAMNbHbIM POTOBbIM CIIOEM.
Koppo3noHHbIe BELLECTBa OMNpeaensoTcs No UX CMOCOOHOCTU BbI3bIBATb CHWKEHWE XM3HECMOCOOHOCTU
KNeTok (KoTopoe onpedensaeTcs, HanpuMep, ¢ nomowwbo MTT-Tecta [16]) HUKe onpeaeneHHOro NopPoroBoro
YPOBHSA 3a onpefeneHHble nepuodbl BO3AeWCTBUA. NPUHLUMN UCNBLITAHUA HA MOAENU YEeNIOBEYECKOW KOXK
OCHOBaH Ha rMnoTese, YTo KOPPO3UOHHbIE XUMUYECKME BELLEeCTBA MOMYT MPOHWKATb B POrOBOW CROW KOXU
nytem Anpdysnm Unm spo3nmmn 1 0Ka3biBalT LIMTOTOKCUYECKOE AEICTBUE HA HIDKENEXALLME CIOoMN KNeToK.

M3pnaHue opuumanbHoe
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4 OnucaHue metoaa

4.1 Mogenu KoXxu yenoBeka

Moaenu 4enoBe4ecKon KOXuU MOryT ObiTb CKOHCTPYWPOBaHbI MMM MPUOOPETEHbI HA KOMMEPYECKOM
ocHose (Hanpumep, mogenu EpiDerm™ u EPISKIN™) [17, 18, 19, 20] unu paspabotaHbl 1 NOCTPOEHbI B
ucnbiTatensHon naboparopum [21, 22]. CuuTaeTcsi, YTO WCMNONMb30BaHWE KOXM YEnoBeKka 3aBUCUT OT
HaLUMOHAMNbHBIX U MEXAYHAPOAHBIX 3TUYECKUX CTaHAAapTOB M ycrioBuii. Jliobas HoBasi Moaenb AOMkHA BbiTb
nposepeHa (No KpanHeil Mepe, B CTeneHW, ONWCaHHOW B pasgene 4.2). Moaenu KOXu 4YernoBeka,
UCMOSb3yemble AN AAHHOTO UCTbITaHWSA, AOMXHbI COOTBETCTBOBATL CIEAYIOLLMM NnapaMeTpam:

4.2 O6w e napamMeTpbl MOAENM

OnA nocTtpoeHus anuTenusa A[OMXKHbl OblTb  MCNONbL30BaHbl  KepaTuHOLUMTHI  4denoseka. [loa
(PYHKLUMOHANbHbLIM POrOBbIM CMOEM AOJDKHbI ObITb PACNONOXeHbl HECKOSIbKO CIOEB M3HECMOCOOHbIX
anuTenuanbHbIX KNeTok. Moaernb KOXuW TakKe MOXET UMETb CTpoManbHbili Criow. POroson cnom aosmkeH
COCTOSATb M3 HECKONbKWUX CMOEB C HEOOXOAUMBIM NUNUAHLIM Npodunem AN co3faHusA (PyHKUUOHANBHOrO
Gapbepa, AOCTaTOMHO YCTOWYMBOrO ANsi NPOHWKHOBEHUSA LMTOTOKCUYECKMX Mapkepos. Caepxusaiowme
CBOWCTBA MOAENU JOSMKHBI MPENATCTBOBATL NPOXOXAEHMIO UCCMEedyEMOro Marepuana Yepes porosoii Cnon
B JKM3HECMOCOOHbIE TkaHW. [pOXoXaeHue nccrneayemoro BeLlecTBa 4Yepe3 pOoroBOi Cnon npuseaeT K
MONYYEHMIO HEAOCTOBEPHON uMWUTaUMKM BO3JEHCTBMA Ha KOXy. Moaenb He pomkHa ObiTb 3arpasHeHa
Gakrepusamu (B TOM YUCHEe, MUKOMNAasMom) unu rpubkamu.

4.3 OyHKUUOHANBbHBbIE NapaMeTpbl MOAESN

BenununHa >xu3HecnocobHOCTH, Kak NpaBuno, onpeaenseTcs KONUYECTBEHHO C Ucnonb3oBaHuem MTT
UNW ApYrux BUTANbHbLIX KpacuTenen, pearnpylowmx Ha metabonuyeckue npespaweHusn. B takux cnyvaax
onTnyeckas nnotHocTb (Ol1) 3KCTparMpoBaHHOrO (PACTBOPEHHOr0) Kpacwutens M3 TKaHW B HEratuBHOM
KOHTPOMbHOM 3KCMEPUMEHTE AO0SKHA He MeHee Yem B 20 pa3s npesbiaTb ONTUYECKYIO NAOTHOCTL Camoro
aKcTpareHTa (pactsoputens) (ana AOnonHuTensHon wuHdopMauun . [23]). TkaHn ANsa HeraTuBHOrO
KOHTPOSbHOTO 3KCMEPUMEHTA AOIKHbI ObITh CTAOUNbHLIMKU B KyNbTYpe (Ansa obecneyerHns nogodusa oueHku
JKU3HECNOCOBHOCTN KIETOK) B TEYeHMe BCEro nepuoga Bo3gencTeus. Poroso cnon aomkeH ObiTb
JOCTaTOMHO HageXHbIM, YTOObl MPOTMBOCTOATb OLICTPOMY NPOHWUKHOBEHWUIO HEKOTOPBIX LIMTOTOKCUYECKUX
XUMUYECKMX MapkepoB (Hanpumep, 1% TputoH X-100). flaHHOE CBOWCTBO MOXET ObiTb OLIEHEHO MO BPEMEHU
BO37€eiCTBUSA, HEOOX0AUMOMY ANS CHUKEHUA XXU3HECNoCOOHOCTU KneTok Ha 50% (ETsy) (Hanpumep, ana
mogenen EpiDerm™ u EPISKIN™ paHHoe Bpemsi coctaBnsieT > 2 yvaca). Mogenb AosfmkHa
JEMOHCTPUPOBaTb BOCMPOM3BOAMMOCTb B TE€YEHUE [OMror0 BPEMEHU W, XKENMATenbHO, NPU NPOBEAEHUU
UCnbITaHUiA B pasHbix naboparopusax. Kpome TOro, ucnonb3yemasi Mogesnb AOIKHA AaBaTb BO3MOXHOCTb
NPOrHO3UPOBaHUA KOPPO3WOHHOIO NOTEHUMana CraHAapTHbIX XUMUYECKMX BellectB (Tabnuua 1) npu
MCNONb30BaHUM BbIOPAHHOTO NPOTOKOMA UCNbLITAHUN.

4.4 HaHeceHune uccnegyemMoro U KOHTPOSIbHOIoO BewecTsa

Ona kaxaoro ucnbitaHus (BPeMEHU SKCNO3WLMM), B TOM YUCIE KOHTPONbLHOrO, MCNOMb3YIOT ABa
o6pasua TkaHu. Npu uccneaoBaHUM XNAKUX BELLECTB JOCTATOMHOE KONMMYECTBO MCCREAyeMOoro BeLlecTsa
HaHOCAT paBHOMEPHO Ha obpa3sey ANA NOMHOTO NOKPLITUSI MOBEPXHOCTU KOXM; HEOOXOAMMO UCNOML30BaTh
He MmeHee 25 MKI/CM>. MNpu uccnenoBaHnu TBepAbliX BELWECTB, AOCTATOMHOE KOMMYECTBO MCCNeayemoro
BellecTBa paBHOMEPHO HAHOCAT Ha obpa3sel ANA NOKPbITUA MOBEPXHOCTU KOXMm. Mpu 3TOM uccnegyemoe
BELLECTBO AOIDKHO OblTb CMOYEHO AEUOHU3MPOBAHHOW MMM AUCTUNNUPOBAHHON BOAOW Ans obecnevyeHus
XOPOLLUEro KOHTAKTa C Koxei. B cnyyae Heob6xoauMoCTH, nepesl HAHECEHMEM TBEPAbIE BELLECTBA MOXHO
n3menbuntb. HaHeceHue BellecTBa AOMKHO OCYLECTBNSATLCA NpUeEMNeMbiM MeToaoM (cm. [6]). Mo
OKOHYaHUM nepuoja BO3eNCTBUS Uccneayemoe BeLeCcTBO JAO0MMKHO ObITb TLIATENBHO CMbITO C MOBEPXHOCTH
KOXMW COOTBETCTBYIOLUMM OydhepHbIM pacTteopom unu 0,9% pacresopom NacCl.

[na noaTBepXXaeHUs Haanexawlero AeiCTBUA 9KCNEPUMEHTAarNbHbIX MOAENEN B KAKAOM MCMbITAHUK
JOJMKHBI UCMONb30BAaTLCS NapannesibHble NONOXUTENbHbIE U OTPULIATENbHLIE KOHTPONbHbLIE 06pa3ubl. Ans
NONOXMTENBLHOIO KOHTPOJILHOIO UCMBLITAHUA PEKOMEHAYETCS UCTMIONb30BATh NEAAHYIO YKCYCHYIO KUCAOTY UNK
8 H. KOH, ansa otpuuyarensHoro — 0,9% pacreop NaCl unu soay.

4.5 NamepeHus XXKM3HEeCNIOCOOHOCTU KINeTOoK

Ona  OueHKU >KU3HEeCNOCOOGHOCTWU KNEeTOK MOFyT MUCMONb30BaTbCA TOMbKO MOATBEPKAEHHbIE
KONMUYeCTBEHHblEe MeToabl. KpoMe TOro, MeToa OUEHKM >KUM3HECNOCOBHOCTM A0SMKEeH OblTb COBMECTUM C
MCNONb30BaHWEM TpexXMepHoil moaenu. Hecneuuduyeckoe cesisbiBaHue Genka kpacutenem He AOIMKHO
MeLaTb U3MEPEHUIO KU3HECTIOCOBHOCTM KneTok. Takum o6pa3om, kpacutenu, ceAsbialowme 6enok unm He
noasepraiowmecss metabonuueckuMm npeodpasoBaHuAM (Hanpumep, HEWTPasbHLIAN KPACHLIN), HE NOAXOANT
AN ucnonb3oBaHusi B wucnbiTaHuu. HauGonee uvacto wucnonb3yiotcs kpacutens MTT [3 - (4,5-
aumeTtuntuason-2-un)-2,5-aucbenuntetpasonuyMm 6pomua, Tmasonun cuHui, Homep CAS 298-93-1)], ana
KOTOPOro 6Gbinu NonyyYeHbl TOYHbIE U BOCNPOM3BOANMbIE pesynbTaThbl [6]. Opyrue kpacurenu takke MoryT
ncnonb3oBaTtbes. O6pasel Koxu nomewaot B pacteop MTT COOTBETCTBYIOWEN KOHUEHTpauuun (Hanpumep,
2
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0,3 — 1 mr/mMmn) n BbIAEPXUBAIOT NPU HEOOXOAMMON Temnepatype B TedyeHne 3 yacoB. OCaXaeHHbI CUHUI
dropmasaH 3aTtem IKCTParmpytoT ¢ NOMOLLLIO pacTBOpUTENS (M30NponaHona), a KOHUeHTpaumio hopmasana
N3MEepAIOT NyTeM onpegesneHns onTUYECKOW NIIOTHOCTM NPU ANUHE BOSHbI OT 540 g0 595 HM.

XuMuyeckoe AENCTBME UCCNEAYEMOro BELLECTBA HA BUTANbHLIE KPACUTENIM MOXET UMUTUPOBATL
AEeNCTBUE KNETOYHOro MeTabonuamMa, 4to NPMBOAUT K JIOXKHOWM OLIEHKE >KU3HecnocoBGHoCTU. Bbino nokasawo,
YTO 3TO NPOUCXOAUT B CAy4Yae HENOSHOrO yAaneHus uccrneayemoro Bellectea ¢ obpasua koxu [10]. Ecnu
nccneayemoe BeLeCTBO HenocpeaACTBEHHO BO3AENCTBYET HA BUTanNbHbIA Kpacutenb, Ana 0GHapyXeHus u
KOPPEKTUPOBKM BMELLATENbCTBA UCCNEAYEMOr0 BEeLIeCcTBA B OLIEHKY >KM3HECNOCOOHOCTU KNETOK AOSHKHbLI
ObITb UCMONbL30BAHbI AONOMHUTENbBHBLIE KOHTPOTbLHbIE NpoLeaypsl [10, 24].

5 UHTepnpetaums pe3ynbTaTtoB

3Ha4eHnsa ONTUYECKOI NMOTHOCTM, MOMYYEHHbIE ANS Kawaoro obpasua, mMoryT GbiTe UCNONbL3OBAHbI
ANA pacyeTa NPOLUEHTa >XU3HECMOCODHOCTU MO CPAaBHEHUIO C OTPULATENbHLIM KOHTPOSIbHLIM 3HAYEHUEM,
KOTOpOe Npon3BOMbLHO ycTaHaBnueaeTca Ha ypoBHe 100 %.

MoporoBoe 3Ha4YeHWe >KU3HECNOCOOHOCTM KMETOK B MNPOLUEHTAaX, MO3BOMAOWEE OTAUYUTL
KOPPO3NOHHbIE BELWecTBa (MNWM pa3snUuHble KNacCbl KOPPO3UOHHBLIX BELWECTB) WAW  CTAaTUCTUYECKME
npoueaypbl, UCNONb3yeMble ANA OLEHKU Pe3ynbTaTOB U BbISIBNEHUS KOPPO3MOHHBIX BELLECTB AOMKHbI ObITb
YEeTKO onpeaeneHbl N 3aJ40KyMEeHTMPOBaHbI. [OPOroBble 3HAYEHMA U CTAaTUCTUYECKME NPOLUEAYPbl AOMKHbI
ObiTe npuemnembiMu. Kak npaBuno, AaHHble MOPOrOBble 3HAYEHWUS YCTaHABNMBAKOTCA BO BpeEMSA
onTUMU3auuKM, NPOBEPAIOTCA HA CTaguum nNpeBanuaauuMum W MNOATBEPXAATCS B BanMAaLUOHHOM
uccnegosaHun. Hanpumep, NpOrHO3UMpoBaHUE pa3beAalowMM/KOPPO3MOHHOIO MNOTeHunana Ha mogenu
EpiDerm™ [10]:

Mcecnenyemoe BELLECTBO NPU3HAETCH KOPPO3UMOHHBLIM ANSA KOXU, €CAN:

- XKM3HEeCcnoCoBHOCTb Nocrne 3 MUHYT BO3AeWCTBUA cocTaBnseT MeHee 50 % unu

- XU3HecnocobHOCTL nocne 3 MUHYT BO3AeiCTBUSI Gonblue unu paBHa 50 % M XU3HECNOCOBHOCTbL
nocne 1 yaca Bo3aencTeus cocrasnaet meHee 15%.

Mcecneayemoe BeLwecTBO NPUM3HAETCS HEKOPPO3UOHHBIM ANS KOXU, €CIN:

- JKM3HECMOCOBHOCTbL nocrne 3 MUHYT BO3aelcTBusi Bonblue unu pasHa 50 % u XU3HeCnocobHOCTbL
nocne 1 yaca BosaencTeus 6onbLie unum pasHa 15%.

6 [laHHble N OTYeT O NPOBEAEHUU UCTIbITaHUA

6.1 [laHHbIe

Ona  kaxgoro obpasya TKAHM 3HAYEHWS OMTUYECKOW MNOTHOCTM UM PAaCYETHbI  NPOLEHT
XKU3HECMOCOOHOCTM  KNETOK Mocrie BO3AEWCTBUA  WUCCIEAYEMOro  BELLECTBA, MONOXUTENbHbIE U
oTpuUaTenbHble KOHTPOMNbHLIE 3HAYEHWA AOMKHbI OblTb NpeacTaBneHbl B TabnudHoit chopme, npu
HeobxXoAUMOCTH, C yKa3aHWeM JAaHHbIX ANA napannefibHbIX WUCMbITaHUiA, CPEedHMX W WHAMBUAYaNbHbIX
BEMUYNH.

6.2 OTveT

OT4YeT 0 NPOBEAEHUU UCTILITAHUS AOJPKEH COAEPXKAaTb CNEeAYIoLLYI0 MHOPMALIMIO;

Wcenegyemoe n KOHTPONbHOE BELECTBa:

- XUMUYECKUE HaumeHOoBaHus, Hanpumep, IUPAC unun CAS, n Homep CAS, eCnu OH N3BECTEH;

- YMCTOTa U COCTaB BELUeCTBa UM CMeCK (B NPOLIEHTaX Mo BECY);

- (PM3NKO-XMMMYECKMe CBOWCTBA, Takue Kak dusmdeckoe coctosHue, pH, cTabunbHOCT,
pacTBOPUMMOCTb B BOAE, UMEIOLLME OTHOLUEHUE K NPOBEAEHUIO UCCIEeA0BaHUS;

- Npu HeoGXoAMMOCTH, NpefBapuTesibHas MNOAFOTOBKA WCCReAyeMOoro / KOHTPONMbBHOTO BELLECTB
(Hanpumep, HarpeBaHue, M3MerbYeHne);

- cTabunbHOCTb, €CNU N3BECTHO.

O6ocHOBaHME UCNONb30BAHWSA MOAENN KOXU M MPOTOKONA UCMbITAHUS.

Ycnoeus npoBeaeHUA UCMbITAHMS:

- MUCMonb3yemas KnetouHas cuctema;

- uHdopMauus 0 kanubposke npubopa, UCNOMbL3YEMOro AN U3MEPEHUS XM3HECNOCOOHOCTM KIeTOoK
(Hanpumep, cnekTpooTOMETpPA);

- nonHas conyTcTByloLas MHdopmaums 06 MCNONb3yemMoW MOAEnu KOXuW, BKMo4Yas ee
[OCTOBEPHOCTD;

- cBeaeHusa 06 Ucnonb3yembix NpoLeaypax UCNbITAHWIA;

- ucnosnb3yemble A03bl UCCREAYEMOro BELLECTBa;

- onucaHue nodbiX MU3MEHEHUI NpoLeayp UCNbITAHUI;
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- CCbIJIKa Ha UCTopuU4eCckue AaHHbIe O MOAENN KOXXK;
- OnucaHue Ucnonb3yemblxX KPUTEPUEB OLIEHKW.

Pesynbtarbl:

- [aHHble UHAUBUAYANbHBIX UCTILITAHUI B TAONUYHOW hOpME;

- onucaHwe apyrux Habnaaembix SABNEHWIA.

ObcyxaeHne pesynbTaTos.
3aknioueHue.

Ta6nuuya 1

CraHpapTHble BelwecTBa

1,2 — AnammnHonponaH

CAS Ne 78-90-0

Becbma kOpPpPO3UOHHOE

Akpunosas kucnorta

CAS Ne 79-10-7

Becbma kOppO3uOHHOE

2 — TpetbyTUNdEeHON CAS Ne 88-18-6 Koppo3auoHHoe
Kanusa ruapokeng (10%) CAS Ne 1310-58-3 Koppo3uoHHoe
CepHas kucnota (10%) CAS Ne 7664-93-9 Koppo3uoHnHoe
OkTaHoBas (kanpunoBas) kucnoTa CAS Ne 124-07-02 Koppo3uoHHoe
4 - amuHo - 1,2,4 - Tpnason CAS Ne 584-13-4 HekopposnoHHoe
3BsreHon CAS Ne 97-53-0 Hekoppo3noHHoe
deHeTun 6pomug, CAS Ne 103-63-9 HekopposnoHHoe
TeTpaxnopoaTunex CAS Ne 27-18-4 Hekoppo3uonHoe
M3ocTeapuHoBas kucnoTa CAS Ne 30399-84-9 Hekoppo3uoHHoe
4 - (meTunTNO) - BeH3anbaerna CAS Ne 3446-89-7 Hekoppo3unoHHoe

BOMbLIMHCTBO M3 NEPEYMCNEHHbIX BELecTB BbIOpaHbl M3 CMUCKA BELECTB, WCMOMb3YIOLMXCA B
MEXAYHapoAHOM KOHTpOnbHOM wuccnegosaHnu ECVAM (5). fanHbii BbIGOp Obin caenaH Ha OCHOBE

CNeayrLmx KPUTEPUEB:

1. BKITIOYEHWE B CMUCOK PABHOTO KONMUYECTBA KOPPO3UOHHBIX U HEKOPPO3UOHHBIX BELLIECTB.

2. BkroyveHue B CMUCOK BELLECTB, AOCTYNHbLIX B MPOMLILUMNEHHOM Macurate W npeacTaBnaoWwmx

GONbLUMHCTBO 3HAYUMBIX XUMUHECKUX KNACCOB.

3. BknioyeHue B CNMCOK BeECbMa KOPPO3UOHHBLIX BELLECTB HAPaBHE C MEHEee KOPPO3NOHHLIMW AJS
BO3MOXHOCTU pa3saeneHns BELLECTB N0 UX KOPPO3UOHHOW aKTUBHOCTY.
4. Mcnonb30BaHME XMMUYECKUX BELLECTB, KOTOPbIE NPU NPOBEAEHUM UCTILITAHUI B NAGOpaToOpun He

CO37at0T APYIMX CEPbe3HbIX ONACHOCTE, MOMMMO KOPPO3MOHHOI AKTUBHOCTH.
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