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Mpeaucnosue

Llenu, ocHOBHbIE NpuHUMMEI K O0LLME NpaBuna NpoBeaeHus paboT N0 MEXrocyaapCTBEHHON CTaHAapTH-
3aummn ycraHoeneHsl TOCT 1.0 «MexxrocygapctBeHHas cuctema craHgaptusaumm. OCHOBHbBIE MOSIOXKEHUSA» U
[OCT 1.2 «MexrocyaapcTBeHHasa cuctemMa craHgaprumsauyun. CtaHaapTel MEXKTOCYAapCTBEHHbIE, NpaBuna U peko-
MeHZALMM N0 MEXIrocyAapCTBEHHON cTaHaapTu3auuu. Mpasuna paspaboTku, NPUHATUSA, OBHOBNEHUSI U OTMEHbIY»

CeegeHus o cTaHgapTe

1 NOANOTOBJIEH ®PeaepanbHbiM roCyaapcTBEHHLIM YHUTApPHbIM npeanpuatuem «Bcepocouinckun
Hay4YHO-UCCNeaoBaTeNnbCKUIN LEHTP CTaHAapTu3auum, nHopmaummn n ceptudukaymm Colpbsi, Marepuarnos u
seLiectB» (Pryn «BHULCMB»), TexHuueckum komuteTom no craHgaprusaumm TK 339 «besonacHOCTb Cbl-
pbsi, MaTepmarnoB U BELLECTB» HA OCHOBE COOCTBEHHOTO NEPEBOAA HA PYCCKUIA A3bIK aHIMOA3LIYHOW BEPCUN
[JOKYMEeHTa, yKa3aHHOro B NyHkTe 5

2 BHECEH ®eaepanbHbiM areHTCTBOM MO TEXHUHECKOMY PEryNIMPOBaHUIO 1 METPONOrnn

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHZapTu3auuu, MeTponorum u ceptudukauumn
(npotokon ot 28 mapta 2014 r. Ne 65-I1)

3a NpuHSATUE NPOronocoBanm:

KpaTKoe HanMeHoBaHWe CTpaHbl Koa CTpaHbl No MK COKpau.|eHHoe HanMeHoBaHWe HaluWOHanNbHOro opraHa
no MK (MCO 3166) 004—97 (UCO 3166) 004—97 no cTaHaapTusaLmm
AsepbaiigxaH AZ AscTaHgapT
ApMeHusa AM MuH3akoHoMUkM Pecny6nvkm ApMmeHus
Benapycb BY loccTaHpapT Pecnybnukm Benapych
KasaxcTtaH Kz loccTangapT Pecnybnukn KasaxctaH
Kupruaunsa KG KblprelactaHgapT
MongoBa MD Mongosa-CtaHgapT
Poccus RU Pocctanpapt
TagXmMKucTaH TJ TapxukcTangapT
TypkmeHus ™ [masroccnyx6a « TypKMeHCTaHgapTnapbl»
Y3bekncraH Uz YacTangapt
YkpanHa UA MWH3KOHOMpPa3BUTUS YKpauHbl

4 lMpukasom PeaepansHOrO areHTCTBa NO TEXHUYECKOMY PErynupoBaHuiO U METPONOrumM ot 26 ceHTa-
6psa 2014 r. Ne 1229-cT mexxrocyaapcrtBeHHbiin ctaHaapT MTOCT 32634—2014 BBeaeH B A€CTBUE B KavecTBe
HauuoHanbHoro craHgapta Poccuickon ®eagepauum ¢ 1 noHa 2015 .

5 Hacroswumin ctaHgapt uaeHTndeH mexayHapogHomy gokymeHty OECD, Test No. 431:2004 «Pasbeaanue/
KOPPO3UA KOXKKW: UCMbITAHUE HA MOAENW YenoBe4eCKOW KOXu in vitro» («In Vitro Skin Corrosion: Reconstructed
Human Epidermis (RhE) Test Methody, IDT).

HaumeHoBaHuWe HacToALEro ctaHfapta U3SMEHEHO OTHOCUTENIbHO HaWMEHOBAHMSA YKa3aHHOro Mexay-
HapOAHOro AOKYMEHTa Anga npuseaeHus B cootsetcteme ¢ FOCT 1.5 (nogpasaen 3.6)

6 BBE[EH BINEPBbIE

7 U3IAHVE (maii 2019 r)) ¢ Monpaskoit (MYC 5—2015)
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UHpopmayusa o esedeHuu e delicmeue (npekpaweHuu Oelicmeus) Hacmosweeo cmaH0apma u u3me-
HeHuUll K HeMy Ha meppumopuu yKa3aHHbIX ebiuie eocyfapcme rnybnukyemes 8 ykazamessix HayuoHarbHbIX
cmaHOGapmos, usdasaembix 8 smux 2ocydapcmesax, a makke e cemu VIHmepHem Ha calimax coomeememeyio-
wWux HayuoHarsbHbIX 0p2aHos rno cmaHdapmu3ayuu.

B cnydae nepecmompa, u3meHeHus1 uiu OmMeHbl Hacmoswe20 cmaHlapma coomeemcmesyiouias
uHgopmayusa 6ydem onybniukoeaHa Ha oghuyuansHOM uHmMepHem-catime MexaocydapcmeeHHO20 cosema
o cmaHdapmusayuu, Memporsoauu U cepmugukayuu 8 kamarnoze «MexaocydapcmeeHHbie cmaHlapmbi»

CraHgaptuHdopm, opopmneHue, 2015, 2019

B Poccuinckon ®egepauymmn HacTosawmin ctTaHaapT He MOXET ObITb MOMHOCTLIO UK
4YacTUYHO BOCTPOM3BEAEH, TUPAXXMPOBAH U pacnpoCTpaHeH B kayecTBe ouLmManbHoro
nsnanusi 6e3 paspelueHus GegepansbHOro areHTCTBa Mo TEXHUYECKOMY PerynupoBaHuio
1 METPONorMn
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BBeaeHue

PasbenaHune/koppo3ns Koxu siBNSeTCA NocneacTtBMeM HeoOpaTuMbIX NOBPEXAEHUI TKaHel nocne Ha-
HEeCEeHUs1 UCcrneayeMoro BeLecTBa [B COOTBETCTBUU C onpeaeneHnem CornacoBaHHomi Ha MnoGanbHOM ypoB-
He Cuctembl Knaccudukaumm n MapkmpoBkn xummudeckux sewects (CIC)] [2]. HacToqwee pykoBOACTBO He
npeaycmMaTpuBaEeT UCMONb30BAHUS XXUBOTHbLIX UMK TKAHEN XMBOTHbIX AN UCCNeA0BaHMA pa3begaHusa/koppo-
31U KOXMU in vitro.

McnbiTaHua Ha pasbegaHne/Koppo3un KOXW, Kak npaBuno, Obinu CBA3aHbl C UCNOMNb30BaHWEM nabopa-
TOPHbIX XMBOTHbIX [3]. Bonpockl Gnarononyynst >xMBOTHbIX, UCMOMb3yEMbIX B AAHHON npoueaype, 6binu pac-
cmoTpeHbl B 2002 rony B nepecMmoTpeHHoM Pykosoactee 404 n gononHeHun k Pykoeoactey 404, paspabo-
TaHHbIM ANS NPOBEAEHUA UCNLITAHUI C UCMONb30BAaHMEM anbTEePHATUBHLIX in Vifro METOA0B, UCKIOYAIOLLMX
00nb 1 CTpagaHus XXUBOTHbIX.

OCHOBHbIM NPENATCTBUEM HA MYTW NOSIHON 3aMEHbI N ViVO UCMIbITAHMA Ha pa3bedaHne/Koppo3nto KOXu
B PykoBoacTtee 404 6birio OTCYTCTBUE hOpMaribHbLIX U HE3aBUCUMbIX NPOBEPOYHbIX in Vitro MeToaoB. MepBbiM
Liarom K paspaboTke ansTepHaTUBHbIX METOA0B, KOTOPbIE MOTYT ObITb MCMONBb30BaHbI A4S UCNLITAHUA pasbe-
JaHUA/KOPPO3UUN KOXU B HOPMATUBHBIX Liensx, Oblno npoBegeHne npeaBapuTenbHbIX OLEHOUHbIX UCCNeaoBa-
Huii [4]. Mocne atoro 6o npoBeaeHo [7], [8], [9] dopmanbHOEe NPOBEPOUHOE UCCrea0BaHUe in vitro MeToaoB
ONS OUEHKM pasbeaaHusa/kopposnmn Koxu [5], [6]. B pesynsrate gaHHbIX UCCNEAOBaHWI U APYrMX uccrneaoBa-
HWIA, oNMcaHHbIX B nuTepatype [10], AnA oueHku pasveaanusa/kopposum koxu [11], [12], [13], [14] 6Gbinu peko-
MEH0BaHbl CreayoLmne TeCTbl: UCTIbITAHUWE HAa MOAENM KOXU YernoBeka (PeKOHCTPYWPOBAHHbLIA 3NMAaepMUc
[RhE]) (HacTOsIWLMIA CTAHAAPT) U UCTIBITAHUE KOXKHOIO 9neKTpuyeckoro conpotuenenus (Pykooacteo 430).

[poBepoYHLIE UCCNeaoBaHUa nNokasanum, YTo TECTbI HA MOAENN KOXu Yyenoseka [4], [5], [6], [10] no3so-
NAT HAAEXHO UAEHTUDULMPOBATL U3BECTHbIE Pa3beaaloLLMe/KOPPO3UOHHBIE U HEKOPPO3UOHHBIE AN KOXM
BellecTBa. McnbiTaHue Takke MOXET AaTb NPeACTaBneHUe O Pa3nNUYHON CTENEeHU BO3AEeWCTBUS pasbeaato-
LLMX/KOPPO3UOHHbIX BELLECTB.
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M E XTT OCVYAAPC CTHBETUHTHUB 1 C TAHIOLAPT

METOAbI UCMbITAHUA MO BO3AEUCTBUIO XMMUYECKOU MPOAYKLIMA
HA OPITAHU3M YEJIOBEKA

PasbeaaHme/Koppo3us KOXU: UCNbITaHWe
HA MOZENnu YerioBe4YecKon KOXm in vitro

OECD guidelines for the testing of chemicals.
In vitro skin corrosion: Reconstructed human Epidermis (RhE)
test method

Dara BBeaenus — 2015—06—01

1 O6bnactb NpUMeHeHusA

MpeacraBneHHbI B HACTOALWIEM CTaHAAPTE METOA WUCMBITAHWI NO3BONSET MAEHTUMULIMPOBATL Pasb-
efalLLmMe/KOPPO3MOHHBIE XUMUYECKUE BELeCTBa U cmecu. Kpome Toro, MeToa No3BONAET BbIABNSATL HEKOp-
PO3MOHHbIE BELLECTBA U CMECU NPU HaNU4UMK cneayowen A0CTYNHON nidopmaumu (Hanpumep, pH, 3asucu-
MOCTb «CTPYKTYpa — aKTUBHOCTbY», JaHHbIE O BO3AENCTBUM HA Yenoseka u/unu »meoTHbIX) [2], [3], [14], [15].
B oBwem criyyae Metof He No3BoNsAeT MAEHTUUUUPOBATL BELLECTBA, pasapadkaloLumne KoXy, a Takke npo-
BECTU KnaccuukaLumio KOPPO3UOHHBLIX BELLECTB B COOTBETCTBUM C CornacosaHHon Ha MMoGanbHOM ypoBHE
Cucremon Kknaccudmkauum u MapkupoBku xummudeckux sewects (CIC) [2].

JIna nOnHOM OLEHKN MECTHbIX KOXHbIX peakuuin Npyu 0QHOKPATHOM HAHECEHUN UCCNEeAYEMOro BeLecTBa
Ha KOXXYy PEKOMEHAYETCS1 CMONb30BaTh NOCNEAOBATENbLHYIO CTPATErMIO TECTUPOBAHUA B COOTBETCTBUM C NPU-
noxexvem Kk Pykoeoactey 404 [3] u CI'C [2]. JaHHasa cTpaTerus NpOBeAEeHUs1 UCTILITAHMI BKIIOYAET B cebn
npoBefeHne UCMbITaHuA in vifro Ha pasbegaHne/Koppo3mnIO KOXM (Kak ONMMCaHOo B HAaCTOSILLEM cTajapTe) u pas-
ApaXKeHWe KOXuM [0 NPOBEAEHUS UCTILITAHWUM HA XXMBOTHbIX.

2 TepMUHbI 1 onpeaeneHus

B HacTosiLlem cTaHaapTe NPUMEHEHBI CneayioLmMe TEPMUHBLI C COOTBETCTBYIOLLIMMU ONpeaeneHUsIMU:

2.1 xu3Hecnoco6HocTb kneTku (cell viability): napamerp ansa usmepeHuss CyMMapHON akTMBHOCTU
KNeToYHOW nonynsauum (HanpuMep, CNOCOGHOCTL KNETOUHLIX MUTOXOHAPUATBLHBIX AeruaporeHas notpebnarb
BUTanbHbIA kpacuten MTT), KOTOPLIA B 3aBUCMMOCTU OT U3MEPSAEMOTO KOHEYHOIO MoKasartens u nporokona
UCMbITAHUA KOPPENUPYET C OOLLUM YUCTIOM U/UIN HN3HECNIOCOGHOCTLIO KIETOK.

2.2 pasbepgaHue/koppo3ust KOxwu in vivo (skin corrosion in vivo): HeobpaTuMblie NOBPEXAEHUsS KOXU, B
YaCTHOCTU BUAMMGIN HEKPO3 3NUAEPMUCa C NOCNEAYIOWMM NOBPEXAEHUEM AEPMbI, BOSHUKAIOLUME B Te4eHue
YeTbIpex YaCcoB NOCAE HAHECEHUS UCCrielyeMoro BellecTsa. Koppo3uoHHbIE peakumu UaEeHTUULIMPYIOT MO Mo-
ABNEHUIO A3B, KPOBOTEUYEHUI, KPOBABBIX CTPYMNLEB, & N0 OKOHYaHUKU nepuoga HabnioaeHuin, 14 aHen, no uamMe-
HEHUIO LIBETA KOXW BCNeACTBUE NOONEAHEHUSA, MOSABAEHWIO YHaCTKOB BbINAaAEHUS BONOC (AnoneLmm) U LWpamos.

[na oueHKn COMHUTENBHBIX NOpaXKeHUit He0bx0aAMMO NPOBOAUTL MMCTONATONOIMYECKOE UCCNEAOBAHME.

3 MpuHuMn meToaga UCNbITaHUSA

Mccneayemoe BELLECTBO HAHOCUTCH MECTHO Ha TPEXMEpHYI0 Moaenb YenoBeveckoi koxu (RhE), co-
CTOALLYIO KaK MUHUMYM U3 PEKOHCTPYMPOBAHHOIO 3nuaepmMuca ¢ yHKUMOHanNbHLIM POroBbiM cnoem. Kop-
PO3NOHHLIE BELWEeCTBa onpeaendaloTca no ux CNOCOBGHOCTHN BbI3bIBATbL CHUXEHUE >XXM3HECNOCOOHOCTU KNETOK

UspaHune odpuumanbHoe
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(koTOpOe onpeaenseTcs, Hanpumep, ¢ NnomoLblo MTT-Tecta [16]) HUXe onpeaeneHHOro NOPOroBoro YpoBHS
3a onpejerneHHble nepuoabl BO3aencTBus. MpuHUMN CNbITAHWA HA MOAENW YErnOBEYECKON KOXKM OCHOBAH Ha
rmnoTese, YTo KOPPO3NOHHbIE XMMUYECKME BELLECTBA MOTYT NPOHUKaTL B POrOBOWM CIOW KOXU nyTeMm auddy-
31U UK 3PO3UM U OKa3bIBAKOT LUTOTOKCUYECKOE AENCTBIUE HA HIKENeXalume Criou KIeTok.

4 OnucaHune meroaa

4.1 Mogenu KOXu yenoBeka

Moaenu yenoBeveckor KO MOryT ObiTb CKOHCTPYMPOBAaHbLI UMM NPUOBPETEHbI HA KOMMEPYECKOW OC-
Hoee (Hanpumep, mogenu EpiDerm™ u EPISKIN™) [17], [18], [19], [20] unu pa3paboTaHbl U NOCTPOEHbLI B
ucnblTatensHon nadoparopuu [21], [22]. CuuTaercs, YTO UCMONb3OBaHME KOXM YENOBEKA 3aBUCUT OT HALMO-
HanbHbIX U MEXAYHAPOAHbLIX 3TUMECKUX CTAaHAAPTOB U yCrnoBuii. fliobas HoBasA MoAenb A0MKHA ObITb NpoBe-
peHa (No KpanHen mepe B CTENEHN, ONUCaHHON B pasaene 4.2). Mogenu Koy YenoBeka, UCnonb3yemble Ang
[JaHHOro UCNLITAaHNSA, AOMKHbI COOTBETCTBOBATH CllieAyoLMM napameTpam:

4.2 O0wume napameTpbl MOoaenu

[ns nocTpoeHus aNUTENnUs AOKHbI ObITb MCNOMb30BaHbI KEPATUHOLMTLI YenoBeka. [oa yHKUMOHanNb-
HbIM POTOBbIM CIIOEM AOSDKHbI ObITb PACNONOXEHbI HECKOSIbKO CIIOEB XWU3HECNOCOOHbIX ANUTENUanbHbIX Kie-
TOK. MOAenb KOXKU Takke MOXET UMETb CTPOMarbHbIA CROW. POroBoi Crion AOMKEH COCTOATb U3 HECKOSMb-
KUX CNOeB € HEOOXOAMMBIM MUMMAHBIM NPodhunemM Ans co3aaHus (PyHKUMOHANLHOro 6apbepa, A0CTaTo4yHO
YCTONYMBOrO ANsi MPOHUKHOBEHUS LIMTOTOKCUMYECKUX MapkepoB. CaepuBatowMe CBOWCTBA MOAENU AOMKHbI
NPensTCTBOBATb NPOXOXKAEHUIO UCCMEeAYEMOro Marepuana Yyepes poroBoi CfOW B >KU3HECMNOCOOHbLIE TKaHU.
IMpoxoxxgeHne nccnegyemoro BeLlecTsa Yyepes porosoin Cron npuBeaeT K NOSy4YEeHUI0 HeAOCTOBEPHON UMU-
Tauum BO3AenCcTBuA Ha KoXy. Moaenb He AomkHa ObITb 3arpAsHeHa bakTepuamm (B TOM YMCINE MUKOMA3MOM)
unu rpudkamu.

4.3 ®PyHKUMOHaANbHbIE NAapaMeTpbl MOAENN

BenuunHa xu3HecnoCobHOCTH, Kak NPaBuno, onpeaensieTcsl KONMYEeCTBEHHO C UCNonb3oBaHmem MTT
Unu Apyrux BUTanbHbIX KpacuTenen, pearupyowmx Ha merabonuueckue npespatueHus. B Takux crnyvasx on-
Tuyeckas nnotHoctb (Ol) aKkCTparupoBaHHOrO (PaCTBOPEHHOIO) KpacUTENs U3 TKaHU B HEraTUBHOM KOHTPOSb-
HOM 9KCNEPUMEHTE AOMKHA HE MeHee YeM B 20 pa3s npeBbilaTb ONTUYECKYHO MITOTHOCTL CAMOT0 IKCTpareHTa
(pactBopuTens) (Ansa AONONHUTENLHOW MH(popmaummu cm. [23]). TkaHu Ana HEeraTMBHOIO KOHTPOJNbHOIO JKC-
nepuMeHTa A0MKHbI ObITb CTAOUNBHBIMKU B KYNbTYpe (AN obecneveHns nogobusi OLIEHKM XU3HECNOCOBHOCTU
KNEeTOK) B TeYEeHUe BCero nepuoaa sosaeincrensa. PoroBow cnon AomkeH ObiTb 4OCTATOYHO HAAEXHbIM, YTOObI
NPOTUBOCTOAATb ObICTPOMY NPOHUKHOBEHMIO HEKOTOPbIX LIMTOTOKCUYECKUX XMMUUECKUX MapKEPOB (Hanpumep,
1 % TputoH X-100). [laHHOEe CBOWCTBO MOXET ObITb OLIEHEHO MO BPEMEHU BO3AENCTBUS, He0BX0AMMOMY Anst
CHIDKEHMA JKM3HECNOCOOHOCTHM kneTok Ha 50 % (ETsy) (Hanpumep, ansa mogenen EpiDerm™ u EPISKIN™
AaHHOe Bpemsi cocTaBnsier bonee AByx yacoB). Moaenb AOMKHA AEMOHCTPUPOBATh BOCNPOU3BOAMMOCTL B
TEeYEeHUe AONroro BPEMEHU U XenarensHO Npu NPOBEEHUN UCTILITaHUIA B pasHbix naboparopusax. Kpome Toro,
ucnonb3yemas Moaernb AOMiHa AaBaTb BO3MOXHOCTb NPOrHO3MPOBaHUS KOPPO3UOHHOIO NOTEHUuMana CraH-
[AapTHbIX XMMUYECKUX BeLecTs (CM. Tabnuuy 1) npy Mcnonb3oBaHUM BLIOPAHHOTO NPOTOKONA UCNbITAHWUN.

4.4 HaHeceHune uccnegyemMoro U KOHTPONbLHOIO BelecTBa

[ns kaxaoro ucnbITaHusa (BPEMEHU 3KCMO3ULIMK), B TOM YUCTE KOHTPOMBLHOIO, UCNOMbL3YIOT ABa 06pas-
Lia TKaHU. an nccneaoBaHUmM XKMAKUX BELLECTB A0CTAaTOYHOE KONMMYECTBO uccneayemoro sewecrsa HaHoOCAT
pPaBHOMEPHO Ha 00pa3sey, ANs NOMHOI0 NOKPLITUSA MOBEPXHOCTU KOXM; HEODOX0AMMO UCNONbL30BaTb HE MEHee
25 mkn/cm?2. Mpu UccneaoBaHum TBEPALIX BELLECTB JOCTATOYHOE KONMYECTBO UCCHEAYEMOrO BELECTBA PaB-
HOMEPHO HaHOCAT Ha oOpasey ANs NOKPLITUA NOBEPXHOCTU KOXU. Mpu 9TOM nccnegyemoe BeLwecTso 40MHKHO
ObITb CMOYEHO AEUOHN3UPOBAHHOW UM AUCTUNIIMPOBAHHOW BOAOW Ans obecneyeHus XopoLwero KOHTakTa ¢
KOXei. B cnyyae Heobx0aMMOCTU nepe HaHeCEeHWeM TBepAble BeLUecTBa MOXHO U3MeNbinTb. HaHeceHue
BELLECTBA JOIMKHO OCYLUECTBNATLCH NpUemMnembiM MeTogaom (cM. [6]). Mo okoH4yaHun nepuoga Bo3aenCTBUA
uccrneyeMoe BELLEeCTBO AOIPKHO ObiTb TLLATENbHO CMbITO C MOBEPXHOCTU KOXM COOTBETCTBYIOWMM Oydep-
HbIM pacTtBopoM unu 0,9 % pacrsopom NaCl.

[ns noaTBepXXaeHMs HaAANEeXallero AeWCTBUS 9KCNEPUMEHTAaNbHLIX MOAENeN B KaXaoM UCNbITAHWUM
JOIDKHbI UCNONb30BaTLCA NaparnmenbHbIe MONOXKUTENbHLIE U OTPULLATENbHLIE KOHTPOSbHbIE 06pasubl. Ans
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MONOXWUTEMbHOIO KOHTPOSIBHOIO UCMbITAHUS PEKOMEHAYETCA UCMONb30BaTh NEAAHYI0 YKCYCHYIO KUCIOTY Unn
8 H. KOH, ana otpuuyarensHoro — 0,9 % pacreop NaCl unu soay.

4.5 NU3mepeHUA XKN3HECNOCOGHOCTU KIeTOK

[ns OLEHKM XM3HECMOCOBHOCTU KIETOK MOTYT MCMONb30BATLCA TOMbKO MOATBEPXAEHHbIE KONMMYECTBEH-
Hble mMeToabl. Kpome Toro, MeTog OLEHKM XU3HECMOCOOHOCTU AOMKEH ObiTb COBMECTUM C UCMOMb30BAHMEM
TpexMepHoii moaenu. Hecneunduueckoe ceasbiBaHne 6enka kpacuTenem He A0MKHO MeLlaTb U3MEPEHUIO XKU3-
HEeCnocoBHOCTU KMETOK. Takum 06pa3om, kpacuTenu, CBA3biBatoLLue OENoK unu He NoagseprarLmecs Metado-
nuyeckum npeobpasoBaHMsaM (HaNPUMep, HEMTPArbHbIN KPACHLIN), HE NOAXOAAT ANS UCMONb30BAHMUSA B UCNbITa-
Hun. Hambonee 4acto ucnone3ayorcs kpacutens MTT [3-(4,5-aumeruntuason-2-un)-2,5-auennnrerpasonuym
6pomua, Tasonun cuHui, Homep CAS 298-93-1], Ans KOTOPOro ObinNu NOMyYeHbl TOMHbIE U BOCMNPOU3BOAU-
Mble pesynbrarthl [6]. Apyrne kpacutenu Takke MOryT ucnonb3oBarbcsa. Obpasel KOXW NMOMeLLaloT B pac-
TBOp MTT COOTBETCTBYIOLUEN KOHLEHTpauuu (Hanpumep, 0,3—1 mr/mn) 1 BbIAEMKUBAIOT NPU HEOOXOAUMOW
Temneparype B TedeHue 3 Y. OcaaeHHbI CUHUI popmasaH 3aTem KCTPArMpyroT ¢ NOMOLLLIO pacTBopuTeEns
(n3onponaHona), a KoHUEeHTpauuio popmasaHa U3MepAIOT NYyTEM ONpeaeneHns OnNTUYECKOW NNOTHOCTM NpuU
AnuHe BonHbl oT 540 A0 595 HMm.

XumMmuyeckoe AencTBUe UCCeayemMoro BeLlecTBa Ha BUTanNbHbIE KpacuTenu MOXET UMUTUPOBaTL AEN-
CTBME KIETOYHOro MeTabonuama, Y4to NpUBOAMUT K MOXKHOW OLEHKE XXU3HECNOCOOHOCTH. Bbino nokasaHo, Yto
3TO NPOMUCXOAWT B Cry4ae HEMOoSIHOro yaaneHus uccrneayemoro Bewlectsa ¢ obpasua koxu [10]. Ecnu uc-
cneayemoe BELLECTBO HEMOCPEACTBEHHO BO3AENCTBYET HA BUTaNbHbIA KpacuTenb, Ansa 06Hapy>XeHUsa U Kop-
PEKTUPOBKM BMELLATENLCTBA UCCNEAYEMOrO BELUEeCTBA B OLEHKY >KM3HECMOCOOHOCTU KNETOK AOMKHbI ObiTb
MCNoMb30BaHbl 4ONONHUTENbHbIE KOHTPOMbHLIE Npoueaypsl [10], [24].

5 NHTepnpeTauusa pe3ynsratoB

3HayeHusa oNTUYECKON NNOTHOCTU, NOMNYYEHHbIE ANA Kaxaoro obpasua, MoryT ObiTb UCNONbL30BAHbI ANA
pacyeTa npoLeHTa XU3HECNOCOBHOCTH NO CPABHEHMUIO C OTPULIATENbHLIM KOHTPOMbHbLIM 3HAYEHUEM, KOTOpOE
NPOWN3BOSbLHO YCTaHaBnNuBaeTcsi Ha yposHe 100 %.

Moporosoe 3Ha4YeHNe XN3HECNOCOBHOCTH KIIETOK B MPOLIEHTAX, NO3BOMAIOLLEE OT/IMYUTL KOPPO3UOHHLIE
BELLECTBA (MMM PasnNUYHbIe KNacCbl KOPPO3NOHHBLIX BELLECTB) UMK CTAaTUCTUYECKME NPOLIEAYPbI, UCNONb3ye-
Mbl€ 4S5 OLIEHKM Pe3ynbTaToB U BbISIBIEHWS KOPPO3UOHHBIX BELLECTB, AOIMKHbI ObITb YETKO ONpeaeneHsb! U 3a-
OOKYMEHTUPOBAaHbI. MOpOroBbie 3Ha4YEHUs1 U CTaTUCTMYECKUE NpoLeaypbl AOMMKHbI ObiTh NpuemMnemsiMu. Kak
npasuno, AaHHbIE NOPOroBbLIE 3HAYEHMSA YCTaHABNMUBAIOTCA BO BPEMS ONTMMM3aLMK, NPOBEPSAIOTCA HA CTaauun
npesanujauuun U NoATBEPXAAIOTCA B BanuaauuMoOHHOM uccrneaoBaHuu. Hanpumep, nporHo3snpoBaHue pasb-
e4aloLLero/koppo3MoOHHOro noTeHumana Ha mogenu EpiDerm™ [10].

Wcenegyemoe BELLECTBO NPU3HAETCA KOPPO3UOHHBIM AN KOXK, €CIN:

- XKU3HecnocoBHOCTk nocne 3 MUH BO3AENCTBUA cocTaBnseT meHee 50 % unu

- >KM3HeCnocoBHOCTb nocne 3 MuH BO3AENCTBUS Bonblue unu paBHa 50 % W »u3HecnocobHOCTL nocne
1 4 BO3AENCTBUA COCTaABNAET MeHee 15 %.

Mcenegyemoe BeLLECTBO NPU3HAETCA HEKOPPO3MOHHBIM AN KOXW, €CIIN:

- >KU3HecnocoBHOCTL nocne 3 MuH BO3aencTBus 6onblue unu pasHa 50 % u xu3HecnocobHOCTL nocne
1 4 Bo3gencTBuA 6onblue unu pasHa 15 %.

6 [laHHbIe 1 OTYeT O NPoBeACHUN UCTIbITAHUS

6.1 JaHHble

Ansa kaxgoro o6pasua TKaHU 3HaYEHUSI ONTUYECKOI NIIOTHOCTU U PaCYETHbIN NPOLIEHT XM3HECNOCo6HO-
CTU KNETOK Nnocrne Bo3AenCTBUA MCCreyeMOoro BeLecTBa, NnonoXuTerNbHbIE U OTPULATENbHbIE KOHTPOTbHbIE
3HaYEeHWA AOMKHbI ObITb NPEACTAaBMEHbI B TABNUYHON chopme, NPY HEOBXOAUMOCTU C YKa3aHUEM J1aHHbIX ANst
napannenbHeIX UCNBITAHWA, CPEAHUX U MHAUBUAYANbHBIX BEMUYUH.

6.2 Otver

OTYeT 0 NPOBEAEHUN UCTILITAHUSI JOIDKEH COAEPXKaTh CreAyoLLy0 MHAOPMaUMIO:
Mcecnegyemoe 1 KOHTPOmbHOE BELLECTBA:
- XuMmunyeckne HamMmeHoaHusa, Hanpumep IUPAC unu CAS, n Homep CAS, ecnu OH U3BECTEH;



rOCT 32634—2014

- YUCTOTa U COCTaB BEeLLeCTBa UMM CMecH (B NPOLEHTAaX MO BECY);

- (hm3nKo-xumMmnyeckue CBOWCTBA, Takue Kak dmsndeckoe cocrofHue, pH, ctabunbHOCTb, PacTBOPU-
MOCTb B BOAE, UMEIOLLIME OTHOLLEHME K NPOBEAEHMIO UCCNEA0BAHUS;

- npu HeobXOAUMOCTU NpeaBapUTENbHAs NOArOTOBKA MCCNEAYeMOro/KOHTPONBLHOIO BELECTB (Hanpu-
Mep, HarpeBaHue, U3MernLYEHUe);

- cTabunbHOCTb, €CNU U3BECTHO.

OBOCHOBAHUE UCMONb30BAHUA MOAENU KOXM U NPOTOKONA UCMbITAHUS.

YcnoBust NpoBeAEHUS UCTILITAHUSA:

- UCNONb3yeMas KNneTouHasi CUCTEMA;

- nHcpopmaums o kanubposke npubopa, MCNONbL3YEMOro ANA U3MEPEHUS HMU3HECNOCOBHOCTU KNETOK
(Hanpumep, cnekTpodOoTOMETPA);

- MOfiHas conyTCTByIOLWAs UHpopmaumsa 06 Ucnonb3yemomn Moaernu Koxu, BKIoYasa ee 40CTOBEPHOCTS;

- cBeAeHus 00 ucnonb3yembix NpoLeaypax UCMbITAHUN;

- UCNOnb3yemMble A03bl UCCNEelyeMOro BELEeCTBA;

- onucaHne niodbIX UBMEHEHUI NPOLIeAYP UCNbITAHUIA;

- CCbINKa Ha UCTOPUYECKUE AAHHBIE O MOAENMN KOXMW;

- OfucaHne UCMOonb3yeMblX KPUTEPUEB OLIEHKM.

Pesynbrartbl:

- OaHHble UHAMBUAYAMNbHbIX UCNILITAHWIA B TaGNUYHON (hopme;

- onucaHue Apyrux Habniogaembix SBNEHUN.

O6cyXxaeHne pesynsraTos.

3akno4veHue.

Tabnuya 1
CTaHpapTHble BelllecTBa

1,2-AnamuHonponaH CAS Ne 78-90-0 BecbMa koppo3noHHoe
AkpunoBas kucnora CAS Ne 79-10-7 BecbMa koppo3noHHoe
2-TpetbyTUndperon CAS Ne 88-18-6 Koppo3snoHHoe
Kanua rugpokeng (10 %) CAS Ne 1310-58-3 Koppo3snoHHoe
CepHas kucnota (10 %) CAS Ne 7664-93-9 Koppo3snoHHoe
OkTaHoBas (kanpunosas) KucrnoTa CAS Ne 124-07-02 Koppo3snoHHoe
4-amuHo-1,2,4-Tpnason CAS Ne 584-134 Hekoppo3uoHHoe
OBreHon CAS Ne 97-53-0 HekoppoauoHHoe
DeHeTun 6pommng CAS Ne 103-63-9 HekoppoauoHHoe
TeTpaxnoposTuneH CAS Ne 27-18-4 HekoppoaunoHHoe
M3ocTeapuHoBas kucnora CAS Ne 30399-84-9 HekoppoauoHHoe
4-(MeTunTUO)-6€H3anLAerUA CAS Ne 3446-89-7 Hekoppo3aunoHHoe

BONbLUMHCTBO M3 NEPEYUCTIEHHBIX BELLECTB BbIOPAaHbl U3 CNMCKa BELLECTB, UCNOMb3YIOLUMXCA B MeXAay-
HapoAHOM KOHTpPONbLHOM uccneaosaHun ECVAM (5). [aHHbii BbIOOp Obin caenaH Ha OCHOBE CReayilowmx
KpUTEpUEB:

1. BknioueHue B CNMCOK PABHOTO KONUYECTBA KOPPO3UOHHBIX U HEKOPPO3UOHHBIX BELLECTB.

2. BknioyeHue B CNMCOK BELLECTB, AOCTYNHLIX B NPOMbILLNIEHHOM Macwtabe u npeacrasnsaowmx 6onb-
LLIMHCTBO 3HAYUMMBIX XMMUYECKNX KIACCOB.

3. BknioyeHue B CNMCOK BECbMAa KOPPO3UOHHbLIX BELLECTB HApaBHE C MEHEE KOPPO3UOHHLIMU ANsi BO3-
MOXHOCTH pasfieneHust BELLECTB MO UX KOPPO3UOHHON aKTUBHOCTMY.

4. Ucnonb3oBaHne XUMUYECKUX BELLECTB, KOTOpbIE MPU NPOBEAEHUM UCNbITAHMI B nadopatopum He
C034al0T 1PYIMX Cepbe3HbIX ONacHOCTeN, MOMUMO KOPPO3UOHHOW AKTUBHOCTH.
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