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MpepucnoBue

Llenn, oCHOBHblE MPUHLMMNbLI U MOPAAOK NpoBeAeHMst paboT MO MeXrocyaapCTBEHHONW CTaHgapTu3auuu
yctaHoBneHbl B MTOCT 1.0-92 «MexrocyaapcTBeHHas cucteMa craHaaptusauum. OCHOBHBIE MONOXEHUS» U
FOCT 1.2-2009 «MexrocyaapCTBeHHasa cuctema craHgaptusauyum. CraHaapTbl MEXrocygapCTBEHHbIE,
npasuna M pekoMeHAauuu Mo MEeXrocyfapCTBEHHOW CTaHaaptusauuu. Mpasuna pas3paboTku, NPUHSATUS,
NPUMEHEHUsA, OGHOBNEHUSI U OTMEHbIY

CBegeHus o cTaHaapTte

1 MOOArOTOBJIEH <®eaepanbHbiM BGIOMKETHBIM  YUpeXaeHMem 3apaBooxpaHeHus «Poccuiickui
PErucTp MOTEHUMANbLHO ONACHbIX XMMWYECKMX U OMOnorMyeckmx BellecTBy PeaepancHoi cryxbbl no
Hagsopy B cdpepe 3awmThl Npas notpebutenen n Gnarononyyus Yenoseka (PBY3 «Poccuiickuin peructp
NOTEHLUMAaNLHO ONaCcHbIX XMMUYECKUX 1 Buonornyeckux sewects» PocnotpebHaasopa),

depepanbHbiM  rOCYAapCTBEHHbIM ~ YHUTApHbIM  npeanpusaTueM  «BcepoccMnckui  HaydHo-
uccnenoBaTensCkUil LEHTp CcTaHjaptu3auuu, uHdopmaumm u ceptudpukaumn Coipba, mMaTepuanos WU
BewlecTB» (SryYM «BHULICMB»)

2 BHECEH $egepanbHblM areHTCTBOM MO TEXHUYECKOMY PErYNIMPOBaHNIO U METPOSOrUN

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO CTaHZapTu3auuu, MEeTponorun u ceptndukaymm
(npoTtokon Ne 44-2013 ot 14 HOsGpsA 2013 T1.)

3a NpuHATME NPOroyiocoBau:

KpaTKoe HanmveHoBaHWe CTpaHbl KOA CTpaHbl Coxpau.|eHHoe HanmeHoBaHue HauMoHanNbHOro opraHa
no MK (UCO 3166) 004 - 97 no MK (MCO 3166) 004 - 97 no cTaHAapTUsaumn
ApmeHus AM MuHakoHOMUKK PecnyGnukn ApmeHus
Kuprusus KG KelprolscTaHgapT
MonpoBa MD Monposa-CTtaHgapT
Poccus RU Poccranpapt
TamXXuKncTaH TJ TafaXuKcTanaapT

4 Hacrosiwmit ctaHAapT UAEHTUYEH MexayHapoAHOMY AokymeHTy OECD Test Ne 428:2004 «Skin
Absorption: In Vitro Method» (KoxHo-pe3opOTuBHOE AENCTBUE: METOZ in Vitro).
MepeBoA C aHrMMICKOro s3blka (en).
CteneHb cooTBeTCTBUA — uaeHTu4Hasa (IDT)

5 Mpukasom deaepanbHOro areHTCTBa MO TEXHUYECKOMY PEryrupoBaHUIO M METPOrorMu ot 22 HosibpA
2013 1. Ne 774-ct mexrocyaapctBeHHbin ctaHgapT MTOCT 32435-2013 BegeH B AeMCTBME B KA4yeCTBe
HaumoHanbHOro craHgapta Poccuiickon ®egepauumn ¢ 1 asrycra 2014 r.

6 BBEJEH BINEPBbIE

UHpopmauusa 06 usMmeHeHull K HacmosiwyeMy cmaHlapmy nybnukyemcsi 8 €Xe200HOM
UHhOPMAUUOHHOM yKasamerne «HayuoHanbHble cmaH0apmbl», @ MmeKcm Uu3MeHeHull u npasoK e
EXEeMEeCSYHOM  UH(hOPMAaUUOHHOM yka3amerne «HayuoHanbHbie cmaHlapmbi». B crnydae nepecmompa
(3aMeHbl) unu  OMMEHbI  Hacmosawie20 cmaHdapma coomeememesylouwee yesedomneHue 6ydem
Onyb/uUKoB8aHO 8 EXEMECSYHOM UHOPMaUUOHHOM yKa3amene «HayuoranbHble cmaHOapmbiy.
Coomeemcmsyrowias uHpopmayus, yeeOoMIeHUs U MeKcmbl pasMewaomes 6 UuHphoOpMauUuoHHOU
cucmeme o06we20 nonb30s8aHus — Ha UHOpMayuoHHOM calime @edepanbHo20 azeHmemea o
MEeXHUYeCKOMYy peaynuposaHuio U Memposioesuu 6 cemu IHmepHem.

© Cranpaptuidopm, 2014

B Poccuiickon deaepaumn HaCTOSILUMI CTaHAAPT HE MOXET OblTb NOMHOCTLIO MAKM YaCTUYHO

BOCMPOM3BEAEH, TUPAXUPOBAH W pacrnpocTpaHeH B kadyecTBe OduUManbHOro usgaHua 6e3 paspeweHus
denepanbLHOro areHTCTBa No TEXHUYECKOMY PeryrnmpoBaHuio 1 METPONOrMn
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BBepeHue

[aHHbIV aKcnepuMeHTanbHbIn MeToA Obin paspabotaH Ana nonyvyeHna uHdgopmayun ob abcopbumm
UCCNeayeMoro BeLUeCTBa, HAHECEHHOr0 Ha yAaneHHYK KOXy. lVccnegoBaHue MOXET NpoBOAUTLCHA B
COYeTaHuu C UccrneaoBaHueMm KOXXHO—Pe30pOTUBHOIO aencteus in vivo no MOCT 32371 unu otaenbHo. Mpu
noAroToBKE NCCNeL0BaHMs, OCHOBAHHOIO Ha JaHHON METOAMKE, peKOMeHAyeTca ucnons3osars [1].

MeToabl Ana OUEHKM CMOCOOHOCTM XMMUYECKMX BELLECTB NMPOHMKAThL Yepe3 KOXKy AensATCcs Ha ABe
Kateropuu: in vivo u in vitro. B nocneagHee Bpemsa paspaboTaHbl MeTOAbl in Vitro, KOTOpble OMnMUCaHbl B
PykoBoagdawem gokymeHte O3CP [2]. Pykoeogdawmn gokymeHt O3CP [2] no3sonseT BbibpaTb Hanbonee
noaxoAsALWui MeToa;: in vivo nnbo in vitro.

MeToabl in vitro oueHuBalT AUDPY3NID XUMUYECKMX BELLECTB B KOXY W 4epe3 Hee, U MOryT
UCMONb30BaTh HEXM3HECNOCOOHYIO KOXY TONLKO ANA u3MepeHus audy3un, Unm CBEXyo MeTabonuyecku
AKTUBHYIO KOXY ANs OAHOBPEMEHHOTrO0 u3MepeHus Auddy3un U KOXHOro metabonuama. Takue MeToaebl
HaLMM LUMPOKOE MPUMEHEHWEe ANA CPAaBHUTENbHOW OLIEHKU HanuM4uus BELLeCTBa B KOXE U NPOHULLAEMOCTM
pa3nuuHbIX NpenapaTtoB 4epe3 Hee, a Takke MOryt obecneuMBaTb MOAENU AN OLEHKM NEpPKYTaHHON
abcopbuun y nogeii.

MeTogab! in vifro MOryT NPUMEHATLCA BO BCEX CUTyauUsAX U AN BCEX KNACCOB XMMWYECKMX BELLECTB.
MeTtoabl in vifro MOXHO MUCNONb30BaTb ANS Ha4anbHOr0 KOMMYECTBEHHOro OnpeaeneHus NPOHULIaemMoCTy
KOXW. [aHHbI METOA COAEPXXUT OCHOBHLIE MPUHLMMBI ANS ONPEAENeHns KOXHO-Pe30pOTUBHOIO AeCTBUA U
HanmuMuusa uccneayemoro BeLUecTBa B yAaneHHOW Koxe. B uccrnegoBaHuu MOXET MCMOMb30BaTbCA KOXKa
MHOTMX BUAOB MITEKOMUTAIOLLMX, B TOM YUCHIE U KOXa YenoBeka. MpoHNLaeMOCTb KOXU NOCe OTAeNeHus ee
OT Tena NOAAEPXKMBAETCH 3a CYeT OCHOBHOrO AUMdY3MOHHOrO Bapbepa HEXM3HeCNoCOOHOM pPOroBon
060M04KK, B KOTOPOI aKTUBHOE NPOXOXKAEHME BELLECTBA Yepe3 KOXy He ObINo 3aperucTpupoBaHo.
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M EXTOCYJAAPCTBEHHSGBM®WW CTAHILAPT

METOAbI UCTMbITAHUA NO BO3AEUCTBUIO XMMUYECKOMN NMPOAYKLIUK
HA OPrAHU3M YENOBEKA

KoxHo-pe3op6TuBHOE AEUCTBME: METOS in Vivo

Testing of chemicals of health hazard
Skin absorption: In vitro method

Nara BBegeHms — 2014-08-01

1 O6bnactb npuMeHeHUN

Hacroawui craHgapt ycTaHaBnuMBaeT nNpPoOUEAYpPY WCNbITAHUS KOXXKHO-Pe30pOTUBHOIO AeWcTBUSA
XUMWUYECKOW NPOAYKUMU METOAOM in vitro.

2 TepMUHBbI U onpeaerieHus

B HacTosiLLem cTaHgapTe NPUMEHEHBI CNeaYIoLNE TEPMUHBI C COOTBETCTBYIOLLIMMU ONpPeAEnNeHUsIMM:

2.1 uccneayemoe BelwecTtBo: Marepnan, 4bu abCOPOUUOHHBIE XapaKTEPUCTUKU AONMKHbI ObiTb
u3yyeHbl. B ngeansHom cnyyae, BeLeCTBO AOMKHO ObiTb C PAANOAKTUBHON METKOM.

2.2 HenornoweHHasa po3a (Unabsorbed dose): BelectBo, CMbITOE C MOBEPXHOCTM KOXW MoOcCne
9KCNO3WLMM UMM NPUCYTCTBYIOLLEE HA HErepMeTUYHOW NOBA3KE, a Talkke KONMMYECTBO BELLUECTBA, KOTOpoe
MCNapumnoch C KOXU BO BPEMS 3KCMO3ULUK.

2.3 nornolweHHas aosa (in vitro) (Absorbed dose): Macca ucnbiTyemoro BewlecTBa, 4OCTUILLAA B
TeyeHue onpeaeneHHoro BPEMeH NPUEeMHOro pacTBopa Unu KPOBOTOKA.

2.4 nornowaeman gosa (in vitro) (The absorbable dose): BewectBo, NpUCyTCTBYIOLLEE HA UMK B
KO nocne npoMbIBKM.

MpumMmeuaHue— lpn NONL3OBAHUM HACTOALLMM CTaHAAPTOM LienecoobpasHo MpoBepuTh AeiicTBue
CCBIMOYHBIX CTaHAapToB B MH(OPMALMOHHOM cucTeMe OGLLEro Nonb3oBaHUsA — Ha ouumManbHOM caiiTe degeparnbHoro
areHTCTBa N0 TEXHUYECKOMY PErynupoBaHuio U METPOMNOrMN B CeTU MHTEPHET Ui Mo eXerogHoMy WH(OPMaLMOHHOMY
yKasaTento «HaluoHanbHble CTaHAapThl», KOTOPLIA OnyGrMKOBaH MO COCTOSHUK Ha 1 siHBapsA Tekyliero roga, U mno
BbINyCKaM €XeMeCs4HOr0 MH(OPMAaLMOHHOrO ykasaTens «HauuoHanbHBI CTaHAapThi» 3a Tekywwit rog. Ecmu
CCBIMOYHBIN CTaHAAPT 3aMeHeH (M3MeHeH), TO NPy MoNb3oBaHWUW HACTOSLLWUM CTaHAAPTOM CleAYyeT PYKOBOACTBOBATLCH
3aMeHALUM (M3MEHEHHBIM) CTaHAapToM. ECnu CChiNOYHbIA CTaHAapT oTMeHeH 6e3 3aMeHbl, TO MOMOXeHWe, B
KOTOPOM AaHa CChirika Ha Hero, MPMMEHSKOT B YacTy, He 3aTparuBatoLLeil 3Ty CCbIKy.

3 MpuHUMN MeToaa UCTbITAaHUN

Mcecnegyemoe BeLecTBO, BO3MOXHO C pagMOaKkTUBHOW METKOM, HAHOCAT Ha MOBEPXHOCTb KOXHOro
obpasua, pasgensiowero ase kamepbl gUDY3MOHHON sHEnKn (KNeTkM). BewwecTBo OCTaBnNsOT Ha KOXe Ha
onpeaeneHHoe BpeMs NpU OMpeAenieHHbIX YCIOBMSX, A0 YyAAaneHust BeLecTBa C WCMOMb30BaAHUEM
COOTBETCTBYIOLLElN npoueaypbl OMUCTKW. MPUEMHYIO XMAKOCTb COBUPAIOT B Pa3nUYHbLIE NEPUOLLI BPEMEHU B
TEYEHME FKCMEPUMEHTA U aHANU3UPYIOT Ha MPUCYTCTBME BELLECTBA W/MMKN ero MeTabonuTos.

Mpu ncnonb3oBaHnm metTabonnyeckn akTUBHbIX cUcTeM MeTabonuTbl UCCreayeMbIX BELLECTB crieayeT
aHanu3upoBaTb COOTBETCTBYIOLMMM MeToAaaMu. [0 OKOHYaHuM 9SKCNEPUMEHTAa, Npu HeobXOAMMOCTH,
KONMYECTBEHHO OLIEHMBAIOT pacrnpeeneHue uccreayemoro BeLecTsa u ero MetabonuTos.

Mpu COOTBETCTBYIOLLMX YCMOBUAX, PACCMOTPEHHbLIX B AAHHON METOAUKE U PYKOBOAALLEM JOKYMEHTE
[2], abcopbuuto uccnenyemoro BeLLECTBA B TEYEHME JaHHOTO Nepuoaa BPeMeHU U3MeEPSAIOT NyTeM aHanumsa
NPUEMHOro pacTeopa 1 06paboTaHHOW KOXMU.

Mcenenyemoe BeLLEeCTBO, OCTABLUEECH HA KOXE, pacCMaTpuBaloT, kak abcopbupoBaHHOE, ecnu TONMbKO
He nokasaHo, 4To abcopbuma MoXeT onpeaensaTbCa TONLKO MO BEnMYMHaAM NMPUEMHOro pacteopa. AHanus
OPYrnux KOMMOHEHTOB (BELLECTBO, CMbITOE C KOXXWU MMM OCTaBLUEECS B KOXHbIX CNOSAX) NO3BONAET NPOBOAUTL
JanbHENLLYIO OLEHKY JaHHbIX, BKMIOYas MONHOE pacnpeaeneHne u NpoUEHTHOE CoAEPKaHNe UccneayemMoro
BELLECTBA.

U3panue omumnansHoe
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Onsi npaBunbHON NOCTAHOBKU W AOCTOBEPHOCTM TECTOBOM CUCTEMbI B UCMbITATENbLHON nabopatopuu,
pe3ynbTaTbl A58 COOTBETCTBYIOLLMX KOHTPOMbHbIX BELLECTB AOIMKHbI ObITh AOCTYMHbI U a4eKBaTHbI AaHHbIM,
OnyGnUKOBAHHLIM B NUTEpATYPE MO MCMONbL3OBAHUIO 3TOr0 MeToaa. YkazaHHoe TpeboBaHue MOXET ObiTb
YAOBNETBOPEHO TECTUPOBAHWEM KOHTPOMbLHOMO BellecTBa (MPeanoYTUTENbLHO C NMNOMUNBHOCTLIO, OM3KON
K uccrnegyeMomy BELLECTBY) napannenbHo ¢ uccrnegyeMblM BELWECTBOM MU NYTEM CPaBHEHUS MOSMYYEHHbIX
paHee AaHHbIX ANS PsAAa KOHTPOIMbHbIX BELUECTB C PAa3fMYHON NUNOMUABHOCTLIO (Hampumep, KOMEWH,
OeH301Hasn KUCNOoTa MU TECTOCTEPOH).

4 OnucaHue MeToaa UCNbITAHUN

4.1 Oudpdy3noHHaa auenka
Oudbdy3anoHHas Ayenka COCTOMT M3 OOHOPCKOW KamMepbl M MPUEMHOW Kamepbl, MeXAy KOTOpbIMU
nomMeLyaeTca koxa (npumep TUNUYHOTO YCTPOMCTBA NPUBEAEH HA PUCYHKE 1).

N—
0,
v

A W
E

A — unbTP U3 aKTUBMPOBAHHOTIO YrNA (4Na NeTy4mx uccrnegyembix BELLECTB);
B — poHopckasa kamepa FI‘-IGVIKVIé
B — koxxHasa obonoyka, 2,54 cM”;

I — nogaepxuBatoLlas ceTka;

[ — creknaHHasa andpdy3noHHaa a4venika;

E — MarHuTHbIl BpaLLaloLLMIACH CTEPXKEHD; .

XX — npuemHas kamepa / pactBop ¢ Temnepatypon (32+1) C nogaep>kmpaemon ¢ NOMOLLbIO BOASAHON
0aHu;

3 — aBTOMaTMyeckuii NPpo6ooTOOPHUK, 3anporpaMMMpPOBaHHbLIN Ana otbopa npob B onpeaeneHHoe
BpeMsi; nunetka / wnpuy Ans otbopa npo® B nOMUHECUEHTHble wunu BIXKX cocyabl; obbem,
noaaepXXMBaemMblii NyTem 00aBMNEeHNA CBEXEr0 NPUEMHOr0 pacTBopa.

PucyHok 1 — MNpumep TUNMYHOrO YCTPOMCTBA CTaTtuyeckon Andpdy3MOHHON AYENKU ANA NPOBEAEHUS
nccneaoBaHuii NepkyTaHHow abcopbumm in vitro

Aveiika pgomkHa obecneuuBaTb FEPMETUMYHOCTE  BOKPYT  KOXM, CMOCOOCTBOBATH  NErkomy
NPUroTOBMNEHNIO 00pas3sLoB M XOpOLUEMY MepeMeLuMBaHU NPUEMHOr0 pPacTBopa B KOHTakTe ¢ obpaTHom
CTOPOHOW KOXW, ONTUMAanbHbIN TEeMNEepaTypHbIA KOHTPOMb SYENKM M ee coaepxumoro. [na nposeneHus
3KCNEepUMEHTa NOAXOAAT KaK CTaTu4eckue, Tak U NPOTOYHbIE AUDPYINOHHBIE SHENKN.

[oHOopcKkne sYenkn OCTaBNAT OTKPbLITBIMA BO BpeMs  9KCMO3MLMWM  ONpedeneHHOW  [0301
3KCMepuMeHTansHoW npobbl. [nsa HeonpeaeneHHbIX BUAOB WM HEKOTOPbIX CLEHapUeB MPUMEHEHUA Ans
onpeaeneHHbIX 403 A4ENKN MOTYT ObITh 3aKPbLITHI.
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4.2 MpueMHbINA pacTBOp

MpeanoyTUTENBLHO MCMONB30BaTh (PU3NMONOrMYECK NPOBOAALLMIA NPUEMHBINH PACTBOP, OAHAKO, MOTYT
MCNOMb30BaTbLCA U APYrME PacTBOPbI NPU YCNOBUK, YTO UX NPUMEHEHNE 060CHOBAHO.

Heo6x04MMO 3HaTh TOYHbIW COCTAaB MPUEMHOrO pacTeBopa.

Vccnenyemoe BELLECTBO AOMKHO ObiTb PacTBOPUMO B MPUEMHOM pacTBOpe Takum 06pa3oMm, 4ToObI
3TO He meLwano abcopbumn.

MpuemHbIii PaCTBOP HE AOIMKEH OKa3biBaTh BAUAHUA HA LENOCTHOCTbL KOXHOTO 06pasua.

B npoTO4YHbLIX CUCTEMAaxX CKOPOCTb MOTOKA He AOSHKHA mewaTtb Anddy3um uccneayemoro BELLECTBaA B
npuemHbIii pacTBop. B craTuyeckux cuctemax npuemHbIi pacTBop AOJDKEH NOCTOSIHHO NEPEMELLMBATLCS U
perynspHo o6HOBRsATLCA. [pu u3ydyeHun MeTabonuaMa NPUEMHbIN PacTBOpP AOMKEH MNOoAAEPXUBATb
>KM3HECMOCOOHOCTb KOXMW Ha MPOTSHKEHMU BCETO IKCNEPUMEHTA.

4.3 MoaroToBKa KOXW

B aKCnepumeHTE MOXET WCMONb30BaTLCA KOXA 4YEenoBEeKa WNu UBOTHLIX. [peanovTuTensHo
MCMOMb30BaTb >KU3HECMOCOOHYIO KOXY, HEXU3HEecnocobGHas Koxa Takke MOXET MCNOoNb30BaTbCs MNpu
YyCMOBUM, 4YTO TNOATBEPXKAEHA €€ LeNoCTHOCTb. [purogHbiMu Ansi NpUMEHEHUst SIBMSIOTCH,  Kak
anuaepmarnsHbie 060noYkM (pasaeneHHble 06paboTKO SH3UMaMM, TEMNOM WU XMMUYECKUM CMOCOBOM),
Tak U paclenneHHble KoxHble obpasybl (06biMHO OT 200 40 400 MKM TOMLWMHOM), MOArOTOBSIEHHLIE C
nomoLlbio gepmatoma. MoXeT UCNONb30BATbCA KOXA OObIMHONM TONMWMHBI, HO U3ObLITOYHON TOMLUMHBI KOXM
(npubnusutenscHo > 1 MM) crneayeT usberarb, €Cnu TONbKO 3TO HE ABNSIETCA crneuuarnbHbiM TpeboBaHuem
Ans onpefeneHunst BeLEeCTBa B CIOSIX KOXXMW.

Moabop BMAOB, aHATOMUYECKOE MECTO U TEeXHUMKA NPEenapupoBaHUS [OIDKHbI ObiTb OBGOCHOBAHBI.
Heobxoaumo nonyyeHue AOCTOBEPHBbIX AAHHBLIX, KAK MUHMMYM, YETbIPEX BOCNPOU3BEAEHUM ANSA KAKAOM
3KCnepuMeHTanbHON NPoobI.

4.4 LlenocTHOCTb KOXHOro oopasua

Pe3ynbtaTtom HenpasuiibHOW NOATOTOBKM MOXET SABMTLCS NOBPEXAEHUe poroporn 060f04YKU, NOITOMY
LIeNOCTHOCTb NOArOTOBMEHHON KOXM AOIDKHA ObiTh NMpoBepeHa. Mpu uccneaoBaHuM KoXHoro metabonuama
CBEXE CpesaHHas Koxa [JOrpkHA OblTb UCMONb30BaHA, Kak MOXHO ObiCTpee npu  yCroBUSIX,
noaJepXuBaloLMx MeTabonMyeckylo akTUBHOCTb. CBeXe Cpe3aHHas KoXka AoIkHa ObiTb UCnonb3oBaHa B
TeYeHue 24 4acoB, HO NPUEMMEMbIA MEPUOS XPAHEHUS KOKU MOXET W3MEHSITbCA B 3aBUCMMOCTU OT
CUCTEMbI SH3MMOB, BOBMEYEHHbLIX B META00NU3M, U TemnepaTyp xpaHeHus. Korga npobbl KOXu XpaHATCa Ao
NCMNONb30BaHUA, He0BX0aUMO yBeanuTLCA, YTO noaaepxuBaeTca 6apbepHasa PyHkUuS.

4.5 NoaroroBka uccneayemoro sewecrsa

Mpoba nccneayemoro sewectsa (HanpuMep, YUCTbIN, pa3GaBneHHbI UNU CMELLAHHbLIN MaTepuan,
coaepxaLunin uccnegyeMmoe BeLecTBO, KOTOPbIN HAHOCUTCA HA KOXY) A0JMKHA ObiTb NOArOTOBNEHA B TON Xe
dopme (unu B hOopMe COOTBETCTBYIOLLUErO Cypporata), B KOTOPOW YenoBeK uMnu Apyrue noTeHuuanbHble
uenesble BMAbl MOTYT noABepraTbCsi €€ BO3aeicTeuio. Jliobble apyrue hopmbl MCNonb3yeMon nposbl
DOIMKHBbI BbITb 060CHOBAHBI.

4.6 CocTaB ¥ KOHUEHTpPaLuM uccrneagyemMoro sewecrasa

OG6bI4HO ucnonb3yeTcsi bonee OAHOW KOHLUEHTPaLuWM UCCneayeMoro BeLecTsa B AnanasoHe peanbHbiX
BO3JENCTBUN Ha 4enoBeka. Takke A0MKEH ObiTb PacCMOTPEH 3KCNEepUMEHTAaNbHbLIN ANANAa30H TUNNYHBIX
COCTaBOB.

4.7 HaHeceHune BewecTBa HA KOXY

HaHeceHune sewecTsa, UMUTUPYIOLLEE BO3IENCTBME HA YenoBeka, coctaBnsaeT ot 1 4o 5 MI/CM KOXM
ana Teepabix Bewects U ao 10 MKI/CM? ana xmvakocren. KonuvectBo A0MKHO ObiTb 0060CHOBaHO
OKMAAEMbIMU  YCMOBUAMU  NPOBEAEHUSI  UCMLITAHWSA, LUENaMU  UCCNneaoBaHuMa U pusndeckumm
XapakTepuctukamu npo6el. Hanpumep, HaHECEHUS! HA KOXKY MOTYT ObITb HEONpeAeneHHbIMU, B Cry4ae, ecnu
MCNonNb3yloTCs 6oNnblUME KONUYECTBA BELLECTBA HA €AMHULLY NOBEPXHOCTHU.

4.8 Temneparypa

Ha naccueHyio ancddysuio BELECTB (M, COOTBETCTBEHHO, HA KOXXHO-PE30POTUBHOE AEWCTBUE) BNUSAET
Temnepartypa. Ana Audy3MOHHON KamMepbl U KOXU A0MMKHA NOAAEPKMBATLCA NOCTOAHHAA Temneparypa,
6nu3kan Kk HOopMmanbHON Temnepartype koxu (32+1) C. Pa3anuuHble KOHCTpyKuuuM sdveek TpebyioT
NPUMEHEHNA PasfUYHbIX BOASIHBIX OaHb U HarpeBaeMbiX TemnepaTypHbix GrokoB AnsA noaaepXaHus
HU3MonNorM4eckonn HoOpMbl ANst KOXKM U NMPUEMHOTO pacTBopa. BnaxHoctb gomkHa ObiTh B npeaene ot 30 %
80 70 %.
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4.9 MNpooomKUTeNbHOCTL 3KCNO3ULIMU U Nepruoaa HabNaeHun

3KCNO3NLMA KOXM UCCIIeAYEMbIM BELLECTBOM MOXET MPOAOIHKATLCA B TEYEHUE BCEro 3KCNepUMeEHTa
unu B TeYeHue Gomnee KOPOTKMX MepuofoB (4Ns MMUTUPOBaHWUA cneuudm4eckoro Tuna BO3AEUCTBUA HA
yenoseka). Koxa gomkHa OblTb NpoMbITa OT M36bITKA MCCNEeayeMOro BewecTBa noaxoaswuM pPacTBOPOM
MOIOLLIEr0 CpeACTBa, a NPOMbIBOYHbINM PacTBOp AOIMKEH ObITb cobpaH ana aHanusa. Mpoueaypa yaaneHus
uccneayeMoro BellecTBa 3aBMCMT OT npejnonaraemMbixX YCMOBWW €ro UCNONb3OBaHWUA U AOMkHA ObiTb
o6ocHOBaHa. [N nNonydYeHus xapakrepuctuku abcopbumoHHoro npoduna Tpebyerca nepuoa HabnoaeHun
B 24 vaca. [ockonbKy LENOCTHOCTb KOXM MOXEeT OblTb HapylleHa no NpOLeCTBUM 24 4acoB, nepuog
HabnioaeHun He AOMKeH npeBblwaTtb 24 yaca. [na uccnegyeMbiX BewecTB, KOTOPbIE MPOHMKAIOT Yepes
KOXXy MeAneHHO, MOryT notpeboBatbcsa Gonee AnuHHbIE nepuoabl. Yactora ot6Gopa npo6 npUeMHOro
pacTtBopa A0IhKHA NO3BONATL NPEACTaBUTL aGCOPOLUMOHHLIN NPOGUNbL BELLeCTBa rpacuyecku.

4.10 Mpouenypbl NpeKpaweHus IKCnepuMmeHTa

Bce KOMMOHEHTbI TECTOBOW CUCTEMBbI AOMKHbI ObITb MOABEPrHYTHI aHanNU3y, W NOMyYeH pesynbTar.
KOMNOHEHTHI BKIOYAKOT AOHOPCKYIO KamMepy, CMbIB C MOBEPXHOCTU KOXMW, NPOBY KOXK, a Taioke NPUEeMHbIN
pacTBOp M NPUEMHYIO KaMmepy. B HekoTopbix crnyyasx, koxa MoxeT ObiTb pasgeneHa Ha obnactb,
MoABEpraBLUYOCS BO3AENCTBMIO, M 00nacTb nog GOPTUKOM sYEenku, a Takke Ha poroByld 060NouKy,
anuaepManbHyo U AepmanbHyo dpakummn Ans npoBeaeHUsa 0TAeNbHOro aHanusa.

4.11 AHanus

Bo BCex MCCNEAOBaHWAX AOIMKHbI ObITh MOMYYEHbl aAeKBaTHble pe3ynbTaTthl (Lenblo AOMKHO ObITb
cpefHee 3HayeHue paguoaktuBHocTM  (1001£10) %, niobOble OTKMOHEHMA AOMKHbI ObiTb OGOCHOBAHLI).
JomkHbl ObITb NPOAHANM3UPOBAHBLI C UCMONBL30BAHWEM MOAXOAALMX METOAOB: KONUYECTBO UCCNEayeMOro
BELLEeCTBa B NPMEMHOM pacTBope, Npoba KOXu, CMbIBbI C MOBEPXHOCTU KOXU U NPpUGOPOB.

5 aHHbIe

JomkHbl ObITb MNpeAcTaBneHbl: aHanus MPUEMHOr0 pacTeopa, pacnpedeneHue uccneayemoro
BellecTBa B TeCTOBOW cucteme, abcopOUMOHHLIN npodhunb B 3aBUCUMOCTM OT BpemeHu. [pu
MCMOMb30BaHUM ONPEeAENeHHbIX 03 AOIMKHbI ObITb PACCUUTaHBI: KONMUMYECTBO BELLECTBA, CMbITOE C KOXM,
KONMYECTBO, OCTaBLUEECH Ha KOXE (M B Pa3NIMYHBLIX CMOSAX KOXW, €CNU NPOBOAMNCA aHanNU3) U KONU4eCcTBO
BEeLLeCTBa, NPUCYTCTBYIOLLEE B NPMEMHOM pacTBope (CTENnEeHb, KONUYECTBO U NPOLIEHTHOE coaepXXaHue ot
ucnonb3yeMon Ao3bl). MHorga KOXHO—pe3opOTUBHOE [AENCTBUE MOXET OLEHMBATLCS TOMbKO C
MCNONb30BAHWMEM AaHHBIX NMPUEMHOrO pacTteBopa. B cnyuae, koraa uccnegyemoe BELLECTBO OCTAeTcsl Ha
KOXE B KOHLIE MCCNEAOBaHWA, JaHHOE KONMYECTBO CrieZlyeT BKIOYaTh B 00LLee KONMYECTBO NOrMOLLEHHOTO
Bewectea. [pM MUCNONMb30BAHWMM HEONMPEAENEHHbIX [03 MOJyYEeHHble [AaHHble MOTyT MO3BOMNSAThb
paccyuUTbiBaTb KOHCTAHTY npoHuuaemoctu (Kp). B nocnegHemM cnyvae NnpoueHT NorfoLweHHOro BeLecTsa He
MOXET ObITb paccUnTaH.

6 Otyer

OT4yeT O NpoBEeAEHWM UCNbITAHMA JOIDKEH BKNodYaTb TpeboBaHusA, OOYCNOBNEHHblE TECTOBbIM
NPOTOKONOM, B TOM u4ucne OOGOCHOBAHWE WCMOSNb30BAHUSI [AHHON TECTOBOWM CUCTEMBbI, U COAEpPXaTb
cneayoLlyio nHopMaumio:

Uccnenyemoe BewecTBo:

-husnyeckaa npupoaa, (Pusnko—xmMuyeckue CBOMCTBA (Kak MUHMMYM, MOMEKynsipHas macca u log
Pow), unctoTta (paanoxmmumyeckasn YncroTa);

-naeHTUPUKALMOHHBIE AAHHbIE (HaNpUMep, HOMEpP napTuu);

-pacTBOPUMOCTb B NPUEMHOM PaCTBOpE.

Mpo6a uccneayeMoro sewecTea:

-cocTaB U 060CHOBaHUe UCNONb30BaHUS;

-rOMOT€HHOCTb.

Ycnosua nposefeHnA IKCNepuMeHTa:

-UCTOYHUK W MEeCTO KOXW, MeTOo[ MOArOTOBKM, YCIIOBUS XpaHEHMsI [0 UCMOSb30BaHU,
npeasaputenbHas NOArotToska (04UCTka, 06paboTka aHTMOUOTUKOM U T.4.), UBMEPEHMUS LEENOCTHOCTU KOXMU,
meTabonuyeckuin cratyc, 060CHOBaHME UCNONb30BAHUS;

-yCTPOWCTBO SIYENKM, COCTaB MPUEMHOr0 pacTBOpa, CKOPOCTb TEYEHUsi MPUEMHOrO pacTeBopa WNu
nepuoasl HabnoaeHUi U NPoLEeAyp.l;

-ONUCaHne HaHeceHns UCcneayeMoro BELLEeCTBa U KONIMYECTBEHHOE ONUCAHNEe HAHECEHHbIX 403,

-NPOAOIMKUTENBHOCTL IKCMO3NLUMK;

-OnucaHue yaaneHna uccneayeMoro BeLUeCTBa ¢ KOXW, HanpuMep, NPOMbIBKA KOXU;

-ONMCaHWe aHanu3a KoXwu, CnocoObl (hpaKUUMOHMPOBAHUA, UCMNOMb3yeMble ANns AEeMOHCTpauun
pacnpeaeneHns BELWeCTBa;

4
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-npoueaypbl MPOMbIBKU SHENKM U 000PYAOBAHUS;

-METOAbl WCCNefoBaHWMK, Cnocobbl JKCTpakuuu, npeaensl OonpeaeneHuss W NOATBEPKAEHWE
aHanuMTUYeckoro Metoaa.

PesynbTarbl:

-BCE pe3ynbTaTbl 9KCNEepUMeHTa (HaHeCeHHas 403a = CMbIBbl C KOXU + KOXa + MPUEMHbIA pacTBop +
CMbIBbI C G4ENKN);

-TabnuyHoe npeacTaBneHne pe3ynbTaToB A4ENKM ANA KaX40ro 3KCnepumeHTa;

-abCcopOUUNOHHBIN NPOdhuns;

-TabnuyHoe npeacTraBneHne AgaHHbiX 00 abcopbumm (BbIPaXKEHHbLIX KaK CTEMEHb, KOMUYECTBO M
NPOUEHTHOE COOTHOLLEHUE).

OGcyxaeHue pe3ynbTaToB.

BbiBOAbI.



rocT 32435—2013

Bubnuorpadgua

1.PykoBogsawmin sokymeHT OOCP Test Ne 428 «Skin Absorption: In Vitro Method».

2.Pykoeoasawmii gokymeHT OSCP «Guidance Document Ne 28 for the Conduct of Skin Absorption Studies»
3.0ECD (2004). Test Guideline 427: Skin absorption: Method. OECD, Paris.

4.OECD (2004). Guidance Document for the Conduct of Skin Absorption Studies. OECD, Paris.

5.0ECD (2000). Report of the Meeting of the OECD Extended Steering Committee for Percutaneous Absorption Testing,
Annex 1 to ENV/JM/TG(2000)5. OECD, Paris.

6.Kemppainen BW and Reifenrath WG. (1990). Methods for skin absorption. CRC Press, Boca Raton.

7.Bronaugh RL and Collier, SW. (1991). Protocol for In vitro Percutaneous Absorption Studies, RL Bronaugh and Hl
Maibach, Eds., CRC Press, Boca Raton, pp. 237-241.

8.Bronaugh RL and Maibach HI. (1991). J7In vitro Percutaneous Absorption Studies, RL Bronaugh and HI Maibach,
Eds., CRC Press, Boca Raton.

9.European Centre for Ecotoxicology and Toxicology of Chemicals (1993). Monograph Ne. 20, Percutaneous Absorption,
ECETOC, Brussels.

10.Diembeck W, Beck H, Benech-Kieffer F, Courtellemont P, Dupuis J, Lovell W, Paye M, Spengler J, Steiling W (1999).
Test Guidelines for In vitro Assessment of Dermal Absorption and Percutaneous Penetration of Cosmetic Ingredients, Fd
Chem Tox, 37, 191-205.

11.Recommended Protocol for JIn vitro Percutaneous Absorption Rate Studies (1996). US Federal Register, Vol. 61,
No. 65.

12.Howes D, Guy R, Hadgraft J, Heylings JR (1996). Methods for assessing percutaneous absorption. ECVAM
Workshop Report ATLA 24, 81 R10.

13.8chaefer H and Redelmeier TE. (1996). Skin barrier: principles of percutaneous absorption. Karger, Basel.
14.Roberts MS and Walters KA. (1998). Dermal absorption and toxicity assessment. Marcel Dekker, New York.

15.Jewell, C., Heylings, JR., Clowes, HM. And Williams, FM. (2000). Percutaneous absorption and metabolism of
dinitrochlorobenzene in vitro. Arch Toxicol 74: 356-365.



YK 658.382.3:006.354 MKC 71.040.50 T58

KntouyeBble crosa: XMMMYeckas NpoayKUMs, BO34ENCTBME Ha OPraHn3M YenoBeka, MeTog
MCMbITaHWIA, KOXXHO-pe30pOTUBHOE AENCTBKE, in Vitro




MoanucaHo B neyvats 01.04.2014. ®opmat 60x841/5.
Ycn. ney. n. 1,40. Tupax 31 ak3. 3ak. 973

MoaroToBNEeHO Ha OCHOBE ANEKTPOHHON BEpCUM, NPeA0CTaBEHHON pa3paboTunkomM cTaHaapTa

®ryn « CTAHOAPTUHOOPM»,
123995 Mockea, paHaTHbIN nep., 4.

www.gostinfo.ru info@gostinfo.ru


http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293774/4293774819.htm

