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Accoumaums «HIM KL CHIM»

UpeHTUdUKaLmA U uccnegoBaHne XMMUYECKOM
[ NN npoAyKLuuKu, cooTBeTcTBUE Nnabopatopuis
= Wil Hagniexallei nabopatopHou npaktuke (GLP) O3CP

3anueBa Mapua AHaToNbeBHa

K.M.H., B.H.C., MRQA,

HauMOHaNbHbIU UHcNeKTop GLP PMBA Poccun
pykoBoauTenb otaena obecneyeHnA KayecTsa
®rbYH UT ®MBA Poccum




Mporpamma nccnepoBaHusa 6e3o0nNacHoOCTU

* |In silico
* In vitro e 2
¢ In vivo g




. TOCT 32645-2014 o1 01.06.2015 «McnblTaHNe HEMPOTOKCUYHOCTU Ha rPbI3yHax», /

HopmaTtusHasa 6aza O9CP

. TOCT 32373-2013 OCHOBHbIE TPEBOBAHWA K MPOBEAEHUIO NCMNbITAHUA I'IO

OLIEHKE OCTPOM TOKCMYHOCTM MPU HAKOXHOM MOCTYNJEHUK, (O3CP TEST ,_‘
Ne 402). <

. TOCT 32296-2013 OCHOBHbIE TPEBOBAHWA K NMPOBEAEHUNIO MCNbITAHKA NO .‘

OLLEHKE OCTPOW TOKCMHHOCTU MPU BHYTPUKENTYOAOYHOM NOCTYTNJIEHUN
METOA0OM ®UKCUMPOBAHHOIM N03bl, O3CP TEST Ne 420

. TOCT 32644-2014 MeTopa onpeaeneHma Knacca octpor TokcnyHoctu, O3CP Test No

423.

. TOCT 32641-2014 ONPEAENNEHWUE TOKCUYHOCTW MNPU

NMOBTOPHOM/MHOIOKPATHOM MEPOPA/IbHOM MOCTYMN/IEHUN BELLECTBA HA
[PbI3YHAX. 28- AHEBHbIN TECT (O3CP, Tect Ne407:2008,ITD)

. TOCT 32642-2014 ONPEAENEHUE TOKCUYHOCTW MNMPU

NOBTOPHOM/MHOIOKPATHOM HAKOXHOM MOCTYN/IEHUW. 28/21-AHEBHbIN
TECT (O3CP Test Ne 410).

. TOCT 32519-2013 WU3YYEHUE XPOHUYECKOMN TOKCUYHOCTM MNPU

BHYTPUXKENYAOYHOM BBEAEHWUU BELLLECTBA (O3CP Test Ne 452).

. TOCT 32437-2013 WU3YYEHME XPOHUYECKOW TOKCMYHOCTU MPU HAKOXHOM

MOCTYN/IEHMM BELLIECTBA (O3CP Test No 452).

O3CP Test Ne 424




in Silico

In silico ¢ ucnonb3oBaHMEM KOMMNbIOTEPHOTO
MOAEeNNPOBAHNA

Ba3bl AaHHbIX XMMKUYECKOM NPOAYKLUNN HA €AUHOM
2N1eKTPoHHOM nopTtane eChemPortal

| dSAR Toolbox - quantitative structure - activity

~ + relationship

~.MeTtogonorua IATA
-~ ¢'mocnesytoLLen OLEHKOM PUCKOB

-]

GLP npuHumnnol




In vitro

KorkHaa ceHcmbunmnlaumnsa, OTOTOKCUYHOCTD, Koppo3ma7=~' )
KOXW, MeCcTHO-pa3aparkatowee aencrsme — O3CP 435, 43_9'1 =
430, 442, 432, 433. N

MyTtareHHocTb — O2CP 471
Good In Vitro Method Practice




In vivo

O6uwada TokcnyHoctb — O3CP 420, 410, 407...

CneunduryecKkasa TokcnyHoctb — O3CP 421, 414, 415,
443, 451, 455, 456, 458, 460, 473, 474

JKCNepumeHTa/ibHble XUBOTHblE
[103bl
[lyTb BBeAeHuA




O3CP Test N2 420
Cxema npeaBapuUTeNIbHOro SKCNnepumeHTa:

- CMepTb

- BblpaXXeHHasA TOKCU4YHOCTb

- OTCYTCTBUNE TOKCUYHOCTHU

H/O - HayanbHasa Ao3a Ans OCHOBHOIMO UccrefgoBaHuA




O3CP Tect Ne 407
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MeTtoabl O3CP

e MuHUMM3aLUA KOJINYECTBA KUBOTHBIX
* TpeOOBaHMSA K COAECPKAHUIO TECT-CUCTEM
* IcribiTanue npeaeabHOr 10301

* ABTOMAaTH3UPOBAHHBIE CUCTEMBI
PETUCTPALIIU TECTOB

e Cuctema GLP ODCP!!!




UcnbiTaTeNnbHbIN LEHTP AOKNAUHUYECKUX
nccaeaoBaHUM

KomneTeHUMN NOATBEPKAEHDI:

- depepanbHoOU |
. (PocakKkpegutauua) (Cemaetenbctso Pocakkpeautaumm No 2 o
noaTBepKAEHUN

COOTBETCTBMA
nabopatopHon npakTuku O3CP, );

cnyxéou

no aKKpeguTauum

NPUHUMNAM  HaaNnexKallew

- 7 - Tlpnkas PocakkpeauTtaumnmn Ne H/M-11 ot 07 uiona 2017 r.)

I -"CnoBauKumm MOHUTOPUHITOBbIM OPraHoOM nNo akKKkpeaAuUTauunn —
~ .CHAC .

(Certificate SNAS Ne G-048). ,
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STATEMENT
OF GLP COMPLIANCE

No. G-048
Slovak National Accreditation Service certifies
conform: GLP sce 3 ; Principles of G
‘and Directive 2004/10/EC of European Parliament and of the Council, in the test facility:

«nstitute of Toxicology»

of Federal Medico-Biological Agency
Bechtereva Str. 1, St. Petersburg, 192019
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/ depnepansHOe rocygapcTBEHHOE DIOQKETHOE yYpEXOAEHNE HAYKN
“UNHeTnTyT TOoKCUKonornm ®eaepanbHOro Meauko-oronoru4yeckoro areHTcTea”

(PFBYH UT ®MBA Poccym)
MCﬂbITaTeﬂbeII/I LLI,eHT LLOKJ'II/IHVIHGCKVIX I/ICCJ'Ie,EI,OBaHI/II/I

CEMOQETEALCTEO

sdoapa e

- P e
&.._ b ot il gl
‘-@"' g M--‘T ,ql‘ iy & i A
At -

mnnh:d’-
e Rjenirocposecd qnu&nmﬂn E‘R‘:‘;‘."?u wiert cilitait e A
monmmoninognn  nmpe  mod  wosgos

| B Gt AU A Bt

U6 e

) Y7 +7-812-365-06-80
S I e-mail: institute@toxicologyy.ru




	Идентификация и исследование химической продукции, соответствие лабораторий надлежащей лабораторной практике (GLP) ОЭСР 
	Программа исследования безопасности
	Нормативная база ОЭСР
	in Silico
	In vitro
	In vivo
	ОЭСР Test № 420�Схема предварительного эксперимента:
	ОЭСР Тест № 407
	Слайд номер 9
	Методы ОЭСР
	Испытательный центр доклинических исследований
	Слайд номер 12

