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LleHTp GLP-nccnenosaHum

drboy BO PHUMY umMm. H.UN.NMnporosa MuH3apaBsa Poccum



PErviasaumna AOKJIMHUWYECKUE UCCJZIEQOBAHUA

1 MeTogonorusa opraHmsauum u npoBeneHus
AOKNMUHUYECKUX uccrnenoBaHnm B COOTBETCTBUM C
npUHUMNaMm Hagnexawen nabopaTtopHOU NMPaKTUKU
(Good Laboratory Practice, GLP)

1 MeTogmn4yeckne pekoMmeHAALUU BbINONHEHUA
BOKITMUHNYECKNX UccrieqoBaHMN B COOTBETCTBUM C
MeXAYyHapoAHbIMU U HALUMOHAaNbHbIMMU
pyKkoBoACTBaMu
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Peectp Pocakkpeantaummn GLP nabopatopun

Ha 13.10.2017

Ha3BaHue opraHn3auunm

Odarta
npu3HaHus

JlabopaTopusa 6uonorunyeckux ucnoitannn PUBX PAH 30.04.2014
UHCTUTYT TOKCMKONOrumn 14.04.2015
MHCTUTYT rMrueHbl, TOKCUKOSOrMM NecTULUAOB U XUMUYECKon 6e3onacHoOCTU 30.04.2015
um. ®©.0.9pucmaHa o
FocynapcTBeHHbIM Hay4YHO-UCCNeaoBaTeNIbCKUU UHCTUTYT OPraHn4eckom XMMmnumn 20.05.2015
M TeXHOosorum DR
UHdopMaLMOHHO-MEeTOANYECKNIN LIeHTP MO 3KCnepTu3e, yyeTy u aHanumay 01.06.2015
obGpalieHns cpeacTB MeaULMHCKOro npumeHeHus (Punuan B PoctoBe-Ha-[1oHY) R
LleHTp rurneHbl n anngemuonorum B ropoae Mockse 01.06.2015
MHcpopmMmaLMOHHO-MeTOANYECKUIA LIeHTP NO 3KCnepTur3e, y4eTy U aHanu3y

obGpalieHns cpeacTB MeaAULMHCKOro npumeHeHus (Punmnan B CaHKT- 03.06.2015
MeTepObypre)

Hay4Ho-uccnepoBaTtenbCKUM LLEHTP TOKCUKONOIrMU U TMrmeHn4eckomn 02.07.2015
pernameHTaumm 6monpenaparToB T
NHcpopmMmaLMOHHO-MEeTOANYECKUNA LIeHTP NO 3KCNepTur3e, y4eTy U aHanusy 14.07.2015
obpalieHns cpeacTB MeanUMHCKoro npumeHeHus (Punman B KpacHosipcke) o
depepanbHoe rocyaapcTBeHHoOe OrogkeTHOe yupexaeHue Hayku UHeTuTtyT 02.02.2017

domanonornyeckn akTuBHbIX BewecTB Poccunckon akagemum Hayk (MPAB PAH)



PYKOBOZCTBO MO AOK/IMHUYECKUM UCCNELOBAHUAM

PYKOBOACTBO MO NPOBEAEHUIO
AOKJTMHNYECKUX UCCJTTIEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB

MockBa, 2012

) -
Macaca fascicularis



NPOrPAMMA AOKNUHUYECKUX UCCNEQOBAHUNA

Pykosodcmeo no nposedeHuro 00KAUHUYECKUX Uccnedo8aHuli 1eKapcmeeHHbIX cpeocms.
Mockea, 2012 (2nasa 59)

HanmeHoBaHUue uccnegoBaHum -n

O®APMAKOJTIO'MYECKUE UCCNEAOBAHUA SODPEKTUBHOCTU
WU3YYEHUE KUHETUYECKUX CBOMUCTB

U3YYEHUE ®APMAKOJIOTMYECKOW BE3ONACHOCTU
U3YHEHUE TOKCUYHOCTU
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KaHueporeHHOCTb

UHHOoBauuoHHOCTb JIC: 1 - opuruHanbHble, 2 - BOCNponsBeaeHHble



MEXAYHAPOAHbIN ONbIT NMPOBEAEHUA
TOKCUKOJTOTMYECKUX UCCJIEAOBAHUUA

KnuHuyeckue nccnepoBaHus

T I'IepBoe Ha3Ha4YeHue 4ersioBeKy

[doknnHn4yeckune
nccneaoBaHuA

OcTpas TOKCMYHOCTb * 1- unu 3-mecsiYHast TOKCUYHOCTb
14-gHeBHasA TOKCUYHOCTb U * 6-mecsiYHast TOKCUYHOCTb
TOKCUKOKUHETUKa e KaHLepOoreHHOCTb
FeHoTOKCUHOCTE * TokCM4YHOCTb MeTabonuToB
g):slz"l"_laa';:’lzz_?ec'(aﬂ * PenpoayKTMBHas TOKCUYHOCTb (A0

Ha3Ha4YeHus xXeHwmHam “n lEl,eTSIM)



METO/A,bl UCMbITAHUU NO BO3AEUCTBUIO XUMUYECKOM
NPOAYKLUMU HA OPTAHU3M YE/IOBEKA

HasBaHuAa uccnepoBaHum
Acute Oral Toxicity - Fixed Dose Procedure
Acute Oral toxicity - Acute Toxic Class Method
Acute Oral Toxicity: Up-and-Down Procedure (UDP)
Acute Dermal Toxicity
Acute Inhalation Toxicity
Acute Inhalation Toxicity — Acute Toxic Class Method
Repeated Dose 28-day Oral Toxicity Study in Rodents
Repeated Dose 90-Day Oral Toxicity Study in Rodents
Repeated Dose 90-Day Oral Toxicity Study in Non-Rodents
Repeated Dose Dermal Toxicity: 21/28-day Study
Subchronic Dermal Toxicity: 90-day Study
Subacute Inhalation Toxicity: 28-Day Study
Subchronic Inhalation Toxicity: 90-day Study

Chronic Toxicity Studies
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METO/A,bl UCMbITAHUU NO BO3AEUCTBUIO XUMUYECKOM

NnPOAYKUUU HA OPTAHU3M HYENNOBEKA

Ha3BaHue uccnepoBaHus
Prenatal Development Toxicity Study
One-Generation Reproduction Toxicity Study
Two-Generation Reproduction Toxicity

Reproduction/Developmental Toxicity Screening Test

Combined Repeated Dose Toxicity Study with the
Reproduction/Developmental Toxicity Screening Test

Extended One-Generation Reproductive Toxicity Study

Carcinogenicity Studies

Combined Chronic Toxicity/Carcinogenicity Studies
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METOAbl UCNbITAHUU NO BO3AENCTBUIO XMMUYECKOU
NPOAYKUUU HA OPTAHU3M YE/IOBEKA

Ha3BaHue nccnepoBaHums TG OECD REACH rOoCT
Delayed Neurotoxicity of Organophosphorus Substances

Following Acute Exposure &8 <X

Delayed Neurotoxicity of Organophosphorus Substances: 28-day 419 37

Repeated Dose Study

Neurotoxicity Study in Rodents 424 43 32645-2014
Developmental Neurotoxicity Study 426

Uterotrophic Bioassay in Rodents 440

Hershberger Bioassay in Rats 441

Performance-Based Test Guideline for Stably Transfected

Transactivation In Vitro Assays to Detect Estrogen Receptor 455

Agonists

H295R Steroidogenesis Assay 456

BG1Luc Estrogen Receptor Transactivation Test Method for 457

Identifying Estrogen Receptor Agonists and Antagonists

In Vitro 3T3 NRU Phototoxicity Test 432 41 32372-2013

Toxicokinetics 417 36



METOAbl UCNbITAHUU NO BO3AENCTBUIO XMMUYECKOU

NnPOAYKUUU HA OPTAHU3M HYENNOBEKA

TGOECD REACH

HasBaHue nccnepoBaHus
Bacterial Reverse Mutation Test
In vitro Mammalian Chromosome Aberration Test
Mammalian Erythrocyte Micronucleus Test
Mammalian Bone Marrow Chromosome Aberration Test
In vitro Mammalian Cell Gene Mutation Test
Genetic Toxicology: Sex-Linked Recessive Lethal Test in Drosophila
melanogaster
Genetic Toxicology: Rodent Dominant Lethal Test
Genetic Toxicology: In vitro Sister Chromatid Exchange Assay in Mammalian
Cells
Genetic Toxicology: Saccharomyces cerevisiae, Gene Mutation Assay
Genetic Toxicology: Saacharomyces cerevisiae, Miotic Recombination Assay
Genetic Toxicology: DNA Damage and Repair, Unscheduled DNA Synthesis in
Mammalian Cells in vitro
Mammalian Spermatogonial Chromosome Aberration Test
Genetic Toxicology: Mouse Spot Test
Genetic toxicology, Mouse Heritable Translocation Assay
Unscheduled DNA Synthesis (UDS) Test with Mammalian Liver Cells in vivo
In Vitro Mammalian Cell Micronucleus Test
Transgenic Rodent Somatic and Germ Cell Gene Mutation Assays
In vivo mammalian alkaline comet assay
IN VITRO MAMMALIAN CELL TRANSFORMATION TESTS
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METOAbl UCNbITAHUU NO BO3AENCTBUIO XMMUYECKOU

NnPOAYKUUU HA OPTAHU3M HYENNOBEKA

HasBaHue uccnepgoBaHus
Acute Dermal Irritation/Corrosion

Skin Sensitisation

Skin Absorption: In Vivo Method

Skin Absorption: In Vitro Method

Skin Sensitisation

In Vitro Skin Corrosion: Transcutaneous Electrical Resistance Test (TER)
In Vitro Skin Corrosion: Human Skin Model Test

In Vitro Membrane Barrier Test Method for Skin Corrosion

In Vitro Skin Irritation: Reconstructed Human Epidermis Test Method
Skin Sensitization Local Lymph Node Assay: DA

Skin Sensitization - Local Lymph Node Assay: BrdU-ELISA

Acute Eye Irritation/Corrosion

Bovine Corneal Opacity and Permeability Test Method for Identifying Ocular

Corrosives and Severe Irritants

Isolated Chicken Eye Test Method for Identifying Ocular Corrosives and Severe

Irritants

Fluorescein Leakage Test Method for Identifying Ocular Corrosives and Severe

Irritants

TG OECD REACH
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FfocyaapCcTBeHHbIN KOHTPOJib OpraHu3aLumm,
BbINOJIHAKOLWMNX AOKJIMHNYECKUE nccnenoBaHus

'] MnaHoBble Bble3aHble NpoBepKU Poc3gpaBHaa30pa
(UHpbopmayusa o pesynbmamax npoeepoK npedcmassneHa
Ha calime 8 sude MHopmayuoHHbIX nucem)

'] UcnbiTaTenbHble nabopatopumn (LeHTpbI) BNpase B
Ao0bpoBosibHOM NopAaKe NoAaTb 3aAB/IeHUE B OpraH
MOHUTOpUHra (Pocakkpeaurtauuio) ¢ uenbio NosyvyeHus
WM NOATBEPXKAEHUA CTaTyCa COOTBETCTBUA NPUHLUNAM
HaaneXauwen NabopaTtopHOM NPAKTUKMU
(UHpbopmayusa o peaynbmamax uHcneKyuili npedcmasneHa
Ha calime 8 sude 3anucu 8 Peecmpe)



NnaHoBbIE Bble34Hble NPOBEPKU YUPEIXAEHUMN,
npoBOoAALLNX AOKJ/IMHNYECKMe nccrenqoBsaHums,
Poc3apaBHaa3opoMm

MpeagmeTom npoBepKU aBasaetTca cobnropaeHmne TpebosaHum,
KOTOpble YCTaHOBJ/IEHbI B C/IeAYIOWUX AOKYMEHTaX:
| ®epepanbHbiv 3aKoH oT 12.04.2010 N261-P3 «06
obpalieHnn neKapcTBeHHbIX CPeacTB»
"I Mpukas Munsgpasa ot 1.04.2016 N2199H «06

yTBepXaeHuu MNpasun Hagnexaweun naboparopHou
NPaAKTUKU»

] FOCT 33044-2014 "MpuHuMnbl HagNeXalleu
NabopaTtopHOM NPAKTUKNY»



BJIATOOAPHO 3A BHUMAHME!

MypaweB Apkagnn HukonaeBny
murashev@bibch.ru

www.ruslasa.ru




