CERTIFICATE OF THE FEDERAL AGENCY FOR TECHNICAL
REGULATION AND METROLOGY
Ne POCC RU.M335.04BE00

CEPTUOUKAT

Hacrosimum YaocTopepseTcs, UTO CHCTEMA MEHEIKMEHTA

LlenTpa 10KIHHHYECKUX HCNbITAHUH HayyHo-Hcc/1€10BATEILCKOIO
MHCTHTYTAa OHOoTeXHOoJ10ruil Pe1epasibHOr0 rocyaapcTBEHHOr 0
01012keTHOr0 00Pa30BATEILHOI0 YUPEXKAeHHs BbICIIET0
oOpazoBanus "'Camapckuii rocyaapcTBeHHbI MeIULIMHCKHIH
yHuBepcuter'' MUHHCTEPCTBA 31paBOOXPAHEHUSA

Poccuiickoit ®eaepanuun

HOpnanueckuii agpec: ya. Yanaesckas, 89, Camapa, 443099, Poccusn
@®akrTnyeckuii agpec: yi. I'arapuna, 20, Camapa, 443079, Poccus

Obli1a MpoBepeHa H MPH3HAHA COOTBETCTBYIOLEH TPeOOBAHMAM CTAHAAPTA

I'OCT 33044-2014

[Ipuauune! Hagaexkamei 1adboparoproii npakTaku (GLP)

B OTHOIIEHHH JOKJIHHHYECKHX HCC/IeJ0BAHHH 00IMX BHI0B TOKCHYHOCTH,
HAY4HbIX HCC/IeJ0BaHH, papMaKOAHHAMMKH H (PAPMAKOKHHETHKH,
OlleHKH AKTHBHOCTH M 0€30NnacHOCTH XHMH4YECKHX BellecTB
H MeJHIHHCKHX H3JeJIHH In vitro u in vivo

Ne: 25.0151.026

Hara nayana neficreusa ceprugmkara: 10.03.2025 .
Homep peaakuuu: 1
Jlarta oxonHuanus neiicteusa ceptudukara: 09.03.2028 r.

Homep Bbinycka: 1
Jara Hauana nepeoro ceprudukaunodsoro uukna: 10.03.2025 r.

The annex is an integral part of the certificate. The certificate covers only those sites of the company
which are stated in this certificate. This certificate becomes invalid if conditions of certification are not
fulfilled (http://www rusregister.ru/doc/004,00-105.pdl).
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CUCTEMA CEPTUDPUKALINN PYCCKOI'O PETUICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

MpunoxeHne k Ceprudukary
N2 25.0151.026

oT 10.03.2025r.

MeTtoabl npoBeAeHNs AOKJIMHUYECKUX UCcnefoBaHni
LleHTpa AOKNIMHUYECKUX UCNbITaHMK HayuHO-uccneaoBaTenbCcKoro
MHCTUTYTa 6uoTexHonoruin ®enepasibHOro rocyaapCcTBeHHOro
6rop)eTHOro o6pasoBaresibHOro yupeXxaeHus BbiCLUEero
obpasoBaHusa "CaMapCKui rocyfaapCrBeHHbIN MeaULIMHCKUIA
yHuBepcuteT" MUHUCTEpCTBA 34paBoOOXpPaHEeHUs
Poccuiickon depnepaumu:

1. FTOCT 32296-2013 MeTtoAbl UCMbITaHW MO BO3AEWCTBUIO XUMUYECKOW MPOAYKLMU
Ha opraHu3M yenoBeka. OCHOBHble TpeboBaHUS K NPOBEAEHUIO UCTbITAHMI MO OLIEHKe
OCTPOW TOKCUYHOCTM MPU BHYTPUXKENYAOUHOM MOCTYMIEHUN METOAOM (DUKCUPOBAHHOM
A03bl.

2. TOCT 32644-2014. MeTtoabl UCMbITAHWA MO BO3AEMCTBMIO XMMUYECKOM MNpOoAYKUMU
Ha opraHusm 4yenoseka. OCTpas nepopanbHas TOKCUYHOCTb — METO/ OnpeaeneHus
Knacca oCTpOW TOKCUYHOCTMU.

3.TOCT 32641-2014. OnpefeneHue TOKCMYHOCTM MPU  MOBTOPHOM/MHOMOKPATHOM
nepopanbHOM MOCTYMNEHUM BELLECTBA Ha rpbi3yHax. 28-AHEBHbIN TECT.

4.TOCT 32637-2020. [lOBTOpPHOE  WCCNedOBaHWE MEPOPAanbHOM  TOKCUYHOCTM
Ha rpbi3yHax: 90-gHeBHOe.

5. TOCT 32519-2013. MeToabl UCMbITAHWI NO BO3AEMCTBUIO XUMUYECKON MPOAYKUMM Ha
OpraHu3M 4enoseka. M3yyeHue XPOHWUHECKON TOKCUYHOCTU MPU BHYTPUXKENYAOHHOM
NOCTYNNEHNN.

6. TOCT 31891-2012. TpuHumMnbl Hagnexawen nabopatopHoit npaktuku (GLP).
MpumeHeHwue MpuHumnos GLP k nccnegosanusm in vitro.

7. TOCT ISO 10993-5-2023. Uspenusa meamumHckue. OueHKa BMONormyeckoro AencTams
MeAULMHCKUX usgenui. ccneaoBaHus Ha LUMTOTOKCMYHOCTb METOAAMM in Vitro.

8. MOCT ISO 10993-12-2023. U3penua meauumHckme. OueHka 61Monornyeckoro AencTemns
MEAULMHCKMX m3pgenuii. OTBop M noarotoBka 06pa3uoB And  NpoBEAeHUs
nccnefoBaHum.

leHepanbHbI AMpekTop AccoumaLmm

no ceptudukaumum "Pycckuii Pernctp” A.B. Bnagumupues
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CERTIFICATE OF THE FEDERAL AGENCY FOR TECHNICAL
REGULATION AND METROLOGY
Ne POCC RU.M335.04BE00

CERTIFICATE

This is to certify that the Management System of

Preclinical Trials Center of the Research Institute
of Biotechnology of the Federal State Budgetary Educational
Institution of Higher Education ""Samara State Medical University"

of the Ministry of Healthcare of the Russian Federation
Legal address: 89, Chapaevskaya Str., 443099, Samara, Russia
Actual address: 20, Gagarina Str., 443079, Samara, Russia

has been assessed and found to be in accordance
with the requirements of

GOST 33044-2014

Principles of good laboratory practice (GLP)

in respect of preclinical studies of general types of toxicity, scientific
research, pharmacodynamics and pharmacokinetics, assessment
of the activity and safety of chemicals and medical devices
in vitro and in vivo

No: 25.0151.026

Certificate Issue date: 10.03.2025

Revision number: 1 /
Certificate expiry date: 09.03.2028 l-

Issue number: 1
Original date of the first certification cycle: 10.03.2025

el TR Vladimi{gqv
Direetor General of Certification
ssociation-"Russian Register"

The annex is an integral part of the certificate. The certificate covers only those sites of the company
which are stated in this certificate, This certificate becomes invalid if conditions of certification are not
fulfilled (http://www.rusregister.ru/doc/004.00-105.pdf).
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Director General of Certification
Association "Russian Register"

CUCTEMA CEPTMOUKALNN PYCCKOTI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N° 25.0151.026
of 10.03.2025

Methods of conducting preclinical studies of

Preclinical Trials Center of the Research Institute of Biotechnology

of the Federal State Budgetary Educational Institution of Higher
Education "Samara State Medical University" of the Ministry
of Healthcare of the Russian Federation:

. GOST  32296-2013 Test methods for the effects of chemical products

on the human body. Basic requirements for conducting tests to assess acute toxicity
at intragastric intake by the fixed dose method.

. GOST 32644-2014. Test methods for the effects of chemical products on the human

body. Acute oral toxicity - method for determining the acute toxicity class.

. GOST 32641-2014. Determination of toxicity in repeated/multiple oral ingestion

of the substance on rodents: 28-day test.

. GOST 32637-2020. Repeated oral toxicity study on rodents: 90-day test.
. GOST 32519-2013. Test methods for the effects of chemical products

on the human body. Chronic toxicity study on intragastric ingestion.

. GOST 31891-2012. Principles of Good Laboratory Practice (GLP). Application of GLP

Principles to in vitro research.

. GOST ISO 10993-5-2023. Medical devices. Evaluation of biological effect of medical

devices. Cytotoxicity studies by in vitro methods.

. ISO 10993-12-2023. Medical devices. Evaluation of biological effect of medical

devices. Selection and preparation of samples for research.

A. Vladimirtsev
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