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MeTOoAabl aHAaJIM3a

OECD

4. Test Methods

Reference to the OECD Test Guideline or other test guideline or method to be used.
——
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3.8.2.4 MeTofbl UCMNbITAHUA

CcChINIKM  Ha COOTBETCTBYHLIME pPYKOBOACTBA MO MeTodam MpOBedeHWs WCMbiTaHuin  OpraHvsauum
3KOHOMUYECKOro COTpyaHWYecTBa U pasButua (O3CP), apyrue pykoBoacTBa U METOOMKN.
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AKKpeanTauus
OcHoOBHbIE 3Tanbl

[MpeaBapuTenbHas MHCNEKLUUS

NHCnekuna ncnblTaTeslbHOro LeHTpa, NpoBepKa COOTBETCTBUSA CUCTEMDI
npuHumnaM GLP, nHTepBbIO C NnepcoHasnom.

OcHOBHasa nHcnekuums

NHcneKkuus oTAeNbHbIX UccienoBaHuii. NMpoeepka TeKYLWMX U
apXMBUPOBAHHbIX UCCNEAOBaHNI COOTBETCTBUIO NpuHumnam GLP.

3aBepliaruas nHcnekums

dunHanbHasa NpoBepka YCTPaHEHUSI BCEX HECOOTBETCTBUI, BbISIBNEHHbIX Ha
sTane 2. MNpu He ycTpaHeHUU XOTS 6bl 1-ro — NOBTOPHbIN LUK
aKKpeauTauuu.




bUnaMHrBaJibHblie n

CTAHOAPTHAA ONEPALMOHHAR NMPOUEOYPA
STANDARD OPERATING PROCEDURE
BensHue KNEToHLI KyNsTYP
Cell culture maintenance

SOP-GLP-011-02

This standard operating procedure (the "S0P")
: estoblishes the procedure of handliing cell
CTAHAAPTHAS ONEPALMOHHAS NPOLIEAIYPA cutres ot the lshorstory of nonclinical

pharmacology of CISC «Pharm-Holding®. The
Procedure is intended for the employses

STANDARD OPERATING PROCEDURE

pa6oTsi Ha ann ep 3 HA3HAYEHE performing their activities at the laboratory of
B33aumoacHcToni (Octet) non-clinical pharmacology.
Rules for intermolecular interactions measurement instrument (Octet)
SOP-GLP-009-01
AomxHocTs / oHo / Rara / Nognwcs / activities involving handling, of ‘cell cultures at
Position Full Name Date Signature mHIHEcKol g the lak y of non-chinical pharmacology of
" . = - €I5C «Pharm-Holdings. v
Paspubaran /| " eomenne ) | AP vl | 104303 1
Jr. medical scientific advisor i DeroRehiG
Crx no 8
W. C. MwGa & O B
Conf / Kavectea / 1< Gibe / \p 2 GOST 31891-2012  Application of GLP
Remed QA specialist - Principles £ In Vitro Studies
Pykosoawrens otaena . B :1
BAPMAKONOTHK W PANHIX (as PLI M ONPEQENEHNA | ABEREVIATIONS AND DEFINITIONS
/ KNAHWHECKHY. HCC / | WE. / ky . % W .
Approved Head of pharmacology and LE. Makarenko [ 4 (¥ 745¢ S0P = Standard Operating Procedure;
early phase of clinical trials el
department DPEPCR. — Department of Pharmacology and
Early Phases of Clinical Researdh;
MCE — Master Cell Bank;
Axt ] Update WCE — Working Cell Bank;
fara / AxTyanoka [ Moanuck cotpyarmka COK / RCCOC V — the Russian Collection of Cell
| Date Relevant QAU signature R Cultures of Vertebrates;
Ba, Beenena Bnepsiie = ACCC — the American Collection of Cell
SOL L2 Yes, first introduced - //’/ Cultures; =
E cKan ECCC — the European Collection of Cell
O Yes OHET/NG . Cultures;
i lag-period — the period between incculation
Oaxves OHET/No and the logarithmic growth phase of cells;
log-phase — the logarithmic growth phase of
O aarves OHET/No cells

This S0P shall be revised as necessary but at
least every three years.

E OTBETCTBEHHOCTH |/ RESPONSIBILITY

3a cofimoasHnes  naHHOR Responsibilities for compliance with this S0P are
& Tabmue 1. outlined in Table 1.

Crpanua/Page 3 wefof 12




Banuvaauma KOMI. CUCTEM

Ksanwdwmauns wucranmaunm (1Q)
CLARIOStar®

«napn-xow:r;.: <DapM-.Xw:+xt"nlq.|:=‘; m"""f.’fﬂ."ff‘.’.‘.'j QAR aropioe O s Stare.
| = OECD SERIES ON PRINCIPLES OF
S0 GOOD LABORATORY PRACTICE AND
—— il | — B COMPLIANCE MONITORING
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TpaHcdep AaHHbIX

.
Cge

Pharm-Holding ©
nenons § Develop:

men

Pr MepBUYHbIE JaHHbIE

CTAHOAPTHAR ONEPALIMOHHAS NPOLIEAYPA
STANDARD OPERATING PROCEDURE

pop " nep ep

Appearance and transfer of raw data l

SOP-GLP-038-01

O oA/ves OHET/No

NaHHbie ¢ npubopos

}

3anondeHHasn MK

RomxHocts / U0 / 1
Position Full Name
| PacneyaTka, BUu3uposaHue
Pa3spa6oran Mn. HayuHblit COTPYAHNK [ A.H. Aparacbesa [ I >
Developed 4 3. resy‘:anch assistant AN, Afanaseva MOU
ApXMBaLUA i g

Cornacosan / Pymnmbarym/ W.C. Tw6a / (nputiop) HAaKONUTENL
Conformed oSecrieuCHtE KT 1.5. Giba

Head of QA department Moanucaxwe PN

PyxoBOAHTENb (PAPMAKONOrHK W ) -
PaHHIX (ha3 KIMHIHHECKUX HeusmeHeHHas Konus ‘Dé’“" B nporpamme

Yreepawn / necneposannit [ W.E. Maxapenxo / obcyera &
Approved Head of pharmacology and early L.E. Makarenko AaHtibix C npubopa P M

phase of dlinical trials

department MoaudukaLms PesyneTaTsl I
AaHHbIX — NOArOTOBKa dHanMsa

AxTy / Update K obcuery
fava/ AxTyansua | MoAnvcs COTPYAHNKa |
Date Relevant QAU signature // ¢—

fa, BBeneHa Bnepssie Ve &l o OTaHHbIe
it 03 Acdf Yes, first introduced L7 ApXvBauus 8 NPOEKTHOW Nanke

dHHble

O awves OHET/NO

O paves OHET/No

ITOT AOKYMEHT NPROMESHAYEH /A WCNONBIOBIHMR CTOPOWOH, KOTODOR OM G AspECOBAN, M CONEPRMT HE NOQAENBUYK

W

RESHCTEYIOUMM 3AKOHOM. TIDMHAMAR TaKYI0 ACKYMEHTELSO, CTOPOHS NPVYEHAET, YTO
¥ COMBUMIETCR HE PAXDUBATE €8 MOGOMY TPETHEMY NiLly 6e3

L] <

MATEPMAN ABMAETCR KOHBUISIIHITbIGM,

2 ICTONBICOITH €€ B MOGRX ADYTUX LEARK, KpoME:

COPNAcHR 340 «Bapm Xanamers w




MHdpopMauma O TeCT-cUCTEMe
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v [
e |,ntn P P . Kon Np:
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T e T T 7 X7~ R— ¥/ 1)/
— . (D0 | e | /2411020

ST-GLP-004-01 «lTepswian Kapra» / «Source records Crpasmya/Fage 1 wjcf 6




CpokM npoekTa

[Togaya 3aaBfieHnd Ha npoBeaeHune
aKKpeaunTaumu

1-9 nHCcnekuus

YcTpaHeHne HeCcoOTBETCTBUM
2-9 MHCnekuusd

YcTpaHeHne HeCOOTBETCTBUM
3aBepluarollas nHcnekyms

[ToanncaHune npukasa o Npu3HaHun
cooTtBeTcTBMA GLP

29.01.2020

14.08.2020

13.10.2020

21.12.2020

02.04.2021

05.05.2021

11.06.2021

16 mecsaues



NMNoaTBep)>xaAeHUe cTatyca cooTBeTcTBuUA!

<
-Xonaur

Wonoum n s,

3A0 «®apm-XonguHr»
Appec: 198515, . CaHKT-

MeTepBypr, n. CTpensHa, yn.

Ceazu, 34, n. A
Ten.: (812) 493-55-01

E-mail:
inform@geropharm.ru

WHH: 7813348911

WcnbitatensHoiii ueHTp (Otaen
thapMaKonorum n oTaen paHHux gas
KIMHUYeCKNX NCCneoBaHuii)

®WNO pykosoauTena: MakapeHKo
Wropk EBreHbesuy

Ten.: (905) 225-62-57

E-mail:
Igor.Makarenko@geropharm.com

Anpec (appeca) mecta (mecT)
NpoBefeHNa HEKTMHNYECKNX
(AoknMHN4eckux) naGopaTopHbIxX
uccnegoBaHui: 198515, r. CaHkT-
Metepbypr, n. CTpenkHa, yn. Censw, 34,
n.A

Lpyrue Mpukas ot
uccneaoBaHWA: UCccnenoBaHue 11.06.2021
BKMONOrMYeCcKor akTUBHOCTH in Ne HM-16
vitro;

nccneaoBaHue

6ﬂM3KDpDJ1CTBEHHI:IX n
NMPOW3BOACTBEHHbIX I'IpVIMe(El?I
TepaneBTU4ecKnx 6enkos;
MCCneaoBaHwe nurada-
peuenTopHOro B3aMMOAeNCTBKA

[LencTByiownin



3aBepLwieHue

GLP - 3TO He cuctema, 3TO CTUJIb XU3HMW.

CoBpeMeHHble peannu npegnonaratoT 6osbLuoe
KO/IMYEeCTBO BHeLWHNX ayanTtoB. Ecnu Bbl xxueete no GLP,
Bbl HE TOTOBUTECH K ayanTaM. Bbl Bcerga K HUM roTOBbI.
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 PomaH [Opawn

* VBaH N'1ba

« Banepua Canaposa
 AHHa KanaTaHoBa

« ApteM [JOpOTEHKO

« Onbra AspeeBa
 KceHusa TuweHko
 AnuvHa AdaHacbeBa

TaTbsiHa CenbMeHCKnX
benna 3nHHaTyNMHa
AHacTtacua Manbopoga
Ennsaseta KannaH
Onbra KoctnHa

Uropb MakapeHko
K.M.H.
PykoBoauTens MeanumnHCKOro AenapTtameHTa

191144, CaHkT-leTepbypr
[ertsipHblit nepeynok, 116

Ten.: +7(812)703-79-75 (240)
Igor.Makarenko@geropharm.com
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