AEKNAPALMS O COOTBETCTBIM

OEKNAPAHT, NPUHUMAIOLLMIA BEKNAPALWIO O COOTBETCTBUM:

AD P-©apm, Mexpaiornas uscnexuun DenepancHoR #ancroaan crysdisi Ne 46 1o r Mocxee, O PH:
1027739700020 ot 17.08.2001, aapec 123154, Pocous 1. Mocxsa, yn Bepiapua, 8 19 x 1 Ten +7(495) 956-7937
B nuue Mewepanenoro avpexTopa UrHatsesa 5.1 !

dunepernoe nuuo: Mavaes . H,

fosepenocTs Ne 369 or 28 12.2018

| SAABNAET, H4TO NEKAPCTBEHHOE CPEACTBO:

Becanoun, kancyne 10 ur 100 wr . dnakome (1), mauxu KapTOMHbIE, per ya Na 11 NO14774/01 ot 25 11.2008 (aara
TepecopMnenns PY 12.01 2018), smaano YENNADAPM Apuraiimurrens MvwSX. Mepmanus, cepws CO020-1C1
ropen a0 01.10.2021, naprua. 1200 ynaxosox, Auctpubuioropcroe cornawsnve Ne CHPH 01-2015 oy 09 03,2015,
usBoie Ne 90046325 o1 06.04 2019 ;

BbiNyCKaemoe M3roToBuTenem:

| Koa OKMAZ.
Karanant lapmana 36epGax (WBX, Mepuanua/Catalent Germany Eberbach GmbH, | 212010211
| Sammelsbacher Str.2. 69412 Eberbach, Germany/ CEHEKCU. ®panums/CENEXI, 52 rue
 Marcel et Jacques Gaucher, 94120 Fontenay-scus-Bois, France/ YETTAGAPM .
Naanwrens TMGX. [epuarms/CHEPLAPHARM Arzneimiltel GmbH, Bannhafstr 1a, 17498
: Masakenmgmsammny cTpana. Mepmarvs { Kop THB34:
COOTBETCTBYET TPEGOBAHUAM: - | 2938210000
TNO14774/01-251108, uam. Ne1-§5

AEMAPAL{HS! ﬁ‘PaHSTﬁ‘ HA OCHOBAHUM
FlpoToxon wenkmranmia Ne 2210 TN 0T 22.04 2019 Q00 "Lientp konTpons xauscras Buonaad’, arrecrar
axkpeawraumk. RARU 21014k01 or 22.07 2015, Ceprudurar cooteeTcTana Ne POCC DE ®B 14 C80405 or 22 04 2018

AATA NMPUHATUS NEKNAPALUMM: 22 01 2015

Munaos X H
{Barniimr, W aan $ut}

3AC "Texxavectno” 109044, r Mocxea yi. Quwamosckan, 4 1A, o 400, Ter - +7 (495) S76-5457 Ihand: -7 (495)
676-2941, www tehkachestvo ry, tehkachestvo@gmail com, OFPH: 1057746285189 ATrecrar fer W POCC )
RU.0001. 110814 BLiRaH DPEABPANsHOR CRywBOA ho akkpeaHTaLwp
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Ceptudbukar aHanuza

No. A020057RU

Becaroud, kancynei, 10 mz

Homep cepuu:
TopeH po:

C0020-1C1
10-2021

fata npovasogcrea; 20.10.2018
[LaTa sBbinycka: 25.03.2019

CHEPLA
FHARM
i;zneizjnﬂ" )

MNpoussogcrao rotoson
NEeKaPCTBEHHOMW (DOpPMbI

Katanent Mepmarua 36epBax MMEX, Mepmanis
Gammelsbacher Str. 2; 69412 Eberbach; Germany

MNepeuynan ynakoaxa

CEHEKCW, ©paruns
52 rue Marcel et Jacques Gaucher; 94120 Fontenay-sous-Bois. France

Bmpmu;ﬁ ynaxkoska

HETNAQAPM Apynaimutrens I'm6X, MepManus
Bahrhofstr. 1a, 17498 Mesekerhagen: Germany

NapameTtpbl
Onucanue
®opma
Oanna noneswhka kancyn

fpyras nonosuHka kancyns

Onuka

Ovametp

Onucanve cogepxumorc Kancynsi
Onncanune
Lizer

MoanuHrocTs TpeTuHonHa
B3MX

TCX

I

RONAYECTBEHHOE CrpeaeneHue

MocTopeHHue npumacy (BEXO()
WaoTperuHond (13-cis)
OBuiee x0nw4ecTso

Pacraopetue

OAHOPOZHOETS Ao3upoBaHus

MukpoBuonoriuveckas wucTora*
Obuiee KoNUYECTRE 23p0oBkbix
MUALDOORIEHUIMOR
OBiee KONMUHECTBO APONKEBOrD
¥ AnecHeBoro rpyvixa
E col

Cneundmkayusn

OsansHan

Opanxeso ~ Mentoro ysera,
HEMpoapaqHas
KpacHosaTo-kopuqHesoro ueera,
Henpo3payHas

88-11.2mm

58-82mm

Cycneraua
OT ®enToro 4o 3enenoearto-
KenToro ygeta

Bpems yaepxusatua 0CHOBHOD

VKA Ha XPOMATOIPaMme MCIbLITYEMOrD
PECTBODA QOMKHO COOTBETOTROBATDL
BpeMEeHM YOSDHNBAHWUA OCHOBHOMD NWLa
H3 XPOMATOPAMME CTANAADTHOMN
PaCTBODA TDEeTUHOUHA

OcHosHoe naTko Ma XpoMaTorpasme
UCOIBITYEMOrD DACTEOD LOMKHO

Pesynbrates

OsansHan

Opar¥ess — xenToro
UseTa, HeNnpoapayuHan
KpacHoBaTto-kopuuHesoro
UBETa, HENpo3pasHas

9.7 mm

7.1 mm

OpHopoaran cycnenans
HenTbit unu seneqosaTo-
KENTHIA

Coorsercrayer

CooteeTcrayer

COCTBETCTBORATS N0 NOAOMENNO U LBaTY

OCHOBHOMY NATHY HA xpasMarorpamme
CTaHAaPTOro pacTecpa TPeTUHCUHA

50-10.50 Mr vpeTuoHouHaiancyny 9.93 mg

He Conee 40 %
Me Bonee 20 %

e meree 70% TpeTrHouHa Yepes
20 mMunyT

DomkHo cooTseToTRoBaTE EO wnu
@ CLIA

Maxz. 1000 KOE/r

Maxc. 100 KOEH

Oroyroranel/r

<001 %
<0.01%

91 %

Coorgercrayer

<10 KOE/r
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CepTtudchukar aHanusa

Becaroud, kancynsl, 10 me

Homep cepun:  C0020-1C1
lopew go: 10-2021

CHEPLAS

PHARM

Apznmirpitiel’ .
“(m)

No. AD20057RU

Oata npowasogcrea: 20.10.2018
Hara swinycka: 25.03.2019

“PesynsTaTe: B3RTbi U3 cepTuvkaTa asanmaa Ne A0DD020057, aarta Bainycka 17.12.2018, KaraneuT

lepmanns 36epbax MMBX.

**YacToTta nposepok: nepeLie 5 cepuit, 3atem 2 cepiu B rog

HaHHas cepus oTBeYaeT napameTpam cneurdukaym.
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SOP QM-17 Annex 2. Version 03

CHEPLAPHARM Arzneimittel GmbH
Bahnhofstraide 1a

17498 Mesekernagen

Gearmany

valid from: 1% July 2016

Certificate of Conformity / Batch Release

Product Name:

importing country:

National Registration Number:
Package Size:

Dosage Form:

Quantity:

Bulk Batch Number:

Finished Product Batch Number:
Date of Manufacturing:

Expiry Date:

Vesanoid® 10 mg
Russia

I N014774/01
100

Capsule, soft
1,200
AQ0C020057-01
C0020-1C1

20" October 2018
10/2021

Name of Manufacturing and Testing Sites:

Bulk Manufacturing/Batch Release Testing:

Primary Packaging:

Secondary Packaging/Batch Release Site

Catalent Germany Eberbach GmbH
Gammeilsbacherstr. 2

69412 Eberbach, Germany

Cenexi

Rue Marcel and Jacques Gaucher, 52
94120 Fontenay sous Bois, France
CHEPLAPHARM Arzneimittel GmbH
Bahnhofstr. 1a

17498 Mesekenhagen, Germany

I hereby cedtify that all the manufacturing stages of this batch of finished product have been

carried out in full compliance with the GMP requirements of

» =Vl manrd 4 [ - T
the EU and with the reguire

ments of the Marketing Authorization of the destination country

All deviations have been reviewed and approved in accordance with established procedure:

£ no release-relevant deviations
[0 release-relevani deviations

[0 additional quality-retevant information is enclosed

5 The batch is released to the market

Mesekenhagen,
25, Marz 2019

Qualified Person

-

®  The baich is released for shipmient

a0e



Certificate of Analysis

No. AG2C057RU

Vesanoid 10 mg capsules

Batch number: C0020-1C1
10-2021

Expiry date:

CHEPLA

PHARM
Anzpeigittel’
g | j

Manufacturing date:  20.10.2018

Date of issue:

25.03.2019

‘ Bulk Manufacturer

Catalent Germany Eberbach GmbH
Gammeishacher Str. 2. 69412 Eberbach: Germany

- Primary Packaging

Cenexi SAS
52 rue Marcel et Jacques Gaucher; 94120 Fontenay-scus-Bois; France

Results*

| Secondary Packaging | CHEPLAPHARM Arzneimittel GmbH
i Bahnhofstr. 1a; 17498 Mesekenhagen; Germany
Test Specifications
Description
Shape oval

Colour of First Capsule Half
Colour of Second Capsule Haif

Length
Diameter

Description of Capsule Content

Apopearance
Colour

Identification of Tretinoin
by HPLC
by TLC

Content per Capsule of Tretinoin

by HPLC

Degradation Products by HPLC

Isotretincin (13-cis)
other, total

Dissolution after 20 min
average

Uniformity of Content of Tretinoin

Microbiological Limits*
TAMC
TYMC
E. cols

"Results are taken from Certificate of Analysis, no. ARG002005

Germany Eberbach GmbH

orange-yellow, opaque
reddish-brown, opagque
88-11.2mm
58-82mm

suspension
yellow to greenish-yeilow

same RT as reference
same Rf as reference

850-1050 mg
max. 4.0 %

max. 2.0 %

min. 70 % (Q)

corresponds o Ph Eur and USP

max. 1000 cfuig
max. 100 cfulg
absent/g

oval

orange-yellow, opague
reddish-brown, opague
9.7 mm

7.1 mm

homogenous suspension
yellow to greenish yellow

same RT as reference
same Rf as reference

993 mg
<0.01%

<001 %

complies
91 %

complies
< 10 cfulg

< 10 cfulg
absent/g

7, issued on 17.12.2018 by Catalent

“Frequency of testing: first 5 production batches, then 2 balches per year,

The batch meets the specifications.

Qualified Person

1

E
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