AEKNAPALIKA O COOTBETCTBUM
NEKIAPAHT, MPUHUMAIOLLMA NEKNAPALIMIO O COOTBETCTBUM:

AO"Actennac ®apma", MexpaoHHan uHcnekuyus GefepansHoit Hanorogoit cnyxGel Neds no r. Mockee. OIPH:
1027700482490 ot 02.12.2002 roaa, agpec: 109147, r. Mocksa, yn. Mapkcucrekas, 4.16. Ten.: (495) 737 07 56,
chakc (495) 737 07 53.

B nuue: MeHepanbHoro aupektopa Wosaxosuya .

[oseperHoe nuuo: Cexkesuy AW,

DoseperHocTtb Ne: 6/H oT 03.04.2017 r.

3AABNAET, YTO IEKAPCTBEHHOE CPECTBO:

Beaukap®, TabneTku, noKpbIToie nneHo4Hok o6onoykon, 10 mr 10 wr., Bnuerepesl (3), NaYKK KApTOHHbIS, per. ya.
Ne J1C-000687 ot 05.07.2010 (aaTa nepeoopmnerus PY 14.04.2014), cepun 17J27/01, rones ao: 30.09.2020,
naptur: 39597 ynakosoK. [ucTprBhoLMOHHBIM forosop Ne AG2016-0117 ot 30.12.2016, uHsoiic Ne 91340329 ot
14.12.2017

Kog OKIMA2:
BbIMyCKaemMoe U3rotoBUTenem. 21.20.10.174
Actennac ®apma HOpon B.B./Astellas Pharma Europe B.V., Hogemaat 2, 7942 JG
Meppel, the Netherlands, cTpana: Hupepnaxgb
COOTBETCTBYET TPESOBAHUAM: KoR THESH
Nc-000687-090712, uam. Ne1-3 3004900002

OEKIAPALUAA NMPUHATA HA OCHOBAHWUU

Mpotokon ucnbitanuin Ne 5944 TT ot 28.12.2017, OO0 "LleHTp koHTpons kayectea buonaid”, atrecrar
akkpeauTauuu: RA.RU.21LIKO1 ot 22.07.2015 r., Ceptuchukat cooteetctausa: POCC NL.®B14.C47229 ot
28.12.2017

OATA NPUHATUA OEKITAPALUWN: 28.12.2017

CeHkesuy AW,
_—  (noanucs } ( @aMunug, KHULKaNL! )

CeBefeHus o perncrpauvm geknapauvim o COOTBeTCTBUMN

3A0 "Texrayecrsa", 109044, r.Mockea, yn.AuHamosckan, A4.1A, o400, Ten..(495)676-52-54, thakc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285183 Atrtectar per. NePOCC
RU.0001.119B14, PegepanbHoil cnyxGoi no akkpeguTaLuiu.

Hata peructpaumu: 28.12.2017

P?/UG’E}HAQQHHHM HOMep OeKnapauuu. POCC NL.¢B14. 1160777
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Leading Light for Life

HaumenoBanue npoaykra s mr 30 Tadaer

Koa npoaykra : 143853

AKTHBHBIE KOMNOHEHTEI :  Coandenauun cyxunnar

Cepus : 17J27/01

Jata usrotosaenns ¢ 1012017 Cpok roaHocrs + 0972020

[Hoxymenmansran sepcun : 1401 RU-RU

Creunduraumuu

PesyabTarn! anaausa: PesyabraTni
Omucanne COOTBETCTBYET KpyTisle, ABOAKOBBITYKIBIC TAONETKH,
MOKPEITBIE MIEHO4HOH 000104K0#
CBETJI0-PO30BOT0 LIBETE, HMEHOILHE
MapKHUPOBKY «151» u mOoroTHn KoMnaHuy
Monmuunocts: Connenaunn Ha OZIHOH CTOpOoHe
- Cnextpodoromerpus COOTBETCTBYET CITEKTP MOTJICLEHHS conHdeHaunna
CYKLLHHATA MMEET MaKCHMYMbI
MOrNOWEHHs B 001aCTH OT 257 HM A0
261 M # 0T 263 BM 10 267 BM
- BOXX COOTBETCTBYET BpEMA YACPHKHBAHHS OCHOBHOTO IHKA Ha
XpOMAaTOTrpaMMe HCTIbITYEMOre pacTropa
ZOJKHO COOTBETCTBOBATE BPEMEHH
YACPAKHBAHHUS TTHKA cOTM(eHaumHA
CYKLIHHATA HA XpOMarorpaMme
CTaHIApPTHOrO pacTBOpa
CyKunHar **
Kpacnurens: Tect na xeneso ** MOJIOKHUTENbHAA
NOJOKHTENbHAY
Tect Ha pacTBOpHMOCTH
Yepes 30 MuHyT >80 %
Tabnerka 1/2/3 96/98/99
Tabnerka 4/5/6 94/101/100
Konuuecrsennoe onpeneacnne
Comudenanmua cykumnara 100.5
cozepxaHue npumecu YM-64250 <0.05 93.5-105.0 %
conepxanHe npumeck YM-217880 <0.05 <1L1%
HEHAECHTHOULUHMPOBAHHON eANHHYHOI <03%
TIPHMECH <0.05 <02%
CyMMa BCex npumecei <0.05 <2%
OnHOpoIHOCTE 103MPOBAHKN COOTBETCTBYET Enp. ®apmakones 83-115 %
MukpoGHonoruyeckas aucTora*
O6uee uncno aspoton <25 =< 1000 KOE/r
[pubsi <25 < 100 KOE/r
Escherichia coli OTCYTCTBYET OTCYTCTBYET/T

* Pymunuo ne onpedeanemea
**Coomsemcmeyem npu ucneimanuu

HacTosmum yaocToBepsiio, 4To BhIMEYKa3aHHAs HHGOPMALHMA SBIIETCS J0CTOBEDHOM M TouHOH. DTa cepus npoaykra Obina
TIPOMIBCACH, BKIIOWAY YNAKOBKY M KOHTPOIE KA4eCTBA HAa YKA3aHHOM MECTC TpPOM3IBOACTEZ, B MOJHOM COOTBETCTEMH
TpedoBaHniMi GMP MECTHBIX PEryNaTOPHEIX OPraHoB M PerHCTPALMOHHEIM YAOCTOBCPEHHEM MMIOPTHPYIOUIEH cTpaHel Jlauubie
N0 NPOH3BOACTBY, YNIAKOBKE H aHaNK3aM ObUTH DACCMOTPEHB M MOATBEPAIEHH HA cOOTBeTCTBHE GMP, [Ipou3BOaHTENH aKTHBHOM
CyOCTaHIMK AEHCTBYIOT B COOTBETCTBHH C NETANBHEBIM PYKOBOJCTBOM [0 HAIUTEKAIIEH NPOM3IBOACTBEHHON NPAKTHKE 1% HCXOIHOrO

ChIPBA.

YIIoIHOMOYCHHBIE NHLA:
Orzen kortpons kauectsa: ODrs. M.Deurloo ODrs.H.Rabelink CISibel Kilic-Kartal (IDrs.S.H. de Rooij ODrs,

ODrs.M.A Eschbach O Drs.G.J Fransen O Rutger Smit O Frans Schmidt (noanuce) [lata Beinycka : 05:12:
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Product Information
Name of Pr_oduct: : ~ Vesicare 10 mg 30 tabl.
Dosage form: . - Film-Coated Tablet
Material number: 143853
Batch number: 17127/01
Packagg size & type: 3X10
Strength/Potency: Solifenacin succinate 10mg
Manufacturing date: : _ 10/2017
Expiry date: - 08/2020
Importing/Destination Country: Russian Federation, Ukraine
Marketing Authorization Number: LS-000687, UA/3763/01/02
Comments:
N/A
Attachment(s):
Batch Composition Report CoA ] Annex Algeria
D Certificate of Conformance [] CoA Raw Material ] Annex Kazachstan
] Bar Code Label Sheets ] coa AP

I'hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and quality control at the
above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records ware raviewed and found ta be

in compliance with lGM.P
[J Marian Benjamins [] Matthias Eschbach [] GemitFransen [ Sibel Kiic-Kartal

Qualified person: ] iting Rabelink Frans Schmidt 7 Rutger Smit () Michiel Storimans

Date: . Signature: Pt -

05 DEC 2017

Manufacturing Meppel, Postbus 43,7940 AA anpel The Netherlands Tel: 31.522.235300
Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775. Sylviusweg 62; 2333 BE Lenden

Manufactunng Licence nr.: 108513 F Page 1of2
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Batch Certificate
Issued by :

Astellas Pharma Europe B.V.

~ Product Information

© Manufacturing site 5

Péckagiﬁg site

Quality control site

Release site

[

.

O

‘Astellas Pharma Europe B.V., MFG

Hogemaat 2, MEPPEL, 794216, Netherlands
NL/H 16/1005373

N/A

N/A

N/A

N/A

N/A

N/A ;

Astellas Pharma Europe B.V., MFG
Hogemaat 2, MEPPEL, 7942JG, Netherlands
NL/H 16/1005373

‘N/A

N/A
N/A
N/A
N/A
N/A

* Astellas Pharma Europe B.V.; MFG

Hogemaat 2, MEPPEL, 79421G, Nétherlands
NL/H 16/1005373

N/A

N/A

N/A

N/A

N/A

N/A

Astellas Pharma Europe B.V., MFG
Hogemaat 2, MEPPEL, 7942IG, Netherlands
NL/H 16/1005373 g :

Manuf‘acturmg Llcence nr 108513 F

~ Page2of2



Productname - Vesicare® 10 mg 30 tablets

Itemnumber © 143853

‘Active component :  Solifenacin succinate

Batchnumber o 17327/01

Manufacturing date o 102017 Expiry date 1 09/2020

Document version: 1401 RU-RU

e i

Resul

Tests ‘Specifica

Dé.scription' conform round, li:g'ht pmk film-coated tablets
debossed with “151” and company logo

Identification:  Solifenacin _
- uv conform absorption maxima between 257 and 261 nm
and between 263 and 267 nm
- HPLC conform retention time conform reference standard
Succinate** positive '
Colourant: Tron test** positive
Dissolution test
After 30 minutes > 80%
tablet 1/2/3 96/98/99
tablet 4/5/6 94/101/100
Assay Solifenacin succinate 100.5 93.5-105.0%
related substance YM-64250 <0.05 <1.1%
related substance YM-217880 <0.05 <0.5%
- other related substances (individual) <0.05 <0.2%
. total related substances <0.05 <2%.
Content uniformity test conform Ph.Eur. 85 - 115%
Microbial Enumeration Test*
TAMC (Total Aerobic Microbial Count) <25 <10° cfivg
TYMC (Total Yeast and Mould Count) <25 < 10° cfu/g
Test for specified organisms* i
Escherichia coli ' absent absent cfi/g
* Not routinely determined.
** Complies if tested. .

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging/labelling and quality control at the mentioned site(s) in full :
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the E
marketing Authorisation of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. The manufacturers of the active ingredient(s) operate in

compliance with the detailed guidelines on GMP for starting materials.

Qualified person: U Hillina Rabelink ) Marian Benjamins [ Sibel Kilic-Kartal O Michie} Storimanss M HinSE
O Rutger Smit B Frans Schmidt Sty : A\ & \s) Atk
- Manufacturing Meppel, Hogemast 2, 7942 JG, Postbus 43, 7040 AA Meppel, Thé Netherlands Tel: 3152

Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775 Sylviusweg 62, 2335 BE Leiden
Established in the Netherlands. - Manufacturing Licence nr.: 108513 0




