JIEPYKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitanynol Hanit, 3, m.Kuis, 02099, ren/pake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CAPIOY 37078774

BUCHOBOK
Mpo sIKiCTH BBE3EHOT0 B YKpainy JIKAPCHIOTO 3ac00y

31.08.2024 Ne 17301/24/10

Besoanri
(ualistenysaiig nikapeskore sacoGy arinuo 4 peceT paldiinig noesiueinz)
pabaeTn 3 MopHPiKoBaANIM BuBiabHEnHNM, 6 M1/0,d Mr 1o 10 raGaerow y Guicrepi; no 3
Gaicrepn y xaprouniii ynaronui
(hopya srnycky, AO3YBAII, BIUL IAKYBAHNA sirapeskoro sacoly)

Howep peectpatgiiiioro nocsimenia UA/ 4359/01/01 crpox aif pecerpaniitiioro nocsiiens 01.01.2099
Cepin nikapeskoro sacoGy Ne 23H2237 Kinvkicts nnesenoro ikapeskoro sacofy 3990

Bipobuik Acrennac ®apaa [Opon B.B., Higepuaran
(aiivenysanis pHpoOHIKA JHKAPCHROTO FacoBy, KPaiHa OXOIURCIHR)

Beeseno B Yrpaiiy ToBapueTno 3 0GMEKCHOI0 BIMOBIAAILIICTIO "Acrennac ®apnal,
inent, won: 37994221
(alisiestysanng 7a koy(3a €PTIOY 1opiyutinol ocol abo npisnime, in's, no Garkkoni
hissuol acoli - nignpuesuy, T MICHE BPOUHBATLHS Ti pecetpattiiinii tosep obaixoBoT
RAPTKI HEATHIKR 1HOj@TEIB aB0 cepis 1a trodep HacopTa)

TpoToKe BI3YAILHOr0 KOHTPOJIO Bl 30.05.2024 Ne 0905/5.

33 PEIYALTATAMI  JIEPKABHOFO  KOHTPOMO  BCTAHOBICHO, MO nikapebxuil  zaciG  pmeaeso 5 Ypainy 3

JIOTPUMAHHSIM puMor 3aKoHO/BCTBA LU0JI0 3aBe3neucHis AKocTi Nikapobkix sacabis.
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astellas
Jloanis na punyck (peaniznuiw) cepil

Jo3sia Ha Briycx (peasizauiro) cepii

Fipoywer:
BE3OMHL, ra6aeriin 3 soandicosanny susiasiemsi, 6 ar/0,4 ar Ne30 (10x3) y Guicrepax

rard

l Jepmasa-slpobuiik: ! Hinepnaiiy
HaiineHyBaHHS, MICLE3HAXO/PIEHTS Ta Actennac Gapya 10Opon B.B., Xoremar 2, 7942 JDK Mennen,

Honep aiuensit BipoGiiika {(3a HasBHOCT): Higepnaum; Ne 108513F

Cepriddirar sigosiocti GMP Bipobiiika aGo Hodep NL/H 22/2039388
nocitantist y 6asi sannx EudraGMP (3a wassuocti):
Cruma pitfaxHBHicTs: | ‘raGieTia MICTIITh! coidenaliy cykUunHaT 6 M, ulo Bijnosigac 4,5 Mr coli(enauiny,
Ta TaMeyI03nY rigpoxnopiay 0,4 mr, wo Bizgosinae 0,37 Mr TaMCyS031HY
[ Pecerpauifing nocsipuenssi: UA/14359/01/01 [ Crpox uif: 0e3¢TPOKORC |
Cepist Ne: 23H2237 Jlara supoGrnursa: | 0872023 Jara sakinuenys 07/2026
TePMiny
HpHAATHOCTI:
Poaaip cepil: | 3990 yn. |
KinpricTs presetoro nikapenkoro 3acoly | 3990 yn. ]
[ KinpKicTs, Jlo3B0NeHa 10 peasizauii: ] 3989 v |
[ Mapris Ne; 1 |
[ Posntip Ta TN ARy BaHiis. | 1o 10 rabneriat y Gaicrepi; no 3 Gnictepi B xapronniil ynawonti |
[ Jlara cepriikara skoeTi cepii: l 30.01.2024 poky l
[ Honep Ta Jlata BHCHOBKY PO AKICTh! l No 17301724710 rin 31.05.2024 poky I

Bastna 1Ppo BHITYCK (peatizaniiio) cepii:

Llunt s MiATBEPAKYIO, 1O HABE/CHA BHWIE indopmattis € mocropipHoio Ta Tounolo, Cepiio nponykitii OyJo
pHpOGHeHo (BIGHOUAIOUH HaKyY BAHHA/MAPKYRAHHS) T8 NPOBCLCHO KOHTPOJIH if sicoeTi na BrresasnaveHiil b
y TOBHiH piznosigpoct 3 suaorasy GMP, upabIMIE B Yipalii, a Takoi BITIOBILNO JIO cricundikauiil, wo
MicTsTben Y peceTpattifinix marepianax kpaisn-ismoprepa. L cepis npojtykuii sinpoSysana sinosigtio 1o
[lopsixy 3nificHets IepKaBHOro KORTPOJIG 5 KOCT! JHKAPCHLKIX 3ac00iB, 10 BROATLCA B YKpaTHY, 3ATBEPIKCIHM
nocraronoio KMY iz 14 pepectin 2005 poky Ne902 si satinani.

Fla ninctasi npoToxony BXIIHOIG KOHTpOMO, cepridikaty AKOCT, BHAAHOIO BHPOBHHKOM, HASBHOCT] BHCHOBKA
MPO AKICTH BRE3CHOrO NKAPCHKOTO 3acofy cepis NO3BONETLCH L0 pean izaudt.

YV HoRHORLKEHS 0C00a 3 AKOCT

TOB «Acreyuac Qapaay Cononeit HM.

Hara:
31.05.2024 p.

Doc Name: FORM-AST-11079 Version; 1.0 ASTELLAS CONFIDENTIAL AND PROPRIETARY
Parent Doc: SOP-2842 Printed/dossilonded docunents must be verified to ensure use of ofticial current version. Page 1 of ]



ITpux-kon

*UJA+ 23H2237 *
BC148787/2.0
Cropinka 131 CEPTU®IKAT BUNTYCKY CEPII

Bunyuetio:

Acrennac ®apma HOpon b.B.

Indopmanis npo npenapaT
HajliMeHyBaHHA NPOAYKTY: Beszomui 6 mr/ 0,4 mr Ne 30 Tabur.
Hozosana dopma: Ta6aerku 3 MonMiKOBAHUM BUBLILHEHHAM
Kox npoayKry: 148787
Cepis: 23H2237
Poamip cepii: 3990 yn.
Po3mip ynakoBKH i THI: 3x10
Cuaa Jii / akTHBHICTE: coamipenanuy CyKUMHAT 6 MY / TAMCYJI03UHY rigpoxyiopus 0,4 Mr
Kpaina-imnoprep: VYkpaina
Homep peecTpamifiHoro UA/14359/01/01
nocBiNyeHHs:
Komenrapi:

Tpoayxr Gys sianosiano NpOTECTOBAHMH Ta

V Binnosinae creumdikanii.

Honartku:
- 3BIiT Npo ckianoBi cepii

- cepTh(iKaT NiATBEPIUKEHHS

- KOJ| YITaKOBKH

- IOAAaTOK Ui ATKnpa
- nonarok s Kazaxcrany

\ cepTudikar ananizy

- cepTM(iKaT aHaNizy BUXIXHUX
MarepialiB

- cepTuikat anaNizy akTHBHAX
KOMIIOHEHTIB

S nigTBepiKyio, IO 3a3HAYCHA BHIIE izgopmalis € JOCTOBI
T1aKyBaHHA/MAPKYBaHHS Ta KOHTPOIL SKOCTI Ha 3asHadeHill min
PEryJATOPHOTO Oprany iy BiANOBiAHOCTI 3 cielrdiKaLlisiMH peecT
T4 AHATITHYHI 3aTIHCH GYIH TIEperaiaHyTi Ta BU3HAUYCHL AK Taki, wo sianosinarots GMP Bumoram. BupoGHUKY aKTHBHUX iHrpeieHTiB

(y) onepyioTs y BIAMOBIAHOCTI 3 ACTANILHOIO HACTAHOBOIO 1O GMP 1151 1OYaTKOBHX MaTepialis.

Viosnosaskena ocoba: Laurens Roorda

Hara: 30.01.2024 (ITixmuc)

Bupo6nero Menried, Xoremar, 2, 7942 JUK, Higepiauau
Acreiac ®apma I0pon B.B., Hixepnanuu

(IowrtoBa ckpuHbKa 43, 7940AA)

Ten: 31.522. 235300 daxe: 31.522.262881, Actennac Papma [Opon B.B., Toprosuii perictp Jletinena 28053775,
Cinwusiycser 62, 2333 BE Jleiinen. 3arsepkeno B Higepnanaax. Bupobanua Jlinenzis Nel08513F

pHoto Ta ToyHomw. Llx cepis npogyxry Oyna pupofiena, B T.4.
puLi (1X) y MoBHiH BignosignocTi 3 GMP BHMOTaMH MiCIEBOTO
pauiitHoro 1oche Kkpainn-iMrioprepa. potiec MakyBaHHs, BUITYCKY



CEPTHODIKAT AHAJI3Y

HaiiMeyBasHs IPOAYKTY: BesomHi, TabneTki 3 MOIM(IKOBAHNM BUBIILHEHHAM, 6 mr/0,4 mMr N30
Kop niponyxry. 148787

AXTHBHi KOMTIOHEHTH: Coni(eHalyH CyKIHHAT / TAMCYIOIUIY riapOXJIOPUI

Cepisi: 23H2237

JlaTa BUTOTOBJIEHHS: 08/2023

TepMiB NPHIATHOCTI: 07/2026

Bepcis stokymenry: 1802 UA —UA

Tectn Pe3ynbTaTH Creundixanist

Omuc Binuosigae TabNETKN UEPBOHOTO KONBOPY Kpyrii BKPHTI ITIiBKOBOIO
0BOIIOHKOIO 3 TPABIIOBAHHAM «6/0,4»

Inentudixauis (conidenannuy CYKLIMHATY)

3a 4acoM yTPUMYBAHHS Binnosinae Yac yrpuMyBatHa MikiB cosideHauyury i TaMCyJO3UHY
BHIpOOYBaHOrO PO3YHHY [MOBHHHI BIJTOBINATH PO3YHHY
nopisHAHHES (3 pisHuLeio £ 2%).

36ir crekrpis YO Bingnosinae VO cnexTpH coNMi(eHaluy i TaMCyO3UHY BUNIPpoOYBaHOTO
POITMHY TOBHHHI BiANOBINATH PO3UHHY HOPiBHAHHA.

Inentrikatis (TaMCyTO3HHY TiIPOXJIOPHIY)

3a qacoM YTpHMYBaHus Biarnosinae Yac yrpuMysanus Tikis conienawiny i TAMCYJO3URY
BUNpoOyBaHOro PO3UMAY MOBHHHI BIMNOBLATH PO3YMHY

36ir cnekTpis YP nopisHsHug (3 pisauLeio + 2%).

Binmosinae Vb criekTpH conideHAIMHY | TaMCYNO3UHY BUNPOOYBAHOTO

pO3YHHY OBUHHI BITOBILATH POIURIY MOPiBHAHHS.

Kinbkicre Bu3HaueHHs

TaMCYJIO3MHY TiAPOXJIOPHA 100,9 95,0 % - 105,0 % Bix 3aznauenol KinbKocTi

coni)eHAUNHY CYKUHHAT 99,6 95,0 % - 105,0 % Bix 3a3nayenol KiJIbKOCTI

CriopinHesi xoMinIky (colideHaluny CyKLUHATY):

YM-64250 <0,05 <0,3%

YM-217880 <0,07 <02%

QnuHMYHa HeBiIOMa JOMIlIKa < 0,05 <02%

CyMa BCixX JOMIIIOK < 0,05 <0,5%

Cropigneni goMiuky (TaMCyJIO3HHY rigpoxsiopyuny):

OXHHAYHOT JOMIlTKK <0,05 <0,2%

CyMa BCiX JOMILIOK < 0,05 <0,5%

OnHOpifHICTE X030BAHKUX OJMHULD Binnosijxae Bianosigae

PosumMHeHNs TAMCYT03HHY TIAPOXTIOPUAY 3a 3 TOXUHH: 15-35%

tabnerka 1/2/3 25/2524

tabnerka 4/5/6 25/26/24

Posumnen s TAMCYI03HHY TiAPOXTOPHIY 32 7 FONHH: 45-65%

tabaerka 1/2/3 54/52/54

Tabnerka 4/5/6 53/54/53

Po3umHenHs TaMCyIO3HHy Tifpoxnopuly 12 rogii: >80 %

tabnerka 1/2/3 84/82/85

Tabnerka 4/5/6 84/84/84

PosuptenHs coli(eHalniy CyKLMHATY 3a 15 XBUIHH: > 80 % (€sp. Dapm. Q=75 %)

tabnerka 1/2/3 97/98/94

tabnerka 4/5/6 98/97/96

Brpara B Maci IpH BUCYIIYBaHHI 0,3 <0,6%

Mikpo6ionoriuxa yuctoTa *

TAMC (3aransHa KijlbKicTh aepoOHiX MiKpOOPTraHi3MiB): H/a <10°KYO/r

TYMC (3araibHa KiTbKICTh ApiKIDKOBHX i LBiNEBUX

rpubis): ' H/a <102 KVO/r

Tect na criermdiupi Mikpooprauizmmu *

Escherichia Coli u/a BIICYTHI

*He e pyTHHHUM

TiftcHUM THITBEPIKYIO, 110 BALEBKA3aHa inhopmantisi JOCTOBIPHA T4 TOUH
MAapKyBaHHA Ta KOHTPOIIL SKOCTI Ha BKa3aHOMY CaifTi (aX) B TIOBHIH BiamoBi,
criciuikaliilf 3aTBCPIKCHUX B kpaini-imnoprepi. BupoGHuLTBO cepil, ynak

a. Brazana cepis npenapary Oyna BupobeHa, B TOMY YHCHI YIAKOBKa,
nuocTi BvoraM GMP MiclieBoro perynsTopHoro opraty Ta
0BKa Ta KOHTPOIIL AKOCTI Gyni TCpeRIpeHi Ta NUATBEPAKCH Ha

Bignosigicts Bumoram GMP. BupobruuTso akTHEHOTO(MX) inrpeficnTa(iz) BHKOHARO Y inosigrocTi 3 BuMoramyt GMP s BUXigHIX MaTepianis.

Hara: 30/01/2024; Ynosnosakcua oco6a: Laurens Roorda (nianwe)

BH})OGHCHvO Mennens, Xoremar, 2, 7942 JUK, Hincprasam. Ton: 31.522. 235300 daxc: 31.522.262881

Acrennac dapma I0pon B.B., Toprosuii pecctp Jieiinena Ne 28053775, Cunsaiycser 62, 2333 BE Jleituen

Sarsepkennit B Higepnannax. Bupobuuua Jliuensis Nol 08513F




BC148787/2.0

Page 1 of 1

L

Product Information

Name of Product:
Dosage Form:
Material Number:
Batch Number:
Package Size & type:
Batch Quantity:
Strength/Potency:
MAH Number:
Destination Country:

Yesomni 6 mg/0,4 mg 30 comp.

Modified-Release Tablet

148787

23H2237

3X10

3.990 PCE

Solifenacin succinate 6 mg, Tamsulosin hydrochloride 0.4 mg
UA/143598/01/01

Ukraine

Comments:

The product has been adequately tested and

complies to specification

Attachment(s):

[ Batch Composition Report
1 Certificate of Conformarnce
1 Bar Code Label Sheets

] does not comply to specification

¥  CoA (71 Annex Algeria
7 CoA of Raw Material 1 Annex Kazakhstan
'] CoA of API

| hereby certify that the above information is authentic and accurate. This batch of product has heen
fabricated/manufactured, including packaging/tabelling 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 Marketing
Authorization 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: [0 Gerrit Fransen [
1 Frans Schmidt T

Date:

Sibel Kilig Kartal "l Hiltina Rabelink B Laurens Roorda

Margot van der Zee

Signature:

Manufacturing Meppel, Hogemaat 2, 7942JG, Meppel, The Netherlands (PO Box 43, 7940AA]

Tel: 31.522.235300 Fax: 31.522.262
Sylviusweg 62, 2333 BE Leiden Est

881 Astellas Pharma Europe BV, Trade register Leiden nr.: 28053775,
ablished in the Netherlands. Manufacturing Licence nr.. 108513F
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Certificate of analysis

Productname
Htemnumber
Active component

Vesomni 6 mg/0,4 mg 30 tabl.
148787
Solifenacin succinate/ Tamsulosin hydrochloride

Batchnumber 23H2237
Manufacturing date 08 2023 Expiry date o 072026
Document version 1802 UA-UA 172
Tests Results Specifications
Description conform Round, red film coated tablet, debossed
with *6/0.4”
Identity (solifenacin succinate)
Retention time conform The retention time of solifenacin and

UV-spectrum

Identity (Tamsulosin HCD)
Retention time

UV-spectrum

Assay Tamsulosin HCL
Assay Solifenacin succinate

tamsulosin in the sample solution
conforms to that in the reference
solution (within £2%)

conform The UV spectra of solifenacin and
tamsulosin in the sample solution
conform to that of the reference
solution

conform The retention time of solifenacin and
tamsulosin in the sample solution
conforms to that in the reference
solution (within *2%)

conform The UV spectra of solifenacin and
tamsulosin in the sample solution
conform to that of the reference

solation
100.9 05.0 - 105.0 % of labelled amount
99.6 95.0 - 105.0 % ot labelled amount

Related substances {Solifenacin succinate)

YM-64250 < 0.05

YM-217880 < .07

Others(each) < (.05

Total < 0.05
Related substances (Tamsulosin HCI)

Fach < (.05 <0.2%

Total < (.05 <0.5%
Uniformity of dosage units conform conform

Oualified person; £ Hillina Rabelink [t Margot van der Zee

Sibel Kilic-Kartal ¥ Laurens Roord

Manuiacturing Meppel, Hogemaat 2, 7942 JG. The Netherlands Téifwgliﬁz‘?_l}& i Fax: 31.522.2628

Astellas Pharma Burope BY, Trade register Leiden nr: 28053775, Sylviusweg 62, 2333 BE Leiden

Established in the Netherlands.

Manufacturing Licence nr.: 108513 F




Certificate of analysis

Productname - VYesomni 6 mg/0,4 mg 30 tabl.
I[temnuniber o 148787
Active component . Solifenacin succinate/ Tamsulosin hydrochloride
Batchnumber o 23H2237
Manufacturing date . 082023 Expiry date o 07 2026
Document version 1802 UA-UA 272
Tests Results Specifications
Dissolution Tamsulosin HC1 3 hours
Tablet 1/2/3 25125724 1535 %
Tablet 4/5/6 25/26/24

Dissolution Tamsulosin HCH7 hours

Tablet 1/2/3 54/52/54 45 - 65 %
Tablet 4/5/6 - 53754/53

Dissolution Tamsulosin HCL 12 hours

Tablet 1/2/3 84/82/85 80 %%
Tablet 4/5/6 84/84/84
Dissolution Solifenacin suce 15 mit,
Tablet 1/2/3 97/9%/94 > R0 % (Ph. Fur., Q=75%)
Tablet 4/5/6 98/97/96
L.oss on drying 03 = 0.6%

Microhial Enumeration Test*

TAMC (Total Aerobic Microbial Count) N/A 5 10% efu/y
TYMC (Total Yeast and Mould Count) NA € 107 efuly

Test for specified organisms®
Esclhierichia coli N/A, absent cfu/g

* Not rouatinely determined

I herebhy certify that the above information is authentic and accurate, This batch of product has buen
fabricated/manufactured, including packaging/ labelling and quality controf at the mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
murketing 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 persor:
Manufacturing Meppel, He !
Astellag Pharm Burope BY, Tade reg 72, 2333 BE Leiden
Fstablished in the Netherlands. Manulacturing Licenee nr. 108513 F

chimide



