HAEPKABHA CJIYKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Haaii Ceitnuwiod, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €JIPT10Y 37079055

BUCHOBOK
Npo AIKICTL BBE3CHOr0 B YKpainy JikapcLKoro 3acoby

12.12.2024 Ne 66928/24/26

AJIEJIL® C

(HakfiMetryBan g AikapehKoro 3aco8y 3riHO 3 PECCTPALIHHM NOCBIAYCHESNM)
TabneTrkn 3 MoauQiKoBAHMM BHBLILIIEHAAM, 10 6 Mr/0,4 mr, no 15 Taéuerok y 6nicrepi, no 2
GarictepH y nauui

{thopma BrnycKy, 403y BAHIIS, BU NAKYBAHHS HKAPCLKOTO 3acoby)
Homep peecrpauiiinoro noceimuenus UA/20345/01/01 crpok aii peecrpauiiinoro nocsinienns 29.01.2029
Cepis nikapcskoro 3acoby Ne 13419722 KinbkicTs BBE3eHOro nikapcvkoro 3acoby 12288

Bupobuik Anamen Papma C.A., [Tonbiua
(nadiMeny panus BrpoGuuka sikapcsLkoro 3acoBy, kpaiua NOXOMKCHIINA)

Bseseno B Ykpainy AKIIOHEPHE TOBAPUCTBO "®MAPMAK", incur. koa: 00481198
(sradatery Bands Ta koa 3a CJIPITOY opuanunoi ocodu abo npissuiuie, im's, no Gatekoni diauunol
0coBH - nianpuemis, 7 Micue NpOKHBAHHA Ta peectpalliltiuii nosep 00aikoBOT kKapTkK IaTHIKE

ronatkis aGo cepis Ta HOMEp nacropTa)

IpoTokon Bisyansioro kourpomio sin 12.12,2024 Ne 4224/3.

3a  pesynbTaTAMM AEPKABHOFO KOHTPONIO  BCTAHOBACHO, L0 Jikapcskuii 3aci6  Beeseno B Ykpainy 3

AOTPUMAHHSIM BHMOT 3aKOHOAABCTHA WOLO 3abe3neteHHs Ak C1i nikapehkux 3acobis.

—
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Batch Certificate for Finished Medicinal Product No. 5966/2024 version 2

Name: Adel S (AJIEJIB® C)

Destination country: Ukraine

Batch number: 13419722

Batch size: 12 288

Strength (Bese): 6 mg/ 0,4 mg

Pharmaceutical form: modified-reiease tablets

Package size: 30

Package type: blisters of PA/AlW/PVYC in carton box

Manufacture date: 08 2024

Expiry date: 07 2027

Marketing Authorization number: UA/20345/01/01

Index: GUAAPO081101

Name and address of manufacturers:

A. Manufacturer of product in bulk:

Adarned Pharma S.A.

Headquarters: Pienkow , ul. M. Adamkicwicza 6A,
05-152 Czosnéw

Manufacturing site: ul. Marszatka J6zefa Pitsudskiego 5,
95-200 Pabianice

. Manufacturer of finishel duct;

Adamed Pharma S.A. ‘

Headquarters: Pienkéw , vl M, Adsmkiewicza A,

05-152 Czosnéw

Manufacturing site: ul. Marszalka Jozefa Pitsudskiego 5, 95-200
Pabianice

C. Manufacturer responsible for baich testing:

Adamed Pharma S.A.

Headqguarters: Piedkow , ul. M, Adamkiewicza 64,
05-152 Czosndw

Manufacturing site: ul. Marszatka J6zefa Pilsudskiego 5,
95-200 Pabianice

D. Manufacturer responsible for cenification of product batch:
Adamed Pharma S.A.

Headguarters: Pienkow , ul. M, Adamkiewicza 6A,

05-152 Czosndéw

Manufacturing site: ul. Mavszalka Jozefa Pitsudskiego S,
95-200 Pabianice

Number of Manufacturing Authorization:

A, 204/0039/15

®

'204/0039/15

C.  204/0039/15

o

2040039415

Certificate of GMP;

A.  IWSF.405.18.2021.1P.1 WTC/0039_01_01/74

B. IWSF.405.18.2021.1P.1 WTCH0039_01_01/74

C.  IWSF.405.18.202L.I1P.1 WTC/0039_01_01/74

D. IWSF.405.18.2021.IP.1 WTC/0039_01 01174

Comments: PULAPE008201-01; PKJAPEG08200-01

APL: Solifenacin succinate: Medichem Manufacturing (Malta) Ltd., Malta CEP R1-CEP 2016-240-Rev 00
Tamsulosin hydrochloride: Cipla Limited, India CEP R1-CEP 2007-131-Rev 02
Recognition sumber for Ukrainian market is 726/2023/C-1538

Size of retention sample: 20

u { confirm that all folding box have been labeled in accordance with the sevialization requirements
1 leonfirm that all folding box vs carton box have been labeled in accordance with the aggregation requirements
atch is not subject 1o seriatization

.
Khrtification: | hereby certify thal . transport conditions have been verified, all the manufaciuring stages of finished medicinal product have beeu
carried out in full compiiance with the GMP requirements and with the requivemenis of permit(s) and documentation concerning Marketing
Authorization(s) of finished medicinal praduct of the destination country/countries,

Date of releasc: 08.11.2024 QP: Paulina Kiclbik
Date of issue: 26.11.2024

Osoba Wykyw - gitkpwana
Qualif-- Drrson

.................................

Signature, name and surname of the

Adumed Pharma §.A.

Pienkdw, ul, M. Adamkiswicza 6A, 05-152 Czosnow
tel.: +48 2273277 00, fax: +48 22 732 77 Q0

e-muoil; adamed@adamed.com.pl
www.adamed.com.pl

ADAMED

SHACHGE Kidlowy Refestr Sadowy, prowadzony
fzer Sad Rejonowy dia must, Warszawy, XIV Wydziat
/ Géspodarczy Kigjowego Rejesinu Sqdowego,

718430 600 PLN, wetacony w catoici.

~pod nr: KRSOOSO114526, NIP 731-17-51-025; Kapilat zaktadowy:
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ADAMED

CERTIFICATE OF ANALYSIS No. ﬁcﬁqo 124

[ Product name: ADEL S 6 mg/0.4 mg, 30 tablets

Batch No. of finished product: 13419722 Destination couniry:
Batch No. of product in bulk: 13342683 No. of the Analytical Report for product in bulk: | Ukraine
Manufacturing date: 08 2024 Expiry date:07 2027
L. Results for physico — chemical and microbiological tests
" No. Tests: Limits: Results;
1. 2. 3. 4.
l. Appearance Red, film-coated, round, biconvex tablet with .
engraving "6 04" on one side conforms
2. Identification Conformity of retention limes and UV spectra of
: conforms
reference and test sample solution
3. Uniformity of dosage units According to requirements Ph. Eur. 2.9.40
- gontent uniformity
Tamsulosin hydrochloride AV < {5.0(L1) AV(L1)=2.2
Solifenacin succinate AV < 15.0 (L) AV({L1)=7.2
The additional test is acceptable,
4. | Assay of active substances Tamsulosin hydrochloride
0.380 - 0.420 mg/tablet 0.406 mg/tablet
(95.0 % - 105.0 %) (101.3%)
Kolifenacin succinate
5,70 ~ 6.30 mg/tablet 6.00 mg/tablet
(95.0 % - 105.0 %) (100.0%)
5. Chromatographic purity:
- Maximum single unspecified impurity <0.2% <0.1 %
of Tamsulosin
- Impurity I Solifenacin <0.2% <0.1%
- Maximum single unspecified impurity <0.2% <0.1%
of Solifenacin
- Total impurities < 1.0% <0.1%
6. Dissolution of active substance Tamsulosin hydrochloride
After 2 hours : 10% £ for cach tablet < 30% mean:21%
(L1(2h} in the range of 10-30%) (20 - 22)%
After 8 hours : 45% = for each tablet € 65% mean:54%
(L1(8h) in the range of 45-65%) (52 - 56)%
After 21 hours : for each tablet > 85% mean:94%
(L1 = Q+ 5%; Q=80%) {93 -95)%

The additional test is acceptable

Solifenacin succinate

After 15 minutes : for each tablet =85 % mean: 95%
(S1=Q +5 %; Q=80%) (93 - 9%
The additional test is acceptable
di Residual solvents <5 00008m 29500m
Ethanol PP pp
8. Microbrological purity:
-TAMCinlg not more than 103 cfu <|0
~-TYMCinlg not more than 10% cfu <10
- Escherichiacoliin | g absent absent
[‘ The test was performed according to: Quality Specification SpecDﬁODlOSd/l __Date of the end: 07.11.2024
The Certificate of Analysis was prepared by: K.Kasznicka Checked by: ~Vevoly Date: 07k -1~ 0 7

Declaration: I certify that analysis of finished product was performed in ucco\x{dance'wl._fh the current, approved
analytical documentation registered in the Registration Dossier. The tests were cafriéd out in-accordance with the

procedures and GMP requirements, - / .

't'der‘zespoty

“ Slopgdudd
. Ew’gﬁ 4 Sapifskd—

Date! Signature:

02 -11-07
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Cepradikar cepii rorooro Jikapeobkoro 3acody Ne 5966/2024

Hasea: Adel S (Anens® C)

Kpaina-ivoprep: Ykpaina

Homep cepii: 13419722

Po3mip cepii: 12 288

Hosysaunss: 6 mr/ 0,4 mr

Dopma BumycKy: TabneTky 3 MOAM(BIKOBaHNM
BHBLIbHEHHSM

Po3mip ynakosku: 30

Twun nmaxysanus: Onicrepu i3 [TA/AIWTIBX B xaproruil
nayui

Jata supobuuuTia: 08.2024

Tepmin ail: 07.2027

Homep peccrpauifinoro noceinuennst: UA/20345/01/01

Tunexc: GUAAP0081101

iHa3sa Ta aapeca BUpoOHHKIB:

A, BupoOuuxk HedacoBanoro npoaykry:

Amasen $apma C.A. (Adamed Pharma S.A))
Tonornuit oic: Ilenrkys, Bya. M. Axamkesuya
6A, 05-152 Yocnys (Pienkdw, ul. M,
Adamkiewicza 6A, 05-152 Czosndw)
Bupobunua ainsruus: By Mapmana Kzeha
Hiscyacsroro 3, 95-200 IMad'sniue (ul, Marszatka
Jézefa Pilsudskiego 5, 95-200 Pabianice)

B. Bupobuuni roroBsol npojayinii:

Anamven Gapma C.A. (Adamed Pharma S.A.)

Conoeruit odic: Menbkys, Byr. M. AzaMmresnua 64, 05-

152 Yocuys (Pienkdw, ul. M. Adamkicwicza 6A, 05-152
Czosndw)

BupoGuwua sinsriis: Bya. Mapana 103eda ITincyncskoro 3,
95-200 INaG'suiue (ul. Marszatka [ozefa Pilsudskiego 5, 95-200
Pabianice)

C. BupoOuux. BITOBLIAILINN 34 TECTYBAUHS Cepil;
Anaven Papma C.A. (Adamed Pharma S.A.)
Tononumni odic: Tlenskys, By M, Anamkesnga
6A, 05-152 Yocuys (Pienkow, ul. M.
Adamkicwicza 6A, 05-152 Czosnéw)

BupoGriraa nineuvus: Bysn. Mapinana IQseda
[Mincyacexoro 5, 95-200 IMab'sniue (ul. Marszatka
Jozefa Pilsudskiego 5, 95-200 Pabianice)

D. BupoGuux, Biarmosinanshuii sa ceprudixago cepii:
Amaven ©apma C.A. (Adamed Pharma S.A.)

Tonoruuft odic: Ilensxys, Bya. M. Axamkesuda 6A, 05-
152 Yocuyn (Piedkdw, ul. M. Adamkiewicza 6A, 05-152
Czosnow)

Bupobuuya ainbuuns: sy: Mapinana 103eda
IMincyacekoro 5, 95-200 a6 'suiue (ul. Marszatka
Jozefa Pilsudskiego 5, 95-200 Pabianice)

Homep aiuensiv:

A, 204/0039/15 B. 204/0039/15
C. 204/0039/15 D. 204/0039/15
Ceptudikar sianosignocri sumoram GMP:
A. IWSF.405.18.2021.1P.1 WTC/0039_01_01/74 B. IWSF.405.18.2021.1P.1 WTC/0039_01_01/74
C. IWSF.405.18.2021.IP.1 WTC/0039_01_01/74 D. IWSF.405.18.2021.1P.1 WTC/0039_01_01/74

Komeurapi: PULAPE008201-01; PKIAPE008200-01

Homep Bu3HanHA Ans punky Vkpaldgu 726/2023/C-1538

A®IL: Conidenanuny cykuunar: Medichem Manufacturing (Malta) Ltd., Mansta CEP R1-CEP 2016-240-Rev 00
Tamcynosuny rigpoxnopun: Cipla Limited, Ingis CEP R1-CEP 2007-131-Rev 02

KinpxicTe apxiBuux spaskis: 20

cepif He nixnaeTbes cepianizaniy

Hara sunycky: 08.11.2024 YO: Haynina Keabix
Jara pugaui: 26.11.2024

O A sacsiouyr, wo eci cxnadeni kopobxu Gynu npomaprosari 6i0n06iOH0 00 6umoz 00 cepianizayii
O A sacsiduyio, upo eci cknadeni kopobru Bynu npomaprosaHi 6i0nosidHo 00 umoz do azpezayii

Cepmudpixayin: Ljuv 5 3aceiowyio, mpancnopmui ymoau Gyio nepeeipeno, 6ci gupobuuyi emany Ons 20moeoi
npodyxyil 6ynu npogederi y nosuiti sionosionocmi 3 sumozamu GMP ma is sumozamu doseony(is) ma doxymenmayii
Ppeecmpayitino20 noceiouenHs Ons 20moeol npodyryil kpainu(kpain) imnopmepa.

YnosHoBamena ocoba
Minmac/Tpasaceka Kavina

[Tignue, iv's ta npiseuie YO

Adamed Pharma S.A.

By Ul ML AdomEe ST uza 64 05 152 Cr
lely +48 22 732 77 00, tax. +48 22 732 77 00
g-mail adamed@adamed.oom,
wwew.adamed.corm.pl

e

[

Peccrpauia:

fefeshacio Kraioury Rejestr Sadowy prowadizony
€75 Rejoriowy clamal We oy, XV Wydzal

uspodarcay Kigjowego Refestry Sadowego,

e, KRS 0000116926, NP 731-17-51-025;: Kopitot okladowy:
CLRPEN, vapiGEGnY w calocl




Ceprudixar ananizy Ne 6060/24

SOPAtt000655/2

Hazea: Ageas® C 6 mr/0,4 mr, 30 radneror

Homep cepil: 13419722

Kpaina-imnoprep:

Ne cepii HedacoBaroro NpoaykTy: 13342683

INe ananiTHYHOTO 3BiTY A1 He(hacoBaHOTo
[IPOAYKTY:

Ykpaina

Jara supodurTea: 08.2024

Tepmin xil: 07.2027

I. Pesynnraty ¢isuxo-ximiunux ra mikpoGionoriysux sunpobysans

No BunpoSysanusa: Hopwmysauns Pezynnratu
1. 2. 3. 4.
3oBHIIHIA BUCAAL Kpyrai asoonykn TaGneTky, BKpUTi r.misxosmo Bignosizac
0BONOHKOIO, YEPBOHOO KONLOPY 3 IPaBitOBAHHAM «6
04» 3 onHoro Goky
2. Inenrudikauis Binnon.i,m{icm yacin )/Tpnmynal'xfxx Ta YO cnexcrpi.s Binnosigae
PO3YMHIB KOHTPOIBHOrO Ta JOCHIUKYBAHOTO 3pasKiB
3 OAHOPIAHICTL Z030BAHMX OIWHULE Bignosizso xo Bumor €sp.Papu. 2.9.40
Onuopinnicrs Baicry Tamcynosuny rinpoxnopun AV <15.0 (L1) AV (L1)22
Conidenanuny cykuusar AV <. 15.0 (L1) AV (L 1)7.2
JomaTkoBuii TECT € NPUIHATHIAM.
4. KinskicHudt BMicT aKTHBHHX PEUOBHH TamMcyrno3uHy TiapoXIopri
0,380 — 0,420 mr/rabnerka 0,406 mr/rabnerka
(95,0 % - 105,0 %) (101.3%)
Conidenanmby CyKaunar
5,70 — 6,30 mr/Tabnerka 6.00 Mr/Tabnerxa
(95,0 % - 105,0 %) (100.0%)
5 Xpomarorpadivna ymcrora:
e MakcumanbHa O/IMHNHHA <0,2% <0,1 %
Heinentudikosana gomimka
TaMCYJIO3UHY
> Jowmimxa 1 Conidenanuny < 02% <0,1%
°  MakcuMaibHa OLMHHYHA
HeinenTrdixopana nominka £0,2% <0,1%
conideHauHy
+  3aransua kinekicTs AoMimox $1,0% <0,1%
6. Pozannenns axrusnol cyberanuii Tamcyo3uny rizpoxnopun
Yepes 2 roauny: 10% Ha kosxry tadnerky <30% Cepenne 3navenns:2 1%
(L1(2 ronuun) B mianazoui 10-30%) (20-22)%
Yepes 8 roaum: 45% nmst xoxuoi Tabnerku £ 65% | Cepeane 3navenns: 54%
(L1(8 rox) B nianasowi 45-65%) (52 - 56)%
ITicns 21 rogun: Ans xoxHol Tabnerxya >85% Cepenue 3Hauenun:94%
(L1 =0Q+ 5%; Q=80%) (93-95)%
Jonarkoskit TeCT € IPUHHATHIM
ComnieHanuiy cyKuuHaT
[Tican 15 xunun: amst koxsoi rabuerxu >85 % Cepeane 3nageHus: 95%
(S1=Q +5 %; Q=80%) 93-97)%
JonatkoBuit TECT € IPURHATHIIM
1¢
7. gf;egi 1Hi PO3UMHHIKU <5000 ppm 295 ppm
8. MixpoGiosoriyna wueroTa:
-TAMC s Ir <10
-TYMCsir <10
- Escherichia coliB T Biacyrni




SOPAtt000655/2

[Tect nposoyson 3rinmo 3;_cnewudiranis sxocri SpecDPOO 2 3aBepIIGHH
Ceprudikar ananisy nigrorosuna: K Kawnuniska Mo/ ) Hepesipun: Jlara: 0 )
Hewnapauis: 51 3acBiguyio, wo auanis rorosoi mpoykuil NPoBoAMBCst BIANOBIIHO A0 1MHHOT 3aTBEPAMEHOY AHALITHYIOT AOKYMENTAN] B
Peecrpauiitiomy noche, BunpoOysanus nposognies Bianosigno go npouenyp i sumor GMP,

Tecr

Bucnopox: npogyxr sinnopinae sumoram Cretmdixauii scocri SpeeDPO01054/1

Hara: 07-11-2024 Iipnnce @ Kepisnuk rpynu
Minnuc/

Esesina llanincbka
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