Jloeomun PEKOPLATI

dapmaueBTUYHUN 3aBog B MinaHi
KonTpone sikocTi Ne: 202405553

NEPEKNAL

CEPTN®IKAT AKOCTI

Mponykuist:

Kon

Cepin

Kpaina imnoprty:
PeecTpauiiHe noCBigYeHHs B
YKpaiHi

Litoua pevosuHa

Jlikapcbka chopma

PosMip Ta TN NakyeaHHs

YPOPEK, kancynu TBepai no 8 mr Ne 30

41742000
SF3N39.1
YkpaiHa

UA/11926/01/02 (cTpok aii HeobmexeHwiA)

1 Kancyna MiCTUTb CMNOA03NHY 8 Mr

Kancynu Teepai

no 10 kancyn y 6nicrepi; no 3 Gnictepu B KopobLyi

[ata BupoGrHuuTea 12.04.2024

[aTa 3akiHYeHHs TepMiHy 04.2027

NPUAATHOCTI

Poamip cepil (KinbKicTb ynakoBOK) 5305

HinbHuus TliueHsia Ha Ceprudikar
supobruUTBO BignosigHocTi GMP

BupobHuk: Pekopaati IHpactpia Ximika e ®apmacesrika C.n.A., aM-115/2023 IT/139/H/2023
sia MatTeo Yisitani 1, 20148, Minan, ITanis

Ynakoska: Pexoppaarti lHgacTpia Ximika e ®apmacesrika C.n.A., aM-115/2023 iT/139/H/2023
sia Matreo Yisitani 1, 20148, Minan, |Tanis

KoHTpone sikocTi: Pexopaari IHgacrpia Ximika e dapmacesTika C.n.A., aM-115/2023 IT/139/H/2023
sia Matreo Uisitani 1, 20148, MinaH, lranis

Bunyck cepii: Pekopgari IngacTpia Ximika e GapmacesTika C.n.A., aM-115/2023 IT/139/H/2023

Bia MatTeo Yisitani 1, 20148, MinaH, ltania

Pesynbratv aHanisy cepii npeactaenexi 8 Copmucbikami ananisy, Wo 40AaETbCH

Lum 51 3aceiduyro, ujo Hasedera sulue iHgopmayis € docmoeipHOK ma moy4How. Lo cepiio npodykuil 6yno
8UPOBIBHO (8KMIOYAKOYU NaKySaHHA/MapPKy8aHHs) ma nNpoeedeHo KOHMPOSb I Ikocmi Ha euwe3asHaqeHil dinbHuYi y
nosHitl eidnogidHocmi 3 sumozamu GMP, scmaHoeneHUMU MICUESUM PE2y/ISMOPHUM OP2aHOM, &8 MaKoxX eionoeioHo
0o cneyudikayil, wo micmsamscs y peecmpauiliHomy docee. [pomokonu supobHUYMea, NaKyeaHHs ma aHanisie

6yno nepeansHymo ma ecmaHoeneHo idnoeioHicms GMP.
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Enexkmponnui nidnuc CAl YnosHoeaxeHor ocobu

KINAYOIA oPIrO/

10eHmucdh. Homep Kopucmysaya CAl1: 100420
Hama-Yac: 22.07.2024 — 12:36:25
10. Homep CAl Cepmuchikamy cepii: 10000005712
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JToecomun PEKOPLATI Cepmudpikam AHanisy
dapmaLeBTUYHWA 3aBOA Y MinaHi

KoHTponb sikocTi Ne; 2405563

Koa: 41742000 Cepis: SF3N39.1 Homep nocravansHuka: 240005993
Mpoaykuis: YPOPEK, xancynu Teepai no 8 mr Ne 30 MeTopa aHaniay 145 SIL notouHe BUA.
AwHanis: 16.07.2024 Tepmin npuaaTHOCTI: 04.2027 [ata supoBHuuTsa: 12.04.2024

AHanis Jonyctumi mMexi OanHuLi PeaynbTaty

Teepai XenaTuHoBi Kancy v Binoro
Onue _konbopy, po3Mip 0. BmicT kancyn — Bignosinae
ApiBHOKpUCTaRiUHI HacTkK Ta/ab0o NopoLoK
gig 6iNOro A0 CBITNO-KOBTOrO KONbOPY

OAHOPIAHICTb A03YBAHHA Bignosigae sumoram €8. ®. Bignneigae
inenTudikalis - .
cunoposnHy (BEPX) MoauTuBHUMA MoauTusHKiA
laerTudikaLis . .
cunogoanky (TLIX) MoauTueHuA MNoautusHUMA
PosunneHHs (Q=80% vepes 15 xB) 2 80 Y% 96,9
KinbKkicHe BU3Ha4YEeHHs CUI0A03UHY 2760 <840 wr/kanc 774
(mr/kanc)
I(S)I/J:)bKICHe BU3HEYEHHS CUNOA03UHY 2950 <1050 % 96,8
CTOpOHHS foMmiuika Km/a-3241 <1,0 % 0,1
CTopoHHsA Aomiluka KMO-3289 £0,30 % 0,00
OAM.HVNHa HeiaenTudikoBaHa £0.20 % 0,00
AOMILLKa
Cyma f,0MiLLIOK <2,0 % 0,1
MikpoGicnoridHa YucToTa: AepobHi
Gaxrepii (TAMC) 1000 KyO/r <10
Mikpo6ionoridHa vucToTa. pubn
(TYMC) <100 KYOlr <10
IE\E/llég‘cin&onorNHa upucroTa: BincyTHi B 1T BiacyTHi

MpumiTkn: TecT «laeHTrdikauia TUTaHy aiokcuay» He nposoauscs Ans uiel cepii

MEHE[DKEP 3 KOHTPORIO
AKOCTI
Cepia
3ATBEPIKEHA €azeHia 3am6ap6’epi

Ana ancTpudyuii
Jara: 16.07.2024

Llen AOKYMeHT nignucaHuid Ta 3reHepoBaHWiA B enekTpoHHOMY BUFNSAI, 3 BUKOPUCTaHHAM ENeKTPOHHOI
BanifoBaHOi CUCTEMM, LLO MOBHICTIO gignosigae uMHHUM Bumoram GMP.



& RECORDAT]

Milano Pharmaceutical Plant
Quality Control n° : 202405553

Batch certificate

Product name: UROREC 8mg 30 hard capsules
Product code: 41742000

Batch number: SF3N39.1

Importing country: UKRAINE

Marketing Authorisation: UA/11926/01/02 (unlimited validity)
Strength: Silodosin 8mg

Dosage form: Hard capsule

Package size / type: 10 capsules in 1 blister, 3 blisters in 1 box
Date of manufacture: 12/04/2024

Expiry date: 04/2027

Number of packages released: 5305

Site Authorisation number GMP certificate
Recordati Industria Chimica e Farmaceutica SpA

Manufactured by: Via Matteo Civitali 1 20148 Milano ltaly aM-115/2023 IT/139/H/2023
Recordati Industria Chimica e Farmaceutica SpA

Packaged by: Via Matteo Civitali 1 20148 Milano italy aM-115/2023 IT/139/H/2023
Recordati Industria Chimica e Farmaceutica SpA

Controlled by: Via Matteo Civitali 1 20148 Milano Italy aM-115/2023 [T/139/H/2023
Recordati industria Chimica e Farmaceutica SpA

Released by: Via Matteo Civitali 1 20148 Milano ltaly aM-115/2023 1T/139/H/2023

Results of analysis are reported in the attached Certificate of Analysis

I hereby certify that the above mentioned information is authentic and accurate.

This batch of product has been manufactured, including packaging 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 Authorization.

The batch processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP.

SAP Electronic Signature by Qualified Person

CLAUDIA FRIGOLI
Sap User ID: 100420

Date-Time: 22.07.2024 - 12:36:35

Batch Certificate SAP ID: 10000005712




- RECORDATI

Milano Pharmaceutical Plant

Certificate of Analysis

Quality Control n°® 2405553

Code: 41742000 Batch: SF3N39.1 ODP or Supplier batch: 240005993

Product: UROREC 8mg 30 hard capsules Method of analysis: 145 SIL current ed.
Analysis: 16/07/24 Expiry date: 04/2027 MFG date: 12/04/24

Test Specification Unit Result
Appearance White siz.0 hard gel.caps.cont.white to pale yell.fine part.and/or powd. Complies
Uniformity of dosage units Complies with Ph.Eur. current ed. Complies
Silodosin identification (HPLC) Positive Positive
Silodosin identification (TLC) Positive Positive
Silodosin dissolution Q=80 at 15 minutes > 80,0 % 96,9
Silodosin content (mg/capsule) 2 7,60 < 840 mg/cps 7,74
Silodosin content (%) > 950 < 1050 % 96,8
Specitied identified impurities KMD-3241 < 10 % 0,1
Specified identified impurities KMD-3289 < 030 % 0,00

Any unspecified impurity < 020 % 0,00
Total impurities < 20 Y% 0,1
Aerobic bacteria < 1000 UFCl/g <10
Fungi < 100 UFC/g <10
Escherichia Coli Absentin | g Absent

Notes: Titanium DiOxide Identification test not performed on this batch

The batch is

APPROVED

This document has been signed and generated electronically, from an electroni

Quality Control Manager
(or authorized substitute)

Eugenia Zambarbieri
Date: 16/07/2024

¢ validated system fully compliant with current GMP



