<JIOrOTHII ACTeliac>

CEPTU®IKAT AHAJII3Y
HalimenyBaHHs APOAYKTY: Omuix Okac, TaBeTiu, BKPUT INiBKOBOI0 0G0JIOHKOI0, IPONOHToBaHoi Aii 3 NEPOPANILHOIO CUCTEMOTO
KOHTpoNKoBaHoi abeopbuii o 0,4 Mr Ne30

Kog mpoayxry: 117397

AKTHBHI KOMITOHEHTH: TanMcymosuHa TiAPOXIOpHIL

Ynakoska: Baictep no 10 Taéactok, 3 Giicrepu

Peectpauiiinnii HoMep: UA/4368/02/01

Cepis: 23L0512

KinbKkicTs B cepil: 15 680 ym.

HaTta BHIOTOBJICHHS: 12/2023

TepMiH NPUAATHOCTI: 11/2026

Bepein: 2407 UA-UA

Tectn Pesynbraty | Cneumgikauis

Onuc BiarIoBizae TabNeTKH KpYTili, ABOSKO BHIYKJTi, BKPATI KOBTOO MJIiBKOBOO
06010HKOI0, 3 MAPKYBAaHHAM THCHEHHAM «04»

[nenTuikanis:

TaMcy103uRy riIpoOXIOpHIL

- BEPX nosuTHBHWI | Uac yTpUMaHHs Nika TaMCYNIO3HHY Ha XpoMaTorpami
BHNIPOGYBAHOTO POIUMHY — B MeXkax £ 0,5 XBIIHH Bifl 4acy
yTPHMaHH# [ika TaMCY/O3HHY Ha XPOMATOrpaMi posuKHY
HOpiBHAHHA.

-Yod nosutienri | Jlocmimkysanuii po3unH Mae abcopOuiiini MakcuMyMu Mix 222 Ta
226, 1a 276 ta 281 HM.

Toun xmopy** H/A TTO3NTHBHO HA 10HH XJIOPY

Konvoposuil inrpeaient* H/A TTo3uTHBHO Ha cojii 3ali3a

TecT Ha POYHHHICTD

3a 3 roauHu: 15-35%

tabnerka 1/2/3 25/25/26

tabrnerka 4/5/6 26/26/26

3a 7 rogu: 45-65%

tabnerka 1/2/3 53/54/54

Tabsnerka 4/5/6 55/53/54

3a 12 rojaun: >80%

tabnerka 1/2/3 84/84/84

tabiucrka 4/5/6 85/85/85

KinbkicHe BU3HAUEHHS:

TaMcyno3uHy Tiapoxopua 100,7 95,0-105,0%

Jomiwku:

- IHAMBIyaibHA <0,05 < 0,2%

- 3arayibHa KiJbKiCTb <0,05 < 0,5%

QnHOpiHICTb BMiCTY BiJIMOBI1a€ €ep. Dapm. 85-115%

MikpoOGionoriyaa YuCTOTa*

TAMC (3ar. k-CTk aepOGHUX MIKPOOPTaHi3MiB) H/A < 1000 KYVO/r

TYMC (3ar. k-CTh IpiKIKOBHX/LBITEBUX TPHOIB) H/A <100KYO /r

Tect Ha crieuudivni MixpoopraHizmMu*

Escherichia coli H/A BizcytHi KYO /1

* - HC € PYTHHHUM

** . RiIITOBIAE, AKIO TECTYETHCA

ST migTBepAKYIO, 1O 3a3HaveHa BUILE indopMalis € JocToBipHOK Ta TouHoto. Ll cepis mpoxykTy 6yna BupobieHa, B T.4.
NaKyBaHHA/MapKyBaHHS Ta KOHTPONb AKOCTI Ha 3a3HaueHilt mimbHmui (sX) y MOBHIM Bignosigrocti 3 GMP Bumoramu
MICLICBOTO PETYIATOPHOrO Oprafy i y BinoBigHocTi 3 crenudikalisMu peecTpauiifHoro 1ocse Kpainp-iMrioptepa. IIpouec
NMaKyBaHKS, BUYCKY TA aHATiTHYHi 3arvcu GyNu mepernanyTi Ta 3HalfieHi sk Taki, 110 sigrosigaroTe GMP BuMoram.
BrpoGHUKY aKTUBHHX IHIpemieHTiB (Y) OnepyroTh y BIMIOBIAHOCTI 3 JICTAIBHOK HACTAHOBOIO IO GMP nns nmoyaTKoBHX

Marepianis.

Burnyueno 29/02/2024 (mignuc)
YrosHoBaxeHa ocoba Sibel Kilic-Kartal

Bupo6ncno Menrien, Xoremar, 2, 7942 JUK, Hinepnangy. Tea: 31.522. 235300 ®axkc: 31.522.262881
Actennac ®apma I0pon B.B., Toprosuit peectp Jleiinena Ne28053775.Cuneaiycser, 62, 2333 BE Jletinen
3atseppxennii 8 Hinepnanpax. Bupo6unua Jliucksis Nel 08513F




Certificate of analysis

Productname - Omnic Ocas 0,4 mg 30 prolonged release film-coated tablets
Itemnumber © 117397
Active component : Tamsulosin HCI
Package size . Blister & 10 tablets, 3 blisters
Marketing o UA/4368/02/01
Authorization nr.
Batchnumber . 23L0512 Batch quantity  : 15.680 PCE
Manufacturing date ;122023 Expiry date c 112026
Document version : 2407 UA-UA Page 1/2
Tests Resalts © Specifications
Description conform round, biconves, yellow film coated tablet,

debossed with “04™
[dentity Tamsulosin HCl
HPLC conform Retention time of tamsulosin peak at
chromatogram obtained with the test
solution - within + 0.5 minute retention time
of the peak tamsulosin in the chromatogram
of reference solution

uv positive Test solution has absorption maxima
o between 222 and 226 nm, and 276 and 281
nm.
Identity Chlorine** N/A Positive for Chlorine lons
Identity Colouring ingredient® N/A Positive for fron oxides
Dissolution test
After 3 hours 15-35%
tablet 1/2/3 25125726
tablet 4/5/6 26/26/26
After 7 hours 45 -65%
tablet 1/2/3 53/54/54
tablet 4/5/6 55/53/54
After 12 hours > 8%
tablet 1/2/3 84/84/84
tablet 4/5/6 85/85/85
Assay Tamsulosin HC] 100.7 95.0 - 105.0 %
Related substances
individual each < 0.05 < 0.2%
total < 0.05 £0.5%
Content uniformity test conform Ph.Eur. 85~ 115%
o
NLALA

Qualified person: I Hiltina Rabelink (1 Margot van der Zee#dSibel Kilic-Kartal (2 Laurens Roorda T Gerrit Fransen I Frans Schmidt

Manufacturing Meppel, Hogemaat 2, 7942 JG, The Netherlands Tel: 31.522.235300 Fox: 31.522.262881
Astellas Pharma BEurope BV, Trade register Leiden nr.: 28053775, ‘Syl\msm‘g 62,2333 BE Leiden
Fstablished in the Netherlands. Manutacturing Licence nr: 108513 F




[ Certificate of analysis
Productname ¢ Omnic Ocas 0,4 mg 30 prolonged release film-coated tablets
ftemmumber 117397
Active component : Tamsulosin HNC
Package size . Blister a 10 tablets, 3 blisters
Marketing o UA/4368/02/01
Authorization nr.
Batchnumber o 230512 Batch quantity @ 15.680 PCE
Manufacturing date o 122023 Expiry date o 112026
Document version @ 2407 UA-UA Page 272
Tests Results Specifications
Microbial Enumeration Test* < 1000 cfu/g
TAMUC (Total Aerobic Microbial Couut) N/A < 100 cfu/g
TYMC (Total Yeast and Mould Count) N/A
Test for specified organisms®
Escherichia coli N/A » absent cfu/g

# Not routinely determined.

* Complies if wested.

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manutactured. 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
marketing Authorisation of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in comipliance with GMP. The manufacturers of the active ingredient(s) operate in
compliance with the detailed guidelines on GMP for starting materials.

Qualified person: [ Hilting Rabelink 73 Margot van der ; ibel Kilic-Kartal I Laurens Roorda £ Gerrit Fransen £ Frans Schimidt

Manufacturing Meppel. Hogemaat 2, 7942 JG, The Netherl: 03
Astellas Pharma Eurepe BV, Trade register Leiden nrs 280537735, Syfviuswe
Established in the Netherlinds. Manufacturing Licence e 108513 F



