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more products, better tregtments. reflabiy suppiied.™

Quality certificate
CepTudikaTt skocTi

Produc: DUODART™ hard capsules 0,5 mg/0,4 mg #30 in vials

Mpopywr: AYOAAPT, kancynu Teepgi no 0,5 Mr/0,4 mr N230 y cdbnakonax

Customer:
3aMoBHUK:

Batch number:
Homep cepii:
Internal Lot:
BryTpitHsg naptia:
Item Number:

Koa nipoaykTy:
Order:

3akas:
Manufacturing date:
Aarta smpobHuuTea:
Packaging date
HaTa nakysanHs
Expiry date:
TepMiH npUAaTHOCT:
Date of Analysis:
Aata ananisy:

Test Instruction:
IHCTRYKUiA 3 TecTy;
Specification:
Criegmdlrania:

Efficiency/Strength of preparation:

Active drug substance: dutasteride, tamsulosin hydrochloride;

1 capsule containg 4,5 mg dutasteride and 3,4 mg tamsulosin hydrochloride,
Cuna A/ ATUBRICTE:

Alroya pevosuHa; AYTACTEPUA, TaMCYNORUHY riapoxnopug;

1 kancyna Mictute AyTacrepupy 0,5 Mr1a Q,4mr TAMCYNO3KHY rigpoxnapuay.

Manufacture: Catalent Germany Schorndorf GmbH, Steinbeisstr, 1 und 2, Schorndorf, Baden-
Wuerttemberg, 73614, Germany

Bupobhuk; Katanent dxepmeni Wopraopd MMBX, WrainbaliwTpacce 1 2, Wophaopd, Gagen-

BypremGepr, 73614, Himeuuuna

Manufacturing autherization NMumber: DEWBW_OJ.#MIA_EOZZ_ODM
Niyensia Ha BHPOBHMLUTBO, HOMep: DE_BW_01_MIA_2022_0034

Importing country: Ukraine
Kpaika iMnoprep: Yipaita

Registration license number: UA/13330/01/01
Hamep peecrpatiiivoro noceiguennsa: UA/13330/01/01

itz_uantity in the batch; 31260 packs
inLxicTs B capiii31260 yn.
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Catalent Germany Schorndorf Gobl

Steinbelsstrae 1-2, Schorndord, Germany 73614
T+449 (0) 7181-7000-0 | F +49 {0} 7181-7006-100 .

more products. belter treatments. refiably sypplied. ™

Test/ Tecr Specification/ Cneundukalyin Results/ Pesynbratn
Appearance Oblong  Hard-shell  capsule, brown Complies
colored wrapper and orange cap
withblack ink lettering GS 7CZ
Teepaa Kancyna BUNNOBXEHOT Binnosigae
Onuc dopMW, 3 KOPNYCOM KOPHYHEBOrD
KOnsLopy i KPULWeYKe
NoMapaHuyeBoro KGAbLOPY, i3
HaANMCOM GS 7CZ uopHumu
YyopHUAAMK
Identity Dutasteride (HPLC) RT time of main peak on chromatogram of Complies
test selution must comply with RT time of
main peak on chromatogram of reference
solutton Dutasteride
IneHTrdikayis AyTtacrepuay (BEPX) Hac yTpUMYBaHHA FrONGBHOrD niky Ha Bignesinae
XpOMATOrpaMi BUAPOGOBYBEHGIO POIUNHY
8lANOBIAZE Yacy YTPUMYBAHHS rOAOBHOMG
niky B XpoMartorpami DO3YUHY [MOPIBHAHHSA
Ayracrepuay
Identity Tamsulosin Hydrochioride RT time of main peak on chromatogram of Complies
{HPLC) test solution must comply with RT time of
main peak on chromatogram of reference
o solution Tamsulosin
LnenTrdikauin Tamcynosupy Hac yTpUMy BakHs roN0BHOMO Nika Ha Biznoeigag
rigpoxnopuugy (BEPX) XpomMararpami BUNpoGOBYBaHOIo PO3YMHY
BIANOBIAGE Yacy YTPUMYBaHHA FOROBHOMG
niKa Ha XpoMarorpami PO3YKHY NOPIBHAKHA
Tamcynosnny
Assay content (HPLC), mg/capsule
(% LC):
KinbkicHe suznavshin smicry (BEPX),
Mr/kancyny (% sia 3anBneHol
KineKocCTi):
Dutasteride 0.475 - 0.525 mg/capsule 0.501
NyTacrepus 0,475 - 0,525 Mr/kancysny 0,501
Dutasteride 95.0 - 105.0 % 10¢.2
AyTacrepua 55,0~ 105,0 % 160,2
Tamsulosin Hydrachioride 0.380 - 0.420 mg/capsule 0.396
TamMeynosvHy riapoxnopua 0,380 - 0,420 mr/kancyny 0,396
Tamsulosin Hydrochloride 35.0 - 105.0 % 98.8
95,0 - 105,0 % 98,8

TamMmcynosuny rigpoxaopug
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Catalent Pharma Solutions

Catalent Germany Schorndorf GmbiH
SteinbeisstraBe 1-2, Schomndorf, Germany 73614
T+49 (0) 7181-7000-0 | F +49 (G) 7181-7000-100

mare products, betler treatments. reliably supplied, ™

Test/ Tect Specification / Cneyudinkadin Results/ PesynbTartu
Uniformity of dosage units of Tamsulasin Complies with requirements Ph.Eur. Complies
Hydrochloride (HPLC)

OAHODIAHICTL AO30BAHUX OAMHUUE. Bianosigae eumoram Ceponeiicekol Bianosipgae

TamcynoawHy Fiapoxnopus (BEPX) DapMakonei

Dissolution {% Dutasteride released) Complies with requirements USP<711> Complies
with Q = B0% after 60 minutes

Po3unHeHHs Bignosinae pumoraM dapMaxonel CLIA Bisnoeinace

(¥ BUBINbREHOrO AyTacTepuay) <7il> Q = B0% uepes 60 xBUAWH

Dissolution (% Tamsuiosin Hydrochloride | Complies with requirements USP<711> Complies

released)

PosumrHenna (% BUBINBHEHOMD Biznosinae suMoram dapmakonet CLUA Binnosigae

TaMCYHO3UHY Finpoxnopmnay) <711>

Acid phase after 2 hours tot more than 10% Complies

Krcnotha daza uepes 2 rogundu He Binblue, Hix 10% Bignosiaae

Buffer phase after 3 hours 40 - 70% 53

Bydepua dasa 4epes 3 roauiu 40 ~ 70% 53

Buffer phase after 7 hours 280% 33

Bydepra daza yepes 7 roauH =80% 93

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/ manufactured, including
packaging and quality control, at the above-mentioned recognized building(s) in full compliance with the GMP requirements of the local
regulatory authority and with the specifications in the marketing authcrization of the importing country. The batch processing, packaging,
and analysis records were reviewed and found to be in compliance with GMP, -

UM s nigreepaxyio, Wo HaBagena IHOpMaLIN € cnpaBXHbOK | TOYHOH. Cepin npenapaty Gy/fa BUFOTOBNEHA, B TOMY YMCA YMNaKkoBaHa i
nepesipeda B MEMax NPOUEAYPH KOHTPOAO AKOCTE, Ha 3a3Havedill Bulle BUPOGHNUIG AinbHuyi B NosHIk BignosigHocT Ao suMor npaeunn
HanexHoi BUpPOBHUYO! NpAKTHKM (GMP), BCTaHoBneHux MicueBnM PETYAATOPHIAM  BIAOMCTROM, 4 TakoX 8 NoBHI BIAMOBIGHOCTI fils)
cneuundiikaLin, nepeabayernx v flivensii Ha 8rpobrnuTen KpalHU-iMnopTepa/datini ai cneumdikauisMm Ha NPORYKLUI0, nepeaSasesumu Ansi
AOCHAMYBAHMX NIKAPCLKKX 3acobiB. LoxyMeHTalisn cToCeBHO 06pobku, naxysaHHa i ananisy cepli Byna nepesipena, i 6yno pcraHoBReHo,
L0 BOHA BIANOBIAAE BUMOram npaeva HanexHoi BMPOBHWUGT NpakTukm {GMP).

Approved by Quatity Control e
3aTBEDAXEHO KOHTPONGpeM 3 grbeTi

Q{%Ender Agne ?7 AUG, 202

Date, Name & Surname, signature Hata, Im'a 13 ﬁni@,&,/ni,qnuc)

Approved by Qualified Person
3aTeepaXeHc YNOBHOBAKEHOI 0CoB0I0

\/}\/\qﬂ( Anger Hartme /6P (0§, AUG, 2024

Name & SprnaMe, signature (im'a va fipissvwe, nignwuc)
!

Date of signature (dava nignucy)

Date of certificate: 07.08.2024
Aava ceprudikary: 07.08.2024
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