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Catatent

Quality certificate
Ceptugikar akocri

Product DUODART™ hard capsules 0,5 mg/0,4 mg #90 in vials

‘Catalent Pharma Solutions
. Catalent Germany Schorndoirf Gribi o
" Steinbeisstrabe 1-2, Schorndort, Germany 73614

T +49 (0) 7181:7000-0 | F +49 (0} 7181-7000-100

-more produdts, better treatments, refiably supplied.™

—

Npoaykr: AYOOAPT, kancynu Teepgi no-0,5 mMr/0,4 mr N°90 y tbnakonax

Customer:
-3aMoBHUK:

Batch number:.
HoMep cepii:
Internal Lot:
‘BRYTpIilLiHA napTin:
Item Number:

Koa ApoaykTy:
Order:

3akas:
Manufacturing date:-
HAata BupoSHuuTEa:
Packaging date
HlaTa nakysaHHS
Expiry date:

TepMiH npuzaTHocTi:
‘Date of Analysis:
flara ananisy:

Test Instruction:
IHCTPYKUIA 3 TecTy:
Specification:
Crieuudsikalyin:

Efficiency/Strength of preparation: S
Active drug substance: duta's'té'ridé,-"t'amsu'lusin'hy‘drﬂ'chln'r‘fde: |
1 capsule contains 0,5 mg dutasteride and 0,4 myg tamsulosin hydrochloride.
‘Cuna Ail/AKTUBHICTL:
Hitoua peYOBKHa; ZyTacTepua, TaMCyno3nHy. rinpoxnopug;
1 kancyna Micrutb AyTacrepuay 0,5 MrTa 0,4Mr Tamcynoanny rigpoxnopmay.

Manufacture: Catalent Germany Schomdorf GmbH, Steinbeisstr. 1 und 2, Schorndorf, Baden-
‘Wuerttemberyg, 73614, Germany

BupoSHuk: KataneHT bwxepmey] WopHaopg MMEX, UkrainGanwrpacce 1 2, WopHaopd, bagen-
Byprembepr, 73614, HimeyyuHa

‘Manufacturing authorization Number: DE_BW_01._ MIA_ 2022 0034
JliueHsin va BupoGHuUTBO, Homep: DE_BW_01_MIA_2022_0034

Importing country: Ukraine.
KpaiHa imnoprep: Ykpaiva

Registration license number: UA/13330/01/01.
Homep peectpauifitoro nocsiguetins; UA/13330/01/01.

Q_uantity In the hatch: 1650 packs
NBKICTR B Cepiil 1650 yn.

‘Certificate of Analysls Ukraine 90ct Page 1 of 3

Glaxo Smith Kline:
TnakcoCMiTKnaiin
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Catalent Pharma Solitigis N

Cataient Germany Schorndorf GribH L

- Steinfeisstrafe 1-2, Schomdorf, Germany 73614 .
T +49 {0) 7182-7000-0 | F +49 (0} 7181-7000-100

-frore products, better treatments, . reliably supplied, ™

wak

Test/ Tecr Spedification/ Creunguanls | Results/ Pasyinraca
Appearance Oblong Hard-shell capsule, brown Complies
' colored wrapper and orange-cap with
black ink lettering GS 7C2
Orilic - TBepaa Kancyna  BUOOBXEHOT Biznosigae
B bopmMn, 3 Kopnycom KOpWYHeaoro
KOnbopy i KpHUWeYKolo
NoMapaH4YeBoro KOALOPY, i3
HaanNUWcoMm GS 7CZ  uyopHUMM
| YHopHUnamu
Idehtify? 'Dui':'a;;s'fé-ri'dé (HFLC) RT time of main 'beal-: on chromatogram ﬁ.f 'Cumplies
test solution must comply with RT time of
main peak on chromatogram of reference
solution Dutasteride Bianosinac
LrenTudikauin dytacrepuay (BEPX) Hac yrpuMyBaHHs rofloBHOD Miky Ha
XpPOMATOrpaMi BUNpo6oRYBaHOrD PO3MMHY
BiANOBIgae vacy YTPUMYBaHHA rONOBHOIQ
niky B xpoMaTtorpaml PO3YUHY NOPIBHAHHA
Hyracrepuay
Identity Tamsulosin Hyd'fochloride RT time of main peak on chromatogram of 'Cumpii.és
(HPLC) test solution must camply with RT time of
main peak on chromatogram of reference
_ o solution Tamsulosin Bianosinae
Laentndixauls Tamcynosumy Ha¢ yTpumMysanHa ronoskoro nika wa
riapoxnopuugy (BEPX) XpomMarorpami BunpoGoByBAHOTO PO34YKnRHY
BiANOBIAAE Yacy YTPUMYBaHHS TONOBHOMD
Nnika Ha XpoMaTtorpami PO3YUHY NOPIBHAHHSY
o Toweynoswny 1
Assay content (HPLC), mg/capsule
(% 1.C):
Kinbkiche BU3HAYEHHA BMICTY (BEPX),
‘Mr/xancyny (% sig 3asBneno]
'KINBKOCTI):-
AyTacrepna 0.475 - 0.525 Mr/kancyny 0.499 .
AyTacrepug 55,0 - 105.0 % 99.7
Tamsulosin Hydrochloride’ 0.380 - 0.420 mg/capsule 0.398
Tamcynoauny rigpoxnopug 0-380 ~'0.420 mr/Kanicyny 1 0.398
‘Tamsulssin Hydrochioride 95.0~-.105.0 % 99.5
TaMCynosury rigpoxnopug 95.0 - 105.0 % 99.5

Certificate of Aalys's Ukiaing Slct
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Catalent Pharma Solistions

Catalent Germany Schorndorf GmbH
Steinbeisstralie 1-2, Schomdarf, Gemiany 73614 -
T +49 (0} 7181-2000-0 | F +49 (0} 7181-7000-100

mare products. better ireatments. reliably supplled, ™

[Test/ Tear

'.sj:iéclficatiﬁn / Cnéuud:n‘nx-a'uin | |

Results/ Pesynetana

bygepHa daza uepes 7 rogun

Uniformity of dosage units of Tamsulosin Complies with requirements Ph.Eur, Complies

Hydrachloride (HPLC) |

OAHOPIAMICTL A030BAHNX O MHWLL. Bianosigae sumoram €Bponaiichkoi Binnosipae

TaMcyno3uiy rigpoxnopug (BEPX) Dapmakonel

Dissolution (% Dutasteride released) Complies with requirements USP<711> Complies

with Q = 80% after 60 minutes

Po3aunHenHsa Blanosinae sumoram dapmakonei CLJA Bianosigae

(% BMBiNBHEHOrO Aytactepuay ) . </11>Q = 80% yepes 60 xBunud
B Dissolution (% Tamsulosin Hydrochioride Complies with requirements USP<711> Complies

released)

PoauHenHn (% sueinbHeHOrO .Bianoslaae suvoram chapmakonel CLUA Bianosinac

TaMCYNO3NHY riapoxnopuay) <711>

Acid phase after 2 hours Not more than 10% Complies

KncnotHa dasa yepes 2 rogupu He Giabwe, nbk .10% Bignosigae

Buffer phase after 3 hours 40 ~ 70% 53

BytepHa dasa uepes 3 roguHm 40 = 70% | 83

Buffer phase after 7 hours 280% sz

' =80% |92

I hereby certify that the above information is authentic and accurate, This batch of product has been fabrica
packaging and quality contrel, at the above-mentioned recognized buildin
‘regulatory authority and with the speclfications in the marketing author

-and analysls records were reviewed and found to be in compliance with GMP,

LM A NIATBEPAKYIO, WO HAaBEAeHE. IRdopmMauin € cnpaexHboio- | TOYHOHK.
nepesipeHa B Mexax RPOUCAYPH KOHTPOO AKOCTI,

HanexHol BUpoGHWYOT ApakTuKn (GMP),

(O BOHE BiANceidac enMoramM npasun HanexHoi BupoSHyuoT npakTuku (GMP).

Approved by Quality Control |
‘3arsepaxeHo KOHTpoASpeM I skoeti

Alexander Agne,
HoQC

* -

Approved by Quaiified Person
33TBEDANKEHO YNOBHOBAXEHOO 0CO 0K

Dr.PlaftinAmette /0P 70, NOV. 20Ty

Name & Surname, signature {Im'a 13 Npizsmwe, nignuc)

Date of certificate: 16.11.2023
Aata ceptudikary: 16.11.2023

‘Certificate of Analysis Ukraine 6t

-Date of signature (Qara nip,nw:ﬂ ﬁ
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g(s) in full compliance with the G
ization of the importing country. The

HA 3a3HBUSHIN BULWE BUPOGHMYI AlnBHULUI B NOBKIN Biano
BCTAHOBNEHNX MiCLeBUM \

cneumgikauii, nepeabavyerux Y fliueusil ma BnpoBuuureo Kpathu-iMno
BOCAIAXYBaHUX NIKAPCbKUX 33C06iB, AoKyMenTauis crocosHo 00pobky, nakysansa i aHaniay cepil Gyna

batch processing, packaging,

PSSIQC-0021-Fi5 Vido

ted/ ma nufactured, including
MP requirements of the locai-




