Quality certificate
Ceprudikar akocTi

Catalent Pharma Solutions'

Catalent Germany Schomdarf Gmbi
Steinbeisstrafe 12, Schorndor, Germiany 73614
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maore products. belter treatments. reliably supplied. ™

Product: DUODART™.hard capsules 0,5 mg/0,4 mg #90 in vials
MNpoayxr: AYORAPT, kancynn TBepAai no 0,5 Mr/0,4 mMr Neop y thnakoHax

Customer:
33MOBHUK!

Batch number:
Homep cepii:
Internai Lot:
BryTpIWHA napris:
Ttem Number:

Koa npoayxry:
Order;

3akaz:
Manufacturing date:
Hata BupoBHuuTEa:
Packaging date
Hata nakysaxHs
Expiry date:
TepmMin npuaaTHocT:
Date of Analysis:
ABarta aHaniay:

Test Instruction:
THCTpYKUis 3 TecTy
Specification:
Cneundikayin:

Efficiency/Strength of preparation: N _ o

Active drug substance: dutasteride; tametilogin hydrochioride;

1 capsule contains-0,5 mg dutasteride and 0;4-fng tamsulosin hydrachlofide.
Cvna - gitl/ AKTHEHICTD:

Airvua peyosuna: Ayractepuy, TaMCyAO3HHY rApoxnopua;

1 xancyna MictuTs AyTactepuny 0,5 Mr ta 0,4mr TaMCynoanHy rigpoxnopuay.

Mariufacture: Catalent Germary Schorndorf GmbH, Steinbeisstr. 1 und 2, Schorndorf, Baderi~
Wuerttemberg, 73614, Germany ) .

Bupobuuk: Katanent xepMeni WopHpopd M5X, WratinGaiuwtpacece 1 i 2, Wephaopd;. Bagens
BypremGepr, 73614, Himewuynna

Manufacturing authorization Number: DE_BW_OlHMIA%2022H0034
Jiuensis Ha BUpoBHUYTED, HOMEP! D'E_BW_OI_MIA__2022_0034

Importing country: Ukraine
-KpaiHa imnoprep; Ykpaina

Registration licerise numbei: UA/13330/01/01 o
Homep peectpauiiinoro noceiguenHs: UAS13330/01/81

Ch).uantity in the batch: 5815 packs
[}

AIBKICTb B cepil: 5816 yn.
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more products. petrer treatments, reliably supplied,

Cneunduxa is
Oblong Hard-shelf capsufe,  brown
colored wrapper and orange cap with
black ink lettering Gs 7¢cz

Teepna Kancyna BUAoB)eHGT Bianosigae
dopmu, 3 KOprycom Kopuuhegoro
KONLopy i Kphevkow
AOMapanusrory kK&neaopy, i3
Hagnucom GS 7¢z HYOPHUMK

HOpHUTaMu

Identjty Dutasteride (HPLC) Corﬁﬁlies

Bifinosigae

I,quTMdjiK'aLli'ﬂ ﬂyTaCTepymy'(BEPx)- Yac YTDWMYBanHg FoNoBHoro niky Ha
XpoMaTtorpamj BUNpoboByRaHarg PO3YiiHY .

Compli'e'é .

RT time of main peak on chromatagram of
test solution MUst comply with RT time of
main peak on chromatogram of reference
sofution Tamsulasin

Hac ¥TPuMyBannyg FONoBHoOro nika ua
XPoMarorpau; 8UNPoGoasyBanorg PO3uKHYy
BiAnosinae Hacy y1pumyeanug TONOBHOrG
niKa Ha XpOMaTorpami posyuny nopisHauug
Tamcynosun )

Identity Tamsulosih Hydrochiori:de
(HPLC)

) ) Binnosigae
Inernitikayin 'TaMCWIOBMHy

rigpoxﬂopmm.y {BEPX)

Assay content (HpPLCy, mg/capsule .
(% LC):

Kinskiche BU3Ravetihg amicTy (BEPX),
Mr/Kancyny (% BiA - 2an8nenof
Kinskocr!):

Dutasteride 0475 - 9.525 mMg/capsple”

Ayracrepig 0.475 -0.524 Mr/kancyny

Diitasterids 95.0 - 105.0 9,

AyTacrepug 95.0.- 105,0 9

Tamsulosin Hydrochisride 0.380 - 0.420 Mg/ capsute

Tamcynoamy-rigpoxnopm' 0.380 - D.-420_mr/r<ancyny

95.0 - 105.0 %

Tamsulosin Hydroctiloride
95.0 --105.0 o

Tamcyno3wHy ri,qpoxnopm,q_

Centfficate of Analysis Ukrairia S0t Page 2 613, PSS-QL007] F15 VI45
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-More prodicts, betler treatments, reliably suppfied.™

Test/ Tecr . . Specification/ Cﬁeumpsmauin ' Results/ Peaynuratu

Uniformity of dosage units of Tamsulosin Complies with requirements Ph.Eyr. Complies
Hydrachloride (HPLC) '

Banopianicte avsoszHnx oaumis. Bignosisae aumoram Epponsiicuxoi Blanosigae
Tamcynozusy rinpoxnopna (BEPX) ®apMakonel

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

PO3vnHerHs Bianosigze sumMoram (apmakenei CLUA Bignosinae

(% BusfaneHoro-,quacrepmy) <711> Q = 80% uepes 60 xeunun

Dissolution (% Tamsulosin Hydrochioride Complies with fequirements USP<711> Complies
released)

Po3dnHenns (% BUBINbHEHOrD Binnoeigac sumoram d)apmaxone'n'_CI.UA Binnoeiaag
TaMCYA03nIY rifpoxnopuay) <711>

Acid phase after 2 hours Not more than 10% Complies
Kuenotha dasa Yepes 2 rogunr He binbwe, Hix 10% Bignosigae
Buffer phase after 3 hours 40 - 70% 56
bydepHa. paza vepes 3 roguHu 40 - 70%

Buffer phase after 7 hours =80%

bydepra dasa yepes 7 roAnH >80%

-

I heraby 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 focal
regulatory- authority and with the specifications in the marketing authorization of the importing country, The batch processing, packaging,
and analysis records were reviewed and faund to be in compliance with GMp,

UM 5 ninveepaxyo, wo HaeeaeHa indopMauis e CNPaBKHLOW | TOYHOID. Cepis penapaty byna BUroToBneHa, B TOMY uucni ynakosapa |
NepeBipeHa B Mexax npoueaypu KoHTPoMo SIKOCTI, HA 333HAYEHIH BULLE BUDOBHKYIA finbHuy a ROBHIA BiaNOBIaHOCT .go BUMCT nNpasmn
HanexHol BupoBHuysi NpakTMkn (GMP), BscraHosieHux MicLeBuM perynatopnumM  Bigomcreom j

Approved by Quality Control
3areepaxeHo KOHTponepemM 3 skoeti

L -

Date, Name & Surname, signature {Aara, Im'a va MNpisemwe, nl]qrmcj

Approved by Qualified Person
3arBepAKEHD YnoBsHoBaxeHow ocGhotn

Fl

ConzelmannF e} i FER. 707t negimant Fooes J i} rLSE’J;?.,

Name & Surname, signature {Im's Ta Npiasawe, nignuc) Date of signature {Aara nignucy)

Date of certificater 20.02.2024
flara-ceprudgikary: 20.02.2024

Certificats of ARalysis Ukraine S6ct Pade 3 6f '3 PSS-QC-0021-F15 V140




HEPIKABHA CAYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMU ¥ KUIBChLKTi{ OBJIACTI
poB. Ceitawurof Haxi, 3, M.Kuis, 02099, ten/paxc: (044) 363-06-50-
E-mail: dls.kogdls, gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
PO ARICTH BBeteHoro B Ypainy JiRapeLRero 3acoby

28.06.2024 - Ne31405/24/10

. . AYOJQAPT :
(rralistenynarss ai KapehroTo 3aco8y 3riqma 3 pRECTpanifamMm. HOCBIATCHRAM )
Kaneyau teepgiio 0,5 mr/8,4 mr; 11099 Kancyiny duakoni; mo 1 Daaxony B KaADTOHHIH
Kopobui

{hopma BIEIYCRY, KOIyBanils, spy NAKYBAHAS NKEPCLKOIO sacoby)

Howmep pecerpanitiucro i ceimrenns UA/13330/01/01 CTPOK il pecetparitinoro noceigtenns 01.01.2099
Cepia nix‘ﬁpcsxomsacoé’y Ne 5714776A Kimskicts BBessémorg HKApCEKOTO3aco5y 5816 )

Bipobmk Karament ,H}Kepme}iilﬁopﬂmpgb IMOX, Hinveusymg

{uaittvernyranmis BUPOOHIKE Hikaptrroro 3acofy, xpaika BOXOIKEHEHH )

Bieseno v Viparny ToBapuerno 3 obmescenon BiTRORIRaEHicTIO "UiareoCuvitKrsiits
PapmackroTisae Yxpaina", izenr. xox: 35619519 _ o
L P ——— %oz sa CAPTIOY opmaninol 0co6H abo npiznnnte, ', 10 Batpion] (pizsrumo]
ocobn - mianpresg, § Micie poxcusarns Ta p‘cccrpauii/mm‘.éﬁomep. OBNIKOBOT RAPTRH TTaTHIG
HONATKIR 860 cepis ta HOMC] DacnopT)

Mpotoxkon BIYANBROTO KOWTHOIIO Bin 26.06.2024 N 1794/9,

3a PEIYIRTATAMY.  AePKaRoro, KOHIpOMio  BcranoBnens, gy ﬂ'i}(a'pc's;'c'_ﬂﬁ_ 3aci6 BEezeno. p :Vcha'iﬁy' 3
AOTPUManHT M BHMUT 3aK0HONEBCTRY MO0 3abesneerig axoori MKAPELKHX 330615,
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