JIEPYCTTKCITYKBA YKPATHA
NEPIKABHA CIIYKFA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KMIBCHKI OBJIACTI

npocnext Banepin JloGanoseskoro, 51, m. Kuis, 03110, Ten/dake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €OPTIOY 37078774

BYUCHOBOK
npo AKiCTL BBE3eHOro B YKpaiHy nikapesKroro 3acody

20.08.2020 Ne 40799/20/10

OAYOJIAPT
(mafiverrysanns Jikapesitoro 3acofy STifHO 3 pEECTPaL|iFHIM TOCBIITEHHAM}
xearicyqn teepi 1o 0,5 mr/0,4 mr; mo 90 xaneyyt y guraxori; mo 1 gpuaxony B KapToHiti
ropodui

((popma pumyCKy, 103YBAHA, BRA NAKYBAHI TiKapCXoro sacoly)
Howmep peectpauiiiroro nocsimienns UA/13330/01/01 crpox xif pecerpauiiinoro nocpiguensa 01.01.2099
Cepist nixapesroro zaceby Ne 41233098 KinbkicTs BBE3E6HOTO Nikapeskoro 3acoby 6350

Bupobruxk Karanenr xepmeni Hloprmopd I'mOX, Himeuunra

(HakMeHyBaHH: BUpOGHHKa fikapeskoro 3acofy, Kpalna NoX0LRECHE)
Beesero B YxpaiHy Torapucrso 3 obmenmenoro pinnosigansuictio "InakcoCrviTI nsiiin
dapmacsioTicane Yipaina', ineur. kox: 35619519

(nabimenynanns ta kog 3a CJAPIIOY wopunuunot ocobu abo npiseuile, isi'sa, no Harskoni (izHuHOT
0o - MiANpueEmMlld, T Miclie TPoIKHBAHHA Ta peecTpauiiinpi BoMmep 00nikoBOl KAPTKK NNATHHKA
nofarkis abo cepis Ta HOMEp 1acnopTa)

ITpotoro BisyansHoro worTpomo six 13.08.2020 Ne 2568/9.

3a  pesyNbTATAME JSPIKABHOTO KOHTPONIO BCTaHOBNEHO, mo nikapeniuil 3aci®  meeseno B Yrpainy 3

AOTpHUM /__j,ﬂM Iilil:\jo]" 3AKOHOLABCTEA WOoA0 3abe3nedeHHs skocTi Jikapeskiy 3acobis.
- wPAJ

Ounexciit COJIOJIPAIA

@cg HOro KOHT POMO) (nixmuc) {(iminianms Ta npispHuie)
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&) 'I." Catalent Pharma Solutions
i E Cataient Germany Schorndof GimoH
a R Steinbeisstrage 1-2, Scnoradotf, Germany 23514

T 44D (0} 7181-7000-0 | F +49 (0) Z1B1-7000-100

more products. better treatments. reliably supplied ™

Quality certificate
Ceprudikar sikocTi

Product: BUODART™ hard capsules 0,5 mg/0,4 mg #90 in vials
Opoayxt: UYOLOAPT, wancynu teepai no 0,5 Mr/0,4 mr N290 v dnaronax

Customer: Glaxo Smith Kline
3aMOBHMI; FnakcoCMiTKnaiy
Batch number: 412330498

Homep cepil:

Internal Lot: 4121289
BryTpiwns napris:

Item Number: PCD394646CATALENT, CHAOB
Koa npoayiry:

Order: 571453

3akas:

Manufacturing date: 05/2020

HaTa supoGHUUTBA:

Packaging date 06/2020

HaTa nakysaHua

Expiry date: 05/2022

Burn go:

Date of Apalysis: 22-06-2020

Hava ananizy:

Test Instruction: PA 465
Incrpyxuin 3 Tecry:

Specification: PA46G5-DUTAM-
Cneundixavin: INTERNATIONAL-GLOBAL G 4

Efficiency/Strength of preparation:

Actlve drug substance: dutasteride, tamsulosin hydrochloride;

i capsule contains 0,5 mg dutasteride and 0,4 mg tamsulosin hydrochlaoride.
Cuna aii/AkTheHICTb:

Hioua peuoruka: aytacrepua, TaMCYNO3UHY riapoxnopua;

1 kancyna micTiTb AyTacrepuny 0,5 mMr1a 0,4mr TaMCYNo3KHY rigapoxnopuay,

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

BupobHuk: Katanent [pxepmeni WepHaopg MmEX, WrafinGalkiwTpacce 11 2, LlopHaopd, Bagen-
Byprewfepr, 73614, HiMeuuuua

Manufacturing authorization Number: DE_BW 01 MIA_ 2019 0118
Niuensin Ha BUPOGHILTES, HoMep: DE_BW_01 MIA_2019_0118

Importing country: Ukraine
Kpaiha imnoprep: Yupaiua

Registration license number; UA/13330/01/01
Homep peecrpauifinoro noceiguentn: UA/13330/01/01

uantity in the batcli: 6350 packs
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JestTeoy

Appearance

Onuc

Catalent Pharma Solutians

Catatent Germany Schormdor® Gmibif
Steinbeisstrale 1-2, Schoradoarf, Germany /2614
T-+49(0) 7181-7000-0 | F +49 {0) 7181-7000-100

more producis. bettae treatments, reliably supplied '

ion/ Cneunduiicauia
Hard-shell capsule, brown
colored wrapper and orange cap with

black ink lettering GS 7CZ

Teepaa Kancyna BuAgOBMEeHOT
GOpMU, 3 KOPNYCOM KOPWUMHEBOro
Konwopy i KpUeUoK
noMapaysyeBsoro KONBOPY, [E]
HagnucomM GS 7CZ  qOpHUMMK

YOPHWAAMU

‘Identity Dutasteride (HPLC)

InenTudikauin Ayractepuay (BEPX)

Results/ Pesaynstatv

Compiles

Binnopinae

RT time of main peak on chromatogram of
test solution must comply with RT time of
main peak on chromatogram of reference
selution Dutasteride

Hac yTpuMyBaHHA FofoBHOro Niky Ha
XPOMATOrpami BUNPOBOBYBAHOIO PO3UKMHY
BIANOBIAAE YACY YTPUMYBBHHA rOf0BHOID
nificy B xpoMaterpaml posumHy nopiBHARHSA

Ayracrepuay

I&én_tl_ty Tamsulosin Hydrochioride
(HPLC)

Iaentudikauin Tamcynosmty
rinpoxnopumnay (BEPX)

RT time of main peak on chromatogram of
test solution must comply with RT time of
main peak on chromatogram of reference
solution Tamsulosin

Hac yTpUMyDBarHA roNoBHOMo KA Ha
XpomMaTorpami BUNpoGoByYBAHOrG posyuHy
BI/INOBIAAE Yacy YTPMMYBEHHS IGAOBHOMD
Nika Ha XpotaTerpami po3ynHy NopiBHaHHA
Tamcynosuiy

Complies

Bianceigae

Complies

Binnoeinae

Assay content {HPLC), mg/capsule
(% LC):

Kinuicicie suskauerua smicry (BEPX),
mr/kancyny (% eig sassnenof
KiALKOCTI )

Dutasteride

HAyrtacrepua

Dutasteride

AyTacrepuy

Tamsulosin Hydrochloride

TamcynosunHy riapoxaopna

Tamsulosin Hydrochloride

TaucynozuHy rigpoxaopua

0.475 - 0.525 mg/capsule

0.475 - 0.525 mr/rancyny

95.0 - 105.0 %

95.0 - 105.0 %

0.380 - 0.420 my/capsule

0.380 - 0,420 mr/kancyny

95.0 - 105.0 %

55.0 - 105.0 %

0.512

0.512

102.4

102.4

0.407

0.407

Ceruficate of Analysis Ukraine $lict
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Test/ Tecy

‘Specitication/ Cneunduikanin

Catalent Pharma Solutions

Catalent Germany Schorndorf GrnbH
SteinbeisstraBe 1-2, Schorndort, Garmany 74614

T 449 (0} 7181-7000-0 | F +49 (0) 7181-7000-100

maore producls. better treatments. reliably supplied. ™

Resulis/ Pesysibratn

Uniformity of dosage units of Tamsulosin
Hydrochloride (HPLC)

OaHOPIAKICTL A030BAHUX CAUHULE.
Tamcynasnny rlapoxnopuy (BEPX)

" Dissolution {% Dutasteride 'reieéséﬁlj o

PozyuHeHHs
(_% alBlinLHeHoro Ayracrepuay)

Comb!ies with requirements Ph.Eur,

Bianosinae sumoram Esponeiiceroi
Capmakonei

Complies with requirements USP<711>

with Q = 80% after 60 minutes
Bignosinae srMoram gapmakonei CLUA
<711> Q = 80% uepes 60 xBUNUH

Complies

Bianosinae

Complies

Bipnosinae

" Dissolution (% Tamsulosin Hydrochioride
released)
Pozyumnenusn (% susinsHeroro
TAMCYNO3MHY riapoOXnapuay)

Acid phase after 2 hours
Kucnoria graza wepes 2 rOLMHMK
Buffer phase after 3 hours
Bydepna thasa vepes 3 rogun
Buffer phase after 7 hours
bydepHa dasa vepes 7 ropun

Complies with requirements USP<711>

Biancsinae srmoram dhapraronei CLUA
<71i>

Not more than 10%
He Ginblue, nbk 10%
40 - 70%

40 - 70%

zB0%

=80%

Complies

Bianonlgae

Complics
Bianosinae
55

55

96

96

I'hereby certify that the above information is authe
packaging and quality control, at the above-mentioned

ntic and accurate. This batch of product

has been fabricated/ manufactured, Including
recognized building(s) in full compliance with the GMP requirements of the local

regulatory authority and with the specifications in the marketing authorization of the importing country. The batch processing, packaging,
and analysis records were reviewed and found to be in compliance with GMP.

Lne 8 nigreepkyio, wo Hagepeda iHdopMaUia € cnpasxHLoIOo |
nepesipexa 8 mexax NPOUEAYPU KOHTPO/IIO SKOCTI,
HanexHol BupoGrvuoi npakTHku {GMP), BCTauoaneHMx

Toynoio. Cepis npenapaTty Gyna BUrOTOBNI@HE, B TOMY UMCAT YNAaKDBaHa i
Ha 3a3Hadesif suue sUPOCHWYIA AlNLHUL B NoBHIN BIANOBIAKOCTI J0 BUMOr Npasun
MicLeBUM DErynaTORHWM BiJOMCTBOM, Q@ TaKOM B noBHIH slanosinHocTi Ao

Cneusdikalliit, nepenbavenux y NlineHsii Ha BUPOBHULTRO KpalHU-iMnopTepa/daini 3i creuudikauistm Ha NPoAyKLIo, nepeaBayeHnmu Ans
A0CNIAMYBAHMX Aikapcekmux 2acobis. LokymeHTauia crocosHo 06pobku, nakysaHHs i aHanisy cepii Gyna nepesipena, i OGyno rcranoaneHo,
Lo BOMa BiANOBIAAE DvMoram npasun HanexcHoi BHPOBHWYOl npakTky (GMP),

Approved by Quality Control
3aTsepakeHo KOHTpONEpen 3 AKocTi

Andre \Weil, 11 mﬂg“ 1030 _—

HoQOo

Date, Name & Surname, signature {fara, Im’a T3 Hpihige, III)'gilxsu)

Approved by Qualified Person
3arBepadteHo YNoBHOBaXEHOIO 0co60I0

f/gg Parelfe /ﬁ‘*{ i é_wf..

-~ e 8 = i
Name E#Sunﬁimc, slgnature (Im'a 1a Apisusije, niznuc)

Date of certificate: 22.06.2020
Hara ceprudpixarty: 22,06.2020

Certifivate of Analysis Ukraine 90c¢t

1 Date of signature {fara nianucy)
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