JEPXIIKCITY XBA
AEPIKABHA CIYIKBA 3 JIKAPCEKUX 3ACOBIB TA KOHTPOJIO ?ﬁA
HAPKOTHKAMM ¥V KHIBCBKIN OBJACTI

npocnekr Banepist Jlo6aroscskoro, 51, M. Kuis, 03110, Tes/Parce: (044) 2753030
E-mail: dls.ko@dls.gov.ua,htips: //www dls.gov.ua, Kon €IPTIOVY 37078774

BHCHOBOK
npo SKiCTE BBe3enoro B Ykpainy JiKapeLKoro 3acoly

24.09.2020 Ne 48234/20/10

AYOHAPT
(HAFMCHY BAHHS iKapeEKoro 3acoBy 3rizHo 3 peecTpauiiinm OCRIAYEHHSIM)
wancyxa reepai no 0,5 vr/0,4 mr; mo 30 xaneyny quraxoni; no 1 gurarcony n xaprounii
Kopodui

{(opma purrycky, nosysanns, Bua NAKYBAHHA JIKAPCLKOTG 3ac06y)

Homep peectpaniitnoro moceimsenns UA/13330/01/01 CTpok Al peectpauiiinoro moceimenss 01.01.2099
Cepin nikapcrkoro sacoby Ne 4182198C Kinbricts BBesenoro nikapeskoro sacofy 9450

Bup oGk Karanent Jhxepmeni Iloprmopd I'm6X, Hivieuwnna
(naifmenynanun BrpoBypxa AKapehKOTO 2aco0by, kpalHa NOXQMIKCHHA)

Bne3sero B Vpainy Torapucrro 3 obmexenoio pinnosizaneuicro "TnakcoCrvitIistitn

®apmaceioTicane Yipaina", inent. xox: 35619519 .

{naknenysanna Ta ko 32 €JPTIOY 1oprnM4HoT 0coGH abo npispuine, iM's, o Garekobl Giswynol
0coGH - ManpHeMLs, Ti MiCLE POXUBAHNS Ta peecTpatliHuuil HOMED 05MIKOBOT KAPTRY 11ATHIKA
nonatkis abo cepif Ta Komep macmopra)

MpoTokan Bisyansuore kourpomo six 17.09.2020 N 3052/4,

32 pe3yibTaTaMHM  AEpIKABHOTO KOHTPOMO  BCTAHOBNEHO, IO JlkapcekMH  3aci6 BBeseHo b Vkpaimy 3

AOTpHMa HM%E JAaKOHOMARCTRA WONO 3a0e3NeTeH T IKOCT] NKApCLKUX 3ac06in,
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Catalest Pharma Solutions
Cataient Germany Schoradorf GinbH
Steinbeisswala 1-2, Schorindorf, Germiany 73614

T 449 (0) 7IBL-2000-0 | F +49 (D) 7181-7000-100

mare products, better treatments. refinhiy suppiled. ™

Quality certificate
Ceptudikar socrl

Product: DUODART™ hard capsules 0,5 mg/0,4 mg #30 in vials
Mpogyir: AYOHAPT, wancynu TBepai o 0,5 mMr/0,4 mr NO3O y dhnaoHax

Customer:
3aMosHKIC

Batch number:
Howmep cepif:
Internal Lok:
BuyTpiwiis napTin:
Item Number:
oa npoayry:
Order:

3akas:

Manufacturing date:

Aata supoGauuTea:
Packaging date
fata nakyBanun
Expiry date:

Bweuntu go:

Date of Analysis:
Hata ananisy:

Test Instruction:
Incrpykula 3 Tecry:
Specification:
Cneuudikaiis:

Efficiency/Strength of preparation:

Active drug substance; dutasteride, tamsulosin hydroechloride;

1 capsule contains 0,5 mg dutasteride and 0,4 mg tamsulosin hydrochloride.
Cuna gil/ArusHicTs:

Aliova pevosuna: ayra CTepUL, TaMCYNO3WUHY TAPOXNOPHA:

1 kancyna Micrurs ayractepmuay 0,5 mr ta 0,4ur TaMCynosuHy rigpoxnopuay.

Manufacture: Catalent Germany Schorndorf GmbH, Stelnbelsstr. 1 und 2, Schorndorf, Baden-

Wuerttemberg, 73614, Germany

Bupo6uuik: Katanenr Lxeprmeni Wopuaopd MM6X, WrakHGariwTpacce 1 | 2, WopHaopt, Bagen-

Byprembepr, 73614, HiMeuumnna

Manufacturing authorization Number: DE_BW_01 MIA_ 2019 0118
fMiuenzis Ha BUPOGHUUTBO, HOMEp: DE_BW _01_MIA_2019 0118

Importing country: Ukraine
Kpaina inoprep: Yrpaiva

Registration license number: UA/13330/01/01
Homep peectpauifinoro nacsigyenHa: UA/13330/01/01

Quantity in the batch: 9,450 packs KinexicTn
B Cepilig.450 yn,

Certilicate of Analysis Ukralne 30¢ct Page 1 af 3
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Glaxo Smith Kline
CnakcoCHiTKnsiin
4182198C
4251916
PCD394645CATALENT,CHZ06
574077
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Tast/ Tacr

Specification/ Crienmpuiaiiin

_| Resulfs/ Pesynutatn

Catafent Pharma Solulions

Catalent Germany Scharador! Gl
Steinbetsstrafie 1-2, Schoradort, Germany Y3614

T 49 {0) 7181-7000-0 | F +49 (0} 7161-7000- 100

more products. better treatmenis. rellably supalied. ™

Tamcynosumy riapaxnopug

Certificate of Analysis Ukraine 30ct

Appearance Oblong  Hard-shell capsule, brown (Enpfiés
colored wrapper and orange cap
withblacik inic lettering GS 7CzZ
Teepaa Kancyna BUAOBXEHOT Bianosiaae
Oruc GopMH, 2 KOPNYCOM KOPHUHEBOrO
KoAbOPY i KpUweukolo
noMapadyesoro Konsopy, i3
Haanucolus GS 7CZ uopHumn
HOPHWUAAM K
Identit?f)utagaé;icié (HPLC) RT time of main pealc on chromatogram of -Edlznplies T
test solution must comply with RT time of
main peak on chromatogram of reference
sclution Dutasteride
Inentudirauis [yracrepuay (BEPX) Hac yTpuMysanHa ronosHore niky Ha Bianosinae
XPOMATOrpaMl BUNPOGOBYSAHOrD PA3YMHY
BIANOBIAGE Yacy YTPUMYBEHHA rONOBHORO
NiKY B XpoMaTOrpami poaunHy NopiBHAHMA
AyTacrepuay
Identity TamsuIosinﬂ@rochloride ]T time of main peak on chromatogram of VCB};}'plies
(HPLC) test solutlon must comply with RT time of
main peak on chromatogram of reference
) o solution Tamsulesin
lnerrudixauin Tameynoauny Hac yTpUMYDaHHA ronoBHOrS nika Ha Bianosiaae
riapoxnopumay (BEPX) XPOMATOrpani BUNPoGosYBAHOTO PO3UKHY
BiANOBIAAE Yacy YTPUMYBaHHS FrOAOBHOMO
fika Ha xpomaTorpami PO3UKMHY NOPIBHAKKA
- Tamcynosuny .
Assay content (HPLC), mo/capsule
(% LC):
KinekicHe suskadenna BMicTy (BEPX),
Mr/kancyny (% sig zassnenol
Kinekocri):
Dutasteride 0.475 - 0,525 mg/capsule 0.498
AyTactepna 0,475 - 0,525 mr/xancyny 0,498
Dutasteride 95.0 - 105.0 % 99.7
AyTacrepua 85,0 - 105,0 % 99,7
Tamsulosin Hydrochloride 0.380 - 0.420 mg/capsule 0.403
TaucynoamHy riapoxnopua 0,380 - 0,420 ur/xancyny 0,403
Tamsulosin Hydrochloride 95.0 - 105.0 % 100.8
95,0 - 105,0 % 100,8

Page 2ol 3
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2 Catatent Pharia Solutions
3 Catalent Germany Schorndorf GmbH
t Steinbeisstrale -2, Schorndorf, Germany 73614
T +49 (0) 7181-7000-0 | F+18 (0) 7181-7000-100

mare products, Getter treatients. reifably supplied, ™

"“ _Specification/ Cieunuiavin | Results/ Peaynovara .
Uniﬁ}mity of dosage units of Tamsulosin Complies with requirements Ph,Eur, Complies
Hydrochloride (HPLC)
OaHoplaHicTh AC30BaHUX OAMHUKLL, Bianosinae sumoram EBponeficskoi Binrnosinae
TamMcynosuuy rinpoxnopig (BEPX) Gapmaiconel —
Dissolution (% Dutasteride released) Complies with requirements USP<711 Complies
with Q = 80% after 60 minutes
PosunHenHsn Biariosinae puMoram (hapraxonei CLUA Bignosigae
(% BuBinbLHEHOrO AyTacrepway) <711> Q = B0% uepes 60 XBUAHH B
~ Dissolution (% Tarnsulosin Hydrochioride Complies with requirements USP<711> Complies
released)
Posumnnents (% BusinsHenoro Bianosinae sumoram hapuaronei CILUA Bianosinac
TamcynoanHy r“i,qpoxnopw,qy) </1l>
Acid phase after 2 hours Not more than 10% Complies
Kucnorua dasa uepes 2 roaMHn He Glnbwe, Hix 10% Bianosiaaeg
Buffer phase after 3 hours 40 - 70% 53
Bydepna ¢asa yepes 3 roaunu 40 ~ 70% 53
Buffer phase after 7 hours 280% 93
| Bydepua daza uepes 7 ropun J =80% 93

I hereby certify that the above Information is authentic and accurate. This batch of product has baen fabricated/ manufactured, including
packaging and quality control, at the above-mentioned recognized buiiding(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.

Lins s niATBRpPMIKYI0, Wo HaBeneHa IHhopMaLUIa € cnpasxHboo | TeYHow. Cepin npenapaty Byna Burotoanana, a TOMY “MCHli yrnakosaHa i
nepesipera B mMexax Npouedypu KOHTPONMIO AKOCT, Ha 333HaYeHIR BuWe BUpCBHUYIN AlNbHUUL B nosHilk sianosigHocT A0 BUMOr npasun
HanexHoi supoSuuyor ApakTukk (GMP), BcTanoBReHux MiCUEBKM PEFYNATODHUM BifoMCcTEOM, a Takow b NOeBHIIA BignosinHocTi Ao
cneurgirauii, nepeabauerny y fliuensii Ha supoBHuLTeo KpaThu-iMnopTepa/daiini zi cneyundikauinmm Ha npeaykuilo, nepegadetnmm ans
ACCNIAKYBaHUX NIKAPChbKUX 38cobip. AokymMenTauin crocosHo 06pobii, Nakysauds i aHanizy cepfi 6yna nepeaipena, | 6yno Bcravcanetio,
U0 BOHE BifNOBIAAE BuMoram npasun HanexHol supeSuuuct npakTvkW (GMP},

Approved by Quality Control
3aTeepaieHo KOHTponepeM 3 akocTi

Alexander Agne, 1 § AIE, ngiﬁ//\//{////

HoQC

Date, Name & Surname, signature {(Qlata, Im‘n 12 i]p[’auu) welninmac)

Approved by Qualified Person
3aTeepaxeHo YnosHoRaMeHow ocobols

i ﬁf‘}|j)\\ Thatttas. Banigior 07, MG, 2070

Name & Surname, signature (Im"a Ta Nplzsnue, nianuc) Date of signature {flava nignucy)

Date of certificate: DD.MM.YYYY
Hara ceprudirkaty: DD.MM.YYYY

Certificate of Analysis Ukraine 30ct Page 3 of 3 e i PSS-QC-0021-F14 Version 08




JIEPXIT, [IKCHY}K}aA
NEPACABHA CHYIKEBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMU ¥V KABCRKIA OBJACTI
npoerext Banepis JloBauoscnkoro, 51, m. Kuir, 03110, ten/dake: (044) 363-06-50
Gomail: dis.ko@dls.gov.ua,https://www.dls.gov.na, Kog CHPIIOY 37078774

BHCHOBOK
o sieTh BRezenore B Ypalny nikapesicoro 3acody
12017071 Ne 72841/21/10
- AYOJAPT -

(naiiverynanHa nikapebkoro 3acoby 3TIIHO 3 peccTpaiiifEny TOCk RHEHHAM)
kaneyan Teepai mo 0,5 mr/0,4 mr; no 30 wancyn y gaaxoni; o 1 guiaxony 5 kaprouii
rcopobui
(opma RUITYCKY, 03YBAHAS, Bl FEy BT TKapeLKoro 3acofy)

Homep peectpaniitrioro noceingenns UA/13330/01/01 erpox mii peecrpauiitsoro nocsinyenn 01.01.2099
Cepis nikaperkoro sacoby Mo 41822010 Kinwkicts npeseroro nikapebioro sacedy 4800

Bripoba Karanenr [xepmeni Hlopanopd I'mBX, HiMedauuna
{(naliverynaiag sBHPOOHHKA 1ikAPChKOTo 3acoly, KparHi MOXOKEH )

Bueeseno n Ypaiiy Tosapucrso 3 06MEKCHOIO BIANOBIAAABHICTIO "TareoCMmiTI astiia

MapmackloTikane Yipaina', inenr. xox: 35619519 _

(naiivMenyBanus Ta kog 3a CJIPTIOY iopuamunol ocobn abo npiseiie, i, no Garexoni :1)13114:101

ocoBH - AiAnpHeMus, 1f Miclie IpaxHBauns TA peecTpaniiinuit tonep oGNiKoBOY KAPTEH MIATHIKA
nieparxis abo cepis Ta HOMEp NactopTa)

Hpotorosn sisyansuoro xewrposo sin 29.12.2020 2 4648/6.

3a  pesyNLTATAMH JIEPKABHOTO KOHTPOMMO BCTANOBNEHO, MO JHkapchkuil 3acil  BBeseno B Vrpaly 3

pigey H‘}]I{MaﬁﬂﬂiVLBLmor 3aKOHONABCTRA LI0M0 3a0e3neueHH $[I\OCTI nikapeeKIX 3aco0is.
. o

OHCI{CIH COHO] [PAI/I
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Quality ceriificaie
CepTudikar siIKoCTI

Product: DBUODART™ harvd capsules 0,5% g /0,4 myg #30 in vials

? 28 =
T +d8{0) 7181-700

7

at Pharma Solutions
Ga.

Sehoradorf GribH

ny

ratic 1 chorndor!, Germany 23614

-0 | F 48 (0 718 1-7000-10C

mere products, better treatments, seliably suppiizd. ™

Mpoayer: HYOQLAPT, wancynun Teepii no 0,5 Mr/0,4 my N230 vy dinaronax

Customer;
3amMoBHMIC

Batch number:
HomMep cepil:
Internal Lot:
BuyTpiluks naprisi:
Item Number;
[Koa NPOAYKTY:
Order:

3akas:

Manufacturing date:

fara BupobHuiTea;
packaging date
,f_la'ra narwsal—msl
Expiry date:

Bokurin po:

Date of Analysis:
faTa aHaniay:

Test Instruction:
THCTPYKMIA 3 TeCTY:
Specification:
Crnieundikauis:

Efficiency/Strength of preparation:

Active drug substance: dutasteride, tamsulosin hydrochloride;

1 capsule contains 0,5 mg dutasteride and 0,4 mg tamsulosin hydrochioride.
Cuna aill/ AKTUBHICTL:

Ailova peuocauHa: AyTacTepu/i, TAMCYNO3WHY MAPOXAOPKA;

1 kancyna mictuTth ayracrepuay 0,5 MrTa 0,4Mr TaMCYyn03URY riapoxnopuay.

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

Wuerttemberg, 73614, Germany

Bupobnuk: Katanent Mrepmedi Woprpopd MMeX, WraknGahwrpacce 11 2, WopHaopd, BaseH-

Byprembepr, 73614, Himey4mna

Manufacturing authorization Number: DE_BW_01_MIA_2020_0063
Niuex3in Ha BUPOOHUUTBEO, HoMep: DE_BW_01 MIA_2020_0068

Importing country: Ukraing
Kpaina imnoprep: Yipaiua

Registration license number: UA/13330/01/01
HomMep peecTpauiiiHoro nocsinuedns: UA/13330/01/01

(guantity in the batch: 4.800 packs
KinsiicTs B cepii:4.800 yn.

Cartificate of Analysis Uknaine 302t 5 Fagalel3

"/
be gy A7 ? V2

)
Glaxo Smith Kline
CnakcoCuiTKnni

4182201D

4260127
PCD394645CATALENT,CHZO7
231972

10/2020

10/2020

10/2072

04-11-2020

PA 465

PA465-DUTAM-
INTERNATIONAL-GLOBAL G 4

U21-F14 Version 09




Appearance

Onwc

“Specification/ Creyuduicanis

'Tiegfjl’ﬁé'/ !'«'ﬂ::'\/Jm'n"'z_:'_F'({;‘ .

Catalent Pharma Solutions

Catalent Germany Schorndor! GmbH
Steinbaisstrafie 1-2, Schornden!, Gereny 73614

T by (U 7181-7000-0 § F 449 () /182-7000- it

by supziicd.

more preducts, Geltor ireatments, ra

Oblong  Hard-shell capsule, brown
colored wrapper and orange cap
withblack inl lettering 68 7CZ

Teepaa Kancyna BHAOBIKEHOT

hopru, 3 KOPNYCOM KOPWUHRBOIO
KonLopy i KPWILEYKOIO
noMapaHyeBoro KanLopy, ]
HaANKWCOoM GS 7CZ uoﬁﬁwmﬂ
YOPHUAaMK

| Identily Dutasteride (HPLC)

LpenTudbikauia Oyracrepuay (BEPX)

" Identity Tamsulosin Hydrochloride

(HPLE)

Iaenmudpikayin Tamcynosumy
rigpoxnopuuay (BEPX)

(% LC):

KinbgicHe suanaueHHs suicry (BEPX),
Mr/kancyny (Y% sin 3aasnenol
KinbKOCTI):

Dutasteride

HdyTacrepua

Dutasteride

HAyracTepuz

Tamsulosin Hydrochloride

TamcynoavwHy rigpoxnopuy

Tamsulosin Hydrochioride

TaCcyno3uHy rapoxaopra

RT time of main peak on chromatogréfnmc_x-f
test solution must comply with RT time of
main peak on chromatogram of reference
solution Dutasteride

YaC yTPUMYBAHHA FONOBHOTO iy Ha
¥pomnarorpani BunpoGoBYBAHON0 POIUUHY
SIANOBIYAE Yacy YTPUMYBAHHS IOJ0BHOMO
nliky B xpoMaTorpaml poaduHy NopiBHAHHS

OyTacrepupy

Complies

Bianogigae

Binnosinae

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

Yac YTpWUMYBaHHA roNo8HOro Nika Ha
Kporatorpami sBUNPoBoBYBaHOIO po3dnHY
BlANoBIfaE uacy yTpWMyBaHnts ronopHore
nlka Ha XpoMaTorpari poavunHy napisHAHHN
Tancynosudy

Complies

Bianooinae

0,475 - 0.525 mg/capsule

0,475 - 0,525 mr/Kancyny

95.0 - 105.0 %

95,0 - 105,0 %

0.380 - 0.420 myg/capsule

0,380 - 0,420 Mr/xancyny

95.0- 105.0%

95,0 - 105,0 %

Coptifcats of Aaalysis Ulagre 300t

Page 2 083

0.503

0,503

100.6

100,6

AZ3-F 1 Versian 8%
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Catalent Pharma Solutions

Catalopt Germany Schorpdarf Gindil

Slefbeisstrafa 1-2, Schorpdort, Germuany 23614

T +49 (() 7181-2002-0 | F 49 (i) 7101-7000-5010)

more praducts, belter treatments. reliably supplied. '

_Test/ Tecr '
Uniformity of dosage units of Tamsulosin
Hydrochloride (HPLC)

OAHOPIAHICTE A030BAHWX OJAMHMLb,
Tarmcynosuny rigpoxnopua (BEPX)

Dissolution (% Dutasteride released)

v PoavneHns

% (% suBInLHEIOro AyTACTERKAY)
Dissolution (% Tamsulesin Hydrochloride
released)

Pozuunenns (% BURINEHEHOTO
TAMCYNO3UHY MAPOXNOprUAY)

Acid phase after 2 hours
ucnorna asa yepes 2 roauun
Buffer phase after 3 hours
BydepHa dhaza yepea 3 roguHn
Buffer phase aftar 7 hours
__bydepHa (aza vepes 7 roaun

_Specification/ Cneuudiacanin

Complies with requirements Ph.Eur,

Bignoeinae sutiorax Ceponencakoi
_tbapnaronel o
Complies with requirements USP<711>
with Q = B0% after 60 minutes
Bignoeinae suroran haprakonal CLUA
<711> Q = 80% uepes 60 xsuimnn

Complies with réﬁuiremei‘ifé Usp<711>

Bignosigae suroerar thaprakonal CUIA
<711>

Not more than 10%
He Binswe, vk 10%
40 - 70%

40 - 70%

280%

Results/ Posvipiatu

Complies

Bignosigae

Comnlies

Bianosinae

Complies

Binnosinas

Complies
Bignogigae
52

52

93

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
requlatory 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,

LUur 5 niarsepaxyio, we Haneaena indopuadis € cnpasiHboe | TouHoto, Cepin npenapaty 6yna BUFOTOBAEHA, B TOMY Y4CAl ynakosaHa i
nepesipeHa /B Mekax NPOUeAYPH KOHTPOMO SIKCCTI, Ha 3a3HaveHid BULle BUpOoGHMUIN AinbHUL B NOBHIM BIANOBIAHOCTI 0 BMMOT NPaBli
Hanexnol supobrwdact npaktuen (GMP), BCTAHOBNSHWX MICUERBWM PErYAATOPHMM BI4OMCTBOM, a TakoX B NosHill esianosiaHocTi Ao
cneundpikauii, nepenGayenux y NiueHsil Ha BUMpeSHUUTEO KpaTHl-imnoprepa/daini 3i cneuudikauisum Ha npoaykiile, nepeabaysHuu ang
ACCAiAXKYBAHKMX nikapcekux aacobis. [okyMeHTalin cTocosHo 06pobiku, nakysaliisg i auanisy cepil Gyna nepesipera, | Gyno scraHoBneno,
1o BOH2 BIANOBIAAE BMMOrak npasun Hanexnol BMpobHMYol npakTuick (GMP),

Approved by Qualily Contiol
33TBEPAMEHD KOHTPONEPEM 3 SICOCTI

Alexander Agne,
HeQG

Date, Name & Surname, signature (flararlmteta ﬂpi?.mm.t,wj}

7

Approved by Qualified Person
3aTeepaAmeHo YnonHoBamenol ocoGoin

fy
i o -

Ll i,/
Lo
A

L

iy
AN

Dr. Pidfflin A QF

rname, {m_;nfx!'m o {Ira'n va Mpiasvte, nignuc)

Date of certificate: 16.12.2020
Mata ceprudikaty: 16.12.2020

Certificata of Analysis Ulkcaine 30cl

Date of's\ignafﬁum—(hﬁﬁ ai—,ﬁ;cv}

Page 3 of 3
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