AEKJIAPAIIUA O COOTBETCTBHUU

AEKJIAPAHT, IPUHUMAIOU AN AEKJAPAIIAIO O COOTBETCTBHH

A0 "ThaxcoCmumKnsiin Tpeiiounz"

Ceedenun o pezucmpayuu opeanusayuu: Mesxcpaiionnan uncnexyus dedepanvioii Har020601 cayachur Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OF'PH 24.07.2002.

Adpec: 125167, 2. Mocxaa, Jlenunzpadckuii npocnexm, 0. 374, Kopnyc 4, amaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuuiii dupexmop Jlybsiickuit Onez

Hoeepennoe nuyo: Kysneyos A.A., dosepennocme 60-13.09.2018 om 13.09.2018 2.

3ASABJISIET, UTO
sexapemeenwoe cpedemeo: yodapm, kancyns: ¢ moduduyuposannsim avicaoboxncoenuenm 0.5 me+0.4 mz 90

wm., gaaxons (1), naurxu kapmounnsie, PV Ne JIIT-002650 om 08.10.2014 (0ama zamenvt 14.11.2017) ewidano
340 "TnaxcoCuumKnaiin Tpetidunz", cepusn 36621654, napmun 14400 ynaxosox, 200ex do 31.07.2020,
npouseodcmea Kamanenm I'epmanu Hlopndopgh Tm6X, lepmanun, Catalent Germany Schorndorf GmbH,
Steinbeisstr 1 und 2, 73614 Schorndorf, Germany, xod OKIIJ[2 21.20.10.174, koo TH B3] 3004900002,
Hucmpuboiomop. coznawenue 6/u om 01.01.2013, uneoiic Ne 4083194916 om 12.04.2019

COOTBETCTBYET TPEBOBAHUSAM
JII-002650-141117

JAEKJIAPAIIUS NPUHATA HA OCHOBAHHH
npomoxon ucnstmanui No 2327m om 26.04.2019 HJT OO0 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmughuxam POCC DE.®PMO08.C39220 om 29.04.2019

}I,ATA IIPHHHTI/UI AEKJIAPAITMH 06.05.2019

Kyzueuos A A.
Cxon,%jcs ®.H.0
CBEHM O PETUCTPAIIIH

OPI'AH 10 CEPTH®HUKAUWH, 3APETHCTPHPOBABIINM JEKJIAPALIHIO
RA.RU.11DMO8 OPI'AH 110 CEPTHOHKALIHH TPOJNYKLHH OFII[ECTBO C OI'PAHUYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, aopec opzana no
cepmugpuayuu: 115280, POCCHA, 20pod Mocxksa, yn. Macmeprosa, 9. 4, sm. 5., men.:(495)788-02-88, ee6-
catim: oyx.pe.

,[[EKJIAPAHHS[ O COOTBETCTBUM 3APETHCTPUPOBAHA N POCC RU J]-DE.®M08.A.23018/19
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KaTasieHT

Komanenm Qapma Comawenc

Kamanenm lepmanu loprdope rmbX
Uimetnbeticwumpacce 1-2, Wopndopg, Nepmanua 73614
Ten. +49 (0) 7181-0000-0, ®axc +49 {0} 7181-70000-100

www.catalent.com

Ceptuduuxar aHanuaa — 100021477

Ayopapr Norpebutensckan Ynakosxa

Tecr

O6wmii 6nok
Onucanve

NognnHHOCTL
- pyTactepus (BIHKX)

MoanMKHOCTL
- TamcynosuHarugpoxnopug (BIMX)

Konuuecrsennoe onpegenenue
Lyracrepug (BIMX)

Oyractepug (BIHKX)

TaMcynosuH ruapoxnopug (BIMKX)
TamcynosuHa rugpoxaopus (BIMX)

OaHOpOAHOCTE A03MPOBaHMUA
TamcynosuHa ruapoxnopua,

Kputepuii npuemnemoctu (AV)

PactBopexue gyracrepuaa

KnuenT:

Homep cepun Kavenra:
BHyTpEeHHMI HOMEp Cepum:
BHYTpeHHUI HOMEp Cepuu
bank-npogyKTa:

HomMep HaumeHoBaHU:
3axas:

HAara npowasogcrea:

[lata ucrtevexns cpaka
rogHoCTH:

Hata aHanu3a:
VIHCTPYKUMA K TecTy:
Cneundmrauma;

Cneundurauus

fIPOAOATOBaTLIE TBEPAbIE KanCy/bi ¢
KOPUHYHEBbIM HOPNYCOM W OPaHKeBoH
KPBILLEYKOW, Ha KOTOPOIA YepHbIMK
YepHUNamMK HaHeceH Kog «GS 7CZ»
Bpems yAepHUBAHWA OCHOBHOIO NUKa Ha
XPOMATOrpaMMe UCTILITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHM
VAEPMUBAHWUA OCHOBHOTO MUK Ha
XpPOMaTOrpamme CTaHAAPTHOrO pacTeopa

. fyTactepuga

Bpems yAEPHMUBAHUA OCHOBHOIO NUKa Ha
XpomaTtorpamme UCNbLITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHH
YASDMMBAHUA OCHOBHOMO NUKA Ha
XPOM3TOrpamme CTaHAaPTHOIO pacTsopa
TaMCYNO3UHE MMAPOXIOPHAR.

0,475-0,525 mr
95,0 - 105,0%
0,380 ~0,420 mr
95,0 -105,0%

B cootserctBum ¢ ®.CLUA <905> u
Esp.9.2.9.40
He 6onee 15,0

Cepruurar ananu3a/100021477/20.03.19CTpaHuua 1 u3 2rss-DOC-0015F22.2

Tnakco Cmut Kaskx
3662165A

3652465

3662165

PCD330804CATALENT,CHAQ4
56650

Odwmion 2018

31mion2020

20map 2018

PA 465/505
PA465-DUTAM-EU(MAA) G4

Peaynbtar

CooTsetcrayer -

CooteetcTRYyeT -

CooTsercrayer -

0,505 mr
101,0 . %
0,402 Mr
100,6 %

Cootsetcreyer -

61 -




KaTaI{ e H T Kaomanenm ®apro Comotenc

Kamanenm Fepmanu Woprdopg TmbX
timeinbedcwmpocce 1-2, topxdope, Mepmariun 73614
Ten. +49 (0] 7181-0000-0, Paxc +49 (0) 7181-70000-100
www. catalent.com

Cepruduxar aHanuaa - 100021477

Ayopapt MNotpebutennckan Ynakosxa

MpoGa 1 B cootetcTaum ¢ ¢.CLLIA (711) n Esp.®. 98 %
{2.9.3}), Q=80%
Mpoba 2 100 %
Npo6a3 98 %
MNpo6a 4 100 %
Mpo6a 5 100 %
Mpoba 6 98 %
CpesHee 3Hayenue 93 %

PacrsopeHue Tamcynosuua

rmapoxnopuaa vepes 2 4

MNpoba 1 B cooTsetcTBimn ¢ O.CLUA (711) u Ep.®. 2 %
(2.9.3), Qs10%

MNpo6a2 2 %
Mpoba 3 3 %
Mpoba 4 2 %
Mpoba 5 2 %
Mpoba 6 2 %
CpegHee 3Ha4YeRue 2 %
PacTBopeHue Tamcyno3nHa

ruapoxnopupa yepes 3 y

Mpo6a 1 40-68% 54 %
MpoGa2 50 %
Mpoba 3 57 %
Mpoba 4 57 %
fpoba 5 50 %
Npo6a 6 53 %
CpepHee 3HaueHue 54 %
PacreopeHue TaMCyNo3uHa

rugpoxnopuaa yepea 7 4

Mpo6a 1 >80% 91 %
Mpoba 2 90 %
Mpoba 3 95 %
Mpoba 4 96 %
MNpo6a s 91 %
Mpoba 6 92 %
CpeaHee 3HayeHue 93 %

Cepua Bank-npogykTa COOTBETCTBYET CreudUKaLmi. YTBEPHAEHO3NeKTPOKHOW noanuceioAHAP3Beinc20.03.19

Cepus COOTBETCTBYET CREUMOMKALMM. YTBEPKAEHO 3neKTpoHHOM nognuceicAHAP3Beitc20.03.19.

Ceprudukar aHann3a/100021477/20.03.19CTpaHMLa 2 U3 2PSs-D0C-0015F22.2
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Catalent Pharma Solutions

Catalent Germany Schomdorf GmbH
a a en Stemnbeisstrage 1-2, Schorndorf, Germany 73614
. T +49 (D) 7181-7000-0 | F +49 (9} 7181-7000-100
wiwnw. catalent.com

Certificate of Analysis - 100021477

Duodart Finished Pack

Customer: Glaxo Smith Kline :
Customer Lot: 3662165A £
Internal Lot: 3652465
Internal Bulk-Lot: 3662165
Item Number: PCD330804CATALENT,CHS04
Order: 56650
Manufacturing date: 04-JUL-2018
Expiry date: 31-JUL-2020
Date of Analysis: 20-MRZ-2019
Test Instruction: PA 465 / 505 :
Specification: PA465-DUTAM-EU(MAA) G 4
Test Specification Result f
General
Appearance cbiong Hard-shell capsule; orange cap complies -
imprinted with black GS 7CZ and brown
body
Identity Dutasteride (HPLC) Retention time must comply with reference complies -
Identity Tamsulosin {HPLC) Retention time must comply with reference complies -
Assay .
Dutasteride (HPLC) 0.475 - 0.525 mg 0.505 mg
Dutasteride (HPLC) 95.0 - 105.0 % 101.0 %
Tamsulosin (HPLC) 0.380 ~ 0.420 mg 0.402 mg
Tamsulosin {HPLC) 85.0 - 105.0 % 100.6 %
Uniformity of dosage units ’%
Tamsulosin-HCL (HPLC) compiles with USP<905> and complies -
Ph.Eur.2.9.40
AV <= 15.0 6.1 -
Dissolution Dutasteride '
Vessel 1 complies with USP<711> and Ph.Eur,2.9.3 98 %
with Q = 80%
Vessel 2 100 Ya ‘
Vessel 3 98 % E
Vessel 4 100 % :
Vessel 5 100 Yo
Vessel 6 a8 %
Mean value 59 %
Dissolution Tamsulosin 2h
Vessel 1 complies with USP<711> and Ph.Eur.2.6.3 2 %
with <= 10 %
Vessel 2 2 %
Vessel 3 3 % g
Vessel 4 2 %
Vessel 5 2 %
Vessel 6 2 %
Mean value 2 % |
Dissolution Tamsulosin 3h
Vessel 1 40 - 68 % 54 %

Certificate of Analysls / 100021477 / 20.03.19 Page I von 2 PS5-DOC-0015 F22.2




Catalent.

Test

Dissolution Tamsulosin 3h
Vessel 2

Vessel 3
Vessel 4
Vessel 5
Vessel §
Mean value

Dissolution Tamsulosin 7h
Vessel 1

Vessel 2
Vessel 3
Vessel 4
Vessei 5
Vessel 6
Mean value

Catatent Pharma Solutions

Catatent Germany Schomderf GmbH
Stainbefsstrafle 1-2, Schomdort, Germany 23614
T 449 (D) 7181-7000- | 7 +49 (0) 7181-2000-100

www.catalen

Certificate of Analysis - 100021477

Duodart Finished Pack

Specification

>= 80%

The bulk-batch meets the specification and has been signed on 20.03.19 by André Weig electronically.
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The batch conforms to the specification and was signed electronically by André Wei8 on 20.03,19.
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