NEKJIAPATIASA O COOTBETCTBHH

JEKJIAPAHT, IPHHAMAIOI AN JEKJAPAITHIO O COOTBETCTBHH

AO "Carogpu Poccus"

Ceedenun o pezucmpayuu opzanusayuu. Mexcpationnan uncnexyus Gedepanvroii Hanozoeoi caysxctvt Ne 46 no
2. Mockee 01.01,.2008, OI'PH 1027739079940, dama npuceoenua OI'PH 19.08,2002,

Adpec: 125009, 2. Mocxea, yn. Teepckan, 0. 22. Texeghon/paxc: 8 (495) 721-14-00/ 721-14-11

| B auye: Ienepanvwetii oupexmop Monxc O.A.

,lIoeepeHHoe nuyo: Knoxoea K0.C., dosepernocme 6/mw om 01.12.2017

3AABJSIET, UTO

nexapcmeennoe cpeocmso: Hanvpas CP, mabnemxu npononzupoeannozo Oeticmeun 10 Mz 30 wm., ynaxosxu
avelixoevle xonmyproie (1), nauxu xapmorwvie, PY Ne IT N013178/01 om 17.04.2007 (dama nepeogpopmnenun
16.06.2016), cepua ET128, napmun 9885 ynaxoeox, 200ex do 31.07.2022, npouseodcmea Canogpu Bunmpon
Hudycmpusn, Opanyus, Sanofi Winthrop Industrie, 30-36 avenue Gustave Eiffel 37100 Tours, France, xod
OKIIf2 21.20.10.174, oo TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9083350270 om 15.10.2019

COOTBETCTBYET TPEEOBAHHSIM
ITN0I3178/01-170407 (HI 42-11413-06 uzm. M 1-3)

JAEKJIAPAINV S ITPMHSATA HA OCHOBAHNH
npomoxon ucneimariuii Ne 31500 om 24,10.2019 HJ/T OO0 HI] "PAPMOBKOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmughuxam POCC FR.OM08.C52033 om 24.10.2019
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CBEJEHMS O PETHCTPAIIMHA

' OPTAH ITO CEPTHOUKAIIMHA, 3SAPETHCTPHPOBABINN JEKJIAPAITHIO

RA.RU.11®MO8 OPIAH 110 CEPTHOHKALHH ITPONYKI[HH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH [IEHTP KOHTPOJII KAUECTBA",

aodpec opzanusayuu. 115280, 2. Mocxea, yn. Macmeproeaa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockaa, ya. Macmeproea, 0. 4, sm. 5., men.:(495)788-02-88, eel-
caum: oyxx.pg.

JIE%AHH&[ 0 COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU J{-FR. ®M08.A.41692/19

LACK E:‘ﬂﬂm&qvm 24.10.2019
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Y 4
SANOFI

Canodu Buntpon Unaycrpus
30-36, avenue Gustave Eiffe]
37100 TOURS-FRANCE

CEPTH®HKAT AHAJIH3A/CEPTU®HKAT HA CEPUIO

Kon GMID 189655 Onucanue Hansdaz CP 10 mr 30 CP VTE
PYC
Kox crarbu TOU 44506
Homep cepuu ET128 Homep cepuu ET128
3aKa3zyuKa
Jlara 5-Asr-2019 Hara ucrevenns MHrion-2022
NpOH3BOJCTRA CpOKa roIHOCTH
Ilocramka Poccuiickas @enepanus
IlpencraBneno 3 6muctepa mo 10 Tun Tabnerka ¢ KOHTPONHYEMEBIM
TabneTok BBICBODOXKIEHHEM
Bepcus 6
cepruduxaTa
TecTnl Cnenndukanun Pe3yabTaThl
Onucanue Kpyrnsie 1BOAKOBBIMYKIIBIE TPEXCIIOHHBIE
TabaeTku: oAuH Genblii 0l Mexay AByMs CootserctByer
XKEITBIMH CIOAMM ¢ pa3siIHYHON HHTEHCHBHOCTBIO
OKpackd. JlonyckaloTca BKpanaeHHs.,
Hoastunnocts
Anvdyzozun (B3XKX) CooTBeTcTBYET CTAaHAAPTY CooTBeTcTBYET
Anbsdysoznn (UK) CooTBeTcTBYET CTaHAAPTY CooTBeTCTBYET
XKenesa oxcup x&nThIit IonoxxutensHas peakuus CoOTBETCTBYET
HenbiTanun
Cpennsa macca 332,5- 367,5 Mr 355,6 Mr
OnuoponHocTe Mo Macce | 2/20 £ 5 % oT cpenneii Macchl CooTBeTCTBYET
0/20 + 10 % ot cpenHeit Maccel
HcTtupaemocts <1,0% 00 %
JTanon <1,0 %. 0,1 %
KonnuecrBennoe
ofpeaeieHHe
Anbdy3o3nHa 9,5 - 10,5 mr/rabnerka 10,0 Mr/CP
THAPOXJIOPH
IIpoayxThl pasioxkeHns
Ipumecs IV <03 % He onpenenserca
KOJIHYECTBEHHO
[Ipumecs VI <03 % He onpenensercs
Jpyras equHUYHAsA <0,2 % He onpegensercs
IIpHMECh
Cymma npumeceit <1% He onpenensercs
KOJIMYECTBEHHO
Mukpobuonornyeckoe
olnpejceHHe
TAMC <1000 KOE/r <20 KOE/r-mn
TYMC < 100 KOE/r <20 KOE/r-mn

AQO «Canogu Poccna=
Aapec: 125009, Mocksa, yn. Teepekan. 22. Ten.: (495) 721-1400. Maxc: (495) 721-1411. www sanofi.m
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SANOFI

Canodu Buntpon Unpyctpus
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

CEPTHO®UKAT AHAJIN3A/CEPTH®HUKAT HA CEPHIO

Kox GMID 189655 Onucanue Hansdas CP 10 Mr 30 CP VTE
PYC
Kox crareu TOU 44506
Homep cepun ET128 Homep cepun ET128
3aKa3yuKa
Jata 5-Apr-2019 Hata ucrevenns Hron-2022
MPOU3BOACTBA CPOKa TOTHOCTH
[ToctaBka Poccuiickas @enepauus
Ilpeacrapneno 3 Gnuctepa no 10 Tun TabneTka ¢ KOHTpONHYEMBIM
TabneTok BBICBODOXKICHHEM
Bepcus 6
cepTHdHKarta
Tectnl Cnepudukanuu Pe3yabTaThl

Escherichia coli

OtcyrcTByorB I T

OtcyterBue/l T

Hactosmym monrsepxaaeM, 4To IPOH3BOJACTBO YKAa3aHHOM CEPHUM IPOM3BOAHTCA B COOTBETCTBHH C
NpaBUAaMH HaJUTeXKalleH IPaKTHKY MPON3BOACTBA IeKapCTBEHHBIX cpecTB (GMP) u AeiicTByrOIMMH

TpeOOBaHHAMH PerHCTPALHMOHHOIO JOCHE.

HacrosmmM noateepxaalo, uTo BCE CTafMM NPOM3BOACTBA [AaHHOH CEPHH FOTOBOCO JIEKAPCTBEHHOTO
npenapaTa NpoM3BEAEHA B COOTBETCTBHH ¢ TpebopaHuaMH Hamnexaweii npouzeoncTeeHHoli npaktuku (GMP)
MECTHOTO PerfiaMeHTHPYIOLErO OpraHa 1 crieunpHKauMaMH HOPMaTHBHON AOKYMEHTALMM CTPaHbI-UMIIOPTEpA.

Craryc: [lpunsato

Jara Beimycka: 3-OKT-2019 11:44:29.00

[Noanucano ynonHoMoueHHbIM Jinuom: LAETITIA HABERT
CepTudHKat aHaNMM3a 3NEKTPOHHO MOATBEPXKACH.

AQ «Canotn Poccha»

Aapec: 125009, Mocksa. ya. Taepcka, 22, Tea.: (495) 721-1400. dakc: (495) 721-1411. www sanofi.m




Certificate of analysis /

Batch Certificate SA N OF | b)

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE

Code GMID 189655 Article code TOU 44506

Description DALFAZ SR 10 MG 30 CP VTE RUS

Lot Number ET128 Customer batch ET128

Manufacturing Date 5-AUG-2019 Expiry Date JUL-2022

Type TABLET, CONTROLLED RELEASE Presentation 3 BLISTERS OF 10 UNITS

Market name Russian Fed.

Regulatory file GXB2VK04 /PHASTFMAA 9535-EN-E01

Version of CoA 6

Tests Specifications Results

CHARACTERS

Characters Round, biconvex three-layer COMPLY
tablets : one white layer

between two yellow layers with different

coler intensity. Inclusions are

allowed.
IDENTIFICATION
Alfuzosin (HPLC) COMPLIES WITH REFERENCE COMPLY
Alfuzosin (IR) COMPLIES WITH REFERENCE CCMPLY
Yellow ferric oxide POSITIVE REACTION COMPLY
TESTS
Average mass 332.5 - 367.5 MG 355.6 MG
Uniformity of mass 2/20 +/- 5 % AM COMPLY
0/20 +/~ 10 % AM
Friability <= 1.0 % 0.0 %
DISSOLUTION
L1 : 6 tablets—- MINI at 1 hour >=10% 1B %
L1 : 6 tablets- MAXI at 1 hour <=20% 18 %
Ll : 6 tablets- MINI at & hours >=40% 16 %
Ll : 6 tablets- MAXI at & hours <=55% 47 %
L1l : 6 tablets- MINI at 12 hours >=65% T0 %
L1l : 6 tablets- MAXI at 12 hours <=85% 13 %
Ll : 6 tablets- MINI at 20 hours >=85% %33 %

rap_coa_resultats v& Page 1 7 3



Certificate of analysis /
Batch Certificate

SANOFI

SANCOFI WINTHROP INDUSTRIE

30-36, avenue Gustave Eiffel

37100 TOURS-FRANCE

Site TOURS

[Code GMID

189655 Article code TOU 44506

Description DALFARZ SR 10 MG 30 CP VTE RUS

Lot Number ET128 Customer batch ET128

Manufacturing Date 5-AUG-2019 Expiry Date JUL-2022

Type TABLET, CONTRCLLED RELEASE Presentation 3 BLISTERS OF 10 UNITS
Market name Russian Fed.

Regulatory file GXB2VK0O4 /PHASTFMAA 9535-EN-EQ1

Version of CoA 6
> Y — L CEEm =
Tests Specifications Results

ETHANOL

Ethanol <=1.0% 0.1 %

ASSAY

Alfuzosin HCL 9.5 - 10.5 MG/TABLET 10.0 MG/CP

DEGRADATION PRODUCTS

TYMC
Escherichia coli

MICROBIOLOGICAL DETERMINATION

<=1000 CFU/g
<=100 CFU/g

Impurity IV <=0, 3% not quantified
Impurity VI <=0.3% not detected
Others (individually) <=0.2% not detected
Total impurities <=1.0% not quantified

<20 UFC/g-ml
<20 UFC/g-ml
ABSENCE /1g

Absence in 1lg

r

r ™

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation{s) of the

destination country/countries.

rap_coa_resultats v5 Page 2 / 3



SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS=-FRANCE

Certificate of analysis /
Batch Certificate

SANOFI \z

Site TOURS

Code GMID 189655 Article code
Description DALFAZ SR 10 MG 30 CP VTE RUS

Lot Number ET128 Customer batch
Manufacturing Date 5-AUG-2019 Expiry Date
Type TABLET, CONTROLLED RELEASE Presentation
Market name Russian Fed.

Regulatory file GXB2VK04 /PHASTFMAA 9535-EN-E01

Version of CoA B

TOU 44506

ET128
JUL-2022
3 BLISTERS OF 10 UNITS

Release status

Release date (UTC +1)

Signed by qualified person

ACCEPTED
3-0CT-2019 11:44:29.00

LAETITIA HABERT

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved

rap_coa_rasultats v$
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