Cepruduxar ananusa/

e s SANOFI 7
CAHO®U BUHTPOITI UHAYCTPUS
30-36, aBenro ['ycra Diidhens [IpousBoaCcTBEHHAS TUIOIIAIKA:

TOURP/TYP
37100 TYP, DPAHIIUA

Kox GMID 189725

OrnucaHue npoayKra HAJIb®A3 perapa 5 MI' 56
TaOJICTOK, TIOKPBITHIX
00010uK0ii, Poccus

Howmep ceprn GTO004 [ara 2-ABI'-2021
IIPOU3BOJICTBA

[TapTHst TeCTUPOBAHUS 000007101220 Cpok rogaoctan  MFOJIb-2024

Tum TabaeTkn IpOIOHTIPOBAHHOTO ®opwma Bemmrycka 4 BJIMCTEPA 110 14 IIITYK
IEUCTBUA

Y cioBUs XpaHEHUs XpaHuUTh IPHU TeMIepaType He Bolme 25 °

HanMenoBaHue ppIHKa Poccus
Howmep PY: I1 N013809/01

PerucrpanuonHoe 10che HopmatuBHas noxyMeHTanus

Bepcust ceprudukara 6

aHau3a

Iloxa3zartesn Hopma PesyabTaT

|OIMUCAHUE

Omnncanue Kpyribie 1BOSKOBEITYKIIbIE TAOIETKH, COOTBETCTBYET

TIOKPBITHIE INIEHOYHOH 000I0UKOIT
OJIEIHO-KENITOTO I[BETa 7 MM B JIHaMeTpe.
Ha pa3nome BuzHa Oenast cepALEeBHHA

MNOAJIMHHOCTbD

Ancgysosuna rugpoxiopun (TCX) CoOTBETCTBYET CTaHAAPTY COOTBETCTBYET
Andysozuna ruapoxiaopur (YD) CoOTBETCTBYET CTAHAAPTY COOTBETCTBYET
TECTBI

Cpenusis Macca Ot 138 1o 152 mr 146.42 MI'
OnnoponHocts no3uposanus (Esp.®@apm. 2.9.6) COOTBETCTBYET COOTBETCTBYET
KonunuecTBo eAMHUI, BRIXOASIINX 3a npenenbl 0 0

85-115

PACTBOPEHHUE

JI1: Mun 3a 1 4 >=30% 32%

JI1: Makc3a 14 <=45% 34 %

JI1: Mun 3a 3 4 >=60% 62 %

JI1: Makc3a3 4 <=75% 65 %

JI1: MuH 32 6 4 >=80% 84 %
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Cepruduxar ananusa/

e s SANOFI 7
CAHO®U BUHTPOITI UHAYCTPUS
30-36, aBenro ['ycra Diidhens [IpousBoaCcTBEHHAS TUIOIIAIKA:

TOURP/TYP
37100 TYP, DPAHIINA

Kox GMID 189725

Onucanue NpoayKra JAJIB®A3 perapa 5 MI' 56
TabJIETOK, IIOKPBITHIX
00010uK0ii, Poccus

Howmep ceprn GTO004 [ara 2-ABI'-2021
MIPOHU3BOJICTBA

[TapTHst TeCTUPOBAHUS 000007101220 Cpok rogaoctan  MFOJIb-2024

Tum TabaeTkn IpOIOHTIPOBAHHOTO ®opwma Bemmrycka 4 BJIMCTEPA 110 14 IIITYK
IEUCTBUA

Y cioBUs XpaHEHUs XpaHuUTh IPHU TeMIepaType He Bolme 25 °

HaumeHnoBaHue pbIHKa Poccus
Howmep PY: I1 N013809/01

PerucrpanuonHoe 10che HopmatuBHas noxyMeHTanus

Bepcust ceprudukara 6

aHau3a

KOJIMYECTBEHHOE OIIPEJEJEHUE

(YD)

Anhy3031HA THIPOXIOPHUL Ot 4,75 mr 110 5,25 Mr 4,91 mr

'YIakoBKa U MapKHpOBKa CoO0TBETCTBYET HOPMAaTHBHOI COOTBETCTBVYET
JOKyMEHTAIlNH, 3aPETUCTPUPOBAHHON B
Poccun

AU HasBanue AOU Ancy3031Ha THIPOXIOPHUL
Ha3Banue npouzsoaurens AOU Cano¢u [Iumu Cucrepon
Anpec npomsBojurenst AOU Chemin Meteline B.P.15

04201 Sisteron - ®panmms

KoHTpoJIb KayecTBa 110 1oka3areito « MUKpOOHOJIOrHYeCcKast YUCTOTa» HPOBOAUTCS TIEPHOJUUECKH B cOOTBeTCTBUY ¢ HopMaTHBHOM
IOKyMEHTaLEN.

[MoaTBeprkmaro, 4To Bce CTaJUU MIPOM3BOACTBA JAHHOTO TOTOBOTO MPOXYKTa OBUIM OCYIIECTBIICHBI B IOJTHOM COOTBETCTBHU C
TpeboBanmsiMu GMP EC n tpeboBaHusiMu PerrcTpaniioHHOr0 yA0CTOBEPEHHS CTPaHbI-IMIIOPTEpa.

|CraTtyc BbIMyCKAa [MPUHATO
JlaTa Bpimycka (UTC +1) 8-JIEK-2021 15:20:50.00
Moanucano ynoanoMmoyeHHbIM JuiomM SONIA COLLIN

Ceptu¢ukaT aHaIH3a YyTBEPXKICH B DJIEKTPOHHOM BHJIE.

r Q”ﬁ'
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—
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

SANOFI .2

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE
Item code 189725
Item description DALFAZ 5 MG 56 CP VTE RUS
Batch number GT004 Manufacturing date 2-AUG-2021
Inspection lot 000007101220 Expiry date JUL-2024
Type TABLET, CONTROLLED RELEASE Presentation 4 BLISTERS OF 14 UNITS
Storage condition Do not store above 25°C
Market name Russia
MA number :P N013809/01
Regulatory file Normative Document
Version of CoA 6
.
Tests Specifications Results
CHARACTERS
Characters Film-coated round biconvex COMPLY
tablets,7 mm diameter,
pale yellow in colour.
The broken edge of the
core is white.
IDENTIFICATION
Alfuzosin HCL (TLC) Comply with reference COMPLY
Alfuzosin HCL (UV) Comply with reference COMPLY
TESTS
Average mass 138 - 152 MG 146.42 MG
Content uniformity (Ph.Eur 2.9.6) COMPLY COMPLY
Number of unit outside 85 to 115% 0 0
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

SANOFI .2

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

Item code 189725

Item description DALFAZ 5 MG 56 CP VTE RUS

Batch number GT004 Manufacturing date 2-AUG-2021

Inspection lot 000007101220 Expiry date JUL-2024

Type TABLET, CONTROLLED RELEASE Presentation 4 BLISTERS OF 14 UNITS

Storage condition Do not store above 25°C

Market name Russia

MA number :P N013809/01

Regulatory file Normative Document

Version of CoA 6
. v

2

Tests Specifications Results

DISSOLUTION

L1 : Mini at 1h >=30% 32 %

L1l : Maxi at 1h <=45% 34 %

L1 : Mini at 3h >=60% 62 %

L1l : Maxi at 3h <=75% 65 %

L1 : Mini at 6h >=80% 84 %

ASSAY (UV)

Alfusozin HCL 4.75 - 5.25 MG/TABLET 4.91 MG

Packaging and labelling Conforms to Russian Normative Document COMPLY

API

API name
API manufacturer name

API manufacturer address

Alfuzosin hydrochloride
Sanofi Chimie Sisteron
Chemin Meteline B.P.15

04201 Sisteron - France

Normative Document

Quality control for parameter "Microbiological purity" is tested at release periodically in accordance with

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)
destination country/countries.

of the
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Certificate of analysis /

Batch Certificate S A N O F | %@J
SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE
Item code 189725
Item description DALFAZ 5 MG 56 CP VTE RUS
Batch number GT004 Manufacturing date 2-AUG-2021
Inspection lot 000007101220 Expiry date JUL-2024
Type TABLET, CONTROLLED RELEASE Presentation 4 BLISTERS OF 14 UNITS

Storage condition

Market name

Regulatory file
Version of CoA

Do not store above 25°C
Russia

MA number :P N013809/01
Normative Document

6

.

Release status

Release date (UTC +1)

Signed by qualified person

ACCEPTED
8-DEC-2021 15:20:50.00

SONIA COLLIN

.

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