Cepruduxkar anaausa /

AHAJINTHYECKUH MACTOPT CepPUM

Canodpm C.p.JI.
Crpana Cratane 17,

(panee Canodm C.m.A.)
KM 22

67019 Ckonnmuro (AQ)
Nranusa
Ten. +39 0862 717021 / 7151

daxc +39 0862 714005
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3aBoxa: CKOUTTO

SCO 454132

Amapun 4 wmr,

6x15 cpr CP RU

JlexapcTBennas odopma: TABJETKM; yrnakoBKa: 6miucrep AJIOMUHUA/TIBX

Kom GMID 454132

Cepus 10004

IlaTa NPOM3BOACTBA: 3-CEH-2021 TomeH 1o: ABI'-2024

Ilocbe mpenapara: 120490000TA00004

HopmarmBHEDT moxyMmeHT: N II N015530/01-070410

MNOKA3ATEJIN TPEBOBAHUS PE3YJIbTAT

XAPAKTEPUCTUKA

OnmcaHue [IponoJyiroBaTHeE, I[JIOCKHUE [IpomoJsiroBaTee, IJIOCKMEe TabJIeTKH,
TaBIeTKM, C PABIENUTENLHOM C pas3meyuTeJibHOM PUCKOM Ha obemx
PUCKOM Ha O0emx CTOpOHax cTopoHax

Konm (rpaBupoBKa) I'vaBupoBka NMO m cTunms3oBaHHadA I'paempoBka NMO M CTUIM3OBAaHHAaA
“h"” Ha IOBYX CTOpPOHAax “h"” Ha IOBYX CTOpPOHAax

IIBeT CeTyio-T0oJy60on CeTyio-roJyy6on

[NOIJIMHHOCTB

KX RT obpasua =~ RT cTaHmapTa RT obpasua =~ RT craumapra * 3%
+ 3%

VK IIOJIOXU T EJ1b HEI He BHINOJNIHAJIOCH Ha 2TOM CEpUM.

[IOOJIMHHOCTE MHAOUIO

[IOKASATEJIN

CpenHee 3HaueHMe pacTBOpeHUda nocje 15
MUHYT (Q=80 %)

MIN sBHaueHMEe pacTBOpeHMsa rnocje 15
MUHY'T

OueHka TecTa pacTBopeHue (EBp.d.)

OOHOPOIHOCTBL nHo3mupoBaHMA XX (EBp.d.)
POIOCTBEHHHE COEIVHEHNA
I'nmyMenypun-cyyibdoHaMmuI

Ipyras emuHMYHAas IIPYMECH

CyMMapHOe coIepXaHMe POICTBEHHBIX
npuMecemn

CooTBEeTCTBYET
> = 85 %
> =85 %

Cranus I cooTBeTCTByEeT

CooTBEeTCTBYET

<= 0,4 %

<= 0,9 % 4

YacToTa: oIHa cepus B TOI

He BHINOJNIHAJIOCH Ha 2TOM CEpUM.
YacToTa: oIHa cepuda B Ion
100 %

99 %

Cranus I cooTBeTCTByEeT

CoorBeTCTBYET

He oOHapyXeHO

O
~

=
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Cepruduxkar anaausa /
AHATATHYECKUH MACTIOPT CePUHA SANOFI Y

Canodm C.p.Jl. (paHee Canodm C.m.A.)
Crpana Crarane 17, xMm 22

67019 Ckonnmuro (AQ)

Nranusa

Ten. +39 0862 717021 / 7151

daxc +39 0862 714005

3aBoxa: CKOUTTO

SCO_454132
Amapun 4 mr, 6x15 cpr CP RU

JlexapcTBennas odopma: TABJETKM; yrnakoBKa: 6miucrep AJIOMUHUA/TIBX

Kom GMID 454132

Cepus 10004

IlaTa NPOM3BOACTBA: 3-CEH-2021 TomeH 1o: ABI'-2024
Ilocbe mpenapara: 120490000TA00004

HopmarmBHEDT moxyMmeHT: N II N015530/01-070410

IIOKA3ATEJIN TPEBOBAHUSA PE3YJIBTAT

KOJIMYECTBEHHOE OIIPENEJIEHUE

KommuecTBeHHOEe conepxaHue (XX) 3,80 - 4,20 Mr / Tabierky 3,99 Mr / Tabnerky
(95-105 % oT BadgBJIEHHOTO
KOJIMYECTBA)

MVKPOBMOJIOTMUECKAA UYMCTOTA

Obumee UMUCIIO a’®pOBHHX MUKPOOPTaHu3MoB <= 103 <10

(TAMC; KOE/T)

Ofuee UMCIIO OPOXXKEBEIX M IIJIECHEBEIX <= 10° <10

rpubos (TYMC, KOE/r1)

Escherichia coli OrcyTcTBMe B 1 T OrcyTrcTBMe B 1 T

KOHTPOJIb YIIAKOBOYHOI'O MATEPVAIJIA CooTBEeTCTBYET CoorBeTCTBYET

TecT Ha MI/IKpO6I/IOHOI‘I/IT{eCKyIO UMCTOTY IMNPOBOIOUTCA IMNEPUMOIONUECKU. HepI/IOJII/I‘:{HOCTb ornpenesyideTCcAa PpermMcrpaluOHHBEIM IOChe U
BHYTPEHHMMM 3aBOICKMMM IIpoLenypaMM.

IlaHHas cepus npenapaTa ObJla M3TOTOBJIEHa, BKJIOYaAs YINAaKOBKY M KOHTPOJIb KauecTBa, B IIOJIHOM COOTBETCTBMM C IEMCTBYIOWMMMI
TpeboBaHMAMM NpaBuil Hansexamely NPOM3BOACTBEHHOM NpakKTuky (GMP), YCTaHOBJIEHHBIMM MECTHEIMM PETIyYJIATOPHEIMM OpIraHaMu, a
TakXe B COOTBETCTBMM CO CIeumpmkaumsaMmy, IPenyCMOTPEHHEIMM PerMCcTPaluMOHHBIM yIOOCTOBEPEHMEM CTPAaHH-MMIIOPTEpa. 3anmcu I0
IPOM3BOICTBY, YIaKOBKE M KOHTPOJIO KadeCTBa Cepui ObUIM NPOBEPEHH M MNPM3HAHH COOTBETCTBYKUMMM TpeOoBaHMAM. OTKIIOHEHUSI
10 KauecTBY, €CJIM TaKOBHE MMEITCs, OBJIM IIOJIHOCTBLIO PaccjiefoBaHbl M ONOOPEHEHl. [IOTeHLUMaJIbHOE BJIIMAHME OTKJIOHEHMS Ha
KayecTBO, 0es30nacHOCTb UM 350OeKTMBHOCTL CepuM (M) NPMBHAHO HE3HAYUTEJIbHEIM.

[lepuoguyYecKMe TECTEH COOTBETCTBYIT TpebOoBaHMAM CclIeumdmkaumy, OCHOBAHHOM Ha IJIAHMPOBAHUM MNPOBEIOEHMS TECTUPOBAHUSA U
MOTYT OBITB NPEeOOCTAaBJIEHH IO 3aNpoCy PeryiATOPHOTO OpTraHa.

HacTosmmM s HOATBEPXIald, YTO IPeACTaBJIeHHAsd BHIIEe MHOOPMALMs SBISETCS NOIOJIMHHOM M TOYHOM.

Pemeunne OmobpeHO
HOaTa: 4-HOA-2021 17:58:21.00
YNONHOMOYEHHOe JIMLO MM NPeLNCTaBMATeNb : Dr. Alessandra Maurizio (Y110JIHOMOYEHHOE JIUIIO)

CepTudmxaT aHaIM3a NOONMCAH SJIEKTPOHHOM MNOONMCHIO
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HPUJIOKEHUE K CEPTUOUKATY AHAJIU3A

Poccus

HasBanue npoaykra Kon GMIG Homep peructpanuoHHoOro
YAOCTOBEpPEeHUsl
AMAPUIT 4 MI' 6x15 Tabnetku 454132 IINO015530/01

Homep cepun

I[aTa Mmpou3BOACTBA

I[aTa HCTEYCHUA CPOKA I'OAHOCTH

I'M0X

1U004 03-CEH-2021 ABI'-2024

Ha3zsanue AOU Kox GMID Homep cepun

JIMMITEPU 275 21003484-21U02674

Koxa nocraBmuka Ha3BaHue npounsBoaureisi Anpec npou3BoauTeNSA

135570 Canodu-Asentuc Jowtumang | Industriepark Hochst-Brueningstrasse 50,

Frankfurt (Main), Hessen, 65926, Germany

HacrosmuM 51 yTBep /1ato, 9To JaHHAs CEPUsl MPOTECTUPOBAHA MO0 BCEM MTOKA3aTelsIM KauecTBa, IEPEUUCIICHHBIM B
crienmupUKai HOPMATUBHOM TOKYMEHTAINH, 3apeTUCTPUPOBaHHOM B Poccuiickoit denepanny B HACTOAIIEE BPEMSL.
HacrosimuM moarsepkIaeTcsi, 9T0 CEPUH COOTBETCTBYIOT TPEOOBAHMSM Pa3IesioB « YIaKoBKay U «MapKupOBKa»
HOPMAaTUBHOM OKYMEHTalLlMH, 3aperucTpupoBanHoil B Poccuiickoit denepannu B HACTOALLIEE BPEMsI

TToxammcano Donato D*Aloisio — Obecniedyenne Ka4ecTBO MPOU3BOICTBA Jara: 04/11/2021
Cano¢u C.p.JI. — Crormuro (AQ)

IMoxnucano Martina Pulzone — perynsitopHslii jenaprameHT
Canodu C.p.JI — Crommuto (AQ)

Ono6peno Alessandra Maurizio — ynoJlHOMOYEHHOE JIAIIO
Cano¢u C.p.JI — Cxonmuro (AQ)

Hara: 04/11/2021

Jara: 04/11/2021




Certificate of Analysis and

Sanofi S.r.l. (formerly Sanofi S.p.A.)

Conformance

oY

SANOFI

Stabilimento: SCOPPITO

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO_ 454132

Amaryl 4mg,6x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454132
Lotto/Batch: 10004
Prod. /Mfg.: 3-SEP-2021 Scad./Exp.: AUG-2024
Dossier Reference: 120490000TA00004
Normative Document: Normative Document No. P N015530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

IR

Test d'identita per indigotina/Identity

test for indigo carmine

TESTS

Dissoluzione valore medio /AVG value
dissolution after 15' (Q=80%):
Dissoluzione valore minimo /MIN value
dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eur.)

Uniformita di dosaggio / Uniformity of
content (LC) (Ph.Eur.)
IMPUREZZE / RELATED SUBSTANCES (LC)
Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

Altra singola / Others each

Totali impurezze / Related substances

total

Compresse oblunghe; piatte; con linea di
rottura su entrambi i lati / Oblong,
flat tablets with break line on both
sides.

Incisione NMO e "h" stilizzata su
entrambe 1 Iati / Engraving NMO and

stylized "h" on both sides.

Rzzurro [/ Light blue

Rt (sample) == Rt (reference)+3%
Positiva [/ Positive

Positiva / Positive

>= B5 &

>= 85 §
Conformé stage I / Stage I

conforms

Cenforme / Complies

<= (.4 %
<= D.2 %
<= 059 %

Compresse oblunghe, piatte, con
linea di rottura su entrambi i
lati / Oblong, flat tablets with
break line on both sides.
Incisione NMO e «h» stilizzata
su entrambe i lati / Engraving
NMO and stylized «h» on both
sides.

Azzurro / Light blue

Rt =~ Rt

Non testato su questo lotto.

(sample) {reference) 3%

Frequenza test: un lotto

all’ anno/Non performed on this
batch. Frequency: one batch/year
Non testato su questo lotto.
Frequenza test: un lotto

all’ anno/Non performed on this

batch. Frequency: one batch/year
100 %

99 %

Conforme stage I / Stage I

conforms

Conforme / Complies

Non rilevabile/Not detectable
0.1 %
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Certificate of Analysis and

Conformance SA N O F | %;W

Stabilimento: SCOPPITO

Sanofi S.r.l. (formerly Sanofi S.p.A.)

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO 454132
Amaryl 4mg,6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454132
Lotto/Batch: 10004
Prod. /Mfg.: 3-SEP-2021 Scad. /Exp.: AUG-2024

Dossier Reference: 120490000TAQ0004
Normative Document: Normative Document No. P N015530/01-070410

L

r SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO / CONTENT
Titolo / Content (LC) 3.80 - 4.20 mg/tbl (95 to 105% of label 3.99 mg [tbl]
claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 10"3 <10
TYMC (CFU/g) <= 1072 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL
Controllo confezionamento/Packaging Conforme / Complies Conforme / Complies

material control

-

Microbiological Bnalysis is carried out as skip test. Test frequency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

Quality deviations, if any, have been fully investigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batch(es) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

e
e

Decision/Decisione: Approvato / Released
Date/Data: 4-NOV-2021 17:58:21.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

This Certificate of ARnalysis has been electronally signed from a validated LIMS.
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SANOFI vz

APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing authorization
number

AMARYL 4mg 6X15cpr CP RU 454132 T N015530/01

Batch number Date of manufacture Expiry date (retest date)

1U004 03 -SEP- 2021 AUG-2024

API name GMID code Batch number (s)

GLIMEPIRIDE 275 21003484-21U02674

Supplier code | Manufacturer Name Manufacturing site address:

135570 SANOFI-AVENTIS DEUTSCHLAND Industriepark Hoechst-Brueningstrasse 50
GMBH Frankfurt am Main, Hessen, 65926, Germany

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification currently
registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative Document
specification currently registered in Russian Federation. -

Written by:

Written by:

Approved by:

Daonafo D’ Aloisio —'Quzﬂ'rr)/ Assurance Production

Date: é)éé “ Zﬁ;"’g(
Sanofi - S.r.l. - Scoppito (AQ)
MK.QBM Date: d‘l i M,

Martina Pulzone — Regulatory Affairs
Sapofi - S.r.l. - Scoppito (AQ)

spihin. 1 deoss o pater Slit] Lot

Alessandra Maurizio — Qualified Person
Sanofi - S.r.l. - Scoppito (AQ)






