Ceprudukar ananusza/
CepTHdHKAT COOTBETCTBHSA

Cano¢pu C.nLA.

Crpana Crarane 17, km 22
67019 Cxonnuro (AQ)
Hranusa

Ten. +39 0862 717021 / 7151
Qakc +39 0862 714005

SANOFI %

SCO 454132
Amapun 4 wmr, 6x15 cpr CP RU .
JlekapcrBeHHan ¢opma: TABJIETKH; ynakoska: 6nucrep AJIIOMHUHUHU/TIBX

Kon GMID 454132

Lotto/Cepus 9uU001

Prod./Jara 15 ATIPEJIA 2019 Scad./Toaen no: MAPT 2022
MPOK3BOACTBA:

Jlocse npenapara: 120490000T A00004

SAGGIMTIOKA3ATEJIH LIMITI/HOPMA RISULTATV/PE3YJILTAT

CARATTERISTICHE / XAPAKTEPUCTHKH

Aspetto / Onucanue

Codifice / Kon (rpaBrpoBka)

Colore / Liger

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
Tpoaonropatbie, TAOCKHE
TabNneTkH, ¢ pazAenHTeNbHO
pHcKoi Ha oBeux cTopoHax

Incisione NMO ¢ “A4”
stilizzata su entrambi i lati /
I'paBipoeka NMO u
CTH/IN30BaHHaA ‘4"’ Ha OBYX
CTOpOHAX

Azzurro / Tonyboii

IDENTIFICAZIONI / TOAJIHHHOCTL TMHMETIMPUIA

LC/ BAX

Infrarosso / HK

Agente colorante / [ToLNHHHOCTE
KpacuTens

[MOKA3ATENH

Dissoluzione valore medio / AVG
3HAYEHHE PACTBOPEHHS [T0CHE

15 munyT (Q=80 %)

Dissoluzione valore minimo / MIN
3IHAUEHHE PACTBOPEHHS MOCHe

15 MuHyT
Valutazione dissoluzione

RT o6pa3ua = RT cranpapra + 3%

Positiva / TTonoxuTenbHbI il

Positiva / [TonoxHTENBHBIH

== 85 %

== 85 %

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
lMpoaonroearsie, NIOCKHE
tabneTkn, ¢ pazaenuTenbHoki
pHcKoii Ha oGeux cTopoHax

Incisione NMO e “A”
stilizzata su entrambi i lati /
I'paBrnpoeka NMO u
CTUNH30BAHHAR “/i” HA ABYX
CTOpOHaXx

Azzurro / T'ony6oii

RT ofpasua =~ RT crannapra
+ 3%

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinosiHAeTcA Ha
atoii cepun. Yacrora: oaHa
CepHA B roj

Non testato su questo lotio.
Frequenza test: un lotto all’
anno / He BRIMONHAETCA Ha
atoi cepun. Yacrora: ofHa
CepHA B rol
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Cepruduxar anaimsa/ SANOFI bﬁ

Ceprudurkar coorBeTcTBHS
Canogu C.n.A.

Crpana Cratane 17, km 22
67019 Cxonnuro (AQ)
Hranus

Ten. +39 0862 717021 /7151
Dakc +39 0862 714005

SCO 454132

Amapun 4 mr, 6x15 cpr CP RU

JlekapcTrenuas dopma: TABJIETKH; ynakoeka: 6nucrep AJIOMUHHH/TIBX
Koa GMID 454132

Lotto/Cepusn 9U001
Prod./[lata 15 ATIPENIA 2019 Scad./Togen no: MAPT 2022
MpPOX3BO/ICTBRA:
Hocke npenapara: 120490000TA00004
/ Ouenka pacteopenns (Esp.®.) Conforme stage [ / Cranus | Conforme stage [ / Cranusa I
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme / CooteetcTByeT Conforme / CooteeTcTBYET
OAHOPOAHOCTL AOIUPOBAHHA
(Erp.®.)
IMPUREZZE / POACTBEHHLIE
COEJIMHEHHSA
Glimepiride-Sulfonamide /
== 0,4 % 0,1 %
Imumenupua-cynsdoHaMmua
Alira singola / npyras eAnHHuHas =0,2% 0,1 %
IpHMECH
Total impurezze / cyMmapHoe ~=0.9% 0.3 %

coaepKaHue npuMecei
TITOLO / KOTMYECTBEHHOE

OIPEJENEHHE

Titolo (LC) / KonuuecTeeHHOE

conepxanie (BIKX) 3,80 — 4,20 mr / TabneTky
MICROBIOLOGICO / MUKPOBHOJIOI'MYECKA A YACTOTA
Obiuee uncno a3poGHBIX <= 10?

mHkpoopraiusMos (TAMC; KOET)

Ob1ee YHCIO APOHOKESBEIX H <= ]0?

mnecHesb1x rpubos (TYMC, KOE/T)

Escherichia coli Assente [ g — OTcyTeTBYeT/ I

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb
YITAKOBOYHOTI O MATEPHAJIA

Controllo confezionamento / Conforme / CooTpeTcTBYET Conforme / CooteeTcTBYET
KOHTPOJIb YHAKOBOYHOI'O

MATEPHAJIA

TecT Ha MUKPOOHONOTHIECKY IO YHCTOTY IPOBOIMTCA nepHoanyueckH. IlepHoauuHocTs onpenenseTcs
PErHCTPALIMOHHBIM A0ChE H BHYTPEHHHUMH 3aBOACKHMH NPOLEAYPaMH.

HanHan cepua npenapata Obina H3TOTOBJEHA, BKIIOYAN YAKOBKY H KOHTPOJIb KAY€CTBA, B MOJHOM COOTBETCTBHH C
IeHcTBYOWMMH TpeGoBatuamu npasun Hawnexaiueit npouseoacTeeHHoi npakTuki (GMP), ycTaHOBIEHHBLIMH
MECTHBIMH PETYNATOPHBIMU OPraHaMH, a TAKKe B COOTBETCTBHH O CeUHHKALMAMH, NPeAyCMOTPEHHBIMH
PerucTpauiioHHBIM YAOCTOBEPEHHEM CTPaHEI-HMIIOpTEpa. OTHEThI MO H3TOTOBIEHHIO, YIAKOBKE M aHAM3Y CepHii
GLUTH MPOBEPEHDb H NPH3HAHBI COOTBETCTBYIOIMMH TpeGoBaHHAM, OTKIOHEHHS MO KAYECTBY, €CJIH TAKOBBIE

rap_coa_resultats v5 Crpannua 2 /3




CepTrudukaT aHaauza/ SA NOFI 5

Ceprudukar cooTBEeTCTBHA
CaHogm C.n.A.
Crpaga Crarane 17, km 22

67019 Crkonmnuto (AQ)
Hranua

Ten. +39 0862 717021/ 7151
Daxc +39 0862 714005

SCO 454132

Amapun 4 mr, 6x15 cpr CP RU

JlexapcTaennas dopma: TABJIETKH; ynakoska: 6nuctep AJIIOMUHUI/TIBX
Koa GMID 454132

Lotto/Cepus U001

Prod./Jara 15 ATIPENTA 2019 Scad./Tonewu no: MAPT 2022
NPOU3BOACTEA:

Jlocke nMpenapara: 120490000TA Q0004

MMEIOTCA, GbLIH NONHOCTHIO PACCIEA0BAHE! H 0000peHsl. [TOTEHLMAILHOE BIMAHME OTKJIOHEHHA HA KAYECTBO,
GesonacHOCTE M 3QPEeKTHBHOCTE HA CEPHUK) NPH3IHAHO HE3HAUHTENBHBIM,

Tlepronuueckue TecTbl COOTBETCTBYIOT TPeGOBAHHAM CNEUHPHKALHH, OCHOBAHHOW HA MIAHHPOBAHUH NPOBEIEHHA
TECTHPOBAHHA W MOryT OBITE IpefOCTaBNEHBI MO 3anmpocy M3,

HacrosiumM 4 noATBepk a0, YTo NPeACTABNEHHAA BhILE HHOPMALIMS ABIAETCA NOLNHHHOH H TOUHOIA.

Decision/3axnwucHne: Approvato / YTeepxaeHa

Date/nara: 4 HOSIBPA 2019 10:14:39.00

Decisins GA/QrBercrBeHHbIH Hoxktop Mapusa Kacrturauone (Dr. Maria Castiglione)
3a ofecmeyeHHe KAYeCcTBa: (YnoanomoueHHeblit npencrasutens CaHodu S bk,

NabopatopHoi HHGOPMALIHOHHOH CHCTEMBbI.
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SANOF

AONOJHEHHME K CEPTUHOHUKATY

AHAJIN3A
HanmeHnoBaHiE NPOAYKTA Kox GMID Homep perncTpatHOHHOTO
YAOCTOBEpEHHA
AMAPHIT 4MIC 6x15CPR CP RLU 454132 ITNO15530 /01

Homep ceptin

IlaTa NpoH3IBOACTBA

lomen aeo (JaTa mosTropHOro
TECTHPOBRHHA)

guoot

15-Al1P-2019

MAPT-2022

Hanmenosanne ADC Kog GMID Homep cepun (ii)
CAUMENHPUN 275 SC172204
Mponssonurens Alpec NpoH3IBOAHTENS:

CAHODPH-ABEHTHUC I'EPMAHHA I'MBX

Epofinnnrwutpacce 50, D-65926 dpaukdypr-ua-Maiine,

Iepmanna

1 noATBEpXK A0, YTO AAHHAA CEPHA NPOTECTHPOBAHA NO BCEM NApPaMETPaM, NEPENCAEHHBIM B CNeLHpHKALHA
Hopmaruetolt nokyMeHTaUMH, 3aperHCTPHPOBAHHOH B HacToAWee BpeMa B Poccuiickoit Menepaiin.

Onobpeno: [moanuce)

Aneccannpa Maypuuuo — ynolHOMOYEHHOE
nuuo Canodu S.p.A. - Cronnuro (AQ)




Certificate of Analysis and

sanofi S.p.A.

Conformance

SANOFI .7

Stabilimente: SCOPPITO

Strada Statale 17, Em 22
67019 Scoppiteo (AQI
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714045

SCo_ 454132

Amaryl 4mg, 6xlS5cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454132
Lotto/Batch: 9U001
Prod. /Mfg: 15-APR-2019 Scad. /Exp.: MAR-2022
Dossier reference: 120490000TAOD004

B teeeeeeeeegegreparea

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspstto / Appearance

Codifica / Code

Calore / Color
IDENTIFICAZIQNI/IDENTIFICATION
c

IR

Test d'identita per indigotina/Identity
test for indigo carmine

TESTS
Dissoluzione valore medio /AVG value
(0=80%) :

Dissoluzione valore minimo /MIN value

dissolution after 15°'

dissolution after 15':

Valutazione dissoluzione / Bissolution
evaluation (Ph.Eu.}

Uniformita di dosaggio / Uniformity of
content {LC) {Ph.Eur.)

IMPUREZZE / RELATED SUBSTANCES ([LC)
Glimepiride-sulfonamide /
Glimepirid-sulfonamide

Altra singola / Others each

Totall Impurezze / Related substances
total

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

Incisione NMO e «h» stilizzata su
entrambe i lati / Engraving NMO and
stylized «h» on both sides.

Azzurro / Light blue

Rt (sample) =~ Rt (reference)i3%
Positiva / Positive

Positiva / Positive

>= B5 %

>= 85 %

Conforme stage I / Stage 1
conforms

Conforme / Complies

<= 0.4 %

<= 0.2 %
<= 0.9 %

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

Azzurro / Light blue

RL (sample} =~ Rt (reference)*3t
Non testato su guesto lotto.
Frequenza test: un lotto

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

batch. Frequency: one batch/year
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Certificate of Analysis and

Conformance SA N O F l t.J

Stabiiimentc: SCOPPITO

sanofl S.p.A.

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

Tel: +3% 0B62 717021 / 7151
Fax: +39 0862 714005

8CO_454132
Amaryl 4mg,6xlScpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUPVC

GMID code: 454132
Lotto/Batch: auo0l
Prod. /Mfg: 15-APR-2019 Scad./Exp.: MAR-2022

Dossier reference: 120450000TAQ0004

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLC/ASSAY
Titolo / Content (LC) 3.80 - 4,20 mg/tbl (95 to 105% of label 3.98 mg [tbl)
claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY - —
TAMC (CFU/g) <= 10"3 <10
TYMC (CFU/g) <= 10~2 <14
Escherichia coli Assente/g - Rbsent/g hssente/g - Absent/g

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

material control

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

This batch of product has been manuréééured inclnding packaging and Quality Centrel, in full compllance w-th the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing countr
The batch processing, packaging and analysis records have been reviewed and found to be in

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) conl

I hereby certify that the above information are authentlh and accurate.

Decision/bacisicne: RApprovato / Released
Date/Data: 4-NOV-2019 10:14:3%.00
Respeonsible QA/Decisione QA: Dr. Maria Castiglione (Qualified Person Sanofi S.p-A.)

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

APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing authorization
number

AMARYL 4MG 6x15 CPRCPRU 454132 P NO15530/01

Batch number Date of manufacture Expiry date (retest date)

QU001 15-APR-2019 MAR-2022

API name GMID code Batch number (s)

GLIMEPIRIDE 275 SC172204

Manufacturer Name Manufacturing site address:

SANOFI-AVENTIS DEUTSCHLAND GMBH Brueningstrasse 50, D-65926 Frankfurt {Main), 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,

Approved by: /Qﬂ NM\'&_ MWK

Alessindra Maurizio — Qualified person
sanofi - 5.p.A - Scoppito (AQ)




