CepTudukar anaau3a U COOTBETCTBHSA

Canodu C.m.A.
Crpana Crarane 17, km 22
67019 Ckommmuto (AQ)

Uranns

Ten. +39 0862 717021 /7151

SANOFI «p

3aBo1: CKOMUTTO

®Daxc +39 0862 714005

SCO 624785

Awmapun 1 mr, 1x30 cpr CP Poccus

JlekapcrBennas popma: TABJIETKH; ynakoska: onucrep AJJIOMUHUN/TIBX
Kox GMID 624785
Cepust 10001
JlaTa npousBoacTBa: 4-MAP-2021 T'onmen no: DEB-2024
Jlocwe mpenapara: 120490000TA00001
HopMaTuBHBIHN IOKYMEHT: Hopwmarusserii nokyment Ne ITNO015530/01-070410
IHOKA3ATEJIN TPEBOBAHUS PE3YJIbTAT
XAPAKTEPUCTHUKHA
Onucanne [Ipomonrosarsle, IIIOCKUE TAOIETKH, C [Tpononrosarele, MIOCKUE

Kon (rpaBupoBka)

Ilser

IMMOJJIMHHOCTD I'NTUMEITMPUIA
KX

UK

Kpacurens (IOATHHHOCTD Keme3a)

[TOKA3ATEJIN
Cpennee 3HaUE€HUE pacTBOPEHHUs mocie 15
MuHYT (Q=80 %)

MIN 3HaueHue pacTBOpeHus nociue 15
MHHYT

Ornenka tecta pactBopenue (EBp.®.)

OmHoponHocTh no3upoBanus (Ep.®.
2.9.40)

POACTBEHHBIE COEJJMHEHU A
I'mamenmpua-cynshoHaMua
Jpyras enuHIgHAs IPUMECh
CymMapHOe cofiepsKaHue IIpuMeceit

pa3aeIUTEIbHON PUCKOW Ha 00EHX
CTOpOHAxX

I'paBupoBka NMK wu crunuzoBannas “h”

Ha JIByX CTOPOHAX

PozoBeIin

RT o6pasua =~ RT crangapra + 3%
ITonoxurensHbINA

CoOTBeTCTBYET

>=85%

>=85%

Cranus I cooTBeTcTBYET

CooTBeTCTBYET

<=0,4%
<=0,2%
<=0,9 %

TaOJIeTKH, C pa3ieInTEeIbHON
PHCKOI Ha 00eHUX CTOpOHAX

I'paBuposka NMK u
CTUJIM30BaHHAA “h” Ha ABYX
CTOpOHAX

Po3zoBerit

RT o6pasua =~ RT crangapra
+3%

He BBIMOAHSIOCE Ha 3TOK
cepun. YacTora: oiHa cepus B
roj

He BeImomHAnI0CH HA 3TOKH
cepun. YacToTa: olHa CepHs B
rof

95 %

93 %

Cranus I coorBeTcTBYET

COOTBETCTBYET
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Cepruduxar ananusa u coorsercreugs  SANOF| {j

Canodu C.m.A.
Crpana Crarane 17, km 22
67019 Ckommmuto (AQ)

Uranns

Ten. +39 0862 717021 /7151

3aBo1: CKOMUTTO

®Daxc +39 0862 714005
SCO 624785
Awmapun 1 mr, 1x30 cpr CP Poccus .
JlekapcrBennas popma: TABJIETKH; ynakoska: onucrep AJJIOMUHUN/TIBX
Kox GMID 624785
Cepust 10001
JlaTa npousBoacTBa: 4-MAP-2021 T'onmen no: DEB-2024
Jlocwe mpenapara: 120490000TA00001

HopmaTtuBHbIN JOKYMEHT:

Hopwmarusserii nokyment Ne ITNO015530/01-070410

KOJIMYECTBEHHOE OITPEJIEJIEHUNE
Konnuectsennoe copeprxkanne (JKX)

MUKPOBHUOJIOTUYECKA S YNCTOTA

O6miee 9ncI0 a3POOHBIX <=103 <10
mukpooprannsmoB (TAMC; KOE/T)

OO6mIee 9rCIIo TPONOKEBBIX U IIICCHEBBIX <= 10?2 <10

rpubos (TYMC, KOE/T)

Escherichia coli OrcyrctBUe B |1 T OrcytctBue B 1 T

KOHTPOJIb YITAKOBOYHOI'O MATEPUAIJIA
KonTtpons ynakoBouHOro MaTepuana CoOTBeTCTBYET CooTtBercTBYyET

0,95 — 1,05 mr / TabneTKy 1,00 mr / TabneTky
(95-105 % ot 3asIBICHHOTO KOJINYECTBA)

TecT na MI/IKp06I/IOJ'IOFI/I‘-IeCKyIO YUCTOTY MPOBOAUTCA NEPHUOJUICCKU. HepI/IOHI/I‘IHOCTL OIpeACIACTCA
PEruCTpalilMOHHBIM JO0CHE U BHYTPCHHUMU 3aBOJICKUMU MPOLICAYypaMU.

JanHas cepust npernapara Obuia M3rOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb Ka4eCTBa, B [IOJIHOM COOTBETCTBHU C
JeficTBYIOINME TpeOoBaHMAME MpaBwil Hamrexamnieit nponsBoacTeenHo npaktuku (GMP), ycTraHOBICHHBIMH
MECTHBIMH PEryJISITOPHBIMH OPTaHAMU, & TAK)KE B COOTBETCTBUH CO CrielU(DUKALMAMHE, TIPSy CMOTPEHHBIMHU
PerucTpaiioHHBIM YJJOCTOBEPEHHUEM CTPAHBI-UMIIOPTEPa. 3aMUCH 110 IPOU3BOICTBY, YIIAKOBKE U KOHTPOJIIO KauecTBa
cepuii ObLTH MPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOIINMHE TpeOoBaHUsIM. OTKIOHEHHS 10 KA4eCTBY, €CII TAKOBbIC
HUMEIOTCSI, ObLIH MOJHOCTHIO PACCIIEIOBAHBI M 0JJ00peHbl. [I0TeHIIMaIbHOE BIMSHUE OTKJIOHECHUSI HA Ka4eCTBO,
6e30macHOCTh WK 3P PEKTUBHOCTS cepur(Mil) MPU3HAHO HE3HAUUTEIHHBIM.

[epromudieckue TECTH COOTBETCTBYIOT TPEOOBAHUSAM CHICIU(UKAIINH, OCHOBAHHOW Ha IUTAHUPOBAHHUHU TPOBCICHHUS
TECTHPOBAHUS M MOTYT OBITh MPEJOCTABIICHBI 110 3apocy PeryssitopHoro opraxa.

HacTosmum st moATBEPIKAAI0, YTO MPECTABICHHAS BBIIIC HHPOPMALUS SIBJISCTCS MMOUIMHHOW U TOYHOM.

3akiaoueHne: Boinyieno
Jara: 6-AITP-2021 15:23:22.00 .
OTBeTCTBEHHBIIi 32 00ecneueHune JloxTop Aneccanapa Mypurmo (YTOJTHOMOYEHHOE (] N G
KayecTna: y/£%8 ANAE
CepTrduKaT aHaM3a HMEET SIEKTPOHHYIO TIONUChH, HOJTy4YEHHYO P MOMOLIX BaIMAMP( i gﬁ na60pf;>f‘6/}gﬁ\@ﬁ’ \© l}
o o |o ig
| H
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3aBoa:CKOIUTTO
Canodu C.m.A.

Crpana Crarane 17, km 22
67019 Ckommmuto (AQ)

Uranns

Ten. +39 0862 717021 /7151

®Daxc +39 0862 714005
SCO 624785
Awmapun 1 mr, 1x30 cpr CP Poccus .
JlekapcrBennas popma: TABJIETKH; ynakoska: onucrep AJJIOMUHUN/TIBX
Kox GMID 624785
Cepust 10001
JlaTa npousBoacTBa: 4-MAP-2021 T'onmen no: DEB-2024
Jlocwe mpenapara: 120490000TA00001
HopMaTuBHBIHN IOKYMEHT: Hopwmarusserii nokyment Ne ITNO015530/01-070410

UHGOPMAITUOHHOM CHCTEMBI.
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Certificate of Analysis and

Sanofi S.p.A.

Conformance

SANOFI g

Stabilimento: SCOPPITO

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005
{ SCO_ 624785

Amaryl 1lmg,1x30cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 624785
Lotto/Batch: 10001
Prod. /Mfg.: 4-MAR-2021 Scad. /Exp.: FEB-2024
Dossier Reference: 120490000TA00001
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

Infrarosso / IR

Agente colorante/Coloration agent

(identity test for iron)

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
dosage units (Ph.Eur. 2.9.40)
IMPUREZZE/RELATED SUBSTANCES
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 bilateral score-line
Incisione NMK e "h" stilizzata su
entrambi i lati / Engraving NMK and

stylized "h" on beth sides

Rosa / Pink

Rt (sample) =~ Rt (reference)zx3%

Positiva / Positive

Conforme / Complies

>= BS &
>= BS' §
Conforme stage I / Stage I

conforms

Conforme / Complies

<= 0.4 %
<= 0.2'%
<= 0.9'%

Compresse oblunghe, piatte, con
linea di rottura su entrambi i
lati / Oblong, flat tablets with
bilateral score-line
Incisione NMK e "h" stilizzata
su entrambi i lati / Engraving
NMK and stylized "h" on both
sides

Rosa / Pink

Rt (sample) =~ Rt (reference)*3%
Non testato su questo lotto.
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
95 %

93 %

Conforme stage I / Stage I
conforms

Conforme stage I / Stage I

conforms
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Certificate of Analysis and

Conformance S A N O F | ’;j

Stabilimento: SCOPPITO

Sanofi S5.p.A.

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

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

SCO 624785
Amaryl 1mg,l1x30cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 624785
Lotto/Batch: 10001
Prod. /Mfg.: 4-MAR~2021 Scad. /Exp.: FEB-2024

Dossier Reference: 120490000TA00001
Normative Document: Normative Document No. P N015530/01~070410

i SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY
Titolo / Content (LC) 0.95 - 1.05 mg [tbl] 1.00 mg [tbl]

(95 to 105% of label claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 1073 <10
TYMC (CFU/g) <= 1072 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERTAL 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.

‘I

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.

Decision/Decisione: Approvato / Released
Date/Data: 6-APR-2021 15:23:22.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

This Certificate of Rnalysis has been electronally signed from a validated LIMS,
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