Cepruduxkar anaausa /

AHATHTHYECKHI MACIOPT CEPHH SANOFI \ Y |

3aBoxa: CKOUTTO

Canopm C.m-A

Crpana Crarane 17, xMm 22
67019 Ckomnnuro (AQ)

Nranusa

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

SCO_240429
Amapun 4 mr, 2x15 cpr CP RU

JlexapcTBennas odopma: TABJETKM; yrnakoBkKa: 6mucrep AJIOMUHUIA/TIBX

Kom GMID 240429

Cepusa 1U002

llaTa TPOU3BONCTBA: 15-10H-2021 TomeH IoO: MAVI-2024
Ilocke mnpenapara: 120490000TA00004

HopMaTmBHENT moxymeHT: N II N015530/01-070410

IOKA3ATEJIA TPEBOBAHMS PE3YJIbTAT
XAPAKTEPUCTUKIU
Onmcanme lIpomonTroBaTEeE, IJOCKME llpomonroBaTeEe, MJOCKME TableTKu,
TabIeTKM, C PasIeUTeIIbHOM C pas3meyuTeJibHOM PUCKOM Ha obemx
CTOpPOHaxX

pUCKOM Ha O0eMx CTOPOHAax

Kon (rpaBupoBKa) TpaBupoBka NMO » crummsoBanHas IpaBupoBka NMO u cTunmsoBaHHasd
“h” ma mByx cTopoHax “h” ma mByx cTopoHax

IIBeT CeTyio-T0oJy60on CeTyio-roJy6on

INOIJIMHHOCTB

XX RT o6pasua =~ RT cranmapra RT o6pasua =~ RT cranmapra * 3%
+ 3%

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

YJacToTa: OmHA Cepus B I'OX
[IOONMMHHOCTB MHAUIO CooTBEeTCTBYET He BHINOJNIHAJIOCH Ha 2TOM CEpUM.

YacToTa: oIHa cepuda B Ion

[IOKABATEIIN

CpenHee 3HaueHMe pacTBopeHua nocie 15 > = 85 % 100 %

vuayT (Q=80 %)

MIN suHauenme pacrTBOpeHmsa mnociye 15 > =85% 97 %

MUHY T

Ouenka TecTa pacrTBopeHue (EBp.d.) Cramua | cooreercTByer Cramua | cooreercTmyer

OmHopomHocTh mosupoBaHus XX (Eep.®.) CoorTBeTcTByET

POICTBEHHHE COEIVHEHMA

TnuMenmpun-CcyJiibdoHammy <= 0,4 %
Ipyrad eOuHMYHadA OpKMecChb <= 0,2 %
CyMMapHOe coIepXaHMe POICTBEHHBIX <= 0,9 %
npuMecemn
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Amapun 4 mr, 2x15 cpr CP RU

JlexapcTBennas odopma: TABJETKM; yrnakoBkKa: 6mucrep AJIOMUHUIA/TIBX

Kom GMID 240429
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llaTa TPOU3BONCTBA: 15-10H-2021 TomeH IoO: MAVI-2024
Ilocke mnpenapara: 120490000TA00004

HopMaTmBHENT moxymeHT: N II N015530/01-070410

INOKA3ATEJIN TPEBOBAHUSA PE3YJIBTAT

KOJIMYECTBEHHOE OIIPENEJIEHUE

KommuecTBeHHOE comepxaHue (XX) 3,80 — 4,20 mr / Tmabinerky 3,96 mMr / Tabimerky
(95-105 % oT 3asaBIEHHOTO
KOJIMUeCTBa)

MUKPOBUOJIOT'MUYECKAS UVCTOTA

Oblee uMCIO a’poBHEX MuKpoopTranmsmos <= 108 <10

(TAMC; KOE/r)

Ofumee UMCIIO OPOXKEBEIX M I1JIE€CHEBHIX <= 102 <10

rputos (TYMC, KOE/r)

Escherichia coli OTcyTCcTBME B 1 T OTcyTCcTBME B 1 T

KOHTPOJIb YIIAKOBOUHOIT'O MATEPVAIJIA CooTBETCTBRYET CooTBETCTRBRYyET

TecT Ha MMKpOGMOHOPMHeCKyD UMCTOTY IMNPOBOIMUTCA IMNEPUMOIONUECKU. HepMOﬂMqHOCTb ornpernesyiaeTCcAa PpermMcrpaluOHHBEIM IOChe U
BHYTPEHHMMM 3aBOICKMMM IIpoLenypaMM.

IlaHHas cepus npenapaTa Objla M3TOTOBJIEHA, BKJIIOUAs YNAKOBKY UM KOHTPOJIb KadecCTBa, B I[IOJIHOM COOTBETCTBUM C IEMCTBYIOUMMNA
TpeBoBaHMAMM IpabBuil Hamyexamel IPpOM3BONCTBEHHOM NpakTuky (GMP), YyCTAHOBJIEHHEMM MECTHHMM PETYJIATOPHEIMM OpraHamu, a
TakXe B COOTBETCTBMM CO CIeumpmkaumsaMmy, IPenyCMOTPEHHEIMM PerMCcTPaluMOHHBIM yIOOCTOBEPEHMEM CTPaHH-UMIIOPTEpa. 3anmcu I0
MIPOM3BOICTBY, YIaKOBKE M KOHTPOJIO KadeCTBa Cepui ObUIM [NPOBEPEHH M MIPM3HAHH COOTBETCTBYKUMMM TpeOoBaHMAM. OTKIIOHEHMS
IO KAuYeCTBY, €CJM TaKOBHE MMEWTCS, OBJIM [NOJHOCTBHI PacCleOOBAHH UM OHOOpPeHEl. [IOTEeHLMAaJIbHOE BIMSHME OTKJIOHEHUsS Ha
Ka4yecTBO, 0es30nacHOCTb UM 30OeKTMBHOCTL CepuM (M) NPMBHAHO HE3HAYUTEJIbHEIM.

[lepyoguyYeCcKMe TECTH COOTBETCTBYIT TpeBOoBaHMAM clIeumbdmkalmy, OCHOBAHHOM Ha I[JIAHMPOBAHUM [POBEHNEHMS TECTUPOBAHUS U
MOTYT OBITH MNPENOCTABJIEHEl 10 3alpocy PeryjadaTopHOTO OpIraHa.

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

Pemenne OnmoBbpeHOo

Oara: 07-CenT-2021 18:38:54.00

YIIOJIHOMOUEHHOE JIMLIO MM [IPenCTaBUTEJNb :

CepTM@MKaT aHaJM3a I[Io4OnmcaH SHGKTPOHHOﬁ IIOONNCEIO
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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 240429

Amaryl 4mg,2x15cpr CP RU

Dosage form:TBLTS; PackBulk:BlisterALUPVC
GMID code: 240429
Lotto/Batch: 10002
Prod. /Mfg.: 15-JUN-2021 Scad. /Exp. : MAY-2024
Dossier Reference: 120490000TAQ0004
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.

I'ncisione 'NMO & "h" stilizzata su
entrambe i lati / Engraving KMO and
sfylized "h" on both sides.

Azzurre / Light blue

Rt /[gample) =~ Rt (reference)*3%
Positiva / Positive

Positiva / Positive

85 4
85 %
Conforme stage I / Stage T

conforms

Conforme / Complies

<= 0.4 %
<= 0,2 %
<= 0.9 %

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 (sample) =~ Rt (reference)x3%
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

100 %

Conforme stage I / Stage I

conforms

Conforme / Complies
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Certificate of Analysis and

Conformance SANOFI _’

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

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

GMID code: 240429
Lotto/Batch: 10002
Prod. /Mfg.: 15-JUN-2021 Scad. /Exp.: MAY-2024

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

SCO 240429
Amaryl 4mg,2x15cpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUPVC

1 SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO / CONTENT
Titolo / Content (LC) 3.80 - 4.20 mg/tbl (95 to 105% of label 3.96 mg [tbl]
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 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 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: 7-SEP-2021 18:38:54.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified

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