Ceprudukar aHaau3a U COOTBETCTBUS

Canodu C.1.A.
Crpana Crarane 17, km 22
67019 Ckonnuro (AQ)

Uranus

Ten. +39 0862 717021 / 7151

SANOFI wp

3aBox: CKOMUTTO

Dakc +39 0862 714005
SCO 240418
Awmapun 2 mr, 2x15 cpr CP RU 5
JlexkapcrBennas popma: TABJIETKU; ynakoska: 6nucrep AJJFOMUHUW/TIBX
Kon GMID 240418
Cepust 10501
JlaTa mpou3BoICcTBA: 6-CEH-2021 Tonen mo: ABI'-2024
Jlocwe mpenapara: 120490000TA00002

HopmatuBHBIN TOKYMEHT:

Hopwmarusubiit nokyment Ne IT N0O15530/01-070410

IMOKA3ATEJIN TPEGOBAHUS PE3YJIbTAT
XAPAKTEPUCTUKU
Onucanue [IpomonroBarkie, MIOCKHE [IpomonroBatkle, MIOCKHE TAOJIETKH, C

Kon (rpaBupoBka)

Lger

IMMOJJIMHHOCTD I'NTUMEITMPUIA
KX

UK

Kpacurens (E172)

Kpacurens (E132)
IMOKA3ATEJIN
CpenHee 3Ha4eHUE PACTBOPEHMS 11OCTIC

15 munyT (Q=80 %)

MIN 3HaueHue pacTBOpeHus nociue 15
MHHYT

Ornenka tecta pactBoperne (Epp.d.)

OmHoponHocTh no3upoBanus (Esp.®.
2.9.40)

POJICTBEHHBIE COEAMHEHN
I'umenupun-cynabhonamug

TaOJIETKH, C Pa3ACTUTESILHON
PHUCKOH Ha 00EMX CTOPOHAX

I'paBupoBka NMM u
CTHJIM30BaHHas “h” Ha IBYX
CTOpPOHaX

3eneHblit

RT o6pasma =~ RT cranmapra +
3%

TTonosxuTensHBIA

CoOTBETCTBYET

CooTBeTCTBYET

>=85%

>=85%
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CooTBeTCTBYET
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CTOpOHAaX
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“h” Ha IByX CTOpOHAX

3eNeHbIi

RT obpasua =~ RT cranmapra + 3%

He BrimonHsI0Ch HA 3TOM cepu.
UacroTa: oHa cepusi B ToA

He BBIOIHSIIOCH HA 3TOH CepHH.
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CepTuduKaT aHATH3A H COOTBETCTBHUS SANOFI i?

3aBox: CKOMUTTO
Canodu C.m.A.

Crpana Crarane 17, km 22
67019 Ckonnuro (AQ)

Uranus

Ten. +39 0862 717021 / 7151

Ddaxc +39 0862 714005
SCO 240418
Awmapun 2 mr, 2x15 cpr CP RU 5
JlexkapcrBennas popma: TABJIETKU; ynakoska: 6nucrep AJJFOMUHUW/TIBX
Kox GMID 240418
Cepust 10501
JlaTa mpou3BoICcTBA: 6-CEH-2021 Tonen mo: ABI'-2024
Jlocwe mpenapara: 120490000TA00002
HopmaTuBHBIH JOKYMEHT: Hopwmarusubiit nokyment Ne IT N0O15530/01-070410
IMOKA3ATEJIN TPEBOBAHUS PE3VJIbTAT
Jpyras enuHIIHAs IPUMECh <=0,2% H/0
CyMMapHoe coniepikaHue mpumMecei <=0,9 % 0,1 %
KOJIMYECTBEHHOE
OITPEJEJIEHUE
Komuuecteennoe coaepxanne (KX) 1,90 — 2,10 mr / TabieTKy 2,00 mr / Tabnetky
(95-105 % ot 3asBICHHOTO
KOJINYECTBA)
MUKPOBUOJIOTNMYECKA S UUCTOTA
O6miee 9ncI0 a3pOOHBIX <=10° <10
mukpoopraansmos (TAMC; KOE/T)
O611ee YUCII0 APOFIKEBBIX U IUIECHEBBIX <= 102 <10
rpubos (TYMC, KOE/r)
Escherichia coli OtcyrctBEe B 1 T OtcyTtctBHEe B 1 T

KOHTPOJIb YITAKOBOUHOI'O MATEPHAIJIA
KonTpons ynakoBo4uHOro MaTepuana CoOTBETCTBYET CootBercTBYyET

Tect Ha MUKPOOMOJIOTHYECKYIO YUCTOTY MPOBOANTCS EPHOANIECKH. [IeproIMIHOCTE onpeaenseTcs
PETUCTPAIIIOHHBIM JIOCHE U BHYTPEHHHMH 3aBOACKUMH IPOLELypaMU.

JlanHas cepust npenapara Obula M3rOTOBJICHA, BKIIIOYask YIIAKOBKY M KOHTPOJIb Ka4eCTBa, B [IOJJHOM COOTBETCTBHH C
JieicTByIoIMMH TpeboBaHusIMU npaBwil Hajuesxae#t nponsBoacTBenHoi npaktiku (GMP), ycraHOBIEHHBIMU
MECTHBIMH PEryJIITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CIELM(DUKALMAMHE, TPy CMOTPEHHBIMHU
PeructpaliioHHBIM yJOCTOBEPEHUEM CTPAHBI-UMIIOPTEPA. 3aUCH O NPOU3BOJCTBY, YIAKOBKE U KOHTPOJIIO KadecTBa
cepuii OBLTH MPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOIINMH TpeOoBaHUIM. OTKIOHEHHS 0 KA4ECTBY, €CIIN TAKOBbIC
HMEIOTCSI, OBIIIM TIOTHOCTBIO PACCIIENOBAaHBI M 0J00peHsbl. [loTeHInanpHOE BIMSHUE OTKIOHEHUS HA Ka4eCTBO,
6e30macHOCTh WK APPEKTHBHOCTD CEpUHU(HI) IPH3HAHO HE3HAUUTEIIEHBIM.

ITeproandeckue TECTH COOTBETCTBYIOT TPEOOBAaHUSM CrieU(UKAINK, OCHOBAHHOH Ha INIAHUPOBAaHMH MTPOBEICHUS
TECTHPOBAHKS, ¥ MOTYT OBITH IIPEOCTABIICHBI 110 3aNPOCY PerysisTOPHOro Opraya i i,
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CepTuduKaT aHATN32 H COOTBETCTBHUSA SANOFI 6

3aBox: CKOMUTTO
Canodu C.1.A.

Crpana Crarane 17, km 22
67019 Ckonmuro (AQ)
Uranus

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

SCO 240418
Awmapun 2 mr, 2x15 cpr CP RU
JlexkapcrBennas popma: TABJIETKH; ynakoska: 6nucrep AJIFOMUHUW/TIBX

Kox GMID 240418

Cepust 10501

JlaTa mpou3BoICcTBA: 6-CEH-2021 Tonen mo: ABI'-2024
Jlocwe mpenapara: 120490000TA00002

HopmaTuBHBIH JOKYMEHT: Hopwmarusubiit nokyment Ne IT N0O15530/01-070410

3aki0ueHue: Brrmmymeno

Hara: 05-OKT-2021 18:38:34.00

OTBeTCTBeHHBII 32 00ecnieyeHue Dr. Alessandra Maurizio (Y IOJHOMOYEHHOE JIHIIO)

KayecTBa:

CeprudukaT aHaIM3a UMEET MNICKTPOHHYIO [TOJIIHCH, MOJTYUYEHHYIO ITPU IIOMOILM BAINANPOBAHHOMN J1a00OpaTOpHOM
MH(OPMAIMOHHON CUCTEMBI

N

5
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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 240418

Amaryl 2mg,2x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 240418
Lotto/Batch: 1U501
Prod. /Mfg.: 6-SEP-2021 Scad./Exp.: AUG~2024
Dossier Reference: 120490000TA00002
Normative Document: Normative Document No. P N015530/01-070410

r

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS

Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR

Agente Colorante/Coloration Agent

Agente Colorante/Coloration Agent

TESTS

Dissoluzione valore medio / AVG value
dissolution aftexr 15' (Q0=80%)
Dissoluzione valore minimo / MIN value
dissolution after 15°'

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eur.)

Uniformita di dosaggio / Uniformity of
dosage units 2.9.40)

IMPUREZZE/DEGRADATION IMPURITIES

(Ph.Eur.

Glimepiride-Sulfonamide /

(E172)

(E132)

Compresse oblunghe, piatte,
rottura su entrambi i lati / Oblong,
flat tablets with bilateral score-line

Incisione NMM e "h" stilizzata su

entrambi i lati / Engraving NMM and
stylized "h" on both sides

Verde / Green

=~ Rt

Rt (sample) (reference) +3%

Positiva / Positive

Conforme / Complies

Conforme / Complies

>= 85 %

>= B85 %

Conforme stage I / Stage I

conforms

Conforme

= 0.4 %

con linea di

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

Verde / Green

Rt (sample) =~ Rt (reference)t3%
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
Non testato su questo lotto.
Frequenza test: un lotto

all’ anno/Non performed on this

batch. Frequency: one batch/year

97 %

Conforme stage I / Stage I
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Certificate of Analysis and

Conformance S A N O F I Efj

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

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

SCO 240418 1
Amaryl 2mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 240418
Lotto/Batch: 10501
Prod. /Mfg.: 6-SEP-2021 Scad. /Exp.: AUG-2024

Dossier Reference: 120490000TA00002
Normative Document: Normative Document No. P N015530/01-070410

[ SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

Glimepirid-Sulfonamide

Altra singola / Others each <= 0.2 & Non rilevabile/Not detectable
Totali impurezze / Related substances <= 0.9 % 0.1 %

total

TITOLO/ASSAY

Titolo (LC) / Content (LC) 1.90 - 2.10 mg [tbl] 2.00 mg [tbl]

(95 to 105% of label claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/qg) <= 1073 <10
TYMC (CFU/g) <= 10°2 <10
Escherichia coli Assente/qg - Absent/g Assente/q - Bbsent/g

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

material control

rMicrobiological 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.
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Certificate of Analysis and

Conformance SANOF] %h"

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

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

( SCO 240418
Amaryl 2mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 240418
Lotto/Batch: 10501
Prod./Mfg.: 6-SEP-2021 Scad./Exp.: AUG-2024

Dossier Reference: 120490000TA00002
MNormative Document: Normative Document No. P N015530/01-070410

\

Decision/Decisione: Approvato / Released
Date/Data: 5-0CT-2021 18:38:34.00
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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