Ceprudukar ananmnsa/
Ceprudukart cooTBETCTBHS
Canodu C.p.n. (panee Canopu C.11.A.)

Crpana Cratane 17, km 22

SANOFI vp

3aBoxa: CKOIIUTTO

67019 Cxommuro (AQ)
Uranus
Ten. +39 0862 717021/ 7151
daxc +39 0862 714005
SCO 454129
Amapun 2 mr, 6x15 cpr CP RU
JlexapctBennas popma: TABJIETKH; ynakoBka: Onmctep
AJTTOMUHUI/TIBX
Kox GMID 454129
Cepus 1U401
JlaTa mpon3BocTBA: 28-CEH-2021 T'onmen no: ABI 2024
Jocke npenapara: 120490000TA00002
Hopmaruublii Hopmartuublii 1okymeHT Ne
JIOKYMEHT P N015530/01-070410
IHOKA3ATEJIN HOPMA PE3YJIbTAT
XAPAKTEPUCTUKU
Omncanue [IpononroBatsie, MI0CKUE IIpononroBaTsie, mocKkue

Kon (rpaBupoBka)

Ilser

BOXX

HK

IonmuuanocTs kpacutens (E172)

Hommunocts kpacutens (E132)

IMTOKA3ATEJIN

AVG 3HaueHNe pacTBOPEHUs MOCIE
15 munyT (Q=80 %)

MIN 3HaueHue pacTBOPEHUS MOCIe
15 munyT

Orenka pacteopenus (Eep.d.)

OIHOPOIHOCTD TO3UPOBAHUS
(EBp.®. 2.9.40)

POJICTBEHHBIE COEAMHEHW
I'muvenmpun-cynshonamug
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IMMOJJIMHHOCTD I'NTUMEITMPUIA

Ta0JIETKH, C Pa3ACTUTESILHON
PHUCKOW Ha 00EUX CTOPOHAX

I'paBupoBka NMM u
CTHJIM30BaHHAs “/h” Ha IBYX
CTOpPOHaX

3eneHbli

RT obpasua =~ RT cranmapra + 3%
[TonoxurenbHbIN

TTonoskuTenpHBIA

TTonoskuTenbHBIA

>=85%

>=85%

Cranus I cooTBeTcTBYET

Cramus [ cooTBeTCTBYET

<=0,4 %

Ta0JIETKH, C pa3IeTUTEILHOM
pHUCKOI Ha 00EUX CTOPOHAX

I'paBupoBka NMM u
CTHJIM30BaHHAs “/i”” Ha IBYyX
CTOpOHAX

3eneHbIi

RT o6pasma =~ RT cranmapta +
3%

He BrImoHsIeTCS HA 3TOMH
cepun. YacToTta: ojiHa cepusi B
roj

He BrImosHseTcst Ha 3TOM
cepun. YacToTta: oiHa cepus B
rox

He BrImonHsieTCcst Ha 3TOM
cepun. YacToTa: oJlHa cepHs B
roj

96 %

95 %

Cragus [ cooTBeTCTBYET

Cramus [ cooTBeTCTBYET




Ceprudukar ananmnsa/

Ceprudukart cooTBETCTBHS

Canoou C.p.r. (panee Canodu C.1.A.)
Crpana Cratane 17, km 22

SANOFI vp

3aBoxa: CKOIIUTTO

67019 Cxommuro (AQ)
Uranus
Ten. +39 0862 717021/ 7151
daxc +39 0862 714005
SCO 454129
Amapun 2 mr, 6x15 cpr CP RU
JlexapctBennas popma: TABJIETKH; ynakoBka: Onmctep
AJTTOMUHUI/TIBX
Kox GMID 454129
Cepus 1U401
JlaTa mpou3BOACTRA: 28-CEH-2021 T'onmen no: ABI 2024
Hocnbe npemnapara: 120490000TA00002
Hopmaruublii Hopmartuublii 1okymeHT Ne
JIOKYMEHT P N015530/01-070410
Jpyras enuHuuHasi IpUMeCh <=0,2% He obGnapy»xeno

CymmapHoe conepxxanue npumeceit <= 0,9 %

KOJIMYECTBEHHOE 1,90 — 2,10 mr / TabieTKy
OITPEJIEJIEHUE (95-105 % ot xomuecTBa,
KonnuecTBeHHOE COmEpIKaHIe 3asIBJICHHOTO HA 3THKETKE)
(KX)

MUKPOBUOJIOTUYECKAS YNCTOTA
Oo6mIee 9rciio adpoOHBIX

mukpoopraauzmos (TAMC; <=103

KOE/r)

Oo011ee YKCIo IPOXKIKEBBIX U

tecHeBbIX rprboB (TYMC, <= 102

KOE/r)

Escherichia coli OtcytcTByer / T

KOHTPOJIb YITAKOBOYHOI'O MATEPUAJIA
KOHTPOJIb YITAKOBOYHOI'O CooTBeTCTBYET
MATEPHAIJIA

0,1 %

2,01 mr / TabneTky

<10

<10
OtcyrcTByer /T

CooTBeTCTBYET

Tect Ha MUKPOOHOIOTHIECKYIO YACTOTY IPOBOIUTCS NEpHOANYECKH. [IeprnoInaHOCTE OnpenenseTcst
PETHUCTPAIIOHHBIM JI0ChE M BHYTPCHHUMH 3aBOJCKUMH IIPOIIETypaMH.

JanHas cepust npenapara ObUia M3rOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb Ka4eCTBa, B OJIHOM
COOTBETCTBHUH C ACHCTBYIONTMMH TpeOoBaHMsIMH TpaBmi Haamnesxarmeit mponsBoacTBeHHON pakTiku (GMP),
YCTaHOBIICHHBIMU MECTHBIMH PETYJISTOPHBIMU OPTaHAMH, & TAKXKE B COOTBETCTBHH CO CHCIIM(DUKAUIMHU,
MPEyCMOTPCHHBIMU PerUCTpaIlMOHHBIM yIOCTOBEPEHHEM CTPAHBI-UMIIOPTEpa. 3aMUCH IO MPOU3BOJICTBY,
YIAKOBKE U aHAJM3y CepUil OBLIM MPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOIUMHE TpeOoBaHUAM. OTKIOHCHHS IO
Ka4yeCTBY, €CJIA TAKOBBIC UMCIOTCS, OBLIU ITOJIHOCTHIO PACCIICAOBAHBI M 0100peHbL. [loTeHIIMAaNBHOE BIUSHIE
OTKJIOHCHUS Ha Ka4eCTBO, 0€30MacHOCTh U 3()()EKTUBHOCTh HA CEPHUIO MPU3HAHO HE3HAYHUTEIILHBIM.
[epromudeckue TECTH COOTBETCTBYIOT TPEOOBAHMSAM CHICHU(UKAIINH, OCHOBAHHOW HA IUTAHUPOBAHHUH
MPOBE/ICHUS TECTUPOBAHKSI U MOTYT OBITh MPEJIOCTABIICHBI 10 3a1POCy PerysiTOpHbIX OpraHoB.

Hacrosmum st HOATBEPXkK A0, YTO MPEICTABICHHAs Bblllle HHMOPMAIHS SIBISETCS MMOUIMHHON U TOYHO.
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Ceprudukar ananusa/ SANOFI 5

Ceprudukart cooTBETCTBHS

Canodu C.p.n. (panee Canopu C.11.A.)
Crpana Cratane 17, km 22

3aBoxa: CKOIIUTTO

67019 Cxommuro (AQ)
Uranus
Ten. +39 0862 717021/ 7151
daxc +39 0862 714005
SCO 454129
Amapun 2 mr, 6x15 cpr CP RU
Jlekapcrsennas popma: TABJIETKU; ynakoska: Oimcrep
AJIIOMUHUUN/TIBX
Kox GMID 454129
Cepus 1U401
JlaTa mpon3BocTBA: 28-CEH-2021 T'onmen no: ABI 2024
Jocke npenapara: 120490000TA00002
Hopmaruublii Hopmartuublii 1okymeHT Ne
JIOKYMEHT P N015530/01-070410
3akiaoueHue: Onobpeno
Jara: 4-HOA-2021 17:57:04.00
OTBeTCTBEHHBIH 32 Dr. Alessandra Maurizio (YOJHOMOYEHHOE JTUIIO)
olecreyeHne KayecTBa:

CepTudukaT aHaiam3a UMEET dJIEKTPOHHYIO MOJIITUCH, TOTYYEHHYIO MTPH MTOMOIIH BaJTHINPOBAHHON
71a00paTOpHOM HHPOPMAITMOHHON CHCTEMBI.
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Certificate of Analysis and

Conformance SANOFI ‘@j

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 454129
Amaryl 2mg, 6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129
Lotto/Batch: 10401
Prod. /Mfg.: 28-SEP-2021 Scad./Exp.: AUG-2024

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

L

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS

Aspetto / Appearance Compresse oblunghe, piatte, con linea di Compresse oblunghe, piatte, con
rottura su entrambi i lati / Oblong, linea di rottura su entrambi i

flat tablets with bilateral score-line lati / Oblong, flat tablets with

bilateral score-line

Codifica / Code Incisione NMM e "h" stilizzata su Incisione NMM e "h" stilizzata
entrambi i lati / Engraving NMM and su entrambi i lati / Engraving
istylized "h" on both sides NMM and stylized "h" on both

sides

Colore / Color ‘Verde / Green Verde / Green

IDENTIFICAZIONI/IDENTIFICATION

LC Rt (sample) =- Rt (reference)+3% Rt (sample) =~ Rt (reference)#*3%

Infrarosso / IR Positiva [/ Positive Nen testato su guesteo lotto.
Freguenza test: un lotto
all’ anno/Non perfeormed on this
batch. Frequency: one batch/year

Agente Colorante/Coloration Agent (E172) Conforme / Complies iNon testato su questo lotto.
.Frequenza test: un lotto
all’ anno/Non performed on this
batch. Frequency: one batch/year

Agente Colorante/Coloration Agent (E132) Conforme / Complies Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year

TESTS

Dissoluzione valore medio / AVG value >= BS & 96 %

dissolution after 15' (0=80%)

Dissoluzione valore minimo / MIN value >= 85 % 95 %

dissolution after 15'

Valutazione dissoluzione / Dissolution Conforme stage I / Stage I Conforme stage I / Stage I
evaluation (Ph.Eur.) conforms conforms Bk
Uniformita di dosaggio / Uniformity of Conforme stage I / Stags 1 conforms Conforme

dosage units (Ph.Eur. 2.9.40) ‘ conforms

IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide / <= 0.4 % 0.1 %
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Certificate of Analysis and

Conformance SANOFI Mj

Stabilimento: SCOPPITO

Sanofi S.r.l1. (formerly Sanofi S5.p.A.)

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

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

SCO_ 454129
Amaryl 2mg, 6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129
Lotto/Batch: 1U401
Prod. /Mfg.: 28-SEP-2021 Scad. /Exp.: AUG-2024

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

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
Glimepirid-Sulfonamide

Altra singola / Others each <=0.2 % Non rilevabile/Not detectable
Totali impurezze / Related substances <= 0.8 % 0.1 %

total

TITOLO/ASSAY

Titolo (LC) / Content (LC) 1.90 - 2.10 mg [thl] 2.01 mg [tbl]

(95 to 105% of label claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 1073 <10
TYMC (CFU/g) <= 10~2 <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.
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Certificate of Analysis and

Conformance SA N O F‘ I \*n»

Stabilimento: SCOPPITO

Banofi ‘g.r.1l. (formerly Sanofi S.p.A.)

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

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

r© ~

SCO 454129
Amaryl 2mg,6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129
Lotto/Batch: 10401
Prod./Mfg.: 28-SEP-2021 Scad. /Exp.: AUG-2024

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

Decision/Decisione: Approvato / Released
Date/Data: ‘ 4-NOV-2021 17:57:04.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

\

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