Cepruduxart cooTBETCTBHS

Canodu C.mL.A.

Cepruduxar anaaunsa/

SANOFI vp

Crpaga Cratane 17, km 22

67019 Crommuro (AQ)
Hranus

Ten. +39 0862 717021 / 7151

dakc +39 0862 714005
SCO_240422
Awmapun 3 mr, 2x15 cpr CP RU
Jlekapcrsennas popma: TABJIETKU; nepsuanast ynakopka: 6iauctep
AJIIOMMHUW/TIBX
Kon GMID 240422
Lotto/Cepust 1U200
Prod./JTara 12-UOH-2021 Scad./Toxen 1o: MAI1-2024
MIPOM3BO/ICTBA:
Jlocke npenapara: 120490000TA00003
HopMmatusHas Hopmarusnas qoxymenrarms Ne: TT N 015530/01-070410
JOKYMEHTalUs:
SAGGI/ITOKA3ATEJIN LIMITI/HOPMA RISULTATI/PE3YJBTAT

CARATTERISTICHE / XAPAKTEPUCTUKU

Aspetto / Omuicanue

Codifice / Kon (rpaBupoBka)

Colore / Iger

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
HpO,Z[OJIFOBaTLIe, IIJIOCKHEC
TaOJIETKH, C PA3ACTUTESILHON
PHUCKOH Ha 00€UX CTOpPOHAX

Incisione NMN e “h”
stilizzata su entrambi i lati /
I'paBupoka NMN u
crunu3oBanHast “h” Ha 1Byx
CTOpPOHAX

Giallo pallido / baenso-
SKCITBIA

IDENTIFICAZIONI / TIOJJIMHHOCTD

LC/B2XX

Infrarosso / UK

Agente colorante / Kpacurens
Test d’identita per ferro /

HO,HJ'H/IHHOCTI) JUIA JKEJI€3a

IMOKA3ATEJIN

Dissoluzione valore medio / Cp.
3HA4YCHUC PACTBOPCHHUA 1TOCJIC

15 munyT (Q=80 %)

Dissoluzione valore minimo / MIN

RT o6pasna =~ RT crangapta + 3%

Positiva / ITo3uTuBHBIH

Conforme / CooTBeTcTBYET

>=85%

>=85%

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
HpOL[OJ'II‘OBaTLIe, IIJIOCKUE
Ta0JIETKH, C pa3IeTUTEILHOM
pHUCKO# Ha 00enX cTOpoHaX

Incisione NMN e “h”
stilizzata su entrambi i lati /
I'paBupoBka NMN u
crunu3oBanHas “h” Ha 1BYX
CTOpOHAX

Giallo pallido / Baeaso-
JKEITBIA

RT o6pasma =~ RT
crargapta = 3%

Non testato su questo lotto.
Frequenza test un lotto all’

r\& Af!no 4 H‘s B@mom{ﬁe UZH
Ha

42 \ot0i cepun. I{aCTo
N .w usi B TOJ1

96 %
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Ceprudukat aHaansza/ SANOFI @%

Cepruduxart cooTBETCTBHS
Canodu C.m.A.
Crpaga Cratane 17, km 22

67019 Crommuro (AQ)
Hranus

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

SCO_240422
Awmapun 3 mr, 2x15 cpr CP RU
Jlexapctennas popma: TABJIETKH; nepBuunas ynakoBka: OmucTep

AJTTOMUHUI/TIBX
Kox GMID 240422
Lotto/Cepust 1U200
Prod./JTara 12-UOH-2021 Scad./Toxen 1o: MAI1-2024
MPOU3BO/ICTBA:
Jlocke npenapara: 120490000TA00003
HopMmatusHas Hopmarusnas qoxymenrarms Ne: TT N 015530/01-070410
JIOKYMCHTAIIHSI:
SAGGI/TIOKA3ATEJIA LIMIT/HOPMA RISULTATI/PE3YJIBTAT

3HAYEHHE PACTBOPEHUS M0CIIE
15 munyT

Valutazione dissoluzione

/ Ouenka pacreopenust (EBp.d.) Conforme stage | / Cramust | Conforme stage | / Crapus |
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage | / Crauus | Conforme stage | / Cragus |
OHOPOHOCTS T03UPOBAHHS COOTBETCTBYET COOTBETCTBYET
(EBp.®. 2.9.40)
IMPUREZZE / POICTBEHHBIE
IMPUMECHU
Glimepiride-Sulfonamide /
= 0,
I'mamenmpua-cynshoHaMua <=04% 0.2%
Altra singola / mpyras equHuaHas <=0,2% 0,1%
PUMECh
Total impurezze / cymmaproe
COZIEpIKaHUE TIPUMEceit <=0,9% 0,2%
TITOLO / KOJIMYECTBEHHOE
OITPEJEJIEHUE
Titolo (LC) / KonuuectBeHHOE
conepikanne (BIKX) 2,85 — 3,15 mr / Tabnerky

(o 95 510 105%)
MICROBIOLOGICO / MUKPOBHOJIOTMYECKA ST YACTOTA

O61ee YncIo a3poOHBIX <=10°

mukpoopraaunzmos (TAMC; KOE/T) y/

OO61Iee 9uCiio TPONKIKEBBIX U <= 102 a

wiecHeBbIX rpuooB (TYMC,

KOE/r) . M W;mv,,;f:ﬁ’

Escherichia coli Assente / g — OtcyTerByer / T Assente / g — OrcytcrByer /

T
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Ceprudukat aHaansza/ SANOFI @ﬁ

Cepruduxart cooTBETCTBHS
Canodu C.m.A.
Crpaga Cratane 17, km 22
67019 Crommuro (AQ)

Uranus

Ten. +39 0862 717021 / 7151

dakc +39 0862 714005
SCO_240422
Awmapun 3 mr, 2x15 cpr CP RU
Jlekapcrsennas popma: TABJIETKU; nepsuanast ynakopka: 6iauctep
AJIIOMMHUW/TIBX
Kon GMID 240422
Lotto/Cepust 1U200
Prod./JTara 12-UOH-2021 Scad./Toxen 1o: MAI1-2024
MIPOM3BO/ICTBA:
Jlocke npenapara: 120490000TA00003
HopMmatusHas Hopmarusnas qoxymenrarms Ne: TT N 015530/01-070410
JOKYMEHTalUs:
SAGGI/ITOKA3ATEJIN LIMITI/HOPMA RISULTATI/PE3YJBTAT

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YITAKOBOYHOI'O MATEPUAIJIA

Controllo confezionamento / Conforme / CooTBeTcTBYET Conforme / CootBeTcTBYET
KOHTPOJIb YITAKOBOYHOI'O

MATEPUAIJIA

Tect Ha MUKPOOHOIOTHIECKYIO YACTOTY IPOBOIUTCS NEpHOANIECKH. [IeprnoInaHOCTh onpenenseTcst
PETHUCTPAIIOHHBIM JI0ChE ¥ BHYTPCHHUMH 3aBOJCKUMH IIPOIIETypaMH.

JlarHas cepust npemnapara ObUIa H3TOTOBJIEHA, BKIIIOYAs YIIAKOBKY U KOHTPOJIb KaU4€CTBa, B IIOJIHOM COOTBETCTBHU
¢ neiicTByrommMu TpeboBaHusiMuU rpaBui Hauiexxaieit npousBoacTBeHHO# npaktiky (GMP), ycraHOBIEHHBIMU
MECTHBIMH PEryJIITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CIIEIM(DUKALMIMHE, TPy CMOTPEHHBIMHU
PeructpalilioHHBIM YOCTOBEPEHUEM CTPaHbI-UMIIOpTEpa. OTUETHI 0 U3TOTOBICHUIO, YIIAKOBKE U aHAIU3Y
cepuii ObLTH MPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOIINMH TpeOoBaHUIM. OTKIOHEHHS 10 Ka4eCTBY, €CIN
TaKOBBIE NMEIOTCSI, OBUIN TTOJIHOCTBIO paccieJoBaHbl U 0100peHsl. [loTeHnnansHoe BIUsSHIE OTKIOHEHHS Ha
Ka4yecTBO, 0€301acHOCTb M 3 (EKTUBHOCTH Ha CEPHIO IPU3HAHO HE3HAYNTEIIbHBIM.

ITeproandeckue TECTH COOTBETCTBYIOT TPEOOBAHMAM CIeHU(DUKAIINH, OCHOBAHHON Ha INIAHHPOBAHUHT
MIPOBEJICHUS TECTUPOBAHMS M MOTYT OBITh IIPEAOCTABIICHEI 1O 3anpocy M3.

Hacrosmum s HOATBEpK a0, YTO MPEICTABICHHAS BbIIIE HH(POPMAIHS SBISACTCS MTOUIMHHON U TOYHOM.

Decision/3aknouenne: Approvato / BeimymieHo
Date/nara: 03-CEHT-2021 16:43:57.00 /-

Decisins GA/OTBercrBennblii  JloxTop Maria Castiglione
3a o0ecrneyeHue KayecTna:

7., &
e /'\ ”(" o
CepTI/I(l)I/IKaT aHaJIn3a UMCCT JJICKTPOHHYIO NOAIUCH, MOJTYUYCHHYIO ITPU IOk “‘5{%‘; OBaHHOH

nmabopaTopHOH HHPOPMAITMOHHONW CHCTEMBI.
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Certificate of Analysis and

Sanofi S.p.A.

Conformance

Stabilimento: SCOPPITO

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

SCO 240422

Amaryl 3mg,2x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 240422
Lotto/Batch: 10200
Prod./Mfg.: 12-JUN-2021 Scad. /Exp. ! MAY-2024
Dossier Reference: 120490000TA00003
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
Test d'identitd per ferro/Identity test

for iron

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

Dissoluzione valore minimo /MIN value

dissolution after 15'

dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eu.)

Uniformita di dosaggio/Uniformity of
dosage units (Ph.Eur. 2.9.40)
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

Altra singola / Others each

Totali impurezze / Related substances
total

Compresse ¢blunghe, piatte, con linea: di
rottura su entrambi i lati / Oblong,
flat tablets with bilateral score-ling
Incisione NMN & "H" stilizzata su
entrambi 1 lati / Engraving NMN and

stylized "h" on both:sides

Gialleo pallido / Pale yellow

Rt (sample) =~ Rt (reference)+3k

Positiva / Positive

Conforme / Complies

85
g5
Confoerme stage 1 / Stags I

conforms

Conforme stage T/ Stage T conforms

<= 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 NMN e "h" stilizzata
su entrambi i lati / Engraving
NMN and stylized "h" on both
sides

Giallo pallido / Pale yellow

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

99 %

96

Conforme

conforms

Conforme

x .,.éa/ﬂg&e‘l“g?&cwi; ";‘.
m pO IS

gano

conforms
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Certificate of Analysis and

Conformance SANOFI \<

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

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

SCO 240422
Amaryl 3mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 240422
Lotto/Batch: 10200
Prod. /Mfg.: 12-JUN-2021 Scad./Exp.: MAY-2024

Dossier Reference: 120490000TAQ0003
Normative Document: Normative Document No. P N015530/01-070410

| SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY
Titolo (LC) / Content (LC) 2.85 - 3.15 [mg/tbl] 3.00 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 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: 3-SEP-2021 16:43:57.00
Responsible QA/Decisione QA: Dr. Maria Castiglione (Qualified

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