Ceprudukart anajamu3a u COOTBETCTBUA SANOFI {j

3apoxa: CKOIIUTTO
Canodu C.m.A.

Crpanma Crarane 17, km 22
67019 Cxkommmuto (AQ)
Urams

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

SCO_454131

Awmapwun 3 mr, 6 X15 cpr CP RU

JlexapcrBennas popma: TABJIETKU; ymakoska: 6muctep AJTIOMAHUI/TIBX
Kox GMID 454131

Cepust 1U001
JlaTa npoM3BOACTBA: 21-sIHB-2021 T'oxen mo: JIEK-2023
Jlocbe nipenapara: 120490000TA00003

HopMmaTuBHBIH JOKyMEHT: Ne ITN015530/01-070410

INOKA3ATEJIN TPEBOBAHUSI PE3YJbBTAT
XAPAKTEPUCTUKU
Onucanue IIpononropatsie, MIOCKUE IIpononrosarsie, MIOCKUE
TaOJICTKH, C Pa3CITUTEIBHON TaOJICTKH, C pa3ICIUTCIbHON
PHCKOI Ha 00enX CTOpOHAX pHCKOI Ha 00enX CTOpOHAX
Kon (rpaBupoBka) I'paBupoBka NMN u I'paBupoBka NMN u
cruim3oBanHas “h” Ha 1ByX crunn3oBanHas “h” Ha IByX
CTOpOHaX CTOpOHaxX
IIBer bneano-xenTeiin bienno-xenteii
MNOAJIMHHOCTb
KX RT o6pasna =~ RT cranmapra RT o6pasua =~ RT crannmapra + 3%
+ 3%
UK ITonoxurenbHbIH He Beimonnsnocks Ha 9Toi cepui.
Yacrora: ofHa cepusi B roJ
IomnuHHOCTE KpacuTens CoOTBETCTBYET He BBIOHSIIOCH HA ATOM CEPHH.
YacroTa: oJ1Ha cepusi B rojl
[TOKA3ATEJIN
CpenHee 3HaYCHHE pacTBOpPeHUs ocie  >= 85 % 96 %

15 munyT (Q=80 %)

MIN 3Hauenue pacTBOpeHuUs mocie 15 >=85 % 93 %

MUHYT

Onenka tecta pactBopenue (Esp.d.) Cranus | cooTBeTCTBYECT Cranus | cooTBeTCTBYCT
Onuopoanocts no3upoanus (EBp.d. Cranust | cooTBeTcTBYET

2.9.40)

POACTBEHHBIE COEJJMHEHNW A

Imamenupun-cynshoHaMu <=0,4%

Jpyras enuHU4HAS TPUMEChH <=0,2%

CyMMapHoe cozepkaHue poACTBeHHBIX <= 0,9 %
npumMeceit
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KOJIMYECTBEHHOE

OIIPEJEJIEHUE

Komnuectennoe conepxkanue (JKX) 2,85 — 3,15 mr / TabneTky 2,99 mr / Tabnetky
(95-105 % or 3asBJIEHHOTO
KOJIMYECTBA)

MUKPOBNOJIOI'MYECKAS UMCTOTA

OG61mee yncIo adpoOHBIX <=10° <10

mukpoopraan3Mos (TAMC; KOE/T)

OG11ee YnCII0 APOKIKEBBIX U <=10? <10

mwiecHeBsix rpudos (TYMC, KOE/T)

Escherichia coli OtcyrctBue B 1 T OtcyrctBue B I 1

KOHTPOJIb YITAKOBOYHOI'O MATEPUAJIA

KoHTpoIb yIakoBOYHOTO MaTepuania CooTBeTCTBYET CootBercTBYyeT

Tect Ha MI/IKpO6I/IOHOI‘I/I‘I€CKyIO YUCTOTY NPOBOAUTCA MEPUOAUICCKU. HepI/IO,HI/I‘-IHOCTI) OIpeaAcIACTCA
PErucTpaliuoOHHbIM JOCHE U BHYTPCHHUMU 3aBOJACKUMMU IPOLEAYPaAMU.

HanHas cepus npenapara ObUia M3rOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb Ka4eCTBa, B IOJIHOM COOTBETCTBHH C
JEHCTBYIOINMHE TpeOoBaHUAMHE MpaBwui Hanexkamei nponsBoacTBeHHoH npaktuku (GMP), ycraHOBIEHHBIMI
MECTHBIMH PEryJISITOPHBIMH OPraHaMH, a TAK)KE B COOTBETCTBUH CO CrEH(DUKAILMIME, TIPEILYyCMOTPEHHBIMHU
PerucTpaimoHHBIM yJOCTOBEPEHHUEM CTPAHBI-UMIIOPTEPA. 3AMUCH TI0 MPOU3BO/ICTBY, YIIAKOBKE U KOHTPOJIO
Ka4decTBa CepHii ObLIM MPOBEPEHBI M PU3HAHBI COOTBETCTBYIOIIMMH TpeOoBaHHsIM. OTKIOHEHHS M0 KA4eCTBY, €CIN
TaKOBbIE HUMEIOTCSI, ObUIN MOIHOCTHIO paccie0BaHbl U 0100peHbl. [IoTeHIInanbHOE BIUsSHIE OTKIOHEHHS Ha
Ka4eCcTBO, 0€30MaCHOCTh WIH 3PPEKTUBHOCT CEpUH(Uil) MPU3HAHO HE3HAYNTCIHHBIM.

[lepuoanveckue TECTHI COOTBETCTBYIOT TPEOOBaHMAM cHieU(UKAIIUK, OCHOBAHHOW Ha IJIAHUPOBAHUH TPOBEICHUS
TECTHPOBAHUS, U MOTYT OBITh IPEIOCTABJICHBI IO 3a1pocy PerynstopHoro oprasa.

HaCTOﬂHII/IM A MOATBCPIKAAIO, UTO IMPEACTABJICHHASA BBIILIC I/IH(l)OpMaIII/Iﬂ SIBIISACTCA HO,HJIHHHOﬁ ¥ TOYHOM.

3aki0ueHue: Brimmymeno
Jara: 26-MAP-2021 15:30:47.00

OTBeTCTBEHHBIH 32
o0ecreuyeHue KayecTBa:

CepTrdukaT aHaIM3a UIMEET SJCKTPOHHYIO MOIUCH, TOJYUYCHHYIO [TPH TOMOIIH BaTHAz PO
nmabopaTopHOH HHPOPMAITMOHHONW CHCTEMBI.
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Certificate of Analysis and

Sanofi S.p.A.

Conformance

SANOFI «gp

Stabilimento: SCOPPITO

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

SCO 454131

Amaryl 3mg, 6x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454131
Lotto/Batch: 10001
Prod. /Mfg.: 21-JAN-2021 Scad. /Exp.: DEC-2023
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'identita per ferro/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.Eu.)

Uniformita di dosaggio/Uniformity of
dosage units 2.9.40)

IMPUREZZE/DEGRADATION IMPURITIES

(Ph.Eur.

Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

Altra sihgola / Others each

Totali impurezze / Related substances

total

Compresse oblunghe, piatte,
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)i3%

Positiva / Positive

Conforme / Complies

>= B5 %

>= B85S %
Conforme stage I / Stage I
conforms

Conforme stage I / Stage I conforms

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

con linea di

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

96 %

93 %

C I Stage I
on oHibadiRge T / Stad
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Certificate of Analysis and

Conformance S A N O F | vﬁgj

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 454131
Amaryl 3mg,6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454131
Lotto/Batch: 10001
Prod./Mfg.: 21-JAN-2021 Scad./Exp.: DEC-2023

Dossier Reference: 1204950000TA00003
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] 2.99 mg [tbl]

195 to 105% of label claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 1073 <10
TYMC (CFU/qg) <= 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

3
[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: 26-MAR-2021 15:30:47.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified

L

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