Cepruduxat ananusa/
CepTHpHUKAT COOTBETCTBHS
Canodu C.n.A.
Crpapa Crarane 17, km 22

67019 Ckonniuro (AQ)
Hranua

Ten. +39 0862 717021/ 7151

SANOFI &

dakce +39 0862 714005
SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU
Jlekapcreennan dopma: TABJIETKH; ynakosxaBulk: 6aucrep
AJIIOMUHUI/TIBX
Koz GMID 00240422
Lotto/Cepus 9u001
Prod./[lara 8-MAP- 2019 Cpoxk rogHocTH: ®EB- 2022
MPOH3BOACTBA:
Hocee npenapara: 120490000TA00003
HopmaTtuenblii Hopmathsueiii aokyment Ne I1 NO15530/01-070410
JOKYMEHT:
SAGGIMIOKA3ATEJH LIMIT/HOPMA RISULTATVPE3YJbTAT |
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onicanue Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di rottura su con linea di rottura su
entrambi i lati / entrambi i lati /
[Tpononroearsie, MIOCKHE [Tpononroearsie, mIockHe
TabNeTKN, ¢ pa3nenuTensHolt TabNeTKH, ¢ pazaenuTensHol
puckoii Ha 06eHxX cTopoHax PHCKOH Ha 06enX cTopoHax
Codifice / Koz (rpasuporka) Incisione NMN e “A” Incisione NMN e “#”
stilizzata su entrambi i lati / stilizzata su entrambi i lati /
I'paenpoeka NMN u Fpaenposka NMN u
CTHNM30BAHHaA “A”’ Ha ORYX CTHAH3OBaHHaA ‘A" Ha ABYX
CTOpPCHAX CTOpOHAX
Colore / Lger Giallo pallido / Bneato- Giallo pallido / Bneauo-
WENTBIH WENTDIH
IDENTIFICAZIONI / NIOANTUHHOCTL TTTUMEITUPUIA
LC/B3XX Conforme / CootBeTcTBYET Conforme / CooTBeTCTBYET
Infrarosso / HK Conforme / CooTBeTCTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BrinonxaeTcs Ha
3toii cepuu. YactoTa: ogna
CEpHA B rog
Agente colorante / [TomHHEOCTE Conforme / CootercrayeT Non testato su guesto lotto.
Frequenza test: un lotto all’
kpacutens anno / He BeinonHseTca Ha
aTofi cepuH. YactoTa: oaHa
cepHa B rog
[TOKA3ATEJH

Dissoluzione valore medio / AVG >=85%

ﬂﬂl.nn'&%
98 % ,’;ff»’ Ty
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3Ha4E€HHE paCTBOPCHHA NOCIE r - .":Z.
"‘_ ! CQHO¢“ . Me
15 MunyT (Q=80 %) 5 = W’ |
>
Dissoluzione valore minimo/MIN  >=85 % 97 % =\, 5519 AG &
A
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CepTuduxar anaansa/
CepTHduKaT COOTBETCTBUS
Canodu C.n.A.
Crpana Crarane 17, km 22

67019 Cxonnuro (AQ)
Hranus

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

SANOFI\J

SCO 80013502
Amapun 3 mr, 2x15 cpr CPRU

JlekapcTeennan popma: TABJIETKH; ynakoskaBulk: 6nuctep

AJIIOMHHUM/TIBX
Kon GMID 00240422
Lotto/Cepua 9uU001
Prod./[laTa 8-MAP- 2019 Cpok roaHocTH: OEB- 2022
NpPOH3BOACTRA:
Jocbe npenapara: 12049000GT A0G003
HopmaTHBHBIH Hopmatueuuii sokyment Ne [T N015530/01-070410
JOKYMEHT:
| SAGGIMIOKA3ATEJIH LIMITFHOPMA RISULTATI/PE3YJIbTAT
3HAYEHHE PACTBOPEHHA Nocne
15 MuHyT
Valutazione dissoluzione
/ Ouenka pacteopennus (Epp.d.) Conforme stage [/ Cranus I Conforme stage I/ Craaual |
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cragns 1 Conforme stage 1/ Cragua 1
ORHOPOAHOCTb HO3HPOBAHNA COOTBETCTBYET COOTBETCTBYET
(Epp.®@. 2.9.40)
IMPUREZZE / POOCTBEHHLIE
COEJAUHEHHUA
Glimepiride-Sulfonamide /
CnaMenupua-cynshoHamun >=04% L7
| Altra singola / apyraa enuuuyuHas >=0,2 % 0.1%
npUMeECh 0.4 %
Total impurezze / cymmaptoe
>=09 % |
conepxaHHe npUMecei |
TITOLO / KOJIMYECTBEHHOE
OINPEJEJEHHUE
Titolo (LC) / Konnuectrennoe 2 85— 3.15 Mr/ Tabner LA ST
cofiepsxanse (BIOXKX) 3 ¥ 4
MICROBIOLOGICO / MUKPOBHOJIOT'MYECKAS YUCTOTA
O6uiee 9nCI0 23pobHBIX <=10? <10
MHKpoopranuaMos (TAMC; KOE/r)
O6Luee 4HCIIO APONOKEBLIX H <= 10? <10 g
nrecHeBbix rpubos (TYMC, e it 78 o,
KOE/r) A i ) Y
Escherichia coli Assente / g — OrcytcTByetr /T Assente /:g~—-' 6}‘cy'rcmye'r [ 5
r - '-4’ Ca;,. |
| CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb ; \M E
YITAKOBOYHOI'O MATEPHANA B YSsia a 0'
i Controllo confezionamento / Confeorme / CooTBeTCTBYET Conforrr%ﬂ' E@p’rne';c:'ruye‘r
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Cepruduxar ananusza/ SANOFI 3

CepTdHKAT COOTBETCTBUA

Canogu C.LA.

Crpaga Crarane 17, km 22
67019 Cronnuro (AQ)
Hranusa

Ten. +39 0862 717021 /7151

Dakc +39 0862 714005
SCO 80013502
Amapun 3 mr, 2x15 cpr CPRU
Jlexapcteennan popma: TABJIETKH; ynakoekaBulk: 6auctep
AJIIOMHHHUIW/TIBX
Kon GMID 00240422
Lotto/Cepus 9U001
Prod./[laTa 8-MAP- 2019 Cpok roaHocTH: OEB- 2022
NPOH3ROACTBA:
Jocee npenapara: 120490000TA00003
HopmarkBHbIiH HopmaTusneiii Zokyment Ne [T NO15530/01-070410
JOKYMEHT:
SAGGI/IMOKA3ATEJIH LIMIT/HOPMA RISULTATI/PE3YJLTAT
KOHTPOJIb YITAKOBOYHOI'O
MATEPHANA

PesynbTathl aHanu3a Ha MUKPOGHONIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PerHCTPalMOHHOTO 0CKHE 1
BHYTpeHHHX MeTouk. JlanHas cepus npenapara Gbisia H3roTOBNEH, BKIIOYAA YNAKOBKY H KOHTPONb KAYECTBA, B
TIOJTHOM COOTBETCTBUH ¢ AeHcTBYIOWMMY TpeGoBanuaMH npaBun Hamexaiei npou3soncTBeHHoN NPAKTHKH
(GMP), ycraHOBIEHHBIMY MECTHBIMH PETY/IATOPHBIMH OPTaHAMH, & TAKXKE B COOTBETCTBHH CO CIELUDHKALMAMH,
NpeayCMOTPEHHBIMH PETHCTPAUMOHHLIM YAOCTOBEPEHHEM CTPaHLI-UMNIOpTEpa. OTYETHI TT0 HITOTOBNEHHIO,
YNaKOBKe M aHanu3y cepHi GbLTH NPOBEPEHB! H NPH3HAHEI COOTBETCTBYIOUIMMH TpeGoBaHHAM. OTKIOHEHHS 110
Ka4eCTBY, €C/IH TAKOBBIE HMEIOTCA, BbLTM NOIHOCTBIO PacciIeNOBaHE! H 0Z00peHbl. HacToamuM g noaTeep*aaio,
4TO NPeACTaBACHHAA BbILE HHDOPMALNS ABIAETCA NOMATHHHON H TOUHOF.

3aknouenne YIIOAHOMOYCHHOIO JHLIA

Decision/3axmouenne: Approvato / YTepxkaeua
Date/aara: 08-Hoa6-2019 16:06:27.00

Decisins GA/OTBeTcTBeHHLI Dr. Alessandra Maurizio
3a ofecnesIeNHe KaYeCTBa:

CepTudukar aHanu3a MMEET IEKTPOHHYIO NOAMNHKCE, NOMYYEHHYIO NPH MOMOLUM BANWAHPOBAHHOH
natopatopHoi HHPOPMALMORHO CHCTEMBI.

/Meuats/: Canopu C.n.A. * YnonHomouenHoe auuo * (Dr. Alessandra Maurizio)
Moanuce/
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Certificate of Analysis and

sanofi S.p.A.

Conformance

SANOFI .z

Stabilimento: SCOPPITO

Strada Statale 17, HEm 22
67019 3coppits (AQ)
ltaly
Tel: +39 (09€2 717021 / 7151
Fax: +39 08E2 714005

SCO 240422

Amaryl 3mg,2xl5cpr CP RU

bosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 240422
Latto/Batch: 90001
Prod. /Mfg: 8-MAR-~2019 Scad./Exp.t FEB-2022
Dossier reference: 120490000TA00003
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
hspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZICHI/IDENTIFICATION
c

Infrarosse / IR

hkgente colerante/Coloration agent

Test d'identita per ferro/Identity test

Compresse oblunghe, platte, 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 pallide / Pale yellow

Rt [sample) =~ Rt (referencelf3%
Positiva / Pasitive

Conforme / Complies

Lompresse chlunghe, platte, con
linea di rottura su entrambi i
ilati / Oblong,

bilateral score-line

Flat tablets with
Incisione MMN & "h" stili-zata
su entrambi i lati / Engraving
MMN and stylized "h" on baoth
sides

Gialle pallido / Pale yellow
Rt (sample) =~ Rt (reference)x3:
Hon testato su questo lotto.
Freguenza test: un lotto
all’anno/Non performed on this
batch. Frequency: ane batzh/year
Yon testato su queslo lotto.

rroguenza test: un lotte

for iron all'annc/Nan performed =n this
batch. Frequency: one batch/year
TESTS
Dissoluzione valore medie /AVG value »= 85 % EL
dissolution after 15' (Q=80%}:
Dissoluzione valare minimo /MIN value »= 05 % 3T %
disselution after 15':
Valutazione dissoluzione / Dissolution Conforme stage I / Stage I Conforme stage I / Stage I
evaluation (Bh, Eu.) caonforms conforms
Uniformita di dosaggio/Uniformity of Conforme stage I / Stage I conforms Conforme stage I / Stage I
dosage units (Ph.Eur. 2.9.40]) conforms
IMPUREZZE/DEGRADATICH IMPURITIES ) .
Giimepiride-Sulfonanide / <= 0.4 % 0.2 ¢ /S*QE;XSE[‘?_Q b,
Giimepirid-sulfonamide - ﬁ/ﬁ' H“‘%
Altra singola / Others each <= 0,2 &% 0.1 f&iﬁ;cbh LA
Totalli impurezze / Related substances <= 0.9 % 0.4 = 0 i
total " i‘::'( m‘%a [~
A Ssia g o
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Certificate of Analysis and

Conformance S A N O F | ?3_7

Stabilimento: STOPPITO

sanofi S.p.A.

Strada Statale 17, Hm 22
67019 Scoppito {AQ}
Ttaly

Tel: +39 0862 711021 / 7151
Fax: +39 0862 714005

SCO 240422
Amaryl 3mg,2xl15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterAlLUPVC

GMID code: 240422
Lotto/Batch: 9U001
Prod. /Mfg: 8-MAR-2019 Scad. /Exp.: FEB-2022

Dossier reference: 1204900C0TA0Q0D3

rEiA.GGI/"I'I?JS'l’!B LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLOSASSAY
Titolo (LC) / Content (LG) 2.85 - 3.15 [mg/tbl) 2.98 mg [tbl]

{95 to 105% of label claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY
TAMC (CFU/q) <= 10*3 <1d

TYMC (CFU/g) <= 1042 <l
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g
CONTROLLO MATERIALE COMFEZIONAMENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamsnto / Packaging Conforme / Complies Conforme / Complies
material control

-

—
Microbiological Analysis is carried out as skip Lest. Test frequency is based on the registration dossier and site
inzernal procedure.

This batch of product has been manufactured, including packaging and Quality Control, in full zompliance with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing couatry.

The batch processing, packaging and analysis resords 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 wupon HA reguest.
I hereby certify that the above information are authentic and accurate.

Decision/Decisione: Approvato / Released
Date/Data: ’ 8-NOV-2019 16:06:27.00
Rasponsible QA/Dacisione QA: Dr. Alessandra Maurizio (Qualified Person Sanofi S.p.A.)

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