AEKJAPAIINST O COOTBETCTBUMA

JEKJAPAHT, IPHHAMAIOHIHIX NEKJIAPAITNIO O COOTBETCTBUM

AQ "Canoghu Poccur”

Ceedenus o pezucmpayuu opzanusayuu: Meocpationnas urncnexyus Pedepanvhoil nanozosow cryschvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

| Aopec: 125009, z. Mockaa, yn. Teepckas, . 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansvubrii oupexmop Monoic O.A.

Hoeepennoe nuyo: Cmenanos C.C., dogepenrocmy 6/x om 01.12.2017

3AABISIET, UTO
Rexapcmeennoe cpedcmeo: Amapun, mabnemxu 2 M2 15 wm., ynaxoexu suetikogvle KOHmMypHbvie (2), nayxu
xapmonrwie, PY No IT N015530/01 om 23.03.2009 (0ama 3amenv: 13.12.2016) ewidano Canogu-Asenmuc
Hoitunand Imb6X, cepun U744, napmun 51841 ynaxosox, zoden 0o 31.10.2021, npouszeodcmea Canogpu C.n.A.,
| Hmanun, Sanofi S.p.A., 5.8. 17 km 22, 67019 Scoppito (AQ), Italy, ko0 OKITA2 21.20.10.119, xod TH B2

| 3004900002, koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485063052 om 15.05.2019

COOTBETCTBYET TPEFOBAHH IM

ITNO15530/01-070410 usm. Ne -5

AEKJTAPAIINA ITIPHHATA HA OCHOBAHHAHN

npomokoa ucnotmanuil Ne 13760 om 21.05.2019 HJT 000 HI[ "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 /40, Cepmughuxam POCC IT. PM0O8.C40417 om 22.05.2019

H TEKJNAPAITHHA 22.05.2019
JAEHCTBHUTEJLHA JIO 31.10.2021
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CBEJEHHS O PETHCTPAITINA

OPTAH ITO CEPTH®HKAILINH, 3APETUCTPUPOBABIIHH JEKJIAPAITHIO

RA.RU. 11PM0O8 OPIAH 110 CEPTHOHKALIHH ITPONYKIIHH OFI[ECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu.: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20po0 Mocksa, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim. oyxx.pe.

AEKJAPAITAA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-IT. ®M08.A.24647/19
JATA PEICTPAIIMA 22.05.2019
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Ceprudmkar ananusa/
CepTuduxar coorBeTCTBHS
Canodu C.n.A.
Crpana Crarane 17, km 22

67019 Ckonnuto (AQ)
Hranua

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

SANOFI &

SCO 80013512
Amapun 2 mr, 2x15 cpr CP RU

JlexapcTeennas dopma: TABJIETKH; ynakoerkaBulk: Gnucrep

AJIIOMHUHHUA/MBX
Kon GMID 00179031
Lotto/Cepun U744
Prod./Jlata 14-HO1B-2018 Cpok rogHocTH: OKT-2021
NpCoHZBOACTBA:
Hocbe npenapara: 120490000TA00002
HopmaTtueHbiii Hopmatusueiii nokyment Ne [1 NO15530/01-070410
AOKYMEHT!
SAGGI/ITOKA3ATEJIH LIMITI/HOPMA RISULTATLI/PE3YJIBTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanue Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di rottura su con linea di rottura su
entrambi i lati / entrambi i lati /
Ipononrosatkbie, MIIOCKHE IMpomonroeatese, MIOCKHE
TabNeTKH, C pasHe/UTEIbHOH TabJIeTKH, C paznenUTERLHOM
pHcKkol Ha o0erXx CTopoHax pHCKO# Ha 06eHX CTOpOHAX
Cadifice / Koa (rpaBupoeka) Incistone NMM e “A” Incisione NMM e “A”
stilizzata su entrambi i lati / stilizzata su entrambit i lati /
I'pasuposxka NMM u I'paBuposka NMM n
CTHIM30BaHHaA ‘i Ha ABYX CTHAM30BaHHAA “h” Ha ABYX
CTOpOHAX CTOpOHaX
Colore / Lipet Verde / 3eneneti Verde / 3erenbit
IDENTIFICAZIONI/ TIOLMTHHHOCTD INMTUMEITUPHIA
LC/B3XKX Conforme / CooTBeTCTBYET Conforme / CooTseTCTBYET
Infrarosso / HK Conforme / CooTBeTCTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeimonusaeTca Ha
3Toit cepuu. YactoTa: ogHa
CEpHA B roa
Agente colorante / [TognrHHOCTE Conforme / CooTBeTCTBYET Non testato su questo loito.
Frequenza test: un lotto all’
kpacutens (E172) anno / He BbInonnAeTcs Ha
3toit cepun. YactoTa: oaHa
cepuA B roa
Agente colorante / [lopnHHHOCTE Conforme / CooTeeTcTBYeT Non testato su quesio lotto.

kpacurena (E132)

MOKA3ATEIH
Dissoluzione valore medio / AVG >=85 %

Frequenza test: un lotto all’
anno / He BuInonHAeTcA Ha
3TO# cepnu. YactoTa: omHa
CepHA B TOK

95 %
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Cepruduxkar anananza/
CepTudHKAT COOTBETCTBUA
Cano¢gu C.n.A.
Crpaaa Crarane 17, km 22

67019 Cxonnuto (AQ)
Hranusa

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

SANOFI vp

SCO 80013512
Awmapun 2 mr, 2x15 cpr CP RU

JlexapcTeenHnas ¢opma: TABJIETKH; ynakoskaBulk: Gnucrep

AJTIOMUHHI/IIBX
Koa GMID 00179031
Lotto/Cepus U744
Prod./ata 14-HOAB-2018
NpPOH3BOACTBA:
Hocse npenapara: 120490000T AG0002

HopmaTHBHb!#
JOKYMEHT:

Cpok roaHocTH: OKT-2021

HopmaTthueHblii rokyment Ne [1 N015530/01-070410

SAGGIMOKA3ATEJIH LIMITIYHOPMA

RISULTATI/PE3YJALTAT

3HaueHUEe PacTBOPEHUs NOCTe

15 MuuyT (Q=80 %)

Dissolution valore minimo / MIN >=83 %
3HAYEHHE pacTBOPEHHS MOCNE

15 MunyT

Valutazione dissolution

/ Ouenka pactsopeHus (Epp.d.) Conforme stage I/ Craaus I

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Craaua [

OnHOPOAHOCTD AO3MPOBAHUA LS L

(Esp.®. 2.9.40)
IMPUREZZE / PONCTBEHHEIE
COEJIHHEHHW A

Glimepiride-Sulfonamide /

Cumenupua-cynsthoHamun >=04%

Altra singola / apyras eaHHHuHas >=0,2 %
npumMech

Total impurezze / cymMmmapHoe
cofepxaHue npumeced

TITOLO / KONMHYECTBEHHOE
OINPENENEHHE

Titolo (LC) / KonuyecTeeHHOE
comep:kaHue (B3XX)
MICROBIOLOGICO { MUKPOBUOJIOTHYECKAA YHCTOTA
O6wee YKcIo a3pobHbIX <= 10®

Mukpooprauuimos (TAMC; KOE/r)

OB1uee 4KC/IO APOAIKEBBIX H <= 10?

nnecHeBsIx rpubos (TYMC,
KOE/r)

Escherichia coli

>=09%

1,90 - 2,10 Mr / Tabnetky

Assente / g — Orcyrctsyer/r

93 %

Conforme stage 1/ Ctanua |
COOTBETCTBYET

Conforme stage 1/ Cranun [
COOTBETCTBYET

0.1 %
0,1 %

0,2 %

2,02 mr/ TabneTtky

He npumeHumo
He npumenumo

He npumenumo

He npumennmo
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Cepruduxar ananusa/ SANOFI 3

CepTuduxar cooTBeTcTBHS
Canodu C.n.A.
Crpapa Crarane 17, xm 22

67019 Ckonnuro (AQ)
Hranua

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

SCO 80013512
Amapwun 2 mr, 2x15 cpr CPRU
JlexapcTteennan gopma: TABJIETKH; ynakoexaBulk: 6nuctep

AJIIOMHHUI/TIBX
Koa GMID 00179031
Lotto/Cepun U744
Prod./aTta 14-HOAB-2018 Cpok roaHocTH: OKT-2021
Npou3BOJCTBA:
Jocbe npenapara: 120490000T A00002
HopmaTHeHbiii Hopmatueubiii aokyment Ne TT NO15530/01-070410
JIOKYMEHT:
SAGGI/MTIOKA3ATEJIH LIMITI/HOPMA RISULTATI/PEIYJILTAT

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJb

YIMAKOBOYHOI'O MATEPHUAJIA

Controllo confezionamento / Conforme / CooTBeTCTBYET Conforme / CooTBeTcTBYET
KouTtpons ynakoBo4Horo

MmarepHana

Pezynb'ra‘rbl aHaiu3a Ha MHKPOGI‘IOJ’IDFH‘!CCKYIO YHCTOTY COOTBETCTBYIOT HOpPMaM PErHCTPALIHOHHOIO DOChE H
BHYTPEHHHX METQAHMK, ﬂaHHaﬂ Cepna nmpenapara 6bia U3roTOBNEHA, BKAKOYAA YNakoBKY H KOHTPOJAbL KA4€CTBA, B
NMOJIHOM COOTBETCTBHH C ﬂeﬁCTBYIOU.lHMH TPEGOBE\HHHMH npaesun Hapnexaueit HpOH3BOﬂCTBCHHOﬁ NpaKTHKH
(GMP), YCTaHOBICHHBIMH MECTHBIMH PETYIATOPHBIMH OpraHaMM, a TAKXKe B COOTBETCTBHH CO cneumbmcanmmn,
NpEAYCMOTPCHHBIMH PETHCTPAUMOHHBIM YIOCTOBEPEHHEM CTPaHbI-HMNIOpTEpa. OTyeTH 1O H3rOTOBNEHMUIO,
YnakoBKe H AHANU3Y cepuﬁ Obin [IpOBEPCHL] H IIPH3HAHLI COOTBETCTBYHOLLIUMH TpCGOBaHHﬂM. OTKIOHEHHA MO
Ka4eCTBY, €C/IH TAKOBLIC HMEKOTCH, OLinp nonHoCTHIO paccienoBaHbl H 0ﬂ06peHbl. HacToamum a NOATBEPXKAALD,
UTO NPEACTABNIEHHASA BbILLE quJopmauun SABAAETCA NOMTHHHOH H TOYHOR.

3axIi0ueHHe YIOJIHOMOMEHHOT0 JIHIA

Decision/3ax/iouenne; Approvato / YTeepikaeHa
Date/para: 19- ATIP-2019 12:47

Decisins GA/OrBercrBennmii  [lponepun Mxangpanka (Properzi Gianfranca)
3a obecneveHHe KayecTBa:

CeprudukaT aHanKH3a HMEET NEKTPOHHYIO MOANKCH, MOIYYEHHYHO MPH MOMOLUH BaNHAWPOBAHHOH
nabopaTopHoH HH(OPMALIHOHHOMN CHCTEMBI.

/Tleuats/: Canodu C.n.A. * VnonHoMoueHHoe tulo * (Aneccanapa Maypuuuo (Dr. Alessandra
Maurizio)) 23/04/2019 13:18
Toamuce/

rap_coa_resultats v5 Crpanuua 3/3



sancfi S.p.A.

Certificate of Analysis and
Conformance

Strada Statale 17, Km 22

§7019 Scoppitc (AQ)
italy

Tel: +39 0862 717021 / 7151

Fax: +39 0862 714005

-

SANOFI| . g

Stabilimento: SCOPPITO

SCO_80013512
Amaryl 2mg,2x15cpr CP HR
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00179031

Lotto/Batch: 0744

Frod. /Mfg.: 14=NOV=-2018 Scad./Exp.: OCT-2021

Cossier reference: 120490000TA00002

fSAGGI/TESTS LIMITI/ SECIFICATIONS RISULTATI/RESULTS )

CARATTERLSTICHE/CHARACTERISTICS
Aspetto / Appearance

Coditica  Code

Colare / Color
IDENTIFICAZIONI/TDENTIFICATION
LG

Infrarosso / IR

Agente Colorante/Coloration RAgent (EL72)

RAgente Colorante/Coloration Agent (E132]

TESTS
Dissoluzione valore medio / AVG value
{Q=80%)

Dissoluzione valore minime / MIN value

dissolution after 1%'

dissolution after 15'

Valutazione dissoluzione / Dissolution
evaluation {(Ph.Eu.)

Uniformitd di contenuto f Content
{Ph.Eu.)

Solventi Residul / Residual Solwvents

unifermity {LC)

Compresse oblunghe, bipiane, con
linea di rottura su entrambi i
lati / Oblong, biplanar tablets
with bilateral score-line

Su una faccia sigla NMM e logo
societd, sull'altra logo sociexa
e sigla NMM / Upper stamp:NMM
and company logo, Lower stamp:
company logo and NMM

Verde / Green

Conforme / Comply
Conforme / Comply

Conforme / Comply

Conforme / Comply

»a 85 %

»= BS %

Conforme stage I / Stage 1
conforms

Conforme stage I / Stage I conforms

Conforme / Comply

Compresse oblunghe, bipiane, con
linea di rottura su entrambi i
iati / Oblong, biplanar tablets
with bilateral score-line

Su una faccia sigla NMM e logo
societd, sull'altra logo societa
e sigla NMM / Upper stamp:hMM
and company logo, Lower stamp:
company logo and HMM

Verde / Green

Conforme / Comply

Non testato su questo lotte.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year
Non testato su gquesto lotfo.
Frequenza test: un lotts
all’anno/Non performed on this
batch. Frequency: one hatch/year
Non testato su questo loktto.
Frequenza test: un lotte
all’anno/Non performed on this

bate¢h. Freguency: one batch/year
95 %

93 %

Conforme stage 1 / Stage I
conforms

Conforme stage I / Stage I

conforms

Test eseguito periodicamente

zng_cot_rnnultatn v5
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Certificate of Analysis and

Conformance SANOFI Y |

Stabilimento: SCOPPITO

sanofi S.p.A.

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

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

s B

8CO_B0O013512
hmaryl 2mg,2x15cpr CP RHR
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00179031
Lotto/Batch: U744
Prod. /Mfg.: 14-NOV-2018 Scad./Exp.: 0CcT-2021

Dossier reference: 120490000TAQO002

X,

[ SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

{Methanol - GC} secondo procedure

interne/Performed at release on

a periodic basis accerding to

local S0P
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sul fonamide / <= 0.4 % 0.1 %
Glimepirid-Sulfonamide
Altra singols / Others each <= 0.2 0.1 %
Totali imputezze / Related substances <= 0.9 % 0.2 %
total
TITOLO/ASSAY
Titoloe {LC) / Content (LC) 1.90 - 2.10 mg {tbl] 2.02 mg (thl]
MICROBICLOGICO/MICROBIOLOGICAL QUALITY NOT APPLIED
Carica batterica/Bacteria (CFU/q) <= 1000 NOT AFPLIED
Carica micotica/Fungi (CFU/g} <= 1040 NOT APPLIED
Eacherichia coli assente/qg - Absent/g NOT APPLIED
CONTROLLC MATERIALE CONFEZIONAMENTC/PACKAGING MATERIAL CONTROL
Contrallo confezionamento/Packaging Conforme / Comply Conforme / Comply

material control
.

Microbiological Analysis is carried out as skip test. Test frequency 1s based on the registration dossier and sitel
internal procedure.

This batch of product has been manufactured, including packaging and Quality Control, ip 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 baen 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  SANOFI «p

Stabilimento: SCOPPITQ

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppitc {AQ)
Italy

Tel: +39 4862 717021 / 7151
Fax: +39 0862 714005

8CO_80013512
Anaryl 2mg,2xl5cpr CP HR
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00179031
Lotto/Batch: U744
Prod. /Mfg.: 14-NOV-2018 Scad. /Exp.: 0oCT-2021

Dossier reference: 120490000TAQQOO2

[ QA Decision / Decistone QA
Decision/Decisione: Approvato / Approved Qualified Person
Date/Data: 19-APR-2019 12:47 ;
Responsibla QA/Decisione QA: Properzi Gianfranca {Dr. Alessandra Maurlzba-?/ J
; =
ATA8

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

Page 3 / 3

rap_coa_resultate v§



