AEKJIAPAITASL O COOTBETCTBUA

JEKJIAPAHT, MIPAHAMAIOMIMHR NEKJIAPAIIHEO O COOTBETCTBHHA
| AO "Canodghu Poccun”

| Ceedenusn o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Pedepansroti Hano2080ii cayxcou No 46 no |
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenehon/chaxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvuwiii Oupexmop Mouxc O.A.

Hosepennoe nuyo: Knoxosa FO.C., dosepennocnn 6/ om 01.12.2017

SASIBIMIET, ITO

nexapcmeennoe cpedcmeo. Amapun, mabnemicu 2 mz 15 wm., ynaxosxu aueiixogvie konmyprsie (6), nauxu
xapmounvie, PY Ne IT N015530/01 om 23.03.2009 (0ama 3amenwr 13.12.2016) ewidano Canogpu-Asenmuc
Hotiunand I'mbX, cepus C751, napmus 12060 ynaxoeox, zoden do 31.01.2022, npoussodcmsa Canogu C.n.A.,
Hmanus, Sanofi Sp.A., 8.8. 17 km 22, 67019 Scoppito (AQ), Italy, xod OKIT[2 21.20.10.119, koo TH B3]
3004900002, xornmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485063186 om 23.05.2019

COOTBETCTBYET TPEBOBAHHASM

ITN015530/01-070410 usm. Ne 1-6

| JEKJIAPAITA A TTIPUHATA HA OCHOBAHHHA

npomoxon ucnvimariuti Ne 14690 om 30.05.2019 HJI 000 HI[ "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 &JI40, Cepmughuxam POCC IT, OM08.C41074 om 30.05.2019
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CBEAEHMSI O PETUCTPAITNHA

OPTAH ITO CEPTHO®HKAIIAH, 3APEIHCTPHPOBABIIHI JEKJIAPAITHIO

RA.RU.11®OMO8 OPI'AH 110 CEPTHOUKALIHH ITPONYKI[HH OFLLIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTRA",

aodpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxoaa, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmupurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: oyxx.peh.

,I[EKJIAPAI.[I/IJI O COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU J-1T. ®M08.A.25676/19
CTPATTAM 30.05.2019

SBETCTa
ﬁ g% Kauau E.B.
i 1~ 3am. pyxoomurens OC




Ceprudukar ananuza/ SA NOFI 3

CepTudukar cooTBeTcTBHS
Canodu C.nA.
Crpana Cratane 17, km 22

67019 Cronnuto (AQ)
Hranua

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

SCO 80013605
Amapun 2 mr, 6 x15 cpr CPRU
Jlekapctsennan dopma: TABJIETKH; ynakoekaBulk: 6auctep

AJIIOMUHHNW/TIBX
Kon GMID 00454129
Lotto/Cepns C751
Prod./Mlata 7-PEB-2019 Cpok roaHOCTH: SHB-2022
NMPOU3BOACTBA:
Hoceke npenapara: 120490000T AC0002
HopmaruBHeiki Hopmatueneii nokyment Ne IT N015530/01-070410
NOKYMEHT:
SAGGITIOKA3ZATEJIHA LIMITI/HOPM A RISULTATI/PEIYJILTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanne Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di rottura su con linea di rottura su
entrambi i lati / entrambi i lati /
[Ipomonroearsie, IUIOCKHE Iponosnroeatsie, IIOCKHE
TabNeTKH, C pa3nenuTenbHON TabneTkH, ¢ pasaenUTenLHOH
pucko# Ha ofenx cropoHax pHckoii Ha obenx cTopoHax
Codifice / Koa (rpaBuposka) Incisione NMM e “A” Incisione NMM ¢ “i”
stilizzata su entrambi i lati / stilizzata su entrambi i lati /
I'paBupoBka NMM u I'paBuposka NMM u
CTHIIH30BaHHag “h” Ha ABYX CTHNH30BaHHAaA “h” Ha ABYyX
CTOpOHAX CTOpOHAX
Colore / Liper Verde / 3enensiii Verde / 3enenslit
IDENTIFICAZIONI /f NOANUHHOCTE TTHMENHPHIIA
LC/B3XX Conforme / CooTBeTCTBYET Conforme / CootseTcTBYET
Infrarosso / HK Conforme / CooTBeTCTBYET Non testato su questo lotio.
Frequenza test: un louo all’
anno / He BeinonHaeTca Ha
9TOH cepuM. YacrtoTa: onna
CEpHA B Tog
Agente colorante / [oanuHKocTs Conforme / CooTBeTCTBYET Non testato su questo lotto.
E172 Frequenza test: un lotto all’
S k( ) anno / He BeimonHaeTcs Ha
stoit cepun. Hactora: onHa
cepHs B rol
Agente colorante / [ToanuHHOCTS Conforme / CooTBeTCTBYET Non testato su questo lotto.
kpacutens (E132) Frequenza test: un lotto all’
anno / He BrinonnseTcA Ha
3710# cepun. YacroTta: onHa
cepHa B roa
[NOKA3ATENH
Dissoluzione valore medio / AVG >=85% 95 %

rap_coa_resultats v35 Crpanvna 1 /3




Cepruduxar anaanza/ SANOFI 3

CepTuduxar coorsercrBHUs
Canodu C.n.A.
Crpaga Crarane 17, km 22

67019 Cronnuro (AQ)
Hranus

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

SCO 80013605
Amapun 2 mr, 6 x15 cpr CP RU

JlexapcTeennasn dpopma: TABJIETKH; ynakoskaBulk: 6nucrep

AJIIOMUHHI/TIBX
Kon GMID 00454129
Lotto/Cepns C751
Prod./Hata 7-DEB-2019 Cpok roaHocTH: AHB-2022
TIPOH3BOJCTBA:
Hocbe npenapara: 120490000TA00002
HopmarHeHblii Hopmatushbiii aokyment Ne [T NO15530/01-070410
JOKYMEHT:
SAGGIIIOKA3ZATENH LIMITYHOPMA RISULTATLPE3VJILTAT
3HaeHHe PACTBOPEHNS NOCsie
15 MunyT (Q=80 %)
Dissolution valore minimo / MIN >=85% 94 %
3HAauCHHE PACTBOPEHHA NOCAE
15 MuHyT
Valutazione dissolution
{/ Ouenxa pacreopenus (Epp.d.) Conforme stage I/ Cragus 1 Conforme stage [ / Ctaans 1
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cranns [ Conforme stage I/ Crapusa [
ORHOPOIHOCTE HO3HPOBAHHS COOTBETCTRBYET COOTBETCTBYET

(Esp.®. 2.9.40)

IMPUREZZE / PONCTBEHHLIE
COEJVHEHHA
Glimepiride-Sulfonamide /

I"numenupua-cynspoHamun 045 AR
Altra singola / apyras eavruyHas >=0,2 % Hfo
NpHMeCh

Total impurezze / cymmaptioe >=09 % 0.1 %

coAepikaHHe npUMecei
TITOLO / KOJIMYECTBEHHOE

OTPEJAEJIEHHUE

Titolo (LC) / KonwyecTBennoe

conepantie (BIKX) 1,90 — 2,10 mr / Tabnetky

MICROBIOLOGICO / MUKPOBUOJIOTHYECKASA YHCTOTA

O6uuee uncno a3pobHLIX <= 10? <10
murkpooprannsmo (TAMC; KOE/T)

Ofiiee YHCIO APOXOKEBBIX M <= 10? <0
nnecuesearx rpubos (TYMC,

KOE/r)

Escherichia coli Assente / g — OtcytcTayet/r COOTBETCTBYET

rap_coa_resultats v5

2,00 mr / Tabnetky
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Cepruduxar ananusza/ SANOFI 3

Ceme]mKaT COOTBETCTBHA
Canodn C.n.A.
Crpana Cratane 17, km 22

67019 Cronnuto (AQ)
HUranus

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

SCO 80013605
Amapun 2 mr, 6 x15 cpr CPRU
JlexapcTeennas dopma: TABJIETKH; ynakoskaBulk: 6auctep

AJIIOMHUHHUH/TIBX
Koag GMID 00454129
Lotto/Cepus C751
Prod./Hata 7-OEB-2019 Cpok roaHocTH: SAHB-2022
NPOH3BO/ACTEA:
Hocbe npenapara: 120490000T A00002
HopmarusHbiii Hopmartuensiii nokyment Ne I'1 NO15530/01-070410
JIOKYMEHT:
SAGGIMOKA3ATEJU LIMITVHOPMA RISULTATVPE3YJIBTAT

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YITAKOBOYHOI'O MATEPHATIA

Controllo confezionamento / Conforme / CooTBeTCTBYET Conforme / CooTBeTCTBYET
KonTpoas ynakosouHoro

Marepuaia

Pe3yneTaThl aHaK3a Ha MUKPOOHOIOTHYECKYHO YHCTOTY COOTBETCTBYIOT HOPMAM PErHCTPAUHOHHOIO AOChE H
BHYTPEHHHX MeTO/HK. JlaHHas cepust npenapata G11a H3TOTOBAEHA, BKITIOYAA YIAKOBKY H KOKTPOJIb Ka4eCTRa, B
TIONIHOM COOTBETCTBHH C AeHCTBYIOWUMH TpeGorannaMu npaeun Haanexalei npou3soacTeeHHol NnpakTuky
(GMP), ycTaHOBIEHHBIMH MECTHBIMH PETYNSTOPHBIMH OPraHaMH, a TAKXKE B COOTBETCTBHH CO CTIELM(PHKALIMAMH,
NPeayCMOTPEHHBLIMY PEFHCTPAlMOHHBIM YIOCTOBEPEHHEM CTPaHbI-HMIIOpTepa. OTUETEI IO H3TOTOBNEHHIO,
YNAKOBKE H aHANU3y cepHit OB IPOBEPEHBl H NPH3HAHBI COOTBETCTBYIOWIMMH TpeGoBanuAM. OTKIOHEHHS MO
Ka4€ecTBY, €C/IH TAKOBble MMEIOTCS, ObUTH MONHOCTLIO paccRefoBaHbI ¥ 0no6peHbl. HacTosawuM g noaTeepAaao,
YTO NpeACTARACHHAA Bbllle HH(OpMaliA ABNASTCA NOATHHHON H TOUHOH,

3akmoyeune YOOJAHOMOYEHHOI0 AHOA

Decision/3akaouenne; Approvato / YTBepxacHa
Date/nara: 17-05-2019 14:11

Decisins GA/OTBercreennmii  [Tponepun Jxaudpanka (Properzi Gianfranca)
3a obecnevenne KavecTsa:

CepTudukar aHanu3a HMEET INEKTPOHHYIO NOANHMCH, NIOMYYEHHYHO TIPH TIOMOLIM BANHAHPOBAHHOI
nabopaTopHO# HH(POPMALIMOHHOMN CHCTEMBL.

/Tleuats/: Canotpu C.n.A. * YnonHoMoueHHoe THUO * (Aneccanapa Maypuuuo (Dr. Alessandra
Maurizio)) 23/04/2019 13:18
Mloanues/
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sancfi S.p.A.

Certificate of Analysis and
Conformance

SANOFI . g

Stabilimento: SCOEPITO
Strada Statale 17, Km 22
67019 Scoppito (RQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005
SCO_B001360S
Amaryl 2mg,6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 00454129
Lotto/Batch: c751
Prod. /Mfg: 7-FEB-2019 Scad. /Exp.: GEN-2022
Dossier reference: 120490000TAOODQ2
Normative Document: Normative Document No. P N015530/01-070410
[ SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CRRATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LS

Infravosso [/ IR

TESTS

disselution after 15' (Q=B0%)
dissolution after 15'
evaluation (Ph.Eur.)

dosage units {Ph.Eur. 2.9.40)

IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /

Agente Colorante/Coloration Agent (E172})

Agente Colorante/Coloration Agent (E132)

Disscluzione valore medio / AVG value

Disscluzione valore minimo / MIN value

Valutazione dissoiuzione / Dissolution

Uniformitd di dosaggio / Uniformity of

Compresse oblunghe, piatte, ¢on linea di

rottura su entrambi i lati / Oblong,
flat tablets with bilateral score-line

Incisione NMM e "h" stilizzata su

entrambi
stylized

i latl / Engraving NMM and
"h" on both sides

Verde / Green

Conforme
Conforme

Conforme

Conforme

>= B3 %

»>= §5 %
Conforme
conforms

Conforme

<e 0,4 %

/ Complies
/ Complies

/ Complies

/ Complies

stage I / Stage I

/ Complies

Compresse oblunghe, piatte, con
linea di rottura su entrambi i
lati / Oblong, flat tablets with
pilateral score-line

Incisione NMM & "h" stilizzata
suU entrambi i lati / Engraving
NMM and stylized "h" on both
sides

Verde / Green

Conforme / Complies

Non testate su questo lotte.
Freguenza test: un lotto
all’anno/Non performed on this
batch. Freguency: one batch/year
Non testato su questo lotto.
Frequenza test: un lLotte
all’anno/Non performed en this
batch. Frequency: one batch/year
Non testato su guesto lotto.
Frequenza test: un lotto
all’anno/Non performed on this

batch. Frequency: one batch/year
95 %
94 %
Conforme stage I / Stage I
conforms
Conforme

stage I / Stage I

conforms

Page 1 / 23




sanofi $.p.A,

Certificate of Analysis and
Conformance

SANOFI . g

Stabilimento: SCOPPITO

Strada Statale 17, ¥m 22

67019 Scoppito (AQ})

Italy

Tel: +39 0862 717021 / 7151

Fax: +39 0862 714005

f SCO_80013605

Amaryl 2mg,6xlS5cpr CP RU
Dosage form;:TBLTS:PackBulk:BlisterALUPVC

GMID code: 00454129

Lotto/Batch: €751

Prod. /Mfg: 7-FEB-2019 Scad./Exp.: GEN=-2022

Bossier reference:  120490000TACO002

Normative Document: Normative Document No. P NO15530/01-0704310
[ SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
(Glimepirid-SulEonamide

Altra singola / Others cach <= 0.2 % Non rilevabile/llct detectable
Totali impurezze / Related substances <= (.9 % 0.1 %

total

TITOLO/ASSAY

Titolo (LC) / Content {(LC) 1.90 ~ 2,10 mg [tbl) 2,00 mg [tbl]
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY 5 .

TAMC (CFU/g) <= 10°3 <19

TYMC {(CFU/g) <= 102 <10

Escherichia coli

material control

Controlle ceonfezionamento / Packaging

Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

Conforme / Complies

Assente/g — RAbsent/g

Conforme / Compliesa

internal procedure.

{Microhiological Ahnalysis is carried out as skip test. Test frequency is based on the registration dossier and site

~

This bhateh of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the ipcal Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing councry,

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.
T hereby certify that the above information are authentic and accurate.
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Certificate of Analysis and

Conformance SA N O F I w» J

Stablilimento: SCOPPITD

sancfi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
[taly

Tel: +39 0862 717021 / 7151
Fax: +39 DB&2 714005

SCo_80013605
Amaryl 2mg,&x1S5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454129
Lotto/Batch: C751
Prod, /Mfg: 7-FEB-2019 Scad./Exp.: GEN=-2022

Dossier reference: 120490000TAQGC02
| Normative Document: Normative Document No. P N015530/01-070410

L Sanofi S.p.A.

Decisicn/Decisione: Approvato / Approved Qualified Person

Date/Data: { 7-95- 42013 ‘ 0 /b{j
Responsible QA/Decisiona QA: fcq et 2 G"- fﬁ? ‘Dl'. flessandra Maurizio) /111 4
= ¥
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