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JEKJIAPAIIUA O COOTBETCTBHHA

JEKJIAPAHT, IPHHUMAIOHIHHA JEKJAPAITAIO O COOTBETCTBHH
AO "Canogpu Poccus”

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyun Pedepanvrioii narozo6oi cayxcbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenusa OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11
B nuye: I'enepansuorii dupexmop Monoic O.A.

Hoeepennoe auyo: Cmenanos C.C., ooeepennocmy 6/w om 01.12.2017

3ASBJSIET, UTO

nexapcmeennoe cpedcmeo: Amapun, mabremxu 2 mz 15 wm., ynaxoexu aveiixogvie xonmypneie (6), nauxu
xapmownvte, PY No IT N015530/01 om 23.03.2009 (0ama 3amenvi 13.12.2016) svidano Canoghu-Asenmuc
Joimnand Im6X, cepus C782, napmus 16416 ynaxoeox, 209en 0o 30.06.2022, npouzeodcmea Canogu C.n.A.,
Hmanun, Sanofi S.p.A., $.8. 17 km 22, 67019 Scoppito (AQ), Italy, xod OKIT[2 21.20.10.119, koo TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, ureotic Ne 9485064618 om 31.10.2019

COOTBETCTBYET TPEBOBAHHUAM

IT N0O15530/01-070410 uzm, Ne I-7

JEKJIAPAITHSI IIPUHATA HA OCHOBAHHH

npomoxon ucnsimanuii Ne 33280 om 07.11.2019 HJI 000 HL] "®@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC IT. ®M08.C53490 om 08.11.2019

JATA 1l:il*l’ﬁIfIHiFIT WS NEKJIAPAITUM 08.11.2019

JWRIAPAUHSHIEACTBUTEIL HA JIO 30.06.2022
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'~ CBEJEHUS O PETHCTPAIIUH

OPTAH 110 CEPTU®UKALIUH, 3APETMCTPHPOBABIIHH JEKJIAPALTHIO

RA.RU.11®OM08 OPTAH IT0 CEPTHOHKAIIMH ITPONYKLHUH OFU[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XXHOH [JEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, ya. Macmepxkosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxoéa, 0. 4, am. 5., men..(495)788-02-88, seb-
caiim: oyxkx.peh.

JEKJAPAITUA O COOTBETCTBUH 3APETHCTPHPOBAHA N POCC RU J-IT. ®M08.4.43643/19
JATA PETUCTPAIINH 08.11.2019
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Ceprudukar anaansa/

CepTudukar cooTBeTcTBHSA

Canogu C.m.A.

Crpaga Crarane 17, xm 22
67019 Cxonnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151

SANOFI v

Makc +39 0862 714005
SCO 454129
Amapun 2 mr, 6 x15 ¢pr CP RU
Jlexapcreentas dopma: TABJIETKH; ynaxoskaBulk: 6ancrep
AJTIOMHUHHHA/TIBX
Koa GMID 454129
Lotto/Cepus C782
Prod./ara 11-Hion-2019 Cpoxk rogHocTH; Hion-2022
NIPOM3BOACTBA:
Hocre npenapara: 120490000TA00002
HopmartisHbiit Hopmathehsiit nokyment Ne IT NO15530/01-070410
JOKYMEHT:
SAGGI/NMOKA3ATEJN LIMITIYHOPMA RISULTATH/PEIYJLTAT

CARATTERISTICHE / XAPAKTEPHCTHKH

Aspetto / Onucanue

Codifice / Kox (rpaBupoka)

Colore / Llpet

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
IIpononrosareie, naockue
TAONETKY, ¢ PA3ACAUTERLHOH
pucxoif Ha obenx cTopoHax

Incisione NMM e “4”
stilizzata su entrambi i lati /
I'paBupoBka NMM u
CTHIH30BanKHas “/” Ha IByX
CTOpPOHAX

Verde / 3enembrii

IDENTIFICAZIONI / NOJJIMHHOCTL FMMMETTUPHIA

LC/BYXX
Infrarosso / UK

Agente colorante / [loannHHOCTE
kpacutens (E172)

Conforme / CooTpeTcTBYET
Conforme / CootsetcTRyeT

Conforme / CooteeTcTBYET

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
Mpoaonropatbie, NROCKHE
TabneTkn, ¢ pasrenuTensHoi
pHckoit Ha ofenx cropoHax

Incisione NMM e “4”
stilizzata su entrambi i lati /
I'paBipoBka NMM k1
CTHAN3OBAHHaA “A” Ha LBYX
CTOpPOHAX

Verde / 3enensii

Conforme / CooTBeTCTBYET

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He peinonnserca Ha
3T1o# cepuu. Yactora: ogHa
Cepusa B ron

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BuinoaxseTcs Ha
sToii cepud. Yacrora: oaHa
CepHA B rog

Agente colorante / TTonaMHHOCTS Conforme / CoorsetcTBYET Non testato su questo lotto.

kpacutens (E132) Frequenza test: un iotto all’
anno / He BrimonuaeTcs Ha
aTol CepHil. Yacroré: onua
cephd B oI

NOKA3ATEIH

Dissoluzione valore medio / AVG >=§5% % /{/
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Ceprudukar ananusa/
Ceprudukar coorsercreus
Canodu C.n.A.
Crpana Crarane 17, km 22

67019 Cxonnuro (AQ)
Hranua

Ten. +39 0862 717021/ 7151

SANOFI &

®akc +3% 0862 714005
SCO 454129
Amapun 2 mr, 6 x15 cpr CPRU
Jlexapcreennas ¢opma: TABJIETKH; ynakoskaBulk: 6aucrep
ATMOMUHUM/MIBX
Kon GMID 454129
Lotto/Cepua C782
Prod./Rata 11-Hion-2019 Cpox roaHocTH: Hion-2022
NPOU3BOACTBA:
Hocee npenapara: 120490000TA00002

HopmartuBHbIi

Hopmartuenwiii nokyment Ne [T N015530/01-070410

JIOKYMEHT:
SAGGIMTIOKA3ATEAN LIMITI/HOPMA RISULTATI/PE3YJELTAT
3HaueHHe pacTBOPEHUsS nocne

15 MuHyT (Q=80 %)

Dissolution valore minimo / MIN >= 85 % 94 %

3Ha4Y€HHE PACTBOPEHHA NOCAe

15 MuryT
Valutazione dissolution

/ Ouenka pacreopeHns (Esp.®.) Conforme stage | / Craaus 1

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage [ / Crazgma |

OAHOPOIHOCTD AO3UPOBAHHA SIS

(Esp.®. 2.9.40)
IMPUREZZE / POICTBEHHBIE
COEJITUHEHUS

Glimepiride-Sulfonamide /
— o,
Inumenupun-cynsdbonaMun )
Altra singola / apyras enuHuuHas >=0,2%

npuUMeck
Total impurezze / cymmapHoe

>=09%
coaepxaHHe npuMeceH

TITOLO / KOJIMMECTBEHHOE

OINPENENEHHE

Titolo (LC) / KonnuecTeeHHO

conepanne (BINX) 1,90 — 2,10 mr / Tabnerky
MICROBIOLOGICO / MUKPOBUONIOFHYECKAS YUCTOTA
O6iuee uucno a’pobHBIX <= 1¢*
MHKpoopraiuiMos (TAMC; KOE/T)

O61ee YUCNO KPOMOKEBEIX H <= 10°

nnecressix rpubos (TYMC, KOE/T)

Escherichia coli Assente / g — OrcytcTByer/r

Conforme stage 1 / Ctaans |
COOTBETCTBYET

Conforme stage 1 / Ctaaus 1
COOTBETCTBYET

0,1%
0,1%

0.3%

1,99 mr / Tabnetky

<10

<10

COGTRETCTRYET %
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Cepruduxar anannsa/ SANOFI| &

Cepruduxar cooTBeTcTBHS
Canopu C.n.A.
Crpapa Crarane 17, xm 22

67019 Cxonnuro (AQ)
Hrtanus

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

SCO 454129
Amapun 2 mr, 6 x15 cpr CP RU
Jlexapcreennas dopma: TABJIETKH; ynakorkaBulk: Gnucrep

AJIIOMHUHUITIBX
Kon GMID 454129
Lotto/Cepus C782
Prod./lata 11-Hion-2019 Cpok roaHocTH: Hrion-2022
NPOU3BOJCTBA;
Hocbe npenapara: 120490000TA00002
HopmaTugHblii HopmatnsHbiii nokymenT Ne T1N015530/01-070410
JNOKYMEHT:
SAGGITIOKA3ATEJH LIMITI/HOPMA RISULTATHPE3RYJLTAT
CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJ1b
YINAKOBOYHOI'O MATEPHAJIA
Controllo confezionamento / Conforme / CooTsercrayer Conforme / CooTBeTcTBYET

KOHTpO/Ib YNakoBOWHOTO MaTepHasa

Pesynbrare ananusa Ha MUKPOGHONOTHYECKYIO HHCTOTY COOTBETCTBYIOT HOPMaM PETHCTPALMOHHOIO JOCHE M
BHYTPEHHNX MeTOAMK. JlaHHAR cepua npenapara Gblna M3rOTOBIEHA, BKIOYAS YIIAKOBKY H KOHTPO/Ib KAuecTBa, B
NOJIHOM COOTBETCTBHH ¢ AeHCTBYIOIWMMY TpeboBaHuaMu npasiwn Haanexamel NpoH3B0ACTEEHHOMN MPaKTHKHU
(GMP), ycTaHOBIEHHEIMHI MECTHBIMH PETYJIATOPHBLIMH OPTAHAMM, @ TAKXE B COOTBETCTBHM CO cneitHpHKaLHAMH,
NpERYCMOTPEHHBIMH PErHCTPALIMOHHBIM YIOCTOBEPEHHEM CTPAaHEI-MMNIOpPTepa. OTUETH {10 M3TOTORNEHHIO,
YNAaKOBKE H aHAIM3Y Ceprii GBINKM NPOBEPEHE! H NPH3IHAHK COOTBETCTBYIOLIMME TpeGoBaHuAM, OTIJICHEHUA N0
KauecTBY, €CJIH TAKOBLIE HMEIOTCA, OBLIM NOJIHOCTLIO PaceeNoBaHb M 0a06peHsl. HacTosmum a nogteepxaato,
YTO NPEACTABNCHHAA BhIIE HH(OPMALHA ABIAETCA MOUTHHAOMN H TOYHOI.

3aknoveHne YHOJIHOMOYERBOro JRUA

Decision/3akmoucnne: Approvato / YTeepxaeHa
Date/naTa: 16- OKT-2019 17:41:24,00

Decisins GA/OTBeTcTBeHHbIIH Aneccanapa Maypuuwo - Dr. Alessandra Maurizio
3a obecnevenne KAYeCTBA:

Ceprugukar aHanu3a MMEET BNMEKTPOHHYIO TIORIHCE, TIONYYEHHYIO TIPH FFOMOLIH BANWAHPOBAHHOMN
naGoparopHoH HHHOPMALHOHHOR CHCTEMBI.
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Certificate of Analysis and

sanofl S.p.A.

Conformance

.

SANOFI .7

Stabilimento: SCOFPITO

Strade Statale 17, Em 22
G7015 Scoppito (AD)
Italy
Tel: +39% G852 717621 / 7151
Fax: +39 0832 714003

SCO_454129

Amaryl 2mg,6x1l5cpr CP RU

Posage form:TBLTE; Pack3ulk:BlisterALUPVC
GMID code: 454129
Lotte/Batch: c782
Prod. /Mfg: 11-JUL=-2019 Scad./Exp.: JUN-2022
Dossier refererce: 120490000TA00002
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARKCTERISTICS
hspetto / Appearance

Codifica / Cede

Colore / Color

IDEHTIFICAZIONI /IOENTIFICATION
LG

Infrarosse / IR

Agente Colorante/Coloration Agent (E172)

Agente Colorante/Coloration Agent (K132

TESTS

Dissoluzione vaiore medio / AYG valye
(Q=A04)
Dissoluzione valore minimo / MIN value

dissolution after 15°'

dissolution afger 15°*

Valatarione dissoluziosne / Dissolution
evaluation {Ph.Eur.)

Uniformitd di dosaggio / Unifoumity of
dosage units {Ph.Bur. 2.3.40
IMPURZZZE/DEGRADATION IMPURITIES

Glimepiride-Sulfonamide /

Compresse oblunghe, platte, con linea di Compresse oblunghe, piattes, con

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

Incigione NMM e "h" stilizzata su
entrambi i lati / Engraving NMM and
stylized "h"” on both sides

Verde / Green

Rt (sample) =~ Rt [reference)#+3%
Positiva / Positive

Conforme / Complies

Conforme / Complies

= 85 %
>= B §
Conforme stage I / Stage I

conforms
Conforme stage I / Stage I conforme

<= 0.4 %

linea di rottura su entrambi 1
lati / Oblong, flat tablets with
bilateral score-line

Incigione HMM e "n" stilicsata
su entrambi i lati / Engraving
HMM and stylized "h™ on both
sides

verde / Green

Rt (sample] =~ Rt (referencs]tds
Non testatc su guesto lotto.
Fraquenza test: un lotto
all’anno/Non performed cn this
batch. Frequency: one batch/year
Non testate su quesco lotte.
Frequenza test: un lotto
all’anre/Non performed cn this
patch. Preyguency: one batch/year
fion festato su questo lotte.
Frequenca test: un lotte
all”anno/Non performed on this

batch. Fregquency: one batch/year
S ¥
24 %

Zonforme stage 1 / Stage I

confarms

Conforme stage Juv T EIETRLY
el *i

conforms Py
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Certificate of Analysis and

Conformance SANOFI g

Stabilimentoe: SCOPPITO

sanofi 5.p.A.

Strada Statale i7, Ku 22
67019 3coppito (AQ)
Italy

Tel: +39 0882 717021 / 7151
Fax: +38 0862 71400%

[ SCO 454129
Amaryl 2mg,6xlScpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALURVC
GMID code: 454129
Lotto/Batch: c782
Preod. /Mfg: 11-J0L-2019 Scad. /Exp.: JUN-2022

Dossier reference: 120490000TAQ00002

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
Glimepirid-Sul fonamide

Altra singola / Others each <= 0.2 % 0.1 ¢

Totali impureize / Related substances <= 0.9 % 0.3 1

total

TITOLO/ASSAY

Titole [(LC) / Centent (LC) 1.90 - 2,10 mg [tbl) 2.00 mg [ubl]

(95 to 105% of iabel claim)

MICROBIOLOGICO/MICROBTOLOGICAL QUALITY
TAMC (CEU/g) <= 1073 <if

TINMC (CPU/g) <= 1072 <10
Escherichia coli Assente/g — Absent/g Assente/g - Bbsent/g

CONTROLLC MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

Contreolle confezionamento / Packaging Conforme / Complies Conforme / Complies
material eontrol

(Mlcrobiologlnal Analysis is carried out as skip test. Test frequency is based on the registrazion dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Contrecl, in full campliance with the
current GMP requirements of the local Regulatory Authorisy

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 te be in compliance.
Quality deviations, if any, have been fully investigated and authorized.

The potertial impact of the deviation on gquality, safety or efficacy of the batch({es} concerned is negligible.

Periodic tests comply to specification requirements kased on testing plan and could be provided vbon HA request.
I hereby certify that the above informartion are authentic and accurate,

rap_coa_resultate vi v
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Certificate of Analysis and

Conformance S A N O F l 't:;j

Stabilimento: SCOPPIT(

sanofi S.p.A,

Strada Statvale 17, Fm 22
67015 Scoppizo (AR}
Ttaly

Tal: +33 0862 717071 / 7151
Fax: +39 DBEZ 714005

8CO 454129
Amaryl 2mg, 6xl5cpr CP RU
Dosage form:TBLTS; PackBulk:BiisterALUPVC

GMID code: 434129
Lotts/Batch: crgz
Prod. /Mfg: 11-JUL-201% Scad. /Exp.: JUN-2022

Dossier reference: 120490000TA00002

Decision/Decisione: Approvato / Released
Date/Data: 16-0CT-2019 17:41:24.00
Rasponsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person Sanofi S.p.A.}

This Certificate ol Analysis has been electronally zigned from a validated LIMS.
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