JTEKJAPALIAS O COOTBETCTBHHA

JEKJIAPAHT, IIPUHUMAIOIIHA JEKJIAPAIIMIO O COOTBETCTBHHA

AO "Canogu Poccua”
Csedenus o pezucmpayuu opzasusayuu; Mexcpaiionnasn uncnexyus Oedepanvroti Hano2o6ou cayaucovr Ne 46 no

2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.
Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenepon/paxc: 8 (495) 721-1 4-00/721-14-11

B auye: I'enepanvnolii oupexmop Mownic O.A.
JToeepennoe nuyo: Cmenarnoe C.C., dosepenrocms 6/n om 01.12.2017

3AABJAET, UTO
Rexapcmeennoe cpedcmeo: Amapun, mabremiu 4 m2 15 wm., ynaxoexu Aueldkoeble KOHMypHole (2), nauxu

xapmonuvte, PY No IT N015530/01 om 23.03.2009 (0ama samenvi 13.12.2016) swidano Canogu-Agenmuc
Jotiunand Im6X, cepun U284, napmus 66129 ynaxoeox, zoden do 31.10.2021, npouzeodcmea Canogpu C.nA.,
Hmanus, Sanofi S.p.A., S.8. 17 km 22, 67019 Scoppito (AQ), Italy xod OKII/J2 21.20.10.119, x0d TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9485061781 om 28.02.2019

COOTBETCTBYET TPEBOBAHWSM
ITNQ15530/01-070410 uam. Ne 1-5

JEKJIAPATTASA ITIPHHATA HA OCHOBAHHH
npomoxon ucnetmanui Ne 6120 om 06.03.2019 HJI 000 AL{ "PAPMOBOPOHA", ammecmam axxpeoumayuu

POCC RU.0001.21DJ140, Cepmugpuxam POCC IT ®M08.C35553 om 07.03.2019

i c.»'?
E' i Lo el ' ““PH"
i,:‘ Sanait Wisais a6 Ao M Cremnanos C.C.
E) :
Rty r)u\ 'mpaum *a 5 O.H.0
L.K " ;55-’

CBEJEHUS O PETHCTPAIINA

OPTAH II0 CEPTH®HKAIUY, 3APETMCTPAPOBABLIHNI JEKJIAPALIHEO

RA.RU., 11 ®M08 OPTAH ITO CEPTHOHKALIHH TPONVKI[HH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJLA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmudgpuxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 0. 4, am. 5., men.. (495)788-02-88, aeb-

caiim: oyxx.pg.
JNEKJIAPAIMS O COOTBETCTBUM 3APETHCTPHPOBAHA X2 POCC RU JJ-IT. ®M08.4.1 8044/19

MA«WTPAIMH 07.03.2019
P bias
2R

Ok

o
jof LUEHTD Ko W
LL Kg ;g%?;m /7, Kauau E.B.
70 U ridflace - 3am. pykoBoguTens OC




CepTuduxart anannza/
CepTHuKaT COOTBETCTBHS
Canodu C.n.A.
Crpana Cratane 17, km 22

67019 Cronnuto (AQ)
Wtanus

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

SANOFI @

SCO 80013503
Awmapun 4 wmr, 2x15 cpr CP RU

JlexapcTennas dopma: TABJIETKH; ynakoskaBulk: 6nuctep

AJIOMWHUIA/TIBX
Koa GMID 00240429
Lotto/Cepus U284
Prod./[laTa 22-HOAB-2018
NPOH3BOACTBA:
Hocbe npenapara: 120490000T AC0004

HopmaTtusHubiii
JIOKYMEHT:

CpoK roftHocTh: OKT-2021

HopmarueHbrit nokyment Ne [T NO15530/01-070410

SAGGI/IIOKA3ATEJIH LIMITI/HOPMA

RISULTATI/PE3YJIBTAT

CARATTERISTICHE / XAPAKTEPUCTHKH

Aspetto / Onucanue Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
Ipononroearete, NIOCKHE
TabjieTky, ¢ paznenuTebHOH
pHcKo¥ Ha 06enx cTOpOHax

Incisione NMQ e “i”
stilizzata su entrambi i lati /
I'paBrpoBka NMO n
CTUNHU3IOBAHHAA “A”" HA ARYX
CTOpOHAX

Codifice / Kon (rpaenpoBka)

Colore / Liger Azzurro / Ionybofi

IDENTIFICAZIONI / NTOJJIMHHOCTbL ITUMENUPHUIA
LC/B3XKX Conforme / CootBercTBYET

Infrarosso / HK Conforme / CooTseTcTBYET

Agente colorante / [ToiHHHOCTb Conforme / CootseTcTayet

KpacHTenn

MOKA3ATEJIHU

Dissoluzione valore medio / AVG >=85%
3HaYeHHe pacTBOPEHHA nocne

15 munyT (Q=80 %)

Dissoluzione valore minimo / MIN  >=835 %
3Ha4YeHHEe PAcTBOPEHHA Noche

rap_coa_resultats v5

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
[Mpogonroearsle, MNOCKHE
TabneTky, ¢ pa3nenUTenLHON
puckoli Ha o8erX cTOpoHax

Incisione NMO ¢ “h”
stilizzata su cntrambi i lati /
I'pasHpoeka NMO H
CTHNH30BAHHAA “h"” Ha ABYX
CTOpOHaXx

Avzurro [ ConyGoi

Conforme / CooTBeTCTBYET

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeInonHAeTCA Ha
stoit cepun. YactoTa: oauna
CEpHA B TOJ

Non testato su questo lotto.
Frequenza test: un lotto all’
annc / He peinonHaeTcs Ha
3T0ii cepud. YacToTta: oaHa
cepHa B ron,

97 %

96 %

Crpannua 1/3




Cepruduxar ananuza/
CepTudguxar cO0TBETCTBHS
Canopu C.n.A.
Crpana Crarane 17, km 22

67019 Cronnuto (AQ)
Hranus

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

SANOFI v

SCO 80013503
Amapun 4 mr, 2x15 cpr CP RU

JlexapcTeerHan dopma: TABJIETKH; ynakoskaBulk: 6auctep

AJIIOMUHUW/MIBX
Koz GMID 00240429
Lotto/Cepua U284
Prod./[laTa 22-HOAB-2018
NpOU3ROACTEA:
Hocee ripenapata: 120490000TAC0004

HopmaTueHbi#
JIOKYMEHT:

CpoK rogHoCTH: OKT-2021

HopmatueHbiii nokyment Ne I1 NO15530/01-070410

SAGGI/IIOKA3ATEJIH LIMITI/HOPMA

RISULTATL/PE3YJILTAT

15 MuHyT
Valutazione dissoluzione

/ Ougexka pacteopenus (Epp.®D.) Conforme stage I / Craauna 1

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Craauna 1

OLHOPOAHOCTL AO3HPOBAHHS AR L

(EBp.®. 2.9.40)
IMPUREZZE / POOCTBEHHEIE
COEOWHEHH A

Glimepiride-Sulfonamide /

CnaMenupuo-cynbdoHaMug >=04 %

Altra singola / apyras ennMHHYHaA >=0,2 %
npuMech

Total impurezze / cymmapHoe
coAepikaHue nNpUMecei

TITOLO / KOJIMYECTBEHHOE
OIIPEJEJEHHKE

Titolo (LC)} / KonuuecTeennoe
conepwatie (BIXX) 3,80 — 4,20 mMr / TabueTxy
MICROBIOLOGICO / MUKPOBHOJIOTHYECKASA YUCTOTA
O6uee uncno aapobHbIx <=10°

mukpoopranusMoB (TAMC; KOE/T)

Oburee YHCNO APOAIKEBBIX H <= 10?

mnecHeBbIX rpubos (TYMC,
KOE/T)

Escherichia coli

>=0,9 %

Assente / g — OtcyteTByer/r

CONTROLLO MATERIALE CONFEZIONAMENTOQ /KOHTPOJIb
YITAKOBQUHOI'O MATEPHATA
Controllo confezicnamento /
KOHTPOJIb YITAKOBQYHOIO
MATEPHAITIA

Conforme / CootBeTcTBYET

Conforme stage 1/ Craana |
COOTBETCTBYET

Conforme stage 1/ Craana §
COOTBETCTBYECT

0.1 %

He onpesensierca

0.1 %

3,97 mr / Tabnerky

< 10

< 10

Assente / g — OtcyTtcTByeT/
r

Conforme / CooTBeTcTBYET

rap_coa_resultats v5
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Ceprudukat ananusza/ SANOFI ‘aﬁ

Ceprudukart cooTBETCTBHS
Canodu C.n.A.
Crpapa Crartane 17, km 22

67019 Cronmnuro (AQ)
HUtanus

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

SCO 80013503
Awmapun 4 mr, 2x15 cpr CP RU
JiekapcreeHHaa gopma: TABJIETKH; ynakoskaBulk: 6nnctep

AJIIOMHUHHUI/TIBX
Kon GMID 00240429
Lotto/Cepus U284
Prod./[laTa 22-HO$B-2018 Cpok rogHocTH: OKT-2021
NPOM3BOACTBA:
Hockbe npenapara: 120490000TA00004
HopmatugHbiit HopmaruBabiii fokyment Ne I1 N015530/01-070410
JTIOKYMEHT:
SAGGI/HOKA3ATEJIH LIMITVHOPMA RISULTATI/PE3YJIBTAT

PesyneTaTsl aHanu3a Ha MHKPOGHOMOrHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMAM PErHCTPALIMOHHOTO AOCKE H
BHYTPEHHHX MeTOANK. JaHHas cepus npenapata Obina H3roTOBJEHA, BKMIOYAA YHAKOBKY H KOHTPOJIb KA4ECTBA, B
MOMHOM COOTBETCTBHH ¢ AcHcTByoOlUIMME TpeboBanuaMu npaBui Hapnexaiuel npou3soacTBEHHON NPaKTHKH
{GMP), ycTaHOBIEHHBIMI MECTHBLIMH PErYNATOPHLIMH OPraHaMi, a TAKKE B COOTBETCTBHH CO CMEUM(pHKALHAMY,
NpeNyCMOTPEHHBIMH PETHCTPALHMOHHBIM YIOCTOBEPEHHEM CTPAHBI-UMNOpTepa. OTUETE N0 HITOTOBNEHMIO,
YyNIaKOBKE H aHANU3y cepHit O5U1H NpoBepeHtl H NPH3HAHLL COOTBETCTBYIOLIMMH TpeGoBanuaM. OTKIOHEHH MO
KayecTBY, EC/TH TAKOBBIE MMEIOTCH, ObLNH NONHOCTBIO PACCAEIOBAHB H 0A00peHsl. HacToswwumM 1 noaTeepx aaio,
4TO NpeAcTaBNeHHas Boite HHOOPMALUA ABIASTCS MOLNHHHON H TOYHOI.

Jaxnwuenne ¥NOJTHOMOY€HHOr0 JHIA

Decision/3aknioqenne: Approvato / YTeepxaeHa
Date/aara: 22-02-19

Decisins GA/OTBercTBeHHbId IMponepuu Hrandpanka (Properzi Gianfranca)
3a ofecneueHne Kavecrsa:

Ceprudukar aHanuza UMeET INMEKTPOHHYIO MOANHCH, NOJYUYEHHYIO TIPH NMOMOLUM BANMAWPOBAHHOH
nabopaTopHOH HHPOPMALMOHHOMN CHCTEMBI.

/Tleuare/: Canou C.n.A, * YnonHoMoueHtoe o * (Aneccanapa Maypuuno (Dr. Alessandra

Maurizio)) 16:07
fMoanuce/

rap_coa_resultats v3 Crpanuua 3 /3



Certificate of Analysis and

sanofi S.p.A.

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

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

Conformance

SANOFI . g

stabilimento: SCOPPITO

sco_ 80013503

Amaryl 4mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00240429
Lottoe/Batch: U284

Prod. /Mig: 22~-NOV-2018
Dossier reference: 120490000TAQG0D4

Scad, /Exp.:

Normative Document: Normative Document No. P N015530/01-070410
e —— ,——— e

SAGGI/TESTS

LIMITI/SPECIFICATIONS

e

OCT-2021

RISULTATI/RESULTS

CARATTERISTICHE/CHARRCTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR

Agente colorante/Coloration agent

TESTS

Dissocluzione valore medio /AVG value
dissolution after 15' (Q=80%):
Dissoluzione valore minime /MIN value
dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluaticen (Ph.Eu.)

Uniformitd di dosaggio / Uniformity of
desage units {Ph.Bur. 2.9.40)
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /
Glimepirid-Sul fonamide

Altra singola / Others each

Totali impurezze / Related substances
total

Compresse oblunghe, piatte, con linea di Compresse oblunghe, piatte, con

rottura suv entrambi i lati / Oblong,
flat tablets with break line on both
sides.

Incisione NMO e «h» stilizzata su
entrambe i lati / Engraving NMO and
stylized «h» on both sides.

Azzurro / Light blue

Conforme / Comply
Conforme / Comply

Conforme / Comply

»>= 85 %

>= 85 %

Conforme stage I / Stage I
conforms

Conforme / Comply

<= 0.4 %

<= 0.2 %
<= 0.9 %

linea di rottura su entrambi i
lati / Oblong, flat tablets with
break line on both sides.
Incisione NMO e «h» stilizzata
su entrambe i lati / Engraving
NMO and stylized «h» on both
sides.

Azzurro / Light blue

Conforme / Comply

Non testato su gquesto lLotto.
Frequenza test: un lotto
all'annon/Non performed on this
batch. Frequency: one batch/year
Non testato su guesto lotto.
Frequenza test: un lotte
all’anno/Non performed on this

patch, Freguency: one batch/yeat
87 %

96 %

Conforme stage I / Stage 1
conforms

Conforme stage I / Stage 1

conforms

Non rilevabile/Not detectable
0.1 %

Page 1/ 2



Certificate of Analysis and

Conformance SA N O FI . Y |

Stabilimento: SCOPPITO

sanofi S.p.A.

strada Statale 17, Km 22
67015 Scoppito (AQ)
Italy

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

8CO_B0013503
Amaryl 4mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00240429
Lotto/Batch: U284
Prod. /Mfg: 22-NOV-2018 Scad./Exp.: 0CT-2021

Dossier reference: 120490000TAC0004
{Normative Document : Normative Document No. P NO15530/01-070410

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY

Titolo / Content (LC) 3,80 - 4.20 mg [tbl] 3.97 mg [thl)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY — _

TAMC (CFU/g) <= 1073 <10

TYMC (CFU/q) <= 10°2 <10

Escherichia coli Assante/g - Absent/g Assente/g - Absent/g
CONTROLLO MATERIALE CONFE2IONAMENTG / PACKAGING MATERIAL CONTROL

Controlic confezionamento/Packaging Conforme / Comply Conforme / Comply

material control

—
Microbiological Analysis is carried out as akip test. Test frequency is pased 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 Muthorization of the importing country,

The batch processing, packaging and analysls records have been revicwed 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 ol the batch(es} concerned is negligihle,
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.
1 hereby certify that the above information are authentig and accurate.

|

[ Sanofi S ::'!x‘ ]
Decision/Decisione: Approvato / Approved Qualified Pgrson
Date/Data: J45 e i-13 (\A h 0 'Z&b {M
Responsible QA/Decisiona QA: (t‘ et & ?x\ fﬂ»—rw (Dr. Alessandra Maurizio) ,{& h %
¥ = -
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