NTEKJAPAIIMSL O COOTBETCTBHUA

JTEKJAPAHT, IPHHAMAIOIUIA JEKJIAPAITHIO O COOTBETCTBAM

AO "Canogu Poccua"

Caedenus o pezucmpayuy opzanusayuu: Mesicpaionnas uHcnexyus Dedepanvroii HAN020601 cryxnchvr Ne 46 no
2 Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuuviii dupexmop Monxc O.A.

Ilosepennoe nuyo: Cmenanoe C.C., dosepentocmy 6/n om 01.12.2017

3ASBJSIET, UTO
nexapcmeennoe cpedcmeo: Amapun, mabnemxu 2 M2 15 wm., ynaxoexu A4eiKoebie KOHMypHoie (6), nawru

xapmontvie, PY Ne IT N015530/01 om 23.03.2009 (dama samenvi 13.12.2016) avidano Carnogu-Aeenmuc
Joitunand Tm6X, cepus U958, napmus 23904 ynaxoeox, 200en 0o 31.10.2021, npouseodcmea Canogu C.nA.,
Hmanun, Sanofi S.p.A., S.8. 17 km 22, 67019 Scoppito (4Q), Italy o0 OKII/2 21.20.10. 119, koo TH B3
3004900002, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485061782 om 28.02.2019

COOTBETCTBYET TPEBOBAHHAM
IIN015530/01-070410 usm. Ne 1-5

JEKJIAPAIIVS IIPUHSITA HA OCHOBAHHHA
npomoxon ucneimanuii Ne 6130 om 06.03.2019 H/T1 000 HIJ *“OAPMOBOPOHA", ammecmam axxpedumanyuu

POCC RU.0001.21®J140, Cepmugpuxam POCC IT.PM08.C35533 om 07.03.2019

JATA TIPHHATAA JEKJIAPAITAM 07.03.2019

APAIINA JEMCTBUTEJILHA 1O 31.10.2021
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VoC L
S CBEJIEHMS O PETUCTPALINA

OPTAH IIO CEPTUO®HKAITAH, 3APEr'ACTPHPOBABII A TEKJIAPAITHIO
RA.RU.11®M08 OPTAH I10 CEPTHOHKALHH ITPOQYKIHH OBL]ECTBO C Of PAHHUYEHHOH

OTBETCTBEHHOCTRIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA”",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yx. Macmeprosa, 0. 4, am. 3., men.:(495)788-02-88, eeb-
caiim: oOYKK.pQ.

JEKJIAPAITHSI O COOTBETCTBHUY 3APETHCTPUPOBAHA A POCC RUJ-IT.®M08.A.18059/19

/ ' Kauan E.B.
‘ ﬁ/ %%ﬂpucs 3aM. pyxosoguTens OC




Cepruduxar ananuza/
Ceprudukar cooTBeTCTBHS
Canopu C..A.
Crpapa Crartane 17, km 22

67019 Cxonnute (AQ)
Uranus

Ten. +39 0862 717021/ 7151

SANOFI v

Qakc +39 0862 714005
SCO_80013605
Amapun 2 mr, 6 x15 cpr CPRU
Jlekapcreennan gopma: TABJIETKH; ynakoekaBulk: 6Gnucrep
AJIIOMHUHUI/TBX
Kog GMID 002404129
Lotto/Cepus U9s8
Prod./[lata 16-HOAB-2018 Cpok rogHocTH: OKT-2021
NPOU3BOACTBA:
Hocbe npenapara: 120490000T A00002

HopmarusHblii
JIOKYMEHT:

HopmaTtueHeiit aokyment Ne [1 NO15530/01-070410

SAGGIIIOKA3ATEJIH LIMIT/HOPMA

RISULTATI/PE3YJIBTAT

CARATTERISTICHE / XAPAKTEPUCTUKH

Aspetto / Onucanue Compresse oblunghe, piatte,
con linea di rottura su
entrambi 1 lati /
[IpoaoaroBarsie, miockue
TabneTky, ¢ pa3nenHTeLHOH
PHCKo}t Ha OOEHX CTOpOHAX

Incisione NMM e “A”
stilizzata su entrambi 1 lati /
I'paBupoBka NMM u
CTHNM30BaHHaA “h’’ Ha ABYX
CTOpOHAX

Codifice / Koa (rpasnpoeka)

Colore / Liger Verde / 3eneubiii

IDENTIFICAZIONI / TOJIJJIMHHOCTE TTIHMETTHUPH A
LC/B3XX Conforme / CooTBeTCTBYET

Infrarosso / UK Conforme / CooTBeTcTBYET

Agente colorante / IoanusHocTs Conforme / CooteeTcTRyeT
kpacutens (E172)
Agente colorante / TIoATHHHOCTE Conforme / CooTBeTcTBYET

kpacutens (E132)

MOKA3ZATEJIH
Dissoluzione valore medio / AVG »>=85 %

rap_coa_resultats v5

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
Ilpononrosarsie, MJIQCKHE
TabneTkn, ¢ pasnenHTenLHOH
pHckoil Ha obenx cTopoHax

Incisionc NMM ¢ “h”
stilizzata su entrambi 1 lati /
I"'paBiposka NMM n
CTHAW30BaHHAR “h” Ha nBYX
CTOPOHAX

Verde / 3enenlii

Conforme / CooTpeTcTBYET

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinonHsAeTcA Ha
3ToH cepuu. YacToTa: onHa
CEepPHA B rod

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He seinonHaerca Ha
aToit cepuut. YactoTa: oHa
cepus 8 ron

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He Boinoansercs Ha
3TOM cepuH. YacToTa: oaHa
CepHAa B rol

99 %
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Cepruduxat ananuza/
CepTHdHKAT COOTBETCTBHA
Caunotu C.n.A.
Crpaga Crarane 17, km 22

67019 Ckonnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151
(axc +39 0862 714005

SANOFI wg

SCO_80013605
Amapun 2 mr, 6 x15 cpr CP RU

Jlekapcteennas dopma: TABJIETKH; ynakoskaBulk: 6nucrep

AJIIOMUHHI/MBX
Kon GMID 002404129
Lotto/Cepus Ugsg
Prod./fata 16-HOAB-2018
NpOU3BOACTBA:
Jocbe npenapara: 120490000TA00002

HopmaTusHbIi
DNOKYMEHT:

Cpok roaHocTH: OKT-2021

Hopsarnenuwid noxyment Ne [1 NO15530/01-070410

3HaYeHHE PAcTBOPEHHA Nocne
15 muayT (Q=80 %)

Dissolution valore minimo / MIN >=85%
3HAaYEHHUe PACTBOPEHUR MOCIE

15 MuHyT
Valutazione dissolution

/ Ouenka pacteopenus (Esp.®.) Conforme stage 1/ Cragua 1

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage 1/ Cranus I

OAHOPOAHOCTL A03HPOBAHUA [l 220y

(Esp.®. 2.9.40)
IMPUREZZE / POJACTBEHHLIE
COEJUHEHUSA

Glimepiride-Sulfonamide /

InuMenupua-cynsdpoHaMmu S

Altra singola / opyraa eauHu4Has >=0,2%
NpHMECH

Total impurezze / cymmapHoe
COIEp*KaHNe NpHMece

TITOLO / KOIMYECTBEHHOE
OIMNPEAEJNTEHHE

Titolo (LC) / KonnyecteeHHOE
conepwanne (BIXKX) 1,90 — 2,10 mr / Tabnetky
MICROBIOLOGICO / MUKPOBHOJIOTMHECKAS YHCTOTA
O61wee uMeno aspobHbIX <= 10}

mukpooprannsmos (TAMC; KOE/r)

O61Iee YHCNO IPOKKEBBIX H <= 10?

nnecHeBbIX rpubos (TYMC,
KOE/r)

Escherichia coli

>=09 %

Assente / g — OTcyTerByer/ T

rap_coa_resultats v5

98 %

Conforme stage 1/ Craamna I
COOTBETCTBYET

Conforme stage t/ Cranus [
COOTBETCTBYET

0.1 %

Non rilevabile / He
oBGHapyKeHbl
0.1 %

2,03 mr / Tabnerxy

<l

<H)

Assente / g — OtcyTeTRYET/T
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Ceprudukar ananuza/ SANOFI 3

Ceprudukar cooTBeTCTBUSA

Canogm C.nLA.

Crpaaa Cratane 17, km 22
67019 Cxonnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151

Pakc +39 0862 714005
SCO_80013605
Awmapun 2 mr, 6 x15 cpr CPRU
Jlekapcreennan dopma: TABJIETKH; ynakorkaBulk: 6nuctep
AJIIOMUHHI/TIBX
Kox GMID 002404129
Lotto/Cepus U958
Prod./laTa 16-HOAB-2018 Cpok roaHocTy: OKT-2021
NpoOH3IBOACTBA:
Hocbe npenapara: 120490000TA 00002
HopmarueHbiii Hopmarusrbiii aokymenT Ne [T NG15530/01-070410
JOKYMEHT:

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YINAKOBOYHOIO MATEPHAJIA

Controllo confezionamento / Conforme / CootsercTByeT Coniorme / CooTteeTcTRYET
KouTpons ynakoeouHoro

MaTepuana

Pe3ynbTaTht aHanmH3a HA MHKPOGHONOrHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErMCTPALIMOHHOIO A0ChE W
BHYTPEHHHX MeToauk, [laHHas cepus npenapara Oblla H3TOTOBIIEHA, BKIIOYAsA YNaKOBKY H KOHTPOb Ka4ecTBa, B
MOJIHOM COOTBETCTBUM C ASHCTBYIOLIMMH TpeGoBaHUAMH MpaBun Haanexawel npon3BoaCTBEHHON MPaKTHKH
(GMP), ycTaHOBNEHHEIMH MECTHBIMH PEryNATOPHBIMH OPraHaMH, a TAKKE B COOTBETCTBHH CO crieLMpHKaUHAMM,
NpeAYCMOTPEHHBIMH PETHCTPAUHOHHBIM YAOCTOBEPEHHEM CTPaHbl-uMnopTepa. OTYETHI N0 W3rOTOBIEHHIO,
yNaKoBKe H aHak3y cepHi OBIIH NpoBepeHE! M NPH3HAHBI COOTBETCTBYIOWIHMH TpeGoBaHuaM. OTKIOHEHHS No
KavuecTBY, €C/H TAKOBLIE HMEIOTCA, OLIAH MOTHOCTBIO PaccNeAoBatbl i 0A00peHsl. HacTodwuM a moaTeepxaato,
4TO NPEACTaBAEHHAA Bbillle HHOOPMAUHA ABNASTCA MOLTHHHOM ¥ TOMHOH,

3aknrouenne YNOJAHOMOMIEHHOT'O JTHIA

Decision/3aknouenue: Approvato / YTeepineHa
Date/zara: 22-2-19

Decisins GA/OTBercrBennniii  Tlponepuu xaudpatka (Properzi Gianfranca)
3a obecrieuenne Ka4ecTna:

CepTudukaT aHau3a HMEET JNEKTPOHHYIO MOANUCE, NONYUCHHYIO NPH NOMOLLH BANHAHPOBAHHOHM
JabopaTopHOH HHGOPMALHOHHOH CHCTEMBI.

/Mleyats/: Canodu C.n.A. * YnonuomoueHHoe auuo * (Aneccanapa Maypuuuo (Dr. Alessandra

Maurizio)) 16:27
/Toanuncs/
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Certificate of Analysis and

sanofi S.p.A.

Strada Statale 17,
67019 Scoppito (AQ)
Italy

Km 22

Tel; +39 0862 717021 / 7151

Conformance

SANOF! «p

stabilimento: SCOBPITO

Fax: +39 0862 714005
SCO_B0013605
Amaryl 2mg,6x1Scpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUPVC
GMID code: 00454129
Lotto/Batch: U958
Prod. /MEg: 16-NOV-2018 Scad. /EXp.: oCT-2021
Dossier reference: 120490000TAOC002
Normative Document: Normative Document No. P N015530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS

Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICRZIONI/IDENTIFICATION
LC

Infrarosso / IR

Rgente Colorante/Coloration Agent {(E172)

Agente Colorante/Coleration Agent {E132)

TESTS

Dissoluzione valere medio / AVG value
dissolution after 13' {Q=80%)
pissoluzione valere minime / MIN value
dissolution after 15°'

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eur.}

Uniformita di dosaggio / Uniformity of
dosage units {Ph.Eur. 2.9.40}
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /

Compresse oblunghe, piatte, con linea di

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

Incisione NMM e "h*" stilizzata su
entrambi 1 lati / Engraving NMM and
stylized "h" on both sides

Verde / Green

Conforme / Comply
tonforme / Comply

Conforme / Comply

Conforme / Comply

>= 85 %
»>= 85 %
conforme stage I / Stage I

conforms

Conforme / Comply

<= 0.4 %

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

Incisione NMM e "h" stilizzata
su entrambi i lati / Engraving
NMM and stylized "h" on both
gides

Verde / Green

Conforme / Comply

Mon testato su gquesto lotto.
Frequenza test: un lotto

all’ anno/Non performed on this
batch, Frequency: one batch/year
Non testato su guesto lotto.
Frequenza test: un lotto

all‘ anno/Non performed on this
patch. Frequency: one batch/year
Non testato su questo lotto.
Frequenza test: un lotto
allfanno/Non performed on this
batch. Frequency: one batch/year

99 %

98 %

Conforme stage I / Stage I
conforms
conforme stage 1 / Stage [

conforms
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Certificate of Analysis and

Conformance S A N O F | Y

Stabilimentc: SCOPPITO

sanofi S.p.A.

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

Tel: +39 (862 717021 / 7151
Fax: +3% 0862 714005

8CO B0OO013605
Amaryl 2mg,6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454129
Lotco/Batch: U958
Prod./Mfg: 16-NOV-2018 5cad. /Exp.: ocT=-2021

Dossier reference: 120490000TA00002
LNormative Document: Normative Document No. P N015530/01-070410

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS |

Glimepirid-Sulfonamide

Altra singola / Others each <= 0.2 % Non rilevabile/Not detectable
Totali impurezze / Related substances <= 0.9 % 0.1 %

total

TITOLO/ASSAY

Titolo (LC) / Content {(LC) 1.90 - 2.10 mg (tbl] 2.03 mg [thl!]

MICROBIOQLOGICO/MICROBIQLOGICAL QUALITY

TAMC {CFU/g) <= 1073 <10
TYMC (CFU/qg) <= 1072 <10
Escherichia coli hssente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamento / Packaging Conforme / Comply Conforme / Comply
material contrel

-

-

Microbiological Analysis is carried out as skip test. Test frequency is based om the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Controel, in full compliance with the
current GMP requirements of the local Regulatery Buthority

and with the specifications laid down in the Marketing Buthorization 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 been fully investigated and autheorized.

The potential impact of the deviation on quality, safety or efficacy of the batchles) 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 S A N O F | Y

Stabilimento: SCOPPITO

sanofi S.p.A.

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

Tel: 439 0862 717021 / 7151
Fax: +39 0862 714005

8CO_80013605
Amaryl 2mg,6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454129
Lotto/Batch: U958
Prod, /Mfg: 16-NOV-2018 Scad. /Exp.: OCT-2021

Normative Document: Normative Document No. P N015530/01~-070410

{Dossier reference: 1204950000TAQQ002

A Sanofi S.p A

Decision/Decisione: Approvato / Rpproved QuatifieglyPerson
Date/Data: J.Z O'& - 4 3 (,\2?_ OZ‘Z
LRepcmsi.ble. OA/Decisiona QA: [‘( g NN G" Lo-u,f(o«u. (Dr. Alessandra Maurizio)/( 5 Zq-

¥
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