AEKJIAPATIIAA O COOTBETCTBHHA

JEKJAPAHT, MPHHAMAIOIIHAI AEKJIAPAIHIO O COOTBETCTBHH

AO "Canocpu Poccun”

Ceedenun o pezucmpayuu opzanusayuu. Mexcpasionnas uncnexyus Qedepanvroti Ranozo6ow caysicbor Ne 46 no
2 Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenuss QI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckan, 0. 22. Tenepon/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvnuvtii oupexmop Monaxc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dogepernnocms 6/n om 01,12,2017

3AABJAET, UTO

Aexapcmeenvoe cpedemeo: Amapun, mabnemiu 3 mz 15 wm., ynaxoexu avetixogsie xonmyprvie (6), nauxu
kapmonnvie, PY N IT N015530/01 om 23.03.2009 (dama 3amenwi 13.12.2016) ewidano Canogu-Aeewmuc
Hotivaaud TmbX, cepus C749, napmus 29925 ynaxoeox, 20dex 0o 31.01.2022, npouseodcmea Canogpu C.n.A.,
Hmanus, Sanofi S.p.A., S.8. 17 km 22, 67019 Scoppito (A0), Italy, ko0 OKII2 21.20.10.119, xod TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485064617 om 31.10.2019

COOTBETCTBYET TPEEOBAHWSIM

II N0I15530/01-070410 usm. Mo 1-7

JEKJIAPAITAA ITPHHATA HA OCHOBAHHH

npomoxon ucnetmanuii Ne 33279 om 07.11.2019 HJT 000 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC IT PM08.C53492 om 08.11.2019
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Crenanos C.C.
©.H.0

CBEJAEHMSI O PETHCTPAIINA

OPTAH 110 CEPTHOHKAINAY, 3APETHCTPUPOBABINAN JEKJIAPAITAIO

RA.RU. 11®M08 OPIAH IT0 CEPTHOHKAIIHH IPONYKLHH OFLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH [[EHTP KOHTPOJIA KAYECTBA",

adpec opeanwzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 3, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

AEKJIAPAITAS O COOTBETCTBHU 3APEIHCTPHPOBAHA M POCC RU JI-IT. ®M08.A.43642/19
JATA PETACTPAIIMH 08.11.2019

MH QJX Jdupenxo H.B.

opaay no. Toahyes) Pyxosogurens OC
cepinughuxaijiy




Cepruduxar ananuza/
CepTudHkaT COOTBETCTBUA
Canodmn C.n.A.
Crpaga Crarane 17, km 22

67019 Cronnuto (AQ)
Hranus

Ten. +39 0862 717021 / 7151

SANOFI 3

daxkc +39 0862 714005
SCO_454131
Amapun 3 wmr, 6x15 cpr CPRU
JlekapcteerHan ¢opma: TABJIETKH; ynakoskaBulk: 6nucrep
ATIIOMHHHIA/MIBX
Kon GMID 454131
Lotto/Cepus C749
Prod./data 27-DEB- 2019 Cpok rogHocTH: AHB- 2022
NpOH3BOACTEA:
JHocre npenapara: 120490000T A00003
HopmarusHbtiii HopmarueHetit noxyment Ne IT NO15530/01-070410
JIOKYMEHT:
SAGGIMTIOKA3ATENH LIMITI/HOPMA RISULTATI/PE3YALTAT
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 /
[pononroearteie, NAOCKHe Ipoaonrosartsle, miockue
TabNeTkH, ¢ pa3feHTeNbHOM TabNEeTKH, ¢ pasaenuTeNnsHON
prckoH Ha 606enx cTopoHax PHCKOH Ha oferx cTopoHax
Cadifice / Koa (rpasuposxa) Incisione NMN e “A” Incisione NMN e “#”
stilizzata su entrambi i lati / stilizzata su entrambi i lati /
I'paBupoBka NMN u I'paenpoeka NMN u
CTHJH30BaHHaA “'h” Ha ABYX CTHNH30BaHHaA ‘A" Ha ABYX
CTOpPCHax CTOpOHax
Colore / Liger Giallo pallido / Bnenso- Giallo pallido / Bneaso-
*enTeih HENThIHA
IDENTIFICAZIONI / [IOAJIHHHOCTHL TNTHUMENKUPHAA
LC/B3XX Conforme / CooTeetcTBYET Conforme / CootbeTcTByeT
Infrarosso / UK Conforme / CooTBeTCTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He poinonusercs Ha
3To# cepHd. YacTora: oaHa
Cepus B rox
Agente colorante / TlognuunocTs Conforme / CootseTcTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
kpacHTea anno / He Buinonwaetcs Ha
310k cepuH. Yactota: onHa
CEpHs B rog
TTOKA3ATEJIH

Dissoluzione valore medio / AVG >=85%
3HaYeHHE PpacTBOPEHHA MTocTe

15 MunyT (Q=80 %)

Dissoluzione valore minimo/MIN >=85 %

95 %

9%
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Cepruduxar ananusa/
CepTuduxar cooTBETCTBHS
Carodu C.n.A.
Crpaga Crarane 17, km 22

67019 Ckonnuro (AQ)
Hranua

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

SANOFI vp

SCO_454131
Amapun 3 mr, 6x15 cpr CPRU

Jlexapcteennas dopma: TABJIETKH; ynakoekaBulk: 6nvcrep

AMOMHHHH/IIBX

Koa GMID 454131
Lotto/Cepus C749
Prod./[laTa 27-®EB- 2019 Cpok roaHocTH: AHB- 2022
NPOH3BOACTBA!
Jocbe npenaparta: 120490000TA00003
HopmaTtusHbii Hopmatusnbiii pokyment Ne IT NO15530/01-070410
OOKYMEHT:
SAGGI/HOKA3ATEJIH LIMITV/HOPMA RISULTATI/PE3YJILTAT
3HaueHUE PACTBOPEHHA MOCAE
15 MAHYT
Valutazione dissoluzione
/ Ouenka pacteoperus (Esp.®D.) Conforme stage 1/ Crapus I Conforme stage I/ Cranua |

COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cranua I Conforme stage I/ Cragua I
OnHOPOAHOCTH AO3HPOBAHHA O COOTBETCTBYET
(Epp.®. 2.9.40)
IMPUREZZE / POGCTBEHHBIE
COEJVHEHUSA
Glimepiride-Sulfonamide /

>=0,4 % 02%
I'mumenupua-cynbgoHaMug
Altra singola / apyrasa egIHHHYHAA >=0,2% 0.1 %
npUMeck
Total impurezze / cymmapHoe >= 0.9 % 0.4 %
coaepxaHve npuMeceit
TITOLO / KONHYECTBEHHOE
OIIPEIENEHHE 2,99 mr / Tabnetky
Titolo (LC) / KonkyecTeennoe
conepcanne (BIKX) 28 B IREIE)
MICROBIOLOGICO f MUKPOBHOJIOTUUECKASI YUCTOTA
Of61uiee 4uC0 a3pobHBIX <=10° <10
mukpooprannsmos (TAMC; KOE/T)
Of61Liee YHCO0 OPOXKEBBIX H <=10? <10
mecHeBbIX rpubos (TYMC,
KOE/r)
Escherichia coli Assente / g — OrcyteTByer /T Assente / g — OrcyTcTByer /
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Cepruduxar anaanza/ S A N OF | 5

CepTuurar cOOTBETCTBHS
Canodu C.n.A.

Crpapa Crarane 17, km 22
67019 Cronnuro (AQ)
Hranus

Ten. +39 0862 717021 / 7151

Paxkc +39 0862 714005
SCO_454131
Awmapua 3 mr, 6x15 cpr CP RU
Jlekapcreennas popma: TABJIETKH; ynakoexaBulk: 6ancrep
AJIIOMHHKH/TIBX
Kon GMID 45413}
Lotto/Cepusn C749
Prod.//lata 27-DEB- 2019 Cpok roaHocTH: AHB- 2022
TIPOM3BOACTRA:
Hocbe npenapara: 120490000T A00003
HopmatuBHbI# Hopmarueneiii nokymenT Ne [T NO15530/01-070410
JOKYMEHT:
SAGGIMTIOKA3ATEIH LIMITVHOPMA RISULTATI/PE3YJBLTAT

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YINAKOBOYHOI'O MATEPHANA

Controllo confezionamento / Conforme / CooTseTcTBYET Conforme / CooTeeTcTBYET
KOHTPOIJIb YITAKOBOYHOI'O

MATEPHAJIA

PesyneTatThl aHanu3a Ha MUKPOGHOMOTHHECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PETHCTPALHOHHOIO JOChE H
BHYTPEHHHX MeTOAUK. JlaHHas cepua npenapara Obia H3roOTOBAEHA, BKIIOUAs YNAKOBKY H KOHTPOJIb KA4ueCTsa, B
NOJIHOM COOTBETCTBHH ¢ AEHCTBYIOIMMH TpebosanHaMH npasnn Haanexawmeii npousBoacTeeHHoM npakTHkK
(GMP), ycTaHOBNEHHLIMM MECTHBIMH PETYIATOPHBIMH OPraHaMH, a TAKXKE B COOTBETCTBHH CO CMeUMMHKALMAMY,
NpeayCMOTPEHHBIMH PETHCTPALUMOHHBIM YAOCTOBEPEHHEM CTpaHbl-HMNopTepa. OTYHETH! 10 H3ATOTOBIEHHIO,
YNAKOBKE M aHAH3y cepuii 6LUIH NPOBEPEHD] H NPHIHAHEI COOTBETCTRYIOLIRMH TpedosauuaM. OTKIOHEHUS NoO
KaueCTBY, €C/TH TAKOBbIe HMEHOTCA, GBIIH MONHOCTHIO paccienosalel H ogo0peHsl. HacToAwuM 1 noaTeepxkaaio,
4TO MpEICTaBICHHAA BhILIE HH(POPMaLKA ABIAETCA MOLNHHHOM H TOUMHOMH.

3akaoueHHe YIOTHOMOYCHHOIO JTHIA

Decision/3akmouenne: Approvato / YTBepxaeHa
Date/naTa: 25-Ok1-2019 11:18:27.00

Decisins GA/OTBercTBentmii  Maria Castiglione - YnonomouexHoe nuuo
3a ofecneyenne KayecTna:

CeprrdukaT aHanusa HMEET JNMEKTPOHHYIO NOATHCH, MOTYYSHHYIO PH IOMOLIM BATHAWPOBAHHOH
nabopatopHoi HHPOPMALIMOHHOM CHCTEMBI.
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Certificate of Analysis and

sand>fi S.p.A.

Conformance

SANOFI .7

Stabilimento: SCOBPITO
Strada Statale 17, Em 22
67019 Scoppito (A
Italy
Tel: +39 0882 717021 / 7151
Fax<: 139 08a2 714005
r \
SCO 454131
Amaryl 3mg,6xiS5cpr CP RU
Cosace form:TBLTS:PackBulk:BiliisterALUPVC
GMID cede: 454131
Lotto/Batch: Ct49
Prod./Mfg: 27-FEB-2019 S$cac. /Exp.: JanN-2022
Dossier reference: L2049000TACOOD3
e = =
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICEE/CHARACTERISTICS
hspetto / Aprcearance

Codifica / Cede

Colore / Color
TDENTISICAZIONI/IDENTIFICATION
EC

Infrarosso / IR

hgenle colorante/Celoration agent
Test d'identitad per ferro/Identity test

for iron

TESTS
Disscluzione valore medic /AVG wvalue
{C=80%) :

Dissoluzione valore minimo /MIM value

dissolution after 15°'

disscolution after 157:

Valavaziene dissoluzione / Dissolutior
evaluation (Ph.Eu.}

Uniformitd di dosagyio/Uniform.ty of
dosaqge units 2.9.490)

IMPUREZZE/DEGRADATICHN IMPURITIES

[Ph.Zux.

Glimepiride-Sulfonamide /
Giimepiric-Sul fonamide

Altra sing¢la / Others each

Totall impurezce / Related substances
total

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

Incisione HMN e "h" stilizzata su
entrambi i lati / Engraving NMN and
stylized "h" on both sides

Gialle pailido / Pale yellow

Rt {sample} =~ Rt (reference)i3i%
Positiva / Positive

Conforme / Complies

> 8% %

>= 85 %
Conforme stage I / Stage I
conforms

Conforme stage I / Stage I conforms

<= 0.4 %
0.2 %

<= 0.9 %

Compresse oblunghe, piaktte, con
linea c¢i rottura su eacrambi z
lati / Oblong, flat cablets with
hilateral score-line

Incisione HMN & “h* stilizrata
30 entrambi i lati / Engraviag
HMM and stylized "h" on both
sides

Gialle pailido / Pale vyellow

R (sample} =~ Rr {refersnce):3i
¥on testaco su questo lotto,
Freguen-a test: un lotto
all’anrno/Non parformed on this
batch. Frequency: one batch/year
Mon testato su questo lotLo,
Frequerza test: un lotto
all’anro/Non performad on this

balch. Frequency: one batch/year

Conforme stage I / Stage T
conforms
Conforme

stage I / Stage I

contorms
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Certificate of Analysis and

Conformance SA N O F l "gj

Stabilimento: SCOPPITO

sanofi S.p.A.

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

Tel: +39 0B&Z 717021 / 7151
Fax: +3i9 0862 714005

SCO 454131
Amaryl 3mg,6xl5cpr CP RU
Bosage form:TBLTS;PackBulk:BlisterALUPVC

GMID cade: 454131
Lotto/Batch: C749
Prod. /MEg: 27-FEB-2019 Scad./Exp.: JAN-2022

Dossier reference: 120490000TAQ0O003

| SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS |
TITOLO/ASSAY
Titolo {LC} / Content (L&) 2.85 - 3.15 [mg/thl) 2.9% mg [chlj

{95 to 105% of label claim)
MICROBIOLOGICO/MICROBICLOGICAL QUALLTY .
TAMC (CFU/g) <= 10*3 <l

TYMC (CFU/g) <= 10"2 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE COMFEZIOMAMENTOSPRCKAGING MATERIAL CONTROL
Controllo confazionamente / Packaging Contorme / Complies Conforme / Complies

material controli

Microbiological Analysis is carcied out as skip test. Test frequency is based on the registratzion dossier and site
internal procedurs,

This batch of product has been manufactired, including paskaging and Quality control, in full complianne with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down -r 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 been fully inveszigated and authcrized.

The potential impact of the deviatien on quality, safety or efficacy of the batchles) concerned is negligible.
Periodic tests comply to specification requirements kased on testirg plan and could be provided upon HA request.
I hereby certify that the above infcrmaticon are authentic and accurate.

.

Decision/Decigiona: Rpprovato / Released

Date/Data: 25-0CT-2019 11:18:27.0C

Responsible QA/Decisione QA: Dr. Maria Castiglione (Qualified Person Sanofi S.p.A.)
\

This Certificate of Rralysis has been electronally sigued from a validated LIMS,
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