JAEKJIIAPATINSA O COOTBETCTBHUHA

JEKJAPAHT, IPHHUMAIOHIHHA JEKJIAPALIMIO O COOTBETCTBUM

AO "Canoghu Poccusn”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyun PedepanvHoii Hanozoeoi caysctvr Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, z. Mockea, yn. Teepckan, 9. 22. Tenehon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvruiii oupexmap Monoie O.A.

Hosepennoe nuyo: Cmenanos C.C., doeepennocms 6/n om 01.12.2017

3AABJET, UTO

nexapcmeennoe cpedcmeo: Amapun, mabnemxu 4 m2 15 wm., ynaxoexu sueiikogvie konmypusie (6), naixu
xapmonnvie, PY Ne IT N015530/01 om 23.03.2009 (0ama 3amene:r 13.12.2016) svidano Canogpu-Asenmuc
Hotiunand TbX, cepus C740, napmus 16974 ynaxogox, z00en do 30.04.2022, npoussoocmea Canogpu C.n.A.,
Hmanusn, Sanofi S.p.A., $.S. 17 km 22, 67019 Scoppito (AQ), Italy, koo OKIIZ]2 21.20.10.119, xod TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485063788 om 17.07.2019

COOTBETCTBYET TPEBOBAHUSIM
T N015530/01-070410 uzm. Ne 1-6

JEKJAPAIIHS TIPUHATA HA OCHOBAHHH
npomoxon ucnuimanuii Ne 23373 om 24.07.2019 HJT 000 HI] "OPAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmuguxam POCC IT. DM08.C44842 om 24.07.2019

JATA IIRHHATHSA JEKTAPAIINN 24.07.2019
JEKJAPAIIHA AEACTBHTEJILHA A0 30.04.2022

MIT.
Crenanos C.C.

dexitapanm ©.1.O

CBEJEHUSI O PETUCTPAIIMA

OPI'AH IO CEPTU®HUKAIINH, 3APETHCTPAPOBABIIHN JEKJIAPAITNIO

RA.RU. 11 ®M08 OPTAH 110 CEPTH®HKALIHH ITPONYKIHH OFLJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPVJKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHSA, 20pod Mockea, y1. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oykk.pe.

JEKJIAPAITUA O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J-IT.®M08.A.31164/19
,[[ATA PETUCTPALIMH 24.07.2019
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CepTudukar ananuza/
CenTudurar cooTrererrus
Canodu C.mA.
Crpana Crarane 17, km 22

67019 Cronnuro (AQ)
Hranun

Ten. +39 0862 717021 / 7151

SANOFI vz

Paxc +39 0862 714005
SCO 80013607
Amapun 4 mr, 6 x15 ¢pr CPRU
Jlexapctsennas popma: TABJIETKH; ynakoskaBulk: 6mucrep
AJIIOMHUHUI/MBX
Kon GMID 00454132
Lotto/Cepus C740
Prod./Hara 13-MAA-2019 Cpok roaHocTh: AIP-2022
NPpOH3BOJCTRA;
Hocke npenapara: 120490000TA00004

Hopmarueneiii
JOKYMEHT!

Hopmathsheiit nokymenT Ne [T1N015530/01-070410

[ SAGGITIOKA3ATEJHN LIMITI/HOPMA

RISULTATI/PE3YJILTAT |

CARATTERISTICHE / XAPAKTEPUCTHKH

| Aspetto / Onncanune Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
Tpononrorartste, OCKHE
TabneTin, ¢ pasgenuTensHoli
puckoii Ba obenx cropouax

Codifice / Kon (rpaenpopka) Incisione NMO ¢ “4”
stilizzata su entrambi i lati /
I'pasuposka NMO 1
CTHAN30BaNHaA “/f” Ha IBYX
CTOpOHaX

| Colore /et Azzurro / FonyGoii

IDENTIFICAZIONI / NOAJTMHHOCTE TIIAMETTHPHIA

LC/B3XX Conforme / CooteeTcTBYET

Infrarosso / UK Conforme / CootBeTcTBYET

Agente colorante / [TomnHHHOCT Conforme /-CootaercTayer

Kpacurens

TTOKA3ATENMN

Dissoluzione valore medio / AVG >=85%
3Ha4YeHHE pACcTBOPEHHA TIOCTe

I5 munyT (Q=80 %)

Dissoluzione valore minimo / MIN | >=85%
3Ha9eHHE PACTBUPEHHA NOCNE

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i Iati /
Ipononroratkle, MNOCKHE
TabREeTKH, € pazaeaHTensbHOM
pHckoit Ha oBenx cropoHax

Incisione NMO e “4#”
stilizzata su entrambi i Jati /
I'pasnporxa NMO n
CTHIM30BAHHASA “/1” Ha IBYX
CTOPOHAX

Azzurro / Fomy6o#t

Conforme / CooTBETCTBYET

Non testato su questo lotto.
Frequenza test: un lotto ali’
anno / He BrInORHAETCA Ha
stolf cepuy, YacToTa: ooHa
CEpHA B TOA

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BrINonHseTcq Ha
310l cepuy. UacToTa: onHa
CEpPHS B IO

9 %
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Ceprudnxar ananuza/

CenTuhurar cooTBeTeTRUA

Canopu C.n.A.

Crpapa Crarane 17, km 22
67019 Cxonmnuro (AQ)
Hramns

Ten. +3% 0862 717021/ 7151
Pakc +39 0862 714005

SANOFI| up

SCO 80013607
Awmapun 4 mr, 6 x15 cpr CPRU
Jlexapcreennas gopma: TABJIETKH; ynaxoexaBulk: Gmucrep

Uniformita di dosaggio /
OnHOPOIHOCTE NO3HPUBAHNS
(EBp.®. 2.9.40)

IMPUREZZE / POJACTBEHHEIE
COEAMHEHHKA
Glimepiride-Sulfonamide /
Cnimenupua-cynsgoHamun

Altra singola / apyras ennuunan
npHMech

Total impurezze / cymmapuoe
CORepikaHue npumMeceii

TITOLO / KOIIMYECTBEHHOE
CIPEAENEHHE

Titolo (LC) / Konugectsenuoe
conepxanne (BOXX)

Conforme stage I'/ Cragua
COOTBETCTBYET

>=04%
>=02 %

>=0,9%

3,80 — 4,20 mr/ Tabnerky

MICROBIOLOGICO / MMKPOBHOJIOTMYECKA A YHICTOTA

Obwee vHCHO a3poGHEIX
MukpoopranusMos (TAMC; KOE/T)
Obuee auCn0 APOAIKEBLIX U
mecHeBbIx rpubos (TYMC,
KOE/T)

Escherichia coli

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJTE

YTTAKOBOYHOIO MATEPHAJIA
Controllo confezionamento /
KOHTPOJIb YTIAKOBOUYHOI'Q
MATEPHAJIA

<= 10°

<=10?

Assente / g — OTcyTeTBYeT/ T

Conforme / CooTeerctayer

AJIIOMUHHHAMIBX
Koo GMID 00454132
Lotto/Cepus C740
Prod./Iata 13-MAA-2019 Cpok roatocTy: AITP-2022
NPOHU3BOACTBA!
JHocbe npenapara: 120490000TA00004
HopmaTtuenbiii HopmartueHbii nokyment Ne ITN015530/01-070410
JOKYMEHT:
| SAGGUTIOKA3ATEJH LIMITVHOPMA RISULTATI/PE3VJIBTAT |
15 munyT
Valutazione dissoluzione
/ Ouenka pacTeopeHns (Esp.®.) Conforme stage I / Cramas 1 Conforme stage 1/ Cragua |
COOTBETCTBYET COOTBETCTBYET

Conforme stage 1/ Craaus 1
COOTBETCTBYET

0,2%
He onpeaenserca

0,2 %

3,99 mr / Tabnetry
<10

<10

Assente/ g O’my'rcmyerf
r {ﬂn‘“‘ o
\\')

.__,\.‘
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Cepruduxar ananusa/ SANOFI Q‘?

Ceptuhukar cooTrReTCrRUS
Canodu C.n.A.
Crpana Crarane 17, km 22
67019 Cxonnuro (AQ)
Hranus

Ten. +39 0862 717021 / 7151

Qakc +39 0862 714005
SCO 80013607
Awmapun 4 mr, 6 x15 cpr CPRU
HCKaPCTBeHHauﬂ ¢opma: TABJIETKH; ynaxoskaBulk: 6nucrep
AJIIOMHHHH/MIBX
Kon GMID 00454132
Lotto/Cepus C740
Prod./ara 13-MAS-2019 Cpoxk roanocTH: AITP-2022
NPOU3BOACTEA:
Hocebe npenapara: 120490000TA 00004
HopmatusHmii HopmarueHetii noxyment Ne ITNO15530/01-070410
JOKYMEHT:
SAGGI/TIOKA3ZATEJN LIMITI/HOPMA RISULTATI/PE3IYJILTAT

Pesynbrarst avanusa Ha MEKPOGHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErHCTPALMOHHOTO ACCHE H
BHYTPEHHHX METOAMK. JJaHHaA cepua Npenapata Gbina H3TOTOBNEHA, BIIOYAA YIIAKOBKY 1 KOHTpOINbL KA4eCTBRa, B
TIONHOM COOTBETCTBUM ¢ AeHCTRYIOMMMY TpefopaHmsmMn npasin Hannexamel NnpoH3BOACTBEHHOM [PaKTHKU
(GMP), ycTanOBIEHHBIMH MECTHBIMH PETYAATOPHLIMH OPraHaMK, A TAKXKE B COOTBETCTEHH CO cnentidukannams,
[PEXYCMOTPEHHBIMH PETNCTPALIMOHHEIM YAOCTOBEPEHHEM CTPAHBI-HMNOpTepa. OTYETH MO H3TOTORIEHHIO,
YNaKOBKe i ananu3y cepuii 6buTH NPOBEPEHL! W NPH3HAHE! COOTBETCTRYIOMIMK TPeGoBaHIAM, OTKIOHEH)S NO
KaueCTBY, €C/H TAKOBbIE HMEIOTCHA, GbLI TIONHOCTBIO PACCAE0BAKBI H 0106peHE!. HacTosmum a NOATBEPKAALD,
9TO NPEACTaBNEHHAA BhIIE HHQOPMALHS ABASETCA NOLTHHHON H TOTHO!,

3anouenne YnoAHnOMOYMERHOIO HHIA

Decision/3axmouenne: Approvato / YTeepinena
Date/mara: 8-Mion-2019 17:59:23.00

Decisins GA/Oreercrpennsni  Iponepuy hxandpanxa (Properzi Gianfranca)
3a obecneueHne KauecTsa:

CepTidmkaT aHATH32 UMEET 3NEKTPOHHYIO NOANHCS, TIONYYEHHYIO NIPH NOMOLLM BATTHAHPOBAHHOH
naBopaTopHOit MHOOPMALIMOHHOI CHOTEMBL.

Meuars/: Canodu C.n.A. * VnonHoMouenHoe 1o * (Aneccannpa Maypuumo (Dr. Alessandra

Maurizio))
Monnucs/
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Mevtifirate nf Analvcis /
Certificate of Compliance

sanofi S.p.A.

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

Tel: +39 0862 717621 / 7151
Fax: +39 0862 714005

SANUIF g

Site SCOPPITO

8CO 800138507

GMID code: 00454132
Lotto/Batch: €740

Prod./Mfg.: 13-MAY-2019
Dossier Reference: 1204%0000TRO0004

Amaryl 4mg, 6x15cpr CP RU
Pesage form:TBLTS; PackBulk:BlisterALUPVC

Scad, /Exp.:

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

APR-2022

LIMITI/SPECIFICATIONS

[ sAGGY/TESTS
&

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR
Agente colorante/Coloration agent

TESTS

Disscluzione valore medie /AVG value
dissclution after 15 (Q=80%):
Dissoluzione valore minimo /MIN value
dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eu.)

Uniformita di desaggio / Uniformity of
dosage units {Ph.Eur. 2.9.40}
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride~Sulfonamide /
Glimepirid=-Sul fonamide

Altra singola / others each

Totall impurezze / Related substances
total

Compresse cblunghe, piatte, con linea di Compresse oblunghe, piatte, con
rottura su entrambi i lati / oblong,
flat tablets with break line on both

sides.
Incisione NMO e chx» stilizzata su

entrambe i lati / Engraving NMO and

stylized «h» on both sides.

Rzzurro / Light blue

Conforme / Comply
Conforme / Comply

Conforme / Comply

»>= B5 &

>= B85 %

Conforme stage I / Stage I

conforms

Conforme / Comply

<= 0,4 8

<= 0.2 %
<= 0.9 %

linea di rottura su entrambi i
lati / Oblong, flat tablets with
break line on both sides.
Incigione WMO e «h» stilizzata
su entrambe i lati / Engraving
N0 and stylized «h» on both
sides.

Azzurro / Light blue

conforme / Complies

Ron testato su gquesto lotto.
Frequenza test: un 1ntto
alltanno/Non performed on this
batch., Frequency: one batch/year|
Non testato su guesto lotto.
Frequenzs test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year

96 %
94 3
Conforme stage I / Stage I

conforms
Conforme stage I / Stage I
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Certificate of Compliance S A N U I"‘ | : d{j

Site SCOPPITO

sanofi S.p.A,

Strada Statale 17, Em 22
67019 Scopplto (AQ)
Italy

Tel: +39 0B62 717021 / 7151
Fax: +39 0B62 714005

SC0_80013607 ]
Amaryl dmg,6xlSepr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454132
Lotto/Batch: C740
Pred. /Mfyg. : 13~-MBY-2019 Scad, /Exp.: APR-2022

Dossier Reference: 120490000TAD0004
Normative Document: Normative Document No. P N015530/01-070410

\, 7
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS |
TITOLO/ASSRY

Titolo / Content {LC) 3.80 - 4.20 mg (tbl} 3.99 mg [tbl]
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY  __ .

TAMC {CFU/g} <= 10*3 <10

TYMC (CFU/q) <= 10*2 <10

Escherichia coli Assente/g - Absent/g Assente/g - hbsent/g

CONTROLLO MATERIALE CONFEZIONAMENTO / PACKAGING MRTERIAL CONTROL

Contrello confezionamento/Packaging Conforme / Comply Conforme / Complies

material controel
.
Y

Microbiological Analysis is carried out as skip test. Test freguency is based on the registration dossier and site
internsal procedure.

This batch of product has been manufactured, including packaging and Quality Centrol, in full compliance with the
current GMP ruquivements of the local Regulatery Authority

and with the specifications laid down in the Marketing Authorizatien 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 autherized.

The potential impact of the deviation on gvality, 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.
I hereby certify that the above intformation are authentic and accurate.

R

ke ; Sanofi S.p.A,
Decision Approvato / Approved | Qualified Person
Decision date 8-JUL-20192 17:59:23.00
Signed by a2 qualified persan Properzi Gianfranca

This Certificate of Analysis has been electronally signed from a valldated LIMS.
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