AEKJAPAIIMS O COOTBETCTBHUH

JEKJIAPAHT, IIPHHAMAJIOIINHA JEKJIAPAIIAIO O COOTBETCTBHHA
AQ "Canogru Poccun”

Ceedenua o pezucmparuu opzanusayuu: Mexcpationnas uncnexyus Qedepansnoti Hanozoeoii caysicber Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OT'PH 19.08.2002.

Adpec: 125009, e. Mockea, yn. Teepcras, 8. 22. Tenegon/haxc: 8 (495) 721-14-00/ 721-14-11
B auye: I'enepansuwiti oupexmop Mounac O.A.

Hoeepennoe nuyo: Knoxoea FO.C., dosepennocms 6/ om 01.12.2017

3AABJIAET, UTO
nexapcmeennoe cpeocmeo. Amapun, mabnemxu 4 mz 15 wm., ynaxoexu aveiixoebie xonmypusie (2), naviy .

xapmownnvie, PY No IT N015530/01 om 23.03,2009 (0ama 3amenw 13.12.2016) svidano Canogu-Asenmuc
Hotiunand ImbX, cepus U719, napmua 27627 ynaxosok, zoden do 01.10.2021, npouseodcmea Canoghu C.n.A.,
Hmanus, Sanofi S.p.A., 8.8. 17 km 22, 67019 Scoppito (AQ), Italy, koo OKIIG2 21.20.10.119, xod TH BT
3004900002, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485060528 om 28.11.2018

COOTBETCTBYET TPEGOBAHHSIM
I NO15530/01-070410 wam. Ne I1-5

JAEKAAPAITHS ITPHHSITA HA OCHOBAHMH
HPOMOKOR ucnstmanuii Ne 36370 om 06.12.2018 HJI 000 HII "®APMOBOPOHA" ammecmam
axxpedumayuy POCC RU.0001.21@JI40, Cepmughuxam POCC IT.OM08.C29292 om 06,12.2018

ST Ty,

JIAT, “jIPI/IH&'I}iIfl\?gIEKJIAPAHHH 06.12.2018
JIE“KJIAPAW )IEﬁ‘CTBIfITEJIBHA HO 01.10.2021

A

Knoxosa 1O.C.
Mcs O.H.0
~

CBEJAEHUSA O PETUCTPALINN

OPIrAH ITO CEPTHOHKAIIAN, 3APEFHCTPHPOBABHINI JEKJAAPAITHIO

R4.RU. 11OMO08 OPIAH ITO CEPTHOHKALTHH ITPONVKIIHH OBHIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBRA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmuguxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepwoea, d. 4, sm. 5., men..(495)788-02-88, seb-
caiim. oyxx.pe.

AEKJIAPAITAA O COOTBETCTBHM 3APEFHCTPHPOBAHA M POCC RU J-IT. DM08.A.09365/18
JAT. CTPALINMN 06.12.2018
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Ceprudgmkar ananuza/ SA N Q El %‘%“-

Ceprudukar cooTBeTcTBHS

Canodu C.n A,

Crpana Crarane 17, km 22
67019 Cronmnuro (AQ)
Hrtanus

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

SCO 80013503
Amapun 4 mr, 2x15 cpr CP RU
JlekapeTeennan gopma: TABJIETKH; ynakoekaBulk: 6ancrep

ATHOMUHHHAIBX
Kon GMID 00240429
Lotto/Cepus U719
Prod./Jlata 1-OKT-2018 Cpok rogHocTh: OKT-2021
HpPOU3BOACTERA:
Jocwe nperapara: 120490000TA00004
HopmaTtHeHBIH Hopmartuanelil aokyment Ne 1 NO15530/01-070410
OKYMEHT:
SAGGVIIOKA3ATEJIH LIMITUHOPMA RISULTATUPE3YJILTAT -

CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onncanne Compresse oblunghe, piatte,
con linea di rottura su
entrambi 1 lati /
TNpononrosateie, nnockue
TabNeTKN, ¢ pazgenTeabHOl

pucKoit Ha 0beux cTopoHax

Incisione NMO e "
stilizzata su entrambi 1 lati /
Ipaeuporxa NMO u
CTHAW30BAHHAA “/” Ha ABYX
CTOPOHAX

Codifice / Koz (rpaBuposka)

Colore / Liser Azzurro / Tonybo#

IDENTIFICAZIONI / TTOJIMHHOCTD TTIUMETIMPHIA
LC/ BIKX eTeTi

Infrarosso / UK

Conforme / CooTBeTcTBYeT

Non testato su guesto lotto,
Frequenza test: un lotto all’
anno / He BBINONHsETCS Ha
310# cepuu. Hactora: omHa
cepud B 1o

Non testato su questo lotto.

Agente colorante / [lonnsHHOCTD
Frequenza test: un lotto all’

KpacHTe A anno / He BRInoJHAeTCH HA
. 3Tol cepun. YacToTa: onna
: CEpHA B rog
MOKA3ATEJH '

Dissoluzione valore medio / AVG 98 %
3HAYEHHE PACTBOPEHUA NOCE

15 munyt (Q=80 %)

Dissoluzione valore minimo / MIN ;95 %

3HaYEHHE PACTBOPCHHA noche

rap _coa_resultats v5 Crpannua l /3




Cepruduxar ananusa/
Ceprugukar cooTBeTCTRBUS
Canotu C.nA.
Crtpana Crarane 17, xm 22

67019 Cronnuro (AQ)
Hranus

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

SANOFI o8

SCO 80013503
Amapnn 4 mr, 2x15 cpr CP RU

Jexapcreennas gopma: TABJIETKH; ynakoexaBulk: 6aucrep

AJTIOMUHUA/TIBX
Koa GMID 002404206
Lotto/Cepus U719
Prod./Jlara 1-OKT-2018
NPOM3BOACTEA:
Hocke npenapara: 120490000T A00004

HopmaruBubiii
JOKYMEHT:

Cpox roanocTu: OKT-2021

Hopmarusreiii goxyment Ne [T NO15530/01-070410

SAGGIINNOKA3ATEIH

RISULTATI/PE3YJILTAT.

15 MuHyT
Valutazione dissoluzione
/ Ouexka pacteopenus (Esp.d.)

Uniformita di dosaggio /
OnanOpPOAHOCTL AO3UPOBAHNSA
(Esp.®. 2.9.40)

IMPUREZZE / POOCTBEHHLIE
COEJMHEHH S
Glimepiride-Sulfonamide /

Inunvenmipua-cynnhbonamya

Altra singola / aApyras eaunnuHas
HPHMECh

Total impurezze / cymmapnoe
conepKaHue npumecei

TITOLO / KOMUYECTBEHHOE
OTPEJEJAEHWE

Titolo (L.C) / Konuuectaennoe
conepxkanue (BOXKX) _
MICROBIOCLOGICO / MUKPOBHOJO
Ob1mee 4ucno aspobubIx
muKpoopradusMoB (TAMC; KOE/T)
Ob1iee YUCHO IPOXKKEBLIX U
nnecnersx rpubos (TYMC, KOE/M)
Escherichia coli “Assentc ITCYTCTBYET /.
CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb
YHAKOBOYHOTI'O MATEPUATIA
Controllo confezionamento /
KOHTPOJIb YITAKOBOYHOI'O
MATEPHAJIA

Conforme stage 1/ Craana |
' COOTBETCTBYET

Conforme stage [/ Cranua |
: COOTBETCTBYET

S 02%

. He onpenensercs
- 0,2%

: 4,02 mr / TabneTky

-~ Assente / £~ O1cyTeTBYET / |

-~ Conforme / COOTBETCTBYET
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Ceprudukar anajnza/ SANOFEK] gﬁ

Cepruduxar cooTBeTCTBHS

Canogm C.n.A.

Crtpana Crarane 17, km 22
67019 Ckorinwro (AQ)
Wranus

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

SCO 80013503
Amapun 4 mr, 2x15 cpr CP RU
Jexapcreennan popma: TABJIETKU: ynakoskaBulk: 6ancrep

AJIOMWHUWH/MTIBX
Kox GMID 06240429
Lotto/Cepua U719
Prod.//lara 1-OKT-2018 CpokK rogHoCcTH: OKT-2021
APOH3BOACTEA:
Jlocke npenapara: 120490000TAD0004
HopmarueHbli HopmaTuesbiit aokyment No 11 NO15530/01-070410
JOKYMEHT!
SAGGI/IIOKA3ATEJ LIMITUHOPMA RISULTATI/PE3YJIbTAT.

PesynsTartsi ananisa Ha MUKPOOKONIOrHYECKYIO YHCTOTY COOTRBETCTRYHOT HOPMAM PETHCTPALMOHHOTD JI0Che H
BHYTpPEHHUX MeTOoAUK. JfaRHas cepus rpenapara Oblia H3rOTORNEHE, BKIOUAES YIAKOBKY ¥ KOHTPONb KauecTBa, B
TIONHOM COOTBETCTBMH ¢ AeHcTBylomuMy TpeboBannamu npasun Hazxnexamed mpoussoAcTReHHON NpakTHKH
(GMP), ycTaHOBACHHBIMH MECTHBIMM PErYIATOPHEIMA OPTaHaMK, 2 TAKOKE B COOTBETCTEUN CO CHELMDHKALIHAMY,
NpenyCMOTPEHHBIMH PETHCTPALIMOHHEIM YOCTOBEPEHHEM CTPaHbI-UMOpTepa. OTYEThl N0 H3TOTOBNSHHUIO,
ynakoBke 1 aHAMH3Y ceprii Ob111 ApOBEPeHbl H NPH3HAHB] COOTBETCTBYIOLMMH TpeboBannam. OTKIOHEHHS [0
KaueCTBY, €C/TH TAKOBhIE HMEIOTCS, ObLIH TIOHOCTBIO PACCNEA0BaHb! W 0400peHbl. HaCTORILAM 31 FOATBEPHIAD,
4TO NPEACTARNEHHAS BRIUE HH(OPMaLHA ABASETCA OLIMHHONA W TOUHOR.

Decision/3akmrouenne: Approvato / YTeepkaeHa
Date/nara: 13-HOABPs- 2018 17:59
Decisins GA/OTBeTCTBERHLII Marsili Alessandro

3a obecnedenne Kavecrsa:

CepTupukaT aHafiuza HMEeT HICKTPOHHYIO NOATINCH, HOJIYHEHHYIO TIPH NOMOLLM BATHAHPOBAHHOM
nadopaTopHoil HHGOPMALMOHHOR CHCTEMBI.

Meuarts/: Canodu C.m.A. * YnonnoMouennoe nuuo * (Mapud Kacrurnuoue) (Dr. Maria Castiglione))
/Moanuce/ 14-11-2018
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Certificate of Analysis /

Certificate of Compliance S A N O = E

sancfi S5.p.A.

,
Etrada Statale 17

67019 Scoppiio {AQ}

Km 22

italy
Tel: +39 0862 717021 / 7151
Fax: +39 DB62 714005
5CO 80013503
Amaryl 4mg,2x1bcpr CP RO
Dosage form:TBLTS; PackBulk:BlisterARLUPVC
CMID code: 00240429
Lotto/Batch: u7l9
Prod. /Mfg.: 1-0CT-2018 Use pbefore date: OCT-2021
Dussier Reference: 120490000TAGCO04

Normative Document:

N

Normative Document No.

P NQ15530/01~070410

SAGGI/TESTS

RISULTATI/RESULTS |

CARATTERISTICHE /CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
Lc

Infrarosso / IR

Agente colorante/Coloration agent

TESTS
Dissoluzione valore medio /AVG value
(Q=80%) :

Dissoluzione valore minimo /MIN value

dissolution after 15'

dissclution after 15':

Valutazione dissoluzicne / Dissclution
evaluation (Ph.Eu.}

Unifermitad di dosaggic / Uniformity of
dosage units {(Ph.Bur. 2.9.40}
IMPUREZZE/DEGRRDATION IMPURITIES
Glimepiride-sulfenamide /
Glimepirid-sulfonamide

Altra singola / Others each

Totali impurezze / Related substances
total

LIMITI/SPECIFICATIONS

Comp;ésgg_gblunghe._pia;té, con linea di
rotfﬁra sy gﬁ;#amsi i:lap% / ©blong, .
fla;.tgb;eﬁsiﬁith_ﬁzgak line pﬁ.bé;h o
31#351_:5 ST e T

Incisiéne BMO e «h» stilizzata su y
entrambe ;_lgti_/_ng#;ving HMO and ..

stylized «his on both sides. i .-

Confo¥ﬁé_l.gdﬁbly
Conforme / Comply

Conforme / Copply e

Conforme stage I / Stage I °:
conforms R

Céﬁfotﬁé'?lcbmp;y,v

~lati / cblong,

~ Conforme

V- Conforme

Compresse oblunghe, piatte, con

.+ linea di rottura su entrambi i

flat tablets with

*. preak line on both sides.

.Encisione NMO e «h» stilizzata

su entrambe i lati / Engraving

0 NMQ and stylized «h» on both
- sides.
i azzurre / Light blue

P Contorme / Comply

" Non festato su questo lotteo.

Frequenza test: un lotto

all’ann¢/Hon performed on this

;’hatch. Freguency: one batch/year

Non testato su questc lotto.

5 Freguenza test: un leotto
" all’anno/Non performed on this

77 pateh. Frequancy: one batch/year

98 %

a5 %

stage I / Stage I

. conforms

stage I / Stage I

"' conforms

0.2 %

"Non rilevabile/Not detectable
2 0.2 %
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sanofi 8.p.A.

Certificate of Analysis /
Certificate of Compliance S A N Q F E

Strada Statale 17, Km 22

67013 Sceppito (AR}
Traly

Tel: +39 0862 717021 /
Fax: +39 0BE2 714005

7151

SCC B0013503
Amaryl 4mg,2x1l5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

Escherichia coli

Assente/q - Absent/g

CONTROLLO MATERIALE CONFEZICQNAMENTC / PACKAGING MATERIAL CONTROL

Controlle confezionamento/Packaging Conforme / Comply

material control

GMID code: 00240429
Lotto/Batch: U719
Prod. /Mfg.: 1-0CT-2018 Use before date: OCT-2021
Dossier Reference: 120490000TAQGCO04
Normative Document: Normative Document No. P NO1553C/01-070410
[SAGGI/TESTS "LIMITI/SPECIFICATIONS " RISULTATI/RESULTS
TITOLO/ASSAY e RN
Titole / Content (L) 3.80 - 4,20 mg [tbl] " 4.02 mg [tbl)
MICRORIOLOGICO/MICROBIOLOGICAL QUALITY TR o
TAMC (CFU/g) <= 103 <10
TYMC (CFU/g) <a {72 <10

' Assente/g - Absent/g

Conforme / Comply

has been manufactured,

Marketing Authorization of the importing country. The batch processing, packaging and analysis records have been

reviewed and

r . . . .
Microbiological Analysis is based on the registration dessier and site internal procedure. This katch of product

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

found to be in compliance. Quality deviations, if any, have been fully investigated and authorized. I hereby
certify that the above information are authentic and accurate,

Mﬁed Person Decision

.

Decision/Decisione:

Date/Data:

Approvate / Approved
13-NOV~-2018 17:59

Responsible QA/Decisione QA: Marsili Alessandro

S4noT; 5p.A.

Qua“ ?'}?‘ Pi}r-.‘
e AN g e
/L(’a’/fr?«é:sﬂf G’W ,zo,-fcg

{Dr. Maria ¢aNiui.
X DR

This Certificate of hnalysis has beén electronally signed from a validated LIMS,
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