JEKJIAPALIIASI O COOTBETCTBHH

JAEKJIAPAHT, TIPUHUMAIOIAHA JEKJIAPAXHIO O COOTBETCTBUH

AO "Canogpy Poccun"”

Ceedenus 0 pezucmpayuu opzanusayuy. Meoicpationnas uncnexyus Dedeparsnoti Harozoeod cryxcbv Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, &. Mocxsa, yn. Teepexan, d. 22. Teregpon/axc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrvii Oupexmop Mowsic O.A.

Hosepennoe auyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

SAABJSAET, YTO
hexapcmeennoe cpedcmeo: Amapun, mabremxu 3 me 15 wim., ynaxosxu avetikosble konwmypHoie (2), nauxu

xapmonnsie, PY Ne I N015530/01 om 23.03.2009 (dama samenst 13.12.2016) enroano Canou-Aeenmuc
Hoinano InbX, cepun U729, napmun 24078 ynarosox, z0den do 01.09.2021, npousecdcmsa Canogpu C.n.A.,
Hmanus, Sanofi Sp.A., 8.5. 17 kan 22, 67019 Scoppito (4Q), Italy, xod OKII/]2 21.20.10.119, kod TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485060154 om 06.11.2018

COOTBETCTRYET TPEREOBAHHAM

I NOIS530/01-070410 usm. Ne 1-5

AEKTTAPAITHS IIPHHSATA HA OCHOBAHUH

npomoxon ucnoimanuli Ne 3440 0 om 19.11.2018 HJT OO0 HI] "OAPMOBOPOHA", ammecmam
axxpeoumayuy POCC RU.0001.21 @140, Cepmugpuxam POCC IT.PM08,C27757 om 19.11.2018

T,
M\;I‘f PUHATAS TEKIAPALDAH 19.11.2018
Y O o A
SEKIAPALS JEHCTEHTETBHA 10 01.09.2021
! 1(;%{;‘;\ PU?CME’\E%

N 5"5 Crenanos C.C.

CBEJEHMSI O PETUCTPALIUN

OPTAH ITO CEPTH®HKAIIUHA, SAPEFTUCTPRPOBABIITHN JEXIAPAITHIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKAILTHH ITPONVKIHH OFLECTBO C OTPAHUYEHHOE
OTBETCTBEHHOCTEIO "OKPY)KHOH LEHTP KOHTPOJII KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, zopod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.;(495)788-02-88, ae6-
catim: oyxkK.pegp.

AEKJIAPAHASA O COOTBETCTBAM 3APETVICTPHPOBAHA M POCC RU HA-IT.DOMO8.A.07472/18
JATA PI_:}I:THCTPAIII/]H 19.11.2018
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SANOFI

Carodu C.n.A., Utanus
Stabilimento di Scoppito 1-67019
Scoppito (L'Aquilla) Italy

Cepus:

U729

CEPTHO®UKAT AHAJIN3A

AMapuia®, Tabaerku 3 Mr 6incTepnl — 15-N2

Hpoussemen: 10/09/2018

TlNonen no:

09/2021

HJL 11 N015530/01-070410

HOKA3ZATEJIN HOPMBI PE3YJIbTATHI
Onucanue Tabnerku GneaHo-KENTOrO LBETA, NPOAOITOBATHIE, CooteercTBYET
NIOCKUE, ¢ pa3feauTenbHON pucKol Ha 06eMx cTopoHax.
I'pasnposka NMN u crinusosannas «h» na AByX croponax
Cpennss macca tabnetox™® | 170 mr + 7,5%. CooteeTcTBYET
Oanoponnocts no macce* | He menee 90% (18/20) tabnerok MOTYT UMETL oTKnoHeHue | CooTBeTcTBYeT
+ 7,5% ot cpeanHeit macchl TablieTok, u He Gonee 10%
(2/20) rabneTok MOTYT HMETL OTKITOHEHME * 5% OT CootsercTRYET
CpeaHei Macchl TabneToK.
Pacreopenue He menee 80% (Q) or 3asasnennoro conepxanus 93%
TITHMENHMPHIA AOJKHO MEPEHTH B PacTBOp vepes 15 Munyr.
IoanwHAcCTL Rt (o6pasua) = Rt (cranpapra + 3%). CooTBercreyer
[ITHMMEITHPHIA
Poncreennsie - TIIHMENUpHA — cyaepdoHaMu He Gonee 0,4% 0,2%
COETHHEHNA ** - CORepkanye Apyroi eAHHWYHOH npumech He Gonee 0,2% | CoorseTcTRyer
- CYMMapHO¢ CoiepxaHne npumeceiide Gonee 0,9% 0,2 %
OxnopoaHocTh 85% - 115%. Ornocutensuoe cranaapt. oTii. < 6,0 %. CootBeTcTRYET
JO3UPOBAHHS
Konuuecteennoe 2,78 - 3,15 mr/rabnerxy. 2,97
coaepKaHHe
rauMenupuaa**
Mukpobuoaornueckas Kateropus 3 A. CoorpercTByer
yrcroTa®
Obwee HHCIO a3po0HEBIX He Gonee 1000 KOE/r 0 KOE/r
OakTepuii
Obuiee uncio rpubos He 6onee 100 KOE/r 0 KOEr
OTl(_:yTCTBue Escherichia OTCYTCTBHEB | T Orcyrerayer
coli

*- nokazaTens BBeAeH (QUPMOE B COOTRETCTBUM ¢ TpeGOBAHMAMM, npuHATEIME B PO Kk cranaapruzaumn
AAHHOH NEKapCTBEHHON QOpMBI, ¥ He BKUIKOYEH B cepTHdUKAT anantuia dupmsl. Kagectso nperapara ro 3Tomy
NOKAa3aTeI0 rapaHTHpyetcs gupmoii,

" — HOPMBI NPEJCTARIEHB! HAa KOHELl CpoKa roAHOCTH. OHM OTIIMYAIOTCA OT HOPM, NPEACTABNEHHEIX B
CePTH(MKATE AaHATN3A FOTOBOTO NPOAYKTA IPH BBITYCKE.

YkasaHHas cepus IPOMIBENEHA B COOTBETCTBHM C AeHCTRYIOIWMMH TPeGOBAHNAMY PErUCTPALMOMHOTO J0ChEe
W NpaBk/laMy HajjIeKaleH NPaKTHKY POM3BOACTRA JIeKapCTBeHHbIX cpeacts (GMP).

Kakue-nnbo 3HauMMble WAH KPUTHYECKHE OTKIOHCHMS OT periaMeHTUPOBAHHBIX TAPAMETPOB He
3aPerUCTPHPOBAHDI.

AQ «Canodm Poccusin
Ajapec: 125009 Mocksa, va. Teeperag. 22, Teas (493) 721-1400. duaie: (495) 721-14 11 www.sanofi.ru




SANOFI
Canodu C.n.A., Uranusa

Stabilimento di Scoppito 1-67019

Scoppito (L'Aquilla) Italy

CEPTHO®HUKAT AHAJIH3A

Amapua®, tabaerku 3 mr 6ancrepsi — 15-N2

Cepus: U729
Ilpouzeenen: 10/09/2018
Tonen no: 09/2021
HATI NO15530/01-070410

ITOKA3ATEJH HOPMBI PE3YJIbTATbI

Pemenue: Beimymen 12/10/2018 YnomaoMoueHHoe nuno: Alessandra Maurizio

AQ «Canodn Poccnsy»
Aapee: 123009, Moeckea, v, Teeperas. 22, e (4933 721-1400, dage: (495) 728141 www sanofi




Certificate of Analysis /
Certificate of Compliance

sanofi S.p.A.

Strada Statale 17, Km 22
670182 Scoppito (BQ)

SANOFI

Ttaly
Tel: +39 0862 717021 / 7151
FPax: +39 0B62 714005
r ~
SCO 80013502
EAmaryl 3mg,2xiScpr CP RO
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 00240422
Lotto/Batch: 0729
Prod./Mfg.: 10-SEP-2018 Use before date: SEP-2021
Dossier Referernce: 120490G007A00003
Normative Document: Normative Document No. P N0O15530/01-070410

[ SAGGI/TESTS

L.

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONL/IDENTTFICATION
Lc

Infrarosso / IR

Agente colorante/Coloration agent

TESTS
Dissgluzione valore medio /AVG value
1Q=80%) :

Dissoluzione valore minimo /MIN value

dissclution after 157

dissolution after 15':

Valutazione dissoluzione / Dissolutien
evaluation {(Ph.Eu.}

Uniformita di dosaggie/Uniformity of
dosage units (Ph.Eut., 2.9.40)
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-sul fonamide /
Glimepirid-Sulfonamide

Altra singola / Others each

Totall impurezze / Related substances

total

LIMITI/SPECIFICATIONS

Compresse oblunghe, piatte, con linea di

rottura su entrambi i lati / Qblong,

flat tablets with bilg;e;a;_scére»ling :

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

Gialloc pailido / Pale yellow

Conforme [_Coﬁply :
Contorme / Comply . .

Conforme / Camply . . .

>= BS %
»>= B3 %
Conforme stage I / Stage I

conforms
conforme / Comply

<=

" RISULTATI/RESULTS |

:_lati / Oblong,

. bilateral score-line

Compresse oblunghe, platte, con
“linea di rottura su entrambi i
flat tablets with

V_Incisione NMN e "h" stilizzata

su entrambi i lati / Engraving
"NMN and stylized "h" on both
sides

o .Giallo pallido / Pale yellow

:.Conforme / Comply

Non testato su guesto lotto.

.-Frequenza test: un lotto

all’anno/Non perfermed on this

- batch. Frequency: one batch/year

Non testatec su questo letto.
Frequenza Test: un lotto
all’enno/N¥on performed on thils

batch. Frequency: cne batch/year

93 %

Coel w

Conforme stage I / Stage I
contorms

Conforme stage I / Stage I

':.conforms
0.2 0%

‘I Non rilevabile/Not deteclable
0.2 %
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Certificate of Analysis /

Certificate of Compliance SANOF| _g

sanofi $.p.A.

Strada Statale 17, Km 22
67019 Scoppite (AQ)
Ttaly

Tel: +35 0862 717021 / 7151
Fax: +3% 0882 714005

-

SCO 80013502
Amaryl 3mg, 2x15cpr CP RO
Dosage form:TBLTS; PackBulk:BlisteraLUPVE

GMID code: 00240422
Lotto/Batch: U729
Prod./Mfg.: 10-SEP-2018 Use before date: SEP-2021

Dossier Reference: 120490000TRO0003
Normative Document: Nermative Document Neo. P N015530/01~070410

[ SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
[ ritotosassay ' R A B

Titolo (LC) / Content (LC) 2.85 - 3.15 {tbl] .. . ¢ . . 2.97 mg [tbll
MICROBiOLOGICO/MICROBIOLOGICAL QUALITY o B

TAMC (CFU/g) <= 10*3 <10

TYMC (CFU/g) <= 1072 <10

Escherichia coli hssente/g - Absent/g 'Assente/g ~ hAbsent/g

CONTROLLO MATERLALE CONFEZICNAMENTO/PACKRGING MATERIAL CONTROL ) )
Controllic confezionamento / Packaging Conforme / Comply _:'_B_3 Lo _HE Ll Conforme / Comply

material control

Microbiological Analysis is based 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 regquirements of the local Regulatory Authority and with the specifications laid down in the
Marketing Authorization of the importing country. The hatch processing, packaging and analysis records have been
reviewed ang

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

Qualified Person Decision
Decision/Decisione: Approvato / Approved Quiatified Pém;n
Date/Data: 12-0CT-2018 12:17 } ¥ z ' }
- o o _p’\lkaww‘g AT e
Responsible QA/Decisione QA: Properzi Gianfranca * (. Alessandra Maurizio) I%ﬂ’

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