AEKJIAPATINS O COOTBETCTBHUU

AEKJIAPAHT, TIPUHUMAIOIIHIA JEKJAPAIIUIO O COOTBETCTBUH

AO "Canogpu Poccusn"

3apeaucmpuposano : Mexcpationnas uncnerxyus MHC Poccuu Ne39 no 2. Mocxee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, & Mocksa, yr. Teeperan, 0. 22. Teneghon:8 (495) 721-14-00

B nuye: I'enepanvnoiti dupexmop Adamsn H.B.

Hosepennoe nuyo: Knoxoea FO.C., dosepennocmn 6/n om 01.12.2017

3ASIBJISIET, UTO

nexapemeenHoe cpeocmeo. Amapun mabnemxu 3 me 15 wm., ynaxoexu ayetixosvte roumypHuie (6), nauxu
xapmonnvie, PY Ne IT NO15530/01 om 23.03.2009 (dama samenvt 13.12.2016) ewdano Canogpu-Aeenmuc
Hotrinano I'm6X, cepus B713, napmus 11184 ynaxosox, 200en do 01.12.2020, npouzeodcmea Canogu CnA.,
Hmanusa, Sanofi S.p.A., 8.8 17 km 22, 67019 Scoppito (40), ltaly, koo OKIT/2 21.20.10.119, koo TH B3/
3004900002, koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485055957 om 21.03.2018

COOTBETCTBYET TPEEOBAHUSAM
TINO15530/01-070410 uzm. Ne 1-3

AEKJIAPAIIMS TPHHATA HA OCHOBAHUHN
npomoron ucnvimanui Ne 790 6 om 28.03.2018 HJI OO0 HI] "PAPMOBOPOHA", ammecmam axxkpedumayuu
POCC RU.0001.21QJI40, Cepmugpuram POCC IT.OMO8.C10370 om 28.03.2018
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CBEJEHMA O PETUCTPALIMUA

OPI'AH IO CEPTH®HUKAILINH, 3APETUCTPHPOBABIN M NEKJIAPAITAIO
RA.RU.11®OMO08 OPI'4AH 110 CEPTH®HKAILJHH TPOAYKIIHH OBIIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYXXHOH IJEHTP KOHTPOJIS KAYECTRA"

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, aopec op2ana no
cepmutpuxayuu: 115280, 2. Mockea, yn. Macmeprosea, 9. 4, 5, men.:(495)788-02-88, eefi-caiim: oyxx.peh.

I[EKJIAPAIIHH 0 COOTBETCTBUH 3APETHCTPUPOBAHA N POCC IT.®M08.796131
AT 2 PAITMH 28.03.2018
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Canodu C.i.A., Uranus
Stabilimento di Scoppito 1-67019
Scoppito (L'Aquilla) Italy

Cepus:

B713

CEPTHOMKAT AHAJIN3A

Amapua®, Tabaerku 3 Mr 6amcrepsi — 15-N6

HNpoussenen: 05/12/2017

Tozen no:

12/2020

HITTTNO15530/01-070410

INIOKA3ATEJIN HOPMbI PE3YJDbBTATHI
Onucanne Tabnetku OAeAHO-KENTOrD IIBETA, NPOJMITOBAThIE, CoortsercrByer
ILIOCKHE, © pa3s/eIMTENLHON PUCKOH Ha 0BeHX CTOpOHAX.
I"parupoeka NMN u cTummsoeanas «hy Ha HBYX CTOPOHAX
Cpeanas macca tabnetok* | 170 mr+ 7,5%. CooTsererayer
OanoponHocts no macce* | He menee 90% (18/20) Tabnetox MoryT HMeTh OTKAOHEHUE CooteercTByer
+7,5% oT cpeaneit Maccnl Tabnetok, 1 He Gonee 10%
(2/20) raGnerok MOryT UMeTh OTKIOHEHHE + 15% OT CooTBeTcTBYET
cpeHeil Maceel TabneTok,
Pactropenue He menee 80% (Q) ot 3asenennoro COAepKaRUA 99%
MHMENHPHAA QOKHO NepeiiTy B pacTBop depes 15 mubyT.
Honnunnoctn Rt (o6pasua) = Rt (crannapra + 3%). CootBetcTBYET
TIHMENHpU Ia
Poacreennnie - IIMMERUpHA — cyabdonamua He Gonee 0,4% 0,1 %
COETUHEHMA* * - COAepKAHUE NpYro¥ eNHHUYHOM npuMeck He Goee 0,2% ND
- CYMMapHOE COACpKaHHE puMeceiine Gonee 0,9% 0,1 %
OunHopoaHocTh 85% - 115%. OtHocuTenbHOE crauzapT. oTKA. < 6.0 %, CoorsercTryer
JO3RpOBaHUA
Kosnmuecteenuoe 2,78 - 3,15 mr/rabnetxy. 2,99
conepkaHue
rmuMenHpuaa**
Muxpobuonoruveckas Kareropus 3 A. Coorserctayer
uncToTa*

*— nokazatenb BBedeH GUPMOH B COOTBETCTBHHM ¢ TpebOBaHUAMK, NPUHATHIMH B PO K craspaprisauny

NaHHOMH JteKapCTBeHHOit HOPMBI, U He BKIIFOYEH B ceprudukar anamza

NOKa3aTemo TapaHTHpYeTCs UpMoii,
" — Hopmbr TIPCACTABACHE! HAa KOHEN CPOKa roaHoCTH. OHM OTIMYAIOTCH OT HOPM, NPEACTABAEHHBIX B
CePTH(HKATE AHANH3A FOTOBOTO TIPOJIYKTa TIPH BLIILYCKE.
YKa3aHHas cepHs NPOW3BEACHa B COOTBETCTBHH C DEHCTBYIOWHMMH TPeGOBAHHAMH PETHCTPALIMOHHONO 0CHE
H NIPABHIIAMH HaZNEKALICH [PAKTHKH NPOU3BOACTBA JIEKAPCTEEHHBIX cpencrs (GMP).

Kaxye-nubo 3nauuMple uiu KPHTHYECKHE OTKJIOHEHMS OT

3aperucTPHpOBaHLI.

Pemenne: Beimyien

12/03/2018 YnomioMouennoe mano; Aless
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Certificate of Analysis /

Certificate of Compliance SA N O Fi

sanofi S.p.Aa,

Strada Statale 17,
67019 Scoppito (AQ:
Italy

Km 22

Tel:
Fas:

+39 0862 717021 / 7151
+39% 0862 714005

SCO B0OD13606

Amaryl 3mg, 6xlScpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454131

Lotto/Batch: B713

Prod. /Mfg.: 5-DEC-~2017 Use before date; DEC-2020

Dossier Reference: 120430000TROCC03

Hormative Document: Normative Document No. P NO15530/01-070410

SAGGI/TESTS “LIMITI/SPECIFICATIONS “RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
hspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosse / IR

Agente colorante/Coloration agent

TESTS

Dissoluzione valore medio /AVG value
(G=80%) -
Dissoluzigne valore minime /MIN value

dissclution after 15°

dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eu.)

Uniformita di dosaggio/Uniformity of
dosage units (Ph.Bur. 2.9,40}
IMPUREZZE/DEGRADATION IMPUGRITIES
Glimepiride-Sulfenamide /
Glimepirid-sul fonamide

Altra singola / Others each

Totali impurezze / Related substances
total

Compresse oblunghe, piatte, ¢on linea 4di
11_linea di rotturz su entrambi i

rottura su entrambi i lati / Obiong,

flat tablets with bilateral score-line
S e e e ﬂ: bilaterzl score-line

Incizione NMN e “h" stilizzata sﬁ
entramb; i lati A Engraving KM and
stylized “h" on hoth sldes o

¢iallo pall.i.do /_Pal_e yell_ow S

Conforme / Comply
Conforme / Comply

Conforme / Comply . .

'i._batch. Frequency:

>= 85 % ol

>= 85 %  f_”;:

Conforme _stage I / Stage I
cenforms )

Conforme / COmply

. Conforme

Compresse oblunghe, piatte, con

~lati / Oblong, flat tablets with

2. Incisione NMN e "h™ stilizzate

“su entrambi i lati / Engraving

<. MMN and stylized "k" con both

sides

. Gialle pallidc / Pale yellow

1% Conforme / Comply

“Non testato su guesto lotto.

" Frequenza test: un lotto

B ail’anno/Non performed on this
o batch. Frequency: one batch/year

Non testato su gqueste lotto.
Frequenza test: un lotto
-all’anno/Non performed on this

one batch/year,

189y

84y

stage I / Stage I

'»conforms
. ‘Conforme stage I / Stage I

- eonforms

Tap coa_ rasultats wS




Certificate of Analysis / |
Certificate of Compliance S A N O F E

sznofi S.p.A,.

Strada Statale 17, Km 2%
67019 Scoppito {AQ)
Italy

Tel: +39 0B&2 717021 / 7151
Fax: +39 0862 714005

'S * T "

SCC 80013606
Amaryl 3mg, 6xiScpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 40454131
Lotto/Batch: B713
Prod. /Mfg.: 5-PEC-2017 Use before date: DEC-2020

Dossier Reference: 120450000TAO0GO3
Normative Document: Normative Document No. P ND15530/01-07041¢C

rSAGG:I/'I'ES'.'{‘S EROTTRRE R - LIMITI/SPECIFICATIONS - - ‘RISULTATI/RESULTS ]
TITOLO/ASSAY R A e
Titolo {(LC) / Content (L&} 2.85 -. 3,15 112239 I 72,99 mg [tbl)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY  __ ot 7 .7iol o
TAMC (CFU/q) <= 10%3 0o <10
TYMC (CFU/g) <= 10%2 AT T e
Escherichia coli Rssente/g - Absent/g " '_:f:.i_:_'”ﬁ:'nssente/g ~ Absent/g
CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL S
. -..Conforme / Comply

Controlle confeziconamento / Packaging Confo;mg”) 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 requirements of the local Regulatory Authority and with the specifications laid down in 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, i1f any, have been fully imvestigated ang authorized. I herehy
certify that the above information are authentic and accurate.

S—.

L e .-:Qlla]iﬁEdPerso.nDecision Sl Sanofi S.p.A.

DuRiitied Perfson

Dacision/Decisiona: Rpprovate / Approved ;
Date/Data: 12~MAR-2018 16:41 C(_‘ 5 Qqﬁu.uﬂié;- /{’] 0‘7 2 ‘\3

i sgsandra Maurizi
Responsible QA/Decigione DA: Properzi Gianfranca (Dr. Afes i

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

rap coa_rasultats v




