. AEKJIAPAIIAA O COOTBETCTBHUHA

HAEKJAPAHT, IPHHAMAYOIHHIA JEKIAPAITIIO O COOTBETCTBHHA

AO "Carogpu Poceun"

3apezucmpuposaro : Mesicpationnas uncnexyus MHC Poccuu Ne39 no 2 Mociee OTPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepcran, 0. 22. Teregbon/haxce: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvrorti dupexmop Monoic O.A.

Hosepennoe mujo: Cmenanos C.C., dosepenrocms 6/ om 01.12.2017

JANBJIAET, YTO

Rexapcmeentoe cpeocmeo: Amapun, mabneniu 4 M2 15 wm., ynaxoexu aueiixosvie KoHmypHbie (6), nauku
kapmonusie, PY Ne I1 N0O15530/01 om 23.03.2009 (dama samenwt 13.12.201 6) evidano Carnogu-Asenmuc
Hoitunand Im6X, cepun U712, napnmun 16188 ynawoeox, 20dex do 01.06.2021, npousgoocmsa Canogu Cn.A.,
Hmanus, Sanofi Sp.A., 8.8. 17 kom 22, 67019 Scoppito (AQ), Italy, xod OKIIf12 21.20.10.119, xod TH B3N]
3004900002, xonmpawm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485059296 om 01.10.2018

COOTBETCTBYET TPEEOBAHHAAM

11 NO15530/01-070410 uam. Me 1-5

AEKJIAPAIITAA ONPHHATA HA OCHOBAHHH

npomoxon ucnvimanuil Ne 2912 6 om 10.10.2018 HIT OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmuguxam POCC IT ®M08.C24787 om 11.10.20]18

'T EKIAPAITAM 11.10.2018
[ KERCTBHTEILHA IO 01.06.2021
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= Crenanos C.C.
Ch & N0
CBEJEHMS O PETUCTPALIIM

OPTAH IO CEPTHOHUKAIIIH, 3APETHCTPUPOBABIIHIL JAEKTAPAIIHIO

RA.RU I1PM08 OFIAH 110 CEPTHOHKALI ITPOIYKIIHH OFUIECTBO C OTPAHHYUEHHOMH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIS KAYECTRA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nam. I kan. 1, adpec opeana no
cepmughurayuu: 115280, POCCHA, zopod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eet-
catim. oyxkK.pe.

AEKJIAPAIIASA O COOTBETCTBHM 3APETUCTPAPOBAHA Xo POCC RU J-IT. OM08.A.03636/18
JATA PEIHCTPAINAMY 11.10.2018
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SANOFI

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

Cepua:

CEPTHOMUKAT AHAJIH3A

Amapun®, tabaerxu 4 Mr Gancrepsr — 15-N6

U712

ITponseenen: 21/06/2018

T'onen no:

06/2021

HJ T1 NO15530/01-070410

NMOKA3SATEJIA HOPMBI PE3YJIBTATHI
Onucanne Tabnerku ronyboro usera, NpoAONTrOBaTHIE, IUIOCKUE, C CootsercrBYeT
pasaenuTenbHON puckoi Ha obenx crtopoHax. ['paBuposka
NMO # cTunuzoBanHas «h» Ha ABYX CTOPOHAX.
CpenHsa macca 170 mr = 7,5%. CootBeTcTRYET
Tabaerox*
OIHOPOZHOCTD 10 He Menee 90% (18/20) TabneTok MOryT HMETh OTKJIOHEHHE CooreercrByeT
Mmacce® + 7,5% ot cpenner macch TabneTok, u He Gonee 10% (2/20)
TabNeTOK MOTYT UMETh OTIIOHeHue + 15% oT cpenneii CoorsercTayeT
Macch TabReToK,
PacTeopenue He mexee 80% (Q) ot 3asBAeHHOr0 copepkanus 93 %
IJIMMENHpHaa JOMKHO JIepeiiTy B pacTBop uepes 15 MuHyT. 92%
FlopsimanocTs Rt (obpazua) = Rt (cranpapra + 3%). CoorsercreyeT
TJIMMENHpHAA
PoacTeeHHbIE - TTIHMEMHPUA — cyNb(oHaMHA He Gontee 2,0% 0,3 %
coeauHeHna** - comepaKadue Apyrol euHUYHON npumMecu He Gonee 0,5% 0.1 %
- CYMMapHoe cojepianue npuMeced ne bonee 2,5% 0.4 %
OnnoponnocTk 85% - 115%. OTHOCHTENTBHOE CTAHIAPTHOE OTKIIOHEHHE < CootsercTayer
JIO3UPOBaHMS 6,0 %.
KomuvecTsenHOE 3,70-4,20 mr/rabneTky
conepKaHHe 3,99
rauMenupuaa**
MuxpoBuonoruueckas Kareropus 3A
YHCTOTA He Gosnee 10° KOE/r; <10
- Obmee uncio He 6omee 10° KOE/r; <10
a3po0HBIX GakTepHu OTCYTCTBHE B T
- Obuiee yncao rpubon CooTBercTayer

- Orcyrersue E. coli

*— nokazaTenb BBeaeH QUPMOIt B COOTBETCTBUM ¢ TpeGOBAHWAMH, NpHHATEIME B PO K CTaHAAPTH3ALMH
JaHHOH nexapcTBeHHOH (hOpPMBI, M He BKAIOYEH B cepTHdukar anaausa ¢upMbl. KauecTso npenapata mo
3TOMY MOKA3aTe/l0 rapaHTHpyeTcs GUpMoi,

" — HOpPMbI NpPERCTaBNeHbl HA KOHELl CPOKa roaHocTH. OHM OTIMYaloTed OT HOPM, MNpPEJCTaBASHHBIX B
cepTu(HKaTE aHANN3A FOTOBOTO MPOAYKTA MPH BHITYCKE.

YkazaHHas Cepust NPOM3BENCHA B COOTBETCTBHU ¢ ACHCTBYIOWIMMHM TPeGORRHMAMH PErHCTPALHOHHOND
A0CHhE U MPaBIaMK HaJUlexKalleH NPaKTHXH IPOU3BOICTBA JIeKapCTBEHRRIX cpencTs (GMP).

Kakne-nubo 3HaumMMble WM KPUTHYECKME OTKJIOHEHHS OT DErTIAMEHTHPOBAHHBLIX TMAPAMETPOB HE

3aPEruCTPUPOBAHLIL.

A «Canodn Pocenss

Aapec: 123009, Mockaa. va, Trepesan. 22, Ten: (495) 721-1400. drare: (493) 721-1411 . www.sanoli ru




SANOFI

Canopu C.mA., Utanus
Stabilimento di Scoppito 1-67019
Scoppito (L'Aquilla) Italy

CEPTHO®HKAT AHAJH3A

Amapuia®, tabiaerkn 4 mr 6aucrepnl — 15-N6

Cepus: U712
[poussenen: 21/06/2018
I'ozen no: 06/2021

HJI 1 NO15530/01-070410

HOKA3ATEJH HOPMbI PE3YJIBTATHI

Pewenwe: Beinymen 17/09/2018 Ynonaomouennoe nuuo: Dr Alessandra Maurizio

AQ «Canodus Poceusn
Aapee: 125009 Mocksa, v Trepekan, 22, Tea: (493) 721-1300. dane: (4951 721-141 1. www.sanoliiu



Certificate of Analysis and

sanofi 5.p.A.

SANOFI

Conformance

Stabilimento: SCOPPITO
Strada Statale 17, kKm 22
67019 Scoppito (AD)
Ttaly
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005
r \
SCO_ 80013607
Amaryl 4mg, 6xlS5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 00454132
Lotto/Batch; 071z
Prod./Mfg: 21-JUN-2018 Scad./ExXp.: JUN-2021
Dossier reference: 120450000TAQ0004
( SAGGI/TESTS . LIMYTI/SPECIFICATIONS - RISULTATI/RESULTS

CARATTERISTICHE /CHARACTERISTICS
Aspetlc / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONT /IDENTIFICATION
Lc

Infrarosso / IR

agente colorante/Coloration agent

TESTS
Dissoluzicne valore medio /AVG value
(Q=B0%) :

Disscluzione valore minime /MIN value

dissolution after 15°'

dissplution after 1%5':
valutazione dissoluzione / Dissolution
{Ph.EU.)

Uniformitd di dosaggio / Uniformity of

evaluation

desage units {Ph.Eur. 2.8.4%)
IMPUREZZE/DEGRADATION IMPURITIES
Giimepiride-sSulfonamide /
Glimepirid-sulfonamide

Altra singola / Others each

Totali impurezze / Related substances

total

Céﬁpresée'ablunghe, p@a;te,:_pn_lingg di Compresse oblunghe, piatte, con
réttg:a su entrambi i lati _Ob;pbg;

flat ‘tablets with break line on both

"linea di rottura su entrambi i
lati / ©Oblong, flat tablets with

‘break line on both sides.

‘Incisione NMC e «h» stilizzata
. su entrambe i lati / Engraving
I NMO and stylized «h» on both

. sides.

:Azzurro / Light blue

Coﬁﬁ@?me ?.tomp}y_ ‘Conforme / Comply

Cbhiﬁ"e_/ Comply “Non testato su gueste lotto.

e ~:'Frequenza testi un lotte

" all’anno/Non performed on this
‘batch, Frequency: one batch/year
_'Non testato su guesto lotto.
Frequenza test: un lotto
all’anno/Non performed on this

" batch. Frequency: one batch/year

c°ﬂ£.?me.§t?9§;1 / Stééezl ' i Conforme stage 1 / Stage I

conforms

conforms .

Conform :;,;omp;y..f' *’ gonforme stage 1 / Stage I

- gonforms
.3 %

e
0.4 %

xap_coa_rasultats v5
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Certificate of Analysis and

Conformance S A N OF

Stabilimente:! SCCPPITC

sanofi 5.p.A.

Strada Statale 17, ¥Km 22
67019 Scoppito {AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0B6Z 714005

¢

5CO_80013607
Amaryl 4mg,6xi5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID cede: 00454132
Lotto/Batch: g712
Prod. /Mfg: 21-JUN-2018 Scad. /Exp,: JUN-202%

Dossier reference: 1204580000TAGQ0C4
L

-

SAGGI/TESTS -~ . . - LIMITI/SPECIFICATIONS ' RISULTATI/RESULTS

TITOLO/BSSAY

Titolo / Content (LC) 20 mg {tbl] .3.99 mg [tbl]

MICROBIOLOGICO/MICROBIQLOGICAL QUALITY

4

TAMC (CFU/g} L <10
TYMC (CFU/g) - "2 S L1f
Escherichiz coli ASs?nté{g -Bbéént/g_ B " Assente/g - hbsent/g

CONTROLLO MATERIALE CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL -

Controllo confezionamentou/FPackaging anfdrmé”?_téﬁply“: . Conforme / Comply

material control

po=
Microbiological Analysis is carried ocut as skip test. Test frequency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging end 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, if any, have been fully investigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batch(es) concerned ls negligible,
Periodic tests comply to specificstion reguirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

-

Degision/Dacisione: Rpprovato / Approved Qualified Person
Date/Data: 17-8EP-2018 12:15:02.00 t LM[A%'-SI/{‘)(J
Responsible QA/Decisione QA: Caiazzo Debora (Dr. Alessandrd Maurizio) /4 7

This Certificate of Analysis nhas been electrohally signed from a validated LIMS,

rap_coa_reaultate v5 Page 2 / 2



