AEKJIAPAIIAST O COOTBETCTBHH

JEKJAPAHT, IPHHUMAIOIHANA TEKJIAPAIIMIO O COOTBETCTBHM
l AO "Canoghu Poccur" |
| | Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Oedepanvroit narozoeoii cnyxcbor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucsoerus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Tenepon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Fenepanonbtit Oupexmop Monaic O.A.

Hoeepennoe auyo: Cmenanos C.C., doeepennocmv 6/n om 01.12.2017

SAABISAET, UTO

Aexapcmsentioe cpedcmao. Amapun, mabnemxu 4 M2 15 wm., ynaxosxu aueiixoevle kowmypuuie (6), nauxu
xapmonuvie, PY No IT N015530/01 om 23.03.2009 (dama zamenwt 13.12.2016) enidarno Canoghu-Asernmuc
Hotiunand Im6X, cepua U727, napmuar 9029 ynaroeox, 200en do 31.10.2021, npouseodcmea Cavogpu C.n.A.,
Hmanua, Sanofi S.p.A., 8.S. 17 km 22, 67019 Scoppito (AQ), Italy, koo OKII2 21.20.10.119, voo TH B3J
3004900002, kowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485062751 om 16.04.2019

COOTBETCTBYET TPEBOBAHHAM

I NO15530/01-G70410 uzns. Ne 1-5

JAEKJAPAIIAA ITPHHATA HA OCHOBAHHHA

npomoxon ucnsimanuii Ne 11530 om 23.04.2019 HJT 000 HI] "®APMOEOPQOHA", ammecmam
axxpedumayuu POCC RU.0001.21D/140, Cepmugpuxam POCC IT. ODMO8.C38875 om 24.04.2019

Crenasnos C.C.
Cb OH.0

CBEJEHMHSA O PETUCTPAIINA

OPT'AH NO CEPTHO®HKAITAH, 3APETHCTPHPOBABINHIA TEKJIAPAITHIO
RA.RU.11®M08 OPT4H I10 CEPTHOHKAI[HH TPOVKIIHH OBI[ECTBO C OTPAHUYEHHOH
OTBETCTBEHHOCTHIO "OKPYXKHOH LIEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuw: 115280, 2. Mockea, y1. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmughurayuu: 115280, POCCHA, 20po0 Mockaa, yn. Macmepxoaa, 0. 4, am. 5., men.:(495)758-02-88, 6eb-
caiim: oyxr.p.
| AEKJIAPAITASN O COOTBETCTBHHA 3APETACTPHPOBAHA M POCC RU J-IT. &dM08.4.22509/19

Kaxau E.B.
(1 3 3am. pywosogutena OC




CepTuduxat ananunsza/
CepTuduKaT COOTBETCTBHUS
Canogn C.nLA.
Crpapa Crarane 17, km 22

67019 Cronnuro (AQ)
HUranus

Ten. 4390862 717021/ 7151
dakc +39 0862 714005

SANOFI wp

SCO 80013607
Amapun 4 mr, 6 x15 cpr CP RU

Jlekapcteennas dopma: TABJIETKH; ynakoskaBulk: 6auctep

AJIIOMHUHUA/TIBX
Koa GMID 00454132
Lotto/Cepus U727
Prod./JlaTa 21-HOAB-2018 Cpox rogHocTH: OKT-2021
NpOH3BOACTEA:
Jocebe npenapara: 120490000T AC0004
HopmatusHbiii Hopmartuensiii noxyment Ne [1 NO15530/01-070410
NOKYMEHT:
SAGGUIOKA3ATEJH LIMITI/HOPMA RISULTATI/PE3YJBLTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanne Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di roltura su con linea di rottura su
entrambi i lati / entrambi i lati /
Ipononroarsie, nocKHe [Tporonroeateie, nAocKHe
TabneTkH, ¢ paszienvuTenbHOH TabNeTKH, ¢ pa3sAeNHTENbHOIM
pHckolt Ha ofeHX cTOpoHax pHCKoi Ha 0beux cTopoHax
Codifice / Koa (rpaBupoBka) Incisione NMO e “#” Incisione NMO e “4”
stilizzata su entrambi i lati / stilizzata su entrambit i lati /
I'paBrpoBka NMO u I'paBuposka NMO u
CTUNH3IOBAHHAA “A’ Ha ABYX CTUNH30BaHHAas “A” Ha ABYX
CTOPOHAX CTOpPOHAX
Colore / Lipet Azzurro / I'ony6oii Azzurro / TonyGoid
IDENTIFICAZIONI / TOANUHHOCTb MNTUMEITMPHIA
LC/B3XX Conforme / CootBeTcTBYET Conforme / CooTBeTcTBYET
Infrarosso / MK Conforme / CooTreTcTBYET Non testato su questo lolto.
Frequenza test: un lotto all’
anno / He BeInonHAeTCH Ha
310l cepun. YacroTa: ogHa
CEpHA B TOL
Agente colorante / [ToanuHkocTs Conforme / CootsercTByeT Non testato su questo lotto.
Frequenza test: un lotto all’
kpacuTend anno / He BrInonusercs Ha
Jtoti cepun, Yactora: oaHa
CEpUA B rox
[TOKA3ATEJIH

Dissoluzione valore medio / AVG >=85%
3HAaUEHHE paCTBOPEHHA nocne

15 musyt (Q=80 %)

Dissoluzione valore minimo / MIN  >=85 %
3HaueHHe PacTBOPEHHA NOCIe

96 %

94 %
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Cepruduxar anannza/

CepTuduKaT COOTBETCTBHS

Caunodu C.n.A.

Crpana Crarane 17, km 22
67019 Ckonnuto (AQ)
Hranus

Ten. +39 0862 717021 /7151
®akc +39 0862 714005

SANOFI oz

SCO 80013607
Amapun 4 mr, 6 x15 cpr CP RU
Jlekapcteennas gopma: TABJIETKH; ynakosxaBulk: Gnucrep

Valutazione dissoluzione

{ Ouewka pacteoperus {Eep.d.)

Uniformita di dosaggio /

' OQHOPOIHOCT NO3MPOBAKHA
(Esp.®. 2.9.40)

| IMPUREZZE / POICTBEHHbIE

COEOHUHEHHA

Glimepiride-Sulfonamide /

Aumenupra-cynbhoHamus

Alira singola / npyras enHHU4HaA
NpHMECh

Total impurezze / cymmapHoe
coaepkaHue npuMeceit

TITOLO / KOJIMMECTBEHHOE
OIIPEJNENEHHE

Titolo (LC) / KonuuectBeHHOE
comepxanne (BOXX)

Conforme stage I/ Craaus 1
COOTBETCTBYET

Conforme stage I/ Cragus [
COOTBETCTBYET

>=04 %
>=0.2%

>=09 %

3,80 - 4,20 Mr/ Tabnetky

MICROBIOLOGICO / MHKPOBEHONOTHYECKA S YUUCTOTA

i OBmee yucno a>pobubix

| Mukpoopranusmos (TAMC; KOE/r)
Ofuiee YHCNO APOKKEBLIX H
nnecHesbIx rpudos (TYMC,
KOE/r)

Escherichia coli

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

VINAKOBOYHOI'O MATEPHUAJTIA
Controllo confezionamento /
KOHTPOJIb YIHAKOBOYHOCIO
MATEPHAIIA

<= 10?
<= |

Assente / g — OtcyTeTByer /T

Conforme / CooTreTcTRYET

AJIIOMHUHUI/TIBX
Kon GMID 00454132
Lotto/Cepusa U727
Prod./Jlata 21-HOAB-2018 Cpok rogHocTH: OKT-2021
NPOM3BOACTRA:
Hocbe npenapara: 120490000T A00004
HopmatueHbiit HopmartusHeiii nokyment Ne 1 NG15530/01-070410
JIOKYMEHT:
 SAGGITIOKA3ATEJIH ___LIMITVHOPMA RISULTATUPE3YJILTAT
15 MunyT

Conforme stage 1/ Cranua |
COOTBETCTBYET

Conforme stage 1 / Craansn 1
COOTBETCTBYET

0.1%

He onpenenserca

0.1 %

3,98 mr/ Tabnetky

< 10

<10

Assente / g — OrcyteTRyet/
r

Conforme / CooTReTCTBYET
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Ceprudukar anaanza/ SA NOFI 3

Ceprudukar cooTBeTCTBHS
Canopu C.n.A.
Crpapa Cratane 17, km 22

67019 Ckonnuto (AQ)
Hranusa

Ten. +39 0862 717021 /7151
®akc +39 0862 714005

SCO 80013607
Amapun 4 mr, 6 x15 cpr CP RU
Jlexapcreennas dopma: TABJIETKH; ynakoskaBulk: 6auctep

AJTIOMHHHAMBX
Kon GMID 00454132
Lotto/Cepus u727
Prod./JlaTa 21-HOAB-2018 Cpok roaHocTH: OKT-2021
NMPOH3BOACTBA:
Hocbe npenapara: 120490000TA00004
HopmaTtusHbiii Hopmarusubiit nokyment Ne [1 NO15530/01-070410
JOKYMEHT:
SAGGIIMOKA3ATEJIH LIMIT/HOPMA RISULTATVPE3YJABTAT

Pe3ynsTaThl aHanH3a Ha MUKPOGHONOTHYECKYIO WHCTOTY COOTBETCTBYIOT HOPMAM PErMCTPALIHOHHONO 10ChE H
BHYTPEHHHX METOMUK. JlaHHas cepus npenapaTa Obl1a HITOTOBIEHA, BKMOYAA YNAKOBKY M KOHTPONL KAYECTBa, B
MOJIHOM COOTBETCTBHH C AEHCTBYIOLIMMH TpeboBaHHAMH npaBun Haanexaiuel npoussoacTBeHHON NpaKkTHKH
(GMP}, yCTaHOBJIEHHBIMM MECTHBIMH PETYNATOPHBIMH OPraHaMi, a TAKXKE B COOTBETCTBHH CO CeLK(HUKALIHAMH,
NpeAYCMOTPEHHBIMH PErHCTPAUHOHHBIM YAOCTOBEPEHHEM CTPAHBI-HMIOpTepa. OTYETH O H3TOTOBACHHIO,
YMAKOBKE H aHanu3y cepuil ObUIH NPOBEPEHEI H MPH3HAHBI COOTBETCTBYIOWHMH TpeGoBaHHAM. OTKIOHEHHA N0
Ka4ecTBY, €C/TH TAKOBBIE MMEIOTCA, GBIITH MOHOCTEIO PaccenoBankl H 0AcGpeHbl. HacToAwHM 1 nogTeepXkaalo,
UTO MPEeACTABICHHAA BbIlE HHAOPMALMA ABIAETCA NOMIHHHOI M TOYHOH.

Jakniouenne YROJIHOMOMCHHOI0 JIHIIA

Decision/3aknouense: Approvato / YTeepkaeHa
Date/nata: 27-3-19 12:00

Decisins GA/OTBercTBennnIi Mapus Kacturnuone ( Dr. Maria Castiglione)
3a ofecneyenne KauecTna;

CepTHpukar aHanu3a HMEET IMEKTPOHHYIO NOANKCH, AOMYYEHHYIO NPH NOMOLLH BATHAHPOBAHHOH
nabopaTopHOi HHOOPMALIHOHHOM CHCTEMBI,
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Certificate of Analysis and

sancfi 5.p.A.

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

Tel: +39 0862 7131021 / 7151
Fax: +39 0862 714005

Conformance

SANOFI .z

Stabilimento: SCOPPITO

8C0_ 60013607

Amaryl 4mg,6xiScpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454132
Lotto/Batch: u72y
Prod. /Mfqg: 21-NOV-2018 Scad. /Exp.: OCT-2021
Dossier reference: 12049000CTADOOC4
|Normative Document: Normative Document Ne. P NO15530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE /CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colere / Colox
IDENTIFICAZIONI/IDENTEFICATION
LC

Infrarosso / IR

Agente colorante/Coloration agent

TESTS

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

Valutazione dissoluzione / Dissoluticn
evaluation {Ph.Eu.)

Uniformitd di dosaggio / Uniformity of
dosage units (Ph.Eur. 2.9.40)
IMPURE22E/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /
Glimepirid-sSulfonamide

Altra singola / Others each

Totali impurezze / Related substances

total

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

sides.

Incisione KMO e «h» stilizzata su

entrambe i lati / Engraving NMO and

stylized «h» on both sides,

Azzurro / Light blue

Conforme / Comply
Conforme / Comply

Conforme / Comply

>= 85 %

Conforme stage I / Stage I
conforms

Conforme / Comply

<= 0.4 %

<= 0.2 %
<= 0.9 %

Compresse oblunghe, platte, con
linea di rottura su entrambi i
lati / Oblong, flat tablets with
break line on both sides.
Incisione NMO e «h» stilizzaca
sy entrambe i lati / Engravirng
NMO and stylized «h» on both
sides.

Azzurro / Light blue

Conforme / Comply

Non testato su questo lotto.
Frequenza test: un lotto
alitanno/Non performed on this
batch. Frequency: one batch/year
Non testato su gquestec lottao,
Frequenza test: un lotto
all'anno/Non performed on this

batch. Frequency: one batch/year

96 %

94 %

Conforme stage I / Stage I
conforms
Conforme stage I / Stage I

conforms

Non rilevabile/Not derectable
0.1 %
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Certificate of Analysis and

Conformance SA N O F l \fj

Scabilimento: SCOPPITO

sanofi S5.p.A.

Strada Statale 17, KEm 22
6701% Scoppito (AQ)
Italy

Tel: +39%9 0862 717021 / 7151
Fax: +39 0862 7:4005

SCO_80013607
Amaryl 4mg, 6x1S5cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454132
Lotto/Batch: 0727
2rod. /Mfg: 21-NOV-2018 Scad./Exp.: 0CcT-2621

Dossier reference: 120490000TAQ0004
Normative Document: Normative Document No. P NO15530/01-070410

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY

Titole / Content (LC) 3.80 - 4.20 mg [tbl] 3.98 mg (tbl)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY - —

TAMC (CFU/q) <= 103 <10

TYMC {CFU/q) <= 1072 <10

Escherichia coli Assente/g ~ Absent/q Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL
Controllo confezionamento/Packaging Conforme / Comply Conforme / Comply

material contrel

Microbiological Analysis is carried out as skip test. Test frequency i$ based on the registration dossier and site
internal proceduce.

This batch of product has been manufactured, including packaging and Quality Contrel, 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, 1f any, have been fully investigated and authorized.

The potential impact of the deviation on quality, 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.
1 hereby certify that the above information are authentic¢ and accurate.

Decision/Decisione: Approvato / Approved

Date/Data: 2 & 3~ Ve

Responsible QA/Decisione QA: _é’;? ,.%. -
z£l
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