NEKJIAPAITASI O COOTBETCTBHH

JEKJIAPAHT, MTPHHAMAIOII U JTEKJIAPAIHIO O COOTBETCTBHH

AO "Canogpu Poccusn”
Ceedenun o pezucmpayuu opzanusayuu: Mescpaiionnas uncnexyusn Oedepanvroti nano2080t cayscbvr Ne 46 no

2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenusn OT'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenechon/hawc: 8 (495) 721-14-00/ 721-14-11
B nuye: Ienepansubtii dupexmop Mownc O.A.

Hogepennoe nuyo: Cmenaroe C.C., doeepenrocms 6/ om 01,12.2017

JAABJSIET, UTO
Kexapemeennoe cpedcmeo. Amapun, mabnemwu 4 mz 15 wm., ynaxosxu aueiixogvie konmypuvie (6), nauku

kapmounvie, PY Ne I N015530/01 om 23.03.2009 (dama 3amenst 13.12.2016) svidano Canogu-Aeenmuc
Hoiiunand Im6X, cepus U284, napmusa 11086 ynaxosox, 200ew do 31.10.2021, npoussodcmea Canogu C.n.A.,
Hmanua, Sanofi S.p.A., 8.8, 17 km 22, 67019 Scoppito (AQ), Italy koo OKII[]2 21.20.10.119, xod TH B3
3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9485061784 om 28.02.2019

COOTBETCTBYET TPEBOBAHUAM
IIN015530/01-070410 usm. Ne -5

JAEKJIAPAIINA IIPUHSTA HA OCHOBAHHHA
npomoxon ucnoimarnuii Ne 6100 om 06.03.2019 HJ/I OO0 HL] "PAPMOBEOPOHA", ammecmam axxpedumauu

POCC RU.0001.21®DJ140, Cepmugpuxam POCC IT. ®M08.C35552 om 07.03.2019

JIATA TIPUHTASA TEKIAPALIAH 07,03.2019
NEKJEAPATHAS EMCTBUTEIBHA JIO 31.10.2021
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Hee=s CBEJEHMSI O PETUCTPALIAA

OPTAH ITO CEPTHOHKAITHR, 3SAPETHCTPHPOBABIIHI JTEKJIAPAITHIO

RA.RU. 11 DM08 OPI'AH ITO CEPTHOHKALIHH TPONYKIIHH OBLECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH LIEHTP KOHTPOJII KAYECTBA"

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, . 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmuchuxayuu. 115280, POCCHA, 20pod Mocxsa, yr. Macmepioea, @. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pg,

AEKJIAPAIIASI O COOTBETCTBHU 3APEI UCTPUPOBAHA N POCC RU J-IT, DM08.A.18045/19

Kauax E.B.
3am. pykooaurens OC




Cepruduxkar ananuza/
CeprudukaTt cooTBEeTCTBHS
Canogm C.nLA.
Crpaga Crarane 17, kM 22

67019 Ckonnuro (AQ)
HUranna

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

SANOFI vp

SCO 80013607
Amapun 4 mr, 6 x15 cpr CPRU

Jlexkapcrsennan ¢opma: TABJIETKH; ynakoskaBulk: 6auctep

AJIIOMHUHUHA/MBX
Koa GMID 00454132
Lotto/Cepus U284
Prod./llaTa 22-HOSB-2018 Cpox ronHocTH: OKT-2021
Mpou3BOACTEA:
Hocbe npenapara: 120490000T AC0004
Hopmatuebiit Hopmatusublit aokyment Ne [T NO15530/01-070410
JIOKYMEHT:
SAGGI/TIOKA3ATEJIH LIMIT/HOPMA RISULTATI/PE3YJIBTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanue Compresse oblunghe, piatte, Compresse oblunghe, piatie,
con linea di rottura su con linca di rottura su
entrambi 1 lati / entrambi i lati /
[Tpononrosarsie, naockue [Tpononrosatbie, NAOCKHE
TabNETKH, C pa3zieNHTeNnbHOM TabneTKy, ¢ pasnenHTesbHO#
pHckoif Ha obenx croponax prckoii Ha obenx cTopoHax
Codifice / Kon (rpaBuposka) Incisione NMO e “A” Incisione NMO ¢ “It”
stilizzata su entrambi 1 lati / stilizzata su entrambi i lati /
I'paerpoBka NMO u I'paBupoeka NMO u
CTHNH3OBaHHaA “h” Ha ABYX CTHAK30BaHHaA “fi” Ha nByX
CTOpPOHaX CTOpOHAX
Colore / Liget Azzurro / Tony6oit Azzurro / ConyGoii
IDENTIFICAZIONT / TIOJIMTMHHOCTDb FMHUMEINUPHIIA
LC/B3XX Conforme / CooTBeTCTBYET Conforme / CooTseTcTBYET
Infrarosso f UK Conforme / CootBeTcTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinonnaeTca Ha
3To# cephu. YactoTa: oana
cepus B roa
Agente colorante / [ToLTMHEHOCTS Conforme / CootBeTCTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
kpacHTens anno / He BelmonHAeTcA Ha
3To# cepuK. YacToTa: onHa
CepHA B rog
[NOKA3ATEJH

Dissoluzione valore medio / AVG >=85%
3HaYeHHE PACTBOPEHHA Moche

15 munyT (Q=80 %)

Dissoluzione valore minimo / MIN  >=85 %
3HAYeHHE pacTBOPEHUA NOCe
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Cepruduxar anannsa/
Ceprupukar coOTBETCTBHS
Canodu C.n.A.
Crpana Cratane 17, km 22

67019 Ckonnuro (AQ)
HUranus

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

SANOFI wp

SCO 80013607
Amapun 4 mr, 6 x15 cpr CP RU

Jlekapcteennas dgopma: TABJIETKH; ynakoskaBulk: 6nucrep

AJIIOMHHHUW/TIBX
Kon GMID 00454132
Lotto/Cepua U284
Prod./[laTa 22-HOABb-2018 Cpok rogHocT: OKT-2021
NpOU3BOACTBA:
Hocke npenapara: 120490000T AGO004
HopmaruHbiit HopmaTueubiii nokyment Ne [T NO15530/01-070410
NOKYMEHT:
SAGGITNIOKA3ATEJIH LIMIT/HOPMA RISULTATL/PE3YJIbTAT
15 muHyT
Valutazione dissoluzione
{ Ouenka pacteopeHus (Esp..) Conforme stage I/ Cranus I Conforme stage [/ Ctagus [
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cragus I Conforme stage I/ Cranua |
OXHOPOAHOCTS AO3HPOBAHHA COOTBETCTBYET COOTBETCTBYET
(Epp.®. 2.9.40)
IMPUREZZE / POOICTBEHHBLIE
COEOUHEHHA
Glimepiride-Sulfonamide /
Cnumenvpua-cynehoHaMug A 0.1 %
Altra singola / apyras eaAHHUUHaA >=0,2% He onpenenserca
npHMech 0.1%
Total impurezze / cymmapHoe 5= 09 %

coflepkaHue npuMecei
TITOLO / KOJIMYECTBEHHOE

ONPEJEJIEHHE

Titolo (LC) / KonuuecTeeHHOE

conepanne (BIKX) 3,80 - 4,20 Mr / TaGneTky
MICROBIOLOGICO / MUKPOBHONOTHYECKA S YUCTOTA
OBwuee 4MCIIO a3pOBHBIX <= 10?

mukpoopranusmos (TAMC; KOE/r)

Obuuge YHCIO APONOKEBBIX H <= 10?

nnecHeBbix rpubos (TYMC,

KOE/T)

Escherichia coli Assente / g — OtcyTctByet/ r

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb
VIMAKOBOYHOI'O MATEPHAJIA

Controllo confezionamento / Conforme / CootseTcTRYET
KOHTPOJIb YITIAKOBOUYHOI'O

MATEPHATNA

3,99 mr / TabneTry

< 10

< 10

Assente / g — OTtcyTeTRyet /
r

Conforme / CoorsetcrByer
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Cepruduxar anaansa/ SANOFI 5

Ceprudukar coorBeTcTBHS
Canodu C.n.A.
Crpana Cratane 17, km 22

67019 Ckonnuto (AQ)
Hranus

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

SCO 80013607
Amapun 4 mr, 6 x15 cpr CP RU
Jlekapcreennas gopma: TABJIETKH; ynakoexkaBulk: 6nucrep

AJIIOMHHUI/MIBX
Kox GMID 00454132
Lotto/Cepus U284
Prod./[laTa 22-HOAB-2018 Cpok roaHocTH: OKT-2021
NPOH3BOACTEA:
Jocke npenapara: 120490000T AC0004
HopmaTtueubiii Hopmatuenbiii aokyment Ne [1 NO15530/01-070410
AOKYMEHT:
SAGGIMIOKA3ZATEJIH LIMITI/HOPMA RISULTATI/PE3YJLTAT

Pe3yneTtatel anannsa Ha MUKPOOGHONOrHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PerMCTPaUHOHHOTO A0ChE H
BHYTPEHHHX METOIMK. JlaHHaA CepHA npenapaTta Obina HIrOTOBNEHA, BKNIOUAA YNAKOBKY H KOHTPO/L Ka4ecTsa, B
TIOJIHOM COOTBETCTEHH C AEHCTBYICWHMH TpeGosaHHAMH npaBun Haanexalueil npou3BoACTBEHHOM NPAKTHKH
(GMP}, ycTaHOBNEHHEIMH MECTHLIMH PEry/IATOPHBIMH OpPraHaMH, a TaKKe B COOTBETCTBHMH CO ceUuHHKALIMAMH,
NPEAYCMOTPEHHBIMM PETMCTPAUMOHHBIM YIOCTOBEPEHKEM CTPaHbI-UMNOpTepa. OTYETEI N0 H3rOTOBREHMIO,
YMaKoBKe H aHAAK3Y CepHii OBLTH NPOBEPEHLI H MPH3HAHLI COOTBETCTRYIOWHMH TpeGoBaHHAM. OTKIOHEHHA MO
Ka4ecTBY, CITH TAKOBbIE HMEIOTCA, OBUTH MONHOCTBIO paccieNoBaHbl H oA00peHsl. HacToAIMM A noaTeepxkaato,
YTO NPEeACTAaBIEHHAR Bhile HHDOPMALHA ABNAETCA MOATHHHON H TOYHOM.

3anouenne YONONHOMOYE€HHOr0 JHIA

Decision/3axniouenue; Approvato / Yrsepkaena
Date/nara: 22-02-19

Decisins GA/OrBercrBennwiit  [ponepuu [prangpanika (Properzi Gianfranca)
3a obecneyenne KavyecTsa:

Ceprudukar aHaNH3a HMEET EKTPOHHYIO MOANKC, TIOIYHEHHYIO NPH NOMOLIM BANWAUPOBAHHOM
nabopatopHoi HHGOPMALIMOHHOH CHCTEMBI.

/Meuars/: Canodu C.n.A. * YnonnomouenHoe nuuo * (Aneccanapa Maypuuuo (Dr. Alessandra

Maurizio)) 16:19
fIloanucs/
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Certificate of Analysis and

sanofi 5.p.A.

Strada Statale 17, Km 22
67019 Scoppitc {AQ}
[taly

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

Conformance

SANOFI .2

Stabilimento: SCOPPITO

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI /IDENTIFICATION
LC

Infrarcsso / IR

Agente colorante/Coloration agent

TESTS
Dissoluzione valore medio /AVG value
(Q=680%}):

Dissoluzione valore minimo /MIN value

dissolution after 15°'

dissolution atter 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eu.)

Uniformita di dosaggio / Uniformity of
dosage units {Ph.Eur. 2.9.40}
IMPURE2ZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /
Glimepirid-Sul fonamide

Rltra singola / Others each

Totall impurezze / Related substances
total

SCO_ 80013607
Amaryl 4mg,6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 00454132
Lotto/Batch: U284
Prod. /Mfg: 22-NOV-2018 Scad./Exp.: oCT-2021
Dossier reference: 120490000TAQ0004
Normative Document: Normative Document No. P N015530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
h—

Compresse oblunghe, piatte, con linea di Compresse oblunghe, piatte, con

rottura su entrambi i lati / Oblong,
flat tablets with break line on both
sides.

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

pzzurro / Light blue

Conforme / Comply
Conforme / Comply

Conforme / Comply

>= B5 %

>= 85 %

Conforme stage I / Stage I

conforms

Conforme / Comply

<= 0.4 %

<= 0.2 %
<« 0.9 %

linea di rottura su entrambl 1
lati / Oblong, flat tablets with
break line on both sides.
Incisione NMO e «h» stilizzata
su entrambe i lati / Engraving
NMO and stylized «h» on both
sides.

Azzurro / Light blue

Conforme / Comply

Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
patch. Frequency: one batch/year
Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this

batch. Frequency: one batch/year

%7 3%

26 %

Conforme stage I / 5tage I
conforms
conforme stage I / Stage I

conforms

Non rilevabile/Not detectable
0.1 %
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Certificate of Analysis and

Conformance S A N O F | L’

Stabilimento: SCOPPITO

sanofi S.p.A.

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

Tel; +39 0862 717021 / 7151
Fax: +39 0862 714005

(" 3

SCO_B80013607
Amaryl 4mg,6xl15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00454132
Lotto/Batch: U284
Prod. /Mfg: 22-NQV-2018 Scad. /Exp.: oCcT-2021

Dossier reference: 120490000TAG0004
|Normative Document: Normative Document No. P N015530/01-070410

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

Titole / Content (LC) 3.80 - 4.20 mg [tbl] 3,99 mg [tbl]
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY _ .

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

TYMC (CFU/qg) <= 1072 <10

Escherichia coli Assente/g -~ Absent/g assente/g - Absent/g
CONTROLLO MATERIALE CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL

Controllo confezionamento/Packaging Conforme / Comply Conforme / Comply

material control

Microbiological Analysis is carried out as skip test. Test frequency is based on the registration dossier and sitew
internal procedure.

This batch of product has been manufactured, including packaging and Quality Contrel, ir 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 guality, 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 HAR request.
[I hereby certify that the above information are authentic and accurate,

r ) Sanofi_S.p.A. }
e . Quaiifie rsan
Decision/Decisione: Approvato / Approved }3
i l
Date/Data: JZ- vl { ‘S l\/\(‘_‘)U.dkL 22 M
Responsgible QA/Decisione QA: (fwl}‘fe 2 &‘.C‘\‘-/gme_;_ (Dr. Alessandra Maurizioy{6 :/(
il [
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