Cepruduxar ananusa/

CepTHdHKAT COOTBETCTBHS

CaHodu C.nA.
Crpapa Crarane 17, kM 22

67019 Cxonnuro (AQ)
Hranna

Ten. +39 0862 717021/ 7151

SANOFI 3

dakc +39 0862 714005
SCO 454132
Amapun 4 mr, 6x15 ¢cpr CP RU .
Jlexapcreennan dopma: TABJIETKH; ynakoska: 6aucrep ATTIOMHUHHUM/TIBX
Kon GMID 454132
Lotto/Cepus 9uU003
Prod./JlaTa 11-CEHT-2019 Scad./T'onen no: ABI'-2022
NPOH3BOACTRA:
Jocbe npenapara: 120490000TA00004
SAGGIMOKA3ATEJIH LIMITI/THOPMA RISULTATI/PE3YJABTAT

CARATTERISTICHE / XAPAKTEPHCTHKH

Aspetto / Onucanue

Codifice / Koa (rpaBupoBka)

Colore / LipeT

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
[Ipononrosatble, ANOCKHE
TabneTkH, ¢ pasaenuTebHokl
pHCKO} Ha obeux cTopoHax

Incisione NMO e “k”
stilizzata su entrambi i lati /
I'paBupoBka NMO u
CTHJIM30BaHHaA /"’ Ha OBYX
CTOpPOHAX

Azzurro / l'onybo#i

IDENTIFICAZIONI / NOGNUHHOCTb INMUMEITHPHIA

LC/B3XX

Infrarosso / HK

Agente colorante / TToiMHHOCTL

KpacHTE A

MOKA3ATEIH

Dissoluzione valore medio / AVG
3Ha4Ye€HHE PACTBOPEHUA TIOCHE

15 munyT (Q=80 %)

Dissoluzione valore minimo / MIN
3HAYEHHE PACTBOPEHHA TIOCTIE

15 MuHyT

Valutazione dissoluzione

RT obpa3zua =~ RT cranpapra + 3%

Positiva / [ToroxHTENLHBIH

Positiva / [TonoxuTenpHb! it

>=85%

>=85%

Compresse oblunghe, piatie,
con linea di rottura su
entrambi i lati /
HpononroBarble, NICCKHE
TabneTkH, ¢ pa3aeAnUTENbHOH
puckoii Ha oGeux cTopoHax

Incisione NMO e “A”
stilizzata su entrambi i lati /
I'paBupoBka NMO n
CTHIM30BaHHaA “f” Ha ABYX
CTOpOHaX

Azzurro / T'onybo#

RT ofpasua =~ RT
craHgapra + 3%

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinonHaeTc Ha
3Toit ceptin. YactoTa: onHa
cepys B roi

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinonHaeTcA Ha
atoil cepuu. Yactora: onHa
CEpHA B roJ

o "
|«C§§0éu Pocounn |

rap coa_resultats v5




Ceprudukar aHanu3a/ SANOFI 5

CepTudHKaAT COOTBETCTBHSA
Canodu C.n.A.

Crpapa Cratane 17, km 22
67019 Ckonnuro (AQ)
Hranusa

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

SCO 454132

Amapun 4 mr, 6x15 cpr CP RU

JlekapcreenHas gopma: TABJIETKH; ynakoska: daucrep AJIIOMUAHHUHA/TIBX
Koa GMID 454132

Lotto/Cepusn 9U003
Prod./Hata 11-CEHT-2019 Scad./T'onen no: ABI'-2022
MPOU3BOACTRA:
Jocke npenapara: 120490000TAC0004
/ Quenka pacteopenns (Esp.®.) Conforme stage | / Ctagusa | Conforme stage I/ Ctanua 1 |
COOTBETCTBYET COOTBETCTBYET -
Uniformita di dosaggio / Conforme / CooTeeTcTBYET Conforme / CooTreTcTBYET
ORHOpOOHOCTE ZO3UPOBAHHA
(EBp.@.)
IMPUREZZE / POOCTBEHHBIE
COEJHHEHHA
Glimepiride-Sulfonamide /
>=0,4% 0,1 %
[numenupua-cynspoHaMua,
Altra singola / ppyrasa eaHHH4Has >=0,2% 0,1 %
TIPHMECH
1 !
Total impurezze / cymmapHoe >=0,9% 0.3 %
coepkaHHe npuMecei
TITOLO / KOMHYECTBEHHOE
OTTPEJENEHHE
Titolo (LC) / KonuuecTeeHHOE g
conepratne (BIKX) 3,80 — 4,20 mr / Tabnetky 3,95 mr/ Tabnerky
MICROBIOLOGICO / MUKPOBHOJIOTMYECKA A YUCTOTA
Obuiee 4yicIo a3pobHLIX == 10? <10
mukpoopratusmos (TAMC; KOE/T)
O0iLee YHCIO APOKIKEBLIX H <= 10? <10
mnecHeBblx rpubos (TYMC,
KOE/r)
Escherichia coli Assente / g — OtcyTcTBYeT /T Assente / g — OtcyTeTByeT /

r

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YINAKOBOYHOT O MATEPHAJIA

Controllo confezionamento / Conforme / CooTBeTCTBYET Conforme / CooTBeTCTBYET
KOHTPOJIb YITAKOBOYHOI'O

MATEPHAJIA
: .\c 0 Ka u %‘{
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CepTuduxar anaausa/ SANOF i 5

CepTudukat cooTBeTCTBHSA

Canotu C.n.A.

Crpapa Crarane 17, km 22

67019 Cxonnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151

®axc +39 0862 714005

Kon GMID
Lotto/Cepus

Prod./Harta
NpOU3ROACTBRA:
Jocbe npenapara:

SCO 454132
Amapun 4 mr, 6x15 cpr CP RU

Jlexapcteennan dopma: TABJIETKH; ynakoeka: 6nuctep ATTIOMUHHUA/TIBX
454132

U003
11-CEHT-2019 Scad./Toaen no: ABI'-2022

120490000TA00004

MECTHBIMI PErYIATOPHLIMH OpFaHaMH, a TAK)Ke B COOTBETCTBHH €O CIELHPHKALHMAMK, MPENYCMOTPEHHBIMMU
PerHcTpaLHOHHBIM YROCTOBEPEHHEM CTPaHbl-uMNOpTepa. OTYETH! N0 H3FOTOBNEHHIO, YIAKOBKE U aHannly
cepuii GbIHM POBEPEHBI H NPH3HAHB COOTBETCTRYIOLIMMH TPeBoBaHNAM. OTKAOHEHHS N0 KaueCTBY, ECNH
TaKOBbIE MMEIOTCA, GbINN NOJTHOCTBIO paccNeNVBaHbl H ono6pensl. [MoTeHUNaNbHOE BAKAHKE OTKNOHEHNA HA
Ka4yecTBo, 6€30MNaCHOCTL M 3GPEKTHBHOCTD HA CEPHIO NPU3HAHO HE3HAYNTERLHBIM.

{lepronnyeckue TeCTbl COOTBETCTBYIOT TpeGOBAHHAM CTIELMDUKALHUK, OCHOBAHHOM HA TNAHHPOBAHHK
NPOBEASHHA TECTHPOBAHUA H MOTYT ObITh TIPEAOCTABIEHD MO 3anpocy M3,

HacToswimM 8 NoATBEpHARI0, YTO MPEACTABNEHHAS Bhillle HHBOPMALIHS SBAKETCA NOMNHHHON H TOYHOH.

Decision/3ax09enue;

Date/nara:

Decisins GA/OTBercreennsiii  JI-p Aneccanapa Maypuuno
38 o0ecneuenne KauecTpa: (YnonnomoueHHoe nuno Canopu S.p.A.)

Approvato / YTeepkaeHa
8 HOABPA 2019 16:04:09.00

CepTuduKaT aHaNK3a UMEET MMEKTPOHHYIO MOANHCH, NONYHEHHYIO MPH TOMOLLH BaTKAHPOBAHHOM
nabopaTtopHoit HHPOPMALMOHHO# CHCTEMBL.

fl«Canodu Poccuan []Ef{
Sanofi Russia AD ."ui.—
A
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Certificate of Analysis and

Conformance SANOFI ';;

Stabilimento: SCOPPITO

sanofi S.p.A.

trada Statale 17, km 22
67019 Scoppito {(AQ)
Italy

Tel: +3% 0862 717021 / 7151
Fax: 439 0862 714005

SCO 454132
Amaryl 4mg,6xlScpr CP RU
Nosage form:TBLTS;Pack3ulk:BlisterALUPVC

GMID code: 454132

Lotta/Batch: 9UQo3

Prod. /Mfg: 11-SEP-2019 Scad. /Exp,: AIG=-2022

Dossier reference: 1204900001 A00004

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICRE/CHARACTERISTICS

Aspetto / Appearance Compresse oblunghe, piatte, con linea di Ceompresse oblunghe, piattes, con
rottura su entrambi i lati / Oblong, linea ci rottura su entrambi i
flat tablets with break line on both lati / Oblong, flat tablets with
sides. break line on both sides.

Cadifica / Code Incisione NMO e «h» stilizzata su Incisione HMZ e «h» stilizzata
entrambe i latli / Engraving NMO and su entrambe i lati / Engraving
stylized «h» on both sides. HMD and stylized «h» on both

zides.

Colore / Color Azzurro / Light blue Azzurro / Light klue

IDENTIFICAZICHI/IDENTIFICATION

LC Rt (sample) =~ Rt (referencelils Rt (sample} =~ RL (reference)+33

iR Positiva / Positive Hon testato su guesto lotto.

Frequencza test: un lottec
all’anno/Non performed on this
batch. Frequency: oane batzh/year

Test d'identitd per indigatina/Identiszy Positiva / Positive Hon testato sc guesto ictto.
test for indige carmine Frequenza test: un lotte
all’anno/Non performed on this

patch. Frequency: one batch/year
TESTS

D.ssoluzione valore medio /AVG value >= 85 § 96 %
dissolution after 15' (Q=80%):
Dissoluzione valore minimo /MIN value >= 85 § 941 3

dissolution after 15':

Valutazione dissoluzione / Dissolution Conforme stage I / Stage I Conforms stage I / Stage I
evaluatien (Ph.Eu.) conforms conforms
Uniformita di dosaggio / Uniformity of Conforme / Complies Conforme / Complies

content {LC) (Ph.Eur.}
IMPUREZZE / RELATED SUBSTANCES (LC)
Glimepiride-Sulfonamide / <= 0.4 % Q.1 %

Glimepirid-sSulfonanide

Altra singola / Others each <= 0.2 % 0.1
Totali impurezze / Related schstances <= 0.9 % 0.3
total
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Certificate of Analysis and

Conformance SA N O F I !:aj

Stabilimento: SCOPPITO

sanofi S.p.A,

Stradas Statals 17, Km 22
67019 Scoppito {(AQ)
Ttaly

Tel: +33 0862 717021 / 7151
Fax: =39 0B6Z 71400%

SCO 454132
Amaryl 4mg, éxlS5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454132
Lotto/Batch: 20003
Prod. /Mfy: 11-SEP-2019 Scad. /ExXp.: AUG-2022

Dossier reference: 120490000TA00004

SAGGI/TESTS LIMITT/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY
Titele / Content (LCI 3.80 - 4.20 mg/tbl (95 to 105% of label 3.95 mg {tbl]

claim)

MLCROBIOLOGICO/MICROBIOLOGICAL QUALITY F
TAMC (CFU/g} <= 10*3 <10

TYMC (CFU/g} <= 1042 <10
Escherichia coli Assente/g - Absent/g hssente/qg - Absent/g

CONTROLLO MATERIALE CONFEZEONAMENTO / PACKAGING MATERIAL CONTROL
Controllo confszionamento/Packaging Conforme / Complies Conforme / Complies

material conteoi

r =

Microbiological Analysis is cac¢ried out as skip test. Test frequency Ls based on the regiscrarion dossier and site
internal procedure.

This batch of preoduct has been manufactured, insluding packaging and Quality Contrel, in full compliance with the
current GMP requirements of the lozal Regulatory Ruthority

and with the specifications laid down in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records have heen reviewed and fonnd ko be in zompliance.

Quality deviatiors, if any, have beer 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/Daecisicna: Approvato / Released
Date/Data: B-NOV-2019 16:04:09.00

Responsible QA/Decisione QA: Dr. Alessandra Maurizieo {Qualified Person Sanofi S.

This Certificate of Rnalysis has been electronzlly signed from a validated LIMS.
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