Ceptudukar anaau3a U COOTBETCTBHSA

Canodu C.m.A.
Crpana Crarane 17, km 22
67019 Ckormmuto (AQ)

Uranns

Ten. +39 0862 717021 /7151

SANOFI op

3aBoj: CKOMUTTO

®daxc +39 0862 714005
SCO_454132
Awmapwui 4 mr, 6x15 cpr CP RU 5
JlexapcrBennas popma: TABJIETKU; ynakoska: 6nuctep AJTFOMUHUN/TIBX
Kox GMID 454132
Cepust 1U003
JlaTa npoM3BOACTBA: 2-UH0JI51-2021 T'oxen mo: WNIOHB-2024
Jlocbe nipenapara: 120490000TA00004
HopmatuBHas 11 N015530/01-070410
JIOKYMEHTAILIHSI:
MOKA3ATEJIN TPEBOBAHUS PE3YJIBTAT
XAPAKTEPUCTUKU
Onucanue [TpomonroBaTeie, MIOCKUE [Ipomoarosarsie, MIOCKUE

Kon (rpaBupoBka)

Ilser

[NOAJIMHHOCTD
KX

UK

HO,HJ'H/IHHOCTI) HHIUTO

ITOKA3ATEJIN
CpelHee 3HaUEHUE PACTBOPEHUS
nocie 15 munyt (Q=80 %)

MIN 3HadeHHe pacTBOPEHHUS ITOCITE
15 munyT

OrieHKa TecTa pacTBOPEHHUE
(Ep.®.)

OOHOPOAHOCTh N03UPOBAHUS
(Ep.®.)

POACTBEHHBIE COEJJMHEHU A
I'mamenmpua-cynshoHaMua

Hpyras enuHIIHAs IPUMECh

CyMMapHoOe coliep>KaHue
POJACTBEHHBIX NpUMecei

TaOJIETKH, C pa3/ieInTEeIbHON
PHCKOH Ha 00€UX CTOPOHAX

I'paBupoka NMO u
crunmu3oBaHHas “h” Ha 1BYX
CTOpOHAaX

Caetio-romy0oi

RT o0pasna =~ RT cranmapra
+ 3%

TTonoskuTeNbHBIA

CoOTBETCTBYET

>=85%

>=85%

Cranust | cooTBeTcTBYET

CoOTBETCTBYET

<=0,4%

<=0,2%

<=0,9%

TaOJIETKH, C pa3/IeUTEIbHON
pHCKOI Ha 00enx CTOpOHAX

I'paBupoBka NMO u
crunn3oBanHas “h” Ha IByX

CTOpOHaX

Caetio-rony6oit

RT o6pasua =~ RT crannmapra + 3%
He BemomnHsnocks Ha 9Toi cepui.
YacrtoTa: ogHa cepusi B roj

He BeimomnHsiocks Ha 9ToM cepui.

YacroTa: oJ1Ha cepusi B rojl

97 %

95 %
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Cepruduxkart aHajau3a v COOTBETCTBHS SANOFI {j

3apoxa: CKOIIUTTO
Canodu C.m.A.

Crpana Crarane 17, km 22
67019 Ckormmuto (AQ)
Uranus

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

SCO_454132

Awmapwui 4 mr, 6x15 cpr CP RU

JlexapcrBennas popma: TABJIETKU; ymakoska: 6muctep AJTIOMAHUI/TIBX
Kox GMID 454132

Cepust 1U003
Jlata mpou3BOACTBA! 2-UH0JI51-2021 T'oxen mo: WNIOHB-2024
Jlocke mpemapara: 120490000TA00004
HopmatuBHas 11 N015530/01-070410
JIOKYMEHTALHSL:
KOJIMYECTBEHHOE
OIIPEJAEJIEHUE
KonnuectBeHHOE copepkaHue 3,80 — 4,20 mr / TabneTky 3,98 mr / Tabnerky
(OKX) (95-105 % oT 3as1BICHHOTO
KOJINYECTBA)
MUKPOBUOJIOTMYECKA S YNCTOTA
O61ee YncIo adpoOHBIX <=10°% <10
mukpoopraaunzmos (TAMC; KOE/T)
OO611iee YnCII0 APOKIKEBBIX U <= 102 <10
miecHeBsIX rprudoB (TYMC,
KOE/T)
Escherichia coli OtcyrctBHe B 1 T OtcyrctBue B I 1
KOHTPOJIb YITAKOBOYHOI'O MATEPUAJIA
KoOHTpoJTh yakoBOYHOTO CoO0TBETCTBYET CootBercTBYyeT
MarepHana

TecT na MI/IKp06I/IOJ'IOFI/I‘-IeCKyIO YHUCTOTY MPOBOAUTCA NEPHUOAUICCKU. HepI/IOLlI/I‘IHOCTL OIpeACIACTCA
PEruCcTpaliluOHHbBIM J0CHE U BHYTPCHHUMU 3aBOJICKUMU MPOLICAYyPaMU.

JanHas cepust npernapara ObUia M3rOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb Ka4eCTBa, B IIOJIHOM COOTBETCTBHU
¢ IeHCTBYIOIMMH TpeboBaHUAMH NpaBm Hamiexameit mponsBoacTBeHHOH npakTuku (GMP), ycTaHOBIEHHBIMEI
MECTHBIMH PEryJISITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CrelU(DUKAIMAMHE, TIPSy CMOTPEHHBIMHU
PerucTpaiioHHBIM YJIOCTOBEPEHHUEM CTPAHBI-MMIIOPTEPA. 3aMUCH 110 TPOU3BOACTBY, YITAKOBKE U KOHTPOIIO
Ka4yecTBa CepUil ObLIM MPOBEPEHBI M MIPU3HAHBI COOTBETCTBYOIIUMHE TpeOoBaHUsIM. OTKIOHECHUS 10 Ka4eCTBY,
€CJIM TAKOBBIC UMCIOTCSI, OBLITU MOJIHOCTBIO PACCIICAOBAHBI M 0100peHbl. [I0TeHIIMANBHOE BIMSIHUE OTKIOHCHHS
Ha KaueCTBO, 0€30macHOCTh Wi 3()(HEKTUBHOCTD cepuu(Hii) MPU3HAHO HE3HAYUTCIBHBIM.

[epuromudeckue TECTHl COOTBETCTBYIOT TPEOOBAHMSAM CHICHU(UKAIINH, OCHOBAHHOW Ha ITAHUPOBAHHUH
MPOBEICHUS TECTUPOBAHUS, U MOTYT OBITh PEAOCTABIICHEI 110 3ampocy PeryssitopHoro opraﬁawy

3akitoueHue: Boinyieno

MHara: 5-OKT-2021 09:01:39.00
OTBeTCTBEHHBIH 32 oOecrieueHne Dr. Alessandra Maurizio (YnonHOMoquB‘
KauecTBa: ;

CepTudukaT aHaiwm3a UMEET dJIEKTPOHHYIO MOIUCH, TOTYYEHHYIO MPH ITOMC
nabopaTopHOi HHPOPMAITMOHHOW CUCTEMEI.
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Certificate of Analysis and

Sanofi S.p.A.

Conformance

SANOFI g

Stabilimento: SCOPPITO

Strada Statale 17, Km 22
67019 scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO 454132

Amaryl 4mg,6xl5cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454132
Lotto/Batch: 10003
Prod. /Mfg.: 2-JUL-2021 Scad. /Exp.: JUN-2024
Dossier Reference: 120490000TAQ00004
Normative Document: Normative Document No. P N015530/01-070410
’ :
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

IR

Test d'identita per indigotina/Identity

test for indigo carmine

TESTS

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

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eur.)

Uniformita di dosaggio / Uniformity of
(LC) (Ph.Eur.)}

IMPUREZZE / RELATED SUBSTANCES

content
(LC)
Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

Altra singola / Others each

Totali impurezze / Related substances

total

Compresse chlunghe, piatte, con linea di
rottura su entrambi i lati / Obleng,
flat tablets with break line on both
sides.
Incisione NMD e "h" stilizzata su
entrambe i lati / Engraving NMO and

stylized "h" on both sides.

Azzurro / Light blue

Rt (sample) =~ RU (reference)i3%

Peositiva / Positive

Positiva / Positive

85 %

85 %
Conforme stage I / Stage I
conforms

Conforme / Complies

<= 0.4 %
<= 0.2 %
<= 0.9 %

Compresse oblunghe, piatte, con
linea di 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.

Azzurro / Light blue

Rt (sample) =~ Rt (reference)x3%
Non testato su questo lotto.
Frequenza test: un lotto

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

97 %

95

Conforme stage I / Stage I
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Certificate of Analysis and

Conformance S A N O F | *J

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

Tel: +39 0862 717021 / 7151

Fax: +39 0862 714005

r 2
SCO_ 454132

Amaryl 4mg,6x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454132
Lotto/Batch: 10003
Prod. /Mfg.: 2-JUL-2021 Scad./Exp.: JUN-2024

Dossier Reference: 12045950000TA00004
Normative Document: WNormative Document No. P N015530/01-070410

\

r SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO / CONTENT
Titolo / Content (LC) 3.80 - 4.20 mg/tbl (95 to 105% of label 3.598 mg [tbl]
claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 10"3 <10
TYMC (CFU/qg) <= 102 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

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

material control

Microbiological Analysis is carried out as skip test. Test frequency 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, if 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.
I hereby certify that the above information are authentic and accurate.

.

Decision/Decisione: Approvato / Released
Date/Data: 5-0CT-2021 09:01:39.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified

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