AHAJIMTHYECKHI NACIOPT CEPHH

Canogm C.p.Jl. (paHee CaHogu C.n.A.)

Crpana Crarane 17, km 22
67019 CxonnuTo (AQ)

Hranna

Ten. +39 0862 717021 / 7151

daxc +39 0862 714005

Ceprudukar anannsa /

SANOFI «z

3apoa: CKkomuTTO

SCO_240429

AMapun 4 wn,

2%x15 cpr CP RU

JlekapcTeBeHHaa ¢opma: TABJIETKHM; ynakomka: 6GaucTep AJIOMUHMM / TIBX

Kom GMID 240429

Cepus 10004

JaTa NpoM3BOACTBA: 3-CEH-2021 T'ogen mo: ABI-2024

Jocbe npenapaTa: 120490000TAO0004

HopMaTHUBHbLIA OOKyMmeHT: N I1 N015530/01-070410

MMOKA3ATEJIH TPEBOBAHUSA ~ PE3VJIBTAT

XAPAKTEPUCTUKH kol S

Onucasue npoponfbapmge,fnﬂocxue 'Hpononroaawue, njockue TabierTky,
TabNeTKM, C Pa3mesUTENLHON C pa3OenuMTeNnbHOW PUCKOM Ha obeux
PUCKON Ha OBEeNX CTOPOHax SrEOPOHan

Kon (rpaBupoBKa) I'paBuposka NMO M cTunMz3oBaHHaa I'paBupoeka NMO M CTUNIM3OBaHHAaA
"h” Ha IBYX CTOpPOHAaX “h” Ha OBYX CTOPOHAX

lBeT CBEeTJI0-T oy B0oi CeeTno-Trosyogon

NOONMHHOCTL

), 94 RT oOpasua =~ RT cTaHmapTa RT obpasua =~ RT cranbapTa * 3%
1 3% d

MK [TOJIOXM T eJ1b HElA He BHINOJIHAJIOCH Ha 3TOW CepUM.

YacToTa: onHa cepus B oA
[ToANMHHOCTbL MHIOWUTO CooTEETCTBYET He BHINOJHAJIOCE Ha 3TOW CepuM.
YacToTa: onHa cepuda B Irol

[MMOKASATEIHN

CpenHee 3HauyeHMe pacTBOpeHMsa nocne 15 > = 85 % 99 %

MMHYT (Q=80 %)

MIN 3HauYeHMe pacTBOpeHuMA nocje 15 >'= 85 % 98 %

MUHYT

OueHka Tecra pacrBopeHue (EBp.®.)

OmHoponHocTs AozuMpoBaHuA XX (EBp.d.)

POOCTBEHHHE COEIMHEHMA

PnuMenupun-cynbdoHaMma

Ipyrasa eaMHuU4YHasa MNpuMech

CyMMapHOe colepxaHue POACTBEeHHBIX
npuMmecei

Cranua 1 COOTBETCTBYET

CooTBeTcTRYyeT

<= 0,4 %
<:.0,9 &
<= 0,9 %

.« CooTBETCTBYET

Cramnna I cCOOTBETCTBYET

0,1 %

He oGnapyxend

0,1 %
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Ceprudukar ananuza /

Eim,
AHAJIMTHYECKNH MACHOPT CEPHH SA N O F I w /g

Canodu C.p.Jl. (paHee Canodm C.n.A.)

Crpapna Crartane 17, xm 22 .
67019 Ckonnuro (AQ) 3a30ﬂ- CKOMHUTTO
Wranusa

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

SCO_240429

Amapun 4 mr, 2x15 cpr CP RU
JlekapcTBenHaa ¢opma: TABJIETKM; ynakoeka: 6Gaucrep AJIOMMHMA/NBX

Kon GMID 240429

Cepusa 1U004

JaTa NpoM3BONCTEBA: 3-CEH=-2021 TomeH pno: ABI'-2024
locke npenapara: 120490000TA00004

HopmaTuBHelt nokymenT: N I1 N015530/01-070410

======:=====================================================;============:==:====!========;==================q=:::::::=
INOKA3ATEJIH - TPEBOBAHHUA PE3VJILTAT =

fa

KOJIMYECTBEHHCOE OIIPENEJIEHME

KonuuecTBeHHOe coaepxkaHue (XX) 3,80 - 4;20 Mfi/‘ﬁé@ﬂETK
{95-105 % or =zasBneHHOT

L3,93 Mr / TablieTky

KoauyecTBa)

MUKPOEMOJIOTUMYECKAA YMCTOTA

Ofwee uMCIO a®pOOHEX MUKPOOpPraHMaMos <= 102

(TAMC; KOE/rT) 1

OfCwee 4YUCJIO HOPOXKEBBEX M NJIECHEBLIX <= 102 : <10

rpubos (TYMC, KOE/r) e

Escherichia coli OrcyrcTBue B 1 n ' ::‘  OrcyrcTBuMe B 1 1

KOHTPOIlb YINAKOBOYHOI'O MATEPMAIIA COOTBéTCTBYQTq_ : CooTBeTCTBYET

TecT Ha MUMKPOOBMONOTMYECKYI YMCTOTY NpCoBOOMTCA neproaudecku. [leprolMyHOCTB onpeneyAeTCA PerMcCTpaUuMOHHEIM OOCke M
BEHY TPeHHMMM 3aBOOCKMMM MNpouUuelypamu.

llanHasa cepua npenapara O:sla M3TOTOBNEHA, BKJOYAA YNAKOBKY M KOHTPO/NbL KAuecTBa, B MOJHOM COOTBETCTBMM C HeMCTEYOWMMM
TpeOoBaHMAMM NpaBun Hamnexawer NPOMSBOACTBEHHONM NpakTMkM (GMP), YCTAHOBJIEHHBMM MECTHHMM PETYNATOPHHMM OpTaHaMmu, a
TakKXe B COOTBETCTBMM CO Cneuh@hkauHﬂMM; npenycMoTpeHHBIMA PEPMCTpauMOHHHM YOOCTOBEpeHneM CTpaHeI-MMnopTepa. Banucu no
NpOM3BOACTBY, YNAKOBKE M KOHTPOJIO KauyecTBa Cepui ObUIM NPOBEPEeHH M MPM3HAHE COOTBETCTRYOUMMUM TpeBOoBaHMAM, OTKIOHEHUSA
no xKad4ecTBY, e€CJiM TakKOBbIE MMEKWTCH, GEIM NMOJHOCTHIO paccienoBaHe U OJIOGPEH.I:]. lloTeHUMaNbEHOE BJMAHME OTKJIOHEHMA Ha
KayecTBO, 0e30MacHOCTh MM 30PEKTUBHOCTE CepuM (M) NPUBHAHO HE3HAYMTEJbHEM.

[lepuonnuyeckme TECTH COOTBETCTBYOT TpeboBaHMAM chneuudmMKauMy, OCHOBAHHONM Ha NJAHUPOBAHMM NPOBENEHUA TEeCTUPOBAHUA M
MOTYT OBITb NpPefoCTaBJIeHH NO 3anpocy PerynaAToOpHOro oprasda.

HacrosauuM A NOATBEpPXAaw, 4YTO NpeAcTaBJEeHHAA BHIWE MHPOPMauuA ABIASTCA NOMJNMHHOM M TOYHOM.

Pewenue OnobpeHo
Dara: 2-HO0A-2021 19:00:28.00
YnonHoMOYeHHOe AMLO MMM NPefACTaBUTeNb: Dr. Alessandra Maurizio (Y noHoMo4€HHOE JTHLIO)

CepTMQMKaT aHalliM3a noanmcas EHEKTPOHEOﬁ noanuce
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Certificate of Analysis and

SANOFI oz

Conformance
Sanofi 8.r.l. (formerly Sanofi S.p.A.)
Stabilimento: SCOPPITO

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: 439 0862 714005

SCO 240429

Amaryl 4mg,2x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 240429
Lotto/Batch: 10004
Prod. /Mfg.: 3-SEP-2021 Scad. /Exp.: AUG-2024
Dossier Reference: 120490000TA0C004

Normative Document:

Normative Document No.

P N015530/01-070410

 RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

IR

Test d'identitd per indigotina/Identity

test for indigo carmine

TESTS
Disgoluzione valore medio /AVG value
(Q=80%) :

Dissoluzione valore minimoc /MIN value

dissolution after 15'

dissolution after 15':
Valutazione dissoluzione / Dissolution
evaluation (Ph.Eur.)

Uniformitd di dosaggio / Uniformity of
centent (LC) (Ph.Eur.)
IMPUREZZE / RELATED SUBSTANCES

Glimepiride-Sulfonamide /

(LC)

Glimepirid=-Sulfonamide
Altra singola / Others each
Totali impurezze / Related substances

total

Positiva / Positive

BG4 99 3
>= 85 % 98 %

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

/SPECIFICATIONS

Compresse oblunghe, platte, con linea di Compresse oblunghe, piatte, con
tbtturé-iﬁ'antrambl i lati / ﬁﬁlong, linea di rottura su entrambi i
flat tablets with break line on both lati / Oblong, flat tablets with
afdei}\ 4 break line on both sides.
Incisione NMO 'e "h" stilizzata su
entrambe i lati / Engraving NMO and
a:ylined-ﬁh”'on‘buth_ggqgs&

Incisione NMO e «h» stilizzata
su entrambe i lati / Engraving
NMO and stylized «h» on both
sides.
Azzurro / Light blue Azzurro / Light blue
Rt (ggﬂplgl i%jhéy[zefﬂfﬁﬁcﬁ)fjt Rt (sample) =~ Rt (reference)3t
Positiva / Positive ~ Non testato su questo lotto.
Frequenza test: 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

i

Conforme / Complies Conforme / Complies

<= 0.4 % 0.1%
=0.2 ¢ Non rilevabile/Not detectable
<=:0.9 § 0.1 %
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Certificate of Analysis and

Conformance SA NOF ' %ﬁ

Stabilimento: SCOPPITO

Sanofi S.r.l. (formerly Sanofi S.p.A.)

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

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

SCO_ 240429
Amaryl 4mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUDPVC

GMID code: 240429
Lotto/Batch: 10004
Prod. /Mfqg.: 3-SEP-2021 Scad. /Exp.: AUG-2024

Dossier Reference: 120490000TAQ0004
Normative Document: Normative Document No. P N015530/01-070410

\

SAGGI/TESTS "LIMITI/SPECIFI‘CATIONS ~ RISULTATI/RESULTS
TITOLO / CONTENT ; i
Titolo / Content (LC) 3.80 - 4.20 mg/tbl (95 to ibS%-offlabel 3.93 mg [tbl]
claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY o 4 N
TAMC (CFU/g) <= 1073 iy 5
TYMC (CFU/g) <= 10~2 1 : <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g
CONTROLLO MATERIALE CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL
Controllo confezionamento/Packaging Conforme / Complies ‘ L Conforme / Complies

material control

— A — — —
(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: 2-NOV-2021 19:00:28.00
Responsible QA/Dacisione QA: Dr. Alessandra Maurizio (Qualified Person)

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