Ceptudukar anaau3a U COOTBETCTBHSA

Canodu C.11.A.
Crpana Crarane 17, km 22
67019 Ckormmuto (AQ)

Uranns

Ten. +39 0862 717021 /7151

SANOFI op

3aBoj: CKOMUTTO

dakc +39 0862 714005
SCO_454132
Awmapwi 4 mr, 6x15 cpr CP RU 5
JlexapcrBennas popma: TABJIETKU; ynakoska: 6nuctep AJTFOMUHUN/TIBX
Kox GMID 454132
Cepust 10002
JlaTa mpou3BoICTBA: 4-OEB-2021 Tonen mo: SIHB-2024
Jlocwe mpenapara: 120490000TA00004
HopmaTuBHBIH JOKyMEHT: I N015530/01-070410
MNOKA3ATEJIN TPEBOBAHUSA PE3YJIBTAT
XAPAKTEPUCTHUKHA
Onucanne [Tpononrosarele, MIOCKUE [Ipononrosarsle, miIockue

Kon (rpaBupoBka)

Ilser

[NOAJIMHHOCTD
KX

UK

TlogmMHAEOCTS HHIAUTO

IMTOKA3ATEJIN

CpenHee 3Ha4€HHE PACTBOPEHHUS

mocie 15 muayT (Q=80 %)

MIN 3HaueHue pacTBOPEHUS MOCIe

15 munyT

OrieHKa TecTa pacTBOPEHHUE
(EBp.®.)

OOHOPOAHOCTh N03UPOBAHUS
(EBp.®.)

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

I'paBupoBka NMO u
CTUJIM30BaHHAA “/’° Ha ABYX
CTOpOHAaX

Caetio-romy6oi

RT o6pasua =~ RT crangapra
+3%

TTonoskuTeNnsHBIA

CoOTBETCTBYET

>=85%

>=85%

Cranus I cooTBeTcTBYET

CoOTBETCTBYET

POJICTBEHHBIE COEAMHEHU

I'mamenmpua-cynshoHaMua

Jpyrast eiuHUYHAs IpUMeECh

CyMMapHoOe coniepikaHue
POACTBEHHBIX PUMECEH

<=0,4%

<=0,2%

<=0,9 %

TaOJIETKH, C pa3/IeUTEIbHON
pHCKOI Ha 00enX CTOpOHAX

I'paBupoBka NMO u
CTWJIM30BaHHAS “A” Ha JBYX

CTOpOHaX

Caetio-rony6oit

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

He BrimomnHsAIOCH HA 3TOM CEPUH.

YacroTa: oJiHa cepusi B roj

95 %

92 %

Cragus [ cooTBeTCTBYET

CooTBeTcTBYET

0,1 %
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Cepruduxkart aHajau3a v COOTBETCTBHS SANOFI {j

3apoxa: CKOIIUTTO
Canodu C.11.A.

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

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

SCO_454132

Awmapwi 4 mr, 6x15 cpr CP RU

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

Cepust 10002
JlaTa mpou3BoICTBA: 4-OEB-2021 Tonen mo: SIHB-2024
Jlocwe mpenapara: 120490000TA00004

HopmaTuBHBIH JOKyMEHT: I N015530/01-070410

KOJIMYECTBEHHOE
OITPEJEJIEHUE
KonnuectBeHHOE copepkaHue 3,80 — 4,20 mr / TabneTky 3,99 mr / Tabnetky
(OKX) (95-105 % or 3asiBIEHHOTO
KOJINYECTBA)
MUKPOBUOJIOTUYECKAS YUCTOTA
O6miee 9ncI0 a3pOOHBIX <=10° <10
mukpoopraansmoB (TAMC; KOE/T)
OO61Iee 9uCiio TPONKIKEBBIX U <=10? <10
miecHeBbIX rprbdoB (TYMC,
KOE/T)
Escherichia coli OrcyrctBHe B 1 T OrcyrctBue B 1 T
KOHTPOJIb YITAKOBOYHOI'O MATEPUAIJIA
KonTponb ynakoBo4HOTrO CooTBeTCTBYET CootBercTBYyeET
Marepuana

TecT Ha MI/IKp06I/IOJ'IOFI/I‘-IeCKyIO YHUCTOTY MPOBOAUTCA NEPHUOAUICCKU. HepI/IOHI/I‘IHOCTL OIpeAcCIACTCA
PEruCTpaliluOHHbBIM J0CHE U BHYTPCHHUMU 3aBOJICKUMU MPOLICAYPaMU.

JanHas cepust npemnapara ObUia M3rOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb Ka4eCTBa, B IOJIHOM COOTBETCTBHU
¢ IeHCTBYIOIMMH TpeboBaHUAMH NpaBm Hamnexameit mponsBoacTBeHHOH npakTuku (GMP), ycTaHOBIEHHBIMEI
MECTHBIMH PEryJISITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CrielU(DUKALMAMHE, TIPSy CMOTPEHHBIMHU
PerucTpalioHHBIM YJIOCTOBEPEHHUEM CTPAHBI-UMIIOPTEPA. 3aIUCH 110 TPOU3BOACTBY, YITAKOBKE U KOHTPOIIIO
Ka4ecTBa cepuil ObLIM MPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOIIUMH TpeOOBaHHSIM. OTKIOHEHHS [0 KAYECTRY,
€CJIM TAKOBBIC UMCIOTCSI, OBLITU MOJIHOCTBIO PACCIICAOBAHBI M 0100peHbL. [I0TeHIIMANBHOE BIMSIHUE OTKIOHCHHS
Ha KaueCTBO, 0€30macHOCTh Wi 3()(HEKTUBHOCTD cepuu(¥ii) MPU3HAHO HE3HAYUTCIBHBIM.

[epromudeckue TeCTH COOTBETCTBYIOT TPEOOBAHUSAM CHICIU(DUKAIINH, OCHOBAHHOW HA ITAHUPOBAHHUH
MPOBEICHUS TCCTUPOBAHUS, K MOTYT OBITh PEIOCTABIICHBI 110 3aIPOCy PerynsTopHoro oprasa.

HacTosium st moATBEPIKAAI0, YTO MPECTABICHHAS BBIIIC HHPOPMAIIUS SIBJISCTCS ITOJJIMHHOW U TOYHOM.

3akJoueHnue: Brimymeno
Jara: 13-AI1P-2021 13:28:28.00

OTBeTCTBEHHBIH 32 0o0ecneueHue
KavyecTBa:

MH(OPMALMOHHOM CHCTEMBI.
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Certificate of Analysis and

Sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)

Italy

Tel: +39 0862 717021 / 7151

Conformance

(1 N

SANOFI .7

SCOPPITO

Stabilimento:

Fax: +39 0862 714005
SCO 454132
Amaryl 4mg, 6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454132
Lotto/Batch: 1U002
Prod. /Mfg.: 4-FEB-2021 Scad./Exp.: JAN-2024
Dossier Reference: 120490000TA00004
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'identitd per indigotina/Identity

test for indigo carmine

TESTS

Dissoluzione valore medio /AVG value
dissolution after 15' (Q=B0%):
Dissoluzione valore minimo /MIN value
dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eur.)

Uniformita di dosaggio / Uniformity of
content (LC) (Ph.Eur.)
IMPUREZZE / RELATED SUBSTANCES (LC)
Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

altra singola / Others each

Totali impurezze / Related substances

total

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

Incisione NMO e "“h" stilizzata su
entrambe i lati / Engraving NMC and
stylized "h" on both sides.

Azzurro / Light blue

Rt (sample) =~ Rt (reference)f3%
Positiva / Positive

Positiva / Positive

>= 85 &
=85 §
Conforme stage 1 / Stage 1

conforms

Conforme / Camplies

0.

0.2 %
0.9 %

Compresse oblunghe, piatte, con
linea di rottura su entrambi i
lati / Oblong,

break line on both sides.

flat tablets with

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

Azzurro / Light blue

Rt (sample) =~ Rt (reference)+3%
Non testato su gquesto lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: cne batch/year
Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year

95 %

92 %

Conforme stage I / Stage I
conforms

Conforme / Complies

.1

Non rilevabile/Not detectable
0.1 %
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Certificate of Analysis and

Conformance SANOFI .

Stabilimento: SCOPPITO

Sanofi S.p.A.

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: 10002
Prod. /Mfg.: 4-FEB-2021 Scad. /Exp.: JAN-2024

Dossier Reference: 120490000TA00004
Normative Document: Normative Document No. P N015530/01-070410

rS.AGGIfTESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO / CONTENT
Titolo / Content (LC) 3.80 - 4.20 mg/tbl (95 to 105% of label 3.99 mg (tbl]
claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 1043 <10
TYMC (CFU/g) <= 1072 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO / PAGKAGING 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: 13-APR~2021 13:28:28.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

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