Cepruduxar anaausa/
Ceprudukart cooTBETCTBHS

Canodu C.p.11. (panee Canoou C.m.A.)

Crpaga Cratane 17, km 22
67019 Cxomnmnuto (AQ)
Uranus

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

SANOFI vp

IInomanka: CKOIIIIUTO

SCO 454129
Awmapun 2 mr, 6x15 cpr CP RU
JlexapctBennas gopma: TABJIETKU; ynakoBka: Oiucrep

AJIIOMUHUI/TIBX
Kox GMID 454129 VYcnoBus XpaHeHus: Husxe 30 °C.
VYnakoBka: 15 tabnerok B Onuctep u3 [IBX/AnmtomMunneBoit honbru.

6 6;1MCTEpPOB BMECTE ¢ MHCTPYKIMEHN 110 IPUMEHEHUIO B KAPTOHHYIO HAUKY.
Cepus 1U402 Cpoxk rogHocTH: 3 roma
JaTa npou3BoaCTBA: 29 HOJ 2021 T'omen mo: OKT 2024
Jocke npenapara: 120490000TA00002
HopwmarusHbiit nokyment: P N015530/01-070410 u3menenus 1-9
IHOKA3ATEJIN HOPMA PE3YJbTAT
XAPAKTEPUCTUKU
Omncanue [IpomonroBarkie, MIOCKHE IIpomonroBareie, MIOCKHE

Kon (rpaBupoBka)

Lger

NOAIMHHOCTD I'N'TUMETIUPU A

B2XX

UK

[MogmuaHOCT Kpacutens (E172)

IMoanuuuocTh Kpacutens (E132)

IMOKA3ATEJIN

AVG 3HaueHHE PacTBOPEHHUS MTOCTIC
15 munyT (Q=80 %)

MIN 3HadeHHe pacTBOPEHHUS ITOCITE
15 MunyT

Onenka pacrBopenust (EBp.®.)

OOHOPOAHOCTE N03UPOBAHUS
(EBp.®. 2.9.40)

POACTBEHHBIE COEJJUHEHUA
I'mamenmpua-cynshoHaMua

TaOJIETKH, C Pa3ACTUTESILHON
PHUCKOH Ha 00€HMX CTOpPOHAX

I'paBupoBka NMM n
crunu3oBanHast “h” Ha 1Byx
CTOpPOHAX

3eeHblit

RT o6pasna =~ RT crangapta + 3%

TTonoskuTenbHBIA

TTonoskuTenbHBIA

TTonoskuTeNbHBIA

>=85%

>=85%

Cranus | cooTBeTcTBYET

Cranust | cooTBeTcTBYET

<=0,4 %

Ta0JIETKH, C pa3IeTUTEILHOM
pHUCKO# Ha 00enX cTOpoHaX

I'paBupoBka NMM u
crunu3oBanHas “h” Ha 1BYX
CTOpOHAX

3eeHbIi

RT o0pasma =~ RT
crargapta = 3%

He BrImosHsIeTCS HA 3TOM
cepun. YacToTa: oJiHa cepus
B IOJI

He BrImoHsIeTCS HA 3TOK
cepun. YacTtora: osiHa cepus
B IrOJI

He BrImosnsieTcst Ha 3TOM
cepun. Yacrtora: osiHa cepusi
B IroOJI

96 %

90 %

Cranus | conzaeggTByeT
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Ceprudukar anaansa/ SANOFI gﬁ

Ceprudukart cooTBETCTBHS
Canodu C.p.11. (panee Canoou C.m.A.) Inomanxa: CKOIMIIUTO

Crpaga Cratane 17, km 22
67019 Cxomnmnuto (AQ)
Uranus

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

SCO 454129
Awmapun 2 mr, 6x15 cpr CP RU
JlexapctBennas gopma: TABJIETKU; ynakoBka: Oiucrep

AJIIOMUHUI/TIBX
Kox GMID 454129 VYcnoBus XpaHeHus: Husxe 30 °C.
VYnakoBka: 15 tabnerok B Onuctep u3 [IBX/AnmtomMunneBoit honbru.

6 6IHMCTEpOB BMECTE ¢ MHCTPYKIIHEH 110 MPUMEHEHHUIO B KAPTOHHYIO MaUKy.
Cepus 1U402 Cpoxk rogHocTH: 3 roma
JaTa npou3BoaCTBA: 29 HOJ 2021 T'omen mo: OKT 2024
Jocke npenapara: 120490000TA00002

HopwmarusHbiit nokyment: P N015530/01-070410 u3menenus 1-9

Ipyras eAnHUYHAS IPUMEChH <=0,2% He o6HapyxeHO
cyMMapHoe cojaepkanue npumecen  <=0,9 % 0,1 %
KOJIMYECTBEHHOE

OIIPEIEJIEHUE

KonnuecTBeHHOE COEpIKaHIE 1,90 — 2,10 mr / TabneTky 2,00 mr / TabneTKy
(KX) (95-105 % oT KONMYIECTBA, 3ASBICHHOTO

Ha DTHKETKE)
MUKPOBUOJIOTUYECKAS YNCTOTA
Oo6m1ee 9rciio adpoOHBIX

mukpoopranusmos (TAMC; KOE/r) <= 103 <10

Oo011ee YmCIo IPOKIKEBBIX U

wiecHeBbIX TpuooB (TYMC, <= 102 <10

KOE/T)

Escherichia coli OtcyterByer / T OrcyterByer /T
KOHTPOJIb YITAKOBOYHOI'O MATEPUAJIA

KOHTPOJIb YITAKOBOYHOI'O CoOTBETCTBYET CooTBeTCTBYET
MATEPHAIJIA

Tect Ha MUKPOOHOIOTHIECKYIO YACTOTY IPOBOIUTCS NepHOANIECKH. [IeproInaHOCTh OnpenenseTcst
PETHUCTPAIIOHHBIM JI0ChE M BHYTPCHHUMH 3aBOJCKUMH IIPOIIETypaMH.

JlanHas cepust npenapara Obula M3TOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb KaUu€CTBa, B IIOJIHOM COOTBETCTBHU
¢ neiicTByrommMu TpeboBanusiMu rpaBui Hajuiexxaieit npousBoacTBenHo# npaktiku (GMP), ycraHOBIEHHBIMU
MECTHBIMH PEeryJIITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CIIELM(DUKALMAMHE, TPy CMOTPEHHBIMHU
PeructpaiioHHBIM y10CTOBEPCHHEM CTPAHbI-UMIIOPTEpa. 3alliCH 110 POM3BOACTBY, YIAKATLSAHAIN3Y CePUil
OBUTM ITPOBEPEHBI U TPU3HAHBI COOTBETCTBYIOMIMMHE TpeOoBaHUAM. OTKIOHEHUS O K C’I/_‘“ﬂ(‘ A TAIBbIC
HMEIOTCSI, OBIIIM IOTHOCTBIO PACCIIENOBAaHbI M 0J00peHsl. [loTeHnnansHOe BHI/ISIHI/IE": PAQHEHUS Ha, kc\qec 3}30
0e30macHOCTh U 3P PEKTUBHOCT Ha CEPUI0 PU3HAHO HE3HAUYUTEIHHBIM. / ’;' ‘///"Q’\"}

ITeproandeckue TeCTH COOTBETCTBYIOT TPEOOBAaHUSIM CrIeIH(pHKaIHH, OCHOBaHF‘Dﬁgf?{a IT2HHD GRS
IIPOBE/CHMS TECTUPOBAHUS U MOTYT OBITh PELOCTABIICHBI 110 3ampocy Peryusre pﬂ‘ﬂx OPEHHQB’
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Ceprudukart cooTBETCTBHS
Canodu C.p.11. (panee Canoou C.m.A.) Inomanxa: CKOIMIIUTO

Crpaga Cratane 17, km 22
67019 Cxomnmnuto (AQ)
Uranus

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

SCO 454129
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JlexapctBennas gopma: TABJIETKU; ynakoBka: Oiucrep

AJIIOMUHUI/TIBX
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6 6IHMCTEpOB BMECTE ¢ MHCTPYKIIHEH 110 MPUMEHEHHUIO B KAPTOHHYIO MaUKy.
Cepus 1U402 Cpoxk rogHocTH: 3 roma
JaTa npou3BoaCTBA: 29 HOJ 2021 T'omen mo: OKT 2024
Jocke npenapara: 120490000TA00002

HopwmarusHbiit nokyment: P N015530/01-070410 u3menenus 1-9

3akaoueHue: OnobpeHno
Hara: 20 SIHB 2022 19:26:14.00
OTBeTCTBEHHBII 32 Dr. Alessandra Maurizio (YmoaHOMOYeHHOE JIHIIO)

odecreyeHne Ka4ecTBa:

CepTudukaT aHagw3a IMEET dJIEKTPOHHYIO MOIUCH, TOTYYEHHYIO MPH TOMOIIHN BaJIUIUPOBAHHOM
nabopatopHoi HH(POPMAIIMOHHOW CUCTEMBI.
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Sanofi S.r.l.

Strada Statale 17, Km 22

67019 Scoppito (AQ)

Certificate of Analysis and

(formerly Sanofi S.p.A.)

Conformance

2N

SANOFI .7

Stabilimento: SCOPPITO

Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005
] SCO 454129 |
Amaryl 2mg, 6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454129 Storage Indication: Below 30 °C.
Packaging: 15 tablets in a PVC/aluminum foil blister.
6 blisters with a patient leaflet in a carton box
Lotto/Batch: 10402 Shelf Life: 3 years
Prod. /Mfg.: 29-NOovV-2021 Scad./Exp.: 0CT-2024
Dossier Reference: 120490000TAQ0002

Normative Document:

Normative Document No.

P N015530/01-070410 variations 1-9

| SAGGI/TESTS

LIMITI/SPECIFICATIONS

RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR

Agente Colorante/Coloration Agent

Agente Colorante/Coloration Agent

TESTS

dissolution after 15' (Q=80%)
dissolution after 15'
evaluation (Ph.Eur.)

dosage units (Ph.Eur. 2.9.40)

IMPUR%&ZE/DEGRADATION IMPURITIES

Glimepiride-Sulfonamide /

(E172)

(E132)

Dissoluzione valore medio / AVG value
Dissoluzione valore minimo / MIN value
Valutazione dissoluzione / Dissolution

Uniformitd di dosaggio / Uniformity of

€

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

rottura su entramiyi i l1ati / Obleong,

flat tablets with bilaleral score-line
Incisione NMM e "h" stilizzata su
entrambi i lati / Engraving NMM and
stylized "h" on both sides

Verde / Green

(reference) 3R

Rt (sample) =~ Rt

Positiva / Positive

Conforme / Complies

Conforme / Complies

>= B5 %

>= BS %
Conforme stage I / Stage 1
conforms

Conforme stage I / Stage I conforims

-

<= 0,4 &

linea di rottura su entrambi i
lati / Oblong, flat tablets with
bilateral score-line

Incisione NMM e "h" stilizzata
su entrambi i lati / Engraving
NMM and stylized "h" on both
sides

Verde / Green

Rt (sample) =~ Rt (reference)13%
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
Non testato su questo lotto.
Frequenza test: un lotto

all’ anno/Non performed on this

batch. Frequency: one batch/year

96 %
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Certificate of Analysis and

Conformance SA N O F | b.;j

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 454129
Amaryl 2mg, 6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129 Storage Indication: Below 30 °C.
Packaging: 15 tablets in a PVC/aluminum foil blister.

6 blisters with a patient leaflet in a carton box
Lotto/Batch: 10402 Shelf Life: 3 years
Prod. /Mfg.: 29-NOV-2021 Scad./Exp.: 0CT-2024

Dossier Reference: 120490000TA00002
Normative Document: Normative Document No. P N015530/01-070410 variations 1-9

[SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
Glimepirid-Sulfonamide
Altra singola / Others each <=.0.2 & Non rilevabile/Not detectable
Totali impurezze / Related substances <= 0.9 % 0.1 %
total
TITOLO/ASSAY
Titolo (LC) / Content (LC) 1.90 - 2.10 mg [tbl] 2.00 mg [tbl)

(85 te 105% of label claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 1073 <10
TYMC (CFU/g) <= 10r2 <10
Escherichia coli Assente/q - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/FPACKAGING 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.
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Certificate of Analysis and Py

Conformance S A N O F | r{m‘.’

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 454129
Amaryl 2mg, 6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129 Storage Indication: Below 30 °C.
Packaging: 15 tablets in a PVC/aluminum foil blister.

6 blisters with a patient leaflet in a carton box
Lotto/Batch: 10402 Shelf Life: 3 years
Prod./Mfg.: 29-NovV-2021 Scad. /Exp.: oCT-2024

Dossier Reference: 120490000TA0Q002
Normative Document: Normative Document No. P N015530/01-070410 variations 1-9

Decision/Decisione: Approvato / Released
Date/Data: 20-JBN-2022 19:26:14.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizioc (Qualified Person)

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