CepTndukaTt aHaIH3a H COOTBETCTBUS

Canodu C.nLA.

Crpana Crarane 17, xm 22
67019 Cxonnuro (AQ)
Wranus

Ten. +39 0862 717021 / 7151

SANOFI O

3apoa:Ckonurro

Daxkc +39 0862 714005

SCO 624785

Amapun 1 mr, 1x30 cpr CP RU

Jlexapcteennas ¢opma: TABJIETKH; ynakoska: 6nucrep AJIIOMHUHHIA/IIBX
Kon GMID 624785
Cepun 9uU001
Jarta npos3goncTsa: 8 UIOJI1 2019 lonew mo: HIOH 2022
Jocbe npemnapara; 120490000TA00001

HopMaTHBHBIN AOKYMEHT:

HopmatueHbiit sokyMeHT Ne P NO15530/01-070410

NMOKA3ATEJIN TPEEOBAHUSA PE3YJIBTAT

XAPAKTEPHUCTHKH

OnucaHue Tponosnroeareie, MIOCKHE Iporonrosareie, TIOCKHe TabaeTky,
TabneTKH, ¢ pasaenuTensHOH ¢ pasgenurensHoH puckoi Ha obenx
pHckol Ha obenx cTopoHax CTOPOHAxX

Kon (rpaeupoBka) I'pasupoBka NMK u I'pasupoeka NMK u cTunizosalHas
CTHAM3OBAHHAA “/r Ha ABYX “A" Ha NBYX CTOpPOHAX
CTOPOHAX

LlgeT Po3oBhIiA Po3zoBbiii

NOINMHHHOCTDL IIMHUMETIHPHIA

KX RT ofipasua =~ RT craHpapra £ RT obpasua =~ RT crangapra + 3%
3%

HK [TonoxuTensHbIH He Boimonkanock Ha 31oif cepum.

YacToTa: 01Ha cepusi B rog
Kpacurenb (noanuHHOCTS kene3a) CooTBeTCTBYET He BrinonHanock Ha 3To# cepuu.
YacroTa: oaHa cepus B rog,

[MOKA3ATEJIHU

CpenHee 3HAUEHHE PaCTBOPEHHA >=§5% 96 %

nocne 15 munyT (Q=80 %)

MIN 3HaveHne pacTROpeHHA nocie >=85% 94 %

15 MunyT
OueHka Tecta pacteoperue (Epp.®.)

OnHOpoAHOCTE AO3HPOBAHHA
(Esp.®. 2.9.40)

POJICTBEHHBIE COEJUHEHHA
FnuMenupua-cynbgoHaMua

Hpyras eqnHUvHas NpUMech

CymmMapHoe cofiepkaHue npumeceii

Cranus 1 cooTBETCTBYET

CooTBeTcIBYET

<=04%

<=0,.2%

<=0,9%

Craanus | cooTBeTcTBYET

CooTBercTBYET
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CepTuduxar anau3a H COOTBETCTBUSA SANOFI 3

3apon:CKONUTTO
Canodu C.n.A.

Ctpana Crartane 17, km 22
67019 Ckonnuro (AQ)
Hranusa

Ten. +39 (0862 717021 / 7151
@axkc +39 0862 714005

SCO 624785

Amapuin | mr, 1x30 cpr CP RU

Jexapcteennan gopma: TABJIETKH; ynakoska: 6nuctep AJIIOMHHHA/MIBX
Koxn GMID 624785

Cepus U001
JaTta npou3BoACTBa: 8 UIOJ1 2019 l'ogen mo: HIKOH 2022
Jocwe npenapata: 120490000TA00001

Hopmartusasiii gokyMent:  Hopmatusssiit pokymeHT Ne P N015530/01-070410

KOJMUYECTBEHHOE

OIMPEAENEHHE

Konuuecteennoe comepxanne (OKX) 0,95 — 1,05 mr/ TabneTky 0,99 mr / Tabnetky
(95-105 % oT 3aABNEHHOrO
KON{UeCTRA)}

MUKPOBHUOJNIOI'MYECKA A YUCTOTA

O6uiee uucno a3pobHbIX <=10° <10

mukpoopraHusmos {TAMC; KOE/T)

O61ee YHCAO NPONKEBBIX U <= 102 <10

nnecHeestx rpudos (TYMC, KOE/T)

Escherichia coli OrcytctBue B 1 1 OrcyrcTBue B 1 1

KOHTPOJIE YITIAKOBOUYHOI'O MATEPHUAJTIA

Kontponk ynakoBoutoro Matepuana  CooTBeTCTBYET CooTBETCTBYET

TecT Ha MUKPOBHONOTHYECKYIO YHCTOTY SIPOROANTCA NepHOAHYecKH. [IepHoAMYHOCTE ONpeaenseTca
PETHCTPALHOHHLIM AGCHE H BHYTPEHHUMH 3aBOACKHMI TIPOLIEAYPAMA.

Jaunnas cepua npenaparta GbUTa M3rOTOB/EHA, BKIOYAA YMAKOBKY W KOHTPOIL KAUECTBA, B MOMHOM COOTBETCTBHH C
aelicteylomnmu TpefosanuaMu npasun Hapnexamed npoussoacTserHod npaktuka (GMP), yCTaHOBIEHHBIMH
MECTHBIMH PEryNATOPHLIMH OPTaHaMH, @ TAKXKEe B COOTBETCTBHY CO CNEUH(PHKALMAMHE, MPEAYCMOTPEHHBIMY
PerncTpalHOHHBIM YAOCTOBEPEHHEM CTPaHLI-UMIIOpTEpPa. 3aNHCH 110 NPOH3BOACTBY, YNAKOBKE H KOHTPOINEO
KauecTBa cepHii ObITM MPOBEPEHEl H IPU3HAHEI COOTBETCTBYIOMIMMH TpeGoBannaM, OTKIOHEHHUS MO KBYECTBY, ECNH
TAKOBbIE HMEIOTCA, ObIAIM NOIHOCTLIO paccieoBaHsl H 0n00peHs!. [loTeHUHANBHOE BIHAHKE OTKNOHEHHA Ha
Ka4ecTeo, 0€30MacHOCTS UMK 3¢deKTHBHOCTE cepuu(iil) NMPHIHAHO HEIHAYMTEAbHBIM.

[TepronHUECKHE TECTHI COOTBETCTBYIOT TpeGoBaHHAM crieL(pHKaLMH, OCHOBAHHOH Ha MINAHHPOBAHH U NMPOBEACHHA
TeCTUPOBaHWA 1 MOTYT GBITh NPENOCTABNEHD! N0 3anpocy PerynaTopHoro opraxa.

HactoAuM A NOATBEPXKAAID, YTO MPEACTABASHHAA BbiLue HH(POPMALLA ABAAETCA IOANHHHON M TOUHOH.

3axnrouenne: Bbmyluéﬂo

Hara: 19-HOA1-2019  10:16:25.00
OTBeTcTBeRHbIdl 32 Hoxtop Aneccanapa Mypuuuo (YnoaHow
obeciedeHHe Ka9ecTBA: S.p.A.) dal

CepTHduKaT aHanki3a UMEET 3AEKTPOHHYIO NOAMHCD, MONYYEHHYIO [PH NOMO
naGopatopHoil HHPOPMALHOHHON CHCTEMBI.
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Certificate of Analysis and

sanofi S.p.A.

Conformance

SANOFI g

Stabllimento: SCOPPITO

Strada Statale 17, Hm 22
67019 Scoppito {AQ)
Italy
Tel: +39 0862 717021 / 1151
Fax: +39 0B&2 714005

SCO_624785

Amaryl 1lmg,lx30cpr CP RU

Dosage form:TBLTS:PackBulk:BlisterALUPVC
GMID code: 624785
Lotto/Batch: augol
Prod. /Mfg.: 8-JUL-2019 Scad. /Exp.: JUN-2022
Dossier Reference: 120490000TA00001
Normative Document: WNormative Document No. P NO15530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS REISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR

Agente colorante/Coloration agent
(identity test for iron)

TESTS
Dissoluzione wvalore medio / AVG value
{0=80%) :

Dissoluzione valore minimo / MIN value

dissolution after 15'

dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation [Ph.Eur.)

Uniformitd di dosagglo / Uniformity of
[Ph.Eur. 2.3.40)
IMPUREZZE/RELATED SUBSTANCES

Glimeplride-Sul fonamide /

dosage units

Glimepirid-Sul fonamide
Altra singela / Others each
Totali impurezze / Related substances

total

Compresse oblunghe, platte, con linea di Compresse oblunghe, piatte,

rottura su entrambi i lati / Obleng,
flat tablets with bilateral score-line

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

Rosa / Pink

Rt {sample) =~ Rt (reference)+3%
Positiva / Positive

Conforme / Complies

>= 85 %

»= HS %

Conforme stage I / Stage I
conforms

Conforme / Complies

<=2 0.4 %

= 0.2 %
<= 0.9 %

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

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

Rosa / Pink

Rt (sample) =~ Rt (reference)t3i
Non testato su questo lokto.
Frequenza test: un lotto
all’anno/Non pertormed on this
batch. Frequency: one batch/year
Non testato su questo lotte.
Frequenza test: un lotto
all’anno/Non performed on this

batch. Frequency: one batch/year

96 3%

99 %

Conforme stage I / Stage I

conforms

Conforme

conforms

H) «Canoqm Poccugs

=1 T [}
s i ;
12\ anoti Rysgja AQ
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Certificate of Analysis and

Conformance SANOFI Y 4

Stabilimento: SCOPPITOC

sanofi S.p.A.

Strada Statale 17, Em 22
E7019 Scoppito (AD)
Italy

Tel: +3% 0862 717021 / 7151
Fax: +39 0862 714005

SCO 624785
Amaryl 1lmg,lx30cpr CP RU
Cosage form:TBLTS;FackBulk:BlisterALUPVC

GMID code: 624785
Lotto/Betch: 9u001
Prod. /Mfy.: 8~JUL-2019 Scad. /Exp.: JUN-29Y

Dossier Reference: 120490000TA00001
Normative Document: Normative Document No. P NRIS330/01-070410

rSAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATE/RESULTS
TITOLO/ASSAY
Titoleo / Content (L) 0.95 - 1.05 mg ([tbl] 0.99 mg [tbl]

[95 to 105% of label claim)
MICROBIQLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g}) <= 10°3 <10
TYMC (CFU/g) <= 1042 <10
Escherichia coli Assente/g — Absent/g hssente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACHAGING MATERIAL CONTROL
Controlle contfezionamento/Packaging Conforme / Complies Conforme f Complies

material control

—
o~ . "

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 beer manufactured, including packaging ¥nd Quality Contrel, in full compliance with the
current GMP requirements of the local Regulatory Autheority

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

The batch processing, packagirng 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 regquirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

%1 f\:

Decision/Decisione: Approvato / Released x A3
e / pPp fﬁ”"CaH0¢M Poceuas :%
Date/Data: 19-NOV-2019 10:16:25.00 'g.SannfiRusﬁa A0 ﬁE
Responsible QA/Decisiocne QA: Dr. Alessandra Maurizio (Qualified Perscn S _q%ﬁha,p.n,; oA

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