Ceprudukar anannsa/ SANOF | 3

Ceprudukar coorBercTrust
Canodu C.n.A.
Crpana Crarane 17, km 22

67019 Cxonnuro (AQ)
Hranua

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

SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU
Jlekapcreennas dopma: TABJIETKH; ynakoekaBulk: 6aucrep

AJIIOMHHUI/TIBX
Koa GMID 00240422
Lotto/Cepus 9u001
Prod./Ilata 8-MAP- 2019 Cpok roanoctu: ®EB- 2022
NPOH3BOACTBA:
JNocse npenapara: 120450000TA00003
HopmaTuphbiii Hopmatusueiii nokyment Ne IT NO15530/01-070410
IOKYMEHT;
SAGGUTIOKA3ATEJIH LIMITVHOPMA ____RISULTATIPE3YJIbTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanne Compresse oblunghe, piatte, = Compresse oblunghe, piatte,
 con linea di rottura su . con linea di rottura su
entrambi i lati /| e | entrambi i lati /
TMpononrosatere, TUI0CKHE Mpononroearsie, nnockne
TabNeTkA, ¢ pasfenuTensHol : TabneTkH, ¢ pasnenuTensHoH
pHCKOH Ha oﬁenx c-ropouax , pHcko#i Ha o6enx cropoHax
Codifice / Kon (rpaBuposka) Incnsmne NMN e“h” = Incisione NMN e “4"
stilizzata su entrambi i lati /  stilizzata su entrambi i lati /
I'paBupoka NMNu . I'paBnposka NMN u
| CTHNM30BAHHAs “A” Ha nnyx £ CTHNH30BaHHas “h” Ha nByx
| CTOpOHax ~ CcTOpOHax
Colore / Liger Giallo pallldo / Bneaﬂo- i - Giallo pallido / Bneaso-
WENTRIN : : i XKenToli
IDENTIFICAZIONI / NOJVIMHHOCTb FJ'IHMEHHPHI[A
LC/B3XX Conforme / Cooteetcteyer Conforme / Cootsetctayer
Infrarosso / UK Conforme / CootBetcTByer Non testato su questo lotto.
B S : ! Frequenza test: un lotto all’
anno / He Beinonuserca Ha
3Toi cepun. YactoTa: oguHa
_ L CEpHA B roa
Agente colorante / TToaTHHHOCTS Conforme / Cootsercrayer ~ Non testato su questo lotto.
i e - Frequenza test: un lotto all’
L anno / He BrimonHsietca Ha
| 3T0# cepuH. YacroTa: oana
CEpHA B rox
MOKA3ATEJIH el i g
Dissoluzione valore medio/ AVG ~ >=85 % Bl Fhip

3Ha4eHHe pacTBOPEHHA NMoche
15 MunyT (Q=80 %) :
Dissoluzione valore minimo / MIN - >= 85 _%
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CepTudukar anannsa/ SA NO Fi 9

Cepradukar coorBercrBus

Canodu C.n.A.

Crpana Crarane 17, km 22
67019 Ckonnuro (AQ)
Hranus

Ten. +39 0862 717021 / 7151

@akc +39 0862 714005
SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU
Jlexapcteennan popma: TABJIETKH; ynakoskaBulk: Gnucrep
AJIIOMUHHIM/TIBX
Kon GMID 00240422
Lotto/Cepus oU001
Prod./Nlata 8-MAP- 2019 Cpok roaHocrw: OEB- 2022
NpOH3BOACTBA: :
Hocee npenapara: 120490000TA00003
HopmarueHslii Hopmatueneiit sokyment Ne IT NO15530/01-070410
JIOKYMEHT:
| SAGGVTIOKA3ATEJIH LIMITVHOPMA : R RISULTATI/PE3VYJIbTAT
3Ha4eHHe pacTBOPEHKA Mocne R s r !
15 MuHyT
Valutazione dissoluzione i T
/ Ouenka pactopenns (Esp.d.) 'Confomtc stageIIC'ﬁmuaI . Conforme stage I/ Craus 1
coomrcmye'r il et COOTBETCTBYET
Uniformita di dosaggio / : Confonne stage IlCTaan I ~ Conforme stage 1 / Cragusa I
OnHOpOZHOCTH JNO3HPOBaHMSA icoome'rcrsye'r fa _  COOTBETCTBYET
(Eep.®. 2.9.40) ;
IMPUREZZE / POONCTBEHHBIE
COEMWHEHHUA
Glimepiride-Sulfonamide / G
Fnumennpua-cynshosamun p.0 4% e £ Ty 0Z%
| Altra singola / apyras enuHpyHas >=02% : 0.1%
npHMech T 04 %
Total impurezze / cymmapnoe New e ’
>=09 %
conepxxaHHe npumMeced
TITOLO / KOJIMYECTBEHHOE
OIIPEJEJIEHHE -
Titolo (LC) / Konwuuectseunoe 2 85 3 1 5 MR/ 'raﬁn et ‘ 2,98 r / Tabneriy
coaepxanne (BOXX) xy e
MICROBIOLOGICO / MHKPOBHOHOF H'-lECKAH tlIfIC'I‘O'l‘A N
OGusee YHC0 a3poBHBIX <= 10 RPN R < 10
mukpoopranuimos (TAMC; KOE/r) | i ';' _i S e
O6wee YHCI0 ApONOKEBBIX H <=10? it § <10 ——
naecHeBbix rpubos (TYMC, ‘ ‘ Sk Hlpiay <'h“ £CTE 4""5\n;
KOE/r) bo i Lot = /”‘ LY
Escherichia coli Assentelg-—(hcyrcmyer/'r | Assente {” -‘3(£cyrc‘rsye'rf We
! 4 ",tlf‘rrc L
CONTROLLO MATERIALE CONFEZIONAMENTO !KOHTPOJ]b
| YIIAKOBOYHOI'O MATEPHAJIA - o -
I Controllo confezionamento / . Conforme / Cootsercteyer
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Cepruduxar ananusa/ SANOFI &

Ceprudukar coorBercTBHS
Canodu C.n.A.
Crpana Cratane 17, km 22

67019 Cxonnuto (AQ)
Hranua

Ten. +39 0862 717021/ 7151

Dakc +39 0862 714005
SCO 80013502
Awmapun 3 mr, 2x15 cpr CP RU
Jlexapeteennas dpopma: TABJIETKH: ynakoBkaBulk: Gaucrep
AJIIOMUHHUW/NIBX
Kon GMID 00240422
Lotto/Cepus 9u001
Prod./[laTa 8-MAP- 2019 Cpox roanocTh: DEB- 2022
NPOH3BOACTBA:
Hocee npenapara: 120450000TA 00003
HopmarHsHbiit Hopmarusueiii noxyment Ne I1 NO15530/01-070410
JOKYMEHT:
SAGGI/MIOKA3ATEJIH LIMIT/HOPMA : ____RISULTATI/PE3YJIBTAT
KOHTPOJIb YITAKOBOYHOT'O i
MATEPHANA

PesynbTartsl ananusa Ha MHKPOGHONOrHYeCKyI0 YHCTOTY COOTBETCTBYIOT HOPMaM PErHCTPALIMOHHOTO AOCHE H
BHYTPERHHX MeTonHK. JlaHHas cepus nipenapata Gbisa H3rOTOB/ICHA, BKJIKOYAR YNAKOBKY H KOHTPONb KA4ecTBa, B
TIO/THOM COOTBETCTBHH € AEHCTBYIOWIMMH TPeGOBAHUAMH npaBun Haanexauwe# npoussoncteenHoii NPaKTHKH
(GMP), ycTaHOBNEHHBLIMH MECTHBLIMH PErYNATOPHEIMH OPTaHaMH, a TakKe B COOTBETCTBHH CO crieuupHKauMAMH,
MpEAyCMOTPCHHBIMH PErHCTPALHOHHBIM YAOCTOBEpEHHEM CTpaHbl-UMMopTepa. OTYETHI MO H3rOTOBIEHHIO,
YNakoBKe H aHanu3y cepuH GblTH NpoBepeHs! H NPH3HaHSI COOTBETCTRBYIOMIHMH TpeboBaHuaM. OTKIOHEHHS No
ka4eCTBy, EC/IH TAKOBbIE HMEIOTCA, GbUTH MONHOCTLIO PaCcCNeI0BAHbI K ono6peHbl. Hactoswmm 1 noateepxaato,
-TO NPEACTABNECHHAA BbIWE HHPOPMALIHA ABIAETCA NOLTHHHON H TOYHOM,

32K1I04EHHe YII0IHOMOSEHHOrO JAHna

Decision/3axmouenne: Approvato / Yreepxxnena
Date/nara: 08-Hos6-2019 16:06:27.00

Decisins GA/OtBeTcTBeHADBIH Dr. Alessandra Maurizio
3a obecneyeHHne KavecTBa:

CepTudukar ananusa umeer INEKTPOHHYIO MOAMHCE, NOMYHEHHYEO NPH MOMOLLH BaNHAHPOBAHHOH
nabopaTopHOi HHPOPMALMORHOM CHCTEMBI.

/Tleuats/: Canodu C.n.A. * YnonHoMouenHoe auuo * (Dr. Alessandra Maurizio)
Mlopnuce/
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Certificate of Analysis and

sansfi S p.A,

Strada 3tatals 17, Km 22
67019 Scoppito (AQ)

Conformance

SANOFI .7

Stabiliments: scoppITD

ltaly
Tel: ¢33 0BE2 717021 / 7151
Fax: +39 0REZ 714005
5CO 240422
Amaryl 3mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPvc
GMID code: 240422
Lotto/Batch: U001
Prod. /Mfg; 8 MAR-2019 Scad. /Exp, ¢ FEB-2022
Dossier reference: 120490000TAQ0003

LIMITI/SPECIFICATIONS

RISULTATI/RESULTS

CARATTERISTICKE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Colsor
IDENTIFICAZIONI/IDENTIFICATION
ic

Infrarosse / IR

Agente colorante/Coloration agent
Test d'identitd per ferro/Identity test

for iron

TESTS

Dissoluzione valore medio /AVG value
(Q=B0%) :
Dissoluz:one valore minimo /MIN valie

dissoiut.on after 15°

dissolution after 15':
Valutazione dissoluzione / Dissolution
(PR .Eu.)

Uniformita di dosaggio/Uniformity of
dosage units (Ph.Eur, 2,9.40)
IMPUREZZE/DEGRADATION IMPURITIES

Glimepir:de-Sulfonamide /

evaluation

Giimepirid-sulfonamide

Altra singola / Others each

Totali impurezze / Related substances
total

Compresse oblunghe, piatte, con linea di
rottura su entrambi i lati / Oblong,
Elat tablets with bilateral score-line
Incisione NMN e "h" stilizzata su
entrambi i lati / Engraving NMN and
stylized "h" on both sides

Giallo pailido / Pale yellow

Rt (sample) =~ Rt (reference)i3y
Positiva / Positive

Conforme / Complies

>= 85 %

>»= B85 %

Conforme stage I / Stage I

conforms

Conforme stage I / Stage I conforms

<= 0.4 &

<= 0,2 %
<= 0.9 %

Compresse cblunghe, platte, con
linea ¢di rottura su entrambi i

lati / Oblong,
bilateral score-line

flat tablets w:itn

Incisione MMN e "h" stiliz-ata
Su entrembi i lati / Engraving
YIMN and stylized "h" on boath
sldes

Giallo pallido / Pale yellow

Rt
tlon testato su questo lotto.

{sample) =~ RL (reference)=33

Frequencza test: un lotto
all’anno/Non performed on this
batch. Frequency: ane hat-h/year
Non testato su quesio lctto.
Freoquenza test: un lotte
all'anno/Nan performed an this
batch, Frequency: one bavch/vear

Conforme stage 1 / Stage I
conforms
Conforme stage I / Stage T
conforms

0.2 ¢

-

(= -
.
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Certificate of Analysis and
Conformance

sanofi S.p.A,

SANOFI \J

Stabilimento: STOPPITOD
Strada Statalz 17, Km 22
67019 Scoppito (AQ)
Ttaly
Tel: +39 0882 717071 / 7151
Fax: +33% 0862 714005
{ ——
SCO 240422
Amaryl 3mg,2x15cpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUpPVC
GMID code; 240422
Lotto/Batch: 9uo01
Prod. /Mfg; 8-MAR-2019 Scad./Exp.: FEB-2022
Dossier reference: 120490000TAD00O3
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY
Titolo (LC) / Content (LC) 2.85 - 3.15 [mg/tbl) 2.98 mg (tbl)

{95 to 105% of label claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/q) <= 10°3
TYMC (CEU/g) <= 102

Escherichia coli Assente/g - Absent/g

CONTROLLC MATERIALE CONFEZ IONAMENTO/PACKAGING MATERIAL CONTROL
Controlle confezionamento / Packaging Conforme / Camplies

material control
e

<1
<l

Assente/g - Absent/g

Conforme / Complies

e —

ysis is cacried out as 5kip Ltest, Test Ereguency

—_—

-

Microbiological Anal
inzernal procedure.

is based on the registration dossier and s1t2

This batch of product has been manufacztured, including pac
turrent GMP requirements of the lozal Regulatory Authority
and with the specifications laid down in the Ma
The batch processing, packaging and analysis records have been reviewed and found
Quality deviations, if any, have been fully investigated and authorired.

The potential impact of the deviation on quality,
Periodic tests comply to specifi
I hereby certify that the above

i

information are authentic and accurate.

kaging and Quality Control, in full compliance with the

rketing Authorization of the importing country.

to be in compliance.

safety or efficacy of the batch{es) concerned is negligible.
cation requirements based on testing plan and could be

provided upon HA reguest.

Decision/Decisiona:

Date/Data:

Approvato / Released
8-NOV=-2019 16:06:27.00
Responsible QA/Decisione QA:

Dr. Alessandra Maurizio (Qualified

Person Sanofi S.p.A.}

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