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TEKJIAPAIIISI O COOTBETCTBUM

JEKJIAPAHT, IPHHEMAIOIIHANA JEKJIAPAIIHIO O COOTBETCTBHAH

AO "Canoghi Poccun”

Ceedenus'o p&eaﬁcmpauuu opzanusayuu: Mexcpationnan uncnexyun Qedepanvroii Hanozoeol cayicob Ne 46 no
2 Mocxse 01,01,2008, OI'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.

Adpec: 12r5009 2. Mocxea, yn. Teepcxas, 0. 22. Tenegporn/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I' nepauwbm dupexmop Monac O.A.

Hosepennoe auyo.: Knoxosa 10.C., dosepennocmpv 6/n om 01.12.2017

SASABIISIET, YTO

nexapcméenuae cpedcmeo: Amapun, mabnemxu 3 m2 15 wm., ynaxoeru aveiixogoie konmypuuie (2), nayku
KaGpMOKHBIE, PY Ne IT N015530/01 om 23.03.2009 (0ama 3amenw 13.12.2016) soidano Canogu-Asenmuc
Hotiunand Im6X, cepus C746, napmus 24453 ynaroeox, 200eu 00 31.01.2022, npouzeodcmea Carnogpu C.n.A.,
Hmanus, Sanofi S.p.A., 8.8. 17 km 22, 67019 Scoppito (AQ), Italy, xod OKII[2 21.20.10.119, koo TH BO
3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9485064199 om 12.09.2019

COOTBETCTBYET TPEEOBAHMSIM
IT N015530/01-070410 uam. Ne 1-7

JAEKJTAPAITHSI IPAHATA HA OCHOBAHMM
npomoKon ucnbzmauuu Ne 28490 om 18.09.2019 HIT OO0 HI] "PAPMOEOPOHA", ammecmam
axkpedumayuu «'POCC RU.0001.21 DJI40, Cepmucpuxam POCC IT.DM0O8.C48556 om 18.09.2019

JATATIR M HEKJIAPAITMH 19.09.2019
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CTBHUTEJIbHA O 31.01.2022
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MHHCB O©.N.0
? 1 CBEAEHHA O PETHCTPALIMHA

OPTAH [[10 CRP TH®MKAIIAY, 3APETHCTPAPOBABIIII JEK.IAPAITAIO
RA.RU.1JDMP8| OPTAH ITO CEPTHOHKALHH IPOLYKLHH OFLECTBO C O PAHHYEHHOH
OTBETCIBEHHOCTEIO "OKPYXXHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec op2 :1 ayun: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmughu u:\115280, POCCHA, 20pod Mocxaa, yn. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caiim: oyxK.pi.

JAE : 5.0 COOTBETCTBHM 3APETHICTPHPOBAHA M POCC RU JI-IT.(DM0S.A.36858/19
B 19.09.2019
s EH R
«OxpytHbi |
of UGHTD, Komabonn
Hal K 1

)
e (4
) A0 ] Hwnapenxo HU.B.
%-Po :’#af; ? #f nc\m}ubb Pyxosomurens OC




Ceprudukar ananusa/
CepTudukart coOTBETCTBHS
Canodu C.n.A.
Crpapa Crarane 17, km 22

67019 Cronnuto (AQ)
Hranus

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

SANOFI %

SCQO 80013502
Awmapun 3 mr, 2x15 cpr CPRU

JlexapcTeennas ¢opma: TABJIETKH; ynakoskaBulk: 6auctep

AJIIOMUHHIA/TIBX
Kon GMID 00240422
Lotto/Cepua C746
Prod./[lata 20-®EB- 2019 Cpok rogHoCTH: JAHB- 2022
NpOU3BOJCTBA:
Hocke npenapara: 120490000T AC0003
HopmatueHbiii HopmaTusablii gokyment Ne IT NO15530/01-070410
JOKYMEHT!
SAGGITIOKA3ATEJH LIMITI/HOPMA RISULTATI/PE3YJIBTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanue Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di rottura su con linea di rottura su
entrambi i lati/ entrambi i lati /
Tpononrosatele, NIOCKHE [pooonroeatbie, NAOCKHE
TAGNEeTKH, C pasaennTeNsHOH TabneTkH, C pasfenuTenLHOM
puckoii Ha 06eHx cTopoHax pHCKoil Ha 0Genx cTopoHax
Codifice / Kon (rpaBupoeka) Incisione NMN e “h” Incisione NMN e “A4”
stilizzata su entrambi i lati / stilizzata su entrambi i lati /
'paBupoeka NMN i Ipasupoeka NMN u
CTHAH30BAHHAA “h” Ha JBYX CTHIW3OBaHHaA “h” Ha ABYX
CTOpOHAX CTOPOHAX
Colore / Lger Giallo pallido / Brieaso- Giallo pallido / Bnieao-
WETHIH KEeNnTrIH
IDENTIFICAZIONI / MOTUHHCCTD TNTHMEINTHPUIA
LC/B3XX Conforme / CooTBETCTBYET Conforme / CooteeTcTBYET
Infrarosso / UK Conforme / CooTBeTCTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BoInosHAETCA Ha
3TOi cepuu. YactoTa: ofHa
CEpMsA B rog
Agente colorante / [ToaTuHHOCTS Conforme / CooTeeTcTRYyeT Non testato su questo lotto.
Frequenza test: un lotto all’
KpacnTens anno / He BeInonusetcs Ha
atolt cepun. YactoTta: oaua
CepHA B roa
IMMOKA3ATEJIH

Dissoluzione valore medio / AVG >=85 %
3HauYeHHe PacTBOPEHHA NoCe

15 munyT (Q=80 %)

Dissoluzione valore minimo/MIN >=85%

96 %

95 %
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Ceprudukar anannza/
Cean(])mcaT COOTBETCTBHA
Canodu C.n.A.
Crpaga Crarane 17, xm 22

67019 Cxonnuro (AQ)
Hranus

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

SANOFI vp

SCO 80013502
Amapua 3 mr, 2x15 cpr CP RU

Jlexapctaennan dopma: TABJIETKH; ynakoekaBulk: Gnuctep

AJIIOMUHHUI/NIBX
Konx GMID 00240422
Lotto/Cepusa C746
Prod./dara 20-©EB- 2019 Cpox roaHocTH: AHB- 2022
NPOH3BOACTBA:
Hocee npenapara: 120490000T A00003
HopMaTtHeHBI# Hopmarusnsiii nokyment Ne [T NO15530/01-070410
JOKYMEHT:
SAGGIMOKA3ZATEJH LIMITVHOPMA RISULTATVPE3VYJILTAT
3HA4YEHHE PACTBOPEHUA NOCHe
15 MuHyT
Valutazione dissoluzione
/ CueHxa pacteopenns (Epp.®@.) Conforme stage I/ Cranns | Conforme stage 1/ Cranmua 1
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cragna I Conforme stage I/ Ctanna |
ORHOPOAHOCTE HO3NPOBAHKA COOTBETCTBYET COOTBETCTBYET
(Eep.®. 2.9.40)
IMPUREZZE / POOCTBEHHEIE
COEOUHEHHWA
Glimepiride-Sulfonamide /
Fnumenupun-cynsdhoramua 220455 R
Altra singola / apyras exnHuaHasn >=0,2 % 0.1%
npHMech
Total impurezze / cymmapHoe i
>=09 %
cofepxaHie npuMeceit
TITOLO / KONMMYECTBEHHOE
OINPEAENEHHKE
Titolo (LC) / KonuuecTBeHHOE 2.85 - 3.15 mr / Tabnet CROUTL 7
coaepxanue (BIXX) : i Ky
MICROBIOLOGICO f MUKPOBHOAOIHUECKAA UUCTOTA
Obuee YnCIO a3poGHBIX <= 10° <10
MHEKpoopranu3Mos (TAMC; KOE/T)
Obiuee YHCIO APONKEBBIX U <= 1(? <10
nrecHeBBIX rpubos (TYMC,
KOE/T)
Escherichia coli Assente / g — OtcyTcTByeT /T Assente / g — OrcyTeTByer/

CONTROLLO MATERIALE CONFEZIONAMENTOQ /KOHTPOJIb
YINAKOBOYHOIO MATEPHAIA
Controllo confezionamento / Conforme / CooTBETCTBYET

r

Conforme / CooTBeTCTBYET
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Ceprudukar anaansa/ SANOFI 3

CepTu(uKar cCOOTBETCTBHSA
Canodu C.n.A.
Crpapa Crarane 17, km 22

67019 Ckonnuro (AQ)
Hranus

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

SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU
Jlekapcteennas popma: TABJIETKH; ynakosxaBulk: 6nucrep

AJIOMUHHUIA/MTIBX
Kon GMID 00240422
Lotto/Cepusn C746
Prod./Iata 20-DEB- 2019 Cpok roaHocth: SAHB- 2022
NpoK3BOACTBA:
Hocbe npenapara: 120490000TA00C003
HopmaTtuenbii HopmarupHbiit nokyment Ne I1 NO15530/01-070410
JOKYMEHT:
SAGGI/TIOKA3ZATEJIN LIMITI/HOPMA RISULTATI/PE3YJBTAT
KOHTPOJE YITAKOBOYHOIO
MATEPHAJIA

PesynuTaThl aHanH3a Ha MHKpOGHOMOTHIECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PEFHCTPALMOHHOTO NOCKE H
BHYTPEHHUX MeTonuK. JlaHHas cepus npenapaTa Oblla HITOTOBNEHA, BKNIOYAs YNIAKOBKY H KOHTPOJIb KAuecTpa, B
MOIHOM COOTBETCTBHH C ASHCTBYIOLIMMH TpeGoBaHHAMH npasnn Hagnexkaiueil npou3BoacTBeHHOM NPaKTHKH
(GMP), ycTaHOBNEHHBIMM MECTHBIMH PErYIATOPHBIMH OPraHAMH, & TAKXKE B COOTBETCTBHR CO CELHQUKALHAMH,
NpeNyCMOTPEHHEIMH PETHCTPALIHOHHBIM YAOCTOBEPEHHEM CTpaHbi-HMNopTepa. OTUETh! NO H3TOTOBAEHHIO,
YNaKOBKe ¥ aHaNH3y cepHit ObLTH NPOBEPEHDI ¥ NPHIHAHB! COOTRETCTRYIOWMMH TpeGoBannam, OTKIOHEHHS MO
Ka4uecTBY, eCNK TAKOBLIE HMEIOTCA, ObLIK MONHOCTBIO paccNeoBaHs H 04o0pensl. HactoaummuMm a noaTeepkAaio,
UTO MpeAcTasNeHHas Bbllie HHPOPMALHA ABNACTCA NOANHHHOR H TOYHOH.

3axmiouenne YNROJAHOMOYEHHOIO JHIA

Decision/3axnouenne: Approvato / YTBepikaeHa
Date/naTa: 27-Apr-2019 12:11:21.00

Decisins GA/OTBeTcTBeHNBIIH Del Moro Antonella
3a oDecnmeyeHHe KAYeCcTBA:

CepTH(HKaT aHaTH3a HMEET IEKTPOHHYIO NOATNCH, MOJYYEHHYIO NIPH NOMOLIH BalWAHPOBAHHOM
naboparopHoit HHPOPMALHOHHOH CHCTEMBI.

/Tlevats/: Canotdu C.n.A. * Ynonsomouennoe nuuo * (Dr. Alessandra Maurizio)
Moanuce/
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Certificate of Analysis /
Certificate of Compliance

sanofi S5.p.A.

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

Tel: +38 0862 717021 / 7151

SANOFI .

Site SCOPPITO

Fax: +39 0862 714005

~ —
3C0_B80013502
Amaryl 3mg,2xlS5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code; 00240422

Lotto/Batch: C746

Prod./Mfg.: 20-FEB-201% Scad. /Exp.: JAN-2022

Dossier Reference: 120490000TA0Q00C03

Mormative Document: Normative Document No. P N015530/01-070410

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Agpetto / Appearance

Codifica / Code

Colaore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR

Agente colorante/Coloraticn agent

TESTS

Dissoluzione valore medioc /AVG value
dissclution after 15' (Q=80%):
Dissoluzione valore minimo /MIN wvalue
dissolution after 15°:

vValutazione dissoluzione / Dissoclution
evaluation (Ph.Eu.}

Uniformita di dosaggio/Uniformity of
dosage units (Ph.Eur. 2.9.40)
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamlide /
Glimepirid-Sulfonamide

Altra singola / Others each

Totali impurezze / Related substances
total

Compresse oblunghe, piatte, con linea di Compresse cblunghe, piatte, con

rottura su entrambi i lati / Oblong,
flat tableta with bilateral score-line

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

Giallo pallido / Pale yellow

Conforme / Comply
Conforme / Comply

Conforme / Comply

>= 85 %

>= 85 %

Conforme stage I / Stage I
conforms

Conforme / Comply

<= 0.4 &

< 0.2 %
<= (0,9 %

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

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

Giallo pallido / Pale yellow

Conforme / Complies

Non testato su questo lotto.
Frequenza test: un lotte
all’anno/Non performed on this
batch. Frequency: one batch/year
Non testato su gquesto lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year

96 %

95 %

Conforme stage I /[ Stage I
conforms

Conforme stage I / Stage 1
conforms

6.2 %

0.1 %
0.3 %
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Certificate of Analysis /

Certificate of Compliance S A N O F l k;’

Site SCOPPITO

sanofi S.p.A.

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

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

8Co_B0013502 o
Amaryl 3mg,2xl15cpr CP RU
Dosage form:TBLTS;PackBPulk:BlisterALUPVC
GMID code: 00240422
Lotto/Batch: C746
Prod. /Mfg.: 20-FEB-2019 Scad./Exp.: JAN-2022
Dosslier Reference: 1204%0000TA00003
Normative Document: Normative Document No. P N015530/01-070410
et
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY
Titale (LC) / Content (LC) 2.85 - 3,15 {tbl] 2.98 mg [tbl]
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY == 2 —_—
TAMC (CFU/qg) <= 10°3 <10
TYMC (CFU/g) <= 10%2 <10
Escherichia coli Assente/g - Absent/g Aszsente/g - Absent/g
CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamento / Packaging Conforme / Comply Conforme / Complies

material control

T —————————
i ———
Microbiological Analysis is carried out as skip test. Test fraquency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Contrel, in full compliance with the
current GMF requirements of the local Regulatory BAuthority

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.
1 hereby certify that the above information are authentic and accurate.

Decision e (LS :

Decision Approvato / Approved Perso?g)
Decision date 27-AUG-2019 12:11:21.00 23’(93
Signed by a qualified person Del Moro Antonella (Dr. Alessandra Maurizie) /(Z. 0

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