Cepruduxar ananusa/ SANOFI @?

Ceprudukart cooTBETCTBHS

Canodu C.m.A. 3aBo: CKommuro
Crpana Cratane 17, km 22

67019 Crommuto (AQ)

Uranus

Ten. +39 0862 717021/ 7151

daxc +39 0862 714005

SCO 454129

Awmapwun 2 mr, 6x15 cpr CP RU

JlexapcrBennast dopma: TABJIETKH; ymakoska: 6muctep AJTIOMUHUI/TIBX
Kox GMID 454129

Cepust 0uU002
JlaTa mpou3BOICTBA: 10-HOs1-2020 Tonen no: OKT-2023
Jlochke nipemnapara: 120490000TA00002
HopmarusabIi HopmartusHbiii nokyMeHT Ne
JOKYMCHT P N015530/01-070410
IHOKA3ATEJIN HOPMA PE3YJbBTAT
XAPAKTEPUCTUKU
Onmcanne [IpomonroBaTsie, MIOCKHE IIpononrosatsie, mIocKne
TaOJIETKH, C PA3ACTUTESILHON Ta0JIETKH, C pa3IeTUTEILHOM
PHUCKOH Ha 00€HMX CTOpPOHAX pHUCKO# Ha 00enX cTOpoHaX
Kon (rpaBupoBka) I'paBupoBka NMM n I'paBupoBka NMM u
crunu3oBanHast “h” Ha 1Byx crunu3oBanHas “h” Ha 1BYX
CTOpOHAX CTOpOHAX
IBer 3eneHbli 3eneHbli
MHNOAJIMHHOCTbD I'NTUMETTUPU A
BDOXXX RT o6pasmna =~ RT cranmapra + 3% RT o6pasma =~ RT
crargapta = 3%
UK [TonoxurenbHbIN He BeimonnseTcs Ha 3TOH
cepun. YacToTa: oHa cepust
B TOJ
onmuanocTs kpacutens (E172) [TonoxuTeabHbIN He Brinmonnsiercs Ha 3TOM
cepun. YacToTa: ogHa cepus
B TOJ
IMoanuuuocTh Kpacutens (E132) [TonoxuTeabHbIHN He Brinmonnsiercs Ha 3TOM
cepun. YacToTa: ogHa cepust
B TOJl
[TOKA3ATEJIN
AVG 3naueHue pactBopenus mociae  >= 85 % 101 %
15 munyT (Q=80 %)
MIN 3nagenue pacrBopenus mocie  >= 85 %
15 MunyT
Orenka pacteopenus (Eep.d.) Cranus | cooTBeTCcTBYET ’aalxm | cooI_B}eIc;nv
OHOPOAHOCTH JO3UPOBAHUS Cranus | cooTBeTcTBYET
(Esp.®. 2.9.40)
POACTBEHHBIE COEJJUHEHU A
I'mamenupua-cyabhoHaMuT <=0,4%
Ipyras eAnHUYHAS IPUMEChH <=0,2%
cyMMapHoe cojaepkanue npumecen  <=0,9 %
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Ceprudukar anann3a/ SANOFI @%

Ceprudukart cooTBETCTBHS

Canodu C.m.A. 3aBo: CKommuro
Crpana Cratane 17, km 22

67019 Crommuto (AQ)

Uranus

Ten. +39 0862 717021/ 7151

daxc +39 0862 714005

SCO 454129

Awmapwun 2 mr, 6x15 cpr CP RU

JlexapcrBennast dopma: TABJIETKH; ymakoska: 6muctep AJTIOMUHUI/TIBX
Kox GMID 454129

Cepust 0uU002

JlaTa mpou3BOICTBA: 10-HOs1-2020 Tonen no: OKT-2023
Jlochke nipemnapara: 120490000TA00002

HopmarusabIi HopmartusHbiii nokyMeHT Ne

AOKyMCHT P N015530/01-070410

KOJIMYECTBEHHOE

OIIPEAEJIEHUE

KonnuectBeHHOE copepkaHue 1,90 — 2,10 mr / Tabnerky 2,03 mr / Tabnetky
(KX) (95-105 % oT KONIMYECTBA, 3AsIBICHHOTO

HA STUKCTKE)
MUKPOBUOJIOTMYECKA S YNCTOTA
O01ee ymcio adpoOHBIX

mukpoopraansmos (TAMC; KOE/r) <= 10° <10

OO61Iee 9uCiio TPONKIKEBBIX U

miecHesbIxX rpu6os (TYMC, <=10? <10

KOE/r)

Escherichia coli OtcyrcrByer / T OtrcyrerByer / T
KOHTPOJIb YITAKOBOYHOT'O MATEPHUAJIA

KOHTPOJIb YITAKOBOYHOTI'O CoOTBETCTBYET CooTBeTcTBYET
MATEPUAJIA

Tect Ha MI/IKp06I/IOJ'IOFI/I‘-IeCKyIO YHUCTOTY MPOBOAUTCA NEPHUOJUICCKU. HepI/IOLlI/I‘IHOCTL OIpeACIACTCA
PEruCTpaliluOHHBIM JO0CHE U BHYTPCHHUMHU 3aBOJACKUMU MPOLICAYyPpaMU.

JanHas cepust npernapara Obuia M3rOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb KaueCTBa, B IIOJIHOM COOTBETCTBHU
¢ IeHCTBYIOMMH TpeboBaHUAMH NpaBm Hamiexameit mponsBoacTBeHHOH npakTuk (GMP), ycTaHOBIEHHBIMEI
MECTHBIMH PEryJISITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CrielU(DUKALMAMHE, TIPSy CMOTPEHHBIMHU
PerucTpaiioHHBIM YJIOCTOBEPEHHUEM CTPAHBI-UMIIOPTEPA. 3aMUCH 110 TPOU3BOACTBY, YIIAKOBKE U aHAIIU3Y CepHid
OBLTH MPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOMIMME TpeOoBaHuUsIM. OTKIOHEHUS [0 Ka4eCTBY, €CIIH TAKOBbIE
HUMEIOTCS, OBLITN MOJIHOCTBIO PACCIIE0OBaHbI U 0100peHbl. [ToTeHIMaIbHOE BIUSHIE OTKIOHCHHSI HA KAU4eCTBO,
0e30MacHOCTh U 3P PEKTUBHOCTH Ha CEPUIO MPU3HAHO HE3HAUUTEIHHBIM.

[epuromudeckue TECTH COOTBETCTBYIOT TPEOOBAHMSAM CHICIU(UKAIINH, OCHOBAHHOW Ha ITAHUPOBAHHUH
MIPOBEJICHUS TECTUPOBAHKSI U MOTYT OBITh NPEJOCTABIICHBI 10 3anpocy PerynstopHbix OprauoR..
Hacrosiium st IOATBEPk/IAK0, YTO MPEJCTABICHHAsS BbIle HHMOPMAIHS SIBJISICTCS MO WTOURDH,
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Cepruduxar ananusa/ SANOFI @?

Ceprudu

Canodu C.11.A.

KaT COOTBETCTBUA

3aBoa: CKOMIUTO

Crpana Cratane 17, km 22

67019 Crommuto (AQ)
Hramusa

Ten. +39 0862 717021/ 7151

dakc +39 0862 714005

Kox GMID
Cepus

Hara npousBocTBa:
Hocke npemnapara:

SCO 454129

Awmapwun 2 mr, 6x15 cpr CP RU .
JlekapctBennas ¢popma: TABJIETKU; ynakoska: oaucrep AJJFTOMUHUN/TIBX
454129

0uU002

10-HO#1-2020 l'ogen no: OKT-2023
120490000TA00002

OTBeTCTBEHHBIH 32
o0ecreuyeHue KayecTBa:

HopmarusabIi HopmartusHbiii nokyMeHT Ne
JOKYMCHT P N015530/01-070410
3akiaoueHue: OnobpeHno

Jara: 28/01/2021

Dr. Alessandra Maurizio (Ymomaomouennoe yuiro Canogpu C.p.i.)

CepTudukaT aHaiIm3a UMEET dJIEKTPOHHYIO MOJIITUCH, TOTYUYEHHYIO MTPH MOMOIIH BaJIHINPOBAHHON
nabopaTopHOi HHPOPMAITMOHHOW CUCTEMEI.

rap_coa_resultats vb

Crpannna 3 /3




Certificate of Analysis and
Conformance

sanofi S.p.A.

SANOFI .2

Stabilimento: SCOPPITO

Strada Statale 17, Rm 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
Lotto/Batch: 0U002
Prod./Mfg.: 10-NOV-2020 Scad./Exp.: OCT-2023
Dossier Reference: 120490000TA00002
Normative Document; Normative Document No. P N015530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / BAppearance Compresse oblunghe, piatte,
rottura su entrambi i lati / Oblong,

flat tablets with bilateral score-line

"h "
entrambi i lati / Engraving NMM and

Codifica / Code Incisione NMM e stilizzata su

stylized "h" on both sides

Colore / Color Verde / Green

IDENTIFICAZIONI/IDENTIFICATION

LC Rt (sample) =~ Rt (reference)*3%

Infrarosso / IR Positiva / Positive

Agente Colorante/Coloration Agent (E172) Conforme / Complies

Agente Colorante/Coloration Agent (E132) Conforme / Complies

TESTS

Dissoluzione valore medio / AVG value >= 85 %

dissolution after 15' (Q=80%)

Dissoluzione valore minimo / MIN value >= B85 %

dissolution after 15'

Valutazione dissoluzione / Dissolution Conforme stage I / Stage I
evaluation (Ph.Eur.) conforms

Uniformitad di dosaggio / Uniformity of Conforme stage I / Stage I conforms
dosage units (Ph.Eur. 2.9.40)

IMPUREZZE/DEGRADATION IMPURITIES

Glimepiride-Sulfonamide / <= 0.4 %

con linea di

Compresse oblunghe, piatte, con
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)+3%
Non testato su questo lotte.
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
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Certificate of Analysis and

Conformance SANOF] . .’

Stabilimento: SCOPPITO

sanofi S.p.A.

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

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

SCO 454129
Amaryl 2mg, 6xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129
Lotto/Batch: 0U002
Prod./Mfg.: 10-NOV-2020 Scad./Exp.: OCT-2023

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

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
Glimepirid-Sulfonamide

Altra singola / Others each <= 0.2 % Non rilevabile/Not detectable
Totali impurezze / Related substances <= 0.9 % 0.2 %

total

TITOLO/ASSAY

Titolo (LC) / Content {(LC) 1.80 - 2.10 mg [tbl] 2.03 mg [tbl]

(95 to 105% of label claim)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

TAMC (CFU/g) <= 10~3 <10
TYMC (CFU/g) <= 1072 <10
Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING 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.




Certificate of Analysis and :
Conformance SANOFI . Y 4

sanofi S.p.A.
Stabilimento: SCOPPITO

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

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

SCO 454129
Amaryl 2mg, 6xl5cpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUPVC

GMID code: 454129
Lotto/Batch: 0U002
Prod. /Mfg.: 10-NOV-2020 Scad./Exp.: OCT-2023

Dossier Reference: 120490000TA00002

Normative Document: Normative Document No.

P N015530/01-070410

\.

Decision/Decisione: Approvato / Released sanOﬁ S.p.A.
Date/Data: 2801 7 e Quualified Person .
NQMD(M AROTA 2%
{

Responsible QA/Decisione QA: / %%
P
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