JIEKJAPAIIMSI O COOTBETCTBUH

AEKJIAPAHT, IPHHAMAIOIIAH JEKJAPAITMIO O COOTBETCTBHA

AO "Carvoghu Poccun”
Ceedenua o pezucmpayuy opzanwsayuu: Mexcpationnan uncnexyus Dedepanshoti Hano2060% cayxctvr No 46 no

2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoexsus OI'PH 19.08.2002.
Adpec: 125009, &. Mocxea, yn. Teepckasn, 9. 22. Tenedon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvusii oupexmop Monxc O.A.
Hosgepennoe nuyo: Knoxosa FO.C., doeepensocms 6/n om 01.12.2017

JAABJAET, YTO

Aexapcmesennoe cpedcmeo: Amapun, mabnemxu 2 Mz 15 wim., ynaxoexu aveiixoesie konmypivie (2), nauxu
xapmontivie, PY Ne Il N015530/01 om 23.03.2009 (dama samenvt 13.12,2016) evidano Canodu-Asenmuc
Hoiiunand Im6X, cepun C778, napmus 129178 ynaxosox, z00en do 30.06.2022, npoussodcmea Canogu C.n.A.,
Hmanus, Sanofi S.p.A., 8.8. 17 km 22, 67019 Scoppito (AQ), Italy, xod OKITA2 21.20.10.119, xod TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485064412 om 09.10.2019

COOTBETCTBYET TPEEOBAHHUSIM

IING15530/01-070410 uam. Me 1-7

JAEKJIAPAITHSI IIPHHATA HA OCHOBAHUH _

npomoxon ucnvimanuti Ne 30970 om 17.10.2019 HJT OO0 HI] "©APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC IT. ®M08.C51511 om 18.10.2019

APAITHM 18.10.2019
BUTEJBHA ,ll,'O 30.06.2022

Saw ﬁu_ssla_AO |§ l
R A ii;j Knoxosa 10.C.
A @ng - ®H.0
ir%ﬁro'c 3 B »
CBEJEHHS O PETHCTPAITAN

OPT'AH TIO CEPTHOHKAIIHH, 3APETHCTPHPOBABIIHH AEKJIAPAITHIO

RA.RU.119M08 OFT'AH 10 CEPTHO®HKALIHH ITPONVKI[HH OBU[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJII KAYECTBA",

adpec opanusayuu: 115280, 2. Mockea, yn. Macmepxoga, 9. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-

caiim; oyxkx.peh.
,[[EKJIAPAI.[PIH O COOTBETCTBHH 3APEIMICTPHPOBAHA M POCC RU JJ-IT.®M08.A.40882/19

Kavau E.B.
3am. pykosogutena OC




Ceprudukar ananusa/
Ceprudukar coorBercTBHA

SANOFI 3

Canopu C.mA.

Crpana Crartane 17, km 22
67019 Cronnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151

Qaxc +39 0862 714005
SCO 80013512
Amapun 2 mr, 2x15 cpr CP RU
J-[eKapCTBeHHauﬂ ¢opma: TABJIETKH; ynakoskaBulk: 6nucrep
AJIIOMHUHHUWTIBX
Koa GMID 00240418
Lotto/Cepus C778
Prod./Jata 9-Hion-2019 Cpok roamocTH: Hion-2022
NMPOH3BOACTRA:
Hocbe npenapara: 120490000TA00002
HopmaTtueHbiit Hopmarksueiii nokyment Ne I1 N015530/01-070410
JNOKYMEHT:
SAGGI/INOKA3ATENH LIMITVHOPMA RISULTATI/PE3YJIBTAT

CARATTERISTICHE / XAPAKTEPUCTHKH

Aspetto / Onucanue

Codifice / Kon (rpasuposka)

Colore / Llget

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i Jati /
Iipoaonrosarwie, LIOCKHE
TabNETKH, ¢ pasnenuTensHoOM
pHCko# Ha obenx cTopoHax

Incisione NMM e “h”
stilizzata su entrambi i lati /
I'pasupoBka NMM u
CTHIIH3ORaHHAA K’ Ha nBYX
CTOpOHAxX

Verde / 3eneHvift

IDENTIFICAZIONI / TOJJIMHHOCTSG FJIMMEIUPHIA

LC/BIXX
Infrarosso / UK

Agente colorante / ITogarHHOCTB
kpacurena (E172)

Agente colorante / IToanuuuoCTD
kpacHTess (E132)

TIMOKA3ATENH
Dissoluzione valore medio / AVG

Conforme / CooTeeTcTBYET
Conforme / CooTBeTcTBYST

Conforme / CooTBeTCTRYET

Conforme / CooTBeTcTBYET

>=85 %

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
Ipononrosareie, nnockue
TabneTku, ¢ pasaeNuTenbHOH
puckoi Ha o6enx cTopoHax

Incisione NMM e “A”
stilizzata su entrambi i lati /
I'paBuposka NMM u
CTUNU30BaHHAA “/” Ha ABYX
CTOpPOHAX

Verde / 3enenwii

Conforme / CooTBetcTayeT

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeInonHsAeTcA Ha
JTofi cepuy. YactoTa: oaHa
CEepHA B rol

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He Bermonuserca na
3TOH cepun. YactoTa: onHa
cepHAa B roa

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BoinonxgeTca na
3To# cepuH. Yacrora: oaua
CEpHA B IO

94 %
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Ceprudukar anajnza/
Cepruduxar coorsercraus
Canopn C.n.A.
Crpaga Crarane 17, km 22

67019 Cxonmnuto (AQ)
Hranua

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

SANOFI 3

SCO 80013512
Amapun 2 mr, 2x15 cpr CPRU

Jlexapcteentas ¢opma: TABJIETKH; ynakoskaBulk: 6nuctep

AJIOMWUHUHA/TIBX
Kon GMID 00240418
Lotto/Cepus C778
Prod./[lara 9-Hion-2019 CpoK rogHocTH: Hion-2022
NPOH3BOACTBA:
Joche npenapara: 120490000TA00002
HopmaTuBHbiii HopmarueHblii noxyment Ne IT NO15530/01-070410
JIOKYMEHT:
SAGGIMTIOKA3ZATENH LIMITVHOPMA RISULTATIPE3YJIbTAT
3HaYeHHe pacTBOPEHHA Nocne
15 MunyT (Q=80 %)
Dissolution valore minimo / MIN >=85 % 92 %
3HAYEHHE PACTBOPEHHS TIoCne
15 MunyT
Valutazione dissolution
/ Ouenka pactsopennd (Epp..) Conforme stage 1/ Cragus [ Conforme stage I / Ctagua I
COOTBETCTBYET COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cragus I Conforme stage I/ Cramusa 1
OIHOPORHOCTE AO3HPOBAHKR COOTRETCTBYET COOTBETCTBYET
(Esp.®. 2.9.40)
IMPUREZZE / PONCTBEHHBIE
COEJMHEHU A
Glimepiride-Sulfonamide /
Inumenupua-cynsdoHaMun E Ly
Altra singola / apyras eansudaHas >=0,2 % 0.1%
NpHMech
Total impurezze / cymMmapHoe >=09 % 0,2 %
coepKaHHe NpHMeced
TITOLO / KOJIMYECTBEHHOE
OTPEJEJIEHUE
Titolo (L.C) / KonnyecTsennoe o 2,02 mr / raGneTky
conepranme (BIXX) 1,90 — 2,10 Mr / TabneTky
MICROBIOLOGICO / MMKPOBHOJIOITMYECKAA YHCTOTA
O61ee YHCIO aapoGHBIX <= 10° <10
Mukpoopranusmos (TAMC; KOE/r)
O61ee UMCIIO APOXIKEBBIX H <=10? <10
nnecHesmx rpubos (TYMC,
KOE/mr)
Escherichia coli Assente / g — OtcyTcTByet/r OtcyrcTByeT

rap_coa_resultats v5
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Cepruduxar ananuza/ SA NO Fi 3

Ceprudukar coorBeTcTBUSA
Canodu C.n.A,

Crpapna Crarane 17, km 22

67019 Ckonnuro (AQ)
Hrtanus

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

SCO 80013512
Amapun 2 mr, 2x15 cpr CPRU
Jlekapcteennas dopma: TABJIETKH; ynakokaBulk: Gauctep

AJIIOMUHHIA/TIBX
Kon GMID 00240418
Lotto/Cepnsa C778
Prod./[lata 9-Hion-2019 Cpok roaHocTH: Hwon-2022
NPOH3BOACTEA:
JHocwe npenapara: 120490000T ACO002
HopmaTtuBHbIii Hopmatughbiit nokyment Ne F1 NO15530/01-070410
NOKYMEHT:
SAGGUITOKA3ATEJIH LIMIT/HOPMA RISULTATI/PE3YJILTAT

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YINAKOBOYHOI'O MATEPHATNIA

Controllo confezionamento / Conforme / CooteercrayeT Conferme / CooTeeTcTBYET
Koutpons ynakosouHoro

Marepuana

Pe3ynbTaTsl ananusa va MHKpOGHONOrHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PEFHCTPALIHOHHOTO A0CHE H
BHYTPEHHHX MeToAHK. [laHHas cepua npenapara Obila H3rOTOBNEHA, BKIIOYAA YHAKOBKY M KOHTPONE KaueCTBa, B
NONHOM COOTBETCTBHH C ACHCTBYIOWUMME TpeGoBanuaMy npasun Hamwnexkaiuel npou3BoACTEEHHOH NPaKTHKH
(GMP), yCTaHOBNEHHBIME MECTHBIMH PErYJIATOPHEIMH OPraHAMH, 4 TAKIKE B COOTBETCTBHH CO CrelHbHKALMAMH,
NpeAyCMOTPEHHBIMH PETHCTPALUHOHHBIM YROCTOBEPEHHEM CTPaHBI-HMIOPTEpa. OTHETHI 110 KIFOTOBNEHHIO,
YNakoBKe H aHANM3y cepuii Gu1nu npoBepeHkl H MPH3HAHBI COOTBETCTBYIOIINMH TpeboBaHuaM, OTKIOHEHH N0
Kau€ECTBY, €CJTH TAKOBbIe HMEIOTCA, ObITH MONHOCTLIO PACCTENOBAKBI M O10OpPeHbl. HacToALLMM 51 MOATBEPXIAIO,
YTO NpeCTABIEHHAA BEILIE HHAOPMANA ABNAETCA NMOMLTHHHOM M TOYHOT.

3akmouenne YHOAHOMOYMERHOTO JHIA

Decision/3akniouenune: Approvato / YTeepxxaeHa
Date/nara: 23-Cen-2019 09:38:23.00

Decisins GA/OtpercrBennniii  Ilponepun [kandpanka (Properzi Gianfranca)
3a ofleciieueHHe KauecTBAa:

CeprHdukar ananusa HMEET 3IEKTPOHHYIO NOANHKCE, TIONYYEHHYKO NPH NIOMOIIH BANHIHPOBAHHOMH
nabopaTopro#t HHGOPMALIHOHHO#H CHCTEMBI.

/Meuats/: Canopu C.n.A. * YrionHoMoueHHoe nuuo * * (Aneccannpa Maypuumo (Dr. Alessandra
Maurizio))

Mloanucey/
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Certificate of Analysis /
Certificate of Compliance

sanofi S5.p.A.

Strada Statale 17, Km 22
67019 Scoppito {AQ}
Ttaly

Tel: +39 0862 717021 / 7151
Fax: +39 0B62 714005

SANOFI .7

Site SCOPPITO

SCC 80013501
Amaryl 2mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUBVC

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

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

Coleore / Color Verde / Green
IDENTIFICAZIONI/IDENTIFICATION

LC Conforme / Comply
Infrarossc / IR Conforme / Comply

Agente Colorante/Coloration Agent {E172) Contforme / Comply

Agente Colorante/Coloration Agent {EL32) Conforme / Comply

TESTS

Dissoluzione valore medio / AVG value »= B3 &
dissolution after 15' {Q=80%)

Dissoluzione valore minimo / MIN value >= 85 %
dissolution after 15'

Valutazione dissoluzione / Dissclution Conforme stage 1 / Stage I
evaluation (Ph.Eur.) conforma
Uniformita di dosaggio / Uniformity of Conforme / Comply
dosage units (Ph.Eur. 2.9.40)

IMPUREZ2E/DEGRADATION IMPURITIES

Glimepiride~Sulfonamide / <= 0.4 %

GMID code: 00240418

Lotto/Batch: c778

Prod./Mfg.: $-JUL-2019 Scad. /Exp.: JUN-2022

Dossier Referance: 120490000TAOD0GC2

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

pos —— —

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
CARATTERISTICHE/CHARACTERISTICS

Aspetto / Appearance Compresse oblunghe, piatte, con linea di Compresse oblunghe, piatte, con

linea di rottura su entrambi 1
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

Conforme / Complies

Non testato su questo lotto.
Frequenza test: un lotto
all’anro/Non performed on this
batch. Freguency:; one batch/year
Non testatc 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. Fregquency: one batch/year
94 %

92 %

Contorme stage I / Stage I
conforms

Contorme stage I / Stage I

conforms

rap_cnn_rnlul:atl w5
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Certificate of Analysis /

Certificate of Compliance SANOQOF] . Y

Site SCOPPITO

sanofi S.p.A.

Strada Statale 17, Km 22
€7019 Scoppito (AQ)
Italy

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

[ 3C0O_80013501
Amaryl 2mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00240418
Lotto/Batch: C778
Prod. /Mfg.: 9-JUL-2019 Scad, /Bxp.: JUN-2022

Dossier Reference: 120490000TAQQ002
Normative Document: Normative Document No. P N015530/01-070410

\

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
Glimepirid-Sul fonamide

Altra singola / Others each <= 0.2 % 0.1 %

Totali impurezze / Related substances <= 0.9 % 0.2 %

total

TITOLO/ASSAY

Titolo (LC) / Content [(LC) 1,90 - 2,10 mg (tbl} 2.02 mg [tbl]

MICROBIOLOGICQ/MICROBIOLOGICAL QUALITY A
TAMC (CFU/g) <= 10~3 <10

TYMC (CFU/g) <= 102 <10
Escherichia coli hAssente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamento / Packaging Conforme / Comply Conforme / Complies
material control

— irerer

— Free

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 specitications laid dewn 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 hatchies) concerned is negligible.
Periodic tests comply to specificatien requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above intormation are authentic and accurate.
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Certificate of Analysis /

Certificate of Compliance S A N O F I \{j

Site SCOPPITO

sanofi S.p.A,

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

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

SCO_B0013501
Amaryl 2mg,2xlS5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00240418
Lotto/Batch: c778
Prod. /Mfqg.: 9-JUL-2019 Scad. /Exp.: JUN-2022

Dossier Reference: 120490000TAOQC002
Normative Document: Normative Document No., P N0O15530/01-070410

Decision
Dacision Approvato / Approved
Decision date 23-SEP-2019 09:38:23.00 (};{\f
Signed by a qualified person Properzi Gianfranca D

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