AEKJIAPAIIUST O COOTBETCTBHHA

JEKJIAPAHT, IPHHUMAIONHUI JEKJTAPAIIAIO O COOTBETCTBHAM
AO "Canoghu Poccus"

2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenegpon/chaxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvubrii dupexmop Monxc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepennocme 6/n om 01.12.2017

3AABJIIET, UTO

nexapcmeernoe cpedcmeo: Amapun, mabremxu I mz 30 wm., ynaxoexu sueiivosvie konmypruie (1), nauku
xapmonnsie, PY Ne IT N015530/01 om 23.03.2009 (dama 3amenw 13.12.2016) ewidaro Canogu-Asenmuc
Hotiunand ImbX, cepus C635, napmun 17261 ynaxoeox, zoden 0o 31.12.2021, npouseodcmea Canodu C.n.A.,
Hmanus, Sanofi Sp.A., S.8. 17 km 22, 67019 Scoppito (AQ), Italy, xo¢ OKII[2 21.20.10.119, koo TH B3]
3004900002, xoumparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485062545 om 03.04.2019

COOTBETCTBYET TPEEOBAHHAM

I N015530/01-070410 uzm. Ne 1-5

JEKJAPAITHSA IPHHATA HA OCHOBAHNH

npomoxon ucnoimanusi Ne 10040 om 10.04.2019 HJT OO0 HL "®APMOBEQOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuram POCC IT. OM08.C37894 om 10.04.2019

JATA. ATUA NEKJIAPAIAH 10.04.2019
a"gsa HCTBUTEJLHA J0 31.12.2021
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Ceedenun 0 pezucmpayuu opeanusayuu: Mexcpaionnas urcnexyun Pedeparvioit Hanoz060% cayocbur Ne 46 no

BEm
CBEJEHUSA O PETUCTPAIIMHA

OPTAH IO CEPTHOHKAITAH, SAPETACTPHAPOBABIIHM JEKJIAPAITMIO

RA.RU.11®©MO08 OPTAH IIO CEPTH®HKALHH ITPOOVKLHH OFL{ECTBO C OT PAHHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIT KAYECTBA",

aopec opzavusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, O. 4, sm. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pe.

JAEKJAPAITAA O COOTBETCTBHU 3APETHCTPHPOBAHA A POCC RU J-IT. ®M08.A.21084/19
JIAT, CTPALTAMA 10.04.2019
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Cepruduxar anaausa/
CeprudukKaT COOTBETCTBHS
Canogu C.n.A.
Crpaga Crartane 17, km 22

67019 Cronmnuro (AQ)
Hranus

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

SANOFI

SCO 80013630
Amapun 1 mr, 1x30 cpr CP RU

Jlexapcteennas gopma: TABJIETKH; ynakoekaBulk: 6avctep

AJIIOMHHHI/TIBX
Koa GMID 00624785
Lotto/Cepusa C635
Prod./lata 3-AHB-2019 Cpok roaHocTH: JEK-2021
NpOU3BOACTSA:
Hocbe npenapara: 120490000TA00001
Hopmaruzensiii Hopmarushbtit goiyment Ne IT NO15530/01-070410
JOKYMEHT:
SAGGITIOKA3ATEJIH LIMITI/HOPMA RISULTATI/PE3VJILTAT
CARATTERISTICHE / XAPAKTEPUCTHKH
Aspetto / Onucanne Compresse oblunghe, piatte, Compresse oblunghe, piatte,
con linea di rottura su con linea di rottura su
entrambi i lati / entrambi i lati /
Ipononroratsle, nnockue [pononrosarsie, NOCKHe
TabNETKH, € pa3AeHTENbHOMR TabneTky, ¢ pazaeauTenbHON
prckoii Ha o0eHnx cTopoHax pHckoit Ha obenx cTopoHax
Codifice / Kon (rpaBupoBka) Incisione NMK e “A” Incisione NMK ¢ “A”
stilizzata su entrambi i lati / stilizzata su entrambi i lati /
I'pasuposka NMK k1 I'paBupoBka NMK u
CTHAH30BaHHAA “h" Ha AByX CTHNH3O0BaHHaA “h” Ha ABYX
CTCPOHAX CTOpOHAX
Colore / Liet Rosa / PozoBeiit Rosa / PozoBbtii
IDENTIFICAZIONI / TOJTUHHOCTD MIMMENHMPUIA
LC/B3XX Conforme / CooTtsetcTByeT Conforme / CooTtBeTCTBYET
Infrarosso / UK Conforme / CooteeTcTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinonugeTca Ha
sTo# cepun. YacTtoTa: oana
cepus B roll
Agente colorante / [TofTMHHOCTb Conforme / CooTBeTCTBYET Non testato su questo lotto.
Frequenza test: un lotto all’
KpacuTensd anno / He BeinonuseTcs Ha
IToil cepuu. YacroTa: oaHa
CEpHA B roa
MOKA3ATEJIH

Dissoluzione valore medio / AVG >=85 %
3HAUEHHE PACTBOPEHHA Mocne

15 mMunyT (Q=80 %)

Dissolution valore minimo / MIN >=85%
3HaYeHue pacTBOPEHHA NoCTe

102 %

101 %

rap_coa_resultats v5
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Ceprudukar anannsa/
CepTuduxat coorsercrBus

SANOFI O

Canodpu C.n.A.

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

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

SCO 80013630
Amapun 1 mr, 1x30 cpr CP RU

JlekapctsenHas ¢opma: TABJIETKH; ynakoskaBulk: 6nuctep

Valutazione dissolution

/ Quenka pacteopeHus (Esp.®.} Conforme stage I/ Cragus I

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I/ Cranua [

OAHOPOOHOCTL OIUPOBANHSA AN T LAY

(Esp.d. 2.9.40)
IMPUREZZE / POJICTBEHHBIE
COEJHUHEHHA

Glimepiride-Sulfonamide /

Cnumenupua-cynsdonamun >=04 %

Alira singola / apyras enuHuyHas >=02%
npHMeCh

Total impurezze / cymmaproe
COREMKAHNE NpHMeceH

TITOLO / KOJTHUYECTBEHHOE
ONPEAENEHHE

Titolo (LC) / KosinuecTBeHHOE
conepxcanse (BIXKX) 0,95 — 1,05 mr / TabneTky
MICROBIOLOGICO / MUKPOBHOJIOTHYECKAA YUUCTOTA
OGwee YHCNO 23poBHBIX <= 103

Mukpooprauuimos (TAMC; KOE/r)

Ob1wee YHCNO APORIKEBBIX H <= |0?

nnecHeBbIX rpubor (TYMC,
KOE/r)

Escherichia coli

>=09 %

Assente / g — OtcyTcTByeTr /T

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJIb

YIMMAKOBOUYHOI'O MATEPHAITIA
Controllo confezionamento /
KOHTPOJIb YITAKOBOYHOI'O
MATEFPHAIIA

Conforme / CooTBetcTByeT

AJIIOMMHUH/MIBX
Koa GMID 00624785
Lotto/Cepus C635
Prod./Jlata 3-1HB-2019 Cpok roaHocTH: JAEK-2021
NpoU3BOACTBA:
Hocbe npenapara: 120490000TAQ0001
HopmarusHbliid HopmaTyeHeli nokyment Ne [T N015530/01-070410
JOKYMEHT:
| SAGGITIOKA3ATEJIH LIMITFHOPMA RISULTATI/PE3YJILTAT
15 MHHYT

Conforme stage I / Cranua |
COOTBETCTBYET

Conforme stage 1/ Craaua |
COOTBETCTBYET

0.2 %
0,1%

0.2 %

1,00 mr / TabneTky

<10

<10

Assente / g - OrcyrcTayer /
r

Conforme / CooTsetcTyeT

rap_coa_resultats v5
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Ceprudukar anananza/ SANOFI &

CepTndukar coorBeTcTBHSA
Canog C.n.A.
Crpana Cratane 17, km 22

67019 Ckonnuro (AQ)
Hranusa

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

SCO 80013630
Amapwun | mr, 1x30 cpr CP RU
Hekapcreennas gopma: TABJIETKH; ynakoskaBulk: 6nuctep

AJIIOMHHHUIA/TIBX
Koa GMID 00624785
Lotto/Cepua C635
Prod./[lata 3-AHB-2019 Cpox rogHoCTH: JEK-2021
NpoH2BOACTBA:
Hocbe npenapara: 120490000TA00001
HopmarHeHbiii Hopmatusheiii nokyment Ne [T NO15530/01-070410
JOKYMEHT:
SAGGIMIQOKA3ATEJH LIMITI/HOPMA RISULTATI/PE3YJILTAT

PesysibTaThl aHann3a Ha MUKpOGHOJIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErHCTPALMOHHOTO AOCHE H
BHYTPEHHHX MeTOIHK. JlaHuas cepus npenapara Gbla H3rOTOBJIEHA, BKAKYYAN YITAKOBKY H KOKTPOJbL KA4€CTRa, B
MOJTHOM COOTBETCTBUH ¢ NeHCTBYIOWUMK TpeGoBanuaMy npasui Haanesxantedl npoH3BoACTBEHHOM MPAKTHKH
(GMP), ycTaHOB/IEHHBIMH MECTHBIMU PErYATOPHBLIMH OPraHaMH, a TaKkKe B COOTBETCTBHH €O CHeUH(pHKALMAMY,
NpenyCMOTPEHHBIMH PErHCTPALIMOHHBIM YAOCTOBEPEHHEM CTPaHbI-UMIIOpTepa. OTYETH MO H3TOTOBJNEHMUIO,
yNakoBKe M aHAMH3Y cepuil GbUTH NPOBEPEHE! M NPH3HAHBI COOTBETCTBYIOWHMH TpeGoBaHuAM. OTKNOHEHHA N0
Ka4y€CTBY, €CITH TAKOBBIE UMEIOTCA, GBLIH MOTHOCTHIO pacciienoBaHbl M oaoGpersl. HacToawmm s nonTeepkaaio,
YTO NpeAcTaBieHHan Bbille HHPOpMALHS ABNAETCA MOMTHHHON H TOUHOI.

Jaknwuenne YNOJIHOMOYEHHOTO JHITA

Decision/3akmiouenne: Approvato / YTBepxKaeHa
Date/nara: 21-03-2019 13:10

Decisins GA/Ot1percrBennbiii  [lponepum [hrandpanka (Properzi Gianfranca)
3a obecneyeHHe Ka4YecTRa:

CepTudukar aHannsa HMEET IMEKTPOHHYIO NOANKMCH, MOMYHEHHYIO NPH TIOMOLH BaTHAMPOBAHHOL
nabopaTopHo#t HHOOPMALIHOHHOH CHCTEMBI.

Meuate/: Canodu C.n.A. * YnonHoModeHHoe MHLo * ((Aneccanapa Maypuumo (Dr. Alessandra
Maurizio))
/Moanucs/
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Certificate of Analysis /

Certificate of Compliance SA N O F | Y

sanofi S.p.A.

Strada S$tatale 17, Km 22

67019 Scoppito (AQ}

Site SCOPPITO

Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0BE2 714005
$SCO 80013630
Amaryl lmg,l1x30cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 00624785
Lotto/Bateh: CE35
Prod. /Mfq.: 3-JAN-201% Scad. /Exp.: DEC-2021
Dossier Reference: 12049000QTA0Q001
Normative Document Normative Document No, P NO15530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

[

.

CARATTERISTECHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Colox
IDENTIFICAZIONI /IDENTIFICATION
LC

Infrarosso / IR

Agente colorante/Coloration agent

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

Disscluzione valore minime / MIN value

dissolution after 15°*

dissolution after 15°:

Valutazione dissoluzicne / Dissolution
evaluation (Ph.EBur.)

Uniformitd di dosaggio / Uniformity of
dosage units (Ph.Eur. 2.9.40)
IMPUREZZE/DEGRADATION IMPURITIES
Giimepiride-Sulfonamide /
Glimepirid~sulfonamide

Altra singola / Others each

Totali impurezze / Related substances
total

Compresse oblunghe, piatte, con linea di

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

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

Rosa / Pink

Conforme / Comply
Conforme / Comply

Conforme [ Comply

>= 85 %

>= 95 %

Conforme stage I / Stage I

conforms

Conforme / Comply

<= 0.4 %

<m (.2 %
<= 0,9 %

Compresse oblunghe, piaztte, con
linea di rottura su entrambi i
lati / Oblong, flat tablecs with
bilateral score-line

Incisions NMK & "h" stilizzata
su entrambi i lati / Engraving
NMK and stylized "h" on hoth
sides

Rosa / Pink

Conforme / Comply

Mon testato su questc lotto.
Frequenza test: un lotto
all'anno/Non performed on this
batch. Frequency: one batch/year
Non testato su guesto lotto.
Frequenza test: un lotto

all’anno/Non performed on this

batch. Frequency: one batch/year
102 %

101 %

Conforme stage I / Stage I
conforms

Conforme stage I / Stage I
conforms

0.2 %

0.1 1%

0.2 %

Page 1 / 2




Certificate of Analysis /

Certificate of Compliance S A N OF| ‘Qj

Site SCOPPITO

sanofl S.p.A.

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

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

8C0O_80013630
Amaryl 1lmg,1x30cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUBVC

GMID code; 006247785
Lotto/Batch: C635
Prod. /Mfg.: 3~-JAN-2019 Scad. /ExXp.: DEC~2021

Dossier Reference: 120490000TAQQ00]1
Normative Document Normative Document Mo. P NO15530/01-070410

SAGGI/TESTS

LIMITI/SPECIFICATIONS

RISULTATI/RESULTS

TITOLO/ASSAY
Titclo / Content {LC)

TAMC (CFU/g)
TYMC [CFU/g)

Escherichia coli

material control

MICROBIOLOGICO/MICROBICLOGICAL QUALITY

0.95 - 1,05 mg ftbli

<= 10*3
<= 10"2
Assente/qg - Absent/g

CONTROLLG MATERIALE CONFEZICQNAMENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamenta/Packaging

Conforme / Comply

1.00 mg {tbli

<10
<i0
Assente/g - Absent/g

Conferme / Comply

o

intarnal procedure,

Pecisione QA/QA Decision:

Microbiological Analysis 1s carried out as skip test. Test frequancy is based on the registration dossier and site

This bhatch of product has been mﬁﬁﬁfactured, iaéluding-ggﬁﬁ;ging and Quality Control, in full compiiance with the
current GMP reguirements 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 fnvestigated and authorized.
The potential impact of the deviation on quality, safety or efficacy of the batch(es) concerned is negligible,
Pericdic tests comply to specification requirements based on testing plan and could be provided upon IIA request.
I hereby certify that the above information are authentic and accurate.

——. = =T

Decision

Decision
Decision date

Signad by a qualified person

Approvato [/ Approved

L1 03- Lo18

Qualified Person

M 22b

(Dr. Alessandra Maurizio) 17

ffiﬂe T i§;29££{%ou‘¢f}
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