Cepruduxar ananuza/
CepTHdHKAT COOTBETCTBHS
Canodu C..A.
Crpana Crarane 17, km 22

67019 Cronnuro (AQ)
Hranua

Ten. +39 0862 717021/ 7151

SANOFI|

®Dakc +3% 0862 714005
SCO 240429
Amapnn 4 mr, 2x15 cpr CP RU
Jlexapcreennan dopma: TABJIETKH; ynakoskaBulk: 6auctep
ATIOMHUHHUH/TIBX
Koa GMID 240429
Lotto/Cepus 9u001
Prod./Jara 3 UKOHA 2019 Scad/Tonen ao: MAH 2022
NMPOM3BOACTRA:
Jocbe npenapara: 120490000TA00004
SAGGITIOKA3ZATEJA LIMIT/HOPMA RISULTATI/PE3YJIBTAT

CARATTERISTICHE / XAPAKTEPHCTHUKH

Aspetto / Onmucanue Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
TIpoaocnropatkie, NAOCKHE
TabneTKH, ¢ pasaenHUTENnLHON
prckoit Ha 00eHx cTopoHax

Incisione NMO e “f”
stilizzata su entrambi i lati /
I'pagupoBka NMO u
CTHAN30BaHHAR “A” Ha ABYX

Codifice / Kon (rpaBupoBka)

CTOpOHAX

Colore / Liger Azzurro [ Fonyboh
IDENTIFICAZIONI / TOJJIMHHOCTD INTUMEIHPHU A
LC/B3XX Conforme / CooTReTCTBYET
Infrarosso / UK Conforme / CooTBeTcTBYET
Agente colorante / lloanuBHOCTS Conforme / CooTeeTcTByet
KpacHTens

IMMOKA3ATEJIH

Dissoluzione valore medio / AVG == 85 %

3HAYEHHE PAacTBOPEHHA Moche

15 muayT (Q=80 %0)

Dissoluzione valore minimo / MIN >= 8500

3HAYEHUE PAacTBOPEHHA MOCAE
15 MunyT

Compresse oblunghe, piatte,
con linea di rottura su
entrambi i lati /
[TponoarosaTele, MIOCKHE
TaONETKH, ¢ paINENHTENLHOH
pHCKOii Ha 0Denx Croponax

Incisione NMO e “4”
stilizzata su entrambi i lati /
I"'pasuposka NMO u
CTUNU30BaHHas “A” Ha MBYX
CTOPOHAX

Azzurro / FonyGoii

Conforme / CootseTcTBYET

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BBINONHAETCA HA
3ol cepuu. UacrtoTta: oaxa
CEpHA B roj
3 uir BT A
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Cepruduxar ananusa/
CepTuduKaT COOTBETCTBHSA
Canodu C.n.A.
Crpapa Crarane 17, km 22

67019 Cxonnuro (AQ)
Hrtanus

Ten. +39 0862 717021/ 7151

SANOFI v

dakc +39 0862 714005
SCO 240429
Amapun 4 mr, 2x15 cpr CP RU
Jlekapcereennan gopma: TABJIETKH; ynaxoskaBulk: 6nancrep
ATIOMHHUHITIBX
Koa GMID 240429
Lotto/Cepus U001
Prod./[lara 3 UIOHS 2019 Scad/ToneH no: MAH 2022
NPOU3BOACTBA:
JHocbe npenapara: 120490000T A00004
SAGGIMIOKA3ATEJH LIMITHOPMA RISULTATL/PE3YJIBTAT

Valutazione dissoluzione

{ Ouenka pactBopenus (Esp.d.) Conforme stage I/ Cragus |

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage I / Cragns 1

OAHOPOLHOCTb A03HPOBAHNS N e

(Ep.®@. 2.9.40)
IMPUREZZE / POACTBEHHbIE
COEJIMHEHUA

Glimepiride-Sulfonamide /

Cnamennpua-cynsdoHamug >=0,4%

Altra singola / apyras eaHHu4HasA >=0,2 %
NpHMEChH

Total impurezze / cymmapHoe
colepKaHHe npHMeceii

TITOLO / KOJIHYHECTBEHHOE

>=0,9 %

OIPEOEJIEHHUE

Titolo (LC) / KonuuecTeeHHoE

conepwatme (BIKX) 3,80 — 4,20 mr / TabneTky
MICROBIOLOGICO / MHKPOEHOJIOTHYECKA A YUCTOTA
Obwee 4neno a3pobHbIX <= 10

mHkpooprannimos (TAMC; KOE/T)

ObuIee YKCIO APOHOKEBLIX H <=10?

mnecHerbIx rpubos (TYMC, KOE/T)

Escherichia coli Assente / g — OTcyTcTBYET /T

CONTROLLO MATERIALE CONFEZIONAMENTO /KOHTPOJb
YIMAKOBOYHOIO MATEPHATIA
Controllo confezionamento /
KOHTPOJIb YTAKOBOUYHOT O
MATEPHAITIA

Conforme / CoorsetcTayer

Conforme stage 1/ Cranus |
COOTBETCTBYET

Conforme stage | / Cranms |
COOTBETCTBYET

gsia AD

Qaﬂ?ﬁ Ru

Conforme / CooTsetcrayeT

Pesynb'ra'n,l aHamA3la Ha MHKpOGHOJ'lOI"H‘lCCKyIO YHCTOTY COOTBETCTBYIOT HOPMAaM PErHCTPaUuHOHHOIO AOCHE H

BHYTPEHHUX METOIHK.

Jannas CEepHA Mnpenapara Oblna H3TrOTOBJ/ICHA, BKJIKOYAA YNIAKOBKY H KOHTPOJbL Ka4€CTEd, B INOJHOM COOTBETCTBHH C
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Cepruduxar anaausa/ SANOFI é@i

Ceprudukar cooTBETCTBHS
Canodu C.n.A.
Crpana Cratane 17, km 22
67019 Ckonmuto (AQ)

Hranua

Ten. +39 0862 717021/ 7151

Daxc +39 0862 714005
SCO 240429
Amapun 4 mr, 2x15 cpr CP RU
JlexapcTeenHas dpopma: TABJIETKH; ynakoekaBulk: Gnucrep
ATIIOMHHHIAMBX
Koa GMID 240429
Lotto/Cepusa 9U001
Prod./ara 3 UKOHA 2019 Scad/T'onen no: MAW 2022
NpOM3BOACTBA!
Hocbe npenapara: 120490000T A00004
SAGGUMOKA3ATEJH LIMITI/HOPMA RISULTATI/PEIYJBTAT
NeHCTBYIOLIMMH TpeOoBaHHAMH NpaBwi Haanexalueii npou3soacTBeHHON npakTHKH (GMP), ycTaHOBIEHHLIMH
MECTHBIMH PErYNATOPHBIMH OPraHaMH, a TAKKE B COOTBETCTBHH CO CNELMPUKALMAMH, MPERYCMOTPEHHBIMK
PerucTpaUHOHHBIM YIOCTOBEPEHHEM CTPaHbl-HMNOPTEPa. OTUYETH N0 H3TOTOBIEHHUIO, YIAKOBKE W AHANH3Y Ceprit
6blTH MPOBEPEHB] H NPH3HAHBI COOTBETCTRBYIOLIHMH TpeGoBaHHAM. OTKIIOHEHHA N0 KAYECTBY, €CNH TAKOBLIE
UMerOTCA, OBITH NONHOCTBIO pacciefoBaHb U 0a06peHsl. HacToAlMM 4 monTBepkAal0, YTO NPENCTABNEHHAS BbIlUE
WHPOPMALKA ABNFETCA NOMTHHHON H TOUHOI.

i Decision/3akntouenne: Approvato/ YTeepkaeHa
Date/nara: 4 HOABPA 2019 17:06:29.00
Decisins GA/OTBeTCTBeHHBII HokTtop Mapus Kacturnuone (Dr. Maria Ca
3a ofecneveHHe KayiecTBa: (YnonHomoueHHbli npeacrasurens Ca - 1%

CepTudHKaT aHANH3a HMEET IAECKTPOHHYIO MOANKCD, [I0JYYEHHYHO MpPH
nabopaTopHoi HHGOPMALHOHHONH CUCTEMBI.
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SANOFI .»

AOINIOJTHEHHUE K CEPTU®HKATY

AHAJIN3A
HaumenoBanue npogykta Koa GMID Homep perncrpaunonHoro
YOOCTOREPEHHA
AMAPHIT 4MI™ 2xI5CPR CP RU 240429 T NO015530 /01

Homep cepun

JaTta npouseoacTea

I'oaen no (Jara noBTOpHOre
TECTHPOBAHHA)

91001

03-HIOH-2019

MAH-2022

Haumenopaune ADC Kog GMID Homep cepunu (ii)
CMTHMETTHPUA 275 SCI1 71930
SCI 73681

Npouspoaurens

Apec NPOHIBOAHTENAS

CAHO®H-ABEHTHC 'EPMAHKNSA TMBX

Bpoitnuurwrpacce 50. D-65926 Opaukdy pr-va-Maiiue.

["epmanun

A noaTepkAalo, YTO JaHHAA CEPHA MPOTECTHPOBAHA O BCEM NAPAMETPaM, EPEUHCIEHHBIM B CIIEHHMHKALIH
HopmaTnBHo# AokyMeHTaUHH, 3aperncTpUpoBaHHoil B HacToAwee BpeMA B Poccuiickoil Menepauny.

OnobpeHo: [noanncs]

Aneccannpa MaypHUHO — YIONHOMOYEHH -‘
nauno Canod S.p.A. — Cxonnuto (AQ)

A ¥ MAPKHPOBKA»
hEpaLH.



Certificate of Analysis and

sana>fi 5.p.A.

Conformance

SANOFI .7

Stabilimento: SCOBPITO
Strada Statale 17, Km 22
67019 Scoppita (AQ)
Italy
Tel: +3% 0882 717021 / 7151
Fa«<: +3% 0882 714005
r -
SCO_240429
Amaryl 4mg,2x1Scpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUFVC
GMID code: 240429
Lotto/Batch: w001
Prod./Mfg: 3-JUN-2015 Scad. /Exp.: MAY-2022
Dossier reference: 120490000TAQ0DD4
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE /CHARAZTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Coler
IDENTIFICAZIONI/IDENTIFECATION
LC

IR

Test d'identitd per indigotina/Identity
test for indigo carmine

TESTS

bDissoluzione wvalore medio /AVG value
dissolution after 1%' (0=80%):
Disseoluzione valore minimo /MIN value
dissolution after :i5':

Valutazione dissoluzione / Dissoluticn
evaluation (Fh.Eu.)

Uniformita di dosaggio / Uniformity of
content (lC) (Ph.Eur.)

IMPUREZZE / RELATED SUBSTANCES (LC)
Glimepiride-sSulfonamide /
Glimepirid-Sul fonamide

hltra singolia / DQthers each

Totali impure-ze / Related substances

Compresse oblunghe, piatte, con linea di
rottura su entrambi i lati / Oblong,
flat tablets with break line on both
sides.

Incisione NMO e «h» stilizzata su
entrambe i lati / Engraving NMO and
stylized «h» on both sides.

Azzurro / Light blue

Rt {sample} =~ Rt (reference)i3%
Positiva / Positive

Pozitiva / Positive

»= 85 %
>= 85 %

Conforme stage I / Stade I
conforms

Conforme / Complies

<= 0.4 %

<= 0.2 %
<= 0.9 %

Compresse oblunghe, piatte, con
linea 4di rottura su entrambi i
lati / Oblong, flat tablets with
break line on both sides.
Incisione N¥O e h» stilizcata
su entrambe 1 lati / Engraving
WG and stylized «h» on both
sldes.

Azzurgo / Light blue

&t [sample) =~ Rt (reference)+33
Hon testato #u questo leoktc.
Frequenza test: un lotte
all’anno/Non performed on this
batch. Frequency: one batch/year
Test eseguito periodicamente
secondo procedure
interne/Performed at release on

a periodic basis according to

local SOP
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Certificate of Analysis and

Conformance S A N O Fi *‘i’

Stakilimento: STOPPITO

sandoii S.p.A.

Strade Statale 17, kEm 22
€7019 3coppito (AD)
Ttaly

Tel: +39 0B&2 717021 / 7151
Fax: +39 0882 714005

SCO 240429
Amaryl 4mg,2xl15cpr CP RU
Cosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 240429
Lotto/Batchs 9u001
Prod. /Mfg: 3-JUN-2019 Scad. /ExXp.: MAY=2022

Dossier reference: 120490000TACQOQ0S

- e = =
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
tatal
TITOLO/ASSAY
Titole / Content (LC) 3.80 - 4.20 mg/tbl {95 to 105% of label 3.95 mc [tbl!]

claim)
MICROBIOLOGICO/MICROBICLOGICAL QUALLITY o -
TAMZ (CEU/g) <= 103 <10
TYMC (CEU/@) <= 102 <10
Escherichia coli Asasente/g - Absent/g

CCNTROLLO MATERIALE CONFEZICONAMENTO / PACKAGING MATERIAL CONTROL
controllo confezionamento/Packaging Conforme / Complies

material contrsl

— — —
—_— —- ~—

HUSb'd e
ration dess

Misrobimlogical Bnalysis 1s carried out as akip test. Test freguensy is kased on
internal procedure.

This batch of product has been manufactuired, including packaging and Quality Contzo!
’u*rent GMP requ1remﬂnt5 of the local Requlatcry Author;;y

The bkatch processing, packaging and analy51s records have been rﬂv1ewed and found to he in ccmplxance

Quality deviations, if any, have beer fully investigated and authcrized,

The potential impact of the deviaticrn or quality, safety or efficacy of the batchies) concerned is negligible.
Periodis tests comply to s$pecification requiremencs kaserc on testing plan and could te provided tpon HA request.
I hereby certify that the above infcrmation are authentic and accurate.

L

Decision/Decisione: Approvato / Released
Date/Data: 4-NOV-2019 17:06:29.00
Responsible QA/Decisione QA: Dr. Maria Castiglione (Qualified Person Sanofi 5.p.A.]

This Certificate of Analysis has beer electronally signed from a validated LIMS,
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SANOFI g

APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing authorization
number

AMARYL 4MG 2x15 CPR CPRU 240429 P NO15530/01
Batch number Date of manufacture Expiry date {retest date)
U001 03-JUN-2019 MAY-2022
API name GMID code Batch number (s)
GLIMEPIRIDE 275 SC173692

SCi736%1
Manufacturer Name Manufacturing site address:
SANOFI-AVENTIS DEUTSCHLAND GMBH Bruemingstrasse 50, D-65926 Frankfurt (Main), Germany

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification currently
registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative Document
specification currently registered in Russian Federation.

Approved by: l'ﬂ- MW') G

‘Akssandra Maurizio — Qualified person
sanofi - S.p.A - Scoppito (AQ)




