AEKJAPAIINSE O COOTBETCTBHHA

JEKJIAPAHT, IIPHHAMAJOIIHHA JEKJIAPAITAYO O COOTBETCTBHH
AO "Canogu Poccun"

Ceedenun o pezucmpayuu opzanusayuu: Mesxcpationnas uricnexyus Dedepanbroii Hanoz060u cayxcbov: Mo 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, 0ama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mocxaa, ya. Teepcran, 0. 22, Tenedhon/parc: 8 (495) 721-14-00/ 721-14-11
B nuye. I'enepanvrerit dupexmop Mouxc O.A.
Hoeepernoe auyo: Cmenanoe C.C., doeepernocmy 6/4 om 01.12.2017

3AS/IBJIFIET, UTO

Rexapcmeennoe cpeocmso: Maanoxe, mabnemrxu dcesamensuvie 10 wim., ynaxoexu ayetixoevie kKoumypHuie (2),
navuxu xapmonneie, PY Ne 1T N014986/01 om 15.12.2008 (0ama 3amenwt 16.03.2017) snioane CAHOGH-
ABEHTHC OPAHC, cepusn C778, napmur 43718 ynaroeox, 200en do 29.02.2024, npouzeodcmea Canogu
C.n.A., Hmarus, Sanofi S.p.A., 8.8. 17 km 22-67019 Scoppito (AQ), Italy, x0d OKIIJ2 21,20.10.112, xod TH
B3/ 3004900002, xonmpaxm Ne 348/40056192/HU-2 om 20.10.2010, unsoiic Ne 9053085132 om 13.05.2019

COOTBETCTBYET TPEEOBAHHAM
T N014986/01-070410 usm. Ne 1-7

JEKJIAPAIINA IIPHHATA HA OCHOBAHHH
npomoxon ucnsimavnuii Ne 13520 om 17.05.2019 HJT OO0 HL] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJT40, Cepmugpuxam POCC IT. OPM08.C40198 om 17.05.2019

JATA WM XEKJNAPAIIMH 17.05.2019
i3 REICTBHTEJLHA JIO 29.02.2024

.G _“"“; Jesa RO/[2 Crenanos C.C.
(?emapamn j Q.H.0
:'-'— ‘
o nm__ﬂ«“"

CBEJIEHUSI O PETACTPALINNA

OPT'AH 11O CEPTHOUKAITHH, 3APEI'HCTPHPOBABIIHIA JEKJIAPAITHIO

RA.RU. 11®MU8 OPTAH 110 CEPTHOHKALIHH IMTPOAYKIHH OFH[ECTBO C OIPAHHYEHHOA
OTBETCTBEHHOCTEIO "OKPY)XXHOM IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepwoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmuthuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeproea, 9. 4, 3m. 5., men.:(495)788-02-88, ae6-
caiim: oyxr.po.

JHunenxo U.B.
Pykosomurens OC




Cepruduxar anauza/
CepTHduKaT COOTBETCTBHS
Canodu C.n.A.
Crpana Crartane 17, km 22

67019 Cxomnnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151
Dakc +39 0862 716065

SANOFI v

3ason: Origgie

SCO 60012543
MAAJIOKC 400 mr, 2x10 cpr PY

JlexapcteeHHas dpopma: TABJIETKH; ynakoska HepacgacoBaHHOro
npoaykra: KontypHas aueiikoras ynakoska AJIIOMUHUH/TIBX

Koa GMID 00436512

Lotto/Cepus C778

Prod./[lata 25-MAP-2019 Cpok rosHocTH: OEB-2024
NPOH3BOACTEA:

Jocee npenapara: CMC-OR-2008-20860

HopmaTHEHbI# HopmatuBHblii nokyment Ne P NO14986/01-070410

JOKYMEHT:

SAGGITIOKA3ATEJH LIMITI/HOPMA RISULTATLPE3YJILTAT
CARATTERISTICHE/XAPAKTEPUCTHUKH

Aspetro/Onucanue Compresse smussate, piatie, Compresse smussate, piatte,

rotondte/TInockousnHHApHUECKOH
(opMBl, Kpyribie TaOneTku ¢ packoli 1
rPaBUPOBKOH
Codifice/Kon Stampa su un lato Mx: Stampa sull’altro
lato: Mx /Bepxumit wramm: Mx: HExkHUM

wrami: Mx
Colore/Ler Bianco/Bennii
IDENTIFICAZIONLITIOJIHHHOCTB
Reazione Positive/TIonoxuTencHLIi pe3yasTat

dell’ Alluminio/AmoMuHBiA

Reazione del magnesio/MarHuis Positive/TlonoxuTenbHuld pe3ynsTar

[NIOKA3ATEJH

Peso medio/Cpennas macca 1164 — 1236 mr
Uniformite di massa/Onnopontocts  Conforme/Cootserctayet (Esp. dapm.)
no Macce

6-15

22,5-275

Durezza/Tsepaocts (Kp)
Capacite di neutralizzazions degil
acidi/Kncnotonefitpanusyioman
cnocobHocTh (MOKB/Tabn.)
Contenuto di alluminio ossido 380-420
idrato/AnIOMHHHA OKCHA

THAPAaTHPOBAHHBIA (Mr/Tadn.)

Contenuto di magnesio idrossido 380 -420

/Maruua ruapoxcun (Mr/tafn.)

rotondte/
[TnockoununuHapnueckoii
dopmbl, Kpyrible TabNeTkH ¢
tackoii 1 rpaBHpoBKofi
Stampa su un lato Mx:
Stampa sull'altro lato: Mx
/BepxHuii wramnm: Mx:
HHMCHUHA wTamn: Mx
Bianco/Benwrit

Positive/TlonowHTe NbHBIA
pe3ynLTar

Positive/TlonoxuTeNbHBIH
pe3yakTar

1196 mr
Conforme/CooteeTcTBYET

13

25,0

384.1

416.1

rap_coa_resultats v5
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Ceprndukar anaansa/ SANOFI 3

CepTHduKAT COOTBETCTBHS
Canodu C.n.A.

3asox: Origgie

Crpana Cratane 17, xm 22
67019 Ckonnuro (AQ)
Hranua

Ten. +39 0862 717021/ 7151
daxc +39 0862 716065

SCO 60012543

MAAJIOKC 400 mr, 2x10 cpr PY

Jlekapcraennan dopma: TABJIETKH; ynakoeka nepactacosanHoro
npoaykra: KoutypHas aueiixoras ynakoska AJIOMUHHUA/MTIBX

Koz GMID 00436512

Lotto/Cepus C778

Prod./[laTa 25-MAP-2019 Cpok ronHocTH: OEB-2024
NPOH3BOJACTRA:

Hocee npenapara; CMC-0OR-2008-20860

Hopmathenwiii HopmatueHbtii nokymeHT Ne P NO14986/01-070410

JOKYMEHT:

SAGGI/TIOKA3ZATEJAH LIMITIVHOPMA RISULTATI/PEIYJIBTAT
MICROBIOLOGICO/MHUKPOBHOJIOTHYECKA S YUCTOTA

Obi1ee 4HCIIO 29poBHBIX <= 10° <10

mukpooprakusmos (TAMC; KOE/r)

O611ee MHCNO APONOKEBBLIX H <= 1(? <10

nnecHeebix rpudor (TYMC,

KOE/r)

Escherichia coli Assente/g — OTcyTCTBYET/T Assente/g — OtcyTcTBYET/T

CONTROLLO MATERIALE CONFEZIONAMETO /KOHTPOJIb

YMNAKOBOYHOTI'Q MATEPHAITIA

CONTROLLO MATERIALE Conforme/CooteeTtcTyeT Conforme/CooTseTcTBYET
CONFEZIONAMETO

/KOHTPOIJIb VITAKOBOYHOI'O

MATEPHAJIA

PesyabTathl aHan3a Ha MHKPOGHONOTHHECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErUCTPALIMOHHOTO 40ChE H
BHYTPeHHHX MeToauk. [laHHas cepus npenaparta Gbiia H3rOTOBNEHA, BKIKOYAA YNAKOBKY H KOHTPOJTk KauecTBa, B
NONHOM COOTBETCTBHH ¢ AcHCTBYIOWMMK TpeGoBanuaMY Npasun Hagnexalue MpoH3BOACTBEHHON NPAKTHKH
(GMP), ycTaHOBAEHHBIMH MECTHBIMH PETYJIATOPHLIMU OPTAHAMHK, A TAKXKE B COOTBETCTBHU CO cneuiPHKaLHAMH,
NpeAyCMOTPEHHLIMH PETHCTPALMOHHLIM YAOCTOBEPEHHEM CTPaHBI-HMIIOPTEPA. OTYETHI MO H3TOTOREHHIO,
YNaKOBKE M aHAIH3y CEPHid GblnM NPOBEPEHB! H PH3HAHBI COOTBETCTBYIOLMMH TpeGoBaHUAM. OTKAOHEHHS MO
KauecTRY, EC/IH TAKOBbIE HMEIOTCA, GLLTH MONHOCTLIO pacc/efoBaHkl H 0a00peHsl. HacToswuM s roaTeepxaaro,
4TO NpeACTaBlEHHas BBILIE HHPOPMALMA ABAAETCA MOMUTHHHON H TOUHOH,

rap_coa_resultats v5 Crpanuua 2 / 3




Cepruduxar ananusa/ S A N OFlI 0

CepTH(UKAT COOTBETCTBHSA
Canodu C.nLA.

3ason: Origgie

Crpapa Crarane 17, km 22
67019 Ckonnuto (AQ)
Hrtanus

Ten. +39 0862 717021/ 7151
Dakc +39 0862 716065

SCO 60012543

MAAJIOKC 400 mr, 2x10 cpr PY

JlekapcTeennas dopma: TABJIETKH; ynakoeka nepacdacoeanHoro
npoaykra: Koutypuas aueiixosas ynakoska AJIOMUHHIM/TIBX

Koa GMID 00436512 -

Lotto/Cepus C778

Prod./laTa 25-MAP-2019 Cpok roaHocTH: OEB-2024
NPOU3BOACTBA:

Hocbe npenapara: CMC-OR-2008-20860

HopmaTueHbIi HopmatueHbiii nokyment Ne P N014986/01-070410

NOKYMEHT:

3axmoueHne YOoAHOMOYEHHOI'O JHIA

Decision/3axniouenne: Approvato/YTBepxaena
Date/gara: 02-05-2019 15:46

Decisins GA/OTBercreennniii  Mapus Kacturnunone (Dr.Maria Castiglione)
3a obecneyenne kavecrsa:

Cepru¢ukaT aHANH32 HMEET 3NEKTPOHHYIO NOAMKCD, TIOAYYEHHYIO [IPH NOMOLLH BATHAHPOBAHHOH
nabopatophroit HHPOPMAUHOHHON CHCTEMBI.

rap_coa_resultats v5 Ctpannua 3/3



Certificate of Analysis and
Conformance

SANOFI g

Stabilimentn: SCOPPITO

sancfi 5.p. A,

Straeda Statale 17, knm 12
67018 Suzappiiu (AQ)
I~aly

Tel: +3% JB&T 717071 /7 7151
Pax: +3% Q662 7114005

8CO 80012543
Manlox §00mg,2xl0ocpr KU
Dosage form:TBLTS:PackBulk:BlisterALUPVC

GHID code: 03436512

Lotto/Batch: ctig

Prod. /MEg: 25-MRR-2019 Scad. /EXp.; FEB~-2024

Doasier reference; CHC-Qr- 2008 20860

Normative Document: Normative Document No. P NO1458&/01-070410

SAGGI/TESTS LIMIT1/SPECIFICATIONS RISULTATI/RESULTS

CAFATTERISTICKE/CHARACTERISTICS

Aspetto / Apprarance Compresse smussate, platte, rotonde / Compresse sausaate, platte,

Bavelled, flat, round tablets {engraved! rotonde / Revelled, flat, round
tablets {engraved)
Crnaifica 7 Code

Stampa su un lato Mx; Stampa sull'aliro Stampa su un lato My;

sull'altxo lato: Mz /

teampa
Uppekx
atamp: Mzi; Lower S5tamp: M¥

lato: Mx / Upper stamp: Mx; Lover
atamp: MY
Colore / Colox Bianco / White
IDENTIFICAZTONL/TORNTYFICATION

Reazione dell'Rilymirio f Reaction of

Biarico / White

Positiva / Positive Positiva / Positive

ARlrminium

Reazicne del magneslo / Reaction aof Pogitiva / Positive Positiva / Positive

Escherichia col:s

material conteoi

intecnal procedure.

R e e e e S S S 5 A e T
=—=s L Tt Areeee et s i i it

Microkiological Analysis is carrizd ouk as skip test.

Assente/g - Absent/g

COHTROLLO MATERTALF CONFEZTCNAMENTO/PACKAGING MATERIAL CONTROL
Contrello confezionamento/ PackafgLing

Conforme / Comply

magnesiuvm

TEETS

Pese medic / Rverage mass 1164 ~ 1236 mg 1196 wg
Uniformitd dy magsa / Unmifernity of mass Conforme / Comply {Ph.Eur} Conforme / Comply (Ph.Eur)
Durezzz [/ Mardnegs (Xp) 6~ 15 13
Capaciti di ncutralizzazions degli actdy 22,5 - 27.5 25.0
/Nentraliznang capacity {mEBgq/fcpri

Contenvro di alloninio osside idrate / 380 - 420 384.1
Content of aluminum oxide hydrace

{mg fepe)

Contenuto di magnesio idrossido / 380 - 420 416.1
Content of magnesium hydroxide img/cpr)

MICAORIOLOGICO/MICROBICLCGICAL QUALYTY

TAMC {CFU/g) <103 < 10
TYNC {CTU/g} Cmine2 < 1C

hssentelyg - Rbsent/g

Conferme / Comply

Tesl freguency 15 based on the reglietraclon dossier and site

Page 1/ 2




sanoli S.p.A.

Certificate of Analysis and

Strada 3Statale 17, KEm 22

67019 Scoppito {AQ)
Ttaly

Tel: +35 0862 717021 / 7151

Fau: +39 0B62 714005

~

Conformance

SANOFI .

Stabilimenco: SCOPPITO

GMID code:
Lotto/Batch:

Prod. /Mfy:

Dossier reference:
Normative Document:

SCO 80012543

Maalox 400mg,2x10cpr RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

40436512

ci78
25-MpR-2019

Scad. /EXp.: FER-2024

CMC-OR-2008~20860
Normative Document No. P H014986/01-070410

This batch af product has been manufactured, including packaging and Quality Control, in full compliance with che
current GMP requirements of the local Regulatory Authoxity

and with the specifications laid down in the Marketing Autharization of the importing countrey.
The betch processing, packagong and analysis records have beon rowiewed arnd found to be in compliance.
Quality devlations, if any, have bean fully investigated and suthorized.

The potential impact of tha deviaticn on quality, safety or efficacy of the batchles) concerned is negligible.

Pexriodic tests comply to specification requirements based on testing plan and covld be provided upon HA request.
I hareby cercify that the above infermation are authentiec and accurate.

-

Decision/Decisione:

Date/Data;

Rasponaible QA/Decisione QA:

Sanofi S n A,
Approvato / Approved Qualifzd ¥
eflos{zoes ‘ &

e Qe
G buize “Fep.,

W g dg
(Dr. Maria Cagliglione)

0205

2
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