Ceprnduxar anaauza/
Ceprudukar cooOTBETCTBHSA

Canodu C.n.A.

" Crpana Crarane 17, km 22
67019 Ckonnuro (AQ)
Hranus

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

SANOFI| vg

3asoa: Scoppito

SCO 699100
MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU

JNexkapcreennas opma: TABJIETKH; ynakorka HepacdacosaHHoro
npoaykra: KoHtyphas sueiikoBas ynakoska AJIIOM MHWUMH/MBX

Kon GMID 699100

Lotto/Cepus ouo001

Prod./[lata 9-OkT-2019 Cpok rogHocTH: Cen-2022
NpOU3BOACTRA!

Hocbe npenapara: QUA-SC-2013-14109

SAGGI/TIOKA3ATEJIH LIMITI/HOPMA RISULTATI/PE3YJBTAT
CARATTERISTICHE/XAPAKTEPUCTHKH

Aspetro/Onucanue [nockounnuHApHYeckol GopMel, - MnockounnuHapuueckoii

Codifice/Kon

Colore/Lser

TEST/TIOAJIMHHOCTL
Reazione

dell’ Alluminio/AntoMHHKI
Reazione del magnesio/Marnuft

Uniformite di
dosaggio/OnHopoaHOCTh MO Macce
Durezza/Tseprocts (Kp)

Capacite di neutralizzazions degil
acidi/KucnoroneArpanusytomas
cnocobrocTh (MIkB/Tabn.)
Contenuto di alluminio ossido
/Conepxanne ANIOMUHNA OKCHAA
Contenuto di alluminio ossido
idrato/Conepxanne AJIIOMHHHA
OKCHJIA THAPaTHPOBAHHOTO
(mr/Tabn.)

Contenuto di magnesio idrossido
/Cozepxanse MarHua ruapokcuaa
(mr/rabn.)

Kpyrisie TabaeTky ¢ packod u
rpaBHpOBKOH

*Maalox” Ha OIHOH CTOpPOHE H “sans
sucre” Ha Opyroi, ¢ 3anaxom JHMOHa

Ot 6enoro a0 KenToBaTOro

Positive/TlonoxHTeNnbHEIH pe3ymeTaT

Positive/TTonoxHTeNbHEIH pe3ynbTaT

Conforme/CooTBeTcTByeT

79182

225275

190210

380420

380 -420

thopmbl, kpyrisie TabIETKH C
tackoli u rpaBUPOBKOM
“Maalox” Ha onHo# cTOpOHE
H “sans sucre” Ha Apyro#, ¢
3aNaX0M JIHMOHA

Ot Genoro A0 KenTOBATOrO

Positive/TlonoxurenbHel i
pesyJibTar

Positive/[lonoxuTensHbii
pesyasTar
Conforme/CootsercTayer

129

243
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Ceprudukar ananusa/ S A N O F l 3

Ceptudukart cooTBeTCTBHSA
Canodu C.n.A.

3aron: Scoppito

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

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

SCO 699100

MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU

Jlexapcteennas dopma: TABJIETKH; ynakoska HepacdacosanHoro

npoaykTa: KoHtypHas aueiixosas ynakoska AJIJOMUHUM/TIBX
Kon GMID 699100

Lotto/Cepus SU001

Prod./Hara 9-Okr-2019 Cpok rojHocTH; Cen-2022

TIPOM3BOJCTHA:

Jocbe npenapara: QUA-SC-2013-14109

SAGGITIOKA3ATEJN LIMITI/HOPMA _ RISULTATI/PE3YJIbTAT
| MICROBIOLOGICO/MHKPOBHOJIOTMYECKA Sl YACTOTA

Obuwee uHcao aspobHbIX <=10° acn < 10

Mmukpoopraiusmos (TAMC; KOE/r)

Obiiee 4HCNO APOXKEBBIX H <= 10 <10

nnecHessix rpubos (TYMC,

KOE/r)

Escherichia coli Assente/g - OTcyTeTBYET/T Assente/g — OTeyTCTBYeT/T

CONTROLLO MATERIALE Conforme/CooTseTcTRYET Conforme/CooTsetcTByeT

CONFEZIONAMETO
/KOHTPOJIb YITAKOBOYHOI'O
MATEPHAJIA

Pe3ynLTaTLl aHaNH3a Ha MHKPOGHONOTHYECKYIO 4YHCTOTY COOTBETCTBYIOT HOPMaM PETHCTPALIHOKHOrO JI0CkE M
BHYTPEHHHX METOIHK,

Hannas cepus npenapata Gbia H3TOTOBNCHA, BKITHOYAS YNIAKOBKY H KOHTPOMb KauecTBa, B MONHOM COOTBETCTBHH
¢ aefictayrownmH Tpebosannamu npasun Haanesxkawel npou3soacTBEHHOM NpaKTHKM (GMP CTAHOBNEHHBIMH
MECTHLIMH PETYJIATOPHLIMK OPraHaMH, a TakKe B COOTBETCTBHU cO crielddHKaunaMH, rnpsk

PErHCTPAUMOHHLIM YAOCTOBEPEHHEM CTPaHbI-HMMOpTepa, OTHETHI N0 H3TOTOBNEHHIO 4
cepuH OblKH NMPOBEPEHEI H NPH3HAHb! COOTBETCTBYIOLUIHMH TPeGoBaHHAM. OTKIOHEH{THFY
TAKOBbIE MMEIOTCS, OBLIH MOJIHOCTBIO PACCHICAOBAHBI H O00PEHI.

Hacroswum 5 moaTBepkAato, YTO NpeACTABJEHHAS BbIlE MHGOPMALIMS ABIAETCA

3
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Cepruduxar anaausa/ SANOFI 5

Ceprudukar coorBeTcTBUS
Canogdu C.nA.

3asoa: Scoppito

- Crpana Cratane 17, km 22
67019 Ckonnuto (AQ)
Uranus

Ten. +39 0862 717021/ 7151
®axc +39 0862 716065

SCO 699100

MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU

Jlexapcrpennas Gopma: TABJIETKH; ynakoeka Hepacdacosanroro

nponykra: KonTypHas sueiikosas ynakoska AJIIOMUHUHA/TIBX
Kon GMID 699100

Lotto/Cepua ou001

| Prod./lara 9-Oxt-2019 Cpox roaHocTu: Cen-2022
NPOH3BOACTRA!
Hocee npenapara: QUA-SC-2013-14109

3ak0MeHHe YNOJHOMOYEHHOTO JIHUA

.| Decision/3axmouenue: Approvato/YTeepxaena
Date/nara: 13-HOB-2019 14:39:59.00

Decisins GA/OrBercrBenubIii Hoktop Aneccanapa Maypuumo (Y nonHomoueHuoe nuuo Canodu
3a ofecnmeyeHue KaYecTBa: C.n.A)

CeprudukaT aHaH3a UMEET INEKTPOHHYIO NOANKCH, NOJYYEHHYIO NPH NOMOLLK/BaY
‘nabopaTopHOM HHHOPMALMOHHON CHCTEMBL.
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SANOFI .5

AOINNOJTHEHHUE K CEPTUD®HUKATY

AHAJIN3A
Haumenoraune npoayxra Koa GMID Homep perncrpaunonnore
YA0CTOBEPEHIA
Maanoke 400 MT™ 6e3 caxapa 1x10 699100 TMTNO14986/01
TabneTku wenatennunie. Poceniickas
Qenepauus
Homep cepuu Jara npon3soacTsa Fonen ao (ata nosToproro
TECTHPOBAHKA)
QU001 09 okTabps 2019 Cenrabps 2022
Hanmenosanue A®C Kon GMID Hosep cepun (i)
Anrenapar 493653 SCI77100
.TpousBoantens Alpec NPOK3BOAHTENIN:
Giulinistrasse 2, 67065 Ludwigshafen, ['epyannsa
CPJI dapma I'n6X

Haunmenosanue ADC Koo GMID Homep cepun (i)
Marnus ruapoxcua 493654 SC177684
.l'lpomaomne.lu, Anpec npoH3IBOAHTENR:
ICPJ] ©apsa TMEX Giulinistrasse 2, 67065 Ludwigshafen, epmanus
Hpoussoantens: Maruesus Mpoaaxre JcBulO dea Cu
Ilepurknas, Mishor Rotem. M.P. Arava, 86

FoO7aen KAIECN
Sl moaTBepXkAalo, YTO JaHHAA Cepus MPOTECTHPOBAHA MO BCEM napamerpany
cneunpmkaunn  HopmarusHol  noxymeHTaumy, 3aperucTpHpOBaHHOH B

Poccuiickoit epepauun.

HaCTOHU.lHM NOATBEPXKOAETCA, UTO napTHa COOTBETCTBYET TpeGOBaHHﬂM pasnenos: ¥ maKoBKa H
e
Y

MapkHpoBka» HopMaTHBHOH JOKYMeHTaUWH, 3aperHCTPHPOBAHHON B HacTOALLEE BpEME B Th
Poccuiickoit ®enepaumu.

Ono6pewo: [moanmucs) Hara: 16/12/2019
Aneccanapa MaypuuHo ~ ynonHoOMOYeHHOe
muuo Canodu S.p.A. — Cronnuro (AQ)



Certificate of Analysis and

Conformance SA N O F l @ﬁ

Stabilimantsy: SONPRITH

san%2fi S.p.A.

Strada statale )¢, Kn 27
7019 Scoppatd (AQ)
Itvaly

Tel: #39 0857 717021 / 71°)
Fax: +39 (BEZ /13003

.
5CO 699100
Msalox 400mg,8F iX1l0cpr RU
Dosage form:TBLTS;Pack:BlisterALUPVCPVDC
GMID coda; 639100
Lotto/Batch: suCo1L
Prod./MLyg; 9-0CT-2019 Scad./ExXp.: SEP-2022
Dossier reference: QUA-5C-2013-14:109
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
CARATTERISTICFE/CHARRCTERISTICS
Rspetto / Appearance Cotmpresse smussate,leggermente Compresse smussate,leggermente
marmorizzate, tonde, platte/8lightly marmorizxate, tonde,pistte/Skight

wmarblad, round, flat-faced,bavelsd/tablets 1y

mazbled, round, flat-faced, beveled

,tablets

Codifica / Code YMAALOR" su un lato e "sans aucre® sul "MARLOX™ su un lato e "sans
lsto oppoato,con aroma di sucre” sul lato opposto,con
limone/"MAALOX™ on one alde snd "sans acoms di limona/"MAALOX® un one
sucre” on the other side,with lemon side and "sans sucre® on the
flaver other side,with lemon flavor

Colore / Colcr pianco—-giallastra / White to yellowish Bianco-giallastra / ¥hice to

yellowish

TESTS

Reazione cell'Alluminio / Reaction of Poaitiva / Positive Positiva / Positlive

aluminium

Reazione del magnesio / Reaction of Positiva / Positive Positiva / Positive

magnesium

Uniformitd 44 dosaggic / Unitormity of Conforme / Complies Conforme / Complies

dosages unit (Mass Variation) (Ph.Eur.)

Durezza / Haxdneszs (R) 70 - 182 129

Capacizd di weutralizczazione degly acidi 22.5 - 27.3 24.3

/ Meutralizing capacity (mEq/tbl)

Contenuto di alluminio ossido / Content 190.0 - 210.0 193.0

of aluminum oxide {(mg/tkl)

Contenuto di 2lluminio osside idrate /  360.0 - 420.0 3e6.1

content of aluminum oxide hydrate

(mg/ell) /

Contenutc di magnesio !{drosside / 380.0 - 420.0 186.0/

Content of magnesiwr hydroxide (mg/thl)
MICROBIOLUGICO/MICROBIOLOGICAL QUALITY

I
Il Sanofi Aussia AO

TANC (CFi)/g) <=10+3 20
TYHMC (CFU/9) <=10~2 <16 :
Escherichia coli Assente/g ~ Abaent/g Assente/g ‘\;‘Q‘b‘

CONTROLLE MATERIALE CONTEZICNAMENTO/PACKAGING MATERIAL CONTROL

£ap_cos fesultats vi Page 1/ 2



Certificate of Analysis and

Conformance S A N O F | !@3

Ttabilinento: SEGHEIW

sanafi S.p.A.

Strada Stacale 17, Km 22
67019 3coppita (A}
italy

Pl 439 0652 71702 7 718)
Faw: 39 0067 714005

~

8co 699100
Maalox 400mg,SF 1X10cpr RU
Dosage form:THLTSY;Pack:BlisrerALUPVCEVDC

GMID rode: 698100
Lotto/Bateh: 90091
Prod, /Mfg: 9-0CT-2019 Scad. /Exp.: SEP-2022

Dossler reference: QUA-SC-2013-14109

SAGGI/TESTS LIMYTI/SPECIFICATIONS RISULTATI/RESULTS

Controllo vonfuiionamento/ Packaging Conforma / Compliss Conforne / Complies
mavarial contrsl

e a— i e b —

e ——

I ——— p— il =

e
Microbioloyical Analyslis 1s carried out as skip Lest. Test Ersquancy is based on the registration dossier and site
inteenal procadure

This katch of product has been manufactuced, Lhc.uding packaging and Quality Control, in full compliance with the
curvent GMP requiremenrs of the local Regulatery Authority

and with the specificavions laid down i1n the Marketing Authorization of the importing country.

The batzh processing, packeging and snslysis rerords have been revieswed and found to be in compliance.

Quality deviations, Lf any. have been ftully invastigared snd euthoxized,

The potential impact of the daviation on fqualizy, safety nr effi-acy of the batch{es! concerned is negliguble.
Perioudl: tests comply to specification reguiraments based on testing plan and could be provided upon HA request.
I hereby certify that the above informatlon are authencic and acsurate.

Dacision/Decisione: Approvato / Released
Date/Data: 13-NOV-2019 14:29:59.00
Responsgible QA/Decisione QA: Dr. Alessandra Maurizio {(Qualified Person 5

This Certificate ol Analysis has been electroneally signed fzom o validated LIMS,

rap_cos_resslats v Page 2 / 2




SANOFI .z

APPENDIX TO CERTIFICATE OF ANALYSIS

Product name - GMID code Marketing authorization
TR———— . number
MAALOX 400MG SF IXIOCPRRU | 699100 P NOI4986/01
Batch number Date of manufacture Expiry date (retest date)
ouot 09-0CT-2019 © [sEP-2022 -
(APIname | GMID code Batch number (5)
ALUMINIUM OXIDE, HYDRATE 493653 SC177100
Manufacturer Name Manufacturing site address:
ELEMENTIS PHARMA GmbH GiulinistraBe 2, 67065 Ludwingshafen - Germany
(formerly SRL PHARMA GmbH)
APl name GMID code _ Batch number (s)
MAGNESIUM HYDROXIDE , 493654 SC177684
Manufacturer Name Manufacturing site address:
ELEMENTIS PHARMA GmbH GiulinistraBe 2, 67065 Ludwingshafen - Germany
{formerly SRL PHARMA GmbH)
{ Production: Magnesia Products SBU, Dead Sea Periclase -
| Mishor Rotem - Mobile Post. 86805 Arava - Israel

T 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 Norman Bl
specification currently registered in Russian Federation.

Approved by: )ngmm w ) 7/{ Date:

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