NEKJAPAIIUSA O COOTBETCTBUH

JEKJIAPAHT, DPHHAMAIOIHUNA JEKJAPAIIUIO O COOTBETCTBHH:
AO "Canogu Poccus"

Csedenns o pecucmpayuu opzanusayuu: Mescpationnas uncnexyus QedepanvHoit Han02060it crycbor Ne
46 no 2. Mockee (01.01.2008, OI'PH 1027739079940, oama npucsocernus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/ghaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvhuiii oupexmop Momoic O.A.

Hoeepennoe nuyo: Iepuwuna O.J1. [Joeepennocmes: 6/1 om 15.03.2019 2.

3ASAABJIAET, YTO

nexapcmeennoe cpeocmeo.: Maanoxc® mabnemru sxceeamensvole (6e3 caxapa) 10 uum., 6aucmepor (1),
nayku kapmounvie, pe2.yo. Ne IT NO14986/01 om 15.12.2008 (dama 3amener PY 16.03.2017), evroaro
CAHOOH-ABEHTHC ®PAHC, cepus C917, napmus 71952 ynaxoeok, 200en 0o 30.04.2022,
npousgoocmea Canogu C.n.A./ Sanofi S.p.A., $.8. 17 Km 22, 67019 Scoppito (AQ), Italy, Hmanus,

ko0 OKIIN2 21.20.10.112, xoo TH B3[] 3004900002, xonmpaxm Ne 348/40056192/HU om 20.10.2010,
uneoiic Ne 9053086970 om 23.07.2019

COOTBETCTBYET TPEBOBAHMSIM
11 N014986/01-070410 uzm. Ne 1-7

JAEKJIAPAIIVSI IPHHATA HA OCHOBAHHHA
npomoxon ucnoimaruti Ne 72167 om 30.07.2019 HJT OO0 "Llenmp xoumpons xavecmea buonaiigh”,

ammecmam axkpeoumayuu RA.RU.21JKO1 om 22.07.2015 2., cepmugpuxam ananuza Canogpu C.n.A. om
11.07.2019, Cepmugpuxam POCC IT.OM05.C08779 om 30.07.2019

JATA TIPUBATHA JEKJAPAIIAA: 30.07.2019 2.
)IEKJIAP'AIIK&_}IEﬁCTBHTEJIBHA J0: 30.04.2022 2.

ML, _; Tlepmmna O.JI.
oexnapanm, o' 5 HC (OB 5K

CBEJAEHMUS O PETHCTPAIIUHA

OPI'AH 10 CEPTHGHKAIIAN, 3APETUCTPHPOBABIIHAN JIEKJIAPAITAIO
Opzan no cepmughuxayuu npodykyuu

Obugecmea ¢ ocpanuyenHotl omeemcmeeHHocmsio «OKPYHCHON YeHInp cepnupuKkayuu»,
adpec: 620014, POCCHA, Ceeponogckas obnacme, Examepunbype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumaruu Ne RA.RU.11DMO5

M POCC RU JI-IT.®M05.4.35552/19

2.

UngepuHa A.A.

moATc PykoBoauTens oprana no
| CepTH(HKAIMH IPOXYKIHMH




Cepruduxar ananusza/
Ceprudukar coorBeTCTBUA
Canodu C.n.A.
Crpana Cratane 17, km 22

67019 Cxonnuro (AQ)
Hranus

Ten. +39 0862 717021/ 7151

SANOFI 3

3asoa: Origgie

®axkc +39 0862 716065
SCO 80012695
Maanoxkc 400 mr, 6e3 caxapa 1x10 cpr RU
Jlexapcreennas ¢popma: TABJIETKH; ynakoska Hepac(hacoBaHHOTO
npoaykra: KontypHas auetikoBas ynakoska AJIIOMUHHUU/TIBX
Kon GMID 00699100
Lotto/Cepus C917
Prod./darta 23-MAI-2019 Cpok rogHocTH: AllP-2022
NPOU3BOACTBA:

Jlocbe npenapara; QUA-SC-2013-14109

SAGGI/TTIOKA3ATEJIHA LIMIT/HOPMA RISULTATI/PE3YJAbLTAT

CARATTERISTICHE/XAPAKTEPUCTUKH

Aspetro/Onucanue Mnockoumnnuapuieckoii Gopmsl, ITnockoumnuHapuueckoi
KpyIJibie TabneTkH ¢ $ackoif u ¢dopmbl, Kpyrnbie TableTKH ¢
TPaBUPOBKOH tackoii u rpaBHPOBKOIi

Codifice/Kon “Maalox” Ha oZHO# CTOpOHE M ‘‘sans “Maalox” Ha onHO# cTOpOHE

sucre” Ha fpyro#, ¢ 3anaxoM JIMMOHa

Colore/Liset Ot 6enoro A0 XeJATOBaTOrO
TESTMOJIMHHOCTb

Reazione Positive/TlonoxxutesibHbil pe3yabTar
dell’ Alluminio/AnoMuHu

Reazione del magnesio/Maruuii Positive/Tlono)xuTeNbHbIH pe3ynbTar
Uniformite di Conforme/CooTBeTCTBY€ET

dosaggio/OAHOpPOAHOCTH M0 Macce
Durezza/Tsepnocts (Kp) 79182

Capacite di neutralizzazions degil 22,5-275
acidi/KucnotoHreiitpanusyomas

CHoco6HOCTE (MOKB/TabN.)

Contenuto di alluminio ossido 190 - 210
/ConepxaHue ANIOMUHHA OKCHAA

Contenuto di alluminio ossido 380 — 420
idrato/Coaepxanue AMOMHUHUA

OKCHAA F’HAPATHPOBAHHOTO

(mr/Tabun.)

Contenuto di magnesio idrossido 380 - 420
/Conepxanue Maruus rugpoxcuaa
(Mr/Tabn.)

H “sans sucre” Ha Npyroii, ¢
3anaxoM JTHMOHa
OTt 6en0ro 10 XeATOBATOrO

Positive/TlonoxxurenbHbIit
pe3ynbTat

Positive/TlonoxxutensHbIi
pe3ynbTat
Conforme/CoorseTcTByeT

131

26,5

195,0

390,1

399,3
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Cepruduxar ananusa/ s A N O Fl G

CepmudukaTr cooTBETCTBUA
Canodu C.n.A.

3aBox: Origgie

Crpaga Cratane 17, km 22
67019 Ckonmnuto (AQ)
Urtanus

Ten. +39 0862 717021/ 7151

Dakc +39 0862 716065
SCO 80012695
Maasokc 400 mr, 6e3 caxapa 1x10 cpr RU
Jlexapctennas dopma: TABJIETKH; ynakoska Hepacq)acgsaunoro
npoaykra: KontypHas sueiikoBas ynakoska AJIIOMHUHUU/TIBX
Koa GMID 00699100
Lotto/Cepus Ccot7
Prod./{ata 23-MAM-2019 CpoOK FOAHOCTH: ATIP-2022
NpPOU3BOACTBA:

Hocbe npenapara: QUA-SC-2013-14109

SAGGIIIOKA3ATEJIN LIMITI/HOPMA RISULTATI/PE3YJILTAT
MICROBIOLOGICO/MHUKPOBUOJIOTUYECKA S YUCTOTA

O61uee yucno a3poGHbIX <=10° 0

Mukpoopranusmos (TAMC; KOE/r)

O61uee YHUCI0 APOXNOKEBBIX U <= 10? <10

nnecHeBbix rpubos (TYMC,

KOE/r)

Escherichia coli Assente/g — OTCyTCTBYET/T Assente/g — OrtcyTcTBYeET/T
CONTROLLO MATERIALE Conforme/CooTBeTCTByET Conforme/CooTtBeTtcTByeT
CONFEZIONAMETO

/KOHTPOIJIb YITAKOBOYHOI'O

MATEPHAJIA

PesynbTaThl aHaM3a Ha MUKPOGHOIOTHUECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PErHCTPALIMOHHOTO OCHE U
BHYTPEHHHX METOIUK,

HanHas cepus npenapata 6bia H3roTOBNEHA, BKIIIOYAs YNIAKOBKY M KOHTPOJIb KAYECTBA, B MOJIHOM COOTBETCTBUH
¢ neficTBylomuMy TpeboBanuaMH npasun Hamnexaueii nponssoacTBeHHo# npakTiku (GMP), ycTaHOBIEHHBIMH
MECTHBIMH PETYNATOPHLIMU OpTraHaMH, a TaK)XXe B COOTBETCTBHH CO CeUH(UKaLMAMHU, IPELYCMOTPEHHBIMU
PErMCTPALMOHHBIM YAOCTOBEPEHHEM CTPaHbI-UMIIOpTEPA. OTYETEI 10 H3TOTOBNEHHIO, YIAKOBKE H aHATH3Y
cepuit GbLIH NPOBEPEHBI U NPU3HAHBI COOTBETCTBYIOWMMH TpeGOBaHUAM. OTKIOHEHHUS 110 KaYeCTBY, €CIH
TAKOBbIE HMEIOTCA, ObLIH NOMHOCTHIO PacCieloBaHEl H 0N06BpEHEL.

Hacrosuum s noATBepxaio0, 4TO NMpeACTaBACHHAA BhIlle MHGOPMALIHA SBIAETCA NOLTUHHOM H TOUHOI.
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Ceprudukar anaansa/ S A N OFl 5

CepTuduxar coorsercTBust
Canogu C.n.A.

3aBox: Origgie

Ctpana Cratane 17, km 22
67019 Ckonnuro (AQ)
Uranus

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

SCO 80012695

Maanokc 400 mr, Ge3 caxapa 1x10 cpr RU

Jlekapcteennas dopma: TABJIETKH; ynakoska HepacdacosaHHOro
npoaykra: KontypHas sueiikosas ynakoska AJJIOMUHUM/TIBX

Kon GMID 00699100

Lotto/Cepus Co17

Prod./[{aTa 23-MAM-2019 Cpoxk roaHocTH: AIlP-2022
NpOHU3BOACTEA:

Jocbe npenapara: QUA-SC-2013-14109

3aknrouenne YROJIHOMOYEHHOYO JIHIA

Decision/3aknwuenne: Approvato/YTBepxaeHa
Date/nara: 11-UK0J1-2019 11:54:17.00

Decisins GA/OtBercrBennniii  [leiic Om6paTTa
3a ofecneuenne Kayecrna;

Ceprudukar aHannsa MMEET dEKTPOHHYIO NOAMKC, MOTY4EHHYIO MPH MOMOLM BASTHAMPOBAHHOM
nabopaTopHO# HHPOPMALIMOHHOM CHCTEMBI.

/Tleuats/: Canodu C.n.A. * VnonHomouentoe nuuo * (Maria Castiglione)
/Moanucy/
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Certificate of Analysis /

Certificate of Compliance S A N O F I

sana2fL 3.p.A,

Strada Statele 17,
67019 Scoppito (RQ)
Italy

Rm 22

Tel: 439 0862 717021 / 7151
Fax: +39 0882 714008

Site S20PPITO

S€O_80012695

Maalox 400mg,S5F 1X10cpr RU
Dosage form:TBLTS;Pack:BlisterALUPVIPVDC

GMID codes 00699100

Lotto/Batch: c317

Prod./Mfg.: 21-MAY~2019 Scad. /Exp. : APR-2022

Dossier Reference; QUA-SC-2013-14109

Mormative Document: Narmative Dozument No. P NO14986/01-070410

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CRARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color

TESTS

Reazicne dell'Alluminio / Reaction of
aluminium

Rea:icre del magnesio / Reaction of
magnesium

Uniformitd di deosaggio / Uniformitysof
dosages unit (Mass VYariaticn} (Ph.Bur.}

Durezza / Hardness (W)

Capacitd di neutraliz:zazione degli acid:i

/ Weutralizing capacity (mEg/thi)
Contenubo di alluminio assido / Content
of aluminum oxide {mg/sthl)

Contenuto di alluminic osside idraca /
Content of aluminum oxide hydrate
(mg/tki)

Contenuto di magnesin larossido /
Content of magnesium hydroxide (mg/tbl]
MICFOBIOLOGICO/MICROBRIOLOGICAL QUALITY
TRMC (CEU/qg)

TvMC (CEFD/g)

Escherichia coli

Compresse smussate,leggarmente
marmorizzate, tonde,piatie/Slightly

marbled, round, flat-faced, beveled/tablets

“MAALOX" su un lato e "sans sucre¥ sul
latc opposto,con aroma di
limone/"MAALOX" on one side and “sans
sucre” on the other side,with lemon
flavor

Blanco~giallastra / White to yellowish
Positiva / Positive
Positiva / Positive

Conforme / Complies

70 ~ 182
22.5 ~ 27.5

190.0 ~ 210.0

380.0 - 420.0

380.0 ~ 420.0

<=10"3
<=1022
Assente/g ~ Rbsent/g

CCNTROLLC MATERIALE CONFEZIOWAMENTO/PACKAGING MATERIAL CONTROL

Compressc smussate, leggarmente
marmoriizate, tonde, piatte/Slight
1y

rbled, round, flat-faced, beveled
,tablets
"MAALOX" su un 1lato e "sans
sucre” sul lato opposta,con
aroma €1 limone/“MBALIL" on one
side and “sans sucre" on the
other side,with lemon flavor
Branco-grallastra / White to
yellawish

Pogitiva / Positive

Pesitiva / Positive

Cenforme / Conmplies

185.0

3%C.1

193.3

3
<19
Assente/g -~ Absent/g

zap_cca_rasul tats v§
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Certificate of Analysis /
Certificate of Compliance S A N O F l

Site SCOPPITO

sansfi S.p.A,

Strada Statale 17, Km 22
§7019 Scoppito {AQ)
Italy

Tel: +39 0862 717Q21 / 7151
Faxw: +39 0862 71400%

SCco_80012695
Maalox 400mg,SF 1X10cpr RU
Dosage form:TBLTS;Pack:BlisterALUPVCPVDC

GMID code: 00699100
Latto/Batch: €917
Prod./Mfg.: 21-~MAY-2019 Scad. /Exp. ; APR-2022

Dossier Reference: QUA-8C~-2013-14109
Normative Document: Normative Document No. P N014986/01~070410

SAGGI/TESTS LIMITI/SPECYFICATIONS RISULTATI/RESULTS

Controllo confezionamento/ Packaging Conforme / Complies Conforme / Complies

material control

. v s S pp——

=
Microbiolegical Analysis is carried out as skip tast. Test Erequency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, tncluding packaging and Quality Contrel, in full compliance with the
current GMP requirements 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 reviswed and found to be in compliance.

Quality deviations, if any, have baen fully investigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batchies) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could he provided upon HA request.
I hereby certify that the above information are authentic and accurate.

Decisione QA/QA Decision:

Decision

ualified Person
Dacision date 11-JUL~2019 %11:54:17.00

Q
o(oth ol 2709
(A
Signed b alified Pace Ombrett - c AS,
f igned by a qualified parson ace retta /ﬂ’éfﬁ: ; Lalione :

This Certificate of Anslysls has beer electronally signed from a validated LIMS,

Decisian Approvato / Approved
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