AEKJAPAIIASA O COOTBETCTBUHA

AEKJIAPAHT, IPHHAMAIOIIHN JEKJAPAIIHIO O COOTBETCTBHH:
AO "Canogpu Poccus”

Ceedena o peauctpayuu opzanusmfun: Mescpaiionnan uncnexyus QedepansHoil HA10206011 cIVIHCOLI No
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OI'PH: 19.08.2002

Adpec: 125009, e. Mockea, vi. Teepckasa, 0. 22. Tenedhon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: Ieriepanvrotii dupexmop Monic O.A.

Hoesepennoe nuyo: Kyaneyosa H IO [loeepernocme: 6/n om 20.08.2019

3AABJHET, YTO

Aekapcmeennoe cpeocmeo. Maarokc® mabaenixu syceeamenvrtie (bes caxapa) 10 win., énucmepwt (1),
nauKyu kapmonnsie, pe2.yo. No IT NOI4986/01 om 15.12.2008 (dama 3amenvt PY 16.03.2017), evidano
CAHODH-ABEHTHC ®PAHC, cepus C938, napmus 74880 ynaxoeox, zo00ew do 31.07.2022,
npouzeodcmea Canogpu C.n.A/ Sanafi S.p.A., S.5. 17 Km 22, 67019 Scoppito (AQ), ltaly, Hmanus,

ko0 OKII/[2 21.20.10.112, koo TH B3 3004900002, xornmparm Ne 348/40056192/HU om 20.10.2010,
uneotic Ne90530898630m 14.11.2019

COOTBETCTBYET TPEGOBAHHSIM
IT NO14986/01-070410 uzm. Ne 1-7

JEKJAPAITUA IPHHATA HA OCHOBAHHH
npomoxon ucnermaruii Ne 137517 om 19.11.2019 HJT OOQ "Lienmp xormponn kavecnea buoaaiigp",

ammecman akkpedumaui RA.RU.21LKO1 om 22.07.2015 2., cepmugpuxam ananuza Canogu C.n.A. om
05.11.2019, Cepmugpuxam POCC IT.OMO5.C11120 om 20.11.2019

JATA NPHHATHSA JEKJIAPAIIAN: 20./1.2019 2.
JEKJAPAIINAA NENCTBATEJIbHA J10: 31.07.2022 2.
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CBEJEHHSA O PETUCTPALIUA

OPT'AH IIO CEPTH®HKAIINH, 3APETHCTPHPOBABIIHHA JEKJIAPAIIHIO

Opean no cepmiuguxayuy npodyxyuu

Obugecimea ¢ ozpanuyennoll 0MmeemcmeeHHoCmbio « OKpYiICHOT yeHmnp cepmuguxayu»,
adpec. 620014, POCCHA, Cseponosckas obaacme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343} 380-27-55, www.ekbocs.ru, ammecmam axxpedumaijuu Ne RA.RU.1 1 DOMOS5

AEKJIAPANMSA O COOTBETCTBHU M POCC RU J-IT.®M05.4.51695/19

Unuephna A.A.

PyxoBoguTtens oprasa no
cepTHHKAIHH IPOTYKIHH




CepTndukar anannsa/
Ceprudukat cooTBETCTBHSA
CaHopu C.nLA.
Crpana Crarane 17, km 22

67019 Cxonmuto (AQ)
Hranua

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

SANOFI

3aeon: Origgie

SCO 699100

MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU

JlexapcTeennas thopma: TABJIETKH; ynakorka HepacacoBaHHOTO
npoaykra: KoutypHas auelikoas ynakoska AJJJOMUHHU/TIBX

Koa GMID 699100

Lotto/Cepus C938

Prod.//lata 27 Asr 2019 CpoK roaHOCTH: Hioms 2022
NpOM3BOACTBA:

Hocee npenapara: QUA-SC-2013-14109

SAGGITIOKA3ATEIH LIMITI/HOPMA RISULTATI/PE3YJILTAT

CARATTERISTICHE/ X APAKTEPUCTHUKH

Aspetro/Onucanue TnockouMnKHBApHUeckoit GopMEr, MnockounnuuapHueckoii
Kpyrunibie Tabnerku ¢ gackoii U topmbl, Kpyrabie TaGNEeTKH ¢
TpaBMpOBKO# tackoil H rpaBUpOBKOH

Cedifice/Kon “Maalox” Ha ogHo# cTOpoHe K “sans *Maalox™ Ha oanoit cTopoHe

sucre” Ha APYTOH, C 3anaxOM JIHMOHA

Colore/llger Ot Gesoro A0 KENTOBATOrO
TESTATOANMHUHHOCTDb

Reazione Positive/TlonoxHTenbHbIH pe3yibTaT
dell’ Alluminio/ AmoMiHui

Reazione del magnesio/Marnnii Positive/TlonoxurensHelit pe3yabTat
Uniformite di Conforme/CooTBeTCTBYET
dosaggio/QaHopoaHoCTE MO Macce

Durezza/Teepaoctsb (Kp) 79 - 182

Capacite di neutralizzazions degil 22,5-275

acidi/Kucnoroneiitpanusyromas

cnocobHoCTh (M3KB/Tabn.)

Contenuto di alluminio ossido 190-210
/CopepxaHue AMOMMHUA OKCHAA

Contenuto di alluminio ossido 380 — 420
idrato/Conepxatne AmoMHHuS

OKCHIA MHAPATHPOBAHHOTO

(mr/Tabm.)

Contenuto di magnesio idrossido 380 -420
/Copepxanne Marius ruapokcHaa
{Mr/Tabn.)

H “sans sucre” Ha Apyrof, ¢
3anaxoM NHMOHa
Or Genoro no xenrosatoro

Positive/TlonoxutenbHbIil
pe3ynsTar

Positive/TlonoxHTensHENH
pe3yakTat
Conforme/CooTeeTcTByYeET

124

249

195,4

3909

389,3
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Ceprudukar ananniza/ SANOFI 0

CepTHdHuKAT COOTBETCTBHSA
Canogu C.n.A,

3ason: Origgie

Crpana Crartane 17, km 22
67019 Ckonnuto (AQ)
Hranua

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

SCO 699100

MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU

JlexapcTeennas popma: TABJIETKH; ynakoska nepacdacosanHoro

npoaykTa: KonTypHas sueiikosas ynakoska AJIOMUHUI/TIBX
Kop GMID 699100

Lotto/Cepus €938

Prod./Mlata 27 Apr 2019 Cpok rogHocTH: Hions 2022
NpOH3BOACTBA:

Jocke npenapara: QUA-SC-2013-14109

SAGGIIIOKA3ATEJH LIMITI/HOPMA RISULTATL/PE3YJIBTAT
MICROBIOLOGICO/MHUKPOBHOJNOTMYECKAA YHCTOTA

O61uee 4HC0 a3poBHBIX <= 10° <10

muxpoopranusmos (TAMC; KOE/T)

OGiuee 4HCIIO APONOKEBEIX B <= 10? <10

naecHesbIx rpubos (TYMC,

KOE/T)

Escherichia coli Assente/g — OTCYyTCTBYET/T Assente/g — OtcyTeTBYET/T
CONTROLLO MATERIALE Conforme/CooTaeTcTRYET Conforme/CooreeTcTBYET
CONFEZIONAMETO

fKOHTPOJIb YIIAKOBOYHOI'O

MATEFHAJIA

Pe3ynbTathl aHanu3a Ha MUKPOGHONOrHYECKYIO YHHCTOTY COOTBETCTBYIOT HOPMaM PETHCTPALIHOHHOTO HOCKE
BHYTPEHHHX METOAMK.

HaHHas cepus npenapata G:1na M3roToBNIEHa, BKIIOYasA YNIAKOBKY H KOHTPONb KAYECTBA, B MOTHOM COOTBETCTBHH
¢ neiicTylonmu TpeGosanusimu npapun Hannexaineii nponseoncTeeHHol npaktkn (GMP), ycTaHOBIEHHBIMH
MECTHBIMH PETYIATOPHBIMY OPrakaMH, a TaKKe B COOTRETCTBHH CO CNELMDHKAUMAMH, NPEAYCMOTPSHHBLIMH
PErHCTPALHOHRBIM YAOCTOBEPEHHEM CTPAHBI-UMIOpTEpa. OTHETHI N0 H3TOTOBAEHHIO, YNAKOBKE M aHANU3Y
cepii GbLIK NPOBEPEHEI H IPHU3HAHLI COOTBETCTBYIOMHMY TpeGoBaHMAM. OTKNOHEHHA 10 KaYECTBY, ECNH
TAKOBBIE HMEIOTCA, OBLIH NOTHOCTEI) PACCTCIOBAHBI H 0N0GPEHEI.

Hacroawum s MOATBEpIKAAND, YTO MPEACTABAEHHAA Bhllle HHAOPMALHA SBAAETCS NOLTHHHON H TOYHOI.
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Ceprudukar ananausa/ S A N OFI 5

Cepruduxar cooTBETCTBHSA
Canotu C.n.A.

3ason: Origgie

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

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

SCO 699100

MAAJIOKC 400 mr, BE3 CAXAPA 1x10 cpr RU

JlekapcTaennan gopma: TABJIETKH; ynakoska nepacacosaHHoro

npoayxra: KonTtypHaa aueiikopas ynakosxa AJIOMHHHI/TIBX
Kon GMID 699100

Lotto/Cepus C938
Prod./[lata 27 Aer 2019 CpOK rogHoCTH: Hions 2022
NIPOM3BOJCTEA:

Hocre npenapara: QUA-SC-2013-14109

3axmoueHne YIOJIHOMOYUCHHOTO JIRI A

Decision/3aknouenne: Approvato/YTBepKaeHa
Date/gara: 05-HOAB-2019 17:17:40.00

Decisins GA/OTBeTcTBennnbiii Aneccanapa Maypuumo (Y nonHOMO4EHHOE NHLO)
3a ofecneveHHe KAYECTBA:

Ceprndukar aHanH3a MMEET 2IEKTPOHHYIO OANKCH, NOAYYEHHYH) NPH NOMOLH BATHAHPOBAHHOM
naboparoptoii HHOpMaUHOHHON CHCTEMDI.
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Certificate of Analysis and
Conformance

SANOFI! g

TR Aameide

Tixdy
el ;TR
Fax: 3% A58 71960
( ="
3C0 699100
Maalox 400mg,BF 1Xihcpr RU
Posaze form: THLTS: Park:Rlistepnbitbyopynd
SMID code; [N )
Lotta/Batch: C338
Prod./Meg; 213018 Seatl. fExp, bR
Dossier reference: QUA-SC-Z013-14109
= == o o e
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS

Mspatto / Appearance

Codafiva F oo

inlore / Caler

TESTS

fieazione dellthiluminle /7 Raacrtion of

atuminium

Peazione del maghesio / Peaction of

magnesium

Uniformitd di dosagyio / Unirormity af
[Pk . Eur,}

dozayes unle (Mass varlarlon}

vurezza /S Hirdorss [K)

vapicitd di neutralirzazione degil acud:

s

conranuta di atluminis osaido / Content

of sluminem oxide Img/Lhl)

Contenuio di alluminio ossiew idzavy 7

Compresss zmussats, leggarmante
marmorizzate, tonde,piatte/Slightly
marblaed, round, flat~faced, beveled/tablets

SHAALOM® ab un late & "sana sucre® sul
lato appoato,von sroma di

Limone /MARLOX" on one side and “sans
sucre® on the other alde,with lemon
Rlavor

Bisnco-giallsstra / White to yallowigh

Pomitiva / Positive

Positivs / Positive

Conforme / Complies

70 - 82
22,5 - 21.5

/ Meutrslizing capacity (mEq/thil

190.0 ~ 210.0

380.0 - 420.0

Lentent of 2luminun oside hydeate

tig f el l)

Loatenuto 41 magnesio lorsssido /

380.0 ~ 420.0

Sontent of magnesiwr hedroxide {wg/thl}
EICRISLOLUGICO/MILROBLUL XrUhL QUALTTY

ThEC (CER/g)
TMS ICFU/g
gscherichia cor:

<=10"3
<=i0~2
Assente/q ~ Ahsent/g

SONTROLLE PATEK ALK COHFERIUBAMRNTO/PACKAGING MATERIAL CONTROL

Ciompresie smussate, ledggermente
marmoriizate, tonde, prattesSlight.
1y

marbled, round, [lat ~faced, brvated]
tablets

"MARLOX™ su un lstoe e "sans
sucre” aul late opnusto,con
avoma i limone/"WRALOK" on one
slde and “sans sucre" on Che
ather sida,with lemon flavor
Bianco~giallastra /7 white to
yellnwish

Pasitiva /7 toritive

Positavs / poritive
Confortime

s Compliesn

124

AB9. 3

Basencefy ~ Bhasnb g

fap ooa resulfata vs
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Certificate of Analysis and

Conformance S A N O F l gﬁ

Brapilimenrpy TUOPEITU

sanati S.p.A,

Strada Svatals 17, Ke v
T T suoppita (A%
raly

Talr 3% QHE2 FRYOIL 7 vINy
Fax: +39 OBIZ 7130u%

. ,

$C0 695100
Manlox 400mg,S3F 1X10aopr RU
hosage form:TRLTS: Pack:81iaterALUPVIPYRC

GMID code: 693150
Lotto/Batch: {e38
Prod. /My 27 AL-2059 Sead., fExp. s JRLe g0

Dossier reference: GUA-50~2013~1410%9

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

Controllo confesionamentio/ Parkazing Conforme / Complies Confarme / Complies

miterial contrnl

AT e st vttt
Bbdecbdebbesb s e e SEECKEEEE LA

E— —
P e — "
Micrabicloglcal Anslysis is catried out as skip vesl, Test freauency is bassd on the reyisteation dossier and siie
internal precedurs,

™y

This batch of product has been manufaciured, itclading packaging and Quality Ceontrod, iw'Fth'ﬁompLianee with the
current GHP requirements of the locat Requlatory Asthoviby

she with the specificatlons laid down 1n the Harketing Autkorization of the importing country.

The batsh processing, packaging and analysis records hawe been reviewsd end found to Le in cumpliance.

Quatlity deviations, if any, have bean fulkly investigatad and authoriced,

The potential impact of the deviation on quality, safety or efFicary of the batchiesl roncerrsd {5 vegliyibie,
Pexlodis tears comply to specification requivements based on Lesting plan and coudd be provided upen HA cequest
¥ hereby ceeiliy thai the abave information are avthentir and AGCUTATE,

Davision/Decisions: Rpprovato / Released
Date/Data: 5=-N0V=-2019 17:17:40.00
Rasponsible QA/Decisionea QA: Dr. Alessandra Maurizio (Qualified Persan Banofi 3.p.A.)

This Certrficete of Analysis has heen electronally zignad from a val:dated LTINS,

rap_son_vesuitate o3 Page 2 7 2



