JEKJIAPAIIASA O COOTBETCTBHUHA

NEKJIAPAHT, IPHHEMAOIIWHN JEKJIAPAITHIO O COOTBETCTBHH:
AO "Canogu Poccun”

Ceedenua o pecucmpayuu opzaruzayui: Mexcpaiionnan urcnexyus dedepanvroli Hano2oeoili cryxcbor Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Adpec: 125009, 2. Mockea, va. Teepckas, 0. 22. Teneghon/parc: 8 (495) 721-14-00/ 721-14-11

B nuje: Ienepanvnvlii dupexmop Monaic O.4.

JHlocepenroe nuyo: Kysneyoea H.FO Joeepennocme: 6/# om 20.08.2019

3AABJAET, UTO

nexapcmeenroe cpedcmeo; Maanoke® mabaenxu wcesamensrvte 10 wm., daucmepwr (2), navuxu
Kapmonnsie, pe2.yd. Ne IT NO14986/01 omt 15.12.2008 (0ama 3avenvt PY 16.03.2017), evioano
CAHO®H-ABEHTHC ®PAHC, cepus 9U005, napmus 44040 ynaxosox, 2o0en do 31.08.2024,
npowssodcmea Cavogu C.n.A/ Sanofi S.p.A., 8.5. 17 Km 22, 67019 Scoppito (AQ), Italy, Hman,

k00 OKITA2 21.20.10.112, ko6 TH B3 3004900002, xonmparm Ne 348/40056192/HU-2 om 20.10.2010,
ungoiic Ne 9053089722 om 08.11.2019

COOTBETCTBYET TPEBOBARUAM
11 NO14986/01-070410 uss. Ae 1-7

JEKJIAPAITHA MPHHATA HA OCHOBAHHHA

sipomoxon ucnstmanuii Ne 1315117 om 14.11.2019 HIT 000 "Lenmp ronmpona xavecmea buonatip”,
ammecman axkpedumiayun RA.RU.2ILKO] om 22.07.2015 2., cepmugpuxam anarnza Carodpu C.n.A. om
04.11.2019, Cepnugpuxam POCC IT.®MO5.C10954 om 14.11.2019

JATA OPAHATHS JEKJAPAIUHN: 14.11.2019 .
JAEKJIAPAHESA JEACTBATENBHA JO: 31.08.2024 2.
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CBEJEHHA O PETUCTPAIIUN

OPI'AH 10 CEPTUOHKAIINH, 3APETHCTPHPOBABIINH JEKJAPAITUIO

Opzaw no cepnughuxanjiiy RPEOVKYuU

Obugecniea ¢ 02pannyienHol oMeemcmGeHHoCIbI0 «OKPYHCHOT Henmp cepniuguraru»,
adpec: 620014, POCCHA, Ceeponoccras obracme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedwmanuu Ne RA.RU.11DMO5

JEKJIAPAITHSA O COOTBETCTB M POCC RU J-IT.®M05.4.50844/19
JATA PIE_I_"HCT'PAHIII/I: 14.11.2019

YuueprHa A.A.

PykoBogaTens oprata mno
cepTHHHKAIHH NPOXYKIMH




Cepruduxar ananausa/
CemepmcaT COOTBECTCTBHA
Canodu C.n.A.
Crpapa Cratane 17, km 22

67019 Ckonnuto (AQ)
HUranua

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

SANOFI \Z

3ason: Origgie

SCO 436512
MAAJIOKC 400 mr, 2x10 cpr PY

JlekapcTennas dopma: TABJIETKH; ynakoska HepachacoBaHHOrO
npoaykra: KonrypHas aueiikoBas ynakobka AJIIOMUHHWH/TIBX

Koa GMID 436512
Lotto/Cepus QU005
Prod./lata 6-Cen-2019 Cpok rogHocTH: Apr-2024
NpPOH3BOACTBRA:
Nocbe npenapara: CMC-OR-2008-20860
HopMmaTiaHbIi Hopmatuenbtit sokyment Ne P NO14986/01-070410
JOKYMEHT:
SAGGI/TIOKA3ATEJIH LIMITI/HOPMA RISULTATI/PE3YJIBTAT
CARATTERISTICHE/XAPAKTEPHCTUKH
Aspetro/Onucante Compresse smussate, piatte, Compresse smussate, piatte,
rotondie/TInockoUHNHHApHIECKOH rotondte/
topMzlI, kpyrbie TabneTku ¢ dackoit 1 MaockourwnHHApHueckoit
rpaBHpOBKOH dopmer, Kpyriste TabeTKH ¢
dackoii H rpaBHpoBKO#i
Codifice/Kon Stampa su un lato Mx: Stampa sull’altro  Stampa su un lato Mx:
lato: Mx /Bepxnuit mramn: Mx: HikHHE  Stampa sull’altro lato: Mx
mrami: Mx /Bepxuuii wramn: Mx:
HIkHAA wramn: Mx
Colore/Lset Bianco/Genwiit Bianco/Benwiii
IDENTIFICAZIONVTIOIHHHOCTD
Reazione Positive/TlonoxurensHuii pesynpTar Positive/Tlonoxute nbHEIH

dell’ Alluminio/AmoMunnit

Reazione del magnesio/Maruuii Positive/ITonoxknTensHelii pe3ynsTat

MOKA3ATENIH

Peso medio/Cpeanss Macca 1164 - 1236 mr
Uniformite di massa/Oanopontocts = Conforme/Cooteerctayet (Esp. dapm.)
o Macce

6-15

22,5-215

Durezza/Teepoocts (Kp)
Capacite di neutralizzazions degil
acidi/KacnoroHe#Tpanuayioiuas
cnocobuocTs (MDke/Tabn.)
Contenuto di alluminio ossido 380-420
idrato/ANIOMHHHA OKCHA

CHApAaTHpOBAHHLIH (Mr/Tadmn.)

Contenuto di magnesio idrossido 380 - 420

Marnus ruapokcua (Mr/Tabi.)

pe3ysbTaT

Positive/Tlonoxurensubii
pe3ynbTat

1206 Mr
Conforme/CooTreTCTBYET

10

25,0

400.3

399.5
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Ceprudukar ananuza/ SANOFI 5

CepTHduKaT COOTBETCTBHSA
Canog C.n.A.

3ason: Origgie

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

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

SCO 436512
MAAJIOKC 400 mr, 2x10 cpr PY
Jlexapcreennas ¢popma: TABJIETKH; ynakoeka Hepachacosanroro

npoayxra: Koutypuas aueiikosas ynakoska AJIIOMHHHITIBX
Kon GMID 436512

Lotto/Cepus 9uU005

Prod./Hara 6-Cen-2019 CpoKk rogHoOCTH: Apr-2024
TIPOH3BOACTRA;

Jocee npenapara: CMC-OR-2008-20860

HopmaTtueHbiii HopmaTuehbiii aokymesT Ne P NO14986/01-070410

JOKYMEHT:

SAGGITIOKA3ZATEJH LIMITI/HOPMA RISULTATI/PE3YJALTAT
MICROBIOLOGICO/MHKPOBHOJIOTHYECKAA YHCTOTA

O6uiee ync0 a3pobHEIX <= 10? <10

mHKpoopraausmes (TAMC; KOE/r)

O6iee YHCNO APOAOKEBBIX H <= 10? <10

nnecHeBbix rpubos (TYMC,

KOE/r)

Escherichia coli Assente/g — OrcyTcTByeT/I Assente/g — OTcyTCTBYET/T

CONTROLLO MATERIALE CONFEZIONAMETO /KOHTPOIIb

YINAKOBOYHOI'O MATEPHAITIA

CONTROLLO MATERIALE Conforme/CooTBeTCTBYET Conforme/CooTBeTcTBYET
CONFEZIONAMETO

fKOHTPOJIb YITAKOBOYHOT'O

MATEPHATIA

Pe3ynsTaThi aHaNH3a Ha MEUKpOGHONIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMAM PETHCTPALHOHHOIO AOCHE H
BHYTPEHHHX METOMHK. JlanHasA cepus npenapara Oblia H3rOTOBIIEH, BIUIOYAR YIIAKOBKY H KOHTPONL Ka4ecTBa, B
MOHOM COOTBETCTBHH C ReHCTBYIOLUMMH TpeGoBaHUAMH npasun HamnexaweH NpoH3IBOACTBEHHON NPAKTHKH
(GMP), ycTaHOBNEHHBIMH MECTHBIMHK PETYJIATOPHBIMH OPraHaMH, a TAKXKE B COOTBETCTBHH CO cneuudHKaLHAMH,
NpefycMOTPeHHBIMK PErHCTPALHOHHBIM YAOCTOREPEHHEM CTpaHbl-HMIopTepa. OTYETHI 0 H3rOTORMNEHHIO,
YNaKoBKe H aHaIu3y cepuii O NPOBEPEHDI U NPU3HAHSI COOTBETCTRYIOIUMMH TPeGOBaHHAM. OTKIOHEHHA MO
KauecTBY, €C/IH TAKOBbIE HMEIOTCA, GLLIH NONTHOCTBIO PaccIenoBaHbl H 0no6pensl. HacTOALNM A HOATBEPXKAAID,
4TO MPEACTABACHHAS Bhliliec HHYOPMALHA ABAAECTCA NOMIHHHON H TOUHOI.
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Cepruduxar ananusa/ SANO Fi &

CepTuduxar coorBercTBHS

Canodu C.n.A.

3aBoxn: Origgic

Crpaaa Cratane 17, km 22

67019 Cxonnuro (AQ)

Hranus

Ten. +39 0862 717021/ 7151

Dakc +39 0862 716065
SCO 436512
MAAJIOKC 400 mr, 2x10 cpr PY
Jlexapcteennan dopma: TABJIETKH; ynakoeka HepacacoBaHHOro
npoaykra: KonurypHas sueiikopan ynakoska AJIIOMUHHUHU/TIBX
Kon GMID 436512
Lotto/Cepus 9U005
Prod./[lara 6-Cen-2019 Cpok roaHocTH: Apr-2024
NpOM3BOACTBA:
Jocee npenapara: CMC-OR-2008-20860
Hopmarusablii Hopmatueheiii nokyment Ne P N014986/01-070410
OOKYMEHT:
3axTi09eHHe YNOJIHOMOYEHHOY'0 JIHNA
Decision/3axmouenne: Approvato/YTeepxaeHa
Date/naTa: 28-Ok1-2019 17:40:30.00
Decisins GA/OTeercrBenneili  Mapus Kacturnuonse (Dr. Maria Castiglione)
3a ofecneyenHe KauecTna:

Ceprudnkar aHanu3a MMeeT MEKTPOHHYIO NOAMKCH, NONYYEHHYIO NPH MOMOLIM BANHAHPOBAHHO
saGopaTopHoii HHBOPMALIHOHHOMH CHCTEMBI.
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Certificate of Analysis and

dancts §.p Ao
Stsada Sletala 17, ke 22
B85 Aceppilo (AD
Italy

Tatr 33 042 TITARL /O P1HG
Fax: 139 962 714005

Conformance

Stabilimento: BCOPPITO

8Co 438512

GHiD code: 436512

Lotto/Batch: JURLS

Prod. /Mfg.:
Dossier Referance:
Mormative Uocumeni:

£E-SRP-201%

Mpalox 400mg,2X10cpr RU
Bosage {ore:TRLIS: PackBulk:BlisternbUpye

Scad, fRap, :

CMC~OR~-2008-20860
Rormative Dacumeni Na,

P RO14986/01-070410

S TTITETT A T e etoptiemt
SAGGI/TESTS

LIMITI/SPECIFICATIONS

BUG-7074

RISULTATI/RESULTS

CARATTERISTICHE/CEARALTERISTICS
Azpeltc / Appearance

Codifica / Code

Colore / Color

IDERTTRICRZIQNT /TOSNTIFLCATION
Reazione dell'Ad)uminio s Beoaction of
Aluninsum

Bzazicne del magnesio / Reactlon of
magnesium

TESTS

Peso mediv / Average mass

Uniformitd di massa / Uniformity of mass
{Fh.Fur.}

Burezga / Hardness (Kp) (Ph.BEuz.}
Capacitd di neutyalizzazione degli acidl
/Nautralizing capacity {(mEq/thl)
Contenuto di allvminio ossido idrato /
Content of aluminuw oxide hydratn

(g /tEs3 }

Contenuto o magneaio idrossido /
Content of magnesium hydzexide (mg/tbl}
RICROBIGLOGICH/NICADRIGLOGICAL QUALITY
THHC {CEU/g)

TYNC {CFG/q)

Excherichia coli

Centrollo coniszicnamenteo/ Packaging

material conlrel

incornal procedure.

Lot ottt e e e 8 eSO OO

Pt oo S L b T,
Microblological Analysis rs carried cut as skip test, Tost Lreguency 13 based on the registration dcssier and site

Cunpresye smussate, piatte, incise,
rotonde /Bevelled, f£lat, round tzblats
{ehgraved)

Btampa aa un lato Hx; Btampa aull'alteo
laco: Hx /
stamp: Mx
Bianco / White

Hpper stamp: Mx; Lower

Conforme / Complies
Conformz / Cowplies
1164 - 1236 mg

Lontorme / Complias

6 - 15
2.5 - 21.5%

30 - 420

igd - 420

<710"3
«=1072
Assents/g ~ Abseat/g

CONTROLLG MATERIALE CONFE2Z10BAMENTO/PACKAGING MATERIAL CONTROL

Contorms / Complies

Comprense apussate, plstte,
incise, rotonde / Bevelled,
fiat, cound tablets tengraved}
Stampa an nn Lako Mx; Stampa
sull'altro lave: Hx f Upper
stamp: Mx; Lowsr stamp: Hx
Bianco / White

Confuorme / Complics
Confozme J Compliey
1206 mg

Conforme / Complies

i0
23.0

00,3

359.5

<10
<10
Rxsante/qg - xhsant/g

Conforme / Complims

e —
SRR S

Tt T s e eer Frer ST TS oo

Seamrastan

TaAp £33 res:liats vi
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Certificate of Analysis and

Conformance S A N O F |

Stabilinento: S2oppiee

sanofl s.p.a.

Sirade Statals iV, Km 1
EIDLY Scoppitne (AQ)
Ttaly

Tel: 3% 0862 712 / NS5t
FaKk: +33 0862 714004

8CO_436512
Maalox 400mg,2X10cpr RU
Dosage Lorm:TRLTS;TackBulk:BlisterALUPVE

GHMIT code: t36512
Lotto/Batch: 90005
Prod, /MLy. ; 6-SEP-2019 Scad. fExp.: AUG~-2024

Dossier Reference: CMC-DR-2G08-208560
Rormative Document: Normative Document Ho. P NO14986/01-070410

Y
This batch of product has been manufactured, inciyding packaging ard Quality Control, in full compliange with the
curcent GNF requirements of the lecal Regulatory Ruthority

&nd with the specifications laid down in b Markebing Authorization of the importing countey.

The batch processiag, pachaging and analysis records have been reviewed and fownd tu he in oompliance.,

Quality deviations, it any, have been fully investigated and authcrized.

The putential impact of the deviation on quality, safety or efficacy of the batchies) cencerned 1z negligikle.
Periodic testy comply to specificatien requirements based on testing plan and could he provided opon HA reguest,
i hereby certify that the aheve informaticon are suthentic and accurste.

Decision/Decisione: Approvato / Released
Datae/Data: £=-NOV-2019 11:09:58.00
Regponsible QA/Decisions QA: Dr. Maria Castiglione {Qualified Person Sanofi S.p.A.)

This Certificate of Analysls has been electronaily signed from a validaved LINS,
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