JEKJIAPALIHSI O COOTBETCTBHM

| AEKJTAPAHT, HPUHHMAIOII AL AEKJIAPAITHIO O COOTBETCTBUH

AO "Canogu Poccusn”

Ceedenus o pezucmpayuu opzanuzayuu.; Meoicpadionnan uncnexyus Gedepansroii nanozo607i cayorchvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun O PH 19.08.2002.

Adpec: 125009, z. Mockea, yn. Teepcran, . 22. Tenegon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvnutii dupexmop Monac O.A.

Hosepennoe nuyo: Cmenanoe C.C., Gosepennocmp 6/m om 01.12.2017

3AABJISIET, UYTO

Aexapcmeerroe cpedemeo: Maanoxe, mabremicu scesamenvuvie 10 uim., YRaKoexu guelikoavie KoumypHsie (2),
naixu kapmonnste, PY Ne IT N014986/01 om 15.12.2008 (dama samens 16.03.201 7) evidano CAHOPH-
ABEHTHC ©PAHC, cepus U696, napmus 44040 ynaxoeox, 200ex do 01.08.2023, npoussodcmea Canogu
C.nA., Hmanus, Sanofi Sp.A., S.S. 17 km 22-67019 Scoppito (4Q), Italy, xo0 OKIIA2 21.20.10.112, koo TH
B3] 3004900002, xonmpaxm Ne 348/40056192/HU-2 om 20.10.201 0. unsoiic Ne 9053079752 om 24.10.2018

COOTBETCTBYET TPEFOBAHUSAM
| 11 NOI4986/01-070410 usm. Ne -7
| AEKJIAPAHHS ITPUHATA HA OCHOBAHHHN
‘| npomoxon ucnetmanuii Ne 3161 & om 30.10,2018 HIT 000 HIT "DAPMOBOPOHA", ammecmam
| axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC IT. OMO8.C26368 om 30.1 0.2018

Crenanoe C.C.
D.H.0

CBEJEHMSI O PETUCTPAIINHA

OPTAH IIO CEPTHOHAKAITAH, SAPETrACTPHPOBABHINI JEKJIAPATIHIO
RA.RU. 11 PMO8 OPTAH IO CEPTHOHRAIIHU HPOOYVKIIHH OBIECTBO C OI'PAHHYEHHOMH
OTBETCTBEHHOCTBRIO "OKPYXKHOH HEHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu: 115280, 2. Mocrea, yn, Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHA, z0pod Mockaa, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, se6-
| catim: oyxx.pgh.

AEKJIAPAIINA O COOTBETCTBUH SAPETUCTPUPOBAHA N POCC RU H-IT.DMO8.4,05787/18
HATA PETHUCTPAITHY 30.10.2018
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Canogu C..A., Utanus
67019 Scoppito (AQ) Italy

SANOF]

CEPTUOHKAT AHAJIM3A

Maanoxc®, 400 mr, Tab1eTkH KeBaTeabHbte HmucTepbl — 10 — N2

Cepusa: U696
ITpoussenen: 29/08/2018
Fonen jo: 08/2023

HJT TI N014986/01-070410

INIOKA3ATEJIA HOPMBI PE3YJIbTATHI
Onwucanne Tabnerxu 6enoro ugera, Kpyrise, CootBeTcTBYET
IVIOCKOLMTHHAPHYECKOH GopMBI ¢ dackoit u
TPaBHPOBKOH « M.
HoanuaHOCTD
- ATFOMUHUI PaseupaeTca nHTeRcHBHAA (nioopecuenius | COOTBETCTBYET
HKeJTOBAaTO-3€EHOT0 1IBeTa.
- Maraui O0pasyercs 0calOK CHHEro BeTa CootsercTByeT
Cpennsas macca TabieTox Ot 1164 Mr 10 1236 mr. 1202 mr
OxHopoaHOCTH O Macce TpeGoranue Erp.@. CooTeeTCTBYET
IToreps B Macce mpH Bricymusanun® | TpeGosanne Esp.®@ CooTBeTCTBYET
Kucnoro-neliTpamazyromas He <22.5 n ve> 27,5 mOxs HCl/tabm. 243
CIIOCOOHOCTH
KonmuecrseHHOE onpesienenne
- AOMHHMS OKCHUJ ruapatupoBaHHbli | He < 380 mr/rabn. w He > 420 mr/Tabmn. 408,1
- MATHUA THAPOKCHI He <380 mr/tabn. u He > 420 mr/tabm. 4140
Muxkpobunonoruueckas yucTora*
Kareropus 3A
Ob1mee yncito adpoOHEIX <10
mukpooprauusmos (TAMC) KOE/r | <= 1¢ <10
O01ee YHCIIO APOAIKEBBIX U <=10? OtcytcTBYCT/T

miecHerslx rpuooe (TYMC) KOE/T
E.coli

OtcyrerByer /T.

" — nokasaTelnb BBeIEH (GEPMOH B COOTBETCTBUE ¢ TPeGOBAHMSIMH, IPHHATLIME B PD K CTAHJAPTH3ALMH
JIAHHOH JIEKapCTBEHHOH (GOPMEI, M He BKJIIOYEH B cepTHduKar anamu3a dpupmbl. KayecTro npemnapara 1o
3TOMY ITOKa3aTeNo rapauTapyercs Gupmoi.

VKazaHHad cepMs NPOU3BEICHA B COOTBETCTBHH C ACHCTBYIOWMMM TpeGOBaHHAMH PETHCTPAIHOHHOTO
AOCHE H NIPaBUIaMH HaJNexaled NpaKTHKH IPOU3BOACTBA JIeKapeTBeHHRIX cpeacTe (GMP).
Kakue-mbo 3HauuMble MM KPHTHYECKHE OTKIJOHEHHS! OT PErIaMEHTHPOBAHHBIX TIapaMerpoB He

3apErUCTPUPOBAHBIL.

AQ «Canodnt Pocein

Adpec: 123009 Mockpa, ya. Tueperas, 22 Fen 7 (495) 7211400, dake: (495 721-14 1, www sanoliru




SANOFI

Canodu C.n.A., Uranns
67019 Scoppito (AQ) Ttaly

CEPTH®HMKAT AHAJIH3A

Maanoxc®, 400 mr, TadneTKH KeBaTeALABIE OaHcTepbI — 10 — N2

Cepus: U696
[Tpoussenen: 29/08/2018
I'onen no: 08/2023
HATIN014986/01-070410

HOKA3ATEJINA HOPMbBI PE3YJIBTATHI

Pemenue: Bemmymen 12/10/2018 VYnonaomouenyoe juio: Dr. Alessandra Maurizio

AQ «Canodus Poccuan
Axpec: 125009, Mocksa, yi1. Teepekan. 22, Tea: (495) 721-1400. thae: (4953 721-1411. www.sanoliu



Certificate of Analysis and

Conformance SA N O F I

Stakilimento: SCOFPITO

sshofi B.p.A.

Strade Starals 7, Um 23§
£7079 Scoppito {AQS
italy

Tel; +39% DELE3Z 117021 s 7151
Fax: +25 DHEZ 11i00%

500 80012543
Mzalox 400mg,2X10cpr RU
bosage form:TBLTS;Pack3ulk:BlisterALUPVC

GMID code: 00436312
Lotto/Batch: ugye
Prod. FMfg: 23-8U5-2014 Scad./EXp.: . AUG-2023

possier reference: CMC-CR-2003-20860

St
SAGGI/TESTS LIMITT/SPECIFICATIONS RISULTATI/RESULTS
CARRATTERISTICHE/CHARACTERIETICS
hzpettc / Appearance Comprasse smussate, platte, rotonde / Compresse smussate, platte,
Bevelled, flat, round tabtlets {engraved} rotonde s Bevelled, flat, round
tablars [engraved)
Catdifica / Lode Stampa s un lato Mx; Stampa sull'altro  Stampa su un late Mx; Stempa
latn: Wx / Upper stawmp: Hrr Lower sull'aitre lato: Mw /  Opper
Etamps Ma stamp: Mx: Lower stamp: B
Colore / Colok Blanco / Bhite Bianco [/ Whitea
IGENTEFICAZIGRI/IOENTIFICATION
Reazlione éell'Alluminic 7 Roactiosn of Fositive / Positive Positiva / Pusitive
Aluminiem
Reazione del megnesio / Reaction of Positiva / Positive Positiva / Positlive
magnesiom
TEGTS
Peso swedic / Average mass 1164 =~ 1236 ing 1202 mg
Unitormitd di massa / Umifoemity nf mass Qonforme / Comply (Fh.Burl Conforme / Comply
Durezxza / Hardness (Kp) €~ 15 14
Capacitd €% nestralizzacione deqli acid: 22.5 - 27.5 24.3
fHeutzalizing capacity imRa/cpri
Contemize di zlluminio ossido idrato / 380 - 420 q08.1
tontent of aluminum ozide hydrate
{mg/cEr}
Contenute di magnesio idrowside / w0 - 420 4114.7
Content of magnesium hydroxide {mg/cpxl
HMICROBICLOGICG/MICROBIOLOGICAL QUALITY . —
TRMC (CEUSQ} w1073 <10
TYMC {CFU/g) <=10%2 <l
Escherichis cola Aspentely - Absentfg Assentefg - Absent/g

CONTROLLG HATERIALE CONFEZIONAMENTC/PACKAGING MATERIAL CONTROL
Contxelle conferionamento/ Packaging Conforme / Comply Confarme / Comply
materizl control

b mrareat?
- s —
Yicrobiclogical Analysim is carried out as skip test. Test frequency ls hased an the registration dossiar and site

internzal proceduts.
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Certificate of Analysis and

Conformance SA N O F I

Stabilimento: SCOPPITO

sanofi S5.p.hA.

Strada Statale 17, Em 22
67012 Scoppito (AQ)
Italy

Tel; +38 0B62 717021 / 7151
Fax: +39 0862 714005

8CO BO012543
Maalox 400mg, 2X10cpr RO
Cosage form:TBLTS; PackBelk:RliscerALUPVe

GMID code: 00436512
Lotto/Batch: 08986
Prod. /Mfg: 23-AU5-2013 Scad. /Exp.: AUG~2023

Dossler reference: CMC-DR~2003-20860

This batch of product has been manufactured, including packaging and Quality Centrel, in full compliance with the
current GMC requirements of the local HRegulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country,

The batch processing, packeging and anslysis records have been reviewed and found te be in ccmpliance.

Quality deviations, if any, have been fully investigated and authorized,

The potential impact of tha deviation on quality, safety or efficacy of the batchles! concerned is negligible.
Periodic tests comply to specification reguirements based on testing plam and could be provided vpen HA request.
I hergby certify that the sbove information are authentic and accurate.

-

Sanofi S.p.A,

L] m—
Daeision/Decisicne: Approvato / hpproved Qualified Person
i ~ a.
Date/Data: 12-0CT=-2018 11:20:11.00 ([\ﬁu.l,muccbm.ﬁf R ['{5(2
Responsible QA/Decisione QA: Pace Ombretca %

{Dr. Alessandca Maurizio) ,{ L

This Certificate of Anaiysis has been electronally signed from a validated LIMS,
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