AEKJIAPAIIUSI O COOTBETCTBUH

AEKJAPAHT, MIPUHUMAIOIIHA JEKJAPALIAIO O COOTBETCTBHHU

AO "Canogpu Poccusn”

3apeaucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OT'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocwea, yn. Teepckas, 8. 22. Teneghou:8 (495) 721-14-00

B nuye: Ienepanenviii dupexmop Adaman H.B.

Aosepennoe auyo: Cmenanoe C.C., dosepennocns 6/n om 01.12.2017

3ASABJGIET, UTO

nexapcmeennoe cpedcmso. Maanoxe, matremxu scesamenvnoie 10 wm., VRAKOGKU AUENKOSHIE KOHPYpHbIE (2),
nauxu kapmonnvie, PY No II NOI14986/01 om 15.12.2008 (dama 3auenst 16,03.201 7) ev1oaro CAHODH-
ABEHTHC @PAHC, cepus U660, napmusa 43678 ynaxosox, z0den oo 01 05.2023, npouzeoocmea Canoghu
CnA., Hmaw, Sanofi Sp.A., 8.8. 17 km 22-67019 Scoppito (40), Italy, k0d OKITJI2 21.20.10.112, koo TH
B3/ 3004900002, konmparm Ne 348/40056192/HU-2 om 20.10.2010, unsotic Ne 9053077347 om 26.07.2018

COOTBETCTBYET TPEGEOBAHUAM
I NO14986/01-070410 uzm. Ne 1-7

JAEKJIAPATIHS HPUHSTA HA OCHOBAHUH
npomoxon ucneimanuii Ne 2214 0 om 03.08.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC IT. ®MO8.C19983 om 03.08.2018

JATA NPUHSATHS NEKJIAPAITHM 03.08.2018
LA A JENCTBUTENBHA 1O 07.05.2023

Crenanos C.C.
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CBEJEHMS O PETUCTPALIIU

OPI'AH ITO CEPTUO®UKANHUH, 3SAPETHCTPHPOBABIIHIA AEKJIAPAITUIO

RA.RU11OMO8 OPTAH 110 CEPTHQHKALIHH TPONYKIHH OFIIECTBO C OFPAHHYEHHOEH
OTBETCTBEHHOCTBIO "OKPYKHOUH IJEHTP KOHTPOJII KAYECTRA",

adpec opzanusayuu. 115280, 2. Mockea, yr. Macmeproga, 0. 4, sm. 5, noa. I ko, 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, ¢e6-
catin: oyxrx. pep.

AEKJAPAIINA O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC IT. DMO8. 709146
AATAPEEMCTPALIAH 03.08.2018
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SANOFI

Canodu C.n.A., Urammsg
67019 Scoppito (AQ) Italy

CEPTU®HKAT AHANIM3A

Maaaoxe®, 400 mr, TabaeTku }epaTenbrbie 6ucrepsr — 10 — N2

Cepusn: U660
ITpouseenen: 21/05/2018
T'onen no: 05/2023
HIATIN014986/01-070410

HOKA3ATEJI HOPMBI PE3VJIbTATH
Onucaupe Tabnetxu 6enoro ngera, KpYTJbie, CootBercrByer
TIOCKONUNMEAPHYeckoli Gopmel ¢ ackoii u
T'PaBHPOBKO# «Mx»,
TTonmunoCcTE
- ANOMAREH PassuBaercs unrencusnas bmoopecueHIH Cootrercrayer
KEJNTOBATO-3eNIEHOT0 IBETA,
- Maraui O6pasyercs ocanok cruero nBsera CootsercTyer
Cpenuss Macca tabnerox Ot 1164 Mr 1o 1236 mr, 1194 mr
OxHOposHOCTS 10 Macce Tpebosanue Esp.@, Coorserctnyer
Tloteps B Macee npu BricymmBanmn* TpeGoganue Enp.® Coorgercrayer
Kucnoro-ueitrpanusyiomas He <22,5 u ne> 27,5 MDxa HCl/1aby, 26,0
CTI1I0COOHOCTE
KonnuecTsennoe onpenenenne
- /IOMHUHAS OKCHA THAPATHPOBaHAbH | He < 380 Mr/Tab, u ne > 420 MTI/Tabm. 3882
- MArHAS M'HAPOKCHT He < 380 mr/ta6mn. u we > 420 mMr/raby, 3979
Muxpoburonorayeckas uncrora® Kareropus 3A. He obHapyxeno

*

- TIOKa3aTeik BBEAEH GHPMOH B COOTBETCTBHY ¢ TpeOoBannsME, OpHAATEME B PO K cranzapTasaimn
JNAaHHON AeKapCTBEHHOMH ¢bopMEL, U He BKITOYEH B cepTudUKar agannia ¢upmeL Kagectro npernapara mo
STOMY IIOKA3aTeNIO rapauTHPyeTes (PUPMOI,

YKa3aHHast CepHs NPOM3BE/CHA B COOTBETCTRUM C JCHCTBYIOMMMHA TPeGOBAHUIMH PETHCTPAHOHHOIO
AOCELE ¥ IPABHIAMA HAICKAIMEH IIPAKTHKH IIPOH3BOACTRA JIKapCTBCHHBIX cpencts (GMP).

Kakue-mubo smaumMse wms KPHTHYECKHE OTKJIOHEHHS OT PETIIAMEHTHPOBAHHBIX NApaMETPOB He
3aPETHCTPHPOBAHEL,

Pemenne: Bemymmen 09/07/2018 YnonroMouernoe mio: Dr. Alessdndra Mau
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AQ «Canon Poccngs
Aapee: 125009, Mockea, ya. Trepexas, 22. Tea,: (495) 721-1400. Dakc: (495) 721-141). www.sanofi.ry



Certificate of Analysis /

Certificate of Comphance SANOFI j

8snoii 5,p.a,

Strada Statale 37, Em 22
67018 Scoppito (AD)
Ialy

Tel: +38 0RED 71702 £ V151
Fax: -+35 0862 714008

5CO BO9V1Z543 h
Maalox 400mg, 2X10cpr RO
Dosags form:TBLTs;PackBulk:BlisterﬁLquc
GMID codsa: DE438512
Lotto/Batch: U&s3
Prod. /Mfy. : 21-MAY~2018 Use before date: MAY-2023
Dossier Reference: CHC-0R-2008~-20860
Nocmative Document: Normative Document Ko, P KO12386/01-070410
- J
SBAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CAEATTERI STECHE/CHARACTERISTICS
Aspetto / Appearance Compresse smussate, platte, rotopde / Compresse smissate, piatte,
Bevelled, flat, rpund tablets {engraved) ratonde / Bevelled, fiat, round
tablats (engravad)

Codifica 7 Code Stampa su un lato Mx; Stampa sullialtrs Stampa sv us late Me; Stampa
latp: Mx / Upper stamp: Mv; Lower sull'sltre lato: M: f Vepper
stamp: Mx stamp: Mx; Lower stamp: b

Colore ¢/ Coler 8ianeo / White . Bizrco / White

TOENTIFICAZIGHI /IDERTIFICATION

Reazione dell'alluminio / Reaczioh of Positiva / Positiva Pesitiva f Positive

Aluminium

Rezzicne del magresio / Fescbion of Positiva / Positive Positive / Positive

sagnesium

TESTS

Feso medio / Aversge mass 1364 - 1236 mg ) 1194 mg

Uniformité di messa / Uniformity of mass Contarme / Comply {Ph.Fur) - Conforme 7 Comply

Durzzza / Hardness (Ep; E — 15 13

Cepacitd di nevtralizzazione degli acidi 22.5% -~ 27.5% 26.0

/Neutralszing capacity (mEq/epr)

Contencto di 2liuminio osside idraLe 7 380 - 420 3RE. T
Content of aluminum npide hydrate

mg/egx)

Contentto di magnesio :drassido / 380 ~ 420 387.%
Content of magnesium hydroxide {mg/cor}

MI CRORINLOGICO/MICROBICLOGES AL QUALITY

TAHEC ICFU/g} <=10"3 ;;;

TY¥E {CFU/g) <=10~2 <10

Zscherichia coli Assente/g - Ahsent/g RAssente/y — Absent/y
COHTROLLD BATERIALE CGHFEZIDNAMENTOIPACK&GING MATERIAL CORTROL

Controlle confezionamento/ Packaging Conforme / Comply Sorforme / Comply

materisl control

o= -

rMic:cbiclcgical Anzlysis is baced on che registratier deseipr end site internal Frcczdrra, This ha&é§¢
has peen manufactured, including F5Ckaging and Guality Contrel, in Full compliance with &
the current GMP requirements of the Ioexl Regulstory Aptkors C¥ &nd with the spersificati ione laid
Mzrleting Authorizatier cf the importing country. The batck brecessing; paciaging ang Bazlysozx g,

revieved and &

tap_roa resultats vh




Certificate of Analysis / !
Certificate of Compliance SAN OFl Y

sanofi S.p.A.

Strads Statale 17, ¥m 22
B7019 Scoppito (AQ)
Italy

Tel: +3% 0BE2 717021 / T15)
Fax: +3% O0B62 714005

SCO B0OD12543
Maalox 400mg, 2X10cpr RU
Posage form:TBLTS; PackBulk:BlisterALUFVC

GMID code: 0043R512
Lotto/Batch: UEE0
Prod. /Mfg._: 21-MRY-2D18 Usa before date: MAY~20213

Dossier Reference: CMC-OR-200%-20860
Normative Document: Normative Document Ne. P NDLe3BE6/01-~D70410
-

(tound to be in compliance. Quality deviations, if any, have been fully {nvestigeted and aurhorized. I hergby
LEerr:ify that the above information are authentic and accurate.

Qualified Person Decision Sanofi S.p.A.

PETSON
Decipion/Decisione: Approvato / Approved Qualied

Date/Data: 9-JUL~2018 15:46 DS /@J—/‘H}p

{Dr. Messandra Mauﬁzlo{lg: /(Q

Responsible QA/Decisiona QA: Baiostce Fabio

\

This Certificate of Rnalysis has been electronally signed from a validated LINS,
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