Ceprudukar anaausa u
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Internal
COOTBCTCTBUA
Canodpm C.p.JI. (panHee Canodm C.m.A.)
Crpana Crarane 17, M 22 MInomanka: CKOIIINTO
67019 Cxonnmuro (AQ)
Nranua
Tenm. +39 0862 717021 / 7151
daxc +39 0862 714005
SCO 863442
MAAJIOKC 400 mr, 2x10 cpr, Poccusa
JlekapcTBeHHasa ¢opma: TABJIETKIV; nepBUYHas ylNakKOBKa:
GrmcTep AJIOMVHWUN/TIBX
Kon GMID 863442 YcIoBusa XpaHEeHMUS: IIpu
Temneparype He Beue 25 °C.
YInakoBKa: 10 TabneTok B GumcTep u3 [IBX/AJIOMMHMEBON QOJILTN.
2 BiucTepa BMeCTe C JIMCTKOM-BKJIAZHIIEM B KAPTOHHOM Iadke.
Cepus 6U0186 Cpox TOOHOCTM: 5 jer
aTa HNPOM3BOLACTEBA: 20-4HB-2026 T'omeH mo: IEK-2030
Iocbe mpenapara: CMC-0OR-2008-31561/CMC-0R-2008-2 ML ML Homep: aM 37/2025
HopMaTUBHBEIN IOKYMEHT : JIII-Ne(010767) - (PT'-RU)-010725
IMOKA3ATEJIN HOPMbI PE3YJIbTAT
XAPAKTEPUCTVKNA
OnmcaHue TabjeTKM KpyIJlele, IJIOCKMEe, cO TabJjleTKM KpyIJisle, IJIOCKMUE,
CKOIMEHHBEIMU KpasMmyu (C CO CKOUIEHHEIMM KpasMu (cC
TPaBUPOBKON) IPaBMPOBKOM)
Kon I'paBUpOBKa BBEPXY «Mx» I'paBupOBKa BBEPXY «Mx»
I'paBUpOBKa BHUZY «Mx>» I'paBUpPOBKa BHUBY «Mx»
IIBeT Beemt Beuet
VneHTrOMKaALMS
Peakuusa Ha AJIOMUHUNA CooTBETCTBYET CooTBETCTBYET
Peakuusa Ha MarTHUM CooTBEeTCTByET CooTBEeTCTBYyET
[IOKA3ZATEJIN
CpenHsas Macca 1164 - 1236 wmT 1188 mMr
OmHOponHOCTBE NO Macce (Erp.d) CooTBETCTBYET CooTBETCTBYET
Teépnocts (EBp.d) 6 — 15 12,2
Kucnoro-HelTpanmusaywomas CIOCOBDHOCTH 22,5 - 27,5 24,6
(M2xB/Tabs.)
Comepxaumre AJIIOMMHMSA OKCuOa (Mr/Tabi.) 190 - 210 (CMR-OR-2008-31561) 209,3
ComepxaHue AJIOMMHMS OKCUIA 380 - 420 (CMC-OR-2008-20860) 418, 6
TMAPATMPOBAHHOTO (MI'/Tab. ) 360 - 440 (CMC-OR-2008-20867)
Comepxanue MarHusa Tumpokcuma (Mr/Tabi.) 380 - 420 (CMC-OR-2008-31561/ 403, 3
CMC-0R-2008-20860)
360 - 440 (CMC-OR-2008-20867)
MVKPOBMOJIOTMUECKAA UMCTOTA He npmumeHMMO
Obuee UMCIIO aspPOOHEX MUKPOOPI'aHM3MOB <= 103 He npmumeHMMO
(TAMC; KOE/T)
Obuee UMCIIO OPOXKEBEIX M IJIECHEBHX TpuboB <= 102 He npumeHMMO
(TYMC, KOE/r)
Escherichia colil OrcyTcTBre B 1 T He npmumeHMMO
KOHTPOJIb YIIAKOBOYUHOI'O MATEPUAIJIA CooTBETCTBYET CooTBEeTCTBYET
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MMKpO@MOﬂOPquCKaH UMCTOTa IMPOBOOUTCHA IMNIPOM3BOIUTEJIEM IepuoandYecku. UYacToTa IMNIPOBeHNeHMA OIlpenesyigeTcHa

PeETMCTPaUMOHHBEIM OOChE U BHyTpeHHeﬁ npouenypoﬁ IIPOM3BOOUTETIA .

HacrosamyM g nmomaTBepxIalo, YTO [PMBEIEeHHAas Bblle MHPOPpMaLMs SABJISETCS OOCTOBEPHOM M TOWHOM.

IaHHas cepus NponykTa ObJla M3TOTOBJIEHa (BKJIOYAs YIaKOBKY (MapkKMPOBKY) M KOHTPOJIb KadecTBa) Ha

Brmeyka3aHHOM (BIX) IJIomalke (ax) B IIOJIHOM COOTBETCTBMM C TPeOOBaHMAMM HanJlexallel MNPOM3BOICTBEHHOM IPaKTUKU
EBpPasmiiCKOI0 3KOHOMMUYECKOT'O COKn3a M TpeOOBaHMAM KOHTPOJIA KadeCTBa JIEKaPCTBEHHHX [IpenapaToB, a Takke B
COOTBETCTBMM CO CHeLudMraLuMsaMy, COIepXallMMMCS B PEeIrMCTPALMOHHOM IOCbe CTPAHE-MMIOPTEpa MM B cheumpmxaumm
JIEKAPCTBEHHOTO IIpelnapaTa B IOCbe Ha JIEKAaPCTBEHHEE INpenapaTsl Ijisg KIMHMYECKMX MCCJIeIOBaHMM. 3amnmcu O NPOM3BOACTEBE,
yIakoBKe U aHajm3e ObUIM NPOaHaJIM3MPOBAaHEl M IIPM3HAHBL COOTBETCTByUMMM [IpaBuilaM Hanjexallel NPOM3BOICTBEHHOM
npakTyky EBpasmiiCKOTO 3KOHOMMUYECKOTO Col3a.

[IpOM3BOACTBO T'OTOBOM JIEKAPCTBEHHOM (QOPMEI, [IE€PBUYUHOM YNaKOBKM, BTOPUYUHOM yNaKOBKM M KOHTPOJIb KadecTBa
Ocymectrinsgercsa Canodm C.p.JI.
Strada Statale 17, Km 22 67019 Cxonnuro (AQ) Wramma Ten.: +39 0862 717021 /7151 daxc: +39 0862 714005

(panee CanHooum C.m.A.)

Pemenne OmobpeHO
Hara: 26-FEB-2026 19:24:21.00
YIIOJIHOMOYEHHOE JIMLIO MM NPenCTaBUTeNb: Dr. Alessandra Maurizio (YmoJIHOMOYeHHOe JIMILO)

HaHHEM cepTH®MKAT aHaIM3a MNONNMCAH 2JIEKTPOHHOM MNONNMCHI Yepes BalMAMPOBAHHYID cucTeMmy LIMS.
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IHNPUJIOKEHUE K CEPTU®PUKATY AHAJIN3A

HasepaHue npomykrTa Kom GMIG HoMep permcTpalMoHHOI'O
YOOCTOBEPEeHMSsST

Maasiokc 400 mMr 2x10 PY 863442 JITI-Ne(010767)-(PI'-RU)-010725

HomMep cepumn JaTa npomsBOACTBAa JlaTa mMcCTedeHMUsT Cpoka I'OAHOCTM

6U0186 20-4HB-2026 IOEK-2030

HasBaunme A®U Konm GMID Homep cepum

AJIIOMMHUS OKCUI 931753 25003710

IUIOPaTUPOBaHHEIN

Konm nocTaBumka HasepaHMe npomsBOOUTENS Angpec NpomMSBOOUTENST

100480160 dnemeHTrc dapma I'MOX Giulinistrasse 2, II-67065

Ludwigshafen, T'epmaHus

Haszepauue A®U Koxm GMID HomMep cepumn
MarHmsa TMOPOKCUI 931760 25003556
Konm nocTaBumka HasepaHMe npomsBOOUTEINS Angpec NpomMSBOIOUTENST
Marzesus IlpomaxTc 2cBul0 Mobile Post Arava 8680600 Arava
100480160 Ien Cu Ilepukias Vzpanib
MapKMpOBKa :

B coorBercTBuM C paszenoM 1.3.2. monyns 1 perMCTPalLMOHHOTO HOCbE JIEKaPCTBEHHOTO
npenapara.

HacrosammMM nonTBepXIaeTcs, 4YTO IapTus COOTBETCTBYeT TpeBOBAaHMAM Pa3IeJIOB «YIaKOBKa» U
«MapkupoBka» HopMaTMBHONM OOKyMEeHTAalLMM, 3apeIrMCTPUPOBAHHOM B HACTOsllee BPeMs B
Poccurickolr dermepalyu.

OnmoBpeHo : /nonnmce / TaTa:
Dr. Alessandra Maurizio — yYIOJIHOMOUEHHOE JIMIIO 07/04/2026
Canopm—- C.p.JI. - Cxonnmuro (AQ)




Certificate of Analysis and

Codifica / Code

Colore / Color
IDENTIFICAZIONI/IDENTIFICATION

Reazione dell'Alluminio / Reaction of
Aluminium

Reazione del magnesio / Reaction of
magnesium

TESTS

Peso medio / Average mass

Uniformita di massa / Uniformity of mass
(Kp)

Capacita di neutralizzazione degli acidi

Durezza / Hardness

/Acid neutralizing capacity (mEq/cpr)
Contenuto di alluminio ossido / Assay
of aluminum oxide (mg/cpr)

Contenuto di alluminio ossido idrato /
Assay of aluminium oxide hydrate
(mg/cpr)

Contenuto di magnesio idrossido /
Assay of magnesium hydroxide (mg/cpr)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY
TAMC (CFU/g)

TYMC (CFU/g)

Escherichia coli

engraved

Stampa su un lato Mx; Stampa sull'altro
lato: Mx / Upper stamp: Mx; Lower
stamp: Mx

Bianco / White

Conforme / Complies

Conforme / Complies

1164 - 1236 mg

Conforme / Complies

& =i

e = ATSE,

190 - 210 (CMR-OR-2008-31561)
380 - 420 (CMC-OR-2008-20860)
360 - 440 (CMC-OR-2008-20867)
380 - 420

(CMC-OR-2008-31561/CMC-OR-2008~20860)
360 - 440 (CMC-OR-2008-20867)

<=10"3

<=10"2

Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

Controllo confezionamento/Packaging

material control

Conforme / Complies

o
Conformance SAONoO ':I
Sanofi $.r.l. (formerly Sanofi S.p.A.)
Stabilimento: SCOPPITO

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO_863442

Maalox 400mg, 2x10cpr RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 863442 Storage Indication: At temperature not above 25 °C
Packaging: 10 tablets in a blister made of PVC/Aluminium foil.

2 blisters with package insert in a carton pack
Lotto/Batch: 6U0186 Shelf Life: 5 years
Prod./Mfg.: 20~-JAN-2026 Scad./Exp.: DEC-2030
Dossier Reference: CMC-OR-2008-31561/CMC-0OR-2008-2 ML, Number: aM 37/2025
Normative Document: Normative Document No. LP-N(010767)-(RG-RU)-010725
> -
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance Compresse smussate, piatte, rotonde Compresse smussate, piatte,

incise / Beveled, flat, round tablets rotonde incise / Beveled, flat,

round tablets engraved
Stampa su un lato Mx;

Mx /

Stampa
sull'altro lato: Upper
stamp: Mx; Lower stamp: Mx

Bianco / White

Conforme / Complies

Conforme / Complies

1188 mg

Conforme / Comply

12.2

24.6

209.3

418.6

403.3

NOT APPLIED
NOT APPLIED
NOT APPLIED
NOT APPLIED

Conforme / Complies

rap_coa_resultats v5

Page 1/ 2




Certificate of Analysis and "
Conformance SaAQno fl

Stabilimento: SCOPPITO

Sanofi S.r.l. (formerly Sanofi S.p.A.)

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO_863442
Maalox 400mg, 2x10cpr RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 863442 Storage Indication: At temperature not above 25 °C
Packaging: 10 tablets in a blister made of PVC/Aluminium foil.
2 blisters with package insert in a carton pack
Lotto/Batch: 6U0186 Shelf Life: 5 years
Prod./Mfg.: 20-JAN-2026 Scad./Exp.: DEC-2030
Dossier Reference: CMC-OR-2008-31561/CMC~0OR-2008-2 ML, Number: aM 37/2025

Normative Document: Normative Document No. LP-N(010767)-(RG-RU)-010725

Microbiological Analysis is carried out as skip test. Test frequency is based on the registration dossier and site
internal procedure.

I hereby certify that the above information is true and accurate.

This batch of product has been manufactured (including packaging (labelling) and quality control) at the above
mentioned site(s) in full compliance with the requirements of the Eurasian Economic Union Good Manufacturing
Practice and with the requirements of quality control of medicinal products, and in accordance with the
specifications, contained in the importing country registration dossier or in the drug product specification
dossier for clinical drug products. The manufacturing, packaging and analysis records have been reviewed and found
to be in compliance with the Eurasian Economic Union Good Manufacturing Practices Regulations.

Manufacturing of the finished dosage form, the primary packaging, the secondary packaging and the quality control
is Sanofi S.r.l. (formerly Sanofi S.p.A.)

Strada Statale 17, Xm 22 67019 Scoppito (AQ) Italy Tel: +39 0862 717021/7151 Fax: +39 0862 714005

Decision/Decisione: Approvato / Released
Date/Data: 26-FEB-2026 19:24:21.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

This Certificate of Analysis has been electronally signed from a validated LIMS.

rap_coa_resultats v5 Page 2/ 2



Internal
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APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing authorization
number

MAALOX 400MG 2X10 CPR RU 863442 LP-Ne(010767)-(RG-RU)-010725

Batch number Date of manufacture Expiry date (retest date)

6U0186 20-JAN-2026 DEC-2030

API name GMID code Batch number (s)

MAGNESIO IDROS SECCO HARMON BB | 931760 25003556

OH

Supplier code | Manufacturer Name Manufacturing site address:

100480160 Magnesia Products SBU Dead Sea Periclase Mobile Post Arava 8680600 Arava Israel

API name GMID code Batch number (s)

ALLUMINIO IDROS GEL SECCO - 931753 25003710

HARMON BB OH

Supplier code | Manufacturer Name Manufacturing site address:

100480160 Elementis Pharma GmbH GiulinistraBe 2, D-67065 Ludwigshafen - Germany
Labeling:

In accordance with Section 1.3.2. of Module 1 of the Application Dossier of the medicinal product.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification currently

registered in the Russian Federation.

Electronically signed by:

19 Reason: ok

g { l ‘ Alessandra MAURIZIO

Date: Apr 7, 2026 14:53:58 GMT 07/04/26

+2

Date:

Approved by:

Alessandra Maurizio — Qualified Person
Sanofi - S.r.l. - Scoppito (AQ)




