Cepruduxar anaausa/
Ceprudukart cooTBETCTBHS
Canodu C.L.A.
Crpaga Cratane 17, km 22

67019 Crommuto (AQ)
Hranus

Ten. +39 0862 717021 / 7151

SANOFI vp

3aBox: Scoppito

®daxkc +39 0862 714005

SCO 436512

MAAJIOKC 400 wmr, 2x10 cpr PY

JlexapctBennas ¢popma: TABJIETKU; bank: Bincrep AJIIOMUHUN/TIBX
Kox GMID 436512
Cepus 1U103
Hara npomspoactea:  25-CEH-2021 CpoOK TOJTHOCTH: ABI'-2026
Hocobe npemnapara: CMC-OR-2008-20860
HopMmaTtusHbIii ITN014986/01-070410
JIOKYMEHT:
IOKA3ATEJIN HOPMA PE3YJIbTAT
XAPAKTEPUCTUKU
Onucanne [Tiockue, Kpyrible TaOIETKH, CO [Tnockue, Kpyrible

CKOLICHHBIMH KPasiMi U TPaBUPOBKOI TaOJIETKH, CO CKOIICHHBIMHU
KpasiMU U IPaBUPOBKOI
Kon BepxHuii mrramn: MxX: HUXKHUA IITaAMIT: Bepxuuii mrammn: Mx:
Mx HWKHUM mTamin: Mx

Ilser benbrit benwrit
I[MOJJIMHHOCTDb
AnroMuHHN CoOTBETCTBYET CooTBeTcTBYET
Reazione del magnesio/Maruwuii CoOTBETCTBYET CooTBeTcTBYET
ITOKA3ATEJIN
Cpennsisi Mmacca 1164 — 1236 mr 1206 mr
OnHOPOIHOCTH 1O Macce CootserctByer (EBp. ®apm.) CooTBeTcTBYET
Tsepmocts (Kp) 6-15 13,0
Kucnoroneitrpanuzyromas 22,5-27,5 26,5
crocoOHoCTh (MOKB/Ta0II.)
Coneprxanue AJIOMUHUS OKCUAA 380 —420 410,1
THAPATUPOBAHHBIN (MT/Ta0I.)
Maruwust ruapoxrcu (Mr/Tabm.) 380 —420 416,2
MUKPOBUOJIOTMYECKAA YUCTOTA
O6miee 9ncI0 a3pOOHBIX <=10° <10
mukpoopraansmoB (TAMC; KOE/T)
Oo11ee Yuceno APOIKIKEBBIX U <=10? <10
tecHeBbIX rprboB (TYMC,
KOE/T)
Escherichia coli OtcyTcTBYeT/T OtcyTcTBYCT/T
KOHTPOJIb YITAKOBOYHOI'O MATEPUAIJIA
KonTponb ynakoBo4HOTro CooTBeTCTBYET CootBercTBYyET

Marepuaia

PezyanaTH aHajnu3a Ha MPIKpO6PIOHOFI/I‘{CCKyIO YHUCTOTY COOTBETCTBYIOT HOpMaM PETUCTPAOUOHHOTO JOCHE U

BHYTPCHHUX MCTOOMK.
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Ceprudukar anannsa/ SANOFI] @?

Ceprudukart cooTBETCTBHS
Canodu C.L.A.

3aBox: Scoppito

Crpaga Cratane 17, km 22
67019 Crommuto (AQ)
Hranus

Ten. +39 0862 717021 / 7151
®axc +39 0862 714005

SCO 436512

MAAJIOKC 400 wmr, 2x10 cpr PY

Jlexapcraennas dopma: TABJIETKU; Bank: Brucrep AJTIOMUHUI/TIBX
Kox GMID 436512

Cepus 1U103

Hara npomspoactea:  25-CEH-2021 CpoOK TOJTHOCTH: ABI'-2026
Hocobe npemnapara: CMC-OR-2008-20860

HopMmaTtusHbIii ITN014986/01-070410

JIOKYMEHT:

INOKA3ATEJIN HOPMA PE3YJIBTAT

JlanHas cepust npenapara Obula M3rOTOBJIEHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb KaU4€CTBa, B IIOJIHOM COOTBETCTBHU
¢ neicTByrommMu TpeboBanusiMu rpaBui Hajuiexxaieit npousBoacTBenHO# npaktiku (GMP), ycraHOBIEHHBIMU
MECTHBIMH PEryJIITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CIIELM(DUKALMAMHE, TPy CMOTPEHHBIMHU
PETUCTPAIIMOHHBIM YAOCTOBEPEHHEM CTpaHbI-UMIIOpTepa. OTYETH! IO U3TOTOBJICHUIO, YIIAKOBKE U aHATIU3Y
cepuii ObLTH MPOBEPEHB! ¥ PU3HAHBI COOTBETCTBYIOIINMH TpeOoBaHUIM. OTKIOHEHHS 110 Ka4eCTBY, €CIN
TaKOBbIE MIMEIOTCS, OBLIN TOJHOCTBIO PacCIeOBaHbI M 0400peHsl. HacTosmM s moaTBEpsKAato, 4To
MIPEACTABICHHASI BIIIE MH()OPMALHSI SIBIIETCS NOAIMHHON M TOYHOH.

3akiIl04eHHe YIOJIHOMOYEHHOr 0 JUIA

3akiaoueHue: OnobpeHno
Jara: 22-OKT-2021 08:30:52.00
OTBeTCTBEHHBIH 32 Dr. Alessandra Maurizio (YOJIHOMOYEHHOE JIUIIO)

odecmeuyeHne KayecTBa:

CepTudukaT aHaIM3a UMEET SICKTPOHHYIO MOJITUCH, TOTYUYSHHYIO ITPH T10
nmabopaTopHOI HHPOPMAITMOHHOW CHCTEMBI

BaﬂHI{HpOBaHHOf’I
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SANOFI «p

JONOJIHEHUE K CEPTU®UKATY AHAJIU3A

HaumeHoBaHue MpoayKTa Koax GMID Homep perncrpanuoHHOro
YAOCTOBEpPEeHUs

Maanokc 400MI" BJI 2x10 PY 436512 TIN014986/01

Homep cepun JaTa npousBoacTsa I'onen 1o (JlaTa noBTOPHOIO
TeCTUPOBAHUS)

10103 25-CEH-2021 ABI'-2026

HaumenoBanue AOU Kox GMID Homep cepuu (i)

AJIIOMUHUA TUAPOKCU 493653 210U03531-21003819

Kon IMpousBoauTtenn Anpec nNpou3BOAUTESA:

NOCTABIMKA

152501 CPJI ®apma 'M6X Giulinistrasse 2, 67065 Ludwigshafen,
['epmanust

HaunmenoBanue AU Kox GMID Homep cepuu (if)

MATHUA TUAPOKCU/] 493654 21004219

Kon IMpousBoauTtenn Anpec nNpou3BOAUTESA:

NOCTABIMKA

152501 CPJI ®apma 'm6X Giulinistrasse 2, 67065 Ludwigshafen,
I'epmanus
IIpousBonctBo: Maruesus IIponakrc
OcbulO Jlen Cu Ilepuknaz — Mobile
Post Arava 8680600 Arava Israel

5 mopTBep:kIaro, YTO JAaHHAs CepUs TNPOTECTHPOBaHA IO BCEM MapaMeTpaM, NEPEUYHCICHHBIM B
cneun¢ukanmy HopMaTHBHOW TOKYMEHTALUH, 3aperuCTPUPOBAaHHON B HacTosee BpeMsi B Poccuiickoit
®denepanuu.

Hacrosmunm noaTeepkaaeTcs, YTO MapTUsi COOTBETCTBYET TPEOOBaHMAM pa3AesioB « Y IaKOBKa» U
«MapxkupoBka» HopmaTuBHON JOKyMEHTALMY, 3apErUCTPUPOBAHHON B HacTosulee BpeMs B Poccuiickoit
®denepanuu.

[Moanucano: /moanuce/ Hara: 21/10/2021
Donato D’ Aloisio — OGecrieueHus KauecTBa
MPOU3BOJICTBA
Canodu C.im.A. — Cronuto (D#Ks10)

[Moanucano: /moanuce/ Hara: 21/10/2021

Martina Pulzone — Otaen perucrpanuu
Canodu C.im.A. — Cronuto (D#iKs10)

OnodpeHo: /moanucs/ Hara:
Alessandra Maurizio — Qualified Person
Canodu C.im.A. — Cronuto (D#Ks10)




Certificate of Analysis and

SANOFI

Conformance
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 436512
Maalox 400mg,2X10cpr RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 436512
Lotto/Batch: 1U103
Prod./Mfg.: 25-SEP-2021 Scad./Exp.: AUG-2026
Dossier Reference: CMC-0OR-2008-20860
Normative Document: Normative Document No. P N014986/01-070410
[SAGGI JTESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Compresse smussate, piatte, incise,
flat,

Aspetto / Appearance
rotonde /Bevelled, round tablets
fengraved)

Codifica / Code Stampa sd un lato Mx; Stampa sull'altro

lato: Mx / Upper stamp: Mx; Lower

stamp: M=

Colore / Color Bianco / White

IDENTIFICAZIONI/IDENTIFICATION

Reazione dell'Alluminio / Reaction of Conforme / Complies

Aluminium

Reazione del magnesio / Reaction of Conforme / Complies

magnesium

TESTS

1164 - 1236 mg

Conforme / Complies

Peso medio / Average mass

Uniformita di massa / Uniformity of mass

(Ph.Eur.)

Durezza / Hardness (Kp) (Ph.Eur.) & =15
Capacita di neutralizzazione degli acidi 22.5 - 27.5
/Neutralizing capacity (mEg/tbl)

Contenuto di alluminio ossido idrato / 380'= 420
Content of aluminum oxide hydrate

(mg/tbl)

Contenuto di magnesio idrossido / 380 = 420
Content of magnesium hydroxide (mg/tbl)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY ) =

TAMC (CFU/g) <=10"3
TYMC (CFU/g) <=10"2

Escherichia coli Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

Compresse smussate, piatte,

incise, rotonde / Bevelled,

flat, round tablets (engraved)

Stampa su un late Mx; Stampa
sull'altro lato: Mz / Upper
M=

stamp: Lower stamp: Mz

Bianco / White

Conforme / Complies

Conforme / Complies

1206 mg

Conforme / Complies

13.0
26.5

410.1

416,2

<10
<10
Assente/g - Absent/g

Controllo confezionamento/ Packaging Conforme / Compl “151.1"’““”:“# oy Conforme / Complies
material control *{J
[~
. y
Microbiological Analysis is carried out as skip test. frequency is b he registration dossier and site
internal procedure.
= .
%
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Certificate of Analysis and

Conformance  SANOFI

Stabilimento: SCOPPITO

Sanofi S.p.A,

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

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

SCO_ 436512
Maalox 400mg,2X10cpr RU
Dosage form:TBLTS; PackBulk:BlisterALUPVC

GMID code: 436512
Lotto/Batch: 10103
Prod. /Mfg.: 25-SEP-2021 Scad./Exp.: AUG-2026

Dossier Reference: CMC~-OR-2008-20860
Normative Document: Normative Document No. P N0143986/01-070410

r

3

|'This batch of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the local Regulatory Authority

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

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

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

The potential impact of the deviation on quality, safety or efficacy of the batch{es) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

Decision/Decisione: Approvato / Released
Date/Data: 22-0CT=2021 08:30:52.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

\

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

APPENDIX TO CERTIFICATE OF ANALYSIS

Product name GMID code Marketing authorization
number

MAALOX 400MG 2x10cpr RU 436512 [TN 014986/01

Batch number Date of manufacture Expiry date (retest date)

1U103 25 -SEP- 2021 AUG-2026

API name GMID code Batch number (s)

ALUMINIUM OXIDE, HYDRATED 493653 21U03531-21003819

Supplier code | Manufacturer Name Manufacturing site address:

152501 SRL PHARMA GmbH GiulinistraBe 2, 67065 Ludwigshafen - Germany

API name GMID code Batch number (s)

MAGNESIUM HYDROXIDE 493654 21004219

Supplier code

Manufacturer Name

Manufacturing site address:

152501

SRL PHARMA GmbH

_Israel

GiulinistraBe 2, 67065 Ludwigshafen — Germany

Production: Magnesia Products SBU, Dead Sea
Periclase - Mobile Post Arava 8680600 Arava

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification currently
registered in the Russian Federation.
It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative Document

specification currently registered in Russian Federation.
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Written by:

Written by:

Approved by:

Date: w 2/

Donato D’ Aloisio — Otmli'ty-ﬁ{ssuruncc Production

Sanofi - S.p.A. - Scoppito (AQ)

Ki LZE/U-_\-%-Q 2sAL

Martina Pulzone — Regulatory Affairs
Sanofi - S.p.A. - Scoppito (AQ)

Date: gl!mf2|

rrossdus Muu%\ e, (Lo 10U

Alessandra Maurizio — Qua]lf ed Person
Sanofi - S.p.A. - Scoppito (AQ)
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