Ceprudukar anaausa u
COOTBETCTBUS

Cano¢u C.p.n. (panee Canodu C.1m.A.)
Crpana Crarane 17, km 22

SANOFI vp

3aBox: CKOIIIUTO

67019 Ckonmuto (AQ)
Uranus
Ten. +39 0862 717021 /7151
®Paxc +39 0862 716065
SCO 807346
MAAJIOKC 400 wmr, 2x10 cpr, Poccuiickas @eaepanust
JlekapcrBennas gopma: TABJIETKU;
yIaKoBKa Hepac(hacOBaHHOTO MPOTYKTa:
KouTypHast sueiikosas yrmaxkoka AJJJOMUHUI/IIBX
Kox GMID: 807346 YcnoBust XpaHeHUs: TIPH
TeMrieparype He Boie 25°C
YnakoBka: ITo 10 Tabnerok B 6ymctep n3 [IBX/anfoMmuHueBOM (HOJIBTH.
2 OncTepa BMECTE ¢ MHCTPYKINEH 1O IIPUMEHEHUIO
B KapTOHHOM navke.
Cepusi: 20005 CpoK rofJHOCTH: 5 ner
Jlata npousBoacTBa: 30-1UIOH-2022 T'onen no: MAI1-2027

Jlocwe npenapara: CMC-OR-2008-20860

HopmaTupnas Ne HopmaruBHo#t nokymenTaruu [1 N014986/01-070410, n3menenus 1-11

JIOKYMEHTAIHUS:

MHOKA3ATEJIN HOPMA PE3YJIBTAT

XAPAKTEPUCTUKHA

Onucanne TaGseTku Kpyrible, IIOCKUE, CO Tabnerku Kpyriibie, INIOCKUE, CO

Koxn CKOILICHHBIMH KpasiMu (C CKOILICHHBIMH KpasiMH (C
IPaBUPOBKOM) IPaBUPOBKOI)
I'paBupoBka BBepxy «Mx» I'paBupoBka BBepxy «Mx»
I'paBupoBka BHU3Y «Mx» I'paBupoBka BHU3Y «Mx»

Ilser bensrit bensrit

[NOJJIMHHOCTD

Peaknusa Ha ATIOMAHUHA COOTBETCTBYET CoOTBETCTBYET

Peakuust Ha Marumii COOTBETCTBYET CoOTBETCTBYET

[TOKA3ATEJIN

Cpennsist Mmacca Ot 1164 mr 10 1236 Mr 1205 mr

Onnopoxuocts 1o Macce (EBp.d) CoOTBETCTBYET CoOTBETCTBYET

Teépmocts (EBp.d) 6—15 13,4

Kucnoro-neliTpanmsyromias cnocoOHOCTh 22,5-27,5 25,6

(MDxB/Tab1.)

Coneprxkanue AJIOMUHUS OKCUAA 380 -420 408.,0

THApaTHPOBAHHOTO (MT/Tab1.)

Copneprxkanue Maruusi THIApOKCHIA 380 —420 410,9

(mr/Tabm.)

MUKPOBUOJIOTNMYECKA S YNCTOTA

O61iee 9ncI0 a3pOOHBIX MUKPOOpranu3Mos <= 10° <10

(TAMC; KOE/T)

OO6mIee 9CIIo TPONOKEBBIX H IIICCHEBBIX <=10? <10

rpubos (TYMC, KOE/r)

Escherichia coli OtcyTcTByeT/T OtcyTCcTBYET/T

KOHTPOJIb YITAKOBOYHOI'O COOTBETCTBYET CoOTBETCTBYET

MATEPHAJIA
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Cepruduxar anaiusa u S ANOFI @?

COOTBETCTBUA

3aBox: CKOIIIUTO

Cano¢u C.p.n. (panee Canodu C.1m.A.)
Crpana Crarane 17, km 22

67019 Ckonmuto (AQ)

Uranus

Ten. +39 0862 717021 / 7151

Paxc +39 0862 716065

Kox GMID:

VmakoBka:

Cepusi:

I[aTa MMpOU3BOACTBA:

Jlocbe npenapata:

SCO 807346

MAAJIOKC 400 wmr, 2x10 cpr, Poccuiickas @eaepanust

JlekapcrBennas gopma: TABJIETKU;

yIaKoBKa Hepac(hacOBaHHOTO MPOTYKTa:

KouTypHast sueiikosas yrmaxkoka AJJJOMUHUI/IIBX

807346 YcnoBust XpaHeHUs: TIPH
TeMrieparype He Boie 25°C

ITo 10 Tabnerok B 6ymctep n3 [IBX/anfoMmuHueBOM (HOJIBTH.

2 GiucTepa BMECTE ¢ MHCTPYKIUEH 1O MIPUMEHCHHIO

B KaPTOHHOI MayKe.

20005 CpoK rofJHOCTH: 5 ner

30-UKOH-2022 T'onmen no: MAWM-2027
CMC-OR-2008-20860

HopmaTupnas Ne HopmaruBHo#t nokymenTaruu [1 N014986/01-070410, n3menenus 1-11
JOKYMCHTAIINA:

3akiIl04eHHe YIOJIHOMOYEHHOI 0 JUIA
3aki0ueHue: Brimmymero
Jara: 02-ABI'-2022 18:41:56.00
OTBeTCcTBEHHBIII 32 00ecnevyeHue Dr. Alessandra Maurizio (Y OJHOMOYEHHOE JTUIIO)
KavyecTBa:

CepTudukaT aHaigm3a IMEET dJIEKTPOHHYIO MOITUCH, TOTyYEHHYIO MPH TOMOIIH BaJUIUPOBAHHOM
71a00paTopHOM HHGOPMAIIMOHHON CHCTEMBI.
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Certificate of Analysis and

Conformance SANOFI

Sanofi S.r.l1. (formerly Sanofi S.p.A.)

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

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

Stabilimento: SCOPPITO

-

SCO 807346
Maalox 400mg,2X10cpr RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

material control

GMID code: 807346 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: 20005 Shelf Life: 5 years

Prod./Mfg.: 30-JUN-2022 Scad./Exp.: MAY-2027

Dossier Reference: CMC-0OR-2008-20860

Normative Document: Normative Document No. P N014986/01-070410 variations 1 - 11

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS

Aspetto / Appearance Compresse smussate, piatte, incise, Compresse smussate, piatte,
rotonde /Bevelled, flat, round tablets incise, rotonde / Bevelled,
(engraved) flat, round tablets (engraved)

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

Colore / Color Bianco / White Bianco / White

IDENTIFICAZIONI/IDENTIFICATION

Reazione dell'Alluminio / Reaction of Conforme / Complies Conforme / Complies

Aluminium

Reazione del magnesio / Reaction of Conforme / Complies Conforme / Complies

magnesium

TESTS

Peso medio / Average mass 1164 - 1236 mg 1205 mg

Uniformita di massa / Uniformity of mass Conforme / Complies Conforme / Complies

(Ph.Eur.)

Durezza / Hardness (Kp) (Ph.Eur.) 6 - 15 13.4

Capacita di neutralizzazione degli acidi 22.5 - 27.5 25.6

/Neutralizing capacity (mEq/tbl)

Contenuto di alluminio ossido idrato / 380 - 420 408.0

Content of aluminum oxide hydrate

(mg/tbl)

Contenuto di magnesio idrossido / 380 - 420 410.9

Content of magnesium hydroxide (mg/tbl)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY | o

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

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

Escherichia coli Assente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

Controllo confezionamento/ Packaging Conforme / Complies Conforme / Complies
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Certificate of Analysis and

Conformance  SANOF| « g

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 807346
Maalox 400mg,2X10cpr RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
Storage Indication: At temperature not above 25 °C

GMID code: 807346
Packaging: 10 tablets in a blister made of PVC/Aluminium foil.
2 blisters with package insert in a carton pack
Lotto/Batch: 20005 Shelf Life: 5 years
Prod./Mfg.: 30-JUN-2022 Scad./Exp.: MAY-2027

Dossier Reference: CMC-0OR-2008-20860
Normative Document: Normative Document No. P N014986/01-070410 variations 1 - 11

\,

Decision/Decisione: Approvato / Released
Date/Data: 2-AUG-2022 18:41:56.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified PersWn®

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