AEKJAPALINS O COOTBETCTBHUUA

AEKJIAPAHT, DPHHUMAIONIMH JEKJIAPAITIIO O COOTBETCTBHH

AO "Canoghu Poccun"”

3apezucmpuposano . Mexcpationnas uricnexyus MHC Poccuu Ne39 no 2. Mocxee OFPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepcras, 9. 22. Tenegpon:8 (495) 721-14-00

B muye: Ienepanvnvtii dupexmop Adaman H.B.

Hosepennoe nuyo: Kaoxoea FO.C., dosepennocme 6/n om 01.12.2017

IAABISET, UTO

Rexapcmsennoe cpedcmeo: Maanoxe mabnemiu wceeamenshsie [6e3 caxapal 10 wm., ynaxosku aveiicogle
kormyprute (1), nauxu xapmorinsie, PY Ne I1 NOI4986/01 om 15.12.2008 (dama samenst 16.03.2017) swidaro
CAHOPH-ABEHTHC DPAHC, cepun U825, napmun 73130 ynaxosox, 200en do 01.04.2021, npouzeodcmad
Canogpu C.n.A., Hmanua, Sanofi S.p.A., S.8. 17 km 22-67019 Scoppito (4Q), Italy, xod OKIT[2 21.20.10.112,
ko0 TH B3JT 3004900002, onmparm Ne 348/40056192/HU-2 om 20.10.2010, unaoiic Ne 9053076149 om
14.06.2018

COOTBETCTBYET TPEBOBAHHAM

H NOI4986/01-070410 uzm. Ne 1-7

JAEKJTAPANIN A ITPHHATA HA OCHOBAHHIH

npomoxon ucneimarnuti Ne 1680 0 om 21.06.2018 HJI OO0 HI] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ©JI40, Cepmugpuxam POCC IT OMO8.C16545 om 21.06.2018

A TPHESTI UM AEK TAPAIII 21.06.2018
AEMAEWH IEACT CTBUTEJLHA JIO 01.04.2021
/ // Knokosa 10.C.
ngﬁnuca ®.H.0
CBEJEHUS O PETUCTPALINM

OPTAH IO CEPTHO®HUKAIIHHA, SAPETMICTPHPOBABHIMM JEKNAPAIUIO
RA.RU.11DMO8 OPTAH 11O CEPTHOHKALIHH ITPONYKIIHH OBIUIECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH [JEHTP KOHTPOJI KAYECTBA",
adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20po0 Mocksa, yn. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
cauin; oyKK.pe. '
AEKJAPAIIMS O COOTBETCTBHM 3APETUCTPHPOBAHA N POCC IT.0OM08. /104502

EA FEFHCTPAIIHH 21.06.2018

‘[f/ ' Hupenxo H.B.

@Mf Pyxosomutens OC




SANOFI
Canogu C.n.A., Uranus
67019 Scoppito (AQ) Italy

CEPTHO®HKAT AHAJIU3A
Maaaoxc®, TabaeTkH KepareibHbIe Ge3 caxapa 6amcrepnl — 10 — N1
Cepus: U825
[Mpoussenen: 03/04/2018

Tojeu oo: 04/2021
HJI ITN014986/01-070410

MTOKA3SATEJ/IH HOPMbI PE3YJIbTATBI
Omucanue Tabnerku ot 6eM0r0 A0 KEATOBATOrO CooTteeTcTBYET
1BETa, KPYIJIBIE, IOCKOLIMIHHIPHIESCKOM
(popMmet ¢ packol, ¢ rpaBUPOBKO
«MAALOX» Ha oHOIH CTOPOHE H «sSans
Sucre» Ha Jpyroi, ¢ 3araxoM JIuMOHA.
IopmmnocTe
- ATIOMHRUH Obpasyetcs rejgeobpasHslit Gensiii ocanok. | CoOOTBETCTBYET
- Maruui OOpazsyetcs Genplii ocazok. CooTBeTCTBYET
Cpenusg macca rabnerox* 1554 mr o 1718 mr. CoOTBETCTBYET
OaHOPOAHOCTE XO3UPOBAHNS*
- QJIFOMHHHS OKCH] <=15,0 CooTeeTcTBYET
- MarHyus OKCHUJ <=15,0 CootBeTcTRYET
Kucnoto-Heitpanusyromas He < 22,5 v ne > 27,5 MDOxs HCl/Tabm. 23,4
CHOCOOHOCTH
KonugecTsenHOe onpeneneuue
- AMOMMHAS OKCH/I ruapaTtuposanseiil (He < 380 mr/rabn. u ue > 420 Mr/rabi. 404,3
- MarHus THJIPOKCH He < 380 mr/Tabi. & "He > 420 mr/taon. 408.8
Muxkpobuonorudeckas uncrora* Kareropus 3A. CooTtBercTByeT

— TOKa3aTelib BBEACH (HPMOH B COOTREICTBHH ¢ TpeOOBaHWSMH, NPHHSATBIMH B PO k
CTaHJAPTH3ALHM AAHHOH JIEKapCTBEeHHOH GOPMBI, H MOXET OBITH HE BKIIOUEH B CepTH(UKAT aHAIH3a
$upmpr. KauecTBo mpemapara 110 9TOMY IOKa3aTeNo TapaHTHPYeTcs GUpMOit.

Tect «OnrOpOAHOCTS KO3HPOBAHHA» IPOBONTCS MO KpaliHell Mepe ouH pa3s B rojl.

YkazaHHas cepHs  NPOH3BEJEHA B COOTBETCTBHH ¢ JieHCTBYIomMME  TpeOOBaHHIMH
PETHCTPAllMOHHOTO JIOChe M MpaBUllaMH HaJjexkalleH NpaKTHKH NPOM3BOIACTBA JIEKAPCTBEHHEIX
cpeacte {GMP).

Kakue-1160 sHAYAMEIC HIH KPUTHYECKHE OTKIOHEHHS OT PerliaMEHTHPOBAHHLIX 1APAMETPOB He
3dPETHCTPAPOBAHEL

Pewrenue: Beinmyuien 29/05/2018 Yrnosnomouennoe nuuo: Dr. Alessandra Maurizio

AQ «Canodn Pocenss
Aapee: 123009, Mocksa. ya. Taepekas, 22, Tea: (495) 721-1300. dhaxe: (493) 721-1411 www sanolT.ru
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SCC B0D22635
Maalox 400mg,SF 1X1Gepr RU
Dosage form:TBLTS;Pack:BlisterALUPVCPYDC

GMID code: NDESYLND

Lotto/Batch: U825

Frod. /MEy.: 3-APR-2(G1R Use bafore date: APR-2021

Dossier Reference: QUA-S0~-2013-14108

Normabive Docuwnent: Normative Dogument Wo, P NO14388/01-0703410
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SAGGI/TESTS LIMITYI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
hspetto / Appearance Compresse smussate,leggermente

marmorizzate, tonde,piatte/Slightly

marblied, round, flat-faced, beveled, tablets

Codifica / Code "MAALOX™ su un lato e "sans sucre® sul
late opposto,con aroma di

limone /"MRALOX" on one side and “sans
sucre” on the other side,with lemon
£lavor

Celeore / Coleox Bianco-giallastra / White to yellowish
TESTS

Reazione deil'Alluminioc / Reaction of Pesitiva / Positive
aluminium

Heazicre del magneslio / Reaction of Posikiva / Positive
magnesium

Uniformitéd di dosadgio / Uniformity of Conforme / Comply
dusages upit (Mass Yariacien}

79 ~ 182

22.5 - 271.5

Puzezzs / Hardness (1)

fapecitd ¢i neutralizzazione degli acidi
{mEq/cpr)
Contenute di alluminie cssido / Content

/ Reutralizing capacity
1%30.0 ~ 210.0
of aluminum oxide {(mg/cpr)

Contenute di ailvminio osside idrato / 3g0.0 ~ 420.0
Content of aluminum ozide hydrate
{mg/cpr}

Contenute di magnesio idrosside / 380.0 - 420.0
Content of magnesium hydroxide (mg/cpr)
MICHORIDLOGICO/MICROBIOLOGICAL QUALITY
TAMC (CEFU/g)

TYMC (CFU/qg)

<=10*3

£=10"2

Assehte/g - Absent/y
CONTROLLO MATERIALE CONFEZ2ICNAMENTO/PACKAGING NATERIAL CONTROL

Escherichia coli

Compresse smussate, leggermente
marmorizzate, tende, platte/Slighe
ly

marbled, rcund, flat-faced, beveled
. tablets
YHMARLOXY su un late & “sans
sucre” sul lato coppesto,con
aroma ¢i limone/“HARLOXY on one
side and "sans sucre" on the
nther s$ide,with lemon flaver
Bianco~giallastra / White to
yellowish

Positiva / Positive

Positiva / Positive

Confoxme / Comply

12€
23.4

202.1

504.3

405.8

<1
i

hssente/g - Absent/g

rap”x::.-n__:gsul tars wb
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Certificate of Analysis /
Certificate of Compliance SANOFI-

sanofi S.p.A.

Strada Statale 17, Rm 22
67018 Scoppito (AQ)
Ivaly

Tel: +3% (62 717021 / 7151
Fax; 38 0862 714005

5CO 80012685
Maalox 400mg, SF 1Xl0cpr RU
Dosage form:TBLTS;Pack:BlistecALUPVCPVDC

GMID code: 00695100
Lotte/Batch: UBZ5
Prod. /Mfyg.: 3-APR-2018 Use before date: APR~20121

Dossier Reference: QUA-SC-2013-141049
Normative Document: Normative Document No. P NO14986/01-070410

SAGGI/TESTS _ LIMITI/SPECIFICATIONS RISULTATI/RESULTS

Controlio confezionamento/ Packaging Conforme / Comply Conforme / Comply

material control

kit it pirrre s e e e

ST

Microkiolegical Analysis is based on the registration dossier and site internal procedure. This batch of product
has peen 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 Autheriration of the importing country. The batch processing, packaging and analysis records have been
reviewed and

found to be in complispce. Quality deviations, if any, have been fully investigated and avthorized. I hereby
certify that the above information are authentic and accurate.

Qualified Person Decision 4 Sanofl 8.p.A.
S

Decision/Decisione: Approvato / Approved
(Or. Alessandra Maudﬁ‘@53&

1§

Date/Data: 29-MAY-2018 16:44
Responsible QA/Decigicne QA: Baiocco Fabio

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