AERKJIAPAIIMSA O COOTBETCTBHHA

JAEKJIAPAHT, HPHHHMA}OIHHH JAEXJTAPALIIIO O COOTBETCTBHH

AQ "Canogpu Poccus”

3apezucmpuposano : Mescpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.05.2002

Aopec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenepon:8 (495) 721-14-00

B auye: enepanshutii oupexmop Aoaman H.B.

Hosepennoe auyo: Knorosa 10.C., dosepennocne 6/n om 01.12.2017

3ASBJIHET, YTO

ACKAPCMBEHHOE CPeJCMEBO! Maa}zor(c cycnens'u.q ons npuema enymps 15 ma | cawe (30), nauxu kapmonnsie, PY
Ne ITNO16126/01 om 04.03.2010 (0ama 3amenst 27.04.2012) evidano Cauoq’)u-AeeHmuc Dparic, cepua
PS18030, napmun 5616 ynaxoeox, 200en do 30.04.2021, npouzeodcmea Qapmamuc, @panyua, 3.4. Icm Nel,
60190, Demps Can-Henu , koo OKITA2 21.20.10.112, koo TH B3 3004900002, konmparxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085297266 om 03.07.2018

COOTBETCTBYET TPEBOBARMAM

[T N0OI6126/01-231210 uzm. Ne [-3

JEKJIAPAIINASA ITPHHATA HA OCHOBAHHH

npomoxon ucheimanuii No 1942 0 om. 11.07.2018 HJ Q00 HI] "@APMOBOPOHA", ammecmain
axkpedumayuu POCC RU.0001.21 D140, Cepmudpuxam POCC FR.OM08.C18080 om 11.07.2018

[Zé/ Koxosa 10.C.

4" noanycs ®.1.0

CBEJAEHUA O PETUCTPALIUHA

OPTAH IIO CEPTU®HKALIUH, 3APEIACTPHPOBABIII NI JEKJIAPAITHIO
RA.RU.11®MO8 OPTAH IO CEPTHOHKALIMH IPOJAYKIHH OBIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEK) "OKPYXXHOH HEHTP KOHTPOJIA KAYECTBA",
aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, om. 3, nom. I, kom. 1, adpec opeana no
cepmugpuxayun: 115280, POCCHA, zopoa Mocxkea, yn. Macmeproea, 6. 4, am. 5., men.:(495)788-02-88, ¢eb-
catim: oyxK.pe.

,Z[EKJIAPAHI’I}I O COOTBETCTBHMH 3APEI'UCTPHUPOBAHA N POCC FR.OM08.7106642
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SANOF]

Zone Activite East Nel B.P. 20
60190 Estrees Saint Denis France

CEPTHO®HKAT AHAJIII3A

Maanoxe®, cycneHsnn i1 nprema BRYTpb came 15 ma N 30

Cepus: PS18030

Ilpomsgemen: 10/05/2018

T"open po: 04/2021
HIITINO016126/01-231210
HOKA3ATEIN HOPMBEI PE3VYJIBTATEI
Onscanne Benas, unu nourH Genas, RaNOMHHAKOINAS MOIOKO CoorBeTcTRYET
SKYIKOCTE ¢ 38T1AX0M MSATHI.
Ilogauunocts
- AmoMunnii Pa3eusaerca uaTeHcHBHAR dunoopecuenima CooTeeTCcTBYET
JKEJITORATO-36JIEHOTO LBETA.
- MaiHui Obpasyercs ocaliok cHHero peTa CootsercTByer
- Merun-naparuapokcntenszoar 1 | Rt (obpasua) = Rt (cranpapra) CoorsercTryer
NIPOTHA-Naparuapokcrbensoar
pH Or 7,5 no 8.3. 8.2
Kucnoro-neiirpannayiomasn He Menee 1,75 M3xe/T. 2,53 MOKB/T.

cnocoOHoCTL

Conepxanne Bonoposa nepokcuna

Coneprxanye Bonopoza NepoxcHaa AOIKHO OLITE
He bosee 0,022 r va 100 mn npenapara.

0,013 r ua 100 ma

Cpeannii 06beM coaepRUMOro Or 14,25 M 1o 15,75 mn (15 ma £ 5 %). 15,13 mn
TIAKETHKA

OanopoanocTs o 06bemy He 6Gonee = 10 %. CootBeTcTBYET
Mukpobuonoryyeckas  unerora Meroanka HI wnn I'D X11 CootBeTcrayer

Kosmuecrsennoe onpeaenenne
- AROMHHMSA THIPOKCHT

- Marups rugpokcnn
- Memna-naparnapoxcuSenzoar”

- Ilpormia-naparuapokcutenzoar”

B 100 mn npenapata nomino cogepxarhes oT 3,24
r 10 3,76 r amOMHEKS IFRIPOKCHJA.

B 100 ma npenapata aomkso coaepxaThes ot 3,70
r 2o 4,30 r Maruua ruppokciza.

B 100 mn npenapara nosskeo conepkaThLes He
Gonee 110 Mr MeTHnnapariapokcnbenzoara.

B 100 M1 npenapara 10mKkRo coaepkarbes He
Gonee 55 Mr npomuinaparnpokcuberzoaTa.

3,52 ¢/ 100 mn
4,13 //100 ma
97 mr/100 ma

46 mr/100 Ma

¥ — HOPMBI IpeACTaBICHAI Ha KoHer] cpoxa ronnoctH. OH# OTIHYAIOTCS OT HOPM, IPeICTABNEHHEIX B
CepTH{pUKATE aHATH3A TOTOBOO POXYKTA [IPH BBIITYCKE,

VYKazanHas cepHs [IPOM3BEAEHA B COOTBETCTBRY C IeHCTRYIOUME TPeOOBAHMIME PETHCTPALTHOHHOTO
AOCEE ¥ TIPaBHIAMH HAIIEKAINEH IIPAKTUKH [IPOH3BOICTBA AEKAPCTEEHHAIX cpencre (GMP).
Kakue-mibo 3HauuMble MIIH KPHTHYECKHAE OTKIOHEHHS OT PEraMENTRPOBAKHBIX IAPAMETPOB HE |

3aPErHCTPHPOBAHEL.
S

Pemenne: Beimymen 25/05/2018  Ynomsomosertoe mumo: Dr. Aurelie SCHI MACH

AG «Canogm Poccusy
Agapec: 123009, Mockea. va. Teepekas. 22, Tey.: (493) 721-1400. haxe: (495) 721-141 ). www. sanofi.ru
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PHALEMATTIS

IFICATE OF ANALYSTIHS zone Attivite Est Nel B.P 20
£0190 Estrees Saint Denig

Product : MAALOX 30X15ML VENTE RUSSIE Eateh number : PS18030
’ Analyris number : 126025

Testing sgpecification : CQPF 11 £€57.03 - COBA 04 524.05

Epecificaticn i 26-MALORUS-00/3
Producet code : 400806 Manufacturing date : 10/0%/18 Page 1

Expiry date t 04 2021 Printed : 25/05/18

Testg Specifications Résults
e iaainabi bttt e L T SV forczmrscremmomsooonsEmess
Characters Creamy liguid, with a milky appearance Cornforms

and a sweet taste with an odour of mint.

Identification of magnesium Complieg Conforms
Tdentifciation of aluminium Complies Conforms
Identification of methyl Complies Conformsg

parahydroxybenzoste

Identification of propyl Complieg Conforms

parahydroxybenzoate

hverage voluqe {15 ml) 14.25 - 15,95 ml 15.13 ml
Uniformity of wolume Complies Conforms

pH 7.5 - B.3 B.2

Ac¢id neutralizing capacity Bo lese than 1.75 mEg/g 2.53 mBg/g

Hydrogen peroxide HNot moYe than €,022 g/100 ml 0.013 g/108 ml

Assay of aluminium hydroxide as Al303 3.24 - 3.76 ¢/100 ml 3.52 g/L00 ml

Assay of magnegium hydroxige 3.70 - 4.30 g/100 ml £.12 g/l00 mi

Assay of methyl parahydroxybenzoate $0 - 110 mg/i08 ml 97 mg/100ml

Agasay of propyl parahydroxybenzoate 45 -~ B5 mg/i00 ml 7 46 mg/lo0ml

TARMC (Teotal Aercbie Microbial Count) kot more rthan 100 CFO/g ¥ot more than 10 CFU/g
TYMC (Total Yeasts and Moulds Count) ¥of more than 10 CFU/g Kot more than 10 CFU/g
Escherichia coli Neoe / g None

Commentsg :

becision  : compries vt smeeitionsions T ST

Date i 25/05/18




