AEKJIAPAIIASI O COOTBETCTBUH

AEKJIAPAHT, MPHHUMAIOIWH JEKJAPAIIRIO O COOTBETCTBHH
AO "Canogpu Poccua"

3apezucmpupoearo : Mespaiionnan uncneiyus MHC Poccuu Ne39 no 2 Mockee OFPH | 027739079940 om
19.08.2002

Adpec: 125009, 2 Mocxkea, yn, Teepcras, 0. 22. Teneghon.8 (495) 721-14-00

B nuye: enepanvuviii dupexmop Adaman H.B.

Hosepennoe nuyo: Knorosa 10.C., doeepennocms 6/n om 01.12.2017

3AABJAET, UTO

AERAPCHBEHNOE CPEOCHEO. Maaﬂoxc'cycneﬁsuﬂ. onst npuema enympe 15 mn , cawe (30), nauxu xkapmonnvte, PY
Ne [T NO16126/01 om 04.03.2010 (dama samenvt 27.04.201] 2) svioano Canodu-Asenmuc dpanc, cepus
PS§18031, napmus 17496 ynaxoeox, 200en do 30.04.2021, npoussodcmea Qapmamuc, Opanyus, 3.4. Scm Nel,
60190, Demps Con-[enu , xod OKIT2 21.20.10.112, ko0 TH B3/ 3004900002, konmparxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic No 9085295633 om 20.06.2018

COOTBETCTBYET TPEBOBAHHAM

IINOI6126/01-231210 uzn. No -3

AEKJIAPAIIUSA ITPHHSITA HA OCHOBAHHUH

npomoxon ucnoumanuii Ne 1779 0 om 28.06.2018 HII 000 HI] "PAPMOEOPOHA" ammecman
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC FR.OMOS.C17121 om 28.06.2018

JIAT: 1 NEKJIAPAITIH 28.06.2018
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MEXJIAPAIIAS TEHCTBUTEIBHA 10 30.04.2021
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CBEJEHWS O PEI'MCTPALIMA

OPT'AH 1O CEPTHOUKAUMU, 3APEI'UCTPHPOBABIHHIA AEKJAPAITHIO

RA.RU. 11 QMO8 OPIAH ITO CEPTHOHKAIIHH ITPOAVKIIHH OBHIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA "

adpec opzanusayuu: 115280, 2. Mocrea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. I, adpec OpP2ana no
cepmuurayuu: 115280, POCCHA, 20po0 Mocksa, ya. Macmeproea, 0. 4, am. 3., men..(495)788-02-88, 6e6-
catim: OYxK.peh. '
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®apmaruc, Opasnus
Zone Activite East Nel B.P. 20
60190 Estrees Saint Denis France
CEPTHOHKAT AHAJIN3A

Maaaoke®, cycrnensus ais IpHeMa BHYTph came 15 ma N 30

Cepusn: PS18031

Ilpomspenen: 25/05/2018
I'onen no: 04/2021

HATINO016126/01-231210

HOKA3ATEJN HOPMBI PE3YJIBTATHI

Ornucanne benas, nawn noury Oenas, HANOMUHAIOIIAS MOTIOKO CoorreTcTBYET
HHUAKOCTD C 3a1TAX0M MSTHI.

Moxnunnocrs

- AnroMuHnl PasBuBaeTca mHTeHCHBRAY dunoopecnesuns Cooreercrayer
JKEATOBATO-3ENIEHOr O LBeTE.

- Marhnuii Obpazyetcst ocanox cusero ypeta Coorserctayer

- Merun-naparsapoxkcubensoaru | Rt (obpazua) = Rt (cTanaapra) CooreercTyer

NpONUI-Naparnapokcubenzoar

pH 017,510 8.3. 8,2

Kucnoro-nelitpanusyiomas He menee 1,75 MOkp/r. 2,56 MOKE/T.

cnocobHOCTE

Coneprxanune Bonoposa nepokcua

Cogepxanne BOAOpona nepoKcMaa A0IKHO GoITh
e Gonee 0,022 r 1a 100 mp npenapara.

0,015 r Ba 100 Mn

Cpeannii 06sem comepxumoro Ot 14,25 mMa no 15,75 ma (15 Mn x5 %). 15,03 mn
MaKeTHKA

OnHOPOHOCTS 110 obLeMy He 6onee + 10 %. CooTeeTcTRYET
Muxpobuonoruueckas  uucroTa Meroauxa HI unn I'd Xt CoorsercTeyer

Koanwectsennoe onpenenenune
~ AMIOMMHHS FHAPOKCHT

[
- Ilpormn-naparunpoxcubenzoar

B 100 mn npenapara nomao coiepxathes ot 3,24
F 210 3,76 I 7II0MHHAR THIPOKCUIa.

tonee 110 mr METHIAPArKapOKcnberHsoaTa.
B 100 s npenapara gomxno COHEPsKAThLCA He
Bonee 55 Mr nponuanaparuapokcuensoara.

3,61 /100 mn

- Maruus ruspoxcun B 100 M5 npenapara nomiso coaepxaThes ot 3,70 4,10 /100 mn
r oo 4,30 r marnus THIAPOKCH 2.
- Mertun-naparuapoxenbensoar B 100 mn npenapara aomxno COJEPKATECS HE 96 mr/100 Mn

46 Mr/100 ma

*

— HOPMBI IIPCACTaBIIEHE] Ha KOHEL CPOKa rOAHOCTH. OHHU 0TIHYAIOTCY 0T HOPM, [IpeACTaBICHHbIX B
cepruduKaTe aHaIH3a TOTOBOTO IIPONYKTa IIPH BHIIYCKE.

YKasaHHas cepus IPOM3BE/ICHA B COOTBETCTRHH C IEHCTBYIOIIMHU TPeGOBAHHIMY PETHCTPALHOBHOTO
AOCHE H PABNIAMH Ha/JlexameH IpakTHKA IIPOR3BOICTRA TEKapCcTBEHHBIX cpesicTB (GMP).
Kakue-mu6o sHawimeIe uin KPHTHYECKHE OTKIOHEHAA OT PErNaMeHTHPORAHHEIX MapaMeTpoB He
38PETHCTPHPORAHL. S I

Pemenue: Bemymen 25/05/2018  Vionromouensoe mano: Dr. Aurelie SCHU A
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PHARMNATIS
zone Activite gt N°1

IFICATE OF ANALYSIS B.P 20

603190 Estrees Saint Denis

Product : MAALCY 30X15ML VENTE RUSSIE Batch number r PS1R031

Analysis number : 126051
Festing specification : CQPF 11 £57.03 - COBA D4 520.05

Bpecification ! 26-MALORUS-00/1
Product code : 400806 Manufacruring date 11/05/18 Page ¢ 2

Expilry date : D4 2021 Printed 25/058/18
Tests Bpecifications Résgulte
SR T EEfmcmmmsmmmsmmEmE RS oS IS oo m MR S m TR S == — R S e o s o e o o cessusscssswcescossss
Characters Creamy liguid, with a milky appearance Conforms
and a sweet tasgte with an cdour of mint.

Identification of magpesium Complies Conforms
Identifciaticon of aluminium Complies Conforms
Identification of mebhyl Compliea Conforma
parahydroxybenzoate
¥dentification cof propyl Complies Conforme
parahydroxybenzoate
Average volume (15 ml) 14.256 - 15.75 ml 15,03 ml
Uniformity of veolume Complies Conforms
pH 7.5 - B.3 8.2
Acid neutralizing capacity Ko less thar 1.75 mEg/g 2.56 mEq/y

Hydrogen
Apmay of
Asgay of
Agsay of
Asaay of
TaMC

{Tot

TYMC

peroxide

aluminium hydroxide as 21203
megnesium hydroxide

methyl parahydroxybenzoate
propyl parahydroxybenzoate

al herobic Microkial Count)

(Tetal Yeaste and Moulds Count)

Escherichia coli

Not more than 0.022 /169 ml
3.2¢ - 3.76 g/100 ml

3.70 « 4.30 g/100 ml

$6 - 110 mg/100 ml

45 -~ 55 mg/100 ml

Net more thanm 100 CRU/g

Net more than 10 CFU/g

None / g

5.014 g/100 ml

3.61 g/160 ml

4.10 g/100 ml

96 mg/rc0oml

46 mg/100ml

Not more than 10 CFU/g
Not more than 10 CFY/g

None

comments f
Decigion : Complieg with specitications
Date 25/05/18 Quality Control Manager :

Dr Aurtle SUHGE
Fhamasien Resooins
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