JEKJAPALIINA O COOTBETCTBHU

JEKJIAPAHT, MPUHUMAIOII I JEKJIAPALIMIO O COOTBETCTBHH

AO "Canogpu Poccusn”

Ceedenusn o pezucmpayuu opeanusayuu: Mescpationnan uncnexyus Pedepanvroi Hano2060t cayxcbsl Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucevenuss OI'PH 19.08.2002.

Adpec. 125009, 2. Mockea, yn. Teepckas, 9. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvruiii oupexmop Monowe O.A.

Hosepennoe ruyo: Cmenarnos C.C., dosepennocmy 6/w om 01.12.2017

3ASIBJIET, UYTO

nexapcmeennoe cpedcmeo: Maanoxe, cycnensus 0na npuema eiympe 15 mn , cawe (30), nauxku xapmounsie, PY
Ne IT NO16126/01 om 04.03.2010 (dama 3amene 12.02.2018) suioano Canogu-Asenmuc Ppare, cepus
PS§18074, napmun 17856 ynaxosox, 200en oo 30.11.2021, npoussodcmea Capmamuc, Cpanyus, Pharmatis,
Zone d' Activites Est Nol, 60190 ESTREES SAINT DENIS, France xod OKII[]2 21.20.10.112, koo TH B3]
3004900002, konmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085324337 om 22.02.2019

COOTBETCTBYET TPEBOBAHHM
IIN016126/01-231210 uam. Ne 1-4

JEKJIAPAITHS ITIPUHSATA HA OCHOBAHHH
npomoxon ucneimanuti Ne 5770 om 01.03.2019 HJI 000 HI "®APMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC FR. ®M08.C35082 om 01.03.2019

llATA HPI’IHHTHK AEKJIAPAIIUHA 01.03.2019
ﬂEKJIAPAI.[IfIH E;IEHCTB!ITEJILHA J0 30.11.202

Crenanos C.C.

1 | ;)e ,\mpm, m /@{e{ ®.U.0
' CBEJEHUS O PETUCTPALIN

OPTAH ITIO CEPTU®HKAIAY, 3APETHCTPHPOBABIIUN JEKJIAPALINIO

RA.RU. 11DOM08 OPIAH ITO CEPT, H@HKA[[HH TTPOIVKUHH OBIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTHRIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu; 115280, 2. Mockea, yi. Macmepxosa, 0. 4, sm. 5, nom. I, xom. I, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., mex. :(495)788-02-88, aeb-
caiim: oyxkr.pg.

NEKJAPAIIUSE O COOTBETCTBHM 3APETMCTPHPOBAHA N POCC RU JI-FR. ®M08.4.17406/19

II,ATAPE - TPAIIUN 01.03.2019
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CERTIFICAT DE LIBERATION
(Cepmudhuxam na gvtnyck)

ZA Estn®1

F-60190 Estrées-Saint-Denis

Ten.=+33(0)34491 5100

Autorisation d’ouverture/Peructpaunonssii Homep; M 147372
Certificats/Ne cepriduxaror: HPF/FR/102/2017 + HPF/FR/103/2017

FABRICATION/Ipon3seacteo CONDITIONNEMENT/ ¥naxosxka
Désignation du produit Désignation du produit  Maanokc
(Hazeanue npodyxma) Maanokc {Hazsanue npodyxma)
Code du produit 401211 Code du produit 400806
{Kod npodykma) (Koo npodyrma)
Ne de lot PS18074 Présentation + forme CycneHsus Ans
(Homep cepuu) pharmaceutique TIpHEMA BHYTPL
{Dopma evinyeka + (maxeTHx caiue)
aexapcmeennas ropma) 15M % 30
Date de pesée 11.12.2018 Modzle Cycn.
(Mama essewusanus) (Dopma suinycxa)
Date de fabrication 12.12.2018 Désignation du produit  Poccus
(Hama npoussodcmaa) (Cmpana naznauenus)
Ne OF 67911 Ne de lot P518074
(Ne 3axaza na (Hoatep cepun)
npouseodcmen)
Date de cléture OF 13.12.2018 Date de péremption 11.2021
(Hama 3axpoimusn 3axaza (Cpox z00nocmu)
Ha HPOU3800CME0)
Visa /Honmuce/ Ne OF 67915
{Buza) (A& 3a0anun na ynaxoexy)
Date de cl6tare OF 20.12.2018
(lama saxpenmus saxaza
Ha npoU3600CMEa)
Visa
(Buza)
¥l CONFORME [0 NON CONFORME ¥ CONFORME O NON
(coomgemcmeayent) {He coomeemcmeyem (coomeemcmayem) CONFORME
cneyugburayu) (He coomeemcmeyem
creyugdhurayuu}
Observations: Date: 10.01.2019 Observations; Date: 10.01.2019
(Pesymomam) (Hdama) /[Todnuce/ {(Pezynomant) (Hama) ATodnuce/
Nom et visa responsable Production: Nom et visa responsable Production:
DPHO 1 nodnucs pyxosodumens Rpous600Cmaa: DHO u nodnuce pyrosodumenn npouzsodcmesa:
CONTROLE /Omden KOHMPORs kauecmen
I CONFORME /coomeemcmeyem [J NON CONFORME /He coomsemcmeyem
cneyugdurxayuy
Observations /Pesyavmani:
Date: 28/01/2019 Nom et visa responsable Production: /TToanuce/
(Hama) PHO u nodnuce pyxosodumens RPOU3EOOCmea:
LIBERATION DU LOT /Brinyck cepun
¥ ACCEPTE /Bunyuena L] REFUSE/3abpaxceana
Fiche d’anomalie n°; 18fbe2120 Quantité: 17928
18fbed61 Konuuecmso:
{Homep omunonenus)
Date: 28/01/2019 Signature, nom et responsable de la libération des lots:
Hama) (floonuce, ©HO omeemcmsenrozo 3a swnyc;gé‘é}éfﬁf.% S
Remarques: Mevars/: MarThio POSAHCKH (Dr Mattgai ROZANSKE.") *
(Kommenmapuu) OTJEJN OBECTIEYEHHS KAYECTBAX JIMIEH3AZEB
121395B Hul (L

Je soussigné(e} certific que les informations reportées ci-dessus soat Lauthentiques etexactes, Ce lot a éié;f&}ﬁq {g@nd Gt
qualité et libération compris) sur le site listé ci-dessus, conformément aux eurGMP et au dossier d'AMM. Les.envegisivergs
o
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AQ MO 01 020 (en vigueur)



production, conditionnerient, contrdle qualité et libération ont é18 revus el jugés conformes aux eurGMP, ef l'ensemble des anomalies, le cas
échéant, ont é1é étudides et jugées acceptables.

Hacmonmum 5 noomeepacoato, wino npedcmasiennas eoiie HHQOOPMA I AETRCIHCA HOORUHHON I MONHOL. Hanwas cepun npenapama 6uuia
UIZOMGENEHA, BKAIONGA YROKOGKY U KOHMDONs KONECWBA, MG YKAIAHHLIX Gollte MAOWAOKAX € MORHOM COOMBEMICHEHY C MpedosaHumy
Hadnexcaweti npouseodemeentoii mpaxmucu (GMP) mecmuozo KOMMPORUPYIOU[e20 Op2aHa 4 & COOMBEMCMEUY CO CHEWHURAUUANY,
YRAARHGIMU € PESUCHIPAYNOHHOM YOOCRIOSEPEHHE CHIPAHBI-UMROPMEPA/OOCHe Hd NEKAPCMBEHHOE CPEOCMED ONA WCCACOVEMBIX MEOUNUHEKIR
uadenuti. Onenist RO USZOMOGICHHIO, YHOKOSKE 1 GHAAIIY cepuli bl RPOSEpeNs 1t HPUFHOHGE COOmeemenevioupam mpebosaninm npasu GMP,
6CE DINKAOHERUA MO KAYECTRBY, ECAN MAKOBLIE UMEIOMCA, Dbl RONHOCIBIO Paceredosans! ¥ 000GpeNst.

AQ MO 01 020 {en vigueur)




CEPTHOHKAT AHAJIM3A

Hponykr: Maasoke 30X15mn VENTE RUSSIE

Pernament ucnbitanmit: CQPF 11 657.05 - Ne
uccnepoeanns CQBA 04 520.05

CAPMATHC (PHARMATIS)
zone Activite Est Nel B.P 20
60190 Estrees Saint Denis

Ne cepun: PS18074

Ne nccnenoranua: 129213

Coenuduramms: 26-MALORUS-00/2

Hara 12/12/18  Crpanuua: 1
Kon nponykra: 400806 NPOM3BOACTBA!
CpoK rogHoCTH: 11.2021  Pacmewatano: 28/01/19

INoxazarenu Hopma Pesynvrar
Onucanne Benas, wm nouru Genman, COOTBETCTBYET

HallOMHHAIOMAs  MOJOKO

JKHAKOCTB C 3311aX0M MATB!
TloanuHHOCTE Martus Cootsercreyer CooteeTcTRYET
INomnHHOCTL AMIOMHHKS CooTBeTcTRYyeT CooreetcTRYET
HoanuHHOCTE CooTBeTcTRYET CoorercTRYET
METHANaparuapoKkcuben3oara
IoanuHHOCTS CooTeeTcTBYET CoorsercTBYyET
nponunnaparuapokcubenzoara
Cpennuii 06neM (15 mi) 14,25 - 15,75 mn 15,08 mn
OnnopoaHocTs 00nema CootsercTeyeT CooTtsercrByeT
PH 7,5-83 8,1
KucnororeliTpamsyiomas He menee 1,75 MOks/r 2,49 MOxs/r
C1ocoOHOCTh
Bonopona nepoxenn He 6onee 0,022 1/100 M 0,013 1/100 mx
Konnuectaentoe onpeaenenne 3,24 - 3,76 r/100 mn 3,46 1/100 mn
AJIIOMHHHS THEPOKCHIA
KonuuecTeeHHOE OnpenencHue 3,70 - 4,30 /100 Mn 3,99 £/100 mn
MarHus THAPOKCHAR
Konuuectsennoe onpenenenne 90 - 110 mr/100 mn 96 mr/100 mn
MeTHANaparuapokcubenzoara
Komuecteennoe onpeaenenne 45 - 55 mr/100 mn 46 Mr/100 ma
ponunnaparHapokcHbeHzoaTa
TAMC (ob1ee uncno aspobHEIX He donee 100 KOE/r He 6onee 10 KOE/r

bakTepHii)

TYMC (ob1ee umcno apoxoxesbix 4 He 6onee 10 KOE/r He 6onee 10 KOE/r

IJIECHEBBIX rpiGoB)

Escherichia coli OrcyrcrByer/r OtcyrerByer

KomMenTapuu:

3anoueHHe CooTeetcTBYeT CriennduxamIM R o
Hara: 28/01/19 Pykoponurens oTaena xompongfgqecma: [ urelle:,

SCHUMACHER Mlognucs/
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IFPICATE OF ANALY SIS zone Activite Est Nel B.P 20
€0190 Estrees Saint Denis

Product : MAALOX 30X1SML VENTE RUSSIE Batch number : PE18Q74

Analysis number : 129213
Teating specification : CQPF 11 657.05 - CQBA 04 520.05

Specification : 26-MALORUS-00/2

. |
Product <¢ode : 4003808 Manufacturing date : 12/12/18 Page 1
Expiry date 11 2021 Printed ; 28/01/1%

Tests specifications Répulte
O e B T A M DS RS S S S S E eSS N EEET SR AREEES oSS EENS S A RSt SEEESSSRSSSESONS ST NnERSSShEmETERERREE S
Characters White to whitish creamy liquid, with Conforms

2 milky appearance and a sweet taste
with an odour of nmint.

Identification of magnesium Complies conforms
Identifeiation of aluminium Complies Conforms
Identification of methyl complies Conforms
parahydroxybenzoate

Identification of propyl Complies Conforms

parahydroxybenzoate

Average volume (15 wml) 14,25 - 15,75 ml 15,08 ml
Uniformity of volume Complies Conforms
b
pH 7.5 - B,3 8,1
Acid neutralizing capacity Not less than 1,75 wnkg/g 2,4% mBag/g
Hydrogen peroxide Not more than 0,022 g/l16¢ ml 0,013 g/100 ml
Asgay of aluminiom hydroxide as AJZ03 3,24 - 3,76 g/160 ml 3,46 /100 mi
Assay of magnegium hydroxide 3,70 - 4,30 g/i00 wml 3,99 9/100 ml
Assay of methyl parahydroxybenzoate 90 - 110 =g 100 mi : 96 mg/l100ml
Agsay of propyl parshydroxybenzoate 45 - 55 wmg/100 mi 46 mg/100ml
TAMC {Tatal Aercbic Microbilal Count) Kot more than 100 CFD/g Nok more than 10 CFO/g
TYMC {Total Yeasts and Mcoulds Count) Not more than 10 CPU/g Not wore than 10 CFU/g
Escherichia coli None / g None
Comments :

Decigion : Complies with specifications

bate : 28/01/19 Quality Contrcl Manager :







