) Y CERTIFICAT DE LIBERATION
P atis (Cepmuduram una esinycx)
[ _J
ZA Estn®1
F-60190 Estrées-Saint-Denis
Ten. = +33(0)34491 5100
Autorisation d’ouverture/PervcTpauuonHbii Homep: M 147372
Certificats/Ne cepruduraros: HPF/FR/102/2017 + HPF/FR/103/2017

FABRICATION/TIpou3soacTBo CONDITIONNEMENT/ Ynaxosxa
Désignation du produit Désignation du produit Maanoke
(Hazsauue npodyxma) Maanokc (Hazsanue npodyxma)
Code du produit 401211 Code du produit 400806
(Koo npodyxma) (Kod npodykma)
Ne de lot PS19038 Présentation + forme CYCMEH3UA ans
(Homep cepuu) pharmaceutique npHieMa BHYTpb
(Popma suinycrka + (nakeTuk came)
nrexapcmeennan chopma) 15mna x 30
Date de pesée 22.10.2019 Modele Cycr.
{dama e3sewmuaarnusn) {@opma sunycka)
Date de fabrication 26.10.2019 Désignation du produit Poccus
(dama npouzeodcmea) (Cmpana nasnavenus)
Ne OF 70854 Ne de lot PS19038
(Ne 3arasza na (Homep cepuu)
npousgodcmes)
Date de cléture OF 26.10.2019 Date de péremption 09.2022
(Hama 3axpeimun 3axaza {Cpox 200n0cmu)
HA nPoU38O0CME0)
Visa Moanucs/ M OF 70860
(Buza) {Ne 3a0anun na ynaxosxy)
Date de cléture OF 31.10.2019
(Hama zaxpeimun 3axaza Ha
HpOU3B00CMaEo)
Visa
(Buza)
CONFORME O NON CONFORME CONFORME 0O NON
{coomeemcmeyem) (He coomeemcmayem {coomeemcmeyent) CONFORME
creyughuxayuy) (He coomaemcmeyem
cneyuthurxayuu}
Observations: Date: 21.11.2019 Observations: Date: 14.11.2019
{Pesynvmam) (dama) /lToonuce/ (Pezpasmam) (Hama) /TToonuce’
Nom et visa responsable Production: Nom et visa responsable Production:
DHC u nodnuce pyxkosodumens npouzsodcmsa: DHO u nodnuce pyxogodumens npouIco0Cmea.
CONTROLE /Oméen konmpoan kauecmaa
B CONFORME /coomeemcmayem O NON CONFORME /He coomasencmsyem
cneyupuxayuu
Observations /Pezyavmam:
Date:21/11/2019 Nom et visa responsable Production: /Tloanuce’
{Hama} DHO u nodntice pykoeodumens omOena KOHMPOA KA4ECMEa:
LIBERATION DU LOT /Buinyck cepHu
ACCEPTE /Bunyuena O REFUSE/3a6paxosana
Fiche d’anomalie n°; 19CS22111 Quantité: 17 208
19CS2112 Konuvecmeo:
(Homep omriaonenus)} P ooy
Date: 28/11/2019 Signature, nom et responsable de la libérggh. 2T R
(Hama) (Hodnuce, DHO omgememesennozo 3a evt :?-‘ B
Remzarques: /Meuars/: Jhox Kapawep (Dr Marc Feron} £/ 1
(Kommenmapuu) KAYECTBA * JIMIIEH3HA B 166086 5@[ i) |
Hacmoswum 7 noomeepxcoaiw, 4mo npedCmaanennan auliue UNMHOPMayUR A6AALMC NOOTUNHON 1 ¢ﬁ IaHes QU VP ehapdma-teua
UIZOMOBAEHG, GKMOUAR YHAKOSKY U KOHMPONL KAYECMEed, Wa VKAIAHHLIX Guilie MAONIaOKax & roakpil AMU

Hadnexcawest npouzgodcmeennoli npaxmuku (GMP) mecmnozo xonmporupyrongezo opzava u 8 Ehewlg
VKAZAHHBIMU 8 PERUCIPAUORHON YOOCMOBEpeHUl CMPARBI-UMNOPMEPA/O0CEE HA NEKAPCIMBEHNOE Cpedti8 sledilifuncrie
u3denudi. Onruenist 1o U3ZOMOGNEHUIO, YNAKOBKE U AHAMUTY cepuil Boiiit HPOGEDEHb! U RDUIRAHL! COOMEemcmaymiy Seepe Al idEun GMP.
80€ OMKACHEHUA NG RAYECMBY, eChll MAKOBLIE WMEIOMCA, Dbt NOAHOCMILIO paccaedoeaist U 0008peHs!, o ==y :

AQ MO 01 020 (en vigueur)



CEPTHO®HKAT AHAJTH3A

OAPMATHUC (PHARMATIS)
zone Activite Est Nel B.P 20

60190 Estrees Saint Denis

[Tponykr: Maanokc 30X15mn VENTE RUSSIE

Ne cepuun: PS19038

Ne uccnenoanus: 133651

Pernament ucnsitanuii: CQPF 11 657.06 - Ne
uccnegoauua CQBA 04 520.06

Crneuuduxaums: 26-MALORUS-00/2

Hara 26/10/19  Crpanuua: 1
Kon nponykra: 400806 NpOH3BOACTBA!
Cpok ronHocTH: 09.2022 Pacneuarano: 21/11/19
[okasarenu Hopma Pesynerar
Onucanne Benas, win mnoutu 6Genas, CooreercTByeT
HanOMHUHaloILas MOJIOKO
KHIKOCTh C 3aMaxoM MATEI
[MoanMHHOCTE MarHus CoorsetcTBYET CooteercTByeT
TNoANHHHOCTL anlOMUHHA CooTBeTCTBYET CooTeetcTBYET
TMoanuuHOCTL CooTBeTCTBYET CootsetcTyer
MeTHNnaparuapokcubeH3oaTa
[OAAHHHOCTD CootsetcTByeT CoorsercTayer
nponunnaparuapokcufensoata
Cpeanuii o6bem (15 mn) 14,25 - 15,75 Mn 15,00 mn
OnuopoasocTs 00beMa CootsetcTpyer CoorseTcTByeT
PH 7,5-83 8,2
Kucnoroueitrpanusyroiias He menee 1,75 MOkB/T 2,46 MOke/T
CMNocoBHOCTh

Bonopona nepokcun He Gonee 0,022 r/100 mn

KonunuecreeHHoe onpeneneHue 3,24 - 3,76 r/100 mn

ANOMHHHA THAPOKCHIA

KonuuecTeenuoe onpenencHue
MarsHa rHApoKCHIa

3,70 - 4,30 r/100 mn

KonuuectreHHoe onpenenetue 90 - 110 Mr/100 mn

MeTHInaparupokcHbensoara

KonuuecreenHoe onpenenenue 45 - 55 mr/100 mMn

nponunnaparuapoxkcubensoata

TAMC (o6wee yucno azpobHbIX He 6onee 100 KOE/r

Gakrepmii)

TYMC (o6bwee uucno gpoxokesbix 1 He 6onee 10 KOE/T

[UIECHEBBIX rpHOOB)

0,015 r/100 mn
3,44 /100 mn

3.98 /100 mn

96 mMr/100 mn

48 mMr/100 mn

He 6onee 10 KOE/r

He ©onee 10 KOE/r

Escherichia coli OrcyTereyet/T OrtcyTeTByeT s 180
KoMmenTapuu:

3axnoueHue CooTteeTcTBYeT CnietupUKaLHAM

Hara: 2171119 PykosoanTens otaena KOHTPoON

SCHUMACHER /Mloanuce/




Pjagrhiétfﬁo
b

ZAEstn®t
F-60190 Estrésa-Saint-Dents
Tel » + 33 (0)3 44 81 5100

[ 1

CERTIFICAT DE LIBERATION
(Reloase Certificate)

Autorisation douvertire / Autirorsation number N* : M 141372
Cartificats / cerlificates N* : HPF/FR/102/2017 + HPF/FRI103/2017

~ FABRICATION/ Manufacturing ; CONDIIIONNEM_E'B'%' / Packaging
Désignation du produit : Désignation du prodult A inx
BRI o |lmmeed o
e du produ 2 o ' ode du pro R
(Product code) P 4 BN T O (Product code) 9 5¢
N* de lot S5 10035 8 | |Présentation + forme 4 s J
{Batoh,aumber) pharmacseutique. (G u; de 3 Dy
Date de pesée LG nIAAS (Presentation + pharmaceuticel de TEmeL
| (Weighing date) ; it form) ;
Date de fabrication D L€ fto (L rT’DdéI;tio ; : UE:AQ’_. |
{Manufacturing date} ‘rasen n, 5
N* OF A0 LB Destination du prodult : Qussa
(Manufacturing order number} {Destinatian) a £ r
Date de cldture OF LB N* de lot : PS5 14035 35
{Glosing dale of manufaciuring ordar) (Baich number)
‘Visa UMY Date de paremption .09 Zoz22z
e e o8es
(Packaging order numbsr) }
Date de cioture OF B4 A 243
(Closing date of packaging order) ] .
i el
i P M e L S Ll L o vsel o Sy
(E CONFORME 1 NON CONFORME i ﬂ CONFORME El NOMN CONFORME
[SRR oAU -0 1 s - 2V TR (Qulof spenfoziion) gl S (conorm) ] S rOu! of apacifcation)
| Qbservations : Tk Date : JS/ L[I9] |Observations: -~ Date - AUI-LTTT
| {Cbssrvation) (Date) (Observation) {Data)
| Nom et visa responsabile Production : (-GN‘U”{ Nom et visa responsable Production : Le’-‘ﬂ"‘(
- L‘J -a WJ -

| (Name snd skynature Head of Production)

Date : ]
.mﬁm PAVAIVS AL

@\ CONFORME / conform
(Observations 7 Observationt | _—

| | (iWame and signature Head uf Production)
= éONTﬁG_Lé { Quaﬁt_y cgntro}'

] NON GONFORME /Qut of specification

# AOTME e
:  Phamresien Reeponstblo Confrile Qs
N T e Coorl R Soction Urtra 8 MB169—

e

l 5y

({Deviation number}

Remarques :
(GComments)

B

[ Fiche d’anomaiie n® : AOCS2 AL
ADCSZ AL

rm:Z.ﬁ/JU/ZCQJS

T __I - .—_

 LIBERATIONDU LOT/Batchrolease
ACCEPTE / Releassd 00 REFUSE /Refecied

7 auanits: 47 ZOK Qs

Signature, nom et responsabis de ia lhération des lots :
(Sighature, name of the baich refsase responsible}

Dr LUCIE CARLIER
_QUALITY ASSURANCE /
LICENCE B 166086

S b

Ok
I,
S 0
f el fAYEe NG N

‘s

Je aousaignd{e) qertﬁla que les lnlorg_\aﬂons reportées cldassus gont : L
ot Ibération compris) sur le site isté cldessus, conformément aux eurGMP et au dossler d'AMM. Les aiiag
conditionnemant, contréls qualité et libération ont &t revus et jugés
#uciéon et jugées acceplables.

authentiquos ot exactes Te lot 3 & G a1ty
conformes aux surGMP, et l'ensabid bt

AQ MO 01 020 (an vigueur)

| heraby certlly that the abave information is authentic and
ooghniafﬂwamwmmﬂohodmmmﬂmﬁeﬂoemm
Markoting Authorisation of the importing country / product spacification file for
end anelysiz reconds were reviewed

accilmate. This batch of product has been
the GMP. requifernents of the foce! Reguial
; ational Medaoial
and found fo be in compianca with GMP, and ali deviations If any have B



P atis

CERTIFICATE OF ANALYSTIS

Product MAALOX 30X15ML VENTE RUSSIE

Testing specification CQPF 11 657.0¢

Product code 400806

Tesats

NEBEESFRAFSRSSoo=CECS oSS dohEEsTsoaaaasaAEE

Characters

Identificacrion of magnesium

Identifciation of aluminium

Identification of methyl
parahydroxybenzoate

Identification of propyl
parahydroxybenzoate

Average volume (15 ml)
Oniformity of volume

pH

Acid neutralizing capacity
Hydrogen peroxide
Assay of aluminium hydroxide as Al203
hesay of magnesgium hydroxide

methyl parahydroxybenzoate

Assay of

Agagay of propyl parahydroxybenzoate
N
TAMC (Total Rerobic Microbial Count}

TYMC {(Total Yeasts and Mouldas Count)

BEscherichia coli

Comments

Decision compliea with specificaticns
Date 21/11/19

PHARMAMTIS
zone Activite Est N@i B.F 20
60190 Eatrees Saint Denis

PS19038
133651

Batch number

Analyeis number
CQBA 04 $20.06

Specification 26-MALORUS-00/2

Manufacturing date 26/10/19 Page : 1
Expiry date 09 2022 Printed 21/11/19
Specifications Résults

white to whitish creamy liquid, with Conforms
a milky appearance and a sweet taste

with an odour of mint

Complies Conforma
Complies Conforma
Compllies Conforma
Complies Conforms
14,25 - 15,75 ml 15,00 ml
Complies Conforma
7,5 - 8,3 8,2

Not leas than 1,75 mEq/g 2,46 mEq/g

Not more than 0,022 g/100 ml 2,015 g/100 ml

3,24 - 3,76 g/100 ml 3,44 g/100 ml
3,170 4,30 g/100 ml 3,98 g/100 ml
90 110 mg/l100 ml 96 mg/L00ml

45 - 55 mg/100 ml 48 mg/100ml

Not more than 100 CFU/g Not more than 10 CFU/g
Not more than 10 CFU/g Not more than 10 CFU/g

None / g

Section Orgre B- 146183 C





