JAEKJIAPALTASL O COOTBETCTBHU

NEKJAPAHT, HIPUHUMAIONMA AEKJIAPAITMIO O COOTBETCTBHHA

AO "Canogu Poccun"

Ceedenun 0 pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Qedepansoli hanozoeol caysichor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22. Tenepor/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepanvuuiii dupexmop Mownic O.A.

Hoeepennoe nuyo: Cmenarioe C.C., dosepennocms 6/n om 01.12.2017

JAABIAET, UTO

Rexapemeennoe cpedemeo: Maanoxe, cycnensus Ona npuema enympb 15 ma , cawe (30), nauxu xapmonnvie, PY
Ne IT N016126/01 om 04.03.2010 (dama samenw: 12.02.2018) evidano Canogdpu-Aeenmuc @Opanc, cepus
PS19030, napmus 17400 ynaxosox, zo0ex do 30.09.2022, npoussodcmea Papmamuc, Gpanyur, Pharmatis,
Zone d' Activites Est Nel, 60190 ESTREES SAINT DENIS, France, x0d OKIT[2 21.20.10.112, x00 TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085353896 om 18.11.2019

COOTBETCTBYET TPEEOBAHHSM
IIN016126/01-231210 usm. Mo 1-4

JEKJAPAIIASA MPAHATA HA OCHOBAHHHA
npomoxon uchemanuii Ne 36910 om 27.11.2019 HJT 000 HL "©APMOB5OPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC FR.®M08.C56383 om 27.11.2019

Crenanos C.C.
¢.HO

CBEJIEHUS O PETHCTPALIAN

OPTAH 110 CEPTHO®HKAIIAHA, 3APEIACTPAPOBABIIIAH JEKIIAPAIIIO

RA.RU.11®PM08 OPIAH ITO CEPTHO®HKALIHH 1TPOAYKIIHH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA RAYECTRA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugbuxayuu: 115280, POCCHA, 20pod Mocxaa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.p.

HKEKJAPAITHSI O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU JI-FR.®M08.A.47149/19
HATA PETHCTPALTNH 27.11.2019
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- 5 CERTIFICAT DE LIBERATION
W (Cepmudgpuxam na gunyck)
[
ZA Estn”l
F-60190 Estrées-Saint-Denis
Ten. = + 33 (0)3 44 91 51 00

Autorisation d’ouverture/Pernctpaunonssiit Homep: M 147372
Certificats/Ne ceprudukaros: HPF/FR/102/2017 + HPF/FR/103/2017

FABRICATION/MIpon3BoacTeo CONDITIONNEMENT/ ¥naxosxa
Désignation du produit Désignation du produit  Maanokc
{ Hazeanue npodyxma) Maanokc (Hassarnue npodyxma)
Code du produit 401211 Code du produit 400806
{ Koo npodyxma) (Koo npodyxma)
Ne de lot PS19030 Présentation + forme CyCHEH3Ua Ans
(Homep cepuu) pharmaceutique npHeMa BHYTpb
{Popma eetnycra + (nakeTHK caine)
nexapcmeennan hopma) 15mn x 30
Date de pesée 30.04.2019 Modéle Cycrm.
([Tama ezsemiuganun) { Dopma setnycra)
Date de fabrication 01.10.2019 Désignation du produit  Poccus
(Llama npouzsodcmaa} {Cmpana naznavenun)
Ne OF 70620 Ne de lot PS19030
(N zaraza na {Homep cepuu)
npou3eodcmeo)
Date de cléture OF 02.10.2019 Date de péremption 09.2022
(Hama saxpeimus 3axaza {Cpox zo0nocru)
Ha NPOU3BOOCMB0)
Visa Mopnucs/ Ne OF 70624
(Buza) (M2 3ad0anua na ynaxoexy)
Date de cloture OF 06.10.2019
(ama 3axpuimus 3axasa
Ha npou3sodCcmeo)
Visa
(Busza)
B CONFORME O NON CONFORME CONFORME O NON
(coomeemcmayen) (He coomeemcmeyem {coomsemcmayem) CONFORME
cneyuchuxayuu) (He coomeemcmeyem
cheyugurxayuu)
Observations: Date: 17.10.2019 Observations: Date: 17.10.2019
{Pezynomam) (dama) /TTodnuce/ (Pesynomam) {(fdama) /Toonuce/
Nom et visa responsable Production; Nom et visa responsable Production:
GBHO u nodnuce pyxosodumens npouIeo0cmsa. DPHO u noonuce pyxogodumena npouseodcmea:
CONTROLE /Omoen konmpons xauecmea
1 CONFORME /coomeemcmeyem 0O NON CONFORME /He coomeemcmeyem
cneyughuxayuu
Observations /Pesyromam:
Date: 17/10/2019 Nom et visa responsable Production: /Tloamnrce/
(Hdama) DHO u nodnuch pyxkosodumenn npouzgodcmea:
LIBERATION DU LOT /Buinyck cepHH
& ACCEPTE /Boinyiyena {1 REFUSE/3abpaxoeana
Fiche d’anomalie n°: Quantité: 17 400
{ Homep omxnonenus) Konuvecmso:
Date: 28/10/2019 Signature, nom et responsable de la libération des lots:
{(Hama) (ITodnuce, PHO omeemcmaenHo20 3a GbINYCK Ceplitt).
Remarques: fMlevars/: Jliok Kapnuep (Dr Marc Feron) * OTIEJ
{ Kommenmapuu) OBECITEHEHHSA KAYECTBA * TULIEH3HA B 898652

Je soussigné(e} certifie que les informations reportées ci-dessus soat Lauthentiques etexactes. Ce lot a éié fabrigqué (conditionnement, contrdle
qualité et libération compris) sur le site listé ci-dessus, conformément aux eurGMP et au dossier d'AMM. Les enregistrements des opérations de
production, conditionnement, contrile qualité et libération ont é1é revus et jugés conformes aux eurGMP, et 'ensemble des anomalies, le cas
échéant, ont é1é érudides et jugées acceptables.

Hacmosugum 3 n0dmeepxedaro, ¥mo npedcmasnennas avime uH@popMayus RGIREMCA ROOANRNON 4 movnod. Jawwas cepus npenapama Geung
UIZOMOBNERA, BKAIDNAR YNAKOGKY U KOMMPONb KAHECMEA, HA YKOSUHHGIX GbIUE RAIOWGOKAX 6 NOMHOM COOmEemcmeuu ¢ mpeGosanuamu
Haoneacawyedi npouseodcmeennoii npaxmuxu (GMP) smecmmozo xonmponupyioujezo 0pzana ¥ & COOMEENMICMENU CO CHEHUPURAYUAMY,
YKGIAHHLIMU 8 DE2UCIAPAYNONHOM YOOCIIOGEPERUN CIMPANbI-UMROPMEPA/OOCEe HA AEKAPCMBENNHOE CPEACMED OAR uCCABDYEMBIX MEOUHUNCKUX
uzdenuit. Omuemst RO U320MOBAEHUIO, YRAKOGKE ¥ ANAAUIY CEpiii Gbinu NPOBEDEHDE U NPUINGHY] COOMEERCmEYioujuMy mpebosanusn npaeun GMP,
6CE OMKAOHERUR MO KTYECMBY, eCAl MAKOGbIE UMEONCA, BbUTl NOAHOCMEIO PACCALO0BAKYI U 0O0BPeNbI,

AQ MO 01 020 (en vigueur)



CEPTHUOHKAT AHAJIM3A

Mponyxt: Maanoxc 30X15Mn VENTE RUSSIE

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

Ne cepuu: PS19030

Ne uccnemopauna: 133213

Pernament ucnsitanuii: CQPF 11 657.05 - Ne

vccienosanua CQBA 04 520.06

Crenuduxauua: 26-MALORUS-00/2

Hara 1/10/19 CrpaHHua: 1
Kon npoaykra: 400806 NPOU3BONCTEA:
CpoK rogHocTH: 09.2022  Pacnevarano: 17/10/19

INoxkazatenu Hopma PesynktaT
Onucanve Benas, uvnu mnoutd Oenas, COO’I‘Be‘I‘CTBye’i"-

HaOMHHAIOLIAA MOJIOKO

AHHMAKOCTH € 3aIaX0M MSATBI
TNoanuHHOCTE MarHus CooTtseTcTBYET CooteerctByeT
TIoRNHHHOCTE AMIOMUERA CooTeeTcTBYET CooTteeTcTBYET
ITomnHHHOCTE CooTBeTcTBYET CootseTcTBYET
MeTHINaparuapokcHOeH30aTa
IMoanHHHOCTE CooTBeTcTBYET CooTsetcTBYET
nponuanaparapokcubeHzoara
Cpennuii o6bem (15 mm) 14,25 - 15,75 Mn 15,10 mn
OanopoaHOCTb 06beMa CooTBETCTBYET CoorpetcTBYET
PH 75-8.3 8,1
Kucnotoreittpanusyiomas He menee 1,75 MBKe/T 2,54 M3ke/r
cnocoOHOCTh
Bonopoaa nepokcun He 6onee 0,022 r/100 mn 0,016 /100 Mn
KonuuecteeHHOE ONpeaeneHHe 3,24 - 3,76 /100 Mn 3,46 1/100 mn

ANMOMHHEA THOPOKCHIA

KonnuecTpeHHoe OnpeacicHue
MarHvs riapoxcHia

KonuuectreHHoe onpenenenue
METHN naparu,upoxaneHaoaTa

KonuvectseHHOE onpeaeneHue
nponunnaparuapoxcHbeHzoara

TAMC (o61uee yncno aapobHBIX
Gaxrepuif)

TYMC (ob1iee uHCI0 APONOKEBLIX H
TUIECHEBRIX rpHOOB)

3,70 - 4,30 r/100 Mn

90 - 110 Mr/100 mn

45 - 55 mr/100 mn

He 6onee 100 KOE/r

He 6onee 10 KOE/r

4,12 /100 mn

97 mr/100 Mn

49 mr/100 mn

He 6onee 10 KOE/r

He 6onee 10 KOE/r

Escherichia coli OrcyrcTByer/r OrcyTcTByeT

KommeHTapuu:

3aKimoyeH e CootpetcTBYeT cneytdpHKaLuam

Jara: 17/10/19 PyKOBOZMTE N OT/ENA KOHTPO/IA KadecTa: Dr.Aurelle

SCHUMACHER /MTloanuce/



Phariatis CERTIFICAT DE LIBERATION
ol

(Release Certificate)
ZAEsin®t
E-60190 Estréas-Saint-Danis
Tl = + 39 (0)3 44 9151 60
Aurtorisation d'ouverture 1 Authonisation number N°* @ M 14/372
Certificats | cartificates N* : HPF/FR/102/2017 + HPE/FRIA03/2017 _
 FABRICATION/Manufscturing | —  CONDITIONNEMENT / Packaging
Dasignation du produit Maolox Désignation du produit - ot tanc—
{Product hame) (Product name}
Code d:dpamdult 3 L‘oul'?,JA g’oma‘l’e ;;Jpe;odult how¥o s
(Product ) e
| N® de Tot ‘S 190 30 Présentation + forme Z%a'a[c M¢&M|
(Batch number) . [ L. | prarmaceutique : /5,
m’lﬁe ma)éa 1 0. 0 L T m;wm + pharmacautical OL‘
A " . _
Date de fabrication . DA-A0-48 | Modate 2 f‘”" Ye"
| (Manufaotur) ing date) |{Praunlatbn) 'Russ
N® OF ROERC msﬂnt?.ﬂnon du produit i Ve &
anufaciuring ordar mimbar) | {Destination} y b ]
‘l‘:;a’:”eae,clotura OFhect ©2. 1o . % ¢‘b| N° deot ! i : Eﬁuﬂo :
{ ing date of manufaciuring. I4] (Batch number,
Visa C BPA I)E%ewdegémmpﬂon . ok . Zoll
(Visa) f date)
N° OF e Yoy
(Packaging order number}
| | Gate e cloture'OF . OB RS 2OAD
(Closing dats of paciaging ordar) o
Visa : M'&
bk e S e R e e AR |
F’couroms [J NON GCONFORME £1 CONFORME [1 NON CONFORME
B Conporm B T AR O speaification) sl e tconorm)_ (Ourefspecification)
| Observations : T Date : 1 (2113 |Observations: - " Date: [
{Observatidh) {Date) (Observation} {Date)
Nom et visa responsahie Production : L‘}"““\‘\"“ Nom et visa responsable Production : L !.}‘w(
| (Nme end signeture Head of Production) .ab“-'.’_ {ivama and signatdre Head v Production) g |
b : T CONTROLE / Quality Control ' 5]
EX“~CONFORME / conform 1 NON CONFORME /Out of apscification
Observations / osserva ‘“’E,;;_“:’ T ] R AT SOy z U Btk E{’FHiﬂﬁ-&f}'IE’!;
Date : 3 /Lo LS Nom etuiee tonp oG Controle Quailté : Phaminsizn Rewsbnesid -~ rble Quetse
(Dals) (Neme and signiture Head of Ghsality Control) Seclien Dlre T RE By
e i
B e
DRt B e LIBERATION DU LOT / Batch refease et
i1, ACCEPTE / Rufeased L1 REFUSE /Rejected
} : = o o — v i it
Fiche d'anomalle " : Quantité : s
(Deviation nmber) A 9’5\‘%’ / &O} (Quantity) /F}Aw e
9 [Cs 210D
Date : ) Slariature, nom at responsable de [a libération des lots :
{Data) 28\/{9 \0294-3 (sgnamm, name of the batcr?rareasemapmﬂb-'o)
Remargues :
Racarweai U

o sousdigné(s) cortite qus Jes informations reportés chdassus sont authentoues 9  anias. Ga Ici & 818 fabrqus (conditonnemant, contrbte quailts
of Mhération compris) sur le site até cl-deusus, conformément aux surGMP et au dossier 'AMM. Les anreglstrerants des Gpémtions de praduction,
conditionne contrile queiité et lipération ont &6 revus o jugas confarmes aux aurGMP, et Tensemble des anomalied, le cas dohdant, ont

| horeby obitlly that the above information is authentia and sccuale; This batoh of product has bsen manufactured, including packeging ahd quality
control et the above mentioned site in full cofnpilance with the GMP requirsments of the foce] Regigtory Authorily-and with tha spacificdtion in the
Markeding Auihorisation 9"55 ingr country / prodiict tion file for irvestigational Madecinel Products. The balch processing, packe:
and analysis records wers and found 1o be In compkance with GMP, and all deviations if any hava been investigated and found acceptablo,

AQ MO 01 020 (en Vigueur)



atis

CERTIFICATE OF ANALYSBSIS

PHARMATIS
zone Activite Eet N°1 B.P 20
60190 Estrees Saint Denils

PS19030
133213

Batch number
Analysis number

Product MAALOX 30X15ML VENTE RUSSIE

Testing specification : CQPF 11 657.05 - CQBA 04 520.06

Specification 26-MALORUS-00/2

Product code 4008086 Manufacturing date 1/10/19 Page : 1
L]
Expiry date 09 2022 Printed 17/10/19

Tears Specifications Ré&sulksy
G S R R O D I T O R DB e
Characters White to whitlsh creamy liguid, with Conforms

a milky appearance and & sweeb taste

with an odour of mint.
Identification of magnesium Complieg Conforms
Identifciation of aluminium Complies Conforms
Identification of methyl Complies Conforms
parahydroxyhenzoate
Identification of propyl Complies Conforms
parahydrexybenzoate
Average voluma (15 ml} 14,25 - 15,75 ml 15,10 ml
Oniformity of volume Complies Conforms
PH 7,5 - 8,3 8,1
Acid neutralizing capacity Not less than 1,75 mBg/g 2,54 wEq/g

Hydrogen peroxide

Assay of aluminium hydroxide as Al203

Assay of magnesium hydroxide

Appay of methyl parahydroxybenzoate

Not more than 0,022 g/100 ml

3,24 - 3,76 g/100 mi

3,70 - 4,30 g/100 ml

90 - 210 mg/100 ml

45 - 55 mg/100 ml

0,016 g/100 ml

3,46 g/100 ml

4,12 g/100 ml

97 mg/100ml

49 mg/100ml

hAssay of propyl parahydroxybenzoate

TAMC (Total Aerobic Micrebial Count) Not more than 100 CFU/g Not more than 10 CFU/g

TYMC (Total Yeasts and Moulda Count) Not more than 10 CFUfg Not more than 10 CFU/g

Escherichia coli None / g None

Comments

Decision Complies with specifications

Date : 17f10/19 Quality Control Manager D AU[é'H"SCHULriACHER
| v & [
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