s _——- CERTIFICAT DE LIBERATION
F‘zbarma [1s (Cepmugpuram na evinyck)
ZA Estn°l

F-60190 Estrées-Saint-Denis

Ten. =+ 33 (0)3 4491 51 00

Autorisation d’ouverture/Peructpannonnsiit Homep: M 14/372
Certificats/Ne cepruduxaros: Ne2019/HPF/FR/250 + 2019/HPF/FR/251

FABRICATION/IIpon3BoacTBO CONDITIONNEMENT/Ynaxosxa
Désignation du produit Désignation du produit Maanokc
(Haszsanue npooykma) Maanokc (Hazsanue npooyxkma)
Code du produit 4012M Code du produit 400806
(Koo npooyxma) (Koo npooyxma)
Ne de lot PS 21024 Présentation + forme CYCIICH3HS VISt
(Homep cepuu) pharmaceutique IIpueMa BHYTPb
(Dopma svinycka + (nmaketuk camie) 15mn
Jlexapcmeennasn gpopma) x 30
Date de pesée 12.05.2021 Modéle Cycm.
(dama e36ewmsanus) (®opma svinycka)
Date de fabrication 17.05.2021 Désignation du produit Poccus
(dama npouzsoocmea) (Cmpana Haznauenus,)
Ne OF 75691 Ne de lot PS 21024
(Ne 3axaza na npouzeo00cmeo) (Homep cepuu)
Date de cloture OF 18.05.2021 Date de péremption 04.2024
(Hdama 3akpeimus 3axasa Ha (Cpoxk 2oonocmu)
npouU3800Ccmeo)
Visa /Mopnuce/ Ne OF 75790
(Busa) (Ve 3a0anus Ha ynakoexy)
Date de cloture OF 04.06.2021
(Jama 3axpeimus 3aKa3a Ha
npouze00cmeo)
Visa
(Buza)
M CONFORME O NON CONFORME M CONFORME O NON CONFORME
(coomeemcmeyem) (He coomgemcmeyem (coomeemcmeyem) (He coomgemcmeyem
cneyugurkayuu) cneyugurayuu)
Observations: Date: 09/06/2021 Observations: Date: 09/06/2021
(Pesynomam) (Hama) /Tloonuce/ (Pezynomam) (Hama) /Tloonuce/
Nom et visa responsable Production: Nom et visa responsable Production:
DUO u noonuce pykosooumens npou3800Ccmed. DUO u noonuce pykosooumeis npou3600Cmed.

CONTROLE /Omoen konmpons kauecmea

M CONFORME /coomeemcmeyem

[0 NON CONFORME /He coomsemcmeyem
cneyuguxayuu

Observations /Pezynivmam:

Date: 28/06/2021
(ama)

Nom et visa responsable Production: /IToamuics/ Dr Lubna GOULAMALY
®dapmaleBT KOHTPOJIS KauecTBa, cexuus B-168763
DUO u nodnuce pykosodumeis omoena KOHMpOIs Ka4ecmsa.:

LIBERATION DU LOT /Bbinmyck cepuu

M ACCEPTE /Boinywena [0 REFUSE/3a6paxosana

Fiche d’anomalie n°: 21cs10 057, 21CS10 059,
21CS10 060, 21SB10 067, 21CS10 061, 21CS10 062, 21CS10 063

(Homep omknonenus)

Quantité: 13824
Konuuecmeo:

Date: 28/06/2021 Signature, nom et responsable de la libération des lots:

(lama) (lloonuce, PUO omseemcmeenozo 3a 8binyck cepuil):
Remarques: / Tleaarb Dr MATTHIEU ROZANSKI
(Kommenmapuu) 3am.kBasmduimposanHoro crenuanmucra JIMITEH3MA 121395B

Je soussigné(e) certifie que les informations reportées ci-dessus soat Lauthentiques etexactes. Ce lot a été fabriqué (conditionnement, contréle 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, contréle qualité et libération ont été revus et jugés conformes aux eurGMP, et |’ensemble des anomalies, le cas échéant, ont été étudiées
et jugées acceptables.

Hacmosuyum 5 no0meepycoaio, umo npedcmaeiennas ebiuie unopmMayus A6naemcs noONUHHON 1 mounoil. Jlannas cepus prrsdyd:
BKNIOYASL YNAKOBKY U KOHMPOIb KAYeCcmed, Ha YKA3AHHbIX 6blule NIOWAOKAX 8 NOIHOM COOMBEMCMEUU ¢ MPedoBANUAML:
npaxmuku (GMP) mecmhozo Konmponupyiowezo opeana u 6 coomeemcmeu co cneyu@uRayuaMu, YKasanHoLMu & pecuz-apa 1 ocigeepenu
CMpanbl-uMnopmepa/0ocoe Ha 1eKapCmeenHoe cpeicmeo 0 UCCIeOyemMblx MeOUYUHCKUX usoeui. Omyemvl no uzssm:s -gmy"m, ynaxosKesu vy ceputl
Ovlu nposepensl U npusHanLl coomeemcemeylowjumu mpedosanusm npasui GMP, 6ce omrionenus no kauecmay, egit n}[{‘iége%te unteomes, 6oL
pacciedosansl u 0000peHbl. /A

ag U320MOGILeHd,
adcmeeHHol

AQ MO 01 020 (en vigueur)
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F atis
CEPTUOVMKAT AHAJIN3A

[IpomykKT:

PerjlaMeHT WMCIILITaHN’A
N mccrnenoBanmusa CQBA 04 520.06

Maajiokc 30X15mm VENTE RUSSIE N

OAPMATHUC

(PHARMATIS)

zone Activite Est N1 B.P 20

60190

CQPF 11 657.06 -

cepum:
N mccrienoBaHUA:

Estrees Saint Denis
PS21024
140900

Crneumnbmkaumsa: 26-MALORUS-00/2
HaTa 17/05/21 CrpaHula : 1
Kon mpomyxra: 400806 NpONSBONCTBA :
CpOK TOOHOCTM: 04.2024 PacrneuaTaHo: 25/06/21
[lokazaTenmu Hopwma PesyneTar
OnucaHue Benasa, wnu noutu ©Oejas, CooTBETCTRBRYyET
HaloOMMHAaKIA g MOJIOKO
KUOKOCTB C 3alaxOM MATH U
CJIaIKVMM BKYCOM
[IOOJIMHHOCTbL MaIT'HUA CooTBeTCTBYET CoorBeTCTBYET
[IOOJIMHHOCTB aJIIOMUHMSA COOTBETCTBYyET CooTBeTCTBYyET
[oOJIMHHOCTH CoorBeTCTBYET CooTBeTCTBYET
MeTunaparuipokcubeHsoaTa
[IoOJIMHHOCTH CoorBeTCTBYET CooTBeTCTBYyET
nponminaparngpokcubeHso0aTa
CpenHuit obvem (15 wmi) 14,25 - 15,75 mn 15,07 M
OOHOPOIOHOCTL OOBEMAa CoorBeTCTBYET CooTBeTCTBYyET
PH 7,5 8,3 8,2

KrcyoToHenTpanmusymoma s He MeHee 1,75 MBkB/T 2,43 MIOkxB/T

CIIOCOBHOCTH

Bomopoma MNepoKCUm He Gomee 0,022 1©/100 wMmx 0,015 ©/100 mn

KosiMueCcTBEHHOE OlperelieHne 3,24 3,76 /100 mx 3,44 ©/100 wmn

AJIOMUHMSE TUOPOKCUIA

KosnmyecTBEeHHOE omnpernesyieHne 3,70 4,30 /100 mx 3,85 /100 mx

MarHUS TUOPOKCUIA

KosiMuecTBEHHOE OlperejieHne 90 - 110 mMr/100 mu 101 Mr/100 mn

MeTunaparuipokcubeH3oaTa

KosnmMyecTBEeHHOE oOmnpernesyieHue 45 - 55 Mr/100 mi 50 mMr/100 mn

nponuinaparunpokcubensoara

TAMC (ofuee uUmMciio as3pOBHBIX He 6ojsee 100 KOE/r He 6ojyee 10 KOE/r

OakTepum)

TYMC (obumee YMCJIIO OPOXXKEBEIX He 6ojsee 10 KOE/r He 6Gojee 10 KOE/r

U IJIECHEBHIX I'pPUOOB)

Escherichia coli OrcyrcrByeT/T OrcyTcTByeT

KomMeHTapum:

3aKJInUeHue CooTBEeTCTBYyET chneuudukalyusaMm

IaTa: 25/06/21 PykoBomuTesnb oTHejsla KOHTPOJIA KauvecTea: J[JIJOKTOp
Lubna GOULAMALY, ¢apMaueBT KOHTRQHASm;KaeCTBa,

cexkuusa B-166763/IMoanucs/



MPUJTIOXXEHUE K CEPTUDGUKATY AHAJIU3A
(conpoBoauTenbHoe NUCbMO)

HaumeHoBaHue npoaykTa: Maanokc®, cycneH3usa Aas npueMa BHYTpb, NakeTuku (cawe) 15 ma no
30 WT. B Na4yke KapTOHHOM

GMID: 708025

Homep cepun: PS21024

[Hata npousBoacTtea: 17/05/2021

lopeH no: 04/2024

A®U (Marnus ruapokema, IclunAii dapma, Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France)
AntoMnHus ruapokena, SclnAin ®apma, Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France
Homepa cepumn AOU:

Homep PY, 3aperunctpuposaHHoro B Poccum: N2 M N016126/01

Homep HA — HA M N016126/01-231210, nameHenuns 1-8

Homep cepumn AOU: AIIOMUHNA TMAPOCKUA CEPUSA 202000441, MAFHUA TMAPOKCKA, CEPUA 202100039

XpaHeHne XpaHuTb Npu TemnepaType He Boiwe 25 °C

Cpok rogHocTu 3 roga

YNaKoBKa Mo 15 m™n npenapata B nakeTukax (cawe) u3 6ymarn/antoMuMHMEBON onbru,
NaMUHUPOBaHHOM nonuaTuneHoM. Mo 30 nakeTUkoB (Calle) B KAPTOHHOWM Nauyke BMeCTe C
WHCTPYKLUMEN N0 NPUMEHEHMUIO.

MapkupoBka Ha naketuke (cawe) Ha pycckoM 53bIKE yKka3aHo: TOProBOe HaMMEHOBaHWeE npenapara

(Maanokc®), NekapcTBEHHYIO GOpMY, Ha3BaHWE U COAep>KaHNe aKTUBHbIX BELLECTB B
oaHoM naketuke, «<AHTAUMOHOE CPEACTBO», «IMPU U3XOTE N BOJIAX B XENTYAKE»,
obbeM npenapaTta B NakeTUKe B M, «[isi MpueMa BHYTpPb.», «BckpbiBaTb 34ech», «epen
ynotpe6nieHMeM NakeTUK cneayeT TIATebHO pa3MaTb Mexay nanbuamu.», «[puHMMaTb
no 1 nakeTuKy Yepes 1-2 yaca nocse efbl M Ha HOYb, UK NPU BO3HUKHOBEHWUU 6orielt (He
6onee 6 NAaKETUKOB B AEHb).», «XPaHUTb B HEAOCTYMHOM AJisl AETEN MeCTe», YCIOBUS
XPaHEHMS, TIOroTUN KOMMaHWM (NaTUHCKUM WPUGhTOM), HOMEP CEPUM, FOAEH Ao,
TEMaTUYECKME PUCYHKU. BO3MOXHO HanmMume BHYTPEHHUX LMMPOBLIX UM WITPUXOBBIX

NPON3BOACTBEHHbLIX KOAOB.

Ha kapTOHHOU Nayke Ha PYCCKOM S3bIKE YKa3blBAOT: TOProBoe HanMeHOBaHWE MNMpenapaTta

(Maanokc0), nekapcTeeHHyto (hopMy, Ha3BaHWe 1 CoepXKaHNe akTUBHBIX BELLECTB B

o ;{%‘(}W“‘

2 MK Chemye

s
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TLWaTeNbHO pa3MsiTb MexAay nanbuamu.», «MpuHMMaTh No 1 nakeTuky Yepes 1 - 2 yaca
rocsne eabl M Ha HOYb, WK NPU BO3HUKHOBEHUM 6oseli (He 6onee 6 NakeTUKOB B AEHb).»,
«Mepen NpUMEHEHWEM BHUMATENIbHO MPOYMTaNTE UHCTPYKLUMIO.», «XpaHWUTb B
HefoCTYNHOM ANst AeTel MecTe.», YCNIOBUS XpaHEHUs!, YCIOBMS OTMycKa, Ha3BaHue
BMajenbLa perucTpaumoHHOro YA0oCTOBEPEHNS, Ha3BaHWe U CTpaHy hupMbl-
Npon3BOANTENS, NOrOTUM KOMMAHWUK (NaTUHCKUM WPUMTOM), HOMEp Cepuu, AaTy
NMpOU3BOACTBA, FOAEH A0, WTPUX-KOA, HOMEP PerncTpaLMOHHOr0O YAOCTOBEPEHMS,
TEMaTUYECKME PUCYHKM, AOMYCKAETCS HAaHECEHWE MHAMBUAYASbHBIX KOAOB YNAaKOBOYHOIO

MaTtepwuana.

Ha KapTOHHYIO MayKy AOMYCKAETCS HaHeCceHMe CTUKepoB (Hakeek) ans obecneyeHns

KOHTPO/1S MEPBOIro BCKPbITUA.

[lononHWUTENbHO MOXET BbITb HaHeCeHa VIHCIJOpMaLlVIﬂ ANa MOHUTOPWHIa ABMXKEHUA

NEKAPCTBEHHBIX MPENapaToB OT NPOU3BOAMTENS 0 KOHEYHOrO NOTpebuTens.

HacToswuM NoATBEpXXAalo, YTO 3Ta NapTUs NMPOBEPEHa Ha COOTBETCTBUE BCEM TECTaM KayecCTBa, YKa3aHHbIM B
cneumduKauMm  HOPMaTVMBHOMO AOKYMEHTa, 3aperMcTpupoBaHHOMO B HacToslllee BpeMsi B Poccuiickol

Qepepauun.

HacToswuM noATBEpXKAAETCS, 4UTO MapTWsl COOTBETCTBYET TpebOBaHWSIM pasgenoB  «YnakoBka» W
«MapkupoBka» cneundukaLumMm HOPMaTMBHOrO AOKYMEHTA, 3aperucTpMpOBaHHOrO B HACTOsILLEe BpeMst B

Poccuiickoit degepauun.

Mopanuce/OaTta: 20 ceHTsa6ps 2021

Nma (nevaTtHbiMu 6ykBamn): Jean-Marc CHALOT

JOoMKHOCTb: YNONHOMOYEHHOE Nnuo

CrpaHuua 2 u3 2



P/[-;g;ﬁgﬁ; CERTIFICAT DE LIBERATION
a {Release Certificate)

A Estn’1

50190 Estrées-Saint-Denis

el = + 33 (0)3 44 91 51 00

utorisation d’ouverture / Authorisation number N°: M 14/372
‘artificats / certificates N° : N°2019/HPF/FR/250 + 2019/HPF/FR/251

FABRICATION / Manufacturing CONDITIONNEMENT / Packaging
ésignation du produit I O oolorse— Désignation du produit ; Haa[M
'roduct name) A (Product name)
ode du produlit o4 2 Code du produit Uco RoOE
‘roduct code) P S 2 1 0 2 4 v (Product code)
“ de lot p Présentation + forme al - dﬂ. 354 g. k
latch number) & pharmaceutique N b =]
late de pesée : 4203 - ,202 A (Presentation + pharmaceutical d 15 am\
Vsighing date)} fonm) Q
1ate de fabrication A STl Modéle - e
Wanufacturing date) (Presentation) <
I° OF S 631 Destination du produit D Rustde
\ianufacturing order number) (Destination) :
)ate de cldture OF S 47 f/ Loty N° de lot ceszloy
Closing date of manufacturing order) (Batch number) )
fisa . L Date de péremption .ol Zo2y
Vi Expiry dat =
isa) (R I L\eS U ISEARATATS
(Packaging order number)
Date de cléture OF . OG-06. Dok
(Closing date of packaging order)
Visa : G
(Visa)
,p CONFORME 1 NON CONFORME 1 CONFORME 0 NON CONFORME
| (conform) (Out of specification) (conform) (Out of speciﬁcaltion)
Dbservations : » Date : (5| &2t | Observations : > Date : OF o=/ 25
{Observation)} (Date) {Observation) {Dafe}
fNom et visa responsable Production : Leull‘-, Nom et visa responsable Production : LE,UJU.L{
[Name and signature Head of Production) (AT e {Name and signature Head of Production) ot
CONTROLE /- Quality Control
. CONFORME / conform 1 NON CONFORME /0ut of specification
Observations / Observation : - Dr Lubna GOULAMALY
ien C 4
Date : 2R(CL (&L Nom et visa responsable Contréle Qualité : Pha"n.wg‘rd iligl Q:a!:,té
{Date) (Name and signature Head of Quality Control) Section _r_aé 25_—.- Ag él] .
LIBERATION DU LOT / Batch release
. ACCEPTE / Refeased [0 REFUSE /Rejected
Fiche d'anomalien°: 21 (3A° °J Yt Quantité : =
(Deviation number) 22 C5a0 * rb {Quantity) /f % 7 211 ﬂM -
AN G’ DE?
Date : W/M/b’l"/ an SBa o ¥ Signature, hom et responsable de la libération des lots :
{Dafe) oY) 5> acn (Signature, name of the batch release responsibie}
A v oL
Remarques : o<
{Commenls) n 2P ;
QT80 “CANn SN - 4

Je soussigné(e) certifie que les informations reportées ci-dessus sont authentiques el exactes. Celot a 6t6 fabriqué (eonditionpfﬁtgﬁ{},nf}:élgﬁuéiﬁ?ﬁ-
et libération compris) sur le site listé ci-dessus, conformément aux eurGMP et au dassier d'AMM. Les enregistrements des q(-;}'_ér;fygghjs de pmdi,m‘:tan\\
conditionnement, contrle qualité et libération ont été revus et jugés conformes aux eurGMP, et l'ensembie des anomalig.-:f;f%,éa;‘%chéant, o.’i,-&‘*«\g oA
studides et jugées accepiables. {J o AN

1 hereby certify that the above information is authentic and accurate. This batch of product has bsen manufactured, inzé;!ugl'/(g pacgi{njg ard qugmyi\;

control at the above mentioned sife in full compliance with the GMP requirements of the local Regulatory Authority any wih tha cification -in ine || ©

Marketing Autharisation of the importing country / product specification file for Investigational Medecinal Products. The bat b.pmegs??w!. R@m‘gg&i},‘y ] 3

and ahalysis records were reviewed and found to be in compliance with GMP, and all deviations if any have been investig}?is\'v & Und acceptable. flal
N0 gt

\\
A\
A

&0 MO 01 020 (en vigueur)
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CERTIFICATE OF ANALYGSTIS

PHARMATTIS
zone Activite Est N°1

60190 Estrees Saint Denis

B.P 20

PS21024
140900

Product MAALOX 30X15ML VENTE RUSSIE Batch number

Analysis number :

Testing specification CQPF 11 657.06 - CQBA 04 520.06

Specification 26 -~-MALORUS-00/2

Product code 400806 Manufacturing date 17/05/21 Page 1
Expiry date 04 2024 Printed 25/06/21

Tests Specifications - Résults
Characters White to whitish creamy liquid, with Conforms

a milky appearance and a sweet taste

with an odour of mint.
Identification of magnésium Complies Conforms
Identification of aluminium Complies Conforms
Identification of methyl Complies Conforms
parahydroxybenzoate
Identification of propyl Complies Conforms
parahydroxybenzoate
Average volume (15 ml) 14,25 - 15,75 ml 15,07 ml
Uniformity of volume Complies Conforms
pH 7,5 - 8,3 8,2
Acid neutralizing capacity Not less than 1,75 mEq/g 2,43 mEq/g

Hydrogen peroxide Not more than 0,022 g/100 ml 0,015 g/100 ml

Agsay of
Agsay of
Assay of
Assay of
TAMC

{To

TYMC

aluminium hydroxide as Al1203

magnesium hydroxide

methyl parahydroxybenzoate

propyl parahydroxybenzoate

tal Aerobic Microbial Count)

(Total Yeasts and Moulds Count)

Escherichia coli

Comments

25/06/21

3,24 - 3,76 g/100 ml
3,70 4,30 g/100 ml

90 - 110 mg/100 ml

45 - 55 mg/100 ml

Not more than 100 CFU/g

Not more than 10 CFU/g

None / g

Quality Control Manaﬁrrl_(]bna GOULAMALY

3,44 g/100 ml

3,85 g/100 ml

101 mg/100ml

50 mg/100ml

Not more than 10 CFU/g

Pharmacien Contrdle Qualité
Section Orgre B, 1§6763




APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Maalox®, suspension for oral administration 15 mL bag (sachet) x 30 per carton
GMID: 708025

Batch number: PS21024

Manufacturing date: 17/05/2021

Expiry date:04/2024

API (Magnesium hydroxide, SPI Pharma Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France)
Aluminium hydroxide SPI Pharma Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France

API batch numbers:

Reference number to MA registered in Russia: No. T N016126/01

ND number - ND P N016126/01-231210, variations 1-8

API batch number:ALUMINIUM HYDROXYDE BATCH 202000441, MAGNESIUM HYDROXYDE BATCH 202100039

Storage Store at temperatures not exceeding 25 °C,

Shelf-life 3 years

Package 15 mL of the drug product in a paper / polyethylene-laminated aluminium foil bag (sachet). 30
bags (sachets) per carton, along with a package insert.

Labeling The following information is included on the bag (sachet) label in Russian: the trade name of

the medicinal product (Maalox®), the pharmaceutical form, the names and content of the
active ingredients per sachet, "ANTACID AGENT”, "FOR HEARTBURN AND STOMACH PAIN”,
the volume of the medicinal product per sachet in millilitres, “For oral administration”, “Open
here”, “Crumple the sachet thoroughly between fingers before use”, “Take 1 sachet 1 to 2
hours after meals and at bedtime, or to relieve pain (not more than 6 sachets per day)”,
“Keep out of the reach of children”, the storage conditions, the company’s logotype (in Latin
letters), the batch number, the expiry date, thematical image. Existence of internal digital or

bar production codes of the company are possible.

The following information is included on the carton label jn Russian: the trade name of the

medicinal product (Maalox®), the pharmaceutical form, the names and content of the active
ingredients per sachet and the list of some of the excipients, "ANTACID AGENT”, “"FOR
HEARTBURN AND STOMACH PAIN”, the volume of the medicinal product per sachet in
millilitres, the number of sachets per package, “For oral administration.”, “Crumple the sachet
thoroughly between fingers before use.”, “Take 1 sachet 1 to 2 hours after meals and at
bedtime, or to relieve pain (not more than 6 sachets per day).”, “Read the package insert
carefully before use.”, “Keep out of the reach of children.”, the storage conditions, the
dispensing conditions, the name and country of the Marketing Authorization Holder, the name

Page 1 from 2




and country of manufacturing company; the company’s logotype (in Latin letters), the batch
number, the date of manufacture, the expiry date, the bar code, the Marketing Authorization
Number, thematical image, Existence of individual codes of a packing material is possible.

On a cardboard pack application of stickers for ensuring control of the first opening is

allowed.

In addition, information can be applied to monitor the movement of drugs from the

manufacturer to the end user.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification

currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative

Document specification currently registered in Russian Federation.

Signature/Date: 20" September 2021

Printed Name: Jean-Marc CHALOT

Title:Qualified Person

Page 2 from 2
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