__— CERTIFICAT DE LIBERATION
FPharmatis (Cepmugpuram na evinyck)
ZA Estn°l

F-60190 Estrées-Saint-Denis

Tem. =+ 33 (0)344 91 51 00

Autorisation d’ouverture/Perucrparrionssiii Homep: M 14/372

Certificats/Ne cepruduraros: Ne2019/HPF/FR/250 P_2021+ 2019/HPF/FR/251 P_2021

FABRICATION/IIpou3BoACTBO CONDITIONNEMENT/ ¥nakoska
Désignation du produit Désignation du produit Maanokc
(Haszsanue npooykma) Maanokc (Hazsanue npooyxkma)
Code du produit 401211 Code du produit 405596
(Koo npooyxma) (Koo npooyxma)
Ne de lot PS 22024 Présentation + forme CYCIICH3Hs [UISl IPHEMa
(Homep cepuu) pharmaceutique BHYTpb (TIAaKETHK calle)
(Dopma svinycka + 15mn x 30
Jlexapcmeennas ghopma)
Date de pesée 28/04/2022 Modéle Cycm.
(dama e36ewmsanus) (Dopma svinycka)
Date de fabrication 02.05.2022 Désignation du produit Poccus
(dama npoussoocmea) (Cmpana nasnavenus)
Ne OF 78596 Ne de lot PS 22024
(Ne 3axaza na npouzeo00cmeo) (Homep cepuu)
Date de cloture OF 02/05/2022 Date de péremption 04.2025
(dama 3axpvimus 3axaza va (Cpok 2o0nocmu)
npou3e00Ccmaeo)
Visa /Toxmuce/ Ne OF 78599
(Busa) (Ve 3a0anus Ha ynakosxy)
Date de cloture OF 07.05.2022
(Jama 3axpeimus 3akasa Ha
npoussoo0cmeo)
Visa
(Buza)
M CONFORME [0 NON CONFORME M CONFORME O NON CONFORME
(coomeemcmeyen) (He coomseemcmeyem (coomeemcmeyem) (He coomgemcmeyem
cneyugurkayuu) cneyughuxayuu)
Observations: Date: 16.05.2022 Observations: Date: 16.05.2022
(Pesynomam) (Hama) /Tloonuce/ (Pezynomam) (Hama) /Tloonuce/
Nom et visa responsable Production: Nom et visa responsable Production:
DUO u noonuce pykosooumens npou3800Cmed. DUO u noonuce pykosooumeis npou3600Cmed.

CONTROLE /Omoen konmpons kauecmea

M CONFORME /coomseemcmeyem O NON CONFORME /He coomsemcmagyem
cneyughuxayuu

Observations /Pesynomam:

Date: 24.05.2022

Nom: et visa responsable Production:

w ama) DHUO u noonucy pykogooumenss Omoeia KOHMpoJs Kauecmea.:
LIBERATION DU LOT /Boinyck cepuu
M ACCEPTE /Boinywena [0 REFUSE/3a6paxosana
Fiche d’anomalie n°: 22CS10 065 Quantité: 16 380
22CS10 067 Konuuecmeso:

(Homep omknonenus)

Date: 24/05/2022 Signature, nom et responsable de la libération des lots:

(dama) (lloonuce, DUO omseemcmeenHo20 3a 8bINYCK cepul).
Remarques: /Meuars/: Dr. Geoffrey LACOSTE, Crnienpianuct o odecreyeHuio
(Kommenmapuu) kauectBa JIMJEH3M B RPPS 10102251872

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.

Hacmoswum st noomeepaicoaio, ymo npeocmasientas gvluie uH@Gopmayus aeisemcs noOAUHHOU u mouHou. JJannas cepus npenapama 6blia u32omosnend,
BKNIOUASL YNAKOBKY U KOHMPOIb KAYecmed, Ha YKA3AHHLIX 6blule NI0OWAa0Kax 6 NoIHOM coomeemcmeuu ¢ mpebosanusmu Haonescawetl npouzeoocmeennoi
npaxmuxu (GMP) mecmnozo konmponupylowezo opeana u 6 COOMeemcmsuy co CReyupQuKayusmu, YKa3aHHblMu 6 pecucmpayuoHHOM YOOCMO8epeHuU
CIMPAaHbI-UMNOPMEPA/00Che HA TeKAPCMBEHHOE CPEOCMBO OISl UCCAEOYeMbIX MeOUYUHCKUX uzoenuil. Omuenmvl no u3eomoeienuio, ynakosKke u anaausy ceputl
Ovlu nposepensl U npusHanLl coomeemcmeylowjumu mpedosanuam npasun GMP, 6ce omKxnonenus no kauecmay, ecii maxKogble UMelomcs, ObLau NOTHOCMbIO
paccuedosansvl u 000Openbi.

AQ MO 01 020 (en vigueur)



CEPTUOMKAT AHAJIM3A

[IponykT:

PerjslaMeHT MCIBITAHUM @

®APMATNC (PHARMATIS)
zone Activite Est N1 B.P 20
60190 Estrees Saint Denis

Maanokc 30X15myn VENTE RUSSIE M

CQPF 11 657.06 -

cepum: PS22024
N mccrienoBaHMA:

COBA 04 520.06

144977

Cneuudpmkaumsa: 26-MALORUS-00/2
Kon mpomyxra: 405596 IaTa OPOM3BOACTBA: 2/05/22 CrpaHmnla : 1
CpoK TOOHOCTM: 04 2025 PacrneuaTaHo: 20/05/22

[lokazaTenmu Hopwma PesyneTar
OnucaHue Benasa, wnu noutu ©Oejas, CooTBETCTRBRYyET

HaloMMHamola s MOJIOKO

KUIOKOCTH C 3allaxXOM MATH U

cJlanKyM BKYCOM
[IOOJIMHHOCTbL MaIT'HUA CooTBeTCTBYET CoorBeTCTBYET
[IOONMMHHOCTE AJIOMUHUSI COOTBETCTBYyET CooTBeTCTBYyET
[TOOJIMHHOCTDB CooTBEeTCTBYET CooTBeTCTBYET
MeTuJnaparuipokcmubeHsoaTa
[TOOJIMHHOCTDb CooTBEeTCTBYET CooTBeTCTBYET
nponuianaparugpokcubeHsoaTa
CpenHuit obvem (15 wmi) 14,25 - 15,75 mn 15,03 M
OOHOPOIOHOCTL OOBEMAa CoorBeTCTBYET CooTBeTCTBYyET
PH 7,5 8,3 8,1

KucryoToHenTpanmsayoua s
CIIOCOBHOCTH

Bomopoma mnepoxkcun

He menee 1,75 MBxB/T

He 6Gomee 0,022 ©/100 mu

2,55 MDkB/T

0,013 /100 M

KosiMueCcTBEHHOE OlperelieHne 3,24 3,76 /100 mx 3,54 ©/100 wmn
AJIOMUHMSE TUOPOKCUIA

KosnmyecTBEeHHOE omnpernesyieHne 3,70 - 4,30 /100 mn 4,04 0/100 mx
MarHUS TUOPOKCUIA

KonmyecTBEeHHOE OomnpenesyieHue 90 - 110 Mr/100 mur 96 Mr/100 mi
MEeTUIINaparuIpokcubeHzsoaTa

KosnmMyecTBEeHHOE oOmnpernesyieHue 45 - 55 Mr/100 mi 46 Mr/100 Mx
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

HaTa:

20/05/22

Pykoponmurenrs oTnesa KOHTPOJIA KadecTBa:



NPUJIOKEHUE K CEPTUOUKATY AHAJIM3A

HaunmenoBanue npoaykra: Maajnokc®, cycneH3us 1Jis nepopajbHoro npuema 15 mJl nakeruk (came) x
30 B mauke

GMID: 817495

Howmep cepuu: PS22024

Hara mpousBozctea: 02/05/2022

Tonen mo: 04/2025

A®U (Marausa rugpokcuz, DclluAii dapma Chemin du Vallon du Maire, 13240 Septemes, Les Vallons,
France)

Amomunaus ruapokcua OclluAit @apma Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France
A®U HOoMepa cepmii: 202200128 /202100546

Howmep PV, 3apeructpuposannoro B Poccun: I1 N016126/01

Homep H/I: I N016126/01-231210, u3menenus 1-9

XpaHeHue [Tpu Temneparype, He npeBbimaronieii 25°C

Cpok 3 rona

TOAHOCTH

YnakoBka [To 15 M mpenapaTa MOMEMIAIOT B MAKSTHKH (cailiie) u3 OyMaru/afoMHHAEBOH (obriy,

JIAMUHAPOBAHHOM MOJUITUICHOM.
30 makeTukoB (caie) BMECTe ¢ MHCTPYKIUEH MO MPUMEHCHHIO TTOMEIIAIT B KAPTOHHYIO
MayKy.

MapkupoBka  Ha naxemuke (cauie) Ha pyccKom sA3blKe YKA3bl8arom: TOPrOBOC HAMMEHOBaHHUE TIpenapara
(Maanokc®), nekapcTBeHHYIO (hOpMY, Ha3BaHUE U COICP)KAHNE aKTUBHBIX BEIIIECTB B
onnoM naketuke, KAHTAIITUTHOE CPEJICTBO», «ITPU N3XKXOT'E U BOJISIX B
JKEJIY IKE», o0beM mpemapara B TakeTHKE B MII, « 111 ipuemMa BHYTpPb.», « BCkphIBaTh
3necky, «llepen ymoTpebiieHueM MakeTHK CIAeIyeT TIIATEIbHO Pa3MITh MEXKITY
nanbiamu.», «IIpuaumate 1o 1 maketuky uepe3 1-2 yaca mocie epl ¥ Ha HOYb, WK IIPH
BO3HUKHOBEHHUHM 0oJicH (He OoJiee 6 MAKETUKOB B JICHB).», « XpaHUTh B HEJOCTYITHOM ISt
JIETeH MECTE», YCIIOBUS XPAHCHUS, JIOTOTHUIT KOMIIaHUH (JIATUHCKUM MIpu(TOM), HOMEP
cepuH, TOJICH JI0, TEMaTHYECKHE PUCYHKH. BO3MOXXHO Hamnuue BHYTPEHHUX MU(DPOBBIX
WJIU IITPUXOBBIX MMPOU3BOACTBEHHBIX KOJOB.

Ha xapmonnotii nauxe na pycckom s3vike yKaswlgaion: TOProBoe HaMMEHOBaHUE MpernapaTa
(Maanokc®), nekapcTBeHHYIO (DOpMY, Ha3BaHUE U COICP)KAHNE aKTUBHBIX BEIIIECTB B
OJIHOM NAKETHKE U MepedyeHb BcroMoraTenbHbixX Bemects, «AHTAIIMIHOE
CPEACTBOw, «ITP1 U3XKOTE U BOJIAX B XKEJIYJIKE», 00bem npenapata B MaKeTHKE
B MJI, KOJIMYECTBO TAKETUKOB B Madke, «Jlis mpuema BHyTpb.», «llepex ynorpediennem
MaKeTHK CIIeIyeT TIIATEIbHO Pa3MATh MEKAY NanblamMi.», «[IpuanMaTs mo 1 makeTuky
yepes 1-2 gaca nociie e1bl ¥ Ha HOYb, WJIX TP BOSHUKHOBEHUU OoJieH (He Oonee 6
MaKeTUKOB B JIeHB).», «[lepen mpumeHeHneM BHUMATEIHHO IPOYUTANTE HHCTPYKITHIO. ),
«XpaHUTh B HEAOCTYITHOM JUIA JETEH MECTE.», YCIOBHS XpaHEHUS, YCIOBHUS OTIyCKa,
Ha3BaHWE U CTPaHy (GUPMBI-TIPOU3BOIUTENS, IOTOTHIT KOMIIAHUH (JIATHHCKUAM IIPUDTOM),
HOMEp CepuH, JaTy IPOU3BOJICTBA, TOJIEH 10, IITPUX-KOA, HOMEP PETHCTPANOHHOTO
YAOCTOBEPEHHSI, TEMAaTHYECKUE PUCYHKH, AOITyCKaeTCA HaHECeHNE NHINBUAYaIbHBIX KOJOB
YIaKOBOYHOT'O MaTepHraa.

Ha kapToHHYIO0 ITauKy JOIMyCKAaeTCs HAHECEHHE CTUKEPOB (HaKiIeeK) s oOecIeueHUs
KOHTPOJIS TIEPBOTO BCKPBITHSI.

JIONOJTHUTENFHO MOXET OBbITh HaHeceHa WHQOpMAIWs JUII MOHUTOPHHTA JIBUKCHHUS
JIEKapCTBEHHBIX MPENapaToB OT MPOU3BOJUTENS 10 KOHEYHOTO IOTPEOUTES.

Sl monTBep ka0, UTO MaHHAS CEPHs MPOTECTUPOBAHA IO BCEM IapaMeTpaM, IepeINCICHHBIM B
crienudukanuu HopMatuBHOM JloKyMEHTallMK, 3apETHCTPUPOBAHHON B HacTosIIee BpeMs B Poccuiickoit
denepanym.

Hacrosmum  mmoaTBEpIKIaeTCsi, YTO TApTHS COOTBETCTBYET TPEOOBAaHUSAM pa3lelioB «YTaKOBKa» M
«MapxkupoBka» HopMmaTuBHON HOKYMEHTAIMH, 3apETUCTPUPOBAHHOM B HAacTOsIIee BpeMs B Poccuiickoi
denepanym.

WHIET,
\T-‘E'E b ﬂ;‘_r

&+ ¥

IMoanuce/nara: 24 Mast 2022
Wwms (meuataeivMu 0ykBamu): Geoffrey LACOSTE
HomxuocTs: @apmarieBt, OOecieueHrE KauecTBa



APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Maalox®, suspension for oral administration 15 mL bag (sachet) x 30 per carton
GMID: 817495

Batch number: PS22024

Manufacturing date: 02/05/2022

Expiry date: 04/2025

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: 202200128 / 202100546

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

ND number - ND P N016126/01-231210, variations 1-9

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 Russiar: 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 1-2 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 in 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 - 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 manufacturing company, the company'’s logotype (in Latin letters), the batch
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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: 24t May 2022

Printed Name: Geoffrey LACOSTE

Title: Quality Assurance Pharmacist

Page 2 from 2



»m_— :
harm. CERTIFICAT DE LIBERATION
f g atLs ' (Release Certificate)

ZA Est n®1

F-60190 Estrées-Saint-Denis

Tel & + 33 (0)3 44 91 51 00

Autorisation d’ouverture / Authorisation number N° : M 14/372 ]

Certificats / certificates N° : N°2019/HPF/FR/250_P_2021 + 2019/HPF/FR/251_P_2021

FABRICATION / ifanufacturing CONDITIONNEMENT / Packaging
Désignation du produit RS (s on Désignation du produit ;
(Product name) = (Product name) Tm@& =
Code du produit oS 208 Code du produit s eSS Se
(Product code) o= S (Product code)} .
N° de lot PSS 22029 & Présentation + forme 1 i
(Batch number) b i T | pharmaceutique B de Be Sochetd
Date de pesée : B8 [foy /2022 (Presentation + pharmaceutical
(Weighing date) ! form) 5 \1
Date de fabrication 0. g% 22 Modéle 1 e
(Manufacturing date) (Presentation) - Qu ; E'
N° OF ] R <) Destination du produit :
{Manufécturing order number) 1 rn (Destination) i 2
Date de cléture OF .02 /lost2 N° de lot : ?525202(‘
(Closing date of manufacturing order) . (Batch number)
Visa c e T Date de péremption (O 2020
(Visa) (:fpg)l': date) ; q%s-%.-a i
> (Packaging order number) -
: Date de cloture OF - OFccSlole
(Closing date of packaging order) ‘
Visa i : AL
L L | (Visa)
| CONFORME : 1 NON CONFORME /1. CONFORME [0 NON CONFORME
i (conforin) (Out of specification) (conform) (Out of specification)
. | Observations : o Date : 3&aS /P2 | Observations : — Date &\l a2
(Observation) (Date} r (Observation) k 2 (Date)
Nom et visa responsable Production : LQV&\% Nom et visa responsable Praduction : (@J\\}%
L _[N_ame”and signature Head of Production) P 3 bo < (Name and signature Head‘of Production)
CONTROLE / Quality Control
J CONFORME / conform 1 NON CONFORME /0ut of specification
Observations / Observation © .~ ’
Date : 94,05 Yot Nom et visa responsable Cantrole Qualité 1 €. CHewPs
(Dafe) (Neme and signature Head of Quality Controf) . .y, % s
LIBERATION DU LOT / Batch release
i i ACCEPTE / Roleased A2 i ] 1 REFUSE /Rejected
Fiche d’anomalie n° : 22, (j&) lo oGy °  Quantité: (6 ‘_':}"ﬁi ¢
(Deviation number) Y X (Quantity) -
: T elo1zoee G 6a
N c(?r S L o
Date : | LLL()( IZD’],L n sk Signature, nom et regponsabl w@‘ﬂ?a&icn des lots :
(Date) | (Signature, me a@: E;‘l"’""’“": 2 STy
] 2 . yasUR ¥
Remarques : Lo e
{Comments) -~ RPPS.-
I, -

Je soussigné(e) certifie que les informations reportées ci-dessus sont authentiques et exactes. Ce lot.a éte fabriqué ;=onditionnement, contrdle qualité
et libération. compris) sur le site listé ci-dessus, conformément. aux eurGMP et au dossier d’2M. Les enregistraments des opérations de production,:
conditionnement, contrble qualité et libération ont &té revus et jugés conformes aux eurGM?®, et fensemble des anomalizs, le cas échéant, ont été
_étudiées et jugdes acceptables. ¥ 1
i hereby cerlify that the above information is authentic and accurate. This batch of product has boen manufactured, including packaging and quality
control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the
Marketing Authorisation of the importing country / product specification file for Investigational Medecinal Products. The bafch processing, packaging
_and anelysis.records were reviewed and found fo be in compliance with GMP, and &ll deviations if any have been Investigated and found acceptable.

AQ MO 01 020 (en vigueur)
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jl!!!!? PHARMATTIS

CERTIFICATE OF ANALYGSTIS zone Activite Est N°1 B.P 20
60190 Estrees Saint Denis

Product : MAALOX 30X15ML VENTE RUSSIE Batch number : PS22024
Analysis number : 144977
Testing specification : CQPF 11 657.06 - CQBA 04 520.06
Specification : 26-MALORUS-00/2
Product cocde : 405596 Manufacturing date : 2/05/22 Page 1
Expiry date : 04 2025 Printed : 20/05/22
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 magnesium 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 15,03 ml

Uniformity of volume Complies Conforms

pH 7,5 - 8,3 8,1

Acid neutralizing capacity Not less than 1,75 mEq/g 2,55 mEqg/g

Hydrogen peroxide Not more than 0,022 g/100 ml 0,013 g/100 ml

Assay of aluminium hydroxide as Al203 3,24 - 3,76 g/100 ml 3,54 g/100 ml

Assay of magnesium hydroxide 3,70 - 4,30 g/100 ml 4,04 g/100 ml

Assay of methyl parahydroxybenzoate 90 - 110 mg/100 ml 96 mg/100ml

Assay of propyl parahydroxybenzoate 45 - 55 mg/100 ml 46 mg/100ml

TAMC (Total Aerobic Microbial Count) Not more than 100 CFU/g Not more than 10 CFU/g
TYMC (Total Yeasts and Moulds Count) Not more than 10 CFU/g Not more tham 10 CFU/g
Escherichia coli None /_g None

Comments

becision  : Complies with specificarions T
bace . aojosiz2 Qiality conerol mamager : C . eMeNvoss
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