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COA VERSION 19 UALITY CERTIFICAT DIKAT AKOCTI
i P 3 CERTIFICATE/CEFTHOIKAT
HA3BA NMPOAYKIE:  [Casickon® opre m*wria cycnensia Ng
[Country of manufacturing / KpaTha-supobunx JUnited Kingdom Benua Bpuranis
CERTIFICATE REGISTRATION NUMBER: UA/6R65/01/0]
HOMEP PEECTPAIIIHHOIO NOCBIAYEHHA: [UA/6865/01/01

Strength / Potency: / Cuns ail/ AxTnsnicre:

Dosage forny / Jlikapenka dopms

Oral suspension / Cycnet-nm opansHa

Sodmm algmate 500 mgl 5ml/ Hamuo anbrma-r 500 Mrf 5 MA

|Peckage size and type / Posmip Ta Tun naxonasis

10 mi No20 in sachets / no 10 sn Ne20 y cawe

3 DATE OF MANUFACTURE: / JIATA
BATCH NUMBER/ HOMEP CEPII: |AGM043 BUPOBHILITBA: 07/2024
: EXPIRY DATE/ JIATA 3AKIHUEHHS TEPMIHY
*BATCH S1ZE / *PO3MIP CEPII: 2287 NPIATHOCTY: 01/21)26
Responsible for manufacture of the preduct, Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HUS 7DS, United
packing, quality control and release / Kingdom .
Blamoninansunil 18 Bupobunureo, nakysanns, Pekxitr Benkizep Xenckep {IOKeit) Jlimiten, flesicom Jleitn, Xann, HUS 708, Benuka
KOHTPONL AKOCT] T4 BUNYCK cepil: bpHTaHin
Manufacturing License/ Jliucuiin na pnpoGunarse:  JMIA 63
RESULTS OF ANALYSIS
TE;'S ) LIMITS PENIBTATIL AHATIME
NOKATIBHKI HOPMHI 1087506¢

Form / 3oeximnill Byrnsn

Viscous suspension / B a3xa cycneisin

Complies/ Bionosinac

Positive f Mosurneso

Coleur / Koaip IOff-whneg Mafke Gina Complies! Binnonizac
Odonr / 3anax IPeppumint{ M gruuh Complies/ Bianosiac
Alginate / ansrinaty

Positivef Mosmneuo

potassium / kanito

Positive / Flosurnsuo

Positive/ Moantisno

Jpreservatives / konceppanvin

IPositive # Mosurmsto

Positive/ Monmueno

Assay Sodium alginate /

1.86 - 9.68 % wiv expressed as dried sodium

Cepeauill 06’cm nanoBHenun camme ***

Kinbwicne sisuavenis atpito aaurinary alginate £ _ _ :;:.,?z;;ﬁ
7.86 - 9.68 % a1/06 B nepepaxyHKY ba cyxuil

Assay carbon dioxide / 1.60 - 1.95 % wiv / 1 84%wiv
Kinsrcicne suinavenus Blokcuny yraeus 1.60 - 1.95 % s/of 1.54% w/od
Methylparahydroxybenzoate/ (.36 - 0.44 9% wiv /o6 039w D.39% wiob
Propilparahydroxybenzoate/ 0.048 - 0.66 % wiv /sifob 0.05%wiv 0.054% wiob

H 75- 85 7,9
Calcium content (as calclum carbonate) 1.Bto 2.2 % wiv 2.0%iiv
Kaabuif (y secasni wansuiso kapGonary) 1.8 - 2.2 % wi/o6 20% %06
Sachets fill vol I

= vonme 10 mi£0,5 ml/ 10 mn £ 0,5 s 10,1

Microbial contamination / MixpoGionoriuna yucro
Total bacterial count / 3aransua xinsicts Gaxrepin

Total fungal count / 3aranuuta kinuxicts rpubkie

Escherichia Coli ¥ Escherichia Coli

not more 3.7 log CFU/m / e Ginswe 3.7 1g
KYO/ mn
not mere 2.7 tog CFU/ml / ne Ginwwe 2.7 Ig
KYO! ma

Absent in | ml/Mae 6yTn siacyrin b | Ma

Complies! Bianorinar

Complies! Binnoninae

Comphtsl anon ina¢

Cop6ir/ Sorbitol**

Absent/ mae Sy Bincymirin

Reckitt Benckiser
Web www.reckittbenckiser.cam
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Ceﬁlﬁcaﬁon statement: / 3anna npo ceprundicaniio; - i

I hereby certify that the above information is authentic and accurate, Thiis batch of product has been manufactured_ ¥ricluding packaging / labelling and quality
controt at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the

Registration Dossicr, The batch processing, packaging and analysis record were in compliance with GMP; _
Linst # 3acBiavy0. wio nase:ena site indopyaiiin ¢ gocTosiproio Ta Touromw, Lo €epito npoxyKuii Syno s:ipobnicHo (BK:NOYRICUST MAKYBAINIS / MADKY BAIE) T \
NIpoBeIeNO koHTpos W AkocTi 1a anuesasnavenil atnsimd ¥ nosuin siznosiamocti 1 ensoras GMP, scranosaceams MiCLERIN PEryIRTOpHIM opFanos.a’ |
Taxow sianosimo a0 cneundixadin, wo sicraruea y peectpauifinosy’ aocse, TIpotokoal BHPOSHILTSA, 1AKYSANIA Ta ANRIIsiE 6y110 nepernakyTo T4

_jecTatonrneto pinnostanlers GMP, . — L J
Comments [Komenrapi: _

* The batch size is indicated as cases quantity per manufactured batch. One case has |2 consumer packs. _

 Posmip cepii 3amaaepo ax kinskicrs ropodis sipoBnettoi cepil, Omin kopoS mictae E2 cnossunx yriakoso. ) ] i
[2* The first five series of products are monitored in tasc of a changing the of sodTism alginate supplic / KonTpomowoTuca nepuwi ' ath cepifi nponyity y sunamy |
1thin HocToRaTBINIKA ALY ATy HATPIIO

*%%in process COMONKOHTPONIOETLCA B Npouece eipoBunurea

Name and position/title of person authoriziug the batch release / )
Flpiasiwe Ta nocaga/zeauns ocoln, AKa BuAANS a03slin Ha BUHAYCK ('\iig\namre! Mianue Date of signature

m.i. ) Aata nizancannn:

36l ¢ M 260y J

Reckitt Benckiser
Webh:www.reckittbenckiser.com
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AEPKABHA CJIYXKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKIN OBJIACTI

npoe. CeiTnrunoi Hapnil, 3, M.Kuig, 02099, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €PIIOY 37078774

BUCHOBOK
PO SIKiCTh BBE3¢HOI0 B YKpaiHy JiKapcbKoro sacody

05.09.2024 Ne 43181/24/10

I'ABICKOH® ®OPTE M'SITHA CYCIIEH3ISA

(naliMeHyBaHHA JKapCHKOTO 3ac00Y 3rilHO 3 peecTpauiifHuM NOCBiYEHHAM)
cycnensis opaasHa; no 10 ma y came; mo 20 came B KapToHHiil Kopobui

(tdopma BHIyCKY, 103YBAaHHS, BUA NAKYBAHHA JIKAPCHKOT0 3ac06y)
Howmep peectpauiiitioro nocsiguenns UA/6865/01/01 crpox nii peecrpaniiinoro moceiguenss 01.01.2099
Cepis nikapcekoro 3aco6y Ne AGM043 KinexicTs BBe3enoro mikapcskoro 3acofy 3240

BupoGHuk Pexkitr benkizep Xenckep (FOKeit) Jlimiten, Benuka BpuTanis
(maiiMenyRaHHA BHPOGHHKA JIKAPCEKOTO 32c00y, KpaiHa MOXOAKEHHS)

Beezeno B Ykpainy ToBapucreo 3 o6mMexenoro Binnosinansuictio ""Pekkirr Benkizep
Xaycxoan Exa Xenc Kep Ykpaina", inenr. xon: 33696041

(uaiivenysanns Ta xoa 3a €JIPIIOY opunwanoi ocobu a6o npizeuime, iM'a, o 6atekoBi

disuranol ocobH - mignpuemiy, i Micue npoxuUBanng Ta peecTpaniinuil HoMep 06MiKOROT
KapTKH [UTATHHKA NoJaTkiB aGo cepis T2 HoMep macmopra)

Mpotoxon BisyansHoro kourpoemo sin 29.08.2024 N» 2563/10.

3a pesynsTaTaMH [EpHKABHOTO KOHTPOJIO BCTAHOBJIEHO, IO Nikapcekmil 3aci6 BBezeno B VYkpaimy 3
AOTPHMAHHSAM BuMOr 3aKOHONABCTBA OO 3a6e3NeueHHa AKOCTI IIKApCHKHX 3aco0iB.

//g : @;’/ Bixtop CTE®KIBCHKUIA

S ——— Ehtiey o i 3
{manucj™ (iRintiasnK Ta npizpuimie)
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QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

NAME OF PRODUCT:  1Gaviscon® Forte Peppermint Suspension CERTIFICATE/ICEPTHOIKAT
HA3BA NPOOYKIUL:  |Fasicxon® ®opre a’atna cycnemls Na 3

Country of manufacturing / Kpaina-upoBunk

United Kingdom Bemuka Epuranin

CERTIFICATE REGISTRATION NUMBER:

UA/6865/01/01

HOMEP PEECTPAUIHAHOIO NOCBLIYEHHS:

UA/6865/01/01

Strength / Poteney: / Citna gif / AxTisinieTs:

Sodium alginate 500 mg/ 5ml / Hatpito ansrinar 500 mrv S mn
Potassium bicarbonate 100 mg/ 5 ml / Kanito GixepBoraty 100 M1/ 5 s,

Dosage form/ Jlikapenka dopna

Oral suspension / Cycnersis apaneia

Packape size and type / Posmip Ta T5in makesanys

10 ml M2 in sachets / no 10 ma Ne20 y cate

BATCH NUMBER / HOMEP CEPIl: |AGTS35

DATE OF MANUFACTURE: / TATA
BHPOSHHLUTBA:

10/2024

*BATCH SIZE / *PO3MIP CEPII; 2409

EXPIRY DATE { BATA 3AKIHYEHHA TEPMIHY
IIPBIATHOCTI:

10/2026

Responsible for manufacture of the produet,
packing, quallty control and release /
Blanosinansnisit an snpomintee, nakyeaung,

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HUB 7DS, United Kingdom

PexkirT Benxizep Xencrep (HOKeit) Jlimiren, JencoM J-lci‘m. XKann, HUE 7DS, Bennxa

KOHTpONL AKOCT] T2 nutnyck cepli: Bprasin
Manufacturlng License/ Mluensin ua supobunuzeo;  [MIA 63
T T RESIFLTS OF ANALYSIS
i MITS
PEIAILTATILARANIE
NOKXA3HIKN HOPMH
10083899
. ; 0
Farm / Zonniuruii eurang Viscous suspension / B's3ka cyenensis Complics/ Biamoninac
Colour / Konip Off-white / maitike Bina Complics: Bianosmac
Odour / 3anax Peppermint / M *stanii

Compliess Binnosinac

Identification / Inenmisdixeuia

Alginate / ansrinaty

Positive / [ToatTnsito

Positives Tlomniane

Iputnssluml Kadtito

Positive / [Toautieno

Positivef foamisie

*presen‘ath‘es / xoncepeanuTin

Positive / Toasrcusio

Pasitive/ Momieno

Assay Sodium alginate /
Kinexlene nusnauenna natpito anerinary

7.86 « 9.68 % wiv expressed as dried sogium alginate /
7.86 - 9.68 % mfab B nepepaxynky Ha cyxift Harpiii
Januvrinar

8.68%uw/v 86845 a1/05

Assay carbon dioxide /
Kiabrlcne snanavenns nioxenay pvrnewg

1.60- 195 Yawfv/
1.60 - 1.95 % m/oB

L70%w v | 70%c st ofy

Methylparahydroxybenzoate!
Metuanoparigposcnbenszonr

0.36 - 0.44 % wiv fsifab

0.40% v 0.40% ales

Propifparahydroxybenzoate!

Kamsulii {y surnsgl kansuio kapGonsry)

1.8 - 2.2 % /o6

n 0,048 - 0.066 % wiv f11/06 0.060%wA 0,060% m'eb
oninnaparigpoxkenGenzoar

pH_ 75— 85 79
Calcium cantent (as calcium carbonate) 1.8102.3 % wiv

2.0%%wiv 2,00 n'ob

Sachets il velume /

Cepenniit 06’cM nanoBenits come ***

10ml£0,5 m) /10 Ma£ 0,5 nn

10.0ml10.0{mA)

Total bacterial count f 3aranskn kimkicta Garrepil
Total fungal count / 3arartua kinskicts rpuBkis

Escherichia Coli / Escherichia Coli

Microbial contamination / Mikpotionoriuma uncrora:

not wore 3.7 log CFUAnE / 1e Gimbwe 3.7 1g KYO'l M

Complics/ Binnoaiaa¢

not more 2.7 Jog CFUAul 7 ne Sinsie 2 7 1g KYO'l mn

Complies- Biznostnac

Absent tn | mbMae Byt pigeyran s | Ma

Complics/ Bianosinac

/o @ L

Cop6ir / Sorbitol** Absent! mat Gyt Bineyrriae Complies/ Bizinosinac
Reckitt Bencklser PAGE 1 0F 2
Web:www.reckittbanckiser.com 30/12/2024 06:44
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Certification statement: / 3nasa npo cepridikauio:

[ hereby certify that the above informaticn is authentic and accurate, This batch of product has been manufactured, including packaging / lebelling and quality control
at the above mentioned sile(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Ragisiration Dossier,
The batch processing, packaging and analysis record were in compliance with GMP.

Ll 2 3acsinyyro, o HaoeacHa Bitue indiopatauia € nocTosipHo Ta Tounato. Lo cepiio ipoayknil Syno sitpobreito {BKAGNIIONIE TAKYBAUNA * MAPKYRAHHA) TA
nponcacho keiTpont il AkocTE #a prwedatHaycHiil Alneniui ¥ nopsiit pianosiniocti 3 srvorasnt GMP. acTanoBREIHA MICUEDIM DErYAATORIMM OPIAKOM, & TAKOK
nianosinuo no cneunigixadili, o sictatbea y pecetpauifinesty nocee. Tipotokonn enpaGs1ursa, nakysauts 1a auanizie Gyno NEperMANYTO T8 ACTAORNERD
signosianicts GMP.

Comments /Koaenrapi:
* The batch size is indicated as cases quantily per manufactured batch, One case has | 2 consumer packs.

* Posuip cepii saamaueno ax kinkxicth KopoGik aipoSnenoi cepii, Omim xopol MicTHTh 12 CnOXUBLIX yTaKOROK.

** The first five series of products are monitored in ense of a changing the of sodium alginate supplie ¢ Kontpomototees nepui i'sty cepilt nposyxty y sunaaxy
1MiIlE TOCTAYANBIIIKA ANBIIHATY HATpilO

**4+ {n process control/kolTponiacTses B npouecc apaGinmyTaa

Name and positionftitle of person authorizing the batch release /

Date of signature /

[Ipiasmue Ta nocans/3Banus ocob, wxa suEans 003BlA Ha BUIYEK Signature / Hinnne
Hara nigmteannss
cepli
SDSUZASIIE, MOCRE. |, &P W 30 DNoe AR Y.
Reckitt Benckiser PAGE 2 OF 2

Web:www.reckittbenckiser.com 30/12/2024 06:44
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NEPKABHA CJYIKBA 3 JUKAPCBKHMX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KUIBCBKIM OBJIACTI

npos. Ceitrunol Hanif, 3, M.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

B CHOBOK
Ipo SIKICTL BBE3EHOr0 B YKpaiHy JikapcbKoro 3acofy

09.01.2025 Ne 66832/25/10

T'ABICKOH® ©®OPTE M'SITHA CYCIIEH3I51

(ualisenysanna NikapebKoro 3aco0y 3rigHo 3 peecTpaifiuuM noCBiNYEHHAM)
Cycnensist opanena mo 10 ma y came; mo 20 came s kaprorHiii kKopoSui
(thopma BHITYCXy, IO3YBAHHS, BU/ IAKYRAHHS JlikaperKoro 3acofy)

Howmep peecrpautiinoro nocsiguerms UA/6865/01/01 crpox nif peectpauiiinoro nocsiggensa 01,01.2099
Cepin nixapcexoro aaco6y Ne AGTS535 KinbkicTs BrezeHoro nikapeskoro 3acofy 2160

BupoGuuk Pexxirr Benxizep Xenckep (0Keit) Jlimires, Benuka Bpuranis
(naitmenysanun BHpoBHUKA Nikapeskore 3acoby, kpaita NoXORMKEHHA)

Baeseno B Ykpainy Toeapnerso 3 obmesxeHolo sixnosigansuicTio "Pexxirt Benkizep
Xaycxonn Ena Xenc Kep Yxpaina', inenr. xoa: 33696041

(naitmertynanna Ta kox 32 €JIPTIOY roprvmuol ocobu aGo npizenine, in'a, no Gatekosi (iznyHoT
ocolH - mianpreM, 1l Micle ApoXHBAHHA Ta peecTpauiinuii HoMep oBNIKOROT KAPTKH NAATHMKA
nopatkis abo cepixt ra HoMep nacnopra)

Ipotoxon Bisyansuore xonrposioe sig 09.01.2025 N 3996/12.

3a  peaynbTataMu  AepKABHOTO KOHTPONIO BCTAHOBNEHO, [0 niKapchkWii 3acib  BBe3eHo e YxpaiHy 3
AOTPHMAHHSIM BAMOT 3aKOHOAABCTBA IoHE 3abe3neteHHs AKOCTI nikapcpKux 3acobis.

/é : @2;/ Bixtop CTE®KIBCHKHA

. Z RN )
g nianuef” (inidians ta npissrule)
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AEPIKABHA CJIVIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIM OBJIACTI

mpos. CriTmurol Hapil, 3, M.Kuis, 02099, Ten/thaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.us, Kox €APIIOV 37078774

BHCHOBOK
Npo AKicTh BBE3eHOro B YKpainy JikapcsKoro 3acofy

14,02.2025 Ne 5087/25/1011

TABICKOH® ®OPTE M'AITHA CYCIIEH3IA

(nadimersysanun nixopcpkora 3acoBy arifmo 3 peecTpamifiom nocpinIeHHIM)
tycnensist opanbna; no 10 My came; mo 20 eawe B kapronuiit kopobui

{bopma RiTycKy, NOIYBARIR, BH HAKYBAHIV AiKAPCEKOTD 32C06Y)
Homep peectpaniitrioro noceinuenns UA/6865/01/01 crpox aif peectpauittnoro nocizuenys 01.01,2099
Cepix nikapcsroro aacoby Ne AGTS35 Kinekicts ssesenoro mixapesxoro zacofy 4320

Bupobik Pexxitt Benxisep Xenckep (FOKeis) Jlimiten, Bemuxa Bpnranin

(natimerysasn BRpOGHIKa Nikapcskoro 3zcofy, kpaiua NOXOMKEHHA)

Bzeaero B Yxpaiky Tosapucrso 3 o6mexenomn BignosiganouicTIo "PekkiTT Benxizep
Xaycxonn Enp Xenc Kep Yipaina", igenr. kon: 33696041

{neifMenyBaann Ta kon 32 €JIPTIOY sopupianoi ocoby abo npizerme, im', no Garsxosi disymuoi
ocofi - ninnpiemuy, ¥ Micne TPoXIELNHA Ta peccTpaniiimit HoMep ofnikoBol XapTKH WIATHAKA
nogarkis £6o cepif Ta HoMep nacopTa)

Hpotokoen sizyaasHore koxTpomo sin 10.02.2025 M 0358/4.

32 pesynbTaTAMM [EPHABHOTO KOMIDOMIC BCTAHOBCHO, IO mixapcrxul  3aci6 mRezcHo 8 Vipainy 3
ROTPMMAHHSM B1MOr 32KOHORASCTEA WOKC 3a6eane e AKOCT tKapeEKuX 3aco6ip,

%‘/ - Onsra EPROMEHKO

ininnuu) {nidlann To nphisnurg)
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