JAEPXKABHA CJIYIKFA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH Y KHIBCHKIM OBJIACTI

npoB. Ceitmmunol Haxnil, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €EAPITIOY 37078774

BHCHOBOK
npo fiKicTH BBe3eHOTo B YKpaiHy Jikapcbkoro 3acoby

19.02.2024 Ne 5230/24/10

T'ABICKOH® M'JITHA CYCHEH3IS

(naiiMenysangs nixapenkoro 3acofy 3riano 3 peecrpaniiinuM nocsixaeHAM)
cycnensist opaanua; no 150 ma y daaxkoui

{popma BumycKy, R03yBaHHA, BAI NAKYBAHHA JliKapchkoro 3acoly)
Homep peectpauitroro mocsimuenns UA/6865/01/02 crpox aif peectpaniftnoro nocsimuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne AEY S48 Kinexicts Baeseqoro nikapcskoro sacoty 24192

Bupo6unk Pekkitt Benkizep Xenckep (10keii) Jlimiten, Bennka Bpuranis

(nafimenyBanus BupoGHuka nixapeskoro 3acofy, kpatka MOXOAKEHHA)

Baeseno B Vkpainy Tosapucrso 3 o6mexcenoro Bianosinanbnicrio "PexkirT Benkizep
Xaycxoan Eng Xeac Kep Ykpaina", inenr. xon: 33696041

(nafiMerrypannn 1a xon 3a €/IPTIOY topuauanoi ocobu abo mpiseuine, iM'a, no Gatskosi dizmnol
oco6u - ninnpreMis, T Mictle RPOXKHBARHA Ta peecTpauifinuit Homep o6aikosol kapTxn nnaTHmKa
nopatkis afo cepis Ta HoMep nacnopTa) .

Tporokon Bisyaasuore konrpomo sin 15.02.2024 N 0056/5.

33 pesynbTaTaMH JCPHABHOTO KOHTPOMIO BCTAHOBJIEHO, INO JiKapchkuit 3aci6  BBE3eHO B Vkpainy 3
AOTPUMAHHSIM suMOr 3aKOHONABCTEA LIOAC 3a6e3neyenHa AKOCT JixapcLKux 3acobis.
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~|COAVERSION

_INAME OF PRODUCT: . |Gaviscan® Peppermint

Suspenﬂlon*’”-“-' .

HA3BA NMPOAYVKIIL:

T'anlcxon® m'sTHA cycnensin

NQ

2

Countrx of mlnufaduringl Kpalna-supobunx .

JUnited Kingdom Benna Bpmmu

CERTIFICATE REGISTRATION NUMBER:

UA/6865/01202

-JHOMEP PEECTPALIIAHOrO NOCBIAYEHHS:

fUA/6865/0102 -

Stréength / Potency: / Cuaa all / AxrrisnicTs: -

Sodium alginate 250 mg/ Smi/ Hatpho ansrinar 250 Mo/ 5 am,
Sodivm bicarbonate 133.5 mg/ 5 ml / Hatpilo GixapGonary 133.5 mr/ Smn,
Calcium carbonate 80 mg 7 5 ml / Kansulio xapGouar 80 mr/ 5 mn

Dossge form / Jlikapchra dopma .

Oral suspension / Cyenexin opansua

Packlgslze and type / Poamip Y& THn naxonannn

150 m1 bottles Nel /o 150 mn y dnaxonax Nel

BATCH NUMBER/HOMEP CEPI: |AEY548 |DATE OF MANUFACTURE: / IATA BHPOBHILITBA: 1272023
*BATCH SIZE / *PO3MIP CEPII: 3560 frnmarnocr T AKIHEHHATEPMIND 1212028

Responsible for manufacture of the product,
packing, quality control and release /
Binnmosinanuunh 3a supoSuuurso, NaKyBaAHHS,

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HU8 7DS, United Kingdom

Pexkitt Benxlaep Xenckep (IOKeH) Jlimiren, fenconm Jleftn, Xann, HUS "7T)S. Benkxa

KOHTPONS KXOCT] TR BHNYCK cepil: Bpurauin
Manufactaring License/ Jluensia na snpobunurno:  {MIA 63
TESTS LIMITS RESULTS OF ANALYSIS
NMOKA3HIKIL HOPMIL rmmm«m’ummn

Form / 3osniwniit surana

Viscous suspension / B'a3ka cycneis

Complies/ Birnosinac

Colour / Koaip Opaque off-white to cream £ i
Henpo3opa sizt Mafxe Biloro 20 KPEMOBOrD KOMLOPY Complies/ Binfiopinae
Odour / 3anax Peppermint / M’ sThufi

Complics/ Bignosinac

Identification / IneTndixanin

of alginate*¥ / aanrinaty**

Shall be positive / Mae 6yt nosurusuo

Positive/ [Tossmusno

of preservatives / koncepsasnrin:

Shall be positive / Mae Gytd noutusto

Positive/ Moxmuano

Sodium alginate/

3.93 - 4,84 % w/v expressed as dried sodium alginate

ISR Reckitt Banckiser

Harplwo ansrinsry 3.93 - 4.84 % n/of 3 nepepaxyrky na cyxuit HaTpiRt : ;’:%% ‘;’N
S0% mlob
ansrinar
Total carbon dloxide / 19-23% wiv 21 K wiv
3aransna kinskicrs nsooxicy syraeso 1.9 - 2.3 % /o6 2.1% wich
Sodlum bicarhonste / 24294 % wlv 270 %wiv
Harplio rinpoxapSonar 2.4 -2.94 % mloS 2.70% /o8
Calcium carbonste / 1.44 - 1.76 % wiv/ 1.66% wiv
Kaasulo kapbonat 1.44 - 1.76 % m/o6 1,66% Mio6
|Metbyl parshydroxybenzoate/ 0.36 - 0.44 % wiv/ 040 % wiv
Metuanaparizpoxeubensont 0.36 « 0.44 % M/o6 0.40% wos
Propyl parahydroxybenzoate (23595-TM EU)/ .
MponLansparlapoxcbensoar 0,054 - 0.066% w/v/ 0.060 % wiv
0.054 - 0.066% m/o6 0.060% n/o5
ku value / pH (23596-TM EU) 7,0- 8,5 2919
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S “<Last tested:
. e [laT OCTAISORD
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Saraassna slnskicts Gamf)in: .

Total fungal count
Iaranea xinsxicrs rpubsis:.

Escherichia coll / Escherichia coli:

ne Ginniue fO’ KYOhin

|not more 10! cfvmt
e Ginsme 10" KYOhan .

Absent in | ml
< [Mac Gy sincytus » I mn

12,2083

A e e brem s b Bl

Compflcs) Binﬂbn!mc
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Complies/ Bianozinae

Complies! Bianosigse

sinnosiasicts GMP.

—

Certification statement: / 3ansa npo ceprndixaniio:
1 hereby centify that the sbove information is avthentlc and accurate. This batch of product has been manufactured, Including packaging / Jabelling and quality cbntrol
Lat the abave mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registmtion Dossler.
The batch processing, packaging and analysis record were'in compliance with GMP.
1w n 3ncainuyio, tito uaneaena Mie iHGOpuauia € RocToBIpHO T8 TowOW. Lk ceplio npoayxull 6yno snpolieto (BKMIOUSIOUI NAKYBSHHK / MapXyBaLHA) Ta
nposescito xouTpans 1¥ AKOCT] e snue3adnavesin nimssind y noeuin sianoalanoctl 3 sunoras GMP, SCTAHOBRCHINGIS MICUCRIN PErYAATOPHHA OPTEHOM, & TAXOX
winsosiano 1o cnemdlradin, mo micTatses y peccrpanifinosy aocse, Nporokon stpoSKitutes, RAKyRaRHS Ta ananizia SyAo nepecnamyTo Ta sCTaHORACHO

Comments /Komewrapi:

cepil. Ot xopol Micnims 12 crioaciBkite ynaxosoK.
*¢ To be tested on & monitoring basis, 1 batch per week

1 Kowrpomorats auliproso § cepiro » senimo.

* The batch size is indicated as cases quantity per manufactured batch. One case has 12 consumer packs. / Poauip cepil 3xmnadeno s kinkxicts kopoSia mitpofinesot

Name and position/titie of person authorizing the batch release Date of signature/
Mplasuute TA nocana/sBannA ocoGit, AKA BHASAA 10381 HA BINYCK Signature / Tlianue ate of signature/
ceplt Aata nlpnucanns:
Davie Wapve  ° 13 leil 2624
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