JIEP)KABHA CJTYKFA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI
rnpoBs. CeiTnnunoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50.
E-mail: dls.ko@dls.gov.ua, Kog €API1IOY 37078774

Mpo AKICTHL BBE3EHOro B YKpaiHy JiKapchbKoro 3aco0y

23.02.2024 Ne 5580/24/10

_________________________________________________________________________ FABICKOH®UOABIMHOL AL
(HaliMeHyBaHHs JiKapchKoro 3aco0y 3riiHo 3 peccTpauiiiuM NOCBIAYEHHAM)
TabJIeTKH JKyBaabHi; o 8 TabeTok y GicTepi; Mo 3 6JicTepu y KAPTOHHIA KOpoOoui
(dbopma BUNYCKY, 03YBAHHA, BHJ ITaKYBaHHA JI1KApChKOro 3acody)

Howmep peecrpauiitnoro noceizuenns UA/13353/01/01 crpoxk xii peecrpauiitnoro moceiguenns 01.01.2099
Cepisa nikapceskoro 3acoby Ne AEX364 KinbkicTb BBe3eHOTrO Nikapcbkoro 3acoby 88704

BupoGuuk ~Pexxirr Beukizep Xenckep (FOKeii) Jlimiten, Benuka Bpuranis

(HaliMeHYBaHHS BUPOOHMKA NIKAPCHKOTO 3ac00y, KpaiHa [MOXOIKEHHA)

BeeseHo B YkpaiHy Tosapucrso 3 o0MexkeHo¥0 BizmoBigaabHicTIo '"PexkirT beHkizep

~ Xaycexona Enx Xenc Kep Ykpaina', izenr. koa: 33696041

(HalimMenyBaHHsa Ta kof 3a €JIPTIOY ropuanusol ocodu abo npizeuiie, iM'a, 110 6aTbkoB1 (pi3UUHOI
0cobu - mignpueMId, il Micle NPOXKHUBAHHS Ta PEECTpalliiHUi HoMep 00IKOBOT KapTKH IIaTHUKA
nojatkiB abo cepis Ta HOMep racnopTa)

Hporokoa Bisyansnoro xonrpoaio eix 22.02.2024 N 0088/4.
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HOMEP PEECTPALLITHOT'O NOCBIAYEHHS:

IStrength / Potency: / Cuna gif / AKTHBHICTD:

[Package size and type / Po3sip T2 Ti naKopania

[KOHT]

Frm / d)dpﬁsa:

|Surface impression / Tucnennn:

Coloixr ” Konip |

{Identification / InenTndirkauin
jCalcium / Kaabuiii:

;Sodium hydrogen carbonate content
[KinbkicHe Bi3sHauenHs garpito rigpoxapbounary

SKU 3000737
OA VERSION - ' UALITY CERT-I.FICATE ICEPTP[(DIKAT HKOCT

' CERTIFICATE/CEPTUPIKAT
ASBA NPOAYKIUN:  |Fasickon® Honsifisol il ~ Ne 1 ..

{Country of manufacturing / Kpalna-supobHuk Umted Kingdom Benua m'am

CERTIFICATE REGISTRATION NUMBER: JuA/l

1Sodium alginate 250 m ! Hartpito ansrinar 250 wr.
Sodium hydrogen carbonate 106,5 mg / Harpito riapokap6onat 106,5 Mr.
| - ~__JCalcium carbonate 187,5 mg / KansLito xapbouar 187,53 mr.
Dosage form / Jlixapcsxa gopma |Chewable tablet / TaGnetku xypamsi -
Ne24 (8 x 3) in blisters / Ne24 (8 x 3) ¥y ﬁmcrepax

BATCH NUMBER / HOMEP CEPII: [AEX364 [DATE OF MANUFACTURE: / IATA BIIPOBHIII.ITBA - 1112023

' DAY MIHY
(*BATCH SIZE / *PO3MIP CEPII: m f";:’:;:h‘:{% CP':['; JATA 3AKIHYEHHS TEP - » ,2 025

JResponsible for manufacture of the product,

[Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HU8 7D8, United
Kingdom

packing, quality control and release /
Bignosinanbhuil 3a pupobHsnTeoe, NaxKyBaHHs,
0Jib auoc*n TA BHNYCK cepii:

LIMITS
HOPMH

TESTS
NOKA3HIIKI

Be-laycrcd tablet ; ﬂ,aomapena Taﬁne‘rna

[Circular. flat with bevelled edges/ Kpyraa, nnocka 3i
CKOILUCHHMI KPasMH

ap'e lopla TABNCTKN?

1Obverse; GDA 250 (Jivuwosa cropona: GDA 250
IR everse: Sword and circle /3s0poTHa cTOpOHA: MeY | KOO

Obverse: Pink, slightly mottledJTuttbosa: Poxesa, 3
HEBENMKMMI BKPANICHHAMY |
IReverce: White/ 3sopotua: 6ina

Bianosinac}Biznosinac] Binnosina|

Py ——— — . . s — Complis-*'_mplies:' e
| - i Peppermint ! M’ aTuuit Bianosinac] Bianosinac] Bianosina|

Identification / Inentudikauis

lPositive! § Positive/
Hlosuruatio H{Tosntuako fIIo3nTHBHO

‘ v 4 Positivef Positive? Positive: |
1Shall be positive  To3iuTUBHA
- P HMo3uTHBHO UO?NITIIBHO- nDEHTHBHD
. ‘o e iPositive’ Positive’ Pcsnlwe
1Shall be positive / TloaurueHa st
_ﬂomruauo []oaummm ﬂazuruauo

197 t0 242 mg‘tabs (expressed as dried sodium alginate)
197 - 242 mrétal (v nepepaxyHKy Ha cyXHit HaTpii
JANLTIRAT)

Alginate / Aabrinar: 1Shall be positive  [lo3urusHa

Identification / InesTudikauin
Carbonate / Kap6onar:

[Sodium alginate cnnte_ o
KinbkicHe BH3HAYEHHA HATPIIO ANBLTIHATY { 222mg/tab 1220 mg/tab]

{ 222nmr/1a0 | 220Mr°rab mg!tab

| 229ir:7a6 |

104
mg/tab

96 (0 117 mgtab 1100 mg/tab] 10) mg{tab'

96 - 117 mrirab

| 100uriTabf 101Mr/Ta6 ] 000 b
,, - ,,,." ‘ e y ‘.:I’_”.\?'\.
j“-.j"'f ‘_Ii-_ .F};- ST 1_f.*£‘ ] ‘j“} _‘\xil\ __:JJ
'f:i:'f'::"”.f{f?_'-f.”‘:-,r;'ﬂ.%f-_. f : I \ |
el PAGE 10F2
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{Calcium carbonate content
[Kiasxicue pisnauents xanbatito kapbouaty

_Total carbon dioxide content 124 to 152 mga"tab
Kinbnicne BHIHAYEHHS ABOOKICY BYrjaeuto 124 - 152 MEiTa6

i Water content
1Boaa

{Weight variation
JOaHopianicTs Macn

[Microbial quality/ MikpoGionoriuna uncrora**: rrT——"
Ja) Total bacterial /acrobic microbial count/

IMIKpOOpPrauvi3Mis

16) Total fungalfyeast and mould count

{cepit
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P Reckitt
Benckiser

SKU 3000737

192
mg/tab

169 to 206 mgtab

184 mg/tabj 186 mg/tab

169 - 206 MriTab 1 84:r/1a6 § 186Mr/T80

192mr/7ab

135
mg/tab
135MriTab

131 mg/tab
130mr/tad § 131 Mmrrab

3 % wiw
3 oMM

2% wiw § 3% wiw
2% M/

OLHOPIAHOCTI MACH

062023
Jata OCTaHRLOTO TECTYBAHA: 26 |

Complies’

, _ Complies/ Complies/
Beanossnac

Bi1anoBinac

< 10% cfu'g

| Buanosifa
< 10* KYQir

3aransHa xinskicts Gakrepiit/acpobHux

€

= 107 cfw'g Complies/ [Complies: | -OmPpie
10 KYOIr Bianosinac|Bixnoeinac | BlAnoBIIA

c) Esherechia coli {Absence in g/ Biacythicte 8 | 7 Complies / Bixnosinae

in A

Jpixcokesi Ta niiceneBi rpudu

1Certification statement: / 3asnsa npo ceprudikanio:

lf hercby centify that the above information is authentic and accurate. This batch of product has been manufactured, including_ packaging ¢ labelling and quality

control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registratio
Dossicr. The batch processing, packaging and analysis record were in compliance with GMP,

Liun 5 3acsinuyio, Wo HaseseHa BUILE iHGOPMALiA € A0CTOBIPHOL0 Ta TOMHOW. Llio cepito npoaykuif 6¥n0 BipoBNeHO (BRMIO4AIONI NAKY BANNA / MAPKYBAHIN) Ta
[IPOBCAEHO KONTPONG iT AKOCTI HA BisIe3a3HateHi{l aineuuyi y nossiil sianosignoct: 3 sumoraMit GMP, scraHoBnesnnMM MICUEBHM PEryIATOPHIM OPranoM, a
TaKoK BIANOBIANO RO creundikadili, wo MIcTATLEA Y peecTpauifisomy aocke. [IpoTOKON BIPOSHIIITRA, NaKyBAHIA T2 AHANIIR OYN0 NEperianyTo T2
BCTAHOBNEHD BIAtOBIAHICTE GMP,

Comments /KonenTapi:

** [ivery batch for 10 production batches and every 6. monts thereafter'ret nposoanteca Ha kOXHIN [0 cepil i kokni 6 MicALIB,
* The batch size is indicated as cases quantity per manufactured batch One case has 72 consumer packs/ Poasp cepii 3a3Haucto AK KifibKicth kopo6is BispodneHo
cepit. OuiH KOPOD MICTITE 72 CROXKIIBYIIN YITAKOBOK.

Name and position/title of person authorizing the batch release /
Ipizsstue va nocana/spaHHa 0co6l, AKA BHAATA N038IT HA BHAYCK

Date of signature /|

Signature / ITianuc AaTa nizmicanHa;
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