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COA VERSION]| 19 | IALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT:  [Gaviscon® Double Action CERTIFICATE/CEPTIIMIKAT
HAIBA APOIVKLUE: Ianicxon® IToasintuel oif Ne 2

Country of facturing / Kpah poliunk United Kingdom  Beauxa Epirania

CERTIFICATE REGISTRATION NUMBER:

UA-13193 01 01

HOMEP PECCTPALITHOIO IIOCBINYEHHA:

UA’13393.01.01

Strength ! Potency: / Couna if/ AsTieanicTn:

Sodsm alginate 500 mp10 ml # Harpio ansresar 500 wmr- 10 sn

Calcium carbonale 325 mg 10 ml 7 Kamuiio xapSouar 325 arrv 10 i

Sadunn bicarbonate 213 my# 10 ml: Harpito rinposapGionar 213 ur+10 an

Dosage form / Jlixapcesa $opua

Oral suspension 5 Cycnenyin opansiea

Package size aad type / Poamip 12 THn naxamannn

10 ml sachet Me24 S o 10 ma y came Np24

BATCH NUMBER / HOMEP CEPIi:  JAGK 157

DATE OF MANUFACTURE: ' AATA BUIPOENILTEA:

05,204

* BATCH SIZE / * POIMIP CEPIE:

6367

EXPIRY DATE /JATA JAKITHEMIA TEPMINY (IPUAATHOCTL:

0512026

Responsible for manufactore of the praduct, packing,
quality control and release / Binnosiaasimmii 1a
BIPOSHIILTED, MAKYBHHE, KAITPOIE AKOCTS TA BURYCK

cepil:

Reckitt Benckiser Healtheare (LK) Limijted, Dansom Lanc. Hult, HUS 708, United Kingdom

Pesaitr Benizep Xencxep (KOKel) Jlisitea, llencou fenw, Xany, HUS 7DS, Bemua Bpuraia

Uix G A/LOSHJ(/

Manufacturing License/ Jllsensin ua sipoSinuzeo: MIA 63 |
RERCLTS OF RESULTS OF  JATSULTS 0F
ANALYSIS ANALVSES ANALYSIS
TESTS | LIMITS FEWARTATSL  [PEVALTATH [PEIVILTATH
HOEAIHNKN HOPMIL AMATIHE AHAMINE AHAIY
10069722 10069718 10064117
Appearsnce f Onnc (Visual/ Bhvansuo):
Form / 3oenicenidi psirnan: Viscous suspension / Bmka cycentia Culnpllss quzmpl|Fs- Cpmph?;,
J8ianoainac E'—’E‘M Bignosinac
Celour / Konip: Opague, off-whilc o cream-wenpozopa, mia wadiwe Giaors 10 KPEMOBOrY Complies’ C?mpl_lcs‘ C?mpll_cs‘
Bianonisac_ {Binnomiaac §Bianosinac
Odour/ 3anax: eroning F M sty Complies” Complies  1Complies:
P Branosinac__ [Bianesizgac |Bignosizac
[dentilication / Larsrndisauin
Metylparabydrokybenzoate! servanapariaporcnbensoar G Positive! Pasitive/ Positive/
JPropyiparabydrexybenzonte! Hponimnparbapokcisbensoars Shiall be positise < Slonrmana Mewtuene fMowiruswe  |Tlovtusnc
Htentification / Laewmndinawda Positives Positive/ Posi
" osikives
Alginate / aaurinaty Shall be positive /Tlowmsiea Mowmynaso Momrusua | Mosuruano
Hentification / IneuTngiauin Positivel Positive/ Positvel
Carbonate [ wapSomary Shall be posinve ¢ Monsriisma Honitnane [omtnsie  |Montmnno
Identification / Inentisdinania Positive Positiver i
. YPusitive/
Caltium / kasbuin Shall be positive / Mosurizua Notrtuen Nowtuase  {iontnane
Iolt (Ph.Eur 2.2.3. n.11 MK3H) 74 - B2 78 19 8.0
Assay Methyl parshydroxyhenzoate / Kinnsicne 0,16 - 0.44 % 0.35% 0.40% FRTIN
Assay Propyl parshydroxybenzoate / Kispkicie 0,051 - 0.065 % 0.056% 0.058% 4.059%
Assay Sodium alginate / 393 4.84 % (expressed ns dried sodium alginate) ! . N 134,
Rimesitue simmavemns wxvpiro aneriiary 393 - 4.84 % (y nepepaxynxy Ha cyxill HaTpito ansrivar) 3% 360 AT
Assay carbon dieside/ 229-280% 2164 168 2640
‘\L’ll-lu‘lﬂlll.‘ BHinsenna RICKCIAY BYIICU0
Assay Sodium Bicarbonates
) ; _ v
Kinskicie sunmavennn natpieo rizpokapfonaty 152 2.34% 2% 22 1%
Assay Calefum /
Kimexitie sumeuenna xensuito 293 31.58% 1.35% 3.36% 33%
Szchets fill volume/Cepeaniil o8cm anossteing camme
10 miz+ 0,5 ml 0 pn = 0,5 mn 100 mlun 100mbaa | 188mlus
Microbisl contamination / Mipobiotoriana uneroras
(Ph.Eur 2.6.12., 2.6.13) Last tested:
Hata ocTannsoro Tecrysana:
05.2024
Total bacterial caunt(TAMC)' . Conplies jes”
¢ ank < “oinplics Complies
Jaranens kiwscre Gokrepit® (TAMG): * 100 CEUmt 7= HOOKYO sea Binnonizae  |Bianosizac
Total fungal coum® (TYMC): ) Complies [Complies
! coll ! <10 CFU-ml © % 10 KYO mpl P
3acanena kinskicrs rpubis® (TYMC): b Bianopinac  {Bianesinac JBianosisac
Escherielin Colr®s Escherichia Colit Absent m 1 ml ¢ Bigcytae o | un C?mp“f:s' CompIiFS' :
Bianosiaac  |Bipnesizac |Bianoeizae

ég Lo, O .




Certiffcation statement: / 3auwa nipe ceprivinauio:

1 hereby certify that the abeve mfommation is authentic and accurate. This batch of product has been manulaclured. including packaging 7 labelfing and quality control at the above mentioned sitefs} in
fisll comptiance with the GMP requircinents of the local Repulatory Authority and with the specification in the Registeavion Dassicr, The baich peocessinyg. packaging and analysis record were in
’ compliance with GMP.
LEHM X J2CHIZNY Ny, LG HABEICHA BHALE INBOPNALIN ¢ ZOCTOBPHON 14 Fonunomd | 1o cepro fipatysain Gyao mupodacno (Axmousxite Haky BAnH ¢ XAPKY BAIHE) TA NPORSACHIO KORTPS1L b ARDETE HA
BHILCTAIAIENE R JIALHAIE Y HOBHM BYANOBLIHOCT! 3 ANMOFaMN GNP, BCTANORIEH BN MICHEBIM PETVARTOPHINM OPREHOM, 3 TAKOR BANOBIINO A0 Ciyhdixadi. UIo MICTATRCE } PEECTPAINOMY
20t [Tpotexoan enpoduniurea, DKy BANHA T4 AHATE $V10 NEPLRINE FO 14 BTEANGSICHD S1ANAR AT GMP

Comments [KomenTapi:

! The batch size is indicated as cases quartity per inamafactured batch, One case has 12 tonsumer packs.
* Poasiip cepil 321HaEHD AK KLIBKICTS KOpodts pnpoditenor cepin Gl xopoB MIETHTR 12 CROXBENHX ¥ NAKDROK
* Every baich for 20 production batches /Tect npomoantues na kpmeifi 20 ¢epn

Name and position/title of person suthorizing the bateh release /
piteume va nocaxa/1ivsnnn ocoli, RKa sitana aoieia ua sinyek cepil

Date of signature f

Signature f Mlamse Aata lamrcanim

LISA Pugeys 4D mm’ ARy T




