KPATKA XAPAKTEPHUCTHKA HA ITPOOAYKTA
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HME HA JJEKAPCTBEHHMS HPOJAYKT BG/MAMP - 6 Zy gs”  11-0- N0

-------------------

Ogonanue Ne /

Pk dm
----------------------------------
-------

----------

I'aBuckon [ipo#ito Jleficteue Jlukua Cawera Menta 500 mg72T3 mg/32Smg——— e

NepopajiHa CYCIIeH3Hs B Callle

Gaviscon Double Action Liquid Sachets Peppermint 500 mg/213 mg/325 mg
oral suspension in sachet

KAYECTBEH H KOJTHMECTBEH AHAJIA3

Besko cawe ot 10 ml coaspxka 500 mg Hatpres anruHar (sodium alginate), 213 mg Hatpues
xuaporedkapboHar (sodium hydrogen carbonate) u 325 mg kanuuesn xapGonar (calcium
carbonate).

[ToMOLHH BelllecTBa C H3BECTHO JICHCTBHE:
Bcako cawe cpabpka:

Metun napaxuapokcubensoar (E218) 40 mg
[Tponun napaxuapokcubersoar (E216) 6 mg
[Tponuaenrauxon (E1520) 5,21 mg

Harpult 128mg (oT noMoliHHTE BEUIECTBA, HATPHEB AJITHHAT H HATPHEB XHAPOreHKapboHaT)

3a TbIIHUA CIHCHK Ha NMOMOILHHTE BELIeCTBA, BUXTE ToYKa 6. 1.

JEKAPCTBEHA ©®OPMA

[lepopanna cycneHius B caiue.

[Touty 64na a0 Kpemana CyCHEH3UA ¢ MUPHC H BKYC Ha MEHTA.

KJIAHUYHU JIAHHH

TepaneBTHURE NOKA3AHAN

Jleuenue Ha CHMITTOMH Ha ractpo-e3ogareaneH peyKc, CBhP3aHH C KHCEIHHH, KaTo
HalpAMEp KHCEIHHH B CTOMAaxa, KHCE/HHHA PEryPruTaLlUa i NoLWo XpaHocMunaHe, ocofeHo
CJiel XpaHEHE KIIH MO BpeMe Ha OpeMEeHHOCT.

[lponyKkTsT € NnpeaHazHayeH 3a Bb3pacTHH K Aela Ha Bb3PacT Ha W Haj 12 roJuHM.

JA03ApoBKa B HAYMH HA OPRJICIKEHHE




4.3.

4.4,

ﬂosu POBKa.

Be3pacthu 1 fena Ha u Hag 12 roaunn: 10-20 ml (1 go 2 cawera) cien xpaHeHe 1 npeny
NAraHe, 10 YETUPH TBTH JHEBHO.

He ce npenopbusa 3a neuexne Ha aeua nox 12-roauiina Bb3pacr.

Xopa 6 cmapuecka 8v3pacm.
He ca HeoOXonMMH NpOMEHH B 103aTa 3a Ta3H Bb3p4ACTOBA Ipyna.

Yepeocoane Ha yeprua opob:

He ca HeobxoaumMKu npoMeHH.

bvbpeuna nedocmamuvunocm.
H3nckBa ce BHUMaHHe NpH cniasbaHe Ha cTpora 6e3conna auera (Bx. Touka 4.4),

Hauun na npunooicenue.
3a NepopasiHO NPHIOKEHHE.

IIpodeaxcumenrocm na revenuemo:

[IpenopburTenHaTa MaKCHMaNHa NMPOIBDKUTENHOCT 32 ynoTpeba 6e3 MeanLHHCKa Hameca € 7
IOHH. AKO CHMIITOMMTE HE ce NoAoOpSAT cnen 7 AHu,
TpADBA Ja C¢ MpeoLeHH KNMHHWYHATA KapTHHA.

IlpoTHBONOKA3ZAHHS

To3u nexkapcTBeH NPOAYKT € NPOTHBONOKA3aH NMPH NALHEHTH ¢ H3BECTHA HJIH IPEANO/AraeMa
CBPBXYYBCTBHTEIHOCT KbM aKTHBHHTE BEILECTBA HJIH KbM HAKOE OT MOMOLLHHUTE BELICCTBRA,
u30poeHH B TOYKa 6.1.

Cuennanun npeaynpexacHns H DpeINa3nH MEpKA npy ynorpeba

AKO CHMIITOMHTE HE C€ nofobpAaT cnea 7 Anu, Tpa6Ba Aa CE NMPEOLEHH KITHHHYHATA KapTHHA.

Tpsbea na ce n3bArsa npoabmKUTENIHaTa ynorTpeba.

KakTo W npy ApyrH aHTHALIMAHHM NPOAYKTH, PHEMBT HA TOBA JIEKAPCTBO MOXE A4 npUKpHe
CHMIITOMHUTE Ha JPYrH NO-CEPHO3HHU, OCHOBHH 3abonsABaHHUS.

["aBuckon [poiino Jlelicteue Jnksua Cawera MeHTa He TpabBa Aa ce W3N0ON3Ba B ClIEAHHTE
CNYy4au:
[launenTn ¢ HapyweHa 66peuna pyrxuUHa

[Taunents ¢ xunodocharemus

ChluecTsyBa Bb3MOXHOCT 32 HAMaJIEHa &PEKTHBHOCT NPH NALMEHTH ¢ MHOTO HHCKH
CTOMALIIHA KMCEJTHHA.




4.5.

4.6.

Heya

ChilleCTBYBa NIOBHLIEH PHCK OT XHITEPHATPHEMUS TPH JELia ¢ TACTPOSHTEPHT HITH CbMHEHHE 32
O6bOpeuHa HeaOCTATHLHHOCT.

He ce npenopbypa 3a neyeHue Ha aeua noa 12-roguiuHa BL3pact.

To3u nexapcTseH npoayxT chabpka 128 mg (5,56 mmol) natpuit B calue, koeTo ce paBHsBa HA
6% ot npenopbuains o1 C30 MakcHMaleH JHEBEH NPHUEM OT 2 g HATPHH 3a BL3PacTeH YOBEK.

MakcumanHara JHeBHA 1033 OT TO3M NPOAYKT ce PaBHABA Ha 51% oT npernopbuyanus ot C30
MakCHMMaJieH JHEBEH MPHEM Ha HaTpHit.

To3u nMpoRyKT ce cuuTa 3a NPOAYKT C BUCOKO ChABPIKAHME HA HATPHH. ToBa TPAGBa Ja ce BieMe
NPCABHA MPH XOpa Ha AHETa ¢ HHCKO ChAbpXKAHHE HA COJI, HANPHMED B HAKOH CJTYuad Ha
3a8CTOHHA ChpJIEYHA HEAOCTATLYHOCT H OBLOPEUHO yBpEX NaHe.

Besiko cawe chabpka 130 mg (3,25 mmol) kanunii. Bakso e 1a ce BHHMaBa IPH NeYEHHETO Ha
MALHEHTH C XHNepkanUHeMns, HePPOKAIUHHO3a H pELHAHBHPALIA Kali[HeRa HehPONHTHA3A.

To3u nekapcTBEH NPOMYKT Chibpa METHI napaxuapokcubensoar (E218) u nponun
napaxuapokcubensoar (E216), kouto MoraT fa npeAH3BHKAT aNEPruuly PEAKUHH (€BEHTYATHO
3a0aBeHH ).

To3n nexkapcTBeH NPOMYKT ChALPXKA ChAbPKka 5,21 Mg NPONHAEHIIHKON B €HO Calll€.

BaanmoaeilicTeae ¢ APYrE 1EKAPCTBEHK NPOAYKTH H APYTH (POPMH Ha B3IaRMOAEHCYBHE

[Topaan HanuuMETO HA KaJlLKi ¥ KapOOHATH, KOMTO JAeHCTBAT KATO AHTHALUMAH, TPAGBA A4 ce
MPEABHAH BPEMEBH HHTEPBAJ OT 2 4aca MEXAY NPHEMA HA TO3H NPOAYKT H NPUIATaHETO HA
APYTH NEKapCTBEHHU NPOAYKTH. TOBA ce oTHacA ocobeHo 3a H2-aHTHXHCTaAMHHATE,
TETPALHKIHHH, AHFOKCHH, (DJTYOPOXHHOJIOH, COMTH Ha XKENAZOTO, THPOKCHH ¥ THPCOMAHH
XOPMOHH, KETOKOHA30/1, HCBPOJIENITHLH, NEHHUKNAMHH, OeTa-0okepH (aTeHon0N, METONPONO,
NPpONaHooN), MNIOKOKOPTHKOHH, XJIOPOKBHH, €CTPAMYCTHH K 6udochoHaTh.

BuxTte u Touka 4.4,

PepTHINTET, HpeMenHocT H KhpMene

bpeMeHHOoCT
YMEpEHOTO KONHUYECTBO MPOYYBAHHA NpH GpemenHH xkeuu (Mexay 300 u 1000 6pemMeHHOCTH)
He MOK&a3BaT Mal(PopMaTHBHA WIH HeTO/HEOHATANIHA TOKCHYHOCT Ha AKTMBHHTE BellleCTBA.

B13 0CHOBA Ha TO3W X NPEAKLIEH OIHT, NTEKAPCTBEHHAT NPOAYKT MOXKE @ C€ H3NOM3Ba 110
BpeMe Ha OPEMEHHOCT H KbpPMEHE, aKO TOBA € KNTHHHYHO HEOOXOAUMO.

MPOABDKHTENHOCTTA HA ICYEHHETO 13 CE€ OrPAHHYH BE3IMOXHO Hali-MHOrO., o %

)
)
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KbpMmeHe

He ca ycTaHOBEHH BBL3ACACTBYUS HA AKTUBHHTE BELUECTBA BbPXY KbPMEHHUTE
HOBOPOJEHH/KbpMayeTa Ha JIeKyBaHH MalkH. To3u NPOAYKT MOXeE 1a Ce M3MN0J13Ba N0 BpEME Ha
KbpMeHE, aKo € KIHHHYHO HeoOX0oauMo.

DepTHAHTET

[lpeaxnMHUYHHTE HICACABAHHSA BbPXY )KUBOTHH [10Ka3BaT, Y€ aliTHHATLT HAMA OTPHLIATENEH
e(eKT BbpXy (PEPTHAHTETA HIIH PENPOAYKUHATA HA POAUTENHTE HITH NOTOMCTBOTO.

KnHHHYHHTE JaHHH HE NOKA3BAT, Y€ TO3H NPOAYKT HMA Bb3ACHCTBHE BLPXY HOBCLIKHA
bepTHAHTET.

EdexTn BLpXY cnocobHocTTa 3a modupane n pabota ¢ MaIIHHE

To3u nNpodyKT He OKa3Ba WK OKa3Ba HE3HAYMTENTHO BIIMAHUE BHPXY CNocobHOCTTa 3a
lodrpaHe H H3NON3BaHE HA MAIITMHH.

Hexenann ACKAPCTBERH PCAKIIHHA

Hexenannre peakiiHyt, CBLP3aHH C HATPHEBUS ANITHHAT, HATPUEBHA XHAPOTEHKapOOHAT H
KanneBus kapOoHaT, ca faaeHH no-aony B TabnH4YeH BUA MO CUCTEMO-OPraHHH KNacoBe U
yecToTa. Yectorara ce onpeaens karo: Muoro uectd (=1/10); YUectu (=1/100 u <1/10); Heuectu
(=1/1000 n <1/100); Peaxu (=1/10 000 u <1/1000); Muoro peaku (<1/10 000); He ca u3BecTHH
(2e MOXe na ObAe OLECHEHO OT HATHYHHKTE JaHHU). B1B BCsiKa rpyna no 4ecTora HexeNaHuTe
peaKkilyy ca MpeJCcTaBeHH B HU3XOAALL pell N0 OTHOLIEHHE Ha CTENEHTA Ha TEXECT.

Cucrema-opran Knac YecroTa HexenaHn peaknonn
HapyilleHns Ha UMyHHaTa | Muoro AHaduAaKTHYHA peakius, aHapunakTonIHa
CHCTEMA PEAKH peakunsd. PeakiMy Ha CBPBX4YYBCTBUTENHOCT
KaTO YPTHKapHS.

HapyuieHus Ha He ca Anxanosza', Xunepkantuuemus', Mneuno-
meTtabonnima H M3BECTHH afKaneH CUHAPOM'
XpaHEeHETO
Pecnupartopuu, rppaui v | He ca PecnupaTtopHH peakudi KaTo OPOHXOCNAZBM.
MEUACTHHANIHH U3BECTHH
HapYLLIEHUA h
CTOMALHO-YPEBHH MHoro Kopemun 6onku, kucenuHed pebayua,
HapYLICHUSA PEAKH AHapHA, raJCHE, NOBPbLIAHE

He ca Koucrunauns'

H3BECTHH
HapylieHus Ha Koxara 4 MHoro [IpypuTHueH obpuB
NOAKOXHATA ThKaH pPeAKH

Onucanne Ha H30paHn HeXKeIAHE PeaAKNHH

5
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' OGUKHOBEHO Ce NOABABAT Clie]l NPHEM Ha A03H, HAZBAIIABAILH IPENOPBLYHTENHHTE.

CrobmaBane 3a NpeaNoNaraeMy HeXKEJISHH PeAKIHH

CrobasaHeTo 3a npeanonaraeMy HeXeNaHH peaklivi ciie/l paspeluasaHe 3a ynotpeba Ha
NEKapCTBEHHS NPOAYKT € OT CbUIECTBEHO 3HAUeHHE. Tol no3BONsSBa HENPEKBLCHATO HabrioaeHHe
HA ChOTHOLIEHHETO NOJI3a/PHCK 3a NEKAPCTBEHUA NpOAYKT. OT MEIHLIMHCKHUTE CIIELIHANIMCTH Ce
M3HCKBA Ja CbODILABAT 38 BCHUKH MOAO3HPAHH HEXEJITaHH PEaKiluK upes:

H3nbaHuTena areHIus 1o NeKapcTrara

yn. ,Jamau I'pyep” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Ipenosnpane

CuMnTOMH

Modke aa ce 3abenexy noAyBaHe Ha KopeMa.

JleyeHue

B ciyuaii Ha npeao3upase TpabBa Aa € MPHIIOKH CHMIITOMATHUHO fleUeHHe,

GAPMAKOJOTHUYHHU CBOHCTBA

PDapMaKoJHHAMH4HEA CBOHCTBa

PapmakorepanesTuuHa rpyna, ATC xoa: A02BX13, pyru nexapcTsa 3a nENTHYHA A38a W
racTpo-e3ogareaneH pegaykc.

JIexkapCTBEHHST NPOAYKT € KOMOHHALIMA OT aJirMHAT H JBa aHTHauxAa (KaluHeB KapOoHaT H
HaTPHEB XHAPOreHkapbOHAT), KOHTO OCHIYPSBAT 3aALUUTEH H HEYTPaNH3HpalL edexT.

1. 3awinTeH edexr

IIpx nornbluaHe AEKAPCTBEHHAT NPOAYKT pearupa Gbp3o cbC CTOMALLIHATA KHCeNrHA H
obpa3yBa 3aluTHA Hapuepa (CI0H) OT ren Ha aNrHHOBATA KUCEMHA ¢ NOYTH HeyTpaiHo pH,
KOMTO IJIyBa BEPXY CTOMALIHOTO CbAbPXKHMO. EQEeKxTUBHOTO BB3NPENSTCTBAHE HA TACTPO-
e3oareasHu pedury ke MOXe Aa NPOALJDKH A0 4 yaca. ToBa 03HayaBa, Y€ KHCEJIHHHATA
perypruTalss ce npeaoTBPaTABE MEXAHHYHO H 110 TO3M HAYMH XpaHONMPOBOALT C€ NPEANna3Ba.
[IpH TEXKH CiTy4ad CAMMST NeJl BMECTO CTOMALIIHO ChIbPXHMO MOXE Ja ce pedaykcHpa B
XPaHONpPOBOJiA, 33 CMETKA Ha CTOMALUHOTO CbAbpKHMO.Torasa Cloar e oKaxe HeMyarupaty

edexr.

2. HeyTpanusupail edexr

Kanuuesuar kapboHAT H HATPHEBHAT XHAPOreHKapOOHAT pearupar BeAHara ciej norjiibiiaHe, 3a
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XPaHOCMHJIaHE H KHCETMHH. OOLMAT HeYTPaNH3UPaLll KanalMTeT Ha JeKapCTBEHHS MPOAYKT
npH Haf-HUcKaTta ao3a ot 10 ml e npubnusurenno 10 mEgH+.

To3u edexr ¢ AeMOHCTPUpaH W MPH NPOYyUBaHe in vivo Ype3 HHTparacTpajeH MOHHTOPHHT Ha
pH ¢ noMoluTa Ha MYJITHENEKTPOAEH KAaTEThP NP 34PaBH YYAaCTHHLM HA INAaHO, 32 Ja ¢e
OTCTPaHH TPOMEHNIUBOCTTA, NPHYHHEHA OT nocTnpanasanHug Oydep. I1poleHTLT Ha BpeMeTo,
1npe3 KoeTo croMallHoTO pH e > 4 no Bpeme Ha 30-MHHYTHHS MEPHOJ CeA SICHEHHETO
(mbpBHYHA KpaHHa Touka), € 50,8% npH nekapcTBeHHS NPOAYKT C HATPHEB AIrMHAT U AHTHALIHA
cipaMo 3,5% npu nnauebo (p=0.0051).

PApPMAKOKAHETHYHH CBOACTRA

HauuHbT Ha AelCTBHE Ha NeKapCTBEHUA NPOAYKT € (PH3HYEH M He 3aBHCH OT abcopbLuaTa B
CHCTEMHOTO KpbBooOpallleHHe.

IlpeaknuAUYHE AaHHH 38 6e3onacHOCT

Hsama npeaxIMHHYHH NaHHK, KOMTO Aa Ca OT 3HAYEHHE 34 JIeKYBAaIlHs, H KOWTO 4a ca
AONBbJIHHTENIHH KbM TE3H, KOHTO BEYE C& BKJIIOYEHH B JPYrd pa3fieliH Ha KpaTKaTta

XapaKTEPHCTHKA Ha JCKAPCTBCHAA ITPOAYKT.

P®APMALEBTHYHH JAHHH

CHHCBK HA NOMONMIHHUTE BEIECTBA

Kapbomep

Merun napaxuapokcubensoart (E218)

ITponun napaxuapokcubenzoar (E216)

3axapHH HATpH

ApoMaT Ha MeHTa (apoMaTH3Hpalllo(H) selecTso{a), nponuacHraukon (E1520))
HaTtpneB xuapokcua

[Ipeuncrena sona

HechbBMEeCTHMH BellleCTBA

Henpunoxumo.

Cpox Ha roanocT

2 TOOHHH.
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CnenuajnHu YCI0BHSA HA CHXPAHCHHC

Ha ce cbxpanssa npy Temneparypa rnoj 30°C. He cbxpaHsiBalTe B XJIAAUIIHHK U He
3aMpa3saBaiite,

BHA M cLaABLpKAHHE HA ONAKOBKATA

BbHIuHA KapTOHCHA KYTHA, CbAbPiKallia CallcTa.

Cauerara ca H3pabOTEHH OT NONHECTEP/ATYMHHHEBO
(ponuo/nonuerunen/ nonHecTep/noNKETHIEH.

Pasmepy Ha onakoBkarta: 4, 5, 6, 8, 10, 12, 16, 24, 48 u rpynoea onaxoBka, CbAbpxkama 48
(2x24) cattiera.

He Bcuuku pa3MCpHd Ha OIMMAaKOBKHTE MOTI'aT [1a CC MNPEANIAraT Ha rnasapa.

Cnennajinu npeAna3’nl MEpPKH NPH HIXBbPJIAHE

Hsama crieuquanHy U3HCKBAHUSA TIPH U3XBBPASHE.,

INIPUTEXATEJI HA PAPEIIEHHUETO 3A YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.
48 lancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, PymbHus

HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. No: 20240235

JATA HA ITbPBO PAZPEHIEHHETIOOAHOBABAHE HA PAZPELLIEHHUETO 3A
YIIOTPEBA

Hara Ha nbpBoO paspeinapane: 12.08.2024 r.

JATA HA AKTYANIU3AIINA HA TEKCTA

AEKEMBPH, 2024




