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Tasrcxon Menropn Tabaerku 250 mg/ 133,5 mg / 80 mg_'mﬁ.rlepm 38 IbBYeHE 17 -02- 2[]22 i
HATPHEB A/ITHHAT / HATPUEB XHUAPOreH KapGoHaT / KanlLHes KapfoHaT = T

Gaviscon Peppermint Tablets 250 mg / 133,5 mg / 80 mg / chewable tablets
Sodium alginate / Sodium hydrogen carbonate / Calcium carbonate

KAUYECTBEH H KOJIMYECTBEH ChCTAB

Besika Tabnerxa chobpka 250 mg HaTpueB aiTHHAT (Sedium alginate), 133.5 mg Hatpues
XniporeH kapboHar (sodium hydrogen carbonate) » 80 mg xanunes kapbonar (calcium
carbonate).

IMomomne BemecTso: acnaptam (E 951) 3,75 mg 3a Tabnerka

3a MhAHMA CIHCHK Ha NOMOINHHTE BEINECTBA, BX. TOUKa 6.1.

JEKAPCTBEHA ®OPMA

Tabnerka 3a xpBueHe.
TMoamn Gsna ne kpemaega, cabo Hanpbekaka TabmeTka.

Mapkuposka

TopHa crpana — calq 1 KpBr

Jonsxa crpana — G250

KJIHHAYHH JAHHH

TepaneBTHYHH HOKAIAHHA

Jleuenre Ha CHMNTOMH Ha ractpo-e3odareanedH peduiyke, KaTo KHCENMHHA DErypraTaripi,
KHCENIMHH 0T CTOMaxa W HapYIIeHO XPAaHOCMIWIAHE, CBBP3aHH ¢ peduiykca, HanmpuMep crel
XpaHeHe HIH 10 BpeMe Ha GpeMEeHHOCT, WIH NMpH NAUMERTH ChC CHMITTOMH CBBp3aHH ¢ peuyke
e3zodarur.

JLO3HPOBKA H MeTOIO HA TIpHAGKEeHHE

Jo3npoBka

Br3apacTay H fena Ha W Han 12-rogumiEa Be3pact: 2 Ao 4 Tabnerku cnen XpaHeHe H IIpeH CbH (10
9YCTHPH ITHTH JHEBHO).

Jeua noa 12 ropumsa pb3pacT: [Ipunara ce caMo 1o JekapeKa NpenoprKa.

ITpoABIKHTENHOCT HA JIEHEHHETO,
AKO CHMNTOMHTE He ce NoAoGpsT Ko ceem NHH, TpA6BA fa ce NPEOLICHH KIMHHYHATA KAPTHHA.

Cnennaana rpyna nauHeHTH

HNamenTs B crapuecka Becpact: IlpH Tasum BB3pacroBa Ipyna He ce Hamara npoMﬂHa B
AO3HPOBKATA. .
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YeproupobHe yepexknare: He ce Hanara npomMsHa B TO3HPOBKATA.

Bw6peuna HeaocrarsanocT: 3nckea ce cnazaHe Ha crpora Ge3conHa auera (Bix. Touka 4.4)
Havwun na npuaoxenne

3a nepopajiHo HPHIOKEHHE, cTiel] BHUMATCTHO TBBUCHE.

IIporHBONOKA3AHHSA

Tosu nexapcTBeH MpPOAYKT € TPOTHBOINOKAZAH NPH MAUMEHTH ¢ HM3BECTHA HIM TNOZO3HMPaHa
CBPBXYYBCTBUTENHOCT KbM HATPHEB AICMHAT, HATPHEB XUAPOTEH KapOoHaTH Kannnes kapooHat
HAH KbM HAKOE OT [IOMOLLHHTE BEIECTBA HA NPONYKTa NOCOYEHH B To9ka 6.1.

Cneusanny npeaynpexIeHHs H CNCUHAJHH NPEANAZHA MEPKH NPH YNoTpeda

AKOC CHMITTOMHTE He ce NoxobpaT Ao ceneM IHH, TpAOBa Aa ce MPEoligHH KIHHWMHATA KapTHHA.
Tosu NekapcTBeH MpPOAYKT chabpka 253 mg Harpuii (11 mmol) 3a mosa or 4 Tabnerkw,
eKBHBaneHTHO Ha 12,65% or npenopb4anara or C30 3a BE3pACTHM MAKCHMANTHA AHEBHA 1033 33

NpHEM Ha HATPHIA.

MaxcumanHaTa AHeBHa 4032 OT TO3M NPOAYKT ¢ ckBUBaneHTHa Ha 30,6% OT npenopbuyanara or
C30 MakcHManHa JHeBHA 032 33 NPHEM Ha HaTpPHIL.

To3n MPOIYKT ce cYMTA ¢ BHCOKO CHABPXaHHe Ha Harpil, Tosa Tpabea Aa ce BieMe NpeABHA MO
CNEMMaTHO TPH TE3H, KOHTO Ca Ha [AWETA ¢ HHCKO ChALPWKAHHE Ha COJl (HAMPHMEP IIPH HAKOH
CydaH Ha 3aCTOHHA ChpIETHA HEAOCTATHYHOCT Wik OL0pedHo YBpeKIaHe).

Beska no3a ot 4 tabnerku chaspxa 320 mg (3,2 mmol) kamuer kapGoHar. Heobxonumo e
BHHMATEJHO IPOBEKAAHE HA IEUCHHUETO NPH NALHEHTH C XHNepKAILIHeMHA, HePOKAIIHHO32 HIH
PELHAMBAPAINA KANMIHeBa HedpOTHTHAA.

To3u NexkapcTBeH NPOAYKT ChOBPKAa 3,75 mg acnapraMm BB BCAKA TaONETKa. ACMapTaMET ce
XHPOIH3NPA B CTOMAHO-YPEBHAA TPAKT, KOraTo ce TpHeMa Npes ycrara. Eaus oT ocHOBHUTE
NpOAYKTH HA XHAPoaH3aTa € (penmnananuH. [lopali ChIbpKaHHETO HA aCNAPTAM, JICKapCTBEHHAT
NPOAYKT He TPADBA Ja c& NPIIAra Ha NalMeHTH ¢ PeHITKETOHY PHA.

IMauseHTH ¢ pefikM HACTEACTBEHH TNPOGNEMM HA HEMOHOCHMOCT KBM (PYKTO3a, [MIHOKO30-
rajlakTo3Ha ManaGeopOiHa WIH CyKpasa-M3OMaiTa3Ha HENOCTATHYHOCT He TpsbBa Aa npuemar
TOBA JICKAPCTRO.

3a peua nop 12-roauiuna BE3pacT, MOJA BIDKTE Touka 4.2.

B3aumoneiicTBHe ¢ APYTH JeKAPCTBEHH NPOLYKTH H APYrH GOPMH Ha B3AHMOACHCTBHE
Heobxoanmo € na ce cniazsa HTepean oT 2 yaca MEXTy npHemMa Ha ['asackoH H IPWIOKEHHETO HA
ApYTH JIEKapCTBEHH MPOOYKTH, MO-CHCIHANHO TETPALHKIHHH, AHTOKCHH, (MYOPOXHHONOHH, COMH
Ha KeNIA30TO, KETOKOHAION, HEBPOJNCHTHI, XOPMOHH Ha IMHTORMIHATA JKJ€3a, NEHWIMNTaMUH

Gera-Gnokepn  (aTeHoNON, METOMPONON, DpPONAHONON), ITIOKOKOPTHKOWAM, XNOPOKBHHH,
ectpamyctd H Gudocdonarn (qudochonarn). Bx. Touka 4.4.

DepTRIHTET, GPEMEHHOCT H KbpMEHE

BpemennocT:




4.7

48

4.9

KnuewaHKTE NpOoyYBaHAsA MpH MoBede oT 500 6peMeHHH KeHH, KaKTO H OT roneMHs Spoil JaHHH
OT TOCT-MAPKETHHIOBHA ONHT MOKa3Bar, ue He ce Habmogasar HHMTO MandopMalMy, HHTO
theTo/HeOHATANHA TOKCHIHOCT OT AKTHBHHTE BE1lIECTBA

I'aBackoH MOXe a ce MpHIiara o BpeMe Ha GpeMeHHOCT ako HMA KITHHHYHA HeOoOXOMMOCT.
KnpMeHe:

He ¢ nokasan edekT Ha aKTHBHHTE BELISCTBA NPH KLPMEHHM HoBopoaeHn/Oeera oT nexyBaHHTe
MalkH, ['aBiCKOH Moxe na OBl H3NON3BaH MPH KEPMEHE.

PepranTeT!:

KnHHWYHHTE DAaHHEM MoKaspaTr, Y€ NpPH IPHIAraHe B TePaNneBTHYHH I03H HE ¢e 0YaKea ka MMa
eeKT BEpXY (epPTIIHTET2 HA XOpa.

Edexra bpxy cnocobnoctta 33 modHpaHe H pabora ¢ MAMIHEH

TaBHCKOH HE MOBNHABA WM MOBIHMABA MpeHeOpexHMo crocobHOCTTa 3a modupane U pabora ©
MaIIHHH.

Hexenann JACKAPCTBEHH PpeAKIIHHA

BB3MOXKHHTE HeXeENaHW JIEKapCTBEHH peakIMy ca MoApefeHH B 3aBHCHAMOCT OT 4YE€CTOTATa IIpH
W3M0J13BaHE HA CegHaTa KoupeHnHa; Muoro peaku: <1/10 000

CHeTeMa-opran xaac YecToTa Hexeaano cnbaTHe

Hapymenna Ha umMyHHaTa | MHOrO peokH AnadunakTHaHH WIH

CHCTeMa aHAQUNAKTOMAEH  PEaKIMH.
Pexupm Ha
CBPBXYYBCTBHTEIHOCT  Karo
yPTHKapHi.

Pecrimparopuy, rpegaM M | MHoro penkH PecnnparopHs  HapyImeHHA

MEAHACTHHAJIHH HAPYINEHHUA KaTo GpOHX0CTIAIEM.

CrolmaBaHe Ha NONO3HPAHH HEXKeJAHH PeaKIHH

CpobliaBaneTo Ha nNOO3MpAaHH HEKENAHH pPeaKUMH CJel paspemasaHe 3a ynorpeba Ha
JIEKapCTBEHHS DPOAYKT ¢ Baxno. ToBa mo3BonAea Ja npombmx Hafmioaesuero Ha
CROTHOIMIEHHETO MON3A/PHCK 33 NleKapcTBeHHA NpoaykT. OT MENHUMHCKHTE COCLHATHCTH ce
H3HCKBA Na cho0InaBaT Bejdka NOAO3HpAHA HeXKeNaHa Peakiua Ypes:

HM3TBIHATENHA Ar¢HIHA Mo JeKAPCTRATA

Codus 1303

ya, ,Jaman lpyes 8

Ten.: +359 2 8903417

yebeaifr: www.bda.bg

Mpenoinpane

CHMIOTOMH
B13MOXHO € NAlMeHThT A3 H3IHMTAa AUCKOMMOPT B KOpeMa H Moxke Aa 3abenexH NOJyBaHE Ha
KOpeMa.

Jeuenne
B cmyuait Ha npeao3upaHe ce NPHIATA CHMIOTOMATHYHO NEYCHHE.

G©APMAKOJIOI' HYHH CBOMCTBA
DapmMaKoARHAMHTHH cBOICTBA
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DapMaKoTepanepTHuHa rpyna: pyry JiexapcTsa 3a JIeMeHNe HA METHYHA %384 H racTpoesodareancH
peduiyxe, ATC kox: A02BX13.

Clien niepopaneH NpueM JIeKApCTBEHHAT POAYKT B3aUMoaelicTea 65p30 CHC CTOMAILIHIY COK, TIPH KOSTO
ce MoMy9apa CJIOH OT ren Ha AMTHHOBA KHCETHHE, KOHTO € ¢ TIo'TH HeyTpamHo pH 1 edexTHBHO 0bBIBa

CTOMAINIHOTO CBABPKHMO H NPEZOTBpaTABa ractpo-ezodareannus peduryke. [Tpn Texku ciyyan, CaMuaT
0 MOXE N NoTajiHe B XPAHONPOBOLA BMECTO CTOMAILHOTO CBHABPKHMO K 1a OKKe OMEKOTHBAII0
Jeficrane.

PapMaKOKHHETHYHH CBOHCTBA

MexaHu3MbBT Ha ACHCTBHE Ha JIEKAPCTBEHMA NMPOAYKT € Ha (PM3MYEH NPHHIMN K HE 3aBHCH OT
abcopbuuaTa B CHCTEMHOTO KPBBOOGDEIIECHHE.

TMpeAKAHHHYHHE JAHUH 32 Ge20MACHOCT

HAMa HeKNHHMYHH JaHHH, KOMTO Ca 3HAYHMM 33 NPeNHCBALNA JTEKap KbM Te3H, KOHUTO BEUE ca
MOCOMEHH B ApyruTe paznend na KXI1.

DAPMALIEBTHYHH JAHHH
CnucbK HA HOMOWHHTE BeOleCTRA
ApoMar Ha MeHTa,

Maxporon 20 000,

Mauwron (E 421),
Konosnaon,

Acnapram (E 951),

Anecyndam xamuii (E 950),

MaruesHes creapar,

HechBMecTHMOCTH

Henpunoxumo

Cpox Ha roanoet

2 roauHu

CnenHaIHH YCIOBHA CHXPAHCHHE

Ja ce cexpaHaBa npu TeMmepatypa nox 30°C.

JaHHH 33 ONAKOBKATA

Buscrepu Oe3s HaznmucH ot npo3padel, TepModopMysan naMuHar ot WPVC/PE/PVAC, nokputy ¢
aMyMHHHEBO (OJIHO, MOCTABEHH B KADTOHEHA Ky THA.

BaiuctepHa onakoBKa ChABPKAMA 4, 6 WM § HHAMBANYAIHO 3aMEYaTaHH TabNeTKH.

IMo-ronemure onaxoekn (16, 24, 32, 48 wm 64) me Obaar HanpaBeHH Ype3 YABOABAHE HA
OMHCAHUTE NO-TOPE CIHHKMIM H MOCTABEHU B KAPTOHEHA KyTHL.

Epoii B onakoeka - 4, 6, 8, 16, 24, 32, 48 unu 64 tabnerkn.

ITponuneHor dnakoH ceabpkam 8, 12, 16, 18, 20, 22 win 24 Tabnerky.
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Jlsotinn onakosku 32 (2 x 16), 36 (2 x 18), 40 (2 x 20), 44 (2 x 22) wm 48 (2 x 24) me 6bxar
NOCTaBEHH B KAPTOHCHH KYTHH.

Bpoit B omakoska - 8, 12, 16, 18,20, 22,24, 2x 16,2 x 18,2 x 20, 2 x 22 unnA 2 x 24 TabnerkH.
He BcH9KH BHAOBE OMAKOBKH MOTAT Aa GhAaT nycHaTH B mpopaxba.

CnenHaJEH Npeana3nd MEPKH TIPH H3XBbPJIAHE

Hsama coeuMaran H3UCKBAHHS.

HOPATEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Reckitt Benckiser (Romanis) S.R.L.

48 lancu de Hunedoara Boulevard, Building Crystal Tower

11th Floor, District 1, Bucharest, PyMEHHUS

HOMEP HA PAIPEHIEHUETO 3A YIIOTPEBA
Per, Ne 20100244

JATA HA TIBPBO PA3PENIABAHE / MNOJHOBABAHE HA PA3PEINIEHHETO 3A
¥YNIOTPEBA
15.04.2010

JATA HA AKTYANTHIHAPAHE HA TEKCTA
aBrycr, 2021
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