1. HME HA JJEKAPCTBEHUS NPOAYKT

TAJILIU/L 500 mg TabsieTku 3a AbBUYEHE .
TALCID 500 mg chewable tablets g 6 O 0_5’_?/2.

2.  KAYECTBEH M KOJMYECTBEH ChCTAB 7A22E 1908
AxtuBHO BelectBo: Enna Tabnerka chabpka S00 mg xuaporanuut (hydrotalcite).

3a MbJIHUS CMUCHK HA MOMOILIHUTE BELIECTBA, BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

TaOsneTka 3a AbBYEHE.
bsna, kpbpria Tabnerka ¢ apoMaT Ha MEHTa, O3Ha4Y€Ha OT ropHaTa M J10JIHaTa cTpaHa ¢ ,,Kpbcra Ha bakep™.

4. KJIMHUYHUA JAHHHU
4.1 TepaneBTHYHH NOKA3AHHA

CUMNTOMaTH4YHO JIEYEHHE Ha HAPYLICHHUSA, MPH KOUTO € HAJIULIE XUITEPALUIUTET:
- OIUIAKBaHUS, CBbP3aHHU C MOBHUILIEHA KUCEJIMHHOCT,

- racTpo-e3odareaneH pedpaykc (I'EP),

- OCTBP U XPOHHUYEH racCTPHT,

- CTOMAlLIHA ¥ yO/ICHAJIHA 5A3Ba.

4.2 JIo3HpPOBKA H HAYMHH HA NPHJIOKEHHE

Jlo3upoBka

3a CUMITTOMATHYHO JIEYEHHUE Ha:

- KUCEJIMHU U OTU1aKBaHMs, CBbP3aHu ¢ noBuileHa KuceauHHOCT: 500-1000 mg XuaApOTaILMT, KOraTo
e HeoOX0AUMO.

- ractpo-e3odareaneH pedaykce (I'EP), octbp u xpoHuueH ractput: 500-1000 mg xuaporanuur
1-2 yaca cien XpaHa, 1o BpeMe Ha JiiraHe M KOraro CUMIITOMaTHYHUTE OIUIAKBAaHHA CE TMOABAT.

- cToMaulHa ¥ ayoaeHanHa s3sa: 1000 mg xuapoTaauuT 3-4 MbTH AHEBHO CJIe]] XpaHa, Mo BpeMe Ha
narane. [IpenopbuBa ce KOHCY/ITaLMs ¢ MEAMLIMHCKH cnielManuct. JledeHuero TpsOBa na npoab/ku
noHe 4 ceMHLIM CJie/l MBJIHOTO OT3BYyYaBaHE HA CUMITTOMMTE.

He TpabBa na ce npeBrilaBa MakcuMaiHaTa aqHeBHa ao3a ot 6000 mg.

ITeouampuuna nonyaayus

He ce npenopbuBa ynorpebara Ha Tanuua npu aeua noj 12 roqMHH rnopaaM JIMIicata Ha 10CTaTb4HHU J1aHHU

3a Oe30nmacHOCTTa W/ WK €(PUKACHOCTTA.
AKO CUMITTOMHMTE NPOABJKABAT, UJIH C€ MOSBAT HOBH CUMITTOMH ciie/l 14 NHH JieueHHe, NalHEHTHTE Ce

ChBETBAT JIa Ce KOHCYJITHPAT ¢ JieKap, 3a /1a ce YBepsAT, 4e HAMa OCHOBHO 3abossBaHe (BX. Touka 4.4).

HauyuH Ha NpuIoKEeHHE
3a nepopaiHO NPHUIIOKEHHE.

4.3 IlporuBonoxkazaHus

- CBP'I:X'—[YBCTBHTEJ’IHUCT KbM AKTHBHOTO BECUICCTBO HJIIH KbM HAKOC OT INOMOUIHHTC B

To4yka 6.1
- Cepuo3zHo 6B0peyHo yBpexaaHe




- XunogochareMud
-  MuacTtenns rpaBuc

4.4 CroenHajHH NPeAYNPEXIEHHN H NPEANA3ZAH MEPKH NIpH ynoTpeba

[1pu naumenTy ¢ yBpeaeHa 6b6petiHa QykHUHS (0COOEHO MALMEHTH Ha XEMOAHAJIH3a), PH NAUKEHTH C
bonect Ha AnuxaiiMep WK Apyrd GOpMH Ha AeMEHLIUA, ¥ IPY NAUMEHTH ¢ XKodochaTeMUs HITH C
orpaHH4YcH npueM Ha gocdary, TpaOBa 1a ce U30Arsa NPUIIOKEHHETO HA BHCOKH JO3H M
NPOALDKHTENHATA YNoTpeba. AKO CHMNTOMUTE NPOIBLILKAT HIIM H34E3HAT CaMO YaCTHUYHO, TpIORa
NOITBLJIHHTENHO /18 C€ NOTHPCH MEJAULIMHCKH CBBET (BXK. TOYKa 4.2).

OcBel aKko He € NpenopbsYaHo OT fekap, TpAbBa Ja ce H30ATrBa NpoAbKHUTENHA ynoTpeba, 3a 1a ce caeae
J0 MHHHMYM €KCIIO3ULIMATA Ha aTYMUHHH.

XHUApOTANLMT He TpAOBa Aa ce NPHEMa CAHOBPEMEHHO ¢ XPaHH, ChbPXKALLM KHCETHHH (BUHO, TUIOAOB COK
M ApYrd), MOpaaH yBe/IMdaBaHe YpeBHaTa pe3opOunsaTa Ha ATyMHHHEB XHAPOKCHA.

Toma nexapcTBO ChABPIKA No-Mako oT | mmol HaTpuit (23 mg) Ha n030Ba eIHHHULA, T.€. MOXKE 14 Ce Kaxe,
Y€ NMPAKTHUECKH HE CHABPIKA HATPUi.

4.5 BiaamozaelicTBHE ¢ APYrH JEeKAPCTBEHH NPOAYKTH H APYrH (pOpMH Ha B3aHMOACHCTBHE

XuaporanumT He TpAOBa J1a ce npueMa eAHOBPEMEHHO C JIEKapCTBa, YuiaTa abcopbiiua Moxke aa ce
NOBJIUAE, KOraTo C€ NMPWIAraT €IHOBPEMEHHO (HAMp. IMTIOKO3HAM, TETPALMKAKHH WIH XHHOJIOHOBH
NEpPHUBATH KaTo ooKCcaLMH U LUnpognokcanuy, onokupaiuy areHty va Ha peuenrtop, AepHBaTH Ha
KYMapHWH, HaTpHeB QIyopHa, XeHone3okeuxonar). J{pyru nekapctea oOrWkHOBEHO TpAOBa Aa ce npueMar
Hali-Manko 1-2 yaca npeaun Wik cnen npueM Ha Tanump.

4.6 DepTHIMTET, OPEMEHROCT H KbpPMeHe

KakTo npH BCAKO AeKapcTBO, TPAOBA 1a ce MOTbPCH CHBET OT JIEKap, ako cTe OpeMEHHa HIIH KbPMMTE.

bpeMeHHOCT
DapMaKOKHHETHYHHUTE NPOYUYBAHHUA ITOKA3BAT, Y€ HUBOTO HA aNyMMHHH B KpbBTa OCTaBAT B HOPMATHU

rpaHHLiK, Tanuun TpabBa Aa ce H3MonA3Ba caMo 3a KpaThK MEPHO OT BPEME MO BpEME Ha OPEMEHHOCT, 34
aa ce HaMaJld KOHTaKTa Ha IUioAaa ¢ allyMHHHS (BXK. Touka 4.4).

KbpMmeHe

OOUKHOBEHO, ChABPXKALIMTE AYMUHHIA CyOCcTaHLIMU Ce eKCKPETUPAT B KbpMaTa. HaMa gaHHH 3a
exkckpelnuaTa Ha Tanuua B KbpMaTa u, fIOpaJH HUCKaTa YpeBHa pe3opOuus B MaiKkara ¥ AETETOo, He Ce
OYaKBaT 3 paBOCIOBHH podieMH 38 HOBOPOLCHOTO.

KaTto npeanasHa Mapka, Tanuna TpsbBa aa ce H3non3ba caMo 3a KpaTKH NEPHOLH OT BPEME 1O BPEME HA
KbpMeEHE, 38 J1a CE CBele A0 MMHUMYM NMOTeHHAIIHOTO M3/1araHe Ha alfyMMHHHA 3a nereto (BxK. Touka 4.4).

QepTUIUTET
Hsama HanuyudH gaHHM.

4.7 EdekTH BhpXy cnocoOHOCTTA 32 modApaHe H padoTa ¢ MAIHHH
Tanuua He NMOBJIUABA WIH MOBJIHABA NpeHedpexxuMo cnocobHOCTTA 3a logupaHe H paboTa ¢ MaUIHHH.

4.8 HexenaHH JeKAPCTBEHH PeakHH

CromMamuo-4peBHH HApYmennsn: Bucokute 1034 MOraT aa A0BeAaT A0 KalonoaoOHHU
4e€CTH H3MPaXKHEHHWA, NOBPLUIAHE, AHAPHA.
C HeW3BECTHA YE€CTOTA: 3aneK.




H3cneABaHHAR: HAMANCHH CEPYMHH HMBA Ha docgop, XUnepMarHe3HeMHs
HapyuieHHf HA HMYHBHATA CHCTEMAa: aJlEpryYHa pecaKum

[TpoABMKUTENHOTO JIEYCHHUE HA MALMEHTH ¢ OBOpEYHO yBpEKAaHE MOXKE 1a 10BEaE A0 ATYMHHHEBA
MHTOKCHKALHS ¢ OCTeOMalaLMs U CHLEPATIONATHA.

Cro6laBane Ha NOJO3UPAHH HEKENAHHU peakLIUH

Cpo011aBaHeTo Ha NMOJ03IUPAHK HeXKeJlaHH peakuuy ciie]] pa3peliaBaHe 3a ynorpeba Ha 1ekapcTBEHHA
MPOAYKT € BakHO. ToBa nMo3BoJiABa Aa NPOAB/DKH HaOIOAEHHETO Ha ChOTHOLLIEHHETO MOJ3a/PHCK 32
nexapcTBeHHs MPOAYKT. OT MEAULIMHCKUTE CICLHAIMCTH Ce U3HCKBA Ja cboOlaBaT Begka IoAo3HpaHa
HexKeslaHa peakLiMA Ype3

H3nbnHUTEeNHa areHuus no eKkapcTBarta

yi. ,,Jdamau [pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebGcaiiT: www.bda.bg
4.9 Ilpexozupane

Hsama noxnansaHu CJTydyaH Ha npego3npaHe C XHIAPOTAILHNT.

5. ®OAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apmMaxosAHAMAYHH CBOHCTBA

dapmMakoTepaneBTHYHA Ipyna; XpaHOCMHJIATENIHA CHCTeMa U MeTaDOTH3IbM, aHTHALU/IHH [TPENIapaTH;
ATC xon: A02A D04

MexaHM3bM Ha JEHCTBHE

XHIPOTANLKT € MarHe3\eBO-ATYMHHHEBA COJl ¥ € cyOCTaHUMA ¢ ONpefeNeHa peleThYHO-CI0eCTa
cTpyxrypa. JelicTea KaTO HECUCTEMHO AHTHALMOHO BEWECTBO, KOETO HEYTpau3uMpa CToMallHaTa
KHCENHHA MOCTENEHHO, B 3aBUCUMOCT OT HAJIMYHOTO KOJHYECTBO KUCEIKHA.

[TpoaBLLKHTENHOTO AEHCTBHE HA XHAPOTAILMT CE€ OBJDKH Ha CIOECTO-pelIETbYHA CTPYKTYpa. B
NMPHCHCTBHE HA COJIHA KUCEIHHA MArHE3UeBUTE Y alyMHHHEBH HOHH ce 0cBODOXKIaBaT €IHOBPEMEHHO OT
KPHCTAJTHATA CJIOECTO-pellleThYHa CTPYKTypa. Peakuuara npotHya Obp30 U B KOJIHYECTBEHO OTHOLIEHHE
NPOHOPLMOHANHO HA KOJIMYECTBOTO Ha HAIMYHATA COJIHA KMCEIHHA, KATO OCHIypABa TOYHHTE YCAOBHA 3a
6ydepupane kbM TepaneBTH4HO pH Mexay 3 u 5. EquH rpaM xugpotanuur nputexxasa Oydepen
KanaiuTeT ot Haii-manko 26 mkEq.

Jipyru neficTBHA Ha XHMAPOTAJIUXT BKIIOYBAT: 3alllMTA Ha IMFaBHLATA U PEreHEepaliis Ha TMraBulaTa u
cyOMYKO3HHUTE THKaHH.

dapMakoaUuHaAMHYHHU ¢deKTH
Tanuua ce xapaktepusupa ¢ Ha4alo Ha ACHCTBHE NpH KOHTAKT (He3abasHo). M3cneaBaHe 3a U3KyCcTBEHA
HeyTpaIM3aLKg Ha CTOMAalllHaTa KHCEWHA ToKa3Ba, ue Tanuua (8 nosa ot 1000 mg) nosrnwasa pH Ha
cromaxa ot pH 1,0 no pH 3,0 3a 9 cexynau 3a tabnerna popma U 3a 17 cekyHam 3a reuna dpopma. Bpemero
3a aocTHraHe Ha pH 4,0 e 13 cexynnwu 3a TabnerHa popma u 33 cekyHau 3a TeuHa popmMa. MakCcHManHOTO
HUBO Ha pH, NnocTHrHaTo B Moaena, € 4,52 3a Tabnerku ¥ 4,19 3a TeYHOCTH. 3alLIUTHOTO ACHCTBHE Ha
NUraBMLAaTa (LUTOMPOTEKLMA) C€ NOCTHra upe3 UHXHOMpaHe Ha AKTHBHOCTTA HAa NMENncHH (pe3
nosulasaHe Ha pH), AupexTHo cBLp3BaHe Ha HIBUHUTE KHCENHHHK H BH3CTAHOBSABAHE HA 3aUIUTHUA
6ukapboHateH cyioH Ha cny3Ta (Mpe3 CTHMYJIUpaHe Ha CHHTE3a Ha [pOCTarjakHHHE B upe3
HCO3-peseproap). Tozu MexaHU3bM € AEMOHCTPUPAH KAKTO In VItro, Taka H in vivo.
B nonbiHeHWe, KIHHHUYHUTE 1aHHK MOKa3BAaT, e XHAPOTANUMTELT perynupa (CTUMYNHDP
pereHepaTHBHHTE (PAKTOPH B CTOMALIHATA NHraBHua, noaodpasaikyn HeitHaTa MUKPOBa
MOpdosIorus H MeTaboNMH3IBM, KATO 10 TO3H HAYHH YCKOpABa HeHHATa CTPYKTYpHa U ¢
3PASIOCT.




52 <PDapMAKOKHHETHIHH CBOHCTBa

[IpoyuBanusTa Ha abcopbuuATa NPH XOpa U KUBOTHH JOKA3BAT, Y€ Cliel NPUIoKEeHHe Ha TEpaneBTHYHH
031, XHAPOTANHT NMpakTUUeCKU He ce abcopbupa OT cToMalllHO-4YpeBHHMA TpakT. 3MepBaHHWTe HHBA HA
MAarHe3ni U afyMHHHH B CEpYM M YPHHA OCTABAT B HOPMaJiHH CTOHHOCTH.

5.3 IlpeaxknHHAYHH JAHHR 32 6€300aCHOCT
[TpoyuBaHHATA 3a OCTPa M XPOHUYHA TOKCHYHOCT HA XMAPOTANLMT Nnokaseat n06pa nonocumoct. Hiama
NaTONOrHYHH NMPOMEHH B KPbBHATA KapTHHA. HiMa XHUCTONOrHYHH NPOMEHH B OPraHHUTE ThKaHH.

[TpoyuBanKaTa BLPXY eMOPHOTOKCHYHOCTTA NPH IUTBEXOBE MI0KA38aT, ue 103K a0 1g xuaporanuut /kg
TEJICCHO TET10 HAMAT TOKCHYEH €(EKT BbPXY MANKHTE, 3apOAULIHTE H NOTOMCTBOTO.

6. GAPMAUEBTHYHH JAHHH

6.1 ChnHchk Ha NOMOMHENTE BEMMECTBA
MaHUTON

LHAPEBUYHO HULIECTE

Marfe3ueB creapar

3aXapyUH HATPHH

eCeHUMA — MeHTa Y DaHaH

6.2 HecbhbBMecTHMOCTH

Henpunoxxumo.

6.3 Cpox na rogsocr

5 roguHH

6.4 Chnennansan yc10BHE HA ChXPaHEHHE
Henpunoxumo.

6.5 Buau chanpXxanHe HA ONAKOBKATA

Tanuua ce npeanara B 6nucrepHu onakoBk# ot PP/Alu unu PP/PP ¢gonmo, ceabpaamu 20 wiu 50 tTabnerku
33 AbBUYEHE.

6.6 Chnenmannn npeAnasHd MePKH OPH H3XBbLPJAAHE
Hsama cneuvanHi H3HCKBaHHA.

Heu3nonssanysT eKapcTBEH NPOAYKT WIH OTHAAbYHHTE MATEPHAIH OT HEro TpAOBa Na ce U3XBLPJAT B
CBOTBETCTBUE C MECTHUTE U3UCKBAHMSL.

7. TPATEXATEJI HA PAPEINIEHHETO 3A YIIOTPEBA

baiiep bbvarapua EOQO/]

oyn. ,,Llapurpaacko woce™ Ne 115M, naprep
1784 Codus

bunrapus




8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 9600337

9. JATA HA ITBPBO PAZPEIIABAHE/IIONJHOBSABAHE HA PAZPEINIEHHETO 3A
YIIOTPEBA

JlaTa Ha epBO paspelnapaHe: 13 gexemspu 1996 1.
JlaTa Ha nocneaHo noaHorasaHe: 18 aexkemBpu 2013 r.

10. JATA HA AKTYANINIUPAHE HA TEKCTA

07/2026




