1. UME HA JIEKAPCTBEHMUA ITPOAYKT

TAJILIA/ 500 mg TabieTkH 3a AbBUYEHE ?5 XS A
TALCID 500 mg chewable tablets ———— '

eyl 10-08- 20
2. KAYECTBEH U KOJIMYECTBEH CHCTAB -

AkTHBHO BelecTBo: Enna tabnerka cvabpika S00 mg xuaporanuut (hydrotalcite).

3a MbJIHUA CITUCHLK HA NMOMOILIIHUTE BEllleCTBA. BHIKTE TOUuKa 6. 1.

3. JJEKAPCTBEHA ®OPMA

Tabnerka 3a 1bBUEHE.
bsina, kpbria TabsieTka ¢ apoMaT Ha MeHTa, O3HaueHa OT ropHara crpaHa ¢ Haanuc ., lalcid™, a ot gonHara ¢
. Kpbcra Ha bakiep™.

4. KIUMHUYHHU JAHHU

4.1 TepaneBTHYHH NOKAZAHUA

CHUMITTOMATHYHO JIEYEHHUE HA HApYLUEHUs, MPU KOUTO € HAJIMLIE XUIIePaLlU/IUTET:
- OTJIAKBaHHWS, CBLP3aHH C NMOBUILIEHA KUCEJIMHHOCT,

- ractpo-e3o(areaneH pedaykc (I'EP),

- OCTbP U XPOHHUUYEH FaCTPHT,

- CTOMALLIHA M AyO/IeHaJIHa A3Ba.

4.2 Jlo3MpoBKA M HAYHH HA NPHJIO)KEHHE

Jlo3upoBka
3a CHMIITOMATHYHO JIEYEHHUE Ha:
- KACEJIMHHU U OIUlaKBaHHUs, CBbp3aHu C rnoBuileHa KuceJuHHOCT: S00-1000 mg xuaporanumr, Korato

e HeoOxoaumo. He TpsOBa na ce npeBuinara obuiara gHeBHa j03a ot 6000 mg XuapoTasiur.,
- ractpo-e3ogareasieH peduykc (I'EP), octsp v xponruen ractput: 5S00-1000 mg xuaporaiuur

|-2 yaca ciie/1 XpaHa, 110 BpeMe Ha JiiraHe M Korato CUMIITOMAaTUYHHUTE OIJIakBaHUs ce nossaT. He
TpsiOBa na ce npeByiuasa odbara jiHeBHa ao3a ot 6000 mg xuaporaiuur.

- cToMaliHa v ayoaeHasnna s3sa: 1000 mg xuaporajuurt 3-4 mbTH JHEBHO CJI€/l XpaHa, Mo Bpeme Ha
narave. He TpsabBa na ce npesuinapa obara aHesHa jo3a ot 6000 mg xuaporanuur. JleueHuero
TpaOBa Ja NPOALIIKH MOHE 4 CEAMMILIM CJIe/l ITBJIHOTO OT3BY4YaBaHE HAa CUMITTOMMTE,

[leouampuyna nonyrayus

He ce npenopbuBa ynorpedara Ha Tanuua npu aeua noja 12 roaMHu nopaju Jivncara Ha JJ0OCTaTbYHH JIJaHHU
3a Oe3onacHocTTa W/ MK e(PUKACHOCTTA.

HauyuH Ha npuioKeHUE
3a nepopasiHO NPUJIOIKEHHE.,

4.3 IlporuBonokazanus

- CBpBXYYBCTBUTEJIHOCT KbM aKTHBHOTO BELUECTBO HJIM KbM HSAKOE OT MOMOIIHUTE
To4kKa 6.1

- CepHo3HO 0BLOpeuHO yBpexkaaHe

- Xunodocharemus




- MuacTteHus rpaBuc
4.4 CoenuanHH npeaynpexjaeHUd H NPeANA3HA MEePKH NpH ynorpeba

[Ipn nauuenTu ¢ yBpeaeHa 6b0pedna QykHUHA (0CODEHO NalMEeHTH Ha XEMOAUANN3A), [IPK NALHUEHTH C
OonecT Ha AnuxaliMep unu Apyru GopMU HA IEMEHUHKSA, U NPH NaLMEHTH ¢ XunodochaTeMus WU ¢
orpaHuaueH npveM Ha ocdaTu, TpadBRa Aa ce UIDArBa NPUIOIKEHHUETO H& BUCOKH 103U H
NMPpOAb/DKUTENHATA yNOTpeba. AKO CUMATOMUTE NPOABLKAT UM H3UYE3HAT CAMO YacTHYHO, TpAOBa
AOMBAHUTENTHO J1a ¢€ NOThPCH MEAHUUHCKH CHBET.

XuapoTranuuT He TpsadBa a ¢ce NpUeMa eJHOBPEMEHHO C XPaHHU, ChAbLPXKALLUK KUCEIHHH (BUHO, IJIOAOB COK
H IpYry), Nopajii yYBEJIMUaBaHe YUpeBHATA pe3opOLMsaTa HA aNyMHUHUER XUIPOKCHA.

Topa nekapcTBO chabpka No-mMaiko ot | mmol HaTpu#H (23 mg) Ha A030Ba €AMHHU LA, T.€. MOXE /14 C& Kaxe,
Ye NMPaKTUUECKU HE ChAbpiKA HATPHH.

4.5 B3aumopaelcTBHE C APYIH JIEKAPCTBEHH NPOAYKTH H ApYyru GOpMH HA B3ANMOAEHCTBHE

XUWApOTANUMT HE TpAOBa Aa ce NpUeMa €AHOBPEMEHHO C NEKapCeTBa, ynuaTa abcopbums moxe na ce
MOBJUAE, KOraTO CE NPpUIAraT €IHOBPEMEHHO {HAIIP. MIOKO3UAHN, TETPALIMKINHUA I XWHONOHOBH
AepUBaTH kaTo oduiokcauMH W uunpodokcauuH, Onokupaum areHTH Ha H peuenTtop, aepusatu Ha
KyMapuH, HatpHes payopua, XxeHoaezokcuxonart). Jipyru nekapcersa 0OUKHOBEHO TpsAOBa Ja ce npuemMar
Hah-manko 1-2 yaca npean uauv cnea rnpuem Ha Tanuua.

4.6 Pepruaurter, OPEeMEHHOCT ¥ KLPMEHE

bpemMeHHOCT

KaTto ce uMat npeBu AaHHUTE OT (hapMAaKOKUHETHYHUTE NPOYUBAHUS, KOUTO MMOKA3BAT, Y€ BUBOTO Ha
aJlyMUHHI B KPbBTA OCTABAT B HOPMAaJlHK rpaHnuM, Tanuna Tpsadea ga ce U3NON3Ba CaMo 3a KpaThk
MepHoa OT BPEME No BpeMe Ha OPEMEHHOCT, 3a [1a ¢€ HaMA/lM KOHTAaKTa Ha Njoja ¢ ajJlyMUHHA.

Kbpmene

OOUKHOBEHO ChABLPXKALIUTE ANYMHHHR CYDCTAHUMU Ce eKCKpeTUpaT B KhpMaTa. Hama nannu 3a
eKCKpeUuusaTa Ha Tanuua B kbpMaTa U, NOpaJu HUCKAaTa 4peBHa pe3opbuug B MalKara U JE€TETO, HE MOTaT
Aa ¢ OUAKBAT 3APABOCIOBHH MpodaeMU 38 HOBOPOAECHOTO.

MepTUanTET
Hsama Hanu4HU AaHHK.

4.7 EdexTi BLpxy cnocodHocTTa 32 1ohpHpanHe H padoTa ¢ MAIHHHU

Tanuun He MOBNUABA WITK NOBAHSBA NPEHEOpEeKUMO ¢cnocobHOCTTa 3a WodHupaHe ¥ padoTa ¢ MalUMHM,
4.8 HexenaHu 1ekapcTBenH peaKLHH

Cromammno-uyperHH napymweHus: Bucokure 1031 MoraT aa aoBeaaT Ao KalonogoOHW W3NpaXKHEHUS W
YECTH M3MPAKHEHHA, NOBPbLUAHE, IHApHA.

C HeMU3BEeCTHA 4YecToTa: 3aliex.

H3cieaBaHud: HAMANICHU CEPYMHH HUBA HA (GOCHOp, XUNEPMATHEIUEM U

Hﬂp}’ﬂlEHHH Ha HMYHHATA CHCTEMA: AlICDIrMYHA PCAKLHA

[TpoaABMKATENHOTO NEUCHHE Ha NAUMEHTH ¢ OBOpeUHO yBpekKiaHe MOXKE A4 JOBEAE
MHTOKCHKALIMA ¢ OCTEOManauus ¥ eHuedanonatus.




CrobulaBaHe Ha MOAO3IUPAHU HEXKETAHW PEAKLIUN

Ch0o0L1aBaHeTO HA MOAO3MPAHH HEXESIAHU peakuuk Ciiell pa3pellaBane 3a yrnorpeba Ha 1exapcTBEHHS
NPOAYKT € BaxkHO. ToBa no3BofisBa Aa NMPOAL/KH HADMIOAEHHUETO HA CHOTHOLLIEHHETO 1013a/PUCK 32
NeKapcTBEHUN NpoayKT. OT MEAMUHWHCKUTE CNELMATMCTH CE W3MCKBA Ja ChO01ABAT BCAKA 110403HpaHa
HekeNnaHa peakuus upes

HM3mbJiHWTENHA areHUMA 10 JIEKapCTBaTa

yn. Jamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcanT: www.bda.bg
4.9 [Illpeaoznpane

Hsama NOKAaABaHH ClyHaHd Ha NpEA03HpaHe C XUIAPpOTAaJILUHT.

5. ®APMAKOJOI'NYHHU CBOMCTBA

5.1 ®@apmakoJHHAMHYHH CBOHCTBA

(DapmakoTepaneBTH4HA rpyna: XpaHOCMUJIATE/IHA CUCTEMA W MeTa00IM3bM, AHTHALMAHH fIpenapaTH;
ATC kon: A02A D04

MexaHUW3bM Ha AEHCTBUE

XHAPOTANNHT € MarHe3HEeBO-aJyMHEHEBA COJl M € CyDOCTaHLMA C OlpeleNeHa peleTbYHO-CNoeCTa
CTpYKTypa. [JJeAcTBa KaTO HECHCTEMHO aHTHALMAHO BELLIECTBO, KOETO HEYTPa/IM3Kpa CToMalllHaTa
KHCEJIMHA NOCTENEHHO, B 3aBUCUMOCT OT HAIIMYHOTO KOJMYECTBO KMCEIUHA.

[po1bMKUTENHOTO AEHCTBHE HA XHAPOTAIILMT C€ IB/IDKM Ha CAO0ECTO-pelleThYHA CTPYKTYpa. B
MPUCHCTBHE HA CONMHA KHCEMHHA MATHE3UERUTE U alyMHUHUEBH HOHU c€ OCBODOKIaBaT €AHOBPEMEHHO OT
KpUCTATHATA CAOSCTO-peUISTbYHA CTPYKTYpa. Peakuuara npotuua 6bp30 U B KONMHYECTBEHO OTHOLLIEHHE
MPONOPLUHOHATHO HA KOJIMYECTBOTO HA HAJTMYHATA COJTHA KMCEIHHA, KATO OCUI'YPABA TOUHHUTE YCIIOBKA 32
OydepupaHe kbM TepaneTH4HO pH Mexay 3 v 5. Eann rpam xuapoTtaluuT npurexasa Oygepen
KanauuTeT OT Hah-mManko 26 mEq.

Hpyru AeHcTBUA HA XMAPOTAIUNT BKJIKOUBAT: 3A1UMTA HA NUraBALATA H pereHepanns Ha JIMraBulaTa v
CYOMYKO3HHTE ThbKaHH.

dapmakoanHAMUYMHY €DEKTH
Tanuuia ce xapakTepu3upa ¢ Havano Ha AeiCTBHe NpH KOHTaKT (HezabaBHo). M3cneaBane 3a H3kyCTBEHA
HEYTpalW3allis Ha CTOMAallHAaTa KHcenHa nokasea, e Tanuua (8 ac3a ot 1000 mg) nosuwasa pH Ha
cromaxa ot pH 1,0 ac pH 3,0 3a 9 cekynau 3a TabnerHa gopma n 3a 17 cexyHnu 3a teuHa gopma. Bpemero
3a gocturane Ha pH 4,0 e 13 cexyHau 3a TabneTHa dpopma 1 33 cekyHaM 3a TeuHa popMma. MakCUMaNHOTO
HHBO Ha pH, nocruruaro B Moaena, € 4,52 3a tabneTku U 4,19 3a TeUHOCTH. 3alLIUTHOTO AECHCTBHUE Ha
nurasunaTta (LIMTONPOTEKUHA) c€ MOCTUra 4pe3 HHXHOHpaHe Ha aKTUBHOCTTA HA NMENCHH (4pes
noBHillaBaHe Ha pH), AMPEKTHO CBBbP3BAHE HA HTBYHUTE KUCENKHHH M Bb3CTAHOBABAHE HA 3alI{MTHHS
OukapboHaTeEH CNO# Ha ciy3Ta (Ype3 CTUMYJIMpaHe Ha CHHTe3a Ha MpoCcTarjaHiydHu ¥ 4pe3 OCUrypsBaHe Ha
HCO3-peseppoap). To3u MexaHH3bM € AEMOHCTPUPAH KAKTO in VILro, Taka 4 1n Vivo.
B gqonbiiHeHHE, KTMHUYHHATE AAHHMW NOKA3BaT, He XMAPOTAJIUMTHT peryadpa (CTUMynupa
pereHepatuBHUTe (haKTOPU B CTOMALLHATA JWraBHLA, noaodpsaBaiiky HeHHATa MUKPOB:
MOpdonorus ¥ MeTabONU3IBM, KaTo MO TO3H HAYUH YCKOpABA HEHHATA CTPYKTYpPHA H
3pANOCT




5.2 (DapMaKOKHHETHUYHH CBOICTBA

[IpoyuBaHusaTa Ha abcopbumATa NpU XOpa W KMBOTHHU AOKA3BAT, Y€ CNea NMPUIOKEHHE HA TEPANEBTHYHMH
1031, XUAPOTANILUMT NPAKTHYECKH HE ce abcopbupa OT cToMalulHO-uYpeBHUA TpakT. U3mMepBaHuTe HHUBA Ha
MArHe3uMi N AJIYMHHHYH B CEPYM U YPUHA OCTABAT B HOPMaNHH CTOHHOCTH.

5.3 Ilpeak/iMHHYHM JaHHH 33 fe30MaACHOCT
[IpoyuBaHunaTa 32 OCTPa H XPOHUYHA TOKCHYHOCT Ha XHAPOTAIUMUT NoKa3eat acbpa noHOCHMOCT, Hama
MaToOJJOrHYHM NPOMEHMU B KpbBHATA KapTHHa. HsaiMa XUCTONOMUYHU MPOMEHH B OPraHHUTE ThKAHH.

[IpoyuBaHuATa BbPXY €eMOPHOTOKCUYHOCTTA NPY MIBLXOBE MOKa3RaT, Ye 1034 1o 1g xuaporanumt /kg
TENECHO TErNO HAMAT TOKCHYEH e(DEKT BLPXY MaMKHTE, 3apOJAULLINTE H TOTOMCTBOTO.,

6. @®APMALEBTUYHU JIAHHU

6.1 CoucebhK HA IOMOIIHHTE BEIIECTBA

MAHHTOJ

LAPEBUUHO HULLECTE

MarHe3ueB cTeapar

3aXapUH HATPHH

€CCHLIMKA — MEHTA U DaHaH

6.2 HecnhbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rognocr

3 TOAHUHH

6.4 Cneunajnu ycjJIoBMA HA ChXPAHEHHE
Henpunoxumo.

6.5 Buau cwuabpKaHHE HAa ONMAKOBKATA

Tanuua ce npeanara B 0NakoBkH, cbabpkauld 20 TabneTku 3a 1bBYEHE.
6.6 CrneuuajaHu npeanas’HH MEPKH NPH H3XBbPJISIHE

Hsama cnetanHu U3McKBAHMUA.

Heuznon3BaHUuAaT JCKAPCTBCH HPOAYKT KITH OTNAABYHHUTEC MATCPHANH OT HETO TPHGEH Ad CC H3IXBBPJIAT B
ChOTBCTCTBUC C MECTHHUTEC U3ZUCKBAHHUA.

7. IIPUTEMATEJI HA PASPEILIEHHETO 3A YIIOTPEBA

banep bvarapuas EOQO/]

6yi. , Llapurpaacko woce® Ne 115M, naprtep
1784 Codun

bvnrapus




8. HOMEP HA PABPEILNEHUETO 3A YIIOTPEDBA

9600337

9. JATA HA ITBPBO PASPEHIABAHE/TIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YITIOTPELBA

Hata Ha nbpBO pa3peiliaBane: 13 nekeMspy 1996 .
Jlata Ha nocneano noaHosaBaHe: 18 nexkemepu 2013 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

06/2024




