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1. HWME HA JEKAPCTBEHHS MPOXYKT

TAJIIAA 500 mg Tabnerku 3a IEBYCHE
TALCID 500 mg chewable tablets Paspewenue A < " 1 - 29 -05- 2003
" rrarrsrmasrsoss voorassrsersnsan S tersecanssearssrornsrrannen

2. KAYECTBEH U KOJIMMECTBEH CBCTAB
AKTHEHO BernecTBo: EnHa tabnetka ¢ceaspxka 500 mg xuaporamuur Chydrotalcite).

3a TbNHUA CITHCHK HA TIOMOLIHHTE BEILECTBA, BIDKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a TuBYEHE.

bsna, kpbrna Tabnerka ¢ apoMar Ha MEHTa, O3HAYEHA OT rOpHATa cTpaHa ¢ Haamuc ,, [alcid”, a oT KonHaTa ¢
»KPbCTa Ha bakep®.

4. KJIAHAYHHA JTAHHHA

4.1 TepaneBTHYHA MOKAZAHUS

CHMIITOMATHYHO JIe4eHHE Ha HAPYIIEHHS, IIPH KOHUTO € HATUIIE XUNePalyaHTeT:
- OILUTAKBaHMA, CBBP3aHHM C TIOBHIIEHA KHCEIWHHOCT,

- racTpo-e3odareaneH pednykc (I'EP),

- OCTBP H XPOHHYEH FACTPHT,

- CTOMAIlHA K JyO/ICHAIHA A3Ba.

4.2 JIo3npoOBKa H RAYHH HA NPAIOKEHUE

ﬂ O3HPOBKA

3a CHMIITOMATHYHO JIe4eHHE Ha:

- KHCETHHH H OILTaKBaHHA, CBBP3aHH ¢ NOBHIIEHA kHCeIHHHOCT: 500- 1000 mg xuaporanuut, koraro
e HeoOxonumo. He Tpabsa na ce nperumaea obuiara auesHa 103a ot 6000 mg xuaporaInmr.

- ractpo-e3ogareanet peguaykc (I'EP), ocTsp 1 xpouuded ractpur: 500-1000 mg xuaporanur
1-2 yaca cnep XpaHla, o BpeMe Ha JISraHe H KOraTo CHMIITOMATHUYHKTE OIIaKBaHKs ce nosBAT. He
TpsOBa 1a ce mpeBHIIaBa o01waTa AHeBHA 1o3a 0T 6000 mg XMAPOTANILIUT.

- CTOMaIlIHA U AyoacHansa a3a: 1000 mg xuaporanuur 3-4 mbTH JHERHO CNel XpaHd, 1o BpeMe Ha
narane. He Tpadsa na ce npesumasa obinara aueBHa g03a ot 6000 mg xunporampr. Jleuenuero
TPAOBa J1a IPOABLIDKH TIOHE 4 CEIMHLH CIIE ITBIHOTO OT3BYYaBaHEe HA CHMITTOMMTE.,

Heduampuyna nonyaayus

He ce npenopryea ynorpebata va Tanuwn npy aeua noa 12 ronyHn nopagu JUICATA HA JOCTATHUHH NaHHH
3a 6€30MacHOCTTa W/HITH e(pUKACHOCTTA.

HauuH Ha NpUAQKEeHUE
32 [IEpOPaNHO MPHITOKEHHE,

4.3 IIporuBomokazaHuy

- CBpBHXYYBCTBUTETHOCT KBM aKTHBHOTO BEIIECTBO MJIM KBM HAKOE OT MOMOLIHHTE
Touka 6.1

- Cepno3no 6LOpeuHO yBpexIaHe

- Xunodocharemus



".‘

- MmuacTenus rpaBuc
44 CrhenuaJHH NpeIyNnpeXieHHA H NPeIa3HA MEPKH NPH ynoTpeba

IIpy naupenTy ¢ ypeacHa 66s0peuHa QykHIA (0coOeHO malMeHTH Ha XeMOJHAIIH3a), TIPU MALHEHTH C
Oonect Ha AnuXxaiMep WiH ApyrH (OpMH Ha AEMEHLIHA, H TIPH NMAlMeHTH ¢ XUurodocdaTeMus WiH ¢
OrpaHuyeH npueM Ha gocharh, TpadBa ga ce U36ArBa NPHIIOKEHHETO HA BUCOKH JO3H U
NPOABJDKHTENHATA ynoTpeda. AKO CHMITTOMMTE NMPOIBJDKAT WM M3Ye3HAT CAaMO YaCTHUHO, TpaOBa
AOTTBJTHATEHO Aa CE€ MMOTHPCH MEAUIMHCKH CHBET,

Xuaporanuur He TpabBa fa ce nMpHeMa €IHOBPEMEHHO ¢ XpaHH, ChITbpKAaIlH KHCETHHH (BUHO, TUIOHOB COK
1 ApYTH), TOpaJH YBEITHYABAHE YpeBHATA pe3opOLMATa HA ATYMUHHEB XHIPOKCHI.

ToBa ekapcTBO CHALPKA NO-MaNKo 0T 1 mmol Hatpuit (23 mg) Ha Ko30BA SAWHMILA, T.€. MOJKE Ja CE KaKe,
Y& NpAKTHYECKH HE ChABPXKA HATPUIMA.

4.5 Bs3anmoaeHCTBHE ¢ APYIH JeKAPCTBEHH NPOIAYKTH H APYrH ¢OPMH HA B3auMoaeicrBHe

XuaporanuuT He Tp40Ba Ja ¢e MpHeMa AHOBPEMEHHO C JIEKAPCTBA, YHATa abcopbips MosKe Z1a ce
MOBJIHsE, KOraTo Ce IMPHIAraT EAHOBPEMEHHO (HAMP. INIIOKO3WAN, TeTPALMISIMHY WK XHHOJIOHOBH
AEpUBAaTH KaTo OQUIOKCallMH U LHIpodIokcalnH, 6okupammy aredru Ha Ha petenrrop, nepuBaTe Ha
KyMapHH, HATPHEB (PIyopHui, XeHoae3okcuxonar). Jlpyru nekapcTsa o6MKHOBEHO TpsAbBa Aa ce mpHeMat
Had-Manko 1-2 yaca npeau wnu ciea npueM Ha Tamuz.

4.6 @epTHAMTET, DPEMEHHOCT H KbEPMEHE

BpeMeHHOCT
Karto ce uMar npeasu JaHHUTE OT GapMaKOKMHETHYHHTE TNIPOYYBaHHs, KOUTO MOKA3BaT, Y€ HUBOTO Ha

aTyMHHHH B KPBBTA OCTABAT B HOPMAJTHH paHuLH, TanuuAa TpsOBa 1a ¢ H3MO0JI3Ba CaMo 3a KpaThK
MEPHOI OT BpPEMe HO BpeMe Ha OpeMeHHOCT, 34 []a C¢ HAMAJIM KOHTAKTA Ha TU104a C aTlyMHHHA.

KbpmeHe

OOWKHOBEHO ¢CHIBPIKALLIUTE allyMHHHII CyOCTaHLIHM ¢e eKCKpeTHpar B KkbpMmaTa, HaMa JaHuu 3a
eKCKpelugTa Ha Tanuua B KbPMaTa |, NOpajy HUCKATA YpeBHA pe3opOLusa B MalikaTa ¥ JETETO, He MOraT
Ia ¢€ OYaKBaT 3paBOCIOBHU NpobIeMH 33 HOBOPOIEHOTO.

Qeprunurer
HamMa HajinuHH JaHHH.

4.7 EdexTH BLpPXY cniocOGHOCTTA 32 modHpaHe H pab0oTa ¢ MAINKHH
Tanuua He MOB/IHSIBA UK MOBIHARA MPeHeOpexuMo ciocobHocTTa 3a modHpaHe v paboTa ¢ MaIIKMHH.

4.8 Hexenann 1eKapcTBeRN PeaRIHA

Cromamnpo-dpeBsHH Hapymennsn: BHCOKHTE 103 MoraT Aa A0BeAaT A0 KAUIOTIOAOOHH H3NPAOKHEHHT H
YECTH W3MPAKHEHHA, ITOBpBIIAHEe, JHAPYA.
C HeH3BecTHA 4ECTOTA: 3aMeK.

W3caenBanua: HAMANECHU CEpYMHH HHMBA Ha docdop, XunepMardesueMus
Hapymenna HA AMYHHATA CHCTEMA: AJIeprUuHa peaKius

TTIpoAB/IDKMTENIHOTO NEUeHHE HA MAlHeHTH ¢ OBOPEYHO YBpeXKaaHe MOYKE A JOBEE
HWHTOKCHKALMA ¢ OCTeOMaNalMa H eHiedaaonaTHA.




CrobinaBane Ha MOZO3HPAHH HEXENaHH PEaKIUH

Cho0maBaHeTo Ha NOJO3UPAHH HEXETAHN peakiiuH Clie paspelaBane 3a ynotpe6a Ha JJeKapCTBEHHS
HIPOAYKT € BaykHO. ToBa NO3BONSARA [a IIPOAB/DKH HAOMIOIEHUETO Ha CHOTHONIEHHETO TOJT3a/pHCK 32
JIEKApCTBEHHA TIPOAYKT. OT MEIHIMHCKUTE CIICIHATUCTU C€ M3UCKBA 14 CHOOIIABAT BCAKA NOJO3UPAHA
HEKEJJaHA PEaKI(id Yypes

HannnHuTEeNHA areHIHA 1o IeKapcTBaTa

ya. .JamaH ['pyes” Ne §

1303 Codus

ten.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 IIpeaosupane

HsMa noxnanradu ciyday Ha NMPEeNo3HpPaHe ¢ XMAPOTAIILIHT.

5., ®OAPMAKOJIOTrHYHU CBOUCTBA
5.1 @dapmakoAHHAMHYHH CBOlicTBA

DapMakoTEpaneRTHUHA IPyIa; XPaHOCMIUIATETHA CHCTEMA M MeTabOoIM3EM, AaHTHALMAHY npenapaT,
ATC xom: AGZA D04

MexanusbsM Ha eHCTBHE

XHAPOTATIHT € MarHE3HEBO-ATY MHHHEBA COJT U € CyOCTaHLNA ¢ onpeJiesicHa PEIleThYHO-CI0ecTa
CTPYKTypa. JleficTea KaTo HECHCTEMHO aHTHALIMHO BEMIECTBO, KOETO HEYTPAH3Hpa CTOMAIITHATA
KHMCEITMHA MIOCTENIEHHO, B 3aBHCHMOCT OT HAJIHIHOTO KOJTHYECTRO KHUCEIHHA.

IIpoasDKHTENHOTO AEHCTBIE HA XMAPOTAILMT CE JBIKH Ha CIOECTO-PEHISThYHA CTPYKTYpa. B
MPHCHECTRHE HA COJTHA KHCEIMHA MATHE3HEBHTE U AIyMUHUEBH HOHH ce 0CBOOOMKAABAT € THOBPEMEHHO OT
KPHCTAIHATA CNIOECTO-PEIIEThYHA CTPYKTYpa. Peakuusra nporrya Obp30 M B KOJIMUECTBEHO OTHOIIEHUE
MPONOPIIHOHATIHO HA KQIMYECTBOTO HA HAIMYHATA COJTHA KUCEJIUHA, KATO OCHTYPABa TOYHUTE YCIIOBHS 32
Gydepupane keMm TepanepTHYHO pH Mexay 3 1 5. EquH rpaM XHIpoTaTuuT npuTexasa GydepeH
KanauureT oT Hai-Manko 26 mEq.

JPpYry IeHCTRIA HA XMAPOTAJIIMT BKJTIOYBAT: 3allIMTA HA JIMTABHIIATA M pereHepauus Ha JIMraBHLaTa u
cyOMyKO3HUTE THKAHY.

MDapMakoauHaMU4YHU ebeKTH

Tamyn ce XapakTepH3ipa ¢ Hauano Ha AelcTBUE NMpH KOHTaKT (He3abasHO). H3cnensaHe 3a m3kycTBeHa
HeyTpaJIi3aliid Ha CTOMALIHATA KHCEJIMHA 110Ka3Bea, ue Tamuua (B gosa ot 1000 mg) noeuinasa pH Ha
croMaxa ot pH 1,0 no pH 3,0 3a 9 cexynam 3a Tabaerna dopma 1 3a 17 cexynau 3a reuna dopma. Bpemero
3a nocturate Ha pH 4,0 e 13 cexynnau 3a Tabnetna dopma u 33 cexynau 3a Teuna popMa. MakcHManHOTO
HUBO HA pH, nocTHrHaTo B MoJe)a, € 4,52 3a Tabnerku u 4,19 3a TedHOCTH. 3alUUTHOTO ACHCTBHE HA
JIMTaBHUATA (LMTONPOTEKLMSA) CE MOCTHTA Ype3 HHXHOUpaHe Ha AKTHBHOCTTA Ha IecHH (Ypes3
noeuiliaBaHe Ha pH), IUpEKTHO CELP3BaHE HA AJTHYHHTE KHCEIMHH H BL3CTAHOBABAHE HA 3al|MTHUNA
OukapOoHaTeH ciioll Ha ciysTa (dpe3 CTUMYNIHpaHe Ha CUHTE3a Ha NPOCTATIAHIHHH W Upes oc
HCO3-pezeproap). Tozn MexaHW3®M € NEMOHCTPUPAH KAKTO in vitro, Taka u in vivo.

B mombiaHeHHe, KIHHHYHHATE AaHHH NOKA3BAT, Y€ XUIPOTAILMTET Peryiupa (CTHMYIHP
per¢HepaTHBRHTE (hakTOpH B CTOMAIIHATA JIMTABWLA, NOAOGpABalikY HeHHATA MUKPOB
Mopgonorus ¥ MeTabOJH3BM, KaTo IO TO3M HAYMH YCKOPABA HEHHATA CTPYKTYpHA U
3PSUIOCT




3.2 (@PapMaKoKHHETHYHH CROHCTBA

IIpoyuBaHusaTa Ha abcopbumaTa npu xopa H )KMBOTHH JOKA3RaT, Ue ciiel NPHUIOKEHE Ha TePANeBTHYHH
J034, XHIPOTAILMT NpakTHYecKH He ce abcopbupa oT cToMamHo-4peBHHA TpakT. FiaMepeaHuTe HUBA Ha
Mar"e3svH H aTlyMHHHH B CEpYM U YpHHA OCTABAT B HOPMAIIHH CTOHHOCTH.

53 IIpeaximHEYEHA JaHuH 32 He30MACHOCT

IIpoyuyBanusaTa 32 OCTpa M XPOHHYHA TOKCHIHOCT HA XHAPOTAMIIMT TIOKa3BaT AoGpa moHocuMocT, Hama
MATOJIOrYYHH NIPOMEHH B KPBbBHATA kapTHHA. HimMa XHMCTONOrHUHN NpOMEHH B OPrakHUTE THKaHH.
I[Ipoyusanuara BspXy eMOPHOTOKCHYHOCTTA NPY IUTHXOBE NOKA3BAT, e K034 40 1g xunporanuut /kg
TENECHO TeIIO HAMAT TOKCHYeH e(eKT BhpXy MajikuTe, 3apOHIIATE M MOTOMCTROTO.

6. ®APMAIEBTHYHH JAHHHU

6.1 Cuuchbk A NOMOIMHATE BeMIECTBA

MAHUTOJ

LAPEBHYHO HHILECTE

MarHe3HeB CTeapar

3aXapHH HATPHHA

eCEeHLMA — MEHTAa U 0aHaH

6.2 HecnBMecTEMOCTH

Hernpunoxxumo.

6.3 Cpox Ha roanocr

S roauHu

6.4 Chnen¥annm yc10BH# H2 ChXpaHeHHE

Henpunosxumo,

6.5 Bujan chaAbLpxaHHE HA ONAKOBKATA

Tanuup ce npeanara B ONaKoOBKH, chabpikamu 20 TableTKH 3a bBUcHE.
6.6 ChoeusaJnd NpeaNa3HH MEPKH NPH H3XBBPJISHE

Hama cnietipanam n3HcKBaHus.

Heu3non3sBaHHAT IekapCcTBeH MPORYKT UIIK OTIIAIRYHUTE MATEPHANH OT HEro TpsAbBa fa ce H3XBBPIAT B
CHOTBETCTBHE ¢ MECTHUTE HW3HCKBAHHA.

7. INPHTEXATEJ] HA PASPEIHIEHHETO 3A YIIOTPEEA
baitep brarapus EOOJ]

ya. “Pesbapcka” Ne 5, rp. Codus 1510
brarapus




8. HOMEP HA PAZPEIIEHMUETO 3A YIIOTPEBA

9600337

9, - JATA HA IThPBO PASPENIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Jara Ha mepBO paspelasane: 13 aekemBpu 1996 r.
Jara Ha mocnenHo nogHoesBane: 18 nekemepu 2013 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

0372023




