JIncroBka: nHdopManHA 3a NallHEHTA

MEJOIIPU/ 50 mg duamupann TabjieTkH
MEDOPRIDE 50 mg film-coated tablets
uronpua xuapoxnopua/ Itopride hydrochloride

[TpoyeTeTe BHHMATEHO USJIATA JHCTOBKA, NPEAH /1a 3aM09HeTe /1a MPHEMaTe TOBA JIeKaPCTBO, Thii
KAaTO TH ChAbpPiKa Ba)Ha 32 Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MoXe J1a ce HalloXKH Jia s poYeTeTe OTHOBO.

- AKO UMaTe HIKaKBH JIOITbJIHUTE/IHU BbIIPOCH, NonuTaiiTe Baiius nekap uinu dapmaliesr.

- ToBa nekapcTBO € npeankcaHo JM4YHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe 1a UM
HaBpe/1H, HE3aBHCHMO Y€ NMPHU3HALIUTE HA TAXHOTO 3a00ABaHe ca ChUIMTE KaTo BaiuTe.

- AKO MOJIlyYHT€ HAKAKBH HEXEJlaHH JIEKapCTBEHH peakiuu, yBeaomere Bauius nekap uin dapmaluepr.
ToBa BKJIIOYBa U BCHYKH Bb3MOXXHH HEXEJTAHU PeaKi[Mi, HEONKHCAHH B Ta3H JIMCTOBKA. BuxxTe Touka 4.

KakBo ¢baAbpKa Ta3H JHCTOBKA
1. KakBo npeacrasnsasa MEJIOTIPU/I u 3a kakBo ce u3nojs3sa

2. KakBo Tps0Ba aa 3Haere, npeau aa npuemere MEJIOTTPU ]I
3. Kak na npuemare MEJIOITPU]]

4. Bb3MOXHH HEXKEJIaHHU peaKLHUH

5. Kak na coxpansasare MEJIOIIPHA /]

6. CbabpKaHHe Ha OMAKOBKATa U IONbJHUTENHA HHDOPMALIHS

1. KakBo npeacraBassa MEJOITPHU/I u 3a kakBo ce H3M0/13Ba

MEJIOIIPU/] npuHaanexu KbM rpyna jeKkapcTBa, Hape4eHH NMPOKMHETHYHH areHTH. [IpoKHHEeTHUHHTE
areHTH ca JieKapCTBa, KOMTO HOpMaJIM3MpaT WJIM 3aCH/IBaT M YCKOpsBaT JBH)KEHHETO Ha 4epBara
(MOTHJIMTET). TEXHHAT MpPHEM BOAM OO YCKOPEHO M3Mpa3BaHe Ha 4YepBaTa, YCKOPEHH TEMIMOBe Ha
MpeMyWHaBaHe Ha CMJIsHATa XpaHa Mpe3 ThbHKOTO 4YE€pBO M NOBHUILUEH TOHYC Ha MOJIHUA e3odarunaiien
cunkrep. B nonbnnenne MEJIOITPU /] noTHcKa NOBpbILAHETO.

MEJIOIIPHU/]] e noka3aH 3a jieueHHe Ha CHMIITOMUTE B pe3yJTaT Ha 0aBHO M3Mpa3BaHE HA YepBaTa, KaTo
YYBCTBO Ha NNbJIHOTA B CTOMaxa, 00JIka B ropHaTa 4acT Ha KOpema, JIMINCa Ha arneTHT, KHCEJIMHH B CTOMaxa,
rajieHe v NoBpbllaHe U CTOMALIHO-YPEBHH Pa3CTPOMCTBA, KOUTO HE Ca MPUYMHEHH OT A3Ba WM OPraHU4YHO
3a00/1sBaHe, KOETO 3acAra CKOpoCTTa Ha NPEMHHABaHE Ha CMJIsHATa XpaHa Npe3 CTOMalllHO-YPEBHHUS TPaKT.
MEJIOITPHU/I e npennasHa4en 3a ynorpeba npu Bb3pacTHM.

2. KakBo Tpsa6Ba na 3Haere, npean aa npuemere MEJ1OITPU /I

He npuemaiite MEJOIIPU/:
- aKO CT€ aJIEpriYHH KbM UTONPH/I HIIH KbM HSKOSl OT OCTAHAJIMTE CbCTABKH HA TOBA JIEKAPCTBO (M30POEHH

B TOYKa 6)
- KO YCKOpPEHOTO M3Mpa3BaHe Ha yepBaTta Moxe Ja Bu HaBpeau, HanmpuMep ako CTpajaTe OT CTOMALIHO-

YpEeBHO KbpBeHE, 0OCTpYKUUA UM nepdopalims.
MEJIOITPHU/I He e npeaHa3zHauyeH 3a ynorpeba npu aella.

Ilpeaynpexaenns H npeanasHu MepKH
["'oBopere ¢ Bawus nexap unu ¢papmaueBt npeau aa npuemere MEJIOITPU/I.
Heobxo11uM0 € BHUMaHHUe NpH NalLKEHTH B CTapyecKa Bb3pacT.

Apyrn aexkapersa 1 MEJOITPHU /]
Hnopmupaiite Bawns nekap uin Gpapmauest, ako npHemare, HaCKopo CTe npHemMal

NPUHEMETE APYIH JICKApPCTBAa.




Edexter Ha MEHNOIIPHU/ u edexTsT HA ApyruTe CBHBMECTHO NpHEMaHH JieKapcTBa MOraT Ja cH
B3aMMOJCHCTBAT.

AHTHXOTHHEPrHYHUTE aredTH (M3MON3BaHM 3a JIeYCHHE Ha acTMa, XpOHHYHA oOCTpykTHBHA OenoapobHa
donecr, nuapua, Oonect Ha IlapkHHCOH M 32 NOHWXKABaHE Ha CNa3sMHUTE HA INajxaTa MYCKyJaTtypa —
HarnpuMep MUKOMHUA MeXyp) MOrarT Ja [TOHIDKAT €eKTa HA UTONIPHA,

Hronmpua mMoxe Ja nopnude abcopbunsata Ha Apyr¥ JNEKAPCTBEHH NPOAYKTH, MOPaad e(pexta My BbpXY
XpaHOCMMJIATENHHA TPAKT, H MO-CIEHHAIHO JIeKApCTBA ¢ TECEH TepaneBTHUER OOXBAT, JleKapcTBa ¢
NpoAbDKUTENHO OCBOOOKIABAHE U JIEKAPCTBA, KOUTO ce OcBoDOX AaBaT B YepBara.

JlekapcTBaTa, H3MOJ3BAHM 33 HaMalsBaHE HAa KHCEJNMHHUTE B CTOMAaxa, KaTro LUMMETHIAWH, paHHUTHIHH,
TelpPeHOH M LIETPEKCAT HE MOBNUABAT edekra Ha HTONPHI BbPXY ABHKEHHUETO Ha uepBaTa (MOTHIIHTETA).
MEJOITPU]] He cn B3aumMogzeiicTBa ¢ BapdapHH, AHasenaMm, ANKIopeHaK, THKNOMUAMH, HUPEAHITHH U
HUKAPAUNUH OPU CbBMECTHO [PHIOXKEHME.

bpeMeHHOCT H KbPMEHE
Ako cre 6peMeHHa WIH KbPMHUTE, CMATaTe, Y€ MOXE Ja cTe OpeMeHHa WM IIaHupaTe OpeMEHHOCT,

nocbBeTBaliTe ce ¢ Balug nekap M ¢gapMaleBT NpeAn ynoTpedara Ha TOBA NEKapCTBO.

bezonacHocTra Ha MEJOIIPU]] npu 6peMeHsH KeHH He € yCTaHOBeHA. Bauniat nekap ue Bu nocnBersa
na npuemare MEJIOIIPU], camMo ako nonsara OT /N€YEHHETO 3HAYMTENHO HAJBHLIABA Bb3MOXKHHTE
PHCKOBE.

[Mopann BEPOATHOCTTA OT HEXeEJIAHH EKAPCTBEHH PEakLMU MpH KbPMAYEeTO, aKO KbpMHTE, Bamiuar aekap
i1e peluy Uiy aa cnpere npuaoxennero Ha MEJOIIPHU ], nnu na npeycTaHOBUTE KbPMEHETO.

lllopapane n pabora ¢ MAaINHEEH

Bonpeky ue HE ca YCTAHOBEHH €(PEKTH BbPXY criocobHoCTTA 34 WwodHupaHe # pabora ¢ MalllMHU, HAMAJIEHO
HIH BJOLIEHO BHHMAHHME He MOXE Aa Oblae M3KMIOUEeHO, ThH KATO MHOro paaxo MOXKe Aa ce TNOABU
3aMasHOCT.

B 1e3u cnyyau He Tpadsa Aa wogupaTe uaH paboTuTe ¢ MALIMHU JOKATO CUMIITOMUTE HE OTLLYMAT.

MEAOIIPH/] chabpika JaKTO3R.
AKo Bamuar nexap By ¢ xa3paj, ue¢ MMarte HEMOHOCUMOCT KbM HAKOM BUIOBE 33XapH, CBLPKETE CE C

Bamiusa nekap npeAu Ba npHeMeTe TO3H JIeKapCTBEH NPOIYKT.

3. Kak aa npremate MEJOIIPH /]

Bunaru npuemaiitTe TOBa NeKapcTBO TOYHO kKakTo Bu e kazan Bamuat nekap uinu dapmaueBT. AKO HE CTe
CUT'YPHH B Hello, nonuralite Bamus nekap unu ¢apmalesT.

[TpenopbuKTeNHaTa JHEBHA 0034 ITPU Bb3pacTHU € | TabneTka 3 MbTH JHEBHO MPEIH XpPaHEHe.

Jlo3aTa Mmoxe na 6bjie HamaneHa B 3aBHCHMOCT OT Baiata Bn3pacT B HanuuueTo Ha 3abongsane. TouHaTa
7033 U NPOABLKUTEIHOCT HA JIEHEHHUETO 1le Obaar onpelenesdu ot Bawua aekap.

[launenTH ¢ yepHOAPOOHO UK 6BOPEUHO YBpEeXAaHe ¥ NTAllMeHTH B cTapuyecka Bb3pacT

AKO cTpajaTte OT yBpexAaHe Ha yepHoapobHaTa unu 6bp0peyHaTta QyHKUHS WM CTE [TALMEHT B CTAp4YeCcKa
Bb3pacT, BawnsaT nexap e Ba HabmoaaBa no-BHHMAaTEMHO. AKO ce NOABAT HAKAKBH HEXEaHH PEaKiHH,
yeeaomere Bawudg nexap. Bawmuar nexkap Moxe na BM nocnBerBa 138 HaMajiuTe J03aTa WM Aa
MPEYCTAHOBUTE JIEYEHUETO.

Ako cte npuenn nopede MEJAOIIPHI ot neobxoaamoTo
Ako cre npueny noseue MEJIOIIPHU]] ot HeoOxoauMoTO, TpaOBa fa ce nocbBeTBaTe ¢ Baiuus nekap.

Axo cTe nponycraan aa npuemere MEJOIIPHA
Ako cte 3abpaeuinu ga npuemere MEJJOITPHA L, npoabnxkere npuema no obuyaiinug Ha

IOBoliHa 1034, 3a Ja KOMIEHCHpaTe NponycHaTara Tabnerka.




Axo cre cnpean npaemsa Ha MEJOIIPH
Ako crpere ga npueMare MEJTOIIPUJ no-pano, Bamure cumnroMu Moxe Ja ce Biaowat. [1ocsBersalite

ce ¢ Bainus nekap npeau ga cnpere JEYEHHETO.
AKO HMMaTe HAKAKBH JONBJIHHTEIHH BBIIPOCH, CBbp3aHH ¢ ynoTpefara Ha TOBa JIeKapcTBO, MOMHTalTe
Bainus nekap uind ¢papMauesT.

4. BL3MOKHE HeXeJIaHH PeaKInaH
KakTo BCHYKHY TEKApCTBa, TOBA JIEKAPCTBO MOXE A3 NPEAH3IBHKA HEXKENAaHH PeaKL{HH, BBIIPEKH Y€ HE BCEKH

rd N0Jy4aBa.

Cunpere npaema Ha MEJJOIIPH/] » yBenomMete Bamns gexap:

- AKO NOJY4YHTE OTOK Ha pblieTe, KpaKaTa, OTOK Ha JIMLETO, YCTHHTE WM IbpPJiOTO, KOMTO 3aTPYAHABAT
NPErTHIUAHETO WK AMInaHeTo. OOpHB U NpYpHTYC CHIIO MOTAT J1a Ce MOABAT. ToBa MOe Ja ca MpU3HallH,
Yye MMATE alepruyHa peakius.

CleanuTe HeXe1aHH PeAKIHH MOTAT 4Aa ¢€ NPOABAT N0 Bpeme Ha aedennero ¢ MEJTOITPH/
Heuectu (Morar na 3acersar ao 1 Ha 100 gyurd):

® [MOHMKEH Opol Ha OeNMTE KPbBHH KJIETKH;
NOBUiLICHU HHBA Ha NMPOJAKTHH;

3aMasHOCT, rNaBoboye, HapyllleHHsA Ha ChHA;
qUapus;

3areK;

OOJIKH B cTOMAXa:

MOBUIICHO CNIOHOOTACHAHE,

NOBHIIEHH CTOMHOCTH Ha ypes M KPEaTMHUH B KPBBTa Np# J1abopaTopHu H3CIEABAHHA HAa KPbBTA;
fonka B repaHUTE H rbpoa;

yMopa,

pa3ApasHUTETHOCT.

Peaku (Morar aa 3acerdat ao 1 Ha 1 000 gyws):
® KOXHH OOpHBH;
®  3a4epBsBaHeE;
e cbpbex.

C Hen3BeCTHA YeCTOTa: YeCTOTAaTa He MOXE Aa Objle YCTAaHOBEHA OT HAMYHHTE JaHHH:
® MOXBITABAHE HA KOXAaTa U OAJIOTO Ha OYHTE;
raJieHe;
TpeMOop;
yrojeMABaHe Ha I'bPAUTE NIPH MBXeE;
NOHKWXKEH Opoi Ha TpoMOOLUTHTE;
MOBHLIEHH CTOWHOCTH NpH H3cneasane Ha kpbBTa (AST, ALT, ramma — GTP, ankanna docdarasa
¥ OUnnpybuH).

CrobmaBane B HeXeNAHH JIEKAPCTBEHH PEAKIHA
AKO MNoJyuynTe HAKAKBH HEXXETaHM JIEKapPCTBEHH peakUHH, yeeaoMere Bamus nekap e

¢dapmauest. ToBa BKJIIOYBA BCUYKH BB3MOXKHH HEOMMCAHH B Ta3H JIMCTOBKA HEXEAHH pe /-’/

CBILO Aa CHOOINUTE HEXKENAHU peakLMM JUPEKTHO Ype3 HAlMOHAIHATA CHCTEeMa 3a ChoO{amAy
HM3mbHHTENHA areHuHM Mo IeKapCTBaTa =
3
@
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Ten.: +359 28903417

yebcainT: www.bda.bg

Karo choOiuaBaTe HexenaHu peakliui, MOXKeTe Ja AajeTe CBOS NPHHOC 32 MOJIyYaBaHe Ha MOBeYe
HHpOpMaLHA OTHOCHO He30nacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak aa cuxpanssate MEJOITPHU
Ha ce cbXxpaHfaBa Ha MACTO, HEAOCTBITHO 34 AeLa.

He n3smnonseaiite ToBa IEKapCTBO CIIEZ CPOKA Ha FTOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATA 0nakoBKa. CpoOKbT
Ha FOAHOCT OTroBaps Ha NOCIECAHUA AECH OT MOCOYCHUA Mecell.

To3K TeKapCTBEH NMPOAYKT HE U3HCKBA HUKAKBH CIIELHAJIHHM YC/IOBHA HA ChXpaHEHHE.

He u3xebpnaiiTe sekapcTBata B KaHanM3alMATa WK B KOHTeliHepa 3a nomainHu otnaabuu. [lonuraiiTe
Baurusa ¢papMaleBT Kak Aa H3XBBPIATE J1eKapCTBATA, KOUTO Beue HE H3N0J3BaTe. TesH MEPKH e CTOMOTHAT
3a Ona3sBaHe Ha OKOJIHATA cpeja.

6. Cuabpxanie HA ONAKOBKATA H JONLINHTEAHA HEGOPMAUHS

Kakpo cuabpxa MEAOIIPHI

- AKTHBHOTO BellecTBO € urtonpuj (itopride). Beska ¢unmupana tabnetka cpabpxa 50 mg HTOMPUA
xuapoxsopua (itopride hydrochloride).

- Jpyrure CbCTaBKH Ca: NAaKTO3a MOHOXHJIpAT, KapMeno3a, NnpexeNaTHHH3HpaHO HHUUIECTe, KOJOWIEH
Oe3polieH CHIMIHEB NIHOKCHA, MarHE3UeB cTeapar, XunpomMenosa 2910, Tutanos auoxcun E171, maxporon
6000, Tank.

Kak marnexaa MEJOIIPH/] 1 kakBO ¢LABPKA ONAKOBKATA
MEZOIIPHU/] Tabnerku ca 6enH, kpBIyik, ABOHHOH3NbKHANH QHIMHpPaHH Tabnerky ¢ AuaMeTnp 7 mm.

[Ipo3pauan PVC/PE/PVDC-anymunnii 6nucrepu u npospaynd PVC/PVDC-anymunnit Snuctepy.
MEJOITPHU/]] e nanudyen B OsiucTepHu onakosky no 20, 30, 40 u 100 dunmupanu tTabnetkm.
He BCHYKM BHAOBRE ONMAKOBKU Morart aa ObaaTt NMycHaTH B npoaaxoa.

IIpaTeskaTes Ra pa3penieAHeTo 38 Yynorpeba
Medochemie Ltd., 1-10 Constantinoupoleos street, 3011 Limassol, Kunsp

Ilpon3BoaATEN

Medochemie Litd.,
Factory AZ, Agios Athanassios Industrial Area, Michail Irakleous 2,
Agios Athanassios, 4101, Limassol, Kumsp

To3n nexkapcTBeR DPOAYKT ¢ pa3zpemen 3a ynorpefa B aAnpxkaBe 4nenkH Ha EUIT noa caepnnte
HMEHa:

0207 0213
EcToHus ASRIPAL GASTRIX
bbarapus MENOIIPHUNI
Kumsp TOPRISAN
Yexns ASKETON
JIuTtBa ASTIPAL
Maunra TOPRISAN
PymMBbHUSA ASKETON




Cnosakus ASKETON GASTRIX
YHrapus ITOPRIDE
SUPREMEX

HaTa Ha DocaeaRO npepasraexnane na gucroskara 02/2028.




