WANLIHUTENHA Al EHUNA NO NEKAPCTBATA

el - FlousoxeHue 2

dodo067

Jucrosxa: audpopmanni 3a norpeburens

Jdonepamuy Exodapm 2 mg Tabaerkn /g 4 A7 A7 /'7 } J'J’S 9 5
Loperamide Ecopharm 2 mg tablets 1 7 05 1021

[

noniepamunos Xuapoxitopux (loperamide hydrochloride)

Ipoverere BHMMATEIHO URIATR THCTOBKA, NPEIH A2 3aN04HETe 13 NPAEMATE TOBA JEKAPCTEO,
Thil KATO TH CLABbPHKa BaKAA 33 Bac uHGopMANHS.,
Bunars npueMaiiTe TORa 1€KapCTBO TOYHO KAKTO € ONIMCAHO B TA3H THCTOBKA WM KaxTo Bu e Kazan
Bamuar nekap uin papmaliesT.
- 3anaszere Tasu nuctorka. MoXe [ia ce HAMOKH Ja i APOYETeTe OTHOBO,
= AKO ce HYXIdaeTe OT JOMBIHHTEIHa HHPOPMaLHs WK ChRET, nonuTaiire Bawus dapmauesT.
- AKO MOmy4HTe HAKAKBH HEXENAHH JICKAPCTBEHW peakLiny, yReaoMmeTe Batus iekap wiy
dapmatiest. ToBa BKAIOYB2 W BCHUKH BH3IMOKHH HEXEJIAHH PEaKiHy, HCOMHCAHM B TA3H
aucroBka. BiokTe Touka 4,

Kakeo cuanpxa Ta30 JIACTOBKA:

Kakso npeacrasnaea Jlonepamua ExodapM 1 3a KakBo ¢e H3No13Ba
Kaxso Tp68a 1a 3naete, npean na npuemere Jlonepamun Exodapm
Kax na npuemare Jlonepamun Exodapm

BB3MOXKHYN HEKENAHM PeAKLHH

Kaxk na cexpanssate Jlonepamiza Exothapm

CranpkadHHe Ha ONAKOBKATA H AONKIHUTENHA HHpOPMaIWs

P p W

1. Kaxso npeacraraasa Jlonepamua ExodapM u 3a KaKBo ce H3NOI3BA

Tipu nuapus Jloniepamnn Exodapm BTBRPAABA H3NPAKHEHHATS W HAMATIIBA YECTOTATA Ha
nedexanuure.

Jlonepamua Exodiapm € npennasHaden 3a NeUSHHE HAa BHE3ANHO HACTBIKNA (OCTPA) AHAPHA DU
BH3PacTHH H Reua Haj | 2-romuuina Bb3pacty.

Hpy naunesTh ua 18 u/nav noseve rofMHy, ANarHoCTHilMpat cb¢ CHHAPOM Ha Pa3apa3HEHOToO
uepro (CPY), Jionepamua Exodapm morke fla ce H3n0a3Ba B Ctyuall Ha OCTBD HAPHUEH ENU30L,
acoundpad cve CPY.

Ako cnen 2 nnm He ce uyBCcTRaTe no-100pe WK ChCTOAHNETO Bu ce Bown, TpAGBa Ja NOTHPCHTE
NEKAPCKA NOMOILL.

2. Kaxso Tpafsa 1a 3naere, npean na npuemere Jlomepamua Exopapm

He npuemaiite Jlonepamua Exogapm

- NPH HATHYME HA KPBB B M3NPAKHEHAATE WIH aKO HMATE BUCOKA TEMNEpATypa;

- BCIyuail u¢, npu Bac € yCTaHOBEHO BL3NANHTEIHO 3a00N4BaHe HA YepeaTa (KATO HANPHMED
YILEPO3eH KOMUT MK NceBAoMeMOPaHO3eH KOMKT, BE3HUKHAIK B Pe3yJITaT Ha aHTHOHOTHYHO
JeveH e);

- ako Bawmar nexap Bu e xazan, e uMare CLCTOAHHE, HAPEYeHO 3a0aBeHO IPEMHHABAHE NIpe3
uepsara. [Ipumepu 3a TakoBa ChCTOAHUE Ca 3a11€K MM NOAYBAHE HA KOPEMAa;

- ako Bu e M3BeCTHO, 4€ CTe aneprHyHH K'bM JONEPaMUAOR XHAPOXIOPH/L KM KbM HAKOS OT
OCTAHAHTE CHCTABKH HA TOBA JIEKAPCTRO (M30POEHH B Touka 6);

- B Cayuail Ha GaKTepnasieH eHTEPOKONHT, TPHUHHEH OT MUKPOOPTAHHIMH, KaTo C
LINFeNa W xammanobaxtep;

- npu aeua noa 12-roguumka Be3pacT (M nox | 8-roaumna sp3pact 3a nauue




AKO He CTe CHrypHY B Heulo, nomosiete Bauna dapMauerRT 1ty flekap 3a ChBeT.

Hpeaynpexaenns H RPEANAIHA MEPKH

[oeopete ¢ Bamms nekap win GapMauenrt, npean ga npuemere Jlonepamun Exodapm.

Brapexn ye Jlonepamun Exodapm npeycTanosaBa 1HapHATa, (POIYKTHT HE OTCTPAHARA PHYHHHTE
3a HefiHaTa nosea. Koraro ToBa € BLIMOXKHO, € HEOOXOAHMO CHINO /14 C& NIPOBEAE NeYeHHe U Ha
NPUYHHATE 38 Bb3HHKBAHE Ha JHapRATa.

- B cayyail, e umate Auapus, Tpadea Ja 3HaeTe, ye ryOHTe 3HAYHTENNHO KOJMYECTRO TEYHOCTH.
Ero 3amo Bue Tpabsa na koMneHcHparte 3arybarta nocpeacTBOM TIOBHILUEH (IpUEM HA
TeuHOCTH. Toba Bat B ocobeHa cTeneH 3a neua, cnabu UK BLIpacTHH xopa. Hoauraiite
Bamms dhapmaliesT 3a Tepanyis, KoATO 4a BE3CTAHOBH COMHTE, 3aryDeHy BCIENCTBME HA
JHapHATa.

- [lpu Bresanen (0cTHP) NpHETHN Ha AHapua, JlonepamMua Exodapm 0GHKHOBEHO
NpeycTaHOBaBa CHMNTOMHUTE 32 48 daca. B nporusen ciyyaii, cpete aa npuemare
NCKAPCTBOTO M noceTeTe Bawug nekap.

- Axo Bue cte 6onen ot CTIMH u cte nexkyran ot nmapus ¢ lonepamMua Exogapm, nipu nosea
Ha KAKBHMTO W [a € NPH3IHAUK HA OZYBAHE Ha KOpema, He320aBHOo NPexpaTeTe NPHeMa Ha
Jlonepamun Exodapm 1 chobuiere Ha Bawinsg nexap.

~ He npsemaiiTe TO3H NPOAYKT 3a APYTo, OCBEH 33 TOBA, 3a KOETO € [IOKA3aH Ja Ce H3NoJI3Ba
(BioicTe ToOuKa 1)} ¥ HHKOTa HE MpuEMaitTe nOBEYE OT NPENOPHUHTENHOTO KOIIMHECTBO {BHKTE
To4Ka 3)}. UMa cpolmienus 3a CepH30HH ChpPACHHK NPodeMH (YHHTO CHMITTOMHE BKJHOYBAT
YYECTEH WIIH HEPABHOMEPEH ITyJIC) TIPH NALMEHTH, KOHTO C& IPHETH NPEKATIEHO MHOTO
TONEpaMu/l, aKTHBHATA CheTaBka Ha Jlonepamun Exodapm,

32 nanuenTH, AMAarHOCTHEMPAHRH ¢h¢ CABIPOM HA PA3APAHEHOTO YePBO
["oBopTe ¢ Bainua nexap HaH GapManest:
- ako ¢Te Ha 40 vy NMoBeYe TOIHHY W € MUHATIO BPEME OT NocieaHaTa BH kpH3a;
- aKo cte Ha 40 uny noseYe roJMHH H CHMIITOMHUTE By 1031 MBLT ca pasinvynu;
- 8KO HACKOpO CT€ HManH KPbE B U3NPaXKHEHNATA,
- 3KO cTpajaTe OT TeXBK 3amek;
- axo Bu ce ragy wnd nospwliare;
- aKo CTe 3aryOuiM aneTHT WIH rybure Terno;
- 8KO MMATe 3aTpPyAHEHO KW/iH COMe3HeHO YPHHHpaHE;
- aKo HMaTe TeMieparypa;
- &Ko CKOpO ¢Te TETYRAIN B UyKOHHA.

Hpyra nexaperea & Jlogepamua Exopapm
Tpabsa na xaxere va Bawna nexap unn dapmaiierr, ako npuemare, HACKOPO CTE HPHEMAITH WK €
BB3MOXKHO Jia MpUeMere:

- puToHaBMp {H3nOn3BaH 3a JeyeHne Ha XHB);

- XMHMIHH (M3M10M3BaH 33 JICUEHUE Ha HAPYLUCHHA HA ChPASHHHA PHTBM);

- IE3MOMpPECHH B niepopaina Gopma (H3NON3BAHY 23 JIeUeHHE HA IIPEKOMEPHO YPHHUPaHE),

~  HTPaKOHA30J WM KETOKOHA30/ (M3MON3BAH 34 IeYeHHe Ha MBOHYHN HHAEKUHH);

- remdudpo3un (U3N0II3BAH 33 NOHWIKABAHE HA XONECTEPONA);

- [OPYrH IEKAPCTBA, KOWTO NOTHCKAT NePHCTANTHKATA HA CTOMAXa M uepearTa (Hanpumep
AHTHXOJUHEPrHUHY IPENapaTh), ThH KaTo T¢ 61UXa MOrM 3HAYHTETHO A& 3aCHIAT edeKTa Ha
Jlonepamua Exodapwm;

- [ApYTH eKapCcTBa, BKNHOUYHTENHO H TAKKBA, OTMyCKaHH 6e3 peenTa, iid GHIKOBH /IEKapCTRa.

Jlonepamna Exodapm ¢ xpana, HARHTKH H ATKOX0]
Tabnetknre TPA6Ba Na ce NIPUEMAT C TEUHOCT.

Bpemennocr, kepMene # depTrHanTeT
IlocwBeTsaiiTe ce ¢ Bawns nexap uau hapMalesT npean yrorpedara Ha KOSTo H a2
Axo cTe OpeMenHa WITH KBPMHTE, CMATATE, 46 MOMKE Aa cTe DpeMeHHa WIH IWIaHApa



noceeeTBaifte ce ¢ Bawna nexap nin dapmanesT npeau ynorpebata Ha TOBa NEKapCTERO.
Jlonepamua Exodapm He Tpabra fa ce H3Mos138a N0 BpeMe HA KbPMEHE, Thil KATO MAIIKY KOJIHYECTBa
OT aKTHBHOTO BEIHECTBO NOMajJaT B KbPMATa.

Mlodnpane u padoTa ¢ MAINKHY
Jlonepamua Exotdapm Hsma nin uMa npeHe0pexiMo MAJIKO BIMIHIE BbPXY ¢nocoBHOCTTa 33
wodupateTo 1 paboTaTa ¢ MALIIMHH,

388,&1-!0 C IMapHaTa MOXKE na ce HB,GJ'IIOJIaBaT YMOpa, BUCHE Ha CBAT WU CBHNUBOCT. BoaMoxHo € Ja
3ary0uTe KOHUCGHTPAIHA, 18 €€ YyBCTBATEe OTNANHANY MW JOPH 1a npunaadete. [lopany Tora e
NPenopLYHTEIHO /1a He WioHpaTe Wi paboTHTE ¢ MAWIHWHH, 8K0 HAKOE OT M3DpoeHHTe e HaHue.

Jlonepamux Exodapm cnanspxa nakroza
Axo Bammdr nekap By e Ka3an, 4e HMaTe HENOKOCHMOCT KbM HAKOH 3aXapH, IIOCHBETBANTE CE C HETO,
NpeaM 0a NPHEMETE TOIH NPOIYKT.

ITpoGaemu ¢ yepauan Apob
Yeenomere Batuus nexkap, B cyvaii ue umate npodiemu ¢ depuds apob. Bre moxe na ce Hyxnaete
OT CTPMKTHO JIEKApCKo HabmoJeH e no BpeMe Ha JieueHuero ¢ Jlonepamun Exodapm.

3. Kak na npuemare Jlonepamua Exodapm
BuHary npHemaiiTe Topa NeXapcTBO TOYHO KAKTO € ONMCAHO B TA3H NMCTORKA WIH KakTo Bu e xazan

BaumsaT nekap wid dapMarieBr. AKO He CT¢ CHI'YPHH B Helo, nonwraiite Bawug nexap uing
thapmauerT.

ByzpacThu # Aeua Hag 12-rofuiuga BR3pact:

Ocmpa duapus: vavanHara 103a € 2 Tabnetky (4 mg); JieeHNETO NPOABIKABA ¢ NPHEMAHETO Ha |
tabnerka (2 mg) cnex BCAKO Pa3BOJHEHO H3NPAXHEHYE,

MakcumanHaTa 103a NpH ocTpa Auapus e 6 Tabnetkd (12 mg) anesHo.
He npuemaitre Jlonepamus ExotapM npy cheToOSHMS, MPOABILKABALLK MO-ABITO OT 2 [AHH.

Bripacthu (Haa 18-ropvinya gbapacr):

Huapus, nogewra ce scaedcmeue na CPY: HavanHara 103a e 2 Tabnerxu (4 mg); neuenvero
NpoAb/LKaRa ¢ NpHeMaHeTo Ha | TaGnerka (2 mg) cies Beako pasBOAHEHO H3IPaXKHEHHE (WM KAKTO
By e nocyeersan Baumuir nexap).

Maxkcumannara noza e 6 Tabnetku (12 mg) gresHo.

Moke na usnonssare Jlonepamua Exodapm 1o 2 cenMHLH NPH NOBTAPALIM ce ANAPUIHM eNUH30AH, HO
HE W3MOA3ZBANUTE TOBA NEKapcTBo NOBEYE OT 2 aocaenoBarTeidd AHH.

AKO cTe upRedn nepeve oT HeobxoanmaTa 1033 Jlonepamua Exopapm
AKO CTe npuein npekaieHo muoro Jlonepamua ExodapM, BeaHara ce ceppixeTe ¢ Jlekap wid SosiHula
3a ¢bBET. CHMNTOMMTE MOKE 12 BKITIOUBAT: YUECTeH MMysic, HEPABHOMEPEH MYNC, (IPOMEHH B Y102
(Te3ut CUMITTOMH MOKE 12 MMAaT NOTEHLHATHO CEPHO3HH, KMROTO3aCTPALIABALIH NOCHEAHIIN),
CKOBAHOCT HA MYCKY/THTE, HEKOOPAHHHDAHH ABHIKEHHA, CHHINBOCT, 3aTPYHECHUS IIDH YpHHUpaHe
wiu caabo auitaHe.
Heuara pearspar no-ocTpo Ha roneMu konudecrsa Jlonepamun Exodapm ot su3pac
MPHEME NPEKATEHO MHOT'O OT MPOAYKTA HIIH NPOABABH HAKOH OT FrOpeONUCaHMTE C
ce obanere Ha jlekap.




Axe cTe nponycHam A3 npuemere Jlonepamug Exodpapm
He B3emaifTe nBoiina 1034, 32 Aa KoMMneHcupare nponycHaraTa Tabaetka Jlonepamun Exodapm.

AKO HMaTe HAKAKBH JONMLJIHUTEIHY BLIIPOCH, CBBP3aHH ¢ IPHEMa HA TOBA JIEKAPCTBO, NONUTakTE
Batums nekap win dapmarest.
4. BrimMoxBH HOXeVAHA PeaknHA

KaxTo BCHUKM NeKapcTBa, TOBA JIEKAPCTBO MOMKE A2 PEAH3BHK HEXKENAHH PEAKIIMM, BLIPEKY U HE
BCEKH T'H NOTYUaBa.

HexcenmannTte nekapeTBeHH peakiiy ca kiacHGHLUMPaHH B 3aBMCHMOCT OT HECTOTATA HA THXHATA
NposiBa 110 CEAHUS HAUNH!

Muoro uecTu: 3acarar noseue oT 1 Ha 10 nekypaHy nanuMenHTy
Yecrn: 3acarar 1 1o 10 wa 100 nexypauu nanueHTn
Heuectu: 3acarat 1 no 10 na 1000 nexysanm naumeHTH

Penxku: 3acarar 1 po 10 na 10000 fekysady natHeHTH
Muoro peaxn: 3acarat no-mManko oT 1 Ha 10000 nekyBand nalmexTy,

C HeM3BECTHA YECTOTA OT HATHUHHTE AaHHH HC MOMe na 6’1:,[{6 HanpaseHa OHCHKA

Beguara norspcere MEAHUHECKA IOMOUI B cIy4al Ha:
Peoru
-  @JEepru4yHH PeakLMH, BKNIOYBALIH BHE3AICH 3a1yX, HEAOCTHT HA BB3AYX, NPHNATBK HITH
HOMyB8aHe Ha THUETO B T'bPIROTO;
- KOXXHW 0OpHBH, KOWTO BOAAT A0 00pasyBaHe Ha MEXypPH HJIH MIOWEINA Ce KoXa,
- 3aryba Ha Ch3HAHME WM HAMATEHO TAKOBA (MPHITANaHe, BANOCT), HEKOOPAUHUPAHK
JBYKSHHA.

C neuzgecmna wecmoma
- Oonka B ropHaTa 4acT Ha KopeMa, DOIKR B KOpeMa, KOATO NPeMHHABA KbM rbpba,
YyBCTBUTENHOCT fIPY JOMHP Ha KOpeMa, [TOBHILIEHA TeMIIEPaTypa, Y4ecTeH Myc, raaeue,
[OBPBIIAHE, KOUTO MOXKE 13 Ca CHMIITOMY Ha BhaNajeHne Ha naHkpeaca (OCThP NAHKPEATHT).
AKO nonyunTe HAKOA OT K3OPOCHHTE MO-TOPe HEXETaHH PEaKLMH, CIPETe IPHEMA Ha IEKAPCTBOTO U
BeJlHara NOThpPCeTe MeIHUMHCKA NOMOLLL.

Kougynrupaiite ce ¢ iekap BEIMOKHC Hali-H5p30 B cITyvail Ha:
Heuecmu

- ¢bpbexk KM KONPHBHA Tpecka;

- Gonka win nogyBaHe Ha CTOMAaxa.
Pedxu

- 3aapBXKKa HAa YpHHa;

- TeWbK 3arnekK;

~  MHO3a (CBHBaHE Ha 3CHUIIHTE).

EQXFH HEWENAHH PECAKITHH,

Yeomu
- 3anek, rafiede, obpasyBaHe Ha ras3oBe;
- raaesofonHe.

Hevecmu
- 3aMagHOCT UM CHHIHBOCT,
- DOBpBIaHe, CTOMAlleH AuckombopT;
- CYXO0Ta B ycTara.

Peoxu
- ymopa.




CrofmaBaue HA HeKETANH PeaKHHR

AKo noJyuHTe HAKAKBH HEKENAHH JIEKAPCTBEHY peakiuu, yBeaoMere Baurus fexap, papMauesT Hin
MCIHLIKHCKA CecTpa. ToBa BIUTIOYBA BCHYKH B3MOMHH HEONHCAHH B TA3H JIHCTOBKA HEXKEIaHu
peakinid. Moxere cBuI0 Aa ChODIIMTE HEMENaHu PEAKIMH JAHPEKTHO yYpes H3NsaHWTEIHA areHUHS 110
nekapeTBara, yi. ,Jlaman I'pye” Ne 8, 1303 Codwn, Ten.:+359 2 8903417, yebeaiit: www.bda.bg.
Karo crobmasare vexcenaHy peakUyi, MojKeTe La Jajere CBOsS NPHHOC 3a NOIy4YaBaHe Ha MoBede
unbopmayyst OTHOCHO Ge30MACHOCTTA HA TOBA JICKAPCTBO.

5. Kak ga cexpanasare Jonepamun Exodapm

,Hﬂ. C€ CpXpaHiaBa HA MACTO, HEAOCTHITHO 34 Jelia.

Tosu JNCKAPCTBEH NPOAYKT HE U3HCKBA CIICHHATHNY YC/IOBHA Ha ChXpaHenHe.

He u3nonspalite ToBa NeKapcTBO CliEN CPOKA HA FOXHOCT, OTOEAA3aH BHPXY KAPTOHEHATA ONAKOBKA
w/win Gmactepa cien .. oaeH 50:*. CpoKsT Ha FOJHOCT OTTOBAPA HA MOCAENHKHA AEH OT NOCOUCHHUS
MeECell.

He nanonseaiite Jlonepamua Exkodapm, ako sabenexure Buauvu Genesd Ha HapywaBae Ha
KAYeCTBOTO HA MIPOJYKTA.

He w3xpbpnaiiTe NexapcTBaTa B KAHATHIALHUATA KK B KOHTEHHEPA 32 JOMALIHA OTHANALN.
Honwraite Bawunn dapManeBT Kak ja U3XBLPANTE IEKAPCTBATa, KOWTO Beue He nanoa3pare. Tesd
MEPKM IIIE CTIOMOTHAT 34 ONa3Bane Ha OKOJIHATA cpeaa.

6. CoanpxaHHe HA ONAKOBKATA H JOUBIHATENEA HHPOPMADHA

Kakso cbabpixa JJonepamun Exodapm

- AKIMBHOTO BEWIECTRO: onepaMuaos xuapoxuopun. Enna tabnerka chaspika 2 mg
JONEePAMHIOE XHAPOXIOPUIL.
- TloMolHH BetliecTBa:
JakTo3a
Uapesudno Huwecte
HNonucopGar 80
Tanx
Cunuunes IMOKCHA, KONOWAeH, Ge3Bo0eH
Maruesues cTeapar

Kak nirnexna Jlonepavna Exodapv # KaKBo ChbIbLpKa OUAKOBRATA

Jlonepamun Exodapm 2 mg Tabnetku ca 6enr 30 nouTH €1, KPBIIH, JBOHHOM3NBKHAIY
HedHiMUpaHi TabaeTk ¢ BATEOHATO penedHo wrobpaxenue ,,.C* OT eauarta cTpada 1 ,,11% ot
Ipyrara crpada Ha Tabnerkara.

IIpomykTeT ce npesara B KapToHEHH KyThy, crabpkawy 10 Tabnerkn, onakoBaud B PVC/PVDC —
atyMHEHeRy bnycrepu.

Iprrexares Ba paspemweHHeTo 3a ynoTpeba
EKOQAPM I'PYTT A

yi1. Aranac Jlykoe No29, er.3,

1407 Codmsn, Brirapus

Te; (02) 906 90 70

daxc: (02) 90690 71




Iipon3eonaTen
EKOPAPM EOOJ

yn. AtanHac Hykor Ne29, er.3,
1407 Codus, Brurapus

3a poMbIHUTENHA HHGPOPMALHI OTHOCHO TOBA NEKAPCTBO, MONA CBBPXETE CE ¢ NPHTEIKATENS HA
paspeilenneTo 3a ynotpeda: EKOGAPM ['PVIT A

Hara Ha nocieqHo npepasriexiane Ha AHCTOBKATA:
Anpun 2022




