JIneropka: HHpOpMalHe 32 IANHEHTA

HMOJIHUYM 2 mg TeLpAH KANCYIH
IMODIUM 2 mg capsules, hard
Jloniepamuzos xuapoxnopua (loperamide hydrochloride)

HpouyeTeTe BHUMATENHO HAIATA JUCTOBKA, MPEIH [a 3aM09HETE 13 NpHeMaTe TOBA AEKAPCTBO, Thi

KATO T CBABLPAA BaxkHa 3a Bac andopmanus.

Bunarn wznonssaitte TOBa NMEKAPCTBO TOYHO KAKTO € OMHCAHO B Ta3H JINCTOBKA WIH KakTO Bu e Kasan

BawuaT nexap win papMaueer.

- 3anasere Ta3H JIUCcTOBKa. Moxke na ce HaloXKH Ja 8 IPOYETETE OTHOBO.

- AXoO ce HYO2eTe OT NOITBIHUTENIHA MHPOpMALAA WIH CHBET, nonuTaiiTe Bauma dbapmanesT.

- AKO nony4dte HAKAKBM HEXEJAHH peakiuH, ypeaoMere Bawmms nexap wmm dapmauert. Topa
BKJIIOYBA M BCHYKH BB3MOKHH HEXENIAHH peaKkLMH, HEONHCAHH B Ta3zH IHCTOBKA. Bukre Touka 4.

- Axo cniefi 2 AHM HE e NOYyBCTBaTe Nno-Aobpe Win cheToaHMeTo By ce Bnowmw, Tpabsa la noTepeHTe
JeKapcKa noMoLl.

Kakgo CHILpKa TA3H AHCTORKA: V3MLAHWTENHA ATEHUMS NO NEKAPCTBATA
1. Kakeo npeacrasnasa UMOJHYM M 3a KaKBO C€ U3NON3BY Iucmora - punomenue 2
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6. Couabpikanne Ha ONIAKOBKATA M JOITLIHUTENHA HHGODMAIH DEDOHIE Mo s, ?7 m ZB'iQ

1. Kakspo npegcrasaasa HMOJIHYM n 3a KakBo ce H3N0/3BA

Ilpu gnapus HMOJIUYM eTebpadea H3npaxXHEHHATA M HAMAIABA YECTOTATa Ha nedieKalMHTE.

Bue Ouxte morid na npuemate UMOJ/IMVM npu BHe3anHo HacThowia (OCTpPa) NHApHs HIH NpH
MPOABLKABAINA ABJIN0 BpeMe (XPOHHYHA) AHAPHA.

UMonMyM e 4acT OT rpynara Ha JI€KapCTEaTa NPOTHB AHAPHA, IPOTHBOBB3NAIHTE/ICH/ YPEeBEH aHTHCETHE,
AHTHIIPOMYJICHB.

Ceuro Taka, Guxre mornu na usnonzsare MMOJHUYM B cmywaii, 4e ¢Te ¢ Auapus cnej ONEPaTHBHO
OTCTpAHABAHE HA YACT OT YepBaTa.

2.  Kakpo rpa0Ba Aa 3HaeTe npeau aa npuemere HMOJUYM
He npuemaiire UMOJHYM

¢ TpH HAMHYHE HAa KPBB B H3NPAKHEHUATA HWIH KO MMATE BUCOKA TEMIICPaTypa.
B clyuail, ye mpH Bac e ycTaHOBEHO BB3MANeHHE HAa AONHATA YacT Ha Kopema (Karo HanmpHMep
Y/LIepO3eH KONHT WAH TICEBAOMEMOPAHO3€H KOMMT, BB3HHKHATH B DPE3yJTaT Ha AHTHOMOTHYHO
nevyeHHe);

e ako Bawmar nexap Bu e Kasan, 4e HMMaTe ChCTOSHHE, HapeueHO 3abapeHO NpeMHHaBaHe npes
yepsara. IIpuMepH 3a TakoBa ChCTOSHHE €A 3aNeK HJIH NMOdyBaHE Ha KOpeMa;

e ako BM e M3BECTHO, U¢ CTE AMeprH4HH JIONIEPAMHAOB XHAPOXIOPUA HIH KBM HAKOA OT OCTaHA/HTE
CHCTABKK HA TOBA NIeKapCcTBO (M30poenH B T. 6)

s B ciiyyail Ha DaKTepUaneH eHTEpOKONMT, PHYHHEH OT MHKPOOPraHH3MH KaTo
# KaMnuIo6akTep.

*  TpH Jela noj 6-rOAHIIHA BB3PacT.

AKo ce CbMHABATe, noMoieTe Balllua dapMaLeBT WM NeKap 3a CHBET.



Tpeaynpexienus u CICHRAIHE MEPKH
Brupeku ue UMOJIHYM npeycTaHOBSEA QUApHATa, OPENApaThT HE OTCTpaHABa IPHYMHMTE 3a HeliHata
mogea. Korato Topa € BE3MOKHO, € HEOOXONHMO CBINO Ja Ce NPOBEAE JeUeHHe M HAa NPHYHHHTE 34
BB3HHKBaHe Ha JHapUATa,
e B cayuail, ye umMaTe nHapua TpaOBa 1a 3HaeTe, ye rybHTe 3HAYHTETHO KOIHYECTBO TEHHOCTH. Ero
3amo Bue Tpapa Na koMneHcHpare 3aryfara nocpeNCTBOM NOBHUICH MpHeM Ha TeuHocTH. Tosa
Ba)KA B ocobeHa ¢TeneH 3a Aena, Bammar dapMaiieBT 61 Morsi ja By npeamenne cnenpaneH npax,
CBABPKAN 3axap M cond, Ciesl o6aBIHETO My KBM BOJA TOH 1€ 3aMECTH CBIIO H COJIEBHTE 3ary6H,
EB3HHUKHANH BCJIGICTBHE HA NHAPUATA. Pa3zrBopsT € 0c0OEHO NOAXOAAIL 33 AeIa.

* Tlpwu BHesaneH (ocTep) NpucTen Ha Auapud HMOJIHYM o6AKHOBEHO NpeyCcTaHOBABA CHMITTOMHTE
3a 48 vaca. B npoTusen ciyvaii, cipeTe Aa IpHeMaTe IEKapcTBOTO M noceTeTe Bauing nexap.

s Axo Bue cte Sonen or CITHH 1 cre nexysan ot guapis ¢ UMOJHVYM, npu nossa Ha KakBHTO 1 A2
€ IpU3HALY HA TIONlyBaKe Ha Kopema, HesaGaBHo npekpatete npuema Ha HMOJHUYM u kaxkere Ha
Bamis exap.

¢ He npuemaiite To3u NMpOMYKT 3a APYTO, OCBEH 3a TOBA, 33 KOETO € MOKA3AH Ja Ce H3MON3Ba (BIKTE
Touka 1) H HUKOTA HE MpHEMAaiiTe TNOBede OT IPETOPBUMTENHOTO KOJNHYECTBO (BuxTe TOYKa 3).
Hma croOlIeHHs 33 CEPH3OHH CHpAeYHH NpodneMH (YHHTO CHMITOMH BKTIOYBAT YHECTEH MK
HepaBHOMepeH Iy/IC) NPH NALUEeHTH, KOUTO ¢a MPHEJH TIPEKaIeHo MHOTO JIONepaMH/l, aKTHBHATA
crcTaBka Ha HMonuym.

JApyra nexapcTia

Veenomere Bamma nekap, B ¢iaydail de nmpuemare APYTH JACKapCcTBa, KOHTO NMOTHCKAT NEPHCTANTHKATA HA
¢TOMaxa M uepBaTta (HallpEMep aHTHXOJIMHEPTHYHH NpenapaTH), Thil KaTo Te GMxa MOIIH 3HAYMTENHO 13
sacumat edexta Ha MOV M.

Hudopmupaiite Bamus smexap nn $apMaliesT, ako IpHemMaTe, HACKOPO CTe NPHEMANH HIIH € BBh3MOXKHO na
TpHeMaTe ApYr'y JIEKAPCTBa, BKIIOUHTENHO U TAKHBA, OTIyCKAaHH bez peLenTa.

HAMOINUYM ¢ xpaud 4 HANHTKH
Kancynure Tpabea na ce mpHeMaT ¢ TEUHOCT.

BEpeMeRHOCT, KEPMeHE H GepTRAHTET

[MoceeeTBaiite ce ¢ Bamms nekap Hian dapMarieBT MpeaH yriorpebara Ha KOSTO H Jia € JISKapCTBo.

Ako cTe GpeMeHHa WM KbHPMUTE, CMSTaTe, Ue MOXe Ja cre OpemenHa Wil mnaHwpare OpemensocT,
nockBeTRalTe ce ¢ Barlua nekap win (apMauesT npeay ynorpedara Ha TOBa IEKAPCTBO.

Coeersame Bu 1a e npuemare HMOJIUYM no BpeMe Ha KBPMeHe, Thil KATO MA/lKH KOMHYECTBA OT HEro
nmonmagar esB Baulata kbpMa.

IMTodupane 1 pabora ¢ MAHEHA
HUMOJYM HaMa BiIHSHEE BHpXy modupaHeTo u paboTaTa ¢ MaUIKHU.

JaeAHO ¢ AWAPHATA MOXe 1a ce BabmonasaT ymopa, BHEHE Ha CBAT WiH cbHiuocT. [lopanm Toea e
TIPEMOPLUNTESHO 5a BHUMABaTe NPy wohHpane wiK paboTa ¢ MAIHHAHH.

Baxkaa HE(QOPMANES OTHOCHO HAKOH 0T cheTaBkHTe ra HMOJANYM
Axo Bamust nexap BH e kasa, 4e MMaTe HENOHOCHMOCT KBM HAKOU 3axapH, MOCHBETBAHTE CE C HEro,
TIpeA 1a IPHEMETE TO3H MPOIYKT.

ToBa JieKapcTBO Chabpika mo-mamko or 1 mmol (23 mg) wHatpuii na Tabnerka, T.
HaTpHi"“. =z
Hpyrn nexapcrea n HMOJTAYM
Mo, nndopMupaiite Bamusa sexap i GpapMauerT, ako npHeMare Wi HACKOPO ¢
nexapcTea. ToBa BKIIOMBA H NIEKAPCTBA, KOWTO KyNyBaTe Ge3 penenta, Wi GRNKOBE



Mo-cneunanto, HHpopMHpaiiTe Bamua nekap M dapManesT, ako IPHEMATE HAKOE OT ClICAHHTE
JeKapcTBa:

* pHTOHABHp (M3MOJI3BaH 3a AedeHue Ha XHB)

* XHHHAMH (M3MO/I3BaH 3a NEYeHHEe HA HAPYLIEHHA HA CbpIeYHHS PHTHM)

* Ie3MOTIPECHH B MTepopaiHa (hopma (M3MOM3BaHH 33 JIEICHHE Ha IPEKOMEPHO YPHHHPAHE)

* HTPAKOHA30J WIH KeTOKOHA30/1 (M3N0/T3BaH 3a AeYeHHE Ha MEOHUHH HHBEKLIHH)

» rem(pubpo3un (H3M0N3BaH 3a NOHHWXKABAHE HA XOIECTEPONIa)

IIpo6nemn ¢ wepuns apod
YsenoMmere Bauris nekap, 8 ciyyaii ye uMare npodreMH ¢ yephus apob, Bue moxe na ce Hyxknaete ot
CTPHKTHO JleKapcko HabmoaeHHe no Bpeme Ha nedeHrero c UIMOJJHYM.

3.  Kak pa npuemare HMOIHYM

Jozara MMOJIMYM, oT ko410 ¢¢ HyKAaeTe, 2agHcH oT BamaTa pp3pacT ¥ THOA HA JHAPHATA.
HMOJHYM ce npeanara noa dopMa Ha KANCYNH 3a NpUeMaHE Npe3 ycTaTa.

BHe moxe na npremate HMOJIHYM no BcAxo BpeMe Ha JeHs.

Kancynure TpabBa na ce mpHeMar ¢ T¢UHOCT.

Buapacmuu u oeya nag 6-2p0uwna ev3pacm:

Ocrpa auapHa: HavalHara 703a ¢ 2 Kancynd (4 mg) npu Be3pacTHH H 1 kancyia (2 mg) TpH Aeua Han
6 roguHM; NeYCHHETO MpOAWDKaBa ¢ npueMahero Ha | Kamcyna (2 mg) cnea BCAKO pasBOAHEHO
H3Npa’KHEHUe.

XpoHM4YHA JHapus: HAYAJIHATa [03a ¢ 2 Kancyid (4 mg) AHEBHO MpH BB3PACTHH ¢ 1 Kancyna (2 mg) nHeBHO
npH Aela Hag 6 FOAMHH; Ta3H Ha4yalHa 103a Moke Jia Obae MPOMEHeHa ¢ Lenm mocTurade Ha 1-2 ohopMeHu
W3NPKHEHHA Ha JIeH, KoeTO O0MKHOBSHO Ce TIOCTHra ¢ noasspxama ao3a 1-6 (2-12 mg) kancynu JHeBHO.
MakcHMaHaTa 1034 OPE 0CTPa H XpoHHU4Ha aHapus ¢ § kancynH (16 mg) AHeBHO NPH BBE3PacTHH; NPH JeLa
Haa 6 roJuHM gozata TpsaGea na Gbae crnpamo TenecHoTo Terno (3 kancynw/20 kg), Ho He Tpsabpa ma
fpcBHIIABA O3aTd OT L3 KarncyJlH Ha JcH.

Bunmanune: ne npHemaiite nosede ot 8 kancynu 3a 24 gaca!l

Bunaru npuemaiite MUMO/JHYM Touno kakro Bu e xasan Bammar nexap. Ako He CTe CHIYpHH B HELIO,
nonuraiite Bauins iexap wiv dapMaiesT.

AKo cTe mpHen moBeYe oT Heobxoanmata aoza HMOJIUYM

Ako ¢Te npuenu npexaneso MHoro UMOJIUYM, BenHara ce CBLpxeTe ¢ Jiekap HIH O0JTHALA 32 CBBET.
CuMNTOMHTE MOJKE A4 BKIIOYBAT: Y4ECTeH NYJIC, HEPABHOMEPEH TMYJIC, MPOMEHH B mynca (Te3H CHMITTOMH
MOXe A2 MMaT MOTEHLMANHO CePHOZHH, >KHBOTO3ACTPAILABAIA MNOCICAHLM), CKOBAHOCT Ha MYCKY/IHTE,
HEKOOPAHHHPAHH ABHKEHHA, ChbHITHBOCT, 3aTPYAHEHHA TIpH YPHHEPaHE WM c1abo AMIIaHe.

Heuara pearnpat no-cunHo Ha ronemu koaudyectBa MMOJIMYM ot sb3pacTHHTE. AKO RETE NpHeMe
IIpeKaJICHO MHOIO OT MPOAYKTA HAH NMPOABABM HAKOH OT ropeolucaHuTe CHMITTOMH, BefiHara ce obamere Ha
Jexap.

Hudropmanun 3a Rexapa & caynait na npeoosupane:

- Huoicexmupaiime HaroXcoH.

- Ipu nyocda unxcexmupatime nogmopro xanoxcon cred 1-3 yaca.

- Axo ce nanaza, credeme cvemosHuemo na nayuenma nowe npes creosaiyume 48 uaca.

AKko cTe nponycHany ga npuemere AMOJAHUYM

He paemaiite neofina qo3a, 3a 1a KoMIieHcHpare nponycHarara kancyna HIMOJIHYM.




4. Bn3MOKHH HEXKeJaHH peakiuu

Kaxkro Beuuku NeKapcTBa, TOBA NCKAPCTBO MOXKE A NPCAHIBHKE HEXCIaHH peaKi[HH, BENPEKH YC HE BCCKH
I'H Tony4aBa A 00MKHOBEHO TE Ca JIEKH.

BenHara norspcere MEOUMUMHCKA IOMOL B Cliyuali Ha:
» BresanHo nojyBaHe HA TMLETO, YCTHHTE WM CHPIOTO, HEOCTUT Ha BB3AYX, KOMPHBHA Tpecka (MK
YPTHKapHs), CUIHO Jpa3sHeHe, 3auepBiaBRaHe win obpazyBaHe Ha MeXypPH N0 KOXKaTa. ToBa MOXe J1a Ca
NPH3IHALK Ha TEKKA CBPbXHYBCTBUTENHOCT WIH aJlepruHa peakiuus:
» [IpekaneHa yMopa, HEBBIMOKHOCT A4 Ce JIBHXKHTE MO KOOPAHHHPAH HAYHH, 3ary0a Ha Ch3HaHHe.
» CaHa 6oJka B CTOMAXA, MOAYBaHe HA CTOMaXa MM TEMIEPATypa, KOETO MOXKE Ja C6 OBJLKH HA
3amylliBaHe WIH paslIdpABAHE HA YepBaTa
AKO NoJIyYyHTe HAKOS OT H3OPOEHHTE M0-rope HeXKETaHH peaKlHH, CIPETe IIPHEMA Ha JIEKApPCTBOTO M
BE/IHAra MOThbpceTe MEIULMHCKA MOMOILL,

KoncynTHpaiite ce ¢ nekap Bb3MOMKHO Hai-0bp30 B Ciyyaii Ha:

+ CyxoTa B ycTara, JIOUIOo XpaHOcMHJiade, 6okn B cTOMaxa, AHCKOMGOPT HWIH MOAyBaHe Ha KOpeMa, rajiese,
NOBPBILAHE, OTACNAHE Ha ra3cBe, 3ameK

*» I'naBobonne, 3amaliBane, CbHIUBOCT HIIM yMOpa, YyBCTBO Ha cnabocT

+ OGpue

* 3agppkane Ha ypHHA (HEEB3MOXKHOCT 32 YPHHHPAHE HIH H3TIPA3BaHE HA MHKOYHHA MEXYP HaIThIIHO)

* CBHBaHE Ha 3CHHLIATE

MHoro penxu (3acarar no-manko ot 1 #a 10 000 gymm)

Peakiyiis Ha CBPBXYYBCTBHTENHOCT, aHAMHNAKTHYHA peakuii {BIUTIOYUTE/IHO aHaQHAAKTHHEEH 1WIOK) H
aHa(pUIAKTONAHA PEAKLMA, HAPYLICHHE HA KOOPAMHAUMATA, IOTHCHATO HHBO HA CH3HAHWE, XUNICPTOHWA,
3aryGa Ha Ch3HAHHE, CBHIIHBOCT, CTYNOP, MHO3a (CTECHABAHE Ha 3eHWIIATA HA OKOTO), Wieyc (UpeBHa
HEMPOXOAHMOCT), MErakoJIoH {pasninpsBane Ha e0enoTo 4epro), MiocoaHHNA (ycelliaHe 3a 6onka B
06macTTa Ha e3mka), aHTHoaeM (OTOK), 6yNno3eH oOpHB, YpTHKapHs, ChPOEK, 3aApbiKa HA YPHHA, YMOpa.

Crpo0IHaBaHe Ha HEXKE/IAHH PEAKIHA

AKO TNIO/Iy4HTE HAKAKBH HEXEIAHH JIEKADCTBEHH PeakiH, ysenomere Baiia nexap wiu ¢apmanert. Toea
BKJTIOUBA BCHYKH BB3IMOMHH HEOMHCAHH B Ta3H JIHCTOBKA HEXefaHH peakuuu. Moxxerte cbllo aa crolbliuTe
HeKeJTaHH peaKklUMH JHPEKTHO 4upes:

H3nbakuTeiHa areHIHA 0o JeKapcTBaTa

ya. ,Jamsan lpyes” Ne §

1303 Codmsn

Ten.: +359 2 8903417

yebcakir: www. bda.bg

Kato cboOlaBare HekeNaHH peakUMH, MOXETe Ja JajeTe CBOA INPHHOC 34 [OMyyaBaHe Ha FIOBEYE
HH(pOpMaLHa OTHOCHO 6€30MacHOCTTa HA TOBA NIEKAPCTRO.

5. Kak ga coxpansgeare AIMOIHAYM
ToBa nexkapcTBO MOXKe [a ce ChbXpaHfBa caMO 3a OrpaHudeH nepuon ot Bpeme. He H3monssaiite
HUMOJHWYM cnen matata (Meceuw M roaMna), nocodena cnen “Exp.”, nake H ako NiekapcrBoto ¢ Onno

TIpaBHIHO CEXPAHABAHO.

Ha ce crxpaHaBa Ha MACTO, HELOCTHIIHO 32 Aeua.

He wznonssaiite UMOJIHYM cien cpoka Ha rogHOCT, OTOe1A3aH BLPXY KapTOHEHAaTa O
CpokbT Ha rOQHOCT OTrOBapA HA NOCTEAHHA 1EH OT NOCOUYEHHST MECELL



He wsnomspaitre UMOJIUYM, ako 3aleneskure BHanMu Oejle3sH Ha HapyllaBaHe Ha KauyeCTBOTO Ha
MPOLYKTA.

JlexapctBara He Tpa0Ba Ja Ce M3XBBPJIAT B KaHANH3AUMATA WIM B KOHTeliHepa 3a JOMAlIHH OTOATBLH.
Honuratite Bamusa dgapManerT kak fa YHUMOXKHTe HeHyXHHTe Br nexapcrea. Tesn MEpKu me CNOMOTHAT
3a oma3BaHe Ha OKOITHATa Cpefa.

6. ChabpKanne HA ONAKOBKATA H JONBJIHATENNA HAdopManan
Kakpo coaspxka HMOJHYM

- AKTHBHOTO BELUECTRO €: NONEPaMEIOB XHAPOXIIOPHE,
Enna kancyna cpaepexa 2 mg JIONEepaAMAZOR XHAPOXIOPHA.

- JIpYFHTE CHCTABKH €a:
JlakTo3a MOHOXHApAT
LapeBn4YHO HHIneCTe
TaJK
MarHe3Hes cTeapar

CreTas Ha TIPA3HATA JKENATHHOBRA KalCyna
TuTaHoB gHOKCHA (E171)
JKBRAT KeneseH okeud (E172)
gepeH xenezeH okcua (E172)
paauroTut (E132)

JKeJIaTHH
eputposuH (E127)

Kax nwsriexna HMOIHYM u KAKBO ChIBPKA 0NAKOBKATA

Kancymure UMOJIMYM ca CHBO/3eNIeHH Ha IIBAT, ChABPIKAIHA s mpax.

Beska KapToHeHa ONMAaKOBKA CHABLPXKA 6 KalCyaH, ONakoBaHH B OIHCTEp OT NPO3pagHO PV C/anymunueso
tonuo.

IIpuTexkaTen HA pa3pelleHHETO 34 YHOTpeda
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght, Dublin 24

Hpnanpua

Tpomsoauren
Janssen-Cilag
27100, Val De Reuil

Dpanmus

3a OonBARUMENHA UHPOPMAYUR OMHOCKO MOBA AEKAPCIMEO, MOAR CEbPNCEme ce C NOKAIHUR npedcnagumen
HG NpUMeNCamens ha paspeieruemo 3a ynompeba:

Haconcen & Hwconcon bvnzapus EOOH
K.k Mnanocrt 4,

Busnec IMapk Codus, crpaga 4

Codms 1715

Ten.: 02 489 94 00

JlaTa na nociiexna peaakiHA Ha aHcropkara: 01/2019




