JIncroBxa:AR(popMaHA 33 NAHEHTA

Hycnaraand 200 mg xancynu ¢ yABKEHO 0cBOO O AaBaHe, TBLPAH
Duspatalin 200 mg prolonged-release capsules, hard

MebepepriHOB XHAPOXJIOPHA
(mebeverine hydrochloride)

llpovereTe BHHMATENHO NANATA JIHCTOBKA, [IPEXN 13 33M0YHETE AA NPHEMAaTe TOBA JACKADPCTRO, ThH
KATO TH CLALPAKA BakHA 3a Bac nudopmannn.

BuHard npuemaiire ToBa NEKapcTBO TOYHO KAKTO € ONMHCAHO B Ta3W JMHCTOBKAa WNH KakTo Bu e kazan
Bamuat jiexap unu ¢gap MauesT.

- 3amasere Ta3n MUCTOBKA. Moe 1a ce HANOKH O3 A MpodeTeTe OTHOBO.

- AKO ce Hy:KJaere OT JOUBIHUTENHA HHOPMalNg WM CHBET, NonuTaite Bamua gapmauesr.

- AKO TonyddTe HAKAaKBH HEKENaHH JeKApCTBEHH pEakUWH, yBezoMmeTe Bauiua nekap HiH
¢apmaneBT. ToBa BKJIIOYBA H BCHYKH BE3MO)KHH HEKEJIaHH peakliyM, HCOMHCAHH B Ta3H JIHCTOBKA.
Buxre Touka 4.

- AKO He ce uyBcTBaTe no-Rodpe Win c¢heTogHHeTo BH ce Brou, TpaOBa ga MOTBPCHTE NeKapcka
oMol
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1. Kakso npeacraenfiBa /lycnarajun M 3a KaKBo ce HINOJI3BA

Kakso npeacrasaasa dycnatanun

HAycnaranud chabpka JeKapCTBO, HapeueHO MeBebepMBOB xuapoxnopua. To cmaga keM rpynara Ha T.
Hap. CHIa3MOJIATHIIH, KOMTO JelCTBAaT BEPXY HepBaTa. Yeppara NpeAcTaBiiBar Jbjra MycKyiHa Tpsba, mo
KOATO XpaHaTa MHHaBa M c€ npepaborea. Korato HacThli cnaseM B 4e€pBaTa, T€ €& CTECHABAT H TOBA

BOIH Jio Gonka. Topa IekapcTBO NoMara 3a o0nek4yapane Ha Gonkara U Clla3eMa.

3a kaxBe ce m3noazsa Jycnarajinn
HycuartaluH ce mpiiara 3a ofnexkyapaHe HA CHMOTOMHTE Ha T. Hap. cHanom Ha pa3apazHeHOTO YepBo.
Te3u CHMIITOMH MOrar na BapHparT, HO Hail-4ecTo BXIIOYBAT:

¢ Kopemrn 6onku 1 cnasMH

¢ UygrcTBO Ha MOAyBAHE H 0OpasyBaHe Ha ra3oBe
o Juapusa, 3anek WK KOMOHHALIUA OT ABETE

e  Manky, TEBpIH H3NMPAKHECHHA.

Hycnatanud ce mpunara | 33 JIeYeHHE Ha KOPEMHH CHasMM, KOHTO ¢a NPEAH3BHKAHH OT OPraHHdHM
3200 IABAHH.

Ilorspcere Bamusa nekap, ako CHMNITOMHTE Bw ce Binowapar WM He ce moAoOpABar cien ;w
neveHwe, "/ HU.HP /? H




2. Kakso TpaOBa na 3naere, npear aa npuemere Xycnaraaux

He npuemaiite dycnaTannn:
® AKO CTe QIEPTHYHM KbM aKTHBHOTO BemecTRo (MeOECBEPHHOB XHAPOXIOPHA) HIH KbM HAKOS
0T OCTAHAMNKTE CHCTABKY HA TOBA JIEKapcTBO (M30pPOCHH B TOUKA 6).

IIpeaynpexaeHns A NpeANasHH MEPKH

I'oBopete ¢ Bainus nexkap unu apManesT npequ aa npueMere JycnaranuH, ako:
Tosa e MBPBHAT BT, KOTATO MOAYYABATE TE3H CHMITOMH
HmMate KpBB B M3npaxKHEHH ATA

Axo B ce nosppbilia WM MORPBLIATE

AKko cTe Onen H ce 4yBCTBaTe yMOpeH

AKO HMaTe TeXbK 3allcK

AKO HMare NOBHIIEHA TEMIIEparypa

AKO CKOpO CT€ NBTYBATH B Uyx0uHa

AKO UMaTe TPYAHOCTH WIH OONIKa MPH YPHHHPAHE

Axo umare HeoOHUAHHO KB pBEHE IWIH TEUCHHE OT BlAraIMIEeTo
Axko cTe OpeMeHHa HJIH KbPMHTE

Apyra nekapersa n Jlycnataaus

HudopMupaiite Bamma nexap wiu dapmMatiest, ako npHeMare, HACKOpO CTe NMPHEMaIM WIH € Bh3MOXHO
Ia MpHEeMEeTe OPYIH JIeKapCcTha.

Tosa Bkmo4Ba nexapcTpa 663 pelenTa ¥ XpaHHUTeTHy 100aBKH,

BpeMeHHOCT, KbpMeHe H PePTHAHTET
Axo cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE Ja cTe OpeMeHHa WM IUTAaHKpaTe OpeMEHHOCT,
nochBeTBAliTe c€ ¢ Bamna nekap unu papMaliesT npear ynorpebara Ha TOBA JIEKapCTBO.
¢ JlycnaranuH He ce npenophyka o BpeMe Ha OpeMeHHOCT. Baumuar nekap Moxe aa BH nocbBeTsa
f1a cripete mpueMa Ha JlycrnarTandH Wix a ro 3 aMeHHUTe C Apyro JeKapcTBo.

e JlycatanuH He TpAOBa Ja ce NpHIara no BpeMe Ha KbpMeHe. Bammar nekap Moxke Aa Bu
NOCHBETEA Ja CNPEeTE KbPMEHETO MIIH J1a B3€MaTe APYro JEKapCTBO, aKO HCKATe Aa KbPMHTE.

Mlojupane 1 pabora ¢ MAIKHHH
Masnko BEpOATHO € TOBA NEKAPCTBO J1a 3acerHe CNocoOHOCTTA 33 Wod HpaHe Wi pabora ¢ MAIIHHH.
3. Kak aa npremate ycnaraann

Bunaru npuemaiire JlycnatandH TOYHO KAKTO € ONNMCAHO B Ta3d JIMCTOBKA HIH KakTo Bu ¢ xa3dan Batuar
nekap WM apMauesT. AKO He ¢Te CHTYPHH B HeIlO, NonuTaliTe Bamusa nekap unu papManept.

Jycnaranua Moxe fa ce IpMeMa oT BB3PacTHH M Aeua Hal 10 roaHiHa Bh3pact.

I'baITaliTe KancynuTe OENH C JOCTAaThYHO KoMUY ecTBO BoAa (Hait-manko 100 ml). He ru apBuere.
OmnuTaiiTe ce Ja rH NpUeMarTe Uo eOHO U ChUIO BpeMe BCEXHK AeH. Topa me Bu nomorke aa He 3abpaeuTe

214 '} [IpHeMare.

ITpenopbYMTENHATA 1033 € IO €/HA KancyJa 2 METH JHEBHO, CYTPHH H BEYEp.

He pasafite lycnratanus Ha aena non 10-rogumza Bpapacr.

AKO cTe npHeJIH oBede 0T HeoOX0AHMATa A03a ycnarannH
AKo cTe MpHENH MoBeve oT HeobxonuMaTa Ao3a dycnatanuH (CHTYaLHs M3BECTHA KaTo.Df
CBBpiKeTe c¢ HezabaBHO ¢ Bawmns nexap win oTuaere He3aGaBHO A0 HaH-OMH3KOTO NEHE0E
KaTo HOCHTE ChC cede CH ONIaKOBKATA HA IEKapCTBOTO. /




AKO cTe NponycHaln na npuemere Jdycnaraavu
AKO cTe [polyCHaIR A3 OpHEMETE J03aTa CH, B3eMeTe cleBalara B 00614aiiHoTo BpeMe.
He B3emaifre nBOliHA 1033, 32 a KOMIESHCHpaTe NpoMycHATaTa A03a.

AKO uMaTe HAKAKBH AOIBIHHTEIHH BHNPOCH, CBBP3aHH ¢ ynoTrpebara Ha TOBa NeKapcTBO, MOMHTaHTe
Bammst nexap win gpapMauesrT.

4. BLiMOXKHN HEXKeNAaHA PeaKLHA

KakTo BCHYKH JIEKApCTBA, H TOBA JEKAPCTBO MOXE Ja NPEAW3BHKA HEXEJaHHM PeakiyH, BLIPEKHU He He
BCEKH T'H MOIYYAEBA.

CreaHnTe HEXKEJIARY peakiMd Morar Aa ce HaOmopaear npd npHema Ha JlycnaranuH (TOYHATa MM
49e€CTOTA Ha [10ABa HE Moke Ja Obae onpeleleHa 0T HUIMYHKTE JaHHH):

Cnpere npuema Ha JycnaTaiHH M OTHIAETE NPH JieKapsA CH BeAHAra, ako 3alenckHTe HAKod OT
CAeAHHUTE CEPHOIHH HeXKeAaHH PeaKlNH — MO7Ke 1A ¢ HY>KAa€Te OT CIHemHo JdeYeHHe:
o Texka anepriuHa peakiys, KOATO NPHIHHABA 3aTpyJHEHHE B OUINAHETO UM 3aMaiiBaHe. Texka
aneprutiHa peaxiyd, KoATe NPHYMHMHABA MOOYBAHE Ha JHUETO WM repioTo. Moxe ma mmare
TEXKA A/IEPrUYHa peaKifHa KbM JeKApCTBOTO.

JApYrH HeXKeJaHH JAeKapPCTBEeHH PeaklHl BKIIYBaT:
* Moxe na nony4uHTe No-neKH ajJepravyHn peakiidd — KokeH oDpHB, 0TOK Ha NHLETO, 3a9€pBeHa U
cupOAmIa KOXKa.

CrobijaBaHe Ha HEKETAHH peaKiiu
AKO TIONy4YATe HAKAKBH HEXXEJAHH JIEKapCTBEHHM peakunud, yBeaomere Bammms nekap wnu ¢gapMmauesT.

Topa BKMIOYBA BCHUKH BBH3MOXHH HEOIIRCAHH B TA3HW JIKCTORKA HEKeNaHH peakuuu. Moxere cpmo ,n;a
ChOOIIHUTE HEXKEITAaHU peakLuy ANPEKTHO Ype3 HAMOHAIHATA CHCTEMA 34 ChobIasaHe:

HManenHUTENHA AreHUHs NO JISKA peTBaTa
yiL. ,,JlamaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo crobliapaTe HexemaHM peakLHM, MOXETe [a AaJeTe CBOSA NHPHHOC 3a MOAyYaBaHE Ha IoBeYe
HHopMaLHA OTHOCHO De30NacHOCTTa HA TORA JIEKAPCTRO.

5. Kax aa cxxpannpate Jdycnataann

Jla ce chXpaHaBa HA MACTO, HENOCTHITHO 32 Acla.

Copxpanssaiite npH TeMneparypa o 25°C.

He cuxpansBaiiTe npn TeMneparypa no-aucka ot 5°C.

CoxpaHsiBaiiTe B OpHTHHAJIHATa OMAKOBKa.

He uznon3saiite Jlycnaranue ciel cpoka HA roqHOCT OTOE/3aH BepXY omakopkara. CpoKbT Ha
COOHOCT OTIORAPA HA MOCIEAHAA JEH OT MOCOUYEHHUA MECELL.

s He u3xpnpngiite JekapcTBaTa B KaHAIM3alMAT2 WIM B KOHTeiiHepa 3a JOMAlIHH OTNAJbUHE.

Homarafite Bamnsa ¢apmaleBT Kak Aa U3XBBPIATE JIEKAPCTBATA, KOUTO BEYE HE H3IIOJI3BATE. .
Tesn MepkH mie cIOMOTHAT 33 ONa3BaHe HA OKOJIHATa Cpena.

6. CrhabpxaHRe HA ONAKOBKATA H A0NBJIHATEIHA HHPOPMANHS




Kakpo cpabpaxa AycnaTanun
- AKTHBHOTO BELIECTBO € MeDeBepHHOB XHAPOXJIOpHA. Beska kancyina cbaspka 200 mg.
- JApyrure ChCTaBKH Ca:

o CoObpKAaHHE Ha Kalcyllara: MarHe3HeB Creapar, MonuakpHaaTHa aucnepcus 30%, rank,
XHIIPOMENO3a, CBIONMMEp Ha MeTakpuiopara KucenwHa-eTHn akpuminar (1:1) 30%
JUCTIEPCUA, THHUEPOJ TPHALIETAT.

Karnicynna obBuBKa: xenaTuH, TATaHoB auokcun (E 171).
o IledatHo Mactino: mennak (E 904), nponuned riamxon, KOHUEHTpHpPaH aMOHAYEH
pa3TBOp, KANNEB XHIAP OKCH, Jkee3eH okcua YepeH (E 172).

O

Kak maraexaa AyCnaTadHH B KAKBO CHABLPIKA ONMAKOBKATA
BenH, Henmpo3pauHH TEHPAM JKENATHHOBH KaNCylH, pasMep 1, ¢be cranmapred Haqmuc 245 B PVC-Al
6nucTepu; no 20 1 30 6pod B onmakoska.

He BCHYKH ONaKo BKH MOTaT Ja 6hJaT MyCHaTH Ha nasapa.

HpurexaTes Ha pa3pelIeHAETO 3a ynorpeba A NPOA3IBOAHTEN
Ipumexcamen na paspewen uemo 3a ynompeba:

Maiinan EQOM

Od¢wnc crpana ,,Cepauka oducu*

Oyn. CutHaxoeo Ne 48, er. 7

1505 Codusn, bunrapus

lIpouszsooumenu:

Mylan Laboratories SAS

Route de Belleville

Lieu dit Maillard

01400 Chaétillon sur Chalaronne

POpaHuHAa

3a NOMBIIHATENHA HAQOpMaILM OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPXKETE ce C JIOKATHHSI MPEACTABUTEN
Ha [pHTEXATeNd Ha pa3pemeHneTo 3a ynoTpeoa:

brarapus

Maiinaa EOO/J]

Tem: +359 2 44 55 400
Oakc: +3592 44 55401

JaTa Ha mocIeHO Npepa3rAeXkiane HA JHCTOBKATA
HoemBpH 2017




