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Beprumen 24 mg Tabrerxh
Vertimed 24 mg tablets !
GeraxucTurOB puXuapoxnopun (betahistine dlhydrc}chlonde)
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Ipouerere BHEMATEIHO NAJIATA JHECTOBKA NPeAH AR 3AN0THETE I3 NPHEMATE TOBA JICKAPCTBO,

THH KATO T8 CHABPXKA BaxHa 38 Bac andopmanng.

- 3anazere Ta3H MUCTOBKAa. MoXe J1a ¢e HAJIOKH Jia § NPOUYETETE OTHORO.

- AKO MMaTe HAKAKBH JOITBTHHTENHY BBIIPOCH, onuTaiite Bamus nekap wim dapMauesrt.

- Toea JlekapeTBO € npeanucano auvHo Ha Bac, He ro mpeorcrensaitre Ha npyru xopa. To Moxe
Na UM HaBPC/IM, HE3aBHCHMO e MpU3HALITE Ha TAXHOTO 3abo/ABaHe ca chimMTe Karo BainnTe.

- AKO TMOMyuYHTe HAKAKBH HEXKENaHH JICKApCTBEHH peakuud, yBenoMere Baumms jexap WiIH
¢apmanieBT. ToBa BKMOYBA W BCHYKH BB3MOXKHH HEXEJAHH pPEaklMH, HEONMMCAHM B Ta3H
JuCcTOBKA. BibkTe TOuKa 4.

KakBo ChALKA TA3H JHCTOBKA

1. Kakso nipencrarnspa BepruMen u 3a KakBo ce M3MOJ3Ba
2. Kakgo Tpabsa na 3naetre npeau ga npueMere Beprimen
3. Kak na npuemare Beptumen

4, BB3MOXHM HeXeNaHH PeaKiHH

5. Kak na cexpanssate Bepriumen

6.

ChabpxaHie Ha ONAKOBKATA H AOITLIHATENHA HHGOpMaLmi

1. Kaxso npeacrasngsa Bepramen m 3a KaKBO ce R3N0JI3BA

Kaxso mpeacrasassa Bepramen

Beprumen chabpxa OeraxucruH. Toli npuHagnexu KbM rpynara JIEKapcTBa, H3BECTHH KaTo
XHCTAMHHOBH aHAJIO3H.

3a xaKBo ce H300,3B2 BepTHMen
Bepramesn ce M3nonspa 3a JeucHHe Ha cMMIrmoMuTe Ha bonecrra Ha Mennep (Meniére’s disease),
KOWTO BKTIOYBAT:

¢ 3aMadgHOCT (BEPTUTO) M raicHe WIH MOBPHIIAHE;

® IOyM B yiHTe (TUHHTYC);

¢ 3ary0a Ha ciryxa.

HyBCTBOTO Ha 3aMagHOCT ¢€ MPHYMHHABA OT CHTYalHs, B KOATO 4HacT OT BBTPEIIHOTO YXO, KOETO
KOHTpoiupa OamaHca wa Taioro Bu, He ¢yHKUHOHMpa mnpaBWIHO (CHCTOAHHE, HAPEYECHO
BECTHOYJIApHO BEPTHIO).

Kax geiicTa Beprumen |
BepruMen felcrsa karo nojobpsaea kppBOOOpamIeHHMETO KbM BBTPEIMIHOTO YXO. TOBa HaMajsiBa
HAJITaHETO BB BBTPEIIHOTO YXO.

2. Kakso TpabBa ga 3naere apeas Aa npaeMere Bepramen
He npaemaiiTe Bepramen:
- aKoO CTe aNepruvHH KbM OeTaXHCTHH AUXHAPOXJIOPHI WIH KbM HAKOS OT OCTAHAINTE CHCTABKU
Ha TOBA JieKapceTeo (H36poeHH B TOUKA 6).
- axo Bamuar nekap Bu e Kasan, ye crpagare or TyMop Ha HaaOBpOpedyHara xne3a (c‘hcromne,
H3BECTHO KaTo FeOXpOMOLIUTOM).
He npuemaiire ToBa neKapCTBO, ako HEWIO OT NOPHOTO ce OTHAcA 3a Bac. Axo He ,c‘m Mw >, x,\
nonuraitre Bamua nexap wav papMaLieBT. A
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- aKO HMAaTe WIH HAKOra CTe HMaJIH A3BA HA CTOMAaxa
- aKO MMATE acTMa.

AKO HAKOE OT FOpHHTE Ce OTHacf 3a Bac (M He CTe CHrypHH), roBopere ¢ Bamusa nekap umH
thapmauerT npeau na npuemere Beprumea. BalmaT nekap Moxe Aa HCKa Aa BM npernexaa peaoBHoO.

BepTaMen He ce npenopbaBA NPH €A B IOHOMEA NoZ 18-roarmHEa Bb3pacT.

Apyra aekapersa B Bepramen
Hudopmupaiite Bamms nexkap MiH ¢apMadeBT, ake NpUeMaTe, HaCKOpo CTe MpHEMand WIH €

BBH3MOMHO A8 NPUEMeTe APYIM AEKapCTBa.

Ot ocobena BakHOCT € fa uHpopMHpaTe Baimia nexap wim ¢dapMauesT, aKo NpHEMaTe HAKOE OT
CIIEAHHTE NEKAPCTBA;
* AHTHUXHCTAMHHHU — Te Morar (TeOpeTH4HO) Ja HaManaT edekra Ha OeTaxucTHH. ChlIO Taka,
BepruMen Moxe 1a NOHIKH €(eKTa OT aHTHXMCTaMHHMTE,
¢ MonoamuHookcHaasHH HHHXHOHTOpPH (MAOH) — Te ce u3mon3Bar 3a JeyeHHe HA NenpecHd
HaH bonecrra na [Tapxuncon. Te morat f1a 3acHnaT edexra Ha OeTaxXUCTHH B TAIOTO BH.
AKOo HAKOE OT rOpHHTE ce oTHaca 3a Bac (W He cre curypHu), roeopere ¢ Batimg nexap unw
tapmaLieBT Ipeau Aa npuemere Beptumen.

BepTuMen ¢ xpana 4 HAIRTKE

Moxe na npuemare Beprumen ¢ win Oe3 XxpaHa. Burnpekn ToBa, Toli MOXe Aa NPHYHHH JIEKH
cTomawHn npobsieMn (u30poend B Todka 4). [ipremsT Ha Beprumen ¢ XxpaHa Mojke 14 IIOMOTHE Jia ce
HaMaAJAT CTOMALIHUTE TIPOOIIEMH.

BpemennocT, KbpMeHe H epTHAHTET

Axo cre OpeMeHHa WIH KBpMHTE, CMATATE, Y€ MOXe Aa cTe HpeMeHHa MM IUIaHHpaTe OpeMEHHOCT,
nochBeTRaiiTe ce ¢ Bamma nekap win gapmanert npeau ynorpebara Ha TORa JI€KapCTBO.

He e u3BecTHO nanu BepTuMe ToBIMABA HA HEPOAEHOTO AeTe WX JOCTHTa KbpMaTa. He npuemaiire
Bepramen, axo cre OpemeHHa, ocBeH ako Bammdr niekap He c¢MATa, Y€ TOBa € a0OCONKOTHO
HEODXOIHMO.

He Tpa6Ba pa xspmure aokaro npuemare Beprumen, ocBen ako Bammar nexap we Bu ¢ kaszan.

IMlodupane n paboTa ¢ MAIIHEH

Marnko BeposTao ¢ Beprumen Aa nommse criocobHocTTa Bi 3a mmodupane u paboTta ¢ Mammisi.
Bbnpexy Topa, TpsOBa Aa MMaTe TpeABHA, Y€ 3aMasHOCTTa, 38 KOATO ce neKyBate ¢ Beprumen (bonecr
Ha MeHuep WM BepTHIO), MOXKE a NPHYHHH 3aMasHOCT K TMOBPBINAHE H Aa NMOBIHAE CIOCOOHOCTTA
Bu 33 modupane u pabora ¢ MAINHHH.

BepraMmen chAbpka jJakTo3a. Ako Bauruar exap Bu € Ka3pan, e HMaTe HETOHOCHMOCT KbM HAIKOH
3axapH, Npeau MPHEMa HA TO3H JIEKAPCTBEH NPOAYKT ¢& KOHCY/ITHpakre ¢ BamMa nekap.

3. Kak na npremare Bepramen

Bunarn npuemaiite TOBa IEKapcTBO TOYHO KakTo BH e kasayn Bammnst snekap unu gapManesr. AKo He
CTe CHIYPHH B Hello, nonuraiite Bamms rexap win gapManesT.

BamuAT nekap e ananTupa Ao3aTa B 3aBHCHMOCT OT nogodpenuero Ha Bawero ChCeToAHUE.
[Ipoasmxere na npuemare ToBa nekapcTeo. EdexkTHre OT TOBa JICKAPCTBO MOXKE Na CTAHAT BHAHMH
ciied ABITBI IEPHOJ OT BpeMe.,

Kak na opreMare oan
Tabnerkure TpabBa ga 6bpAaT NpHEMaHH LiENH C AOCTATEYHO TEYHOCT M0 BPEME HA WIH czw.z[ WH&;\.
BepruMen modke ja MpUYHHH JIGKH CTOMAIIHH TipoOnemu (M30poeHn B Touka 4). Hpﬂem'l: e—xp&ﬁgg.\l‘;ﬁ

. Ly
MOJKE JIa IOMOTHE 1A C¢ HAMAIAT CTOMALHUTE npobJieMH. S AN B L

) . A

Koako xa npaemare TR o e D
..=:.‘ :.E‘ Y . _‘.-.W-L i . r" _rli.. ,-:“
"L"\\_;}; ’R’\.U*



Oo6uuaiinara no3a e 24 mg — 48 mg GeTaxucTHH AHEBHO, pa3feicH Ha 2 WK 3 paBHH JO3H.

Beptumen 24 mg tabnetku: enHa TabneTKa ABa MBTH JHEBHO.

AKO npueMaTe TIOBEUE OT exHa TableTKa JHEBHO, pa3aeneTe Ta0IeTKHTE, KOWTO MpHUEeMaTe NIpes JEHA.
HanpuMep, npuemere eaHa TabneTka CyTpHH ¥ e/jHa TabNeTKa Beuep.

Ilocrapaiite ce ma npueMare TabmeTkuTe MO ©OHO M CHUIO BpeMe BCEKH AeH. ToBa K¢ OCHrypH
€THaKBO KOJIMUECTBO JIEKApCTBO Ha TANOTO BH. AKO NMpHeMaTe JIEKapCTBOTO N0 €0HO U CBIIO BpEME,
TOBa e Bu noMorse na cu CNOMHMTE, 4e TpAOBa Aa npremMere TableTKa.

AKO CcTe HpHEJIH HOBeYe 0T HeobDxoAEMAaTAa N038 Bepramen
AKO npHeMeTe MoBeve OT NpelNMcaHaTa nosa Beprumen, Moxe Ja NMOMYBCTBare raieHe, Sonka B
KOpeMa WIH ChHINBOCT. AKO ToBa BH Tperoxku, ropopete ¢ Bamug sekap.

AKo cTe NponyCHANN A3 npreMere Bepramen
AKXo cTe IpOIMyCHAJIN 1a IIPUEMETE [03a, MPHEMETE clleABainaTa Jo3a B oduvaiinoro Bpeme.
He npuemaiite apoiiHa no3a, 3a na KOMIICHCHpaTe NPOIIYCHATATA A034.

AKo cTe cupesn npaema 52 Bepramen
He cnupaiite npuemMa Ha Beprimen, nokaro BamuaT nekap He Bu kaxe, 10pH H Aa ¢€ TyBCTBATE H0-

nobpe.

AKO HMAaTE HAKAKBH JOITRIHHTEIHHA BBIIPOCH, CBBP3aHU ¢ ynorpebaTta HA TOBa JEKapCTBO, MONUTANTE
Bammna nexap unu gapmaiieBT.

4. Bb3MOXKHE HEKeJAHH PeSKIHN
KakTo BCHUKM JIeKapcTBa TOBA JIEKAPCTBO MOXKE A4 MPEAH3BHKA HEXCTAHH PEAKUHH, BBIIPEKH 9€ He
BCEKH ' IOJTYYaBa.
MoraT a2 ce DOABAT C/ICAHNTE HeXKE/IAHH PeaAKKHHE:
* AneprivHH peakup. Axo mnoayunTe aneprauna peaknmas, CIIPETE npaema Ha
BepTEMea H BeaHATa ce cBbpkere ¢ Bamnsg Jexap nian mocerere SoNHHENA.
[Ipi3HanMTE MOraT Ja BKMIOYBAT:

> yepBeHa Koxa uiH o0puB, CHpOSIna WK PH3NAJICHA KOXKA;

» OTOK Ha JIMLIETO, YCTHHTE, e3WKa HJIH OTOK Ha Bpara;

» TNOHWXKCHO XPBHBHO HAJLMaHE;

» 3aryba Ha CE3HAHHME,

» 3aTPYAHEHO AUUIAHE.
Axo moayscrBaTe Hakoil ot ropunaTe npu3aans, CIIPETE npuema ma Beprumen u ce cBupkere
¢ Bamna asexap mesabasno nH nocerere GoaHANA.

JApyrare HeXxenaHH peaknmHH BKAOYBAT:
YecTu (Morat ga 3acersar ao 1 Ha 10 gymmn):
® rajicHe;
¢ JIOL0O XpaHOCMHMaHe (JUCTencu);
e rnasodonue.

JAPYra HeXeJaRH Peakuni, cho0IMABAHA IPH NpHEEM BA GeTAXHCTHH:
Jieku croManiHy npobieMn KaTo MOBpBINAHE, OolKka B Kopema, moayTocT. [IpuemMsT Ha Beprmen ¢
XpaHa MOXe J1a TIOMOTHE 33 HAMaNABAHE HA CTOMAINHUTE MpodieMH.

CrobmaBane Ha HeXKeJIAHH PEAKIHA
AKO MOJMYYHTEe HAKAKBH HEXXeNaHW peaKuu#, ysefoMmere Bamua jiekap wnH dapmail
BKITIOYBA BCMYKH BB3MOXHH HEONHCAHH B Ta3H JIHCTOBKA HexelaHH peakumu. M
CHOOABATE HEXKENAHUTE PEAKIMH AUPSKTHO Ype3 HALMOHANHATA CHCTEMA 3a CHOO1aB)

HM3menauTENHA areHuma no NeKapeTeara f b i PR A
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Ten.: +359 2 890 3417

yeOcaiirT: www.bda.bg

Karto chofinasare HeXenaHR peakilii, MOXETE Aa AaieTe CBOA NPHHOC 38 NONYYaBaHe Ha NoBedYe
MHipopMAalnA OTHOCHO D€301IacHOCTTA HA TOBA JIEKApCTBO.

5. Kak aa coxpansasare Beprrmen
Ja ce chxpansisa Ha MACTO, HEAOCTBHIHO 33 ACLA.

He w3nomnssaitte ToBa JIEKAPCTBO CJied CPOKa HA TOAHOCT, OTOE/NA3aH BEPXY KAPTOHEHATR ONAKOBKA
cien ,,lonen no“. CpOKBT Ha FOXHOCT OTTOBAPA HA MOCASAHNA JCH OT NOCOUCHUS MECLH.

To3u nexapcrsen NPoAYKT He U3UCKBA CHCLIHANTHYU YCJIOBHA HA ChXPAHEHHE.

He wu3xpopnsiiTe nexkapeTeaTa B KRHATH3ALHATA WIH B KOHTEHHepa 3a JOMAWNHW OTNAXBIM.
TTomuraiite Bamms dapmaueBT Kak Aa H3XBHPIATE AEKAPCTBATA, KOWTO Beye HE M3MON3BATe. 1€3H
MEPKH IN¢ CIIOMOTHAT 334 ONA3BaHe Ha OKONHATA Cpena.

6. Crabpkanie HA ONAKOBKATA H JONBJIHHATEIHA HAQOPMATHY

KakBo cuanpxa Bepramen

- AKTHBHOTO BemecTBO € OeraxucTuHOB mxuapoxnopus (betahistine dihydrochloride).

Beprumen 24 mg tabneTku;

Besaka tabnevka cbabpxa 24 mg OeraxucTHHOB quxuapoxiaopua (betahistine dihydrochloride).

- Hpyrure chCTaBKH ca: JIAKTO3d MOHOXHAPAT, LIAPEBHYHO HALIECTE, MHKpoKpHCTanHa tenynosa (B
460), nimoHeHa kdcennna, 6essoana (E 330), nosupon K25 (E 1201), xpocnopunon Tun A (E

1202) 1 xupaporeHUpaHo pacCTUTEAHO MACHo.

Kak n3rnexna BepraMen 2 Kakpo CBABPAA ONAKOBKATA

Beprumen 24 mg Tabnetkm:

bana, kperia, nocka, ckoceHa TaieTka, ¢ IEAUTENIHA YepTa OT e{HaTa CTpana, ¢ Anamersp 10.0 mm.
Tabnerxara Moxe Aa OBAC paznenesa HA ABC paBHH NO3A.

bnncrepnn onakosku PVC / PE / PVDC — anymuH#ii.
Hanuyseu ca onakoBkH ¢ 20, 24, 30, 48, 50, 60, 90, 96 u 100 Tabnetxu.

He BCHYKH BHAORE OITAKOBKH MOraT Aa ObAaT mycHaTH B npoaaxda.

HpaTexarea aa paspelenneTo 3a ynorpeba B npon3BogETE]
Ipumesicamen na paspewenuemo 3a ynompeba.

Medochemie Ltd.,

1-10 Constantinoupoleos str.,

P.O. Box 51409, CY-3505, Limassol, Kumrsp

Ilpoussodumenu.

Medochemie Ltd. (Facility AZ),

2 Michael Erakieous street, Agios Athanassios Industrial Area,
4101 Agios Athanassios, Limassol,
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Ecronua: Vertimed 24 mg
brrarapus: Beprumen 24 mg
Kumsp: Vertimed 24 mg
JIutea: Vertimed 24 mg
JlaTBna: Vertimed 24 mg
PymbHua: Vertimed 24 mg

JaTa Ha NOoCAeAHO NpepaIrIekaaHe Ha gucroBKaTa 07/2015




