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JIncroBka: nHPOpMaANHsI 32 NALHEHTA
Beprumen 16 mg rabaerku
Vertimed 16 mg tablets
Beprumen 24 mg TabjieTKH
Vertimed 24 mg tablets

OeTaxucTHHOB Auxuapoxiopu (betahistine dihydrochloride)

IIpouerere BHHMATEJHO HAJIATA JIHCTOBKA NMpEAH /A 3amM0YHeTe a MpHeMaTe TOBA JIEKAPCTBO,

Thil KAaTO T8 CbABbP’Ka BaxxHa 3a Bac nadopmanus.

- 3anas3ere Ta3W JUCTOBKA. Moxke /1a C€ HaJIOXKH Ja 1 [POUYETETE OTHORO.

- AKO UMaTe HAKaKBM JIONBJIHUTEIHH BBIIPOCH, NnonuTaite Bawuus nekap unu ¢papmauesr.

- ToBa nexkapcTBO € npeanucaHo JuuHO Ha Bac. He ro npeorcrensaiite Ha Apyru xopa. To moxe
Jla KM HaBpeIH, HE3aBUCHUMO Y€ MPU3HALIUTE Ha TAXHOTO 3a001sBaHe ca chluuTe Kato Bammure.

- AKO nosyyuTe HAKAKBHM HEXKEJIaHM JIEKApPCTBEHHW peakuuH, yBeaoMmere Bawumsa nexkap uiu
¢apmaueBT. ToBa BKIIOYBA M BCHYKM BB3MOXKHHM HEXEJIAHHW peaklMH, HEONHCAaHH B TasH
nUcTOBKa. BykTe TOUKA 4.

KakBo ¢bAbpKa Ta3H JIHCTOBKA
KakBo npeacrasinsgsa BepTuMen U 3a KaKBO Ce U3I0JI3Ba

1

2 KakBo TpsabBa aa 3HaeTe npeau aa npuemere Beprumen
3 Kak na npuemare Beprumen

4, BBb3MOKHH HEXeJIaHH peaKLuH
5
6

Kak na cexpansiBate Beprumen
ChabpikaHHe Ha ONAKOBKATA W JONTbJIHUTENHA HHPOpMaLIUS

1. Kakpo npeacraBisiBa BepruMea H 3a KaKBO ce H3I0J13B2

KakBo npeacrasisBa Beprumen
Beprumen cbabpka OeraxucTuH. ToH NpUHAMIEKM KbM Trpyrnara JIEeKapcTBa, M3BECTHH Karo

XHCTAMHHOBH aHAJIO3H.

3a kakBo ce H3no0.138a Beprumen
Beptumen ce u3mos3Ba 3a JiedeHHe Ha cumnromute Ha bonecrra Ha Menuep (Meniere’s disease),

KOMTO BKJIFOYBAT:
e 3amMasgHOCT (BEPTUIO) U raJicHe WK NMOBpPbIIAHE;
® 1UYM B YIIUTE (THHHUTYC);

e 3ary0a Ha ciyxa.

UyBCTBOTO Ha 3aMasHOCT C€ MPHUYMHIBA OT CHUTyalMs, B KOATO 4acT OT BBTPELIHOTO YXO, KOETO
KOHTpoaupa OanaHca Ha Tan0TO BHM, He (QYHKUMOHMpa TMpaBUIHO (CBCTOSHUE, HapeYeHO
BeCTUOYJIapHO BEPTHUIO).

Kak neiicrBa Beprumen
Beprumen neicTBa Kato noaoOpsiBa KpbBOOOpAlLIEHHETO KbM BBTPELIHOTO yXO. ToBa HamasisBa

HaJIAraHETO BbB BbTPELUIHOTO YXO.
2. KakBo TpsOBa 1a 3HaeTe npeau aa npuemere Beprumesn

He npuemaiite Beprumen: %

- aKO CT€ aJIEeprUiyHU KbM OETAaXUCTHH JAUXHUIPOXJIOPUI MJIH KbM HAKOSA OT DCT&HBJ‘IHTE cLCTaBRH
Ha TOBA JIEKapcTBO (M30pOeHM B TOUKa 6). 1/ &/ ! 7

- ako Bawmar nekap Bu e ka3an, ye cTtpajare oT TyMOp Ha Haﬂﬁbﬁpeqﬂam’ }Kﬂe:.sa (cmmHHHe Al

H3BECTHO KaTO (PEOXPOMOLIMTOM). |




He npuemaiite TOBa NeKkapcTBO, akO HEWO OT I'OPHOTO C€ OTHAacd 3a Bac. AKO He CTe CHIypHH,
nonuTaiTe Bamua nekap wiu gapmMaLesT.

Ilpeaynpexacnns H OpeAna3nd MEpKH

["oBopere ¢ Balus nekap wid (papMaLieBT npelu Aa npHemere BepruMen:

- aKO MMAaTe WM HAKOra CTe HMANH A3Ba Ha CTOMaxa

- aKo HMAaTe acT™a.

AKo HAKOe OT FOpHHMTE ce OTHacf 3a Bac (MUnM He cTe CUrypHH), ropopere ¢ Bawus nexap wiH
¢apMaLIeBT npean aa npuemeTe Beprnmes. Baumunar sekap Moxke 1a Mcka Aa By npernexaa penosHo.

BepraMea He ce BpenopbYBa NPH Aena h I0HOMHA noa 18-rogninAa Bb3pacT.

Apyru aexapcrea B Bepramen
Hudopmupaiite Bamma nexkap nwin ¢dapMaueBT, akQ MNpHEMaTe, HACKOPO CTE TMpPHEMAIH MU €
BBL3IMOXKHO Aa MpHEMeETe ApYTrH JIEKapCTea.

Ot oco0eHa BOXHOCT ¢ Aa uHpopmupaTe Bamma nekap win dapmManeBT, ako MpUEMaTe HAKOE OT
CJICAHUTE JIEKapCTBA:
¢ AHTHXHCTAMHMHH — T€ MOTaT (TEOPETHYHO) Aa HamamaT edexkra Ha OeraxMcTHH. ChllO Taka,
BepTumen Moxe [ia MOHKKH €(PEKTa OT AHTHXHCTAMHHHTE.
e MonoamuHookcHaa3zHu HHHXHOUTOpH (MAQOH) — Te ce H3MON3BaT 3a NeyeHHe Ha AEIPeCcHs
wiu bonectra Ha IlapkuHcod. Te Morar aa zacunar edexra Ha HeTaxUCTHH B TA10TO Bu.
AKO HAKOE OT rOpHUTE ¢€¢ orHacd 3a Bac (WM He cTe CUrypHM), rosopere ¢ Baiuug nexkap wiu

(dapMaLieBT npeAH aa npHeMeTe Beprumen.

BepTaMmen ¢ XpaHa B HAOHTKH
Moxe ma npHemare BepruMen ¢ win 6e3 XpaHa. Behpexn ToOBa, TOH MOXE Na@ NPHYHHU JIEKH

cToMalIHU npodneMu (u3bpoeHu B Touka 4). [IpuemMsbT Ha BepruMen ¢ XpaHa MOXE 11a MOMOTHE Ja ce
HaMaJAT CTOMALIHHUTE NpobieMu.

bpeMenHOCT, KbpMeHe H PepTRIAHTET

Ako cte OpeMeHHA WIM KbPMHTE, CMATATE, Y€ MOXKE 1a cTe OpeMeHHa WIM IUlaHHpaTe OpeMeHHOCT,
nochBerBaiite ce ¢ Bawuug nekap win ¢papmaueBT npeaM ynorpedaTa Ha TOBa JIEKAPCTRO.

He e usBectHO Jand BepTHMmea NMOBIKABA HA HEPOACHOTO 1I€TE WK NOCTHra KbpMmaTta. He npuemaiire
Beprumen, ako cre OpeMeHHa, ocBeH ako Bamugr nexkap He cMaTa, 4e ToBa € abCOMIOTHO

HEeODXO0AHMO.
He TpabBa ga kppmuTe A0KaTO npueMare BepruMen, ocBeH ako Bamusar nexap He Bu e kasan.

Illogpupane B patoTa ¢ MAMHAAR
Manko BepoaTHo ¢ Beprumen na nosnmmuse cnocobHoctTa B 3a mogupane 4 padora ¢ MalllvHH.

Brrnpexu ToBa, TpAOBa Aa UMaTe NpEedBH, Y€ 3aMasHOCTTa, 3a KOATO ce ieKyBate ¢ Beprumen (bonecr
Ha MeHHep HIM BEPTHIO), MOXKE Aa NPHYMHH 3aMAsHOCT M NOBpbBLIaHE U Aa MOBAMAE CIOCOOHOCTTA
Bu 3a wodupane ¥ pabora ¢ MaIMHH.

Bepramen cbpABPKR JaKTO3a. Ako Bammar nexap BH e kazsan, ye HMaTe HEMOHOCHMOCT KBM HAKOH
3axapu, Npeid NPUEMa Ha TO3H JIEKAPCTBEH NPOAYKT c€ KOHCYNTHpaifTe ¢ Bauus nekap.

3. Kak n1a npaemate Bepramen

CTe CHIYPHH B Helllo, nonuraitte Bamus nekap win ¢papMaLeBT.
Bawmar nekap 1ie ajanrydpa A03aTa B 3aBUCHMOCT OT nogodpennero Ha Bawiero ¢
[TpoawipkeTe na npHeMare ToBa JeKapcTBO. EQEKTHTE OT TOBA JMEKAPCTBO MOX

Clie ObJTbI NEPUOT OT BpPEME. =k



Kaxk aa npremarte
Tabnerxure Tpadbsa aa 6baaT NpUEMaHU LEMH C JOCTATBYHO TEYHOCT IO BpeMe Ha WM CJIe] XpaHeHe,

Beprumen Moxe aa NMPUHMHU JEKH CTOMaLIHH npobneMu (M30poeHH B Touka 4). IlpueMbT ¢ XpaHa
MOJKE Ja MOMOTHE Ja C€ HAMAJIAT CTOMALIHUTE NMpo0IeMH.

Koako aa npaeMare

Obuuaiinara go3a ¢ 24 mg — 48 mg 6eTaxXHCTUH JHEBHO, pa3lesieH Ha 2 WiK 3 paBHH JIO3H.

Bepramen 16 mg Tabnerky: Y2 10 egHa TabGnerka Tpy ITbTH JHEBHO.

Beptumen 24 mg tabnerku: eqHa tabnerka ABa TbTH AHEBHO.

Ao npUemMare rnoseue oT eaHa TabnaeTrka AHEBHO, paslenere TableTKHTe, KOUTO IIPHEMATE Npe3 IeH .
Hanpumep, npuemere eaHa tabiierka CyTpHH U eHa TableTKa Beyep.

[Tocrapaiite ce ma npWemare TaONeTKHTE MO €AHO U CBUIO BpeMe BCEkH AcH. TOBa LIE OCHTYPH
¢JHAKBO KOJIMYECTBO NIEKAPCTBO Ha T0TO BH. AKO nmpuHeMare NeKapcTBOTO 110 €AHO U CHIIO BpeMe,
TOBA e BH NnoMOrHe ma cH cnnoMHHUTE, 4e TpadBa aa npuemere TabneTka.

AKo ¢Te mpHeJin noBede 0T HeoOxoqamaTa 103a Bepramen
AKO MIpHEMETE MOBEYe OT MpeanucaHaTa a03a Beprumen, Moxke aa MOYyBCTBaTe rajeHe, fonka B
KOpeMa WIH ChHIMBOCT. AKO TOBa BH TpeBOXH, ropopere ¢ Bawusa nekap.

AKO ¢Te DPONYCHANH Aa npreMeTe Bepramen
AKO ¢Te NpoIyCHANM Aa NpHeMeTe 4034, NPpUEeMETe CNeaABallaTa 1032 B 00H4aiiHOTO BpeMe.
He npuemaiite nBoiiHa no3a, 3a 1a KOMIIEHCUpaTe NPOoITyCHaTaTa q03a.

AKO cTe cnpesin npHeMa HA Bepramen
He cnupaitre npueMa Ha Beprumesn, nokaro Bawuar nexap He Bu xaxe, nopu ¥ ga ce yyBcTBare no-

nobpe.

AKO UMaTe HAKAKBU JOMbIHHTENHH BBIIPOCH, CBBP3aHH ¢ ynorpedara Ha TOBA JIEKAPCTBO, ITOTIHTANTE
Bammnsa nekap unu ¢gapMalepT.

4. Bup3MOXXBH HEXKEJIAHH PeaKOHH

Kakto BCHUYKH JICKAPCTBA TOBA JIEKAPCTBO MOXKE Ja IIPEIH3BHKA HEXCECIIAHH pEAKIiHHU, BBIIPEKH Y€ HC
BCCKH I'M NOJTyHaBa4.

Morar aa ce NOABAT C/Ie/IHHTE HeXKeJTAHH PEAKIHH:
e AncprudyHH peakuMd. Axo noaysntre aneprauna peakuus, CIIPETE npuema Ha
BepraMen H BeaHAra ce cBbpkete ¢ Bamuug Jekap HJIH noceTeTe GoNHANA.
[ipu3HalTe MOraT Aa BKIKOYBAT:
» 4epBeHa KoXKa WIH 00puB, chpOdilla WIM BB3NAJIEHA KOXKa;
> OTOK Ha JIMLIETO, YCTHUTE, €3MKA WIIH OTOK Ha Bpara;
> TOHMXEHO KPBBHO HAIATAHE,;
» 3aryba Ha Cb3HaHHE,
»  3aTPYAHEHO NMILAHE.
Axo0 nouyBcTBaTe HAKOH 0T ropaaTe npuinann, CIIPETE npuema 5a Bepramen 6 ce cBbLpxKeTE
¢ Bamuga Jexap He3a20aBHO HJIH nmoceTeTe HoTHANA.

JApyrure Hexe12HA PeaAKNIHHA BKJIIOYBAT:
Yectu (Morar aa 3acernar ao 1 Ha 10 oymmu):
® raJcHe,;
e JNIOLIO XpaHOCMHJIAHE (AUCHENcHs );
e rnasobonue.

,Ilp}’l"[l HEXKCJIAHH PCAKIHH, ¢hOOIaABAHE OpH IIpHEM Ha OeTaxHCTHH:




Jlexu cromalsd npobiieMH KaTo NMoBpbluaHe, Oonka B kopema, noayroct. Ilpuemsr Ha Beprumes c
XpaHa Moxe Jia TIOMOrHe 3a HaMmansABaHe Ha CTOMAIHWTE npobnemH.

CrobmaBane Ha HeXKeJIAHH PeaKnun

AKO MOJYYHTE HAKAKBH HEKEeNaHM peakuuH, yseaoMere Bamma nekap wnu ¢apmauesr. ToBa
BKJIIOYBA BCHYKH BB3MOXHHM HEOINMCAHH B Tasd JIKCTOBKA HexenaHW peakuuv. Moxkere cbio Aa
cboOlIaBaTe HeXEaAHHTE peakliid JUPEeKTHO Ype3 HALIMOHAIHATA CHCTEMA 3a choOlaBaHe:
H3mbiHHTENHA areHIuA 1o J1eKapcTBaTa

yin. ,,Jamsan ['pyeB” Ne 8,

1303 Codns,

Ten.: +359 2 890 3417

yeOcaiiT: www.bda. bg

Karo cpofmiarare HeXelaHH peaklLMH, MOXKETE Ja JafeTe CBOS NPHHOC 33 NOIydYaBaHe Ha TOBEYE
HHOpMaLHa OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak xa chxpanspate Beprumen
Ha ce crxpaHaBa Ha MACTO, HEAOCTHIHO 34 ACLi.

He wanonssaiite TOBa NEKapCTBO Clie/l CPOKA HA MOOHOCT, 0TOena3aH BBPXY KapTOHEHaTa OMNaKoBKa
cnen ,,J ogeH n0“. CpoKbT Ha rOAHOCT OTTOBAps HA NMOCACAHHMA JE€H OT NOCOYEHHA Mecell.

To3u JEKAPCTBCH IMPOAYKT HEC U3UCKBA CTICHHANIHH YCIIOBHA HA CBXPAaHCHHC.

He wu3xBbpnsaitTe JeKapcTBaTa B KaHANW3AUMATA WIM B KOHTCHHepa 3a AOMAIlHM OTNaAbBLM.
[lonuraiite Balms ¢gapMalleBT Kak Aa M3XBBPJIATE JICKAPCTBATa, KOMTO Beue He M3NON3Bare. 1e3M
MEPKH 1lle CTIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpeaa.

6. ChbaAbpkaHHE HA ONAKOBKATA H A0N'BJIHHATE/ARA AHGPOPManHA

Kakso ¢chabpka Bepramen

- AKTHBHOTO BEIIECTBO € OeTaxucTHHOB auxuapoxiopua (betahistine dihydrochloride).

Beprumen 16 mg rabnaerku:

Bceska Tabnerka cpappxka 16 mg 6eraxucturop auxuapoxiopna (betahistine dihydrochloride).

- JIpyrure chCTaBKM Ca: J1aKT03a MOHOXHApAT, LAPEBUYHO HHIllECTe, MUKPOKpHCTATHA Lemyno3a (E
460), ntMMoHeHa kucenuHa, 6e3soana (E 330), nosunoH K25 (E 1201), xpocnoesuaol tun A (E
1202) ¥ XHAPOreHHPAHO PACTUTEIIHO MACHO.

Beptumen 24 mg Tabaerku:

Beaka tabnerka cpappka 24 mg HeraxuctuHo auxuapoxiaopua (betahistine dihydrochloride).

- /lpyrure cbhCTaBKH Ca: 1aKTO3a MOHOXHAPAT, LAPEBUYHO HHILIECTE, MUKPOKPUCTAITHA Heayno3a (E
460), nuMoHeHa kucenuHa, 6e3soana (E 330), mosuaon K25 (E 1201), kpocnioBuaon tun A (E
1202) ¥ XuApOreHUpaHO PACTUTEAHO MACIO.

Kax m3riexaa Bepramea B KAKBO ChAbPKA ONAKOBKATA

Beprumen 16 mg Tabnerky:

bsana, kpwsrna, mwocka, ckoceHa Tabnerka, ¢ ASNUTENIHA YEPTA OT €AHATa CTpaHa, ¢ AnaMeThsp 9.0 mm.
Tabnerkara Moxe aa Ople paszeneHa Ha ABe PABHHU HO3H.

BepruMen 24 mg tabnerky:
bana, kprrna, nnocka, ckoceHa Tabnerka, ¢ ACJAWTENHA YEPTA OT €4HATA CTpaHa, ¢ IMAMETLD 10.0 mm.

Tabnerkara moxe na Onae paspeneHa Ha ABe paBHH JO3H. '*";H N

.. Sl
bnucrepun onakoku PVC / PE / PVDC — aryMunmii. < yd i TR \,\
Hanuunu ca onakoski ¢ 20, 24, 30, 48, 50, 60, 90, 96 u 100 Tabnerksu. S AR \ P "H‘



He BCHUKM BHAOBE ONAKOBKH MOTAT 1a OBIaT ITyCHATH B npoaaxda.

IIpuTekaTe 1 HA PA3pelIeHHETO 38 YnoTpeba H IPOH3IBOAHTE]
IIpumexcamen na paspeuwenuemo 3a ynompeba:

Medochemie Litd.,

1-10 Constantinoupoleos str.,

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

IIpouzeooumenu:

Medochemie Ltd. (Facility AZ),
2 Michael Erakleous street, Agios Athanassios Industrial Area,

4101 Agios Athanassios, Limassol,
Kunsp

H

Farmaceutisch Analytisch Laboratorium Duiven B.V,
Dijkgraaf 30, 6921 RL Duiven,

XOoNaHud

To3u JexkapcTBeH NPOTYKT € paspemen 3a ynorpeda B EHO non cneaxnnTe HiMeHa:
Ecronus: Vertimed 16 mg & 24 mg

bpnrapus: Vertimed 16 mg & 24 mg

Kumrep: Vertimed 16 mg & 24 mg

JIutea: Vertimed 16 mg & 24 mg

JlatBua: Vertimed 16 mg & 24 mg

PymbHua: Vertimed 16 mg & 24 mg

JaTa HA mocneHO Npepasrexaane Ha JucToBKaTa 03/2025




