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JlucmoBka - Mpuzoxenue 2

Kow Pez. Mo .. &OM“&

JincToBxa: HuPOPMAnES IA 13

Bap'rmn 16 mg rabners§
Vertimed 16 mg l:ahlets
6eraxuctiHOB Juxuapoxiopun (betahistine dihydmahloride)

IpoveTeTe BANMATEAHO RAIATA JHCTOBKA HpeAH 12 39H04UHETE I3 BPHEMATe mwna,

THiH KaTO TR chALpa BaHa 38 Bac nadopmanng.
- 3anasere a3y IHCTOBKA. MOXe Ia ce HAJIOKH A8 1 NPoYeTeTe OTHORO.

- mmmmmmmnommmmmw

- ToBa NekapcTBO € MpeATHCcaHo IHYHO Ha Bac. Hemnpeomrbmmeuanpymmpml‘nm |
Zia HM HABDEAM, HE3ABHCHMO H€ NPHSHALNTE HA TAXHOTO 3a00/IABAKE C8 CHIIHTE KATO & -

- AKO MOMyuHTe HAKAKBH HEXENaHH JICKAPCTBCHH peakuHH, ypeaoMmere Bamma m m
¢apmatiesT. Topa BKIOYBE H BCHYKH BH3MOXKHH HEXENaHW DOAKIHH, mmcm B AsH |

JIHCTOBKA. Bwxre TOuKa 4.

1 Kaxmnpencmntcpmenasammcemnom

2 Kaxso Tpafpa fia 3HaeTe npean Aa npueMeTe Beprimen

3. Kak na npuemare Beprumen

4, BB3MOXKHH HEXeNaHH PeAKIHH

5 Kax na chxpanssare Beprumen

6 Champxanne Ha ONAKOBKATA H JOMWIHATENHE HEQOpMAIMA

1. Kaxso npenmnnm Bepramen H 3a KaxBo c¢ R3N0J3IBA
Kaxso npeacrasnasa Bepramen | S
BepruMen ceabpika OeraxucTHH. Toli npHHAZIekH KbM TPYNATa JICKApPCTRA, lmam Im‘o .
XMCTAMHHOBH aHAJIO3H. | |

3a xakBo ce B3N0a3BA BepTrMen
BepruMen ce H3NON3BA 3A JieyerHe Ha CHMITTOMUTE Ha BonecrTa Ha Mmqa (Meniére’s Msa),:
KOHTO BEJHOYBAT; |

*  3aMafsHOCT (BEPTHIO) U ra/icHe HiIH NOBPHIIAHE;

® wIyM B ymure (THHATYC);

e 3aryGa Ha ciryxa.

YyBcTBOTO HA IAMARHOCT Ce NPHYMHABA OT CHTYAIlHA, B KOATO 9acT OT mrpem:omym,mm
koHTpomipa Oanmanca Ha TwNoTO BH, He (QYHKIMOHHpA NpPABAIHO (CHCTOSHME, - HAPSMEHO -
BecTHOYJIBPHO BEpTHIO). o

Kax npelicrea Beprumen |
BepraMen aeiicrea kato nonodpssa Rmooﬁpmnmm KbM BBTPEHIHOTO YXO. Tm m
HAJATAHETO BbB BETPEIHOTO YXO. . -

2. Kaxpo Tpualsa 1a 3maere npenn aa npuemere Bepramen
He npremaiire Beprusen: -
- mommmmmmmomwmmnmmmmmw

Ha TOBA JICKApeTBO (M3GPpOeHH B TOMKA 6).
- axo Bammmar nexap Bu e xasan, qecmanmwryuopmmmﬁpeqmmm{mm,
H3IBECTHO KATO PeOXPOMOLHTOM). .

‘He npuemaiite TOBa NeKapcTBO, 8KO HEMO OT IOPHOTO ce OTHacA 38 Bac. Axo HoATeiyiy

nonutaiire Baimva nexap win QapMaiienr.

IpeaynpexacHig B OPpeANa3HA MEPKHE |
I'opopeTe ¢ Bammus nexap win papmanesT npenH aa npueMere Beprumen:

| Ir13llbleHTEIIHA AI'EHIJMﬂ no HEWT&




- 8KO0 MMAaTe WM HAKOra CTe HManH #38a Ha CTOMAXA

AKO NMATE ACTMA,
Akomoeorropmcemmamﬂm(mmmcmypm),mchmmapm
dbapmauesT npenu Aa npaemere Beprumen; Bamuar sexap moxe aa uoka ha BH npernesxns peacsHo.

Beprume He ce BPEeNOpHLIBA NPH AeNA B WHOMHE Hojl 18-roXdmus BHIPACT.

Apyra nexapersa B Bepramen |
Hadopmupaitre Baumus nekap uiam c]:amauenr ako npHeMare, HACKOpO CTe npmm m €
BE3MOXKHO [ia IPHEMEYE APYTH JIEKApCTBa. | -

OTomﬁemmmemmWmemxapmMPmm,mmmmm;
CJICAHHTE JICKApCTBA: |
*  AHTUXHCTAMHHM — mum(mmo)mmm@m&m&m C‘Hll.iam
Beprumen mMoxe na NoHIWKH e(peKTa 0T AHTHXHCTAMMHHTE, . .

¢ MoHoaMBHOOKCHIA3HH HHIXuGUTOpn (MAOH) — Te ¢ HINON3BAT 38 JEYCHHe mnmm
i Bonecrra Ha Iapkumcon. Te Morat fa 3acwisT edexra Ha GeTaxucTun B Tinoro B, -

“AKO HAXOE OT TropHHTEe Ce OTHAaca 38 Bac (WM HE CTe CHT'YpHH), ronopmecBammmpm_?

dapmanesT npesn aa npnem Bepramea.

BepraMea ¢ Xpana B HADHTKE | -
Moxe na npeemare Beprumen ¢ wim Ges xpana. Benpexu Tosa, ToH Mowe. Aa HpHYBEE TR

CTOMALTHH NpobneMu (mﬁpoeuanmm4) mﬂemrmﬂepmmcxmnmnamﬂaﬁe-
HaMaNAT cTOMampHTe npobneMH. . .

BpeMenmocT, KbpMeiie H GePTRINTET |
Axo cre 6pemMeHHa HIH KbPMHATE, CMATATE, Ye MOXKE Ja CTe Gpeuenna HIH TUIAHMpATE ﬁpmoﬁr,' r
nocteersaiite ce ¢ Bammus nexap win gapMauesr npeu YIOTpeSara HA TOBA ICKAPCTBO, -
He e uspectHO mann BepruMen normiaBa Ha HEPOACHOTO AETE mnnmmﬂpumHeumﬁm
Beprumen, ako cre OpeMeHHS, OCBEH -8KO Banmn'r neKap He CMATa, Ye Topa ¢ -afeqmoTHo
HeOOXOANMO. a
He tpa6Ba na xspMuTe 10KaTO Mpuemare Bepramen, ocser axo Bammsr Nexap He Bu ¢ xasai.

Mlodupane u paboTa c MAIMNER s

Manko BepoaTHO € Beprimen aa nosmuse cniocobHocTTa Bn 3a modupane i paboTa ¢ MAKINHY; -
Bsmmmmmmmmmm%mmwxmmmcmpmnﬁm __
Ha MeHvep WIH BEPTHIO), ananpmmmmcrﬁmapsmnmmm 0Cak e
Bu 3a modupane i pabora ¢ MaIMMH. . -

BepraMen ChabPER AAKT038. AKO Bamna-rnexap BH e Ka3BaJl, 46 MMATe HEIIOHOCHMOCT Kb HAKOH
3aXapH, PN NPHEMA HA TO3H nexapcmm MIPOAYKT ce KOHCYTHpaiTe ¢ Bapns .rlexap

3. Kak na npaemare Beprumen
Busaru npmuaﬁremmuemommmﬂﬂemmmmw &mm

CTe CHTYPHM B Hemo, onuTaire Baums nexap Wi GapMaliesT,

Bamusar fiekap mie analFTHpa 103aTa B 3aBHCHMOCT OT noaodpenureTo Ha Bamero CHCTOSHME.
IIpoabiDKeTe fia ApHeMaTe TOBa JeKapceTo. EeKxTure OT TOBA JEKAPCTRO MOKS Za CPAHAT BANEME
crien Jbael’ NEpHOA OT BpeMe. | | |

Kak aa npaemare e
TaGnerxuTe TpA6Ba A8 GHAAT TPHEMAHH UETH C AOCTRTHYHO TEUHOCT FIO BPEMS HA HIH COgiF KQame,
Beprumen Moxe JR NPHYMHH JeKHu CTOMAIHM npobnemm (u3bpoeHn B Touxa 4). Ipuosee 3-xpaws

MOZKE 212 MOMOTHE 71a C¢ HAMAJIAT CTOMAailtHuTe npobnemn. % S B
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O6nualitara 2034 ¢ 24 mg — 48 mg GeTaxHCTHH JHEBHO, PasfeneH Ha 2 WK 3 PaRHH JO3H.
Beprumen 16 mg tabnerkn: %4 Ao enna raGneTka TpH ITHTH AHEBHO. -
AKO npHeMaTe noseve or eana TabneTka xHeBHO, pasneneTe TabneTkHTe, KOHTO IPHEMATE n;m BEHR.
Hanpumep, npueMeTe eqHa TabneTka cyTpHH W eana Tabnerxka seuep.

TocTapalite ce na npueMare TaOJAETKHTE NO €AHO H CHINO BpeMe BCEKH JEH, ToBa W OCHEYPH

©AHAKBO KOJIHYECTBO JIEKAPCTBO Ha TAN0TO BH. AKo npHemarte JIeKapeTBOTO MO CHO H CHEND BpeMe,
TOBa me Bi MOMOrHe /1a CH CIIOMHMTE, ye TPpAGBa Aa MpHEMETS Talerxa. ‘

AKo cTe npHe/Jn HOBEYE OT BeobXoTHMATR A03A Bepramexn

AKo0 TIpHeMeTe Nopede OT NpEeANHCIHaTaR N103a BepTHMEnR, MOXKEe g8 MOTYBCTBATE ram-ﬁm B
KopeMa WIH ChHIHBOCT. AKO TOBa BM TpeBoxn, ronoperecBamuanemp

- AKO CTe NpoNycHAIN A8 npReMeTe Bepramen

AKo CTe MpOMyCHANH Ja NpHEMeTe 1033, IipHeMeTe ClieABAIIATE K034 B 00HHaiiHOTO npma
He npremaiite asoiina po3a, 3a Ja KOMIEHCHPATE NPONYCHATATA JO38.

Ax0 cTe cnpean npuema Ba Bepramen -
He crmpaiire npuema Ha Beptumen, nomoanemneBummpannamwnmm f
noGpe. |

Axommmmanonwnmnmnmpmu,cnpsmcynmﬁammmmnmpcm mmﬁ'm 1_
Bamus nexap Hnd (papMaLeBT. %

4. BLIMOKHE HOXCIRHH DeAKIAN .
Kmmmmnempmmmnwwmummnpemmmmpw nmpem%m;-j
BCEKH ' TIOJNy9aBa.
Morar Aa ce HOSBAT CACARNTE HOXKCAKEE PLAKIHE:
¢ AJjEprHYHH peskuud. Ao pojyumTe anepragnas peaxnns, CHOPETE m m-,.«:-
BepraMen H Begnara ce chbpukere ¢ Bamnag sexap snna nocereve Somamnn. |
IIpH3HALINTE MOTaT A8 BKIIOMBAT: .
» vepBeHa Koka W o0pHB, cHpOAma 1K BH3NANICHA KOXKE;
> mxaanmo,ymm,mammxnanpam,
» NOHWKEHO KPHBHO HAIIATAHE;
» 3ary0a Ha CH3HAHHE;
> 38TPYAHCHO AHINAHE.

AKo N0o9yBCTBATE HEX0il OT ropEETE upmuaml, CIIPETE npuema na Beprumen m m m
¢ Bamug Jexap neanfanno sin mecerere Gu.nnlma.

JApyruTe BeikeaHE PEAKNHEHE BEAIOUBAT:
Yecry (Morar na 3acersar no 1 Ha 10 xymmn):

® raieHe;
¢ JIOIIO XPAHOCMIUIAHE (.:umnencm),
¢ raaBodbONHeE.

JApyra HexeaHH PeAKTNE, ChHo0MmaBany apn npaeM Ha feTaxucTER: |
Jlexu croMamHM mpoGlieMH KaTo NospeiwaHe, 6onka B Kopema, noayTocT. [IpiueMsT Ha Bepmﬁ [ -
XpaHa MOXKe /i TIOMOTHE 32 BAMA/IABAHE HA CTOMAIIHHTE npoﬁuem o

Crofmasane Ha HORCIANE PEAKIAR | |
AXO TNOJYYMTEe HAKAKRBY HEXKEN8HM pPEAaKIMH, yBeaoMere Bamms nexsp Hau WWIGQ_
BKIOYBA BCHUKH BBLIMONHH HEONMHMCAHH B TA3HM JIHCTOBKA HEXKCNAHH PEaKimu. Mo PR
chodlaBaTe HeXxeTaHHTE PEaKLHH TUPEKTHO Ypes HALMOHANHATA CHCTEMA 38 Chob1appiied
H3ieiIHHTEHA aTeHUHS 10 JISKApCTBaTa -
ya. ,,JdamaH I'pyes” Ne 8,

1303 Codmns,




TelL: +359 2 890 3417
yeOcaiiT: www.bda.bg -
chwmwmmmamuommmmmnnmmmnmmmm .
HHdOpMAalNA OTHOCHO 6e30mnoc'rra HA TOBA JICKAPCTBO.

5. Kar aa cuxpanssate Bepruamen
- Jla ce chxpaHaBa Ha MACTO, HEAOCTHIIHO 3a Jenla.

‘He mnomnaﬁ're'ronaumpcmo Cliell CpOKa HA FOHHOCT, orﬁmmnpxymﬂemm
cien ,,l onen Ao“. CpoxsT Ha rOZHOCT OTTOBAPA HA HIOCHEAHUA JieH OT TI0COYEHNA Mecell. -

~ To3H NEKapcTBEeH npo,aym' He M3HCKBA CTIMHAIHM YCJIOBHA Ha ChXpaHeHHe.

He w3xpbpisiiTe NEKAPCTBATA B KAHAAM3ALMATA HIH B KOHTeliHepa 38 JOMAIMH mmuu.
Homeradire Baimua dapMalieBT KaK A3 WFXBLPIIATE NEKAPCTBATA, KOWTO BeYe He mnmm Tm-_
MEPKH HIe CIIOMOTHAT 32 OI1A3BaHe HA OKOJIHATA CPEaa. -

6. Coappixanne Ha nmmmn A AOUBLAHETENEA HEHOPMALNT

KaxB0o coanpaca Bepramen

- AKTHBHOTO BemecTBo € GeTaxucTrHOB muxuapoxnopHy (betahistine dihydrochleride).

BepriMen 16 mg tabrena; |

Besaxa Tabnerxa coappxa 16 mg GeraxucTunor mixuapoxnopun (betahistine dihydrochloride)..

- Jlpyrure CHCTABKH Ca: 1AKT033 MOHOXMADAT, UAPEBEYHO HHIIECTE, MUKPOKpHCTaHa Benynosa (E
460), numoHeHa xucesmua, 6essoana (E 330), nosanon K25 (E 1201), KPOCTIOBHZOH T4k A(E

1202) 1 XHAPOreHHPAHO PACTHTENHO MACIIO.

Knn nsmema Bep'nme,m H KAKBO CHIBKA OHAKOBKATA

Bsma, Kpsrna, mmmn&mcnmmqemmmmmcmm?ﬂm
TabneTxara Moxe fia G1ae pasnenena Ha ABe PABHA 03N, -

Baucrepun onakopki PVC / PE / PVDC — anymunnit.
Hamaauu ca onaxoBku ¢ 20, 24, 30, 48, 50, 60, 90, 96 u 100 rabneTxn.

He BcHYKH BHAOBE ONAKOBKH MOraT na ObjaT mycHaTH B poaaxbda.

IIpaTexaren HA paspemelmm 38 ynorpeba u npommnum
IIpwmescamen na paspetsenuemo 3a ynompeba:

Medochemie Ltd.,

1-10 Constantinoupolms str.,

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

IIpouzeooumenu:

Medochemie Ltd. (Facility AZ),

2 Michael Erakleous street, Agios Athanassios Industrial Area,
4101 Agios Athanassms, Limassol,

Kumrsp

H

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



Ecromms: Vertimed 16 mg
bunrapus: Beprumen 16 mg
Kunsp: Vertimed 16 mg
Jlmrea: Vertimed 16 mg
JlaTeug: Vertimed 16 mg
Pymsuns: Vertimed 16 mg

Il,a_'ra HA NOCACARO HPEPRITAGKIANE BA JHCTOBRKATA (7/2015




