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MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

EMMNOPIKH ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ :

RIBRAIN ©

NOIOTIKH & MOZOTIKH 2YNOEZH :

1. AIZKIA TQN 6 MG/TAB

Betahistine mesilate 6 mg/TAB
TTOU AVTIOTOIXEI O€

Betahistine 2,49 mg/TAB
2. AIZKIA TQN 12 MG/TAB

Betahistine mesilate 12 mg/TAB
TTOU QVTICTOIXEI O€

Betahistine 4,98 mg/TAB
Betahistine Mesilate: C,oH,N,O.S,

2-[(2-methylamino) ethyl] pyridine bis(methanesulphonate)

OAPMAKOTEXNIKH MOP®H :

Alokio.

KAINIKA ZTOIXEIA :

41.

4.2.

4.3.

4.4.

4.5.

4.6.

OepaTTeUTIKEG EVOEIEIG :

TAyyor kaBwg kol  dlatapaxeég TG akoAg  AaBupivBikig  aiTioAoyiag - (vOoog

Tou MENIERE).

Aoooloyia & TpéTOG XOPARYNONG :

Aocoloyia :

H Bepartreia pe RIBRAIN P apyilel ue 12 mg 3 @opég Tnv nuépa yia-pia eBOoudda Kai
ouveyicetal e 6 mg 3 QopEG TNV NUEPA yia 600 dIAPKOUV TA CUPTITWUATA.

TpotTog xoprRynong : Aaupdveral ammd 1o oTéuA.
Ta diokia katatrivovTal apdonta Katd Tn OIAPKEIR TWV YEUUATWV.

AvTevoeielg :

YmepeuaioBnoia otn Betahistine 1 oe kdmolo amd Ta CuCTATIKA TOU QPAPUAKOU.
AvTtevdeikvutal etmiong n xprion tou RIBRAIN P oe mmauidid kal eykuoug Kabwg
Kal o€ aoBeveig Je BPOYXIKO AOBUA, TTETTTIKO EAKOG 1] @AIOXPWHOKUTTWHA.

IS1aiTepeg TTpOEIBOTTOIROEIG & 1IBIAITEPEG TTPOPUAGEEIG KATA TN XPAON :
ATTauTEiTal 1IBI1AITEPN TTPOCOXA TN XOPrynon Tou GAapHAKoU o€ acBeveic Je aoBua n
TTETTTIKO €AKOG.

Ot aoBeveic pe omavia kKAnpovouikd TrpofAnuata ducaveiag otn yaAaktodln,
ENeIpn Aaktaong Lapp 1 Kok atroppo®non YAUKOLNG- YaAAKTONG dev TTPETTEI VO
TTAPOUV AUTO TO PAPUAKO.

AAANAeIdpdoeig pe AAAa @AapHaka Kal AAAEG Hop@PéG aAAnAeTTidpaong :
AvTtaywviZetal Tn dpAoN TWV AVTIICTOUIVIKWV.

Kinon ka1 yaAouyia :
Xprjon KaTd TNV KUNON :
AvTtevdeikvuTal n xopriynon Tou @apuAakou Katd Tn SIdpKeEla TG KUNoNG.

Xpnon katd Tn yaAouyia :
Aev ouvioTdTal N Xopriynon Tou gapudkou KaTtd tn dIdpKela TNG yaAouxiag.
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4.7.

4.8.

4.9.

Emidpaon oTnv IKavoTnTa 08Qynong Kai XEIPICHoU unXavnudrwy :
Agv emdpd.

AveIOUUNTEG EVEPYEIEG :

2uyvég : FaoTpalyia, epuyég, vauTia, EUETOC, EnpoaTopia, diIdppola.

zmavies : KepalaAyia, e€acBévian, ommioBooTepvikd dAyog, uttvnAia, avTidpdoeig
uTTEPEUIOONOIAG.

MoAU oTTdvieg : OpopPoTTevia, augnon Twv TINWVY TWV TPAVOAUIVACWV.

YmepdoooAoyia :

¢  Trepimmtwon  Tuxaiog  AAwng  doooAoyiag  peEyaoAUTEPNG atmmé TN
BepatreuTikhy, eKONAWVOVTAI CUPTITWPATA avAAoya HE Ta  TTPOKAAOUMEVA
atrd TNV I0TAIVA. ZUVIOTATAl XOPryNon AVTIOTANIVIKWY.

OAPMAKOAOTIIKEZ IAIOTHTEZ :

5.1.

5.2.

5.3.

ATC code : NO7AO1
PapuaKoBePATTEUTIKA KaTnyopia : Papuaka Katd Tou IAiyyou.

PapuaKOSUVAUIKEG IBIOTNTEG :

To poplo TnG Betahistine mesilate Tapouoidlel xnuIkrp doury TTapdpola e
auTl TOU Mopiou TNG I0TOMIiVNG. X’ AUuTh TNV OpOoIOTNTA  ATTOdIdETAlI N
ayYEIOBI0OTAATIK opdon g Betahistine. Noyw ™G MIKPAG
dlagopoTroinong otn XNUIKA douf Twyv popiwy, n Betahistine dev Tmapouciddel, o€
BepATTEUTIKEG DOTEIG, TIG TTAPEVEPYEIEG TNG IOTAMIVNG.

MeAéteg oe Treipapatolwa  atrodelkvuouv 0TI n Betahistine dpa ot1o eTmiedo
TNG  MIKPOKUKAOQOPIAG  TTPOKOAWVTAG  QyyEIOBIAoTOA}  TwWV  ApTNPIGKWY
TPIXOEIBWY, ME OUuvETTEID Tnv  auénon Tng aiyatikig pong. H ~dpdon
eviomietar  10laiTepa oT0  emimedo  Tou  €ow  wTOG  (AaPupivBou), e
atmmotéAeopa TN BeATiwon TNG aiNdTwong Tou €0w wWToG. H Betahistine - eAéyxer n
IATTEPATAOTNTA TWV TPIXOEIDWYV AYYEIWV TOU £0W WTOG, YE ATTOTEAEOUA TV EAATTWON
NG auénuévng TTieong TNG EVOOAEUQOU.

PapPAKOKIVNTIKEG IB10TNTEG :

H Betahistine mesilate ammoppo@drar Taxutata Otav: xopnyeitar ammd  TO
OTOMa. ATTEKKpIVETOI a0 TO  oupoTroINTIKG  Umd TN hHopor]  evog
MeTaBOoAITn, Tou 2-TTUPISUAO-0EEIKOU 0E€0G. H aTTEKKPIaN OAOKANPWVETAI O€ 24 WPEG
mepitrou. H nuittepiodog Cwng civai Trepitrou 3,5 WpEG.

H AQun 1po@nig emPBpaduvel Tnv atroppd@non Tng Betahistine (peiwon 1ng Cmax
Trepitrou 30%) Xwpig va HETARBAAAETAI TO TTOCO TTOU ATTOPPOPATAl.

MpokAIvIKA oTolIXEia yia TV do@AAsla :

MeAéteg ofeiag TOCIKOTNTAG O€ MUEC Kal  emiyueg €dwoav TIC aKOAoUBeg
Tiyég (LD 50) : 3450 mg/kg kai 6300 mg/kg avTioTOiXWG.

Xpovia TogIkdTNTa dev TTAPATNPONKE, OUTE TEPATOYOVOG dPAOH.

OAPMAKEYTIKA 2TOIXEIA :

6.1.

6.2.

6.3.

KatdAoyog pe Ta ékdoxa :
Maize starch, lactose monohydrate, microcrystalline cellulose, colloidal anhydrous
silica, magnesium stearate, carmellose sodium.

AocupuBaroTnTeg :
Kapia yvwoTA.

Aidpkela wAG :
1. AIZKIA TQON 6 MG/TAB 36 prjveg.
2. AIZKIA TON 12 MG/TAB 24 pnveg.
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6.4.

6.5.

6.6.

6.7.

IS1aiTeEPEG TTPOQPUAAEEIG KaTA TN QUAAEN TOU TTPOIOVTOG :
O¢puokpaaia TTou va pnv utrepPaivel Toug 25 °C, TTpooTateudévo atrd TV uypaacia.

®UOoN KAl CUCTATIKA TOU TTEPIEKTN :

1. AIZKIA TQN 6 MG/TAB
Kouti mou Tmrepiéxer 2 PVC/PVDC Aluminium blisters pye 25 &iokia 10
KaBéva.

2. AIZKIA TON 12 MG/TAB

1. Kouti mou Trepiéxer 3 PVC/PVDC Aluminium blisters pye 10 &iokia 710
KaBéva.

2. Kouti tou Trepiéxel 5 PVC/PVDC Aluminium blisters pe 10 diokia T0
Kabéva.

Odnyieg xpRong / xeipiopou :
Aev atrairouvrail.

Kdaroxog Tng adsiag KukAogopiag :
GALENICA A.E.

EAeuBepiacg 4, 145 64 Knoioid

TnA.: 21052 81 700

APIOMOZ AAEIAZ KYKAODOPIAZ :

Aiokia Twv 6mg/TAB: 42767/07/23-04-2008

Aiokia Twv 12mg/TAB: 74468/14-11-2007

HMEPOMHNIA NMPQTHE AAEIAZ KYKAO®OPIAZ ZTHN EAAAAA .
Aiokia Twv 6 mg/TAB: 29-05-1987

Aiokia Twv 12 mg/TAB: 14-11-2007

HMEPOMHNIA ANAGEQPHZH2 TOY KEIMENOY :

14-11-2007





