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Ll/VOfj LlIOIKfjTlKWV Ynfjpwlwv EMyxou npO'iOVTWV 

TIJ~lJa "EKOOOfj<; AOEIWV & Kwo. Anoq>ooEwV A0HNA, 15-12-2011 

rlAfjpoq>opiE<;: M. LAPMOYLAKH AP. npOT.: 88910 

TfjAEq:>WVO: 213-2040000 


ErKYKJ\IOI: - AnOCl>AI:H 

0EMA: Ka80plolJo<; nEpfMJlt'Il<; XapaKTfjplOTlKWV TOU npO'iOVTO<; KOI <l:>uMo OOfjYlwv Yla TO XP~OTIl 


q>aplJaKEUTlKWV npoIovTWV nou mplEXouV opaoTIKo OUOTOTIKO BETAHISTINE DIHYDROCHLORIDE 


"EXOVTE<; uno4Jfj: 

a)TI<; OIOTO~EI<; TIl<; KOIV~<; YnoupYIK~<; Anoq>aofj<; Ll yr3 (a) 83657/2005 "nEpl Evapl-l0vlofj<; Tfj<; 

EAAfjVIK~<; NOlJ08wfa<; IJE Tllv aVTfoTOIXfj KOIVOTIK~ OTOV TOIJEa Tfj<; KUKAoq>opfa<; ....................... TWV 

q>aplJaKEUTIKwV npoIovTWV, nou npoopii;oVTOI Yla av8pwTIlvIl Xp~ofj", 


I3)Tllv un' api81J.: 43391/23-6-2010 Anoq>aofj npOEOpOU EO<l:> (<I:>EK 1052!TEuXO<; MUTEpO/12-7-2010) 

«nEpi IJETOl3ll3ooEw<; OIKaIWIJOTo<; unoypaq>~<; ana TOV npOEOpO EO<l:> npo<; TOU<; TTpoIoTOIJEVOU<; 

OlEU8uvOEWV EO<l:>>>. 

y)T~ fVWIJOTEUOIl TOU EmoTfjlJOvlKOU LUIJ130UAiou EYKpfoEWV <1:>-120/11-4-2011. 


AnO<J>AI:IZOYME 

1. 	 H nEpiAIl4Jfj XapaKTfjplOTlKWV TOU npofOVTO<; q>aplJaKEUTIKWV npofovTWV nou nEplEXoUV 

opaoTIKo OUOTOTIKO BETAHISTINE DIHYDROCHLORIDE, TpononoEiTOI w<; E~~<;: 


rENIKA XAPAKTHPII:TIKA TOY npo"iONTOI: 

1. Ovo~aO"ia <J>ap~aKEUTIKoU npO'iOVTO<;: 

2. nOIOTIKIl KOI nOO"OTlKIl I:uv8EO"I1 

3. Cl>ap~aKoTExvIKIl MOP<P11 

LlIOKio 

nOOllJo olOAUlJa 


4. KAIVIKcl I:TOIXEia 

4.1 e£pa"WTIKi.~ Ev~£i{E/~ 

"IAIYYO<; Kal aAAE<; olOTapaXE<; TIl<; aKo~<; Aal3uplv8IK~<; alTloAoyia<; (vooo<; Meniere - onw<; 
npooolopii;ETOI ana TfjV aKOAOu81l Tplooa TWV !3aOlKwv OUIJTITWIJOTWV: iAIYYO<; IJE vauTia/EIJETO, 
amDAEla aKo~<;, ElJl3oE<;). 

4.2 tJOO"oAoyia Ka/ Tp6"o~ XOpr]YfJO"fJ~ 

tolO"Kia 

H ooooAoyia Yla TOU<; EV~AIKE<; E[VOI 8mg - 16mg TPEI<; q>OPE<; Tllv IlIJEpa IJETO TO YEUIJOTa. 

MEYIOTIl Mall 48mg Tllv IlIJEpa. 


http:www.eof.gr


~~YEn-E.4250-J3/5 
(24a) 

nOOIIJO luaAulJo 
To BETAHISTINE oloAu~o OEV rrpErrEI va xpl"]OI~orrolEiTOI xwpf<; opoiwol"]. Ko8E 0601"] 80 rrpErrEI 

vo OpOH.iJvETOI OE 1 aOml VEPOU, lOuMXIOTOV H ouv~91"]<; MOl"] EivOi 1 ml, 3 <pOPE<; Tf]V I"]~tpo. 


MtYIOTf] 0601"] 2 ml, 3 <pOPE<; Tf]V rUJtpo H OUOKEUooio mpltxEI oOOOAOYIKr'j OUPIYYO IJE 

oq~EIWlJtVO TO 1 KOI 2 mi. 


H ooooAoyio 80 rrptrrEI va rrpoOOPIJO<ETOI KOTO rrEpirrTWOI"], ovoAoyo IJE Tl'lv oVTOrrOKpIOf] TOU 

008EVOU<;. MEPIKt<; <pOPE<; f] !3EATiwof] IJrropEi va rropoHIPll8Ei IJETO orro 2 mpirrou E!3001-l00E<; 

8EporrEio<;. To KoMTEPO orrOTEAtOIJOlO, IJ£PIKt<; <pOPE<;, mnuyxovoVTOI I-lETa orro Aiyou<; I-l~VE<;. 

Yrropxouv Evo£i~EI<; OTI 11 8EporrEio orro Tf]V oPX~ Tf]<;; VOOOU rrpooTOl£UEI Tllv rrpoooEUTIKr'j E~EAI~~ 

TIl<;; KOI/ r'j TIlV orrwAEIO OKOr'j<;; OE I-lETOYEVtOTEPO OTOOIO TIl<; VOOOU. 


nOiOIOlplKOS rrAf]8uol-loS: 

To BETAHISTINE OEV ouvlonlTol Ylo XPr'j0fl O£ rrolola KClTW TWV 18 owv Myw ovmopKwv 

OEOOl-ltvwv Ylo Tllv oo<paAElo KOI Tllv OrrOTEAwlJOlIKOTI"]TO TOU. 


rllPIOlplKOS rrAIl8uoIJ0<;: 

Av KOI urropxouv mplOplOlJtvo OEOOIJEVO orro KAIVIKt<; IJEAtTE<; Via Til oUVKEKPlfJEVIl ofJaoo 

009EVWV, 11 EKTOOfJtvIlIJETEYKPITIKr'j ElJrrElpio urrOOEIKVUEI OTI OEV orromiTOI rrpoooPlJoyr'j Tfl<;; 

ooooAoyio<;; OE OUTOV lOV rrAI"]8uoIJ0 008EVWV. 


NE<PPIKrl OVErrOpKElo: 

/),£V urraPXouv 0108£0IIJE<; EIDIKt<;; MIVIKt<;; OOKII-lt<; Via Tf] oUYKEKPll-lEVIl olJaoo 008EVWV, oAM 

OUIJ<pwvo IJE TI"] IJETEVKPITIKr'j qJrrElpio, OE <pOiVETOI va orromiTOI rrpoooPI-l0Vr'j TIlS DoooAoyio<;. 


HrrOlIKr'j oVErrapKElo: 

I1EV urroPXouv ol08tOlIJES EIOIKE<;; KAIVIKE<; OOK1fJt<;; YIO Tfl OUYKEKPIIJEVf] 01.1000 008EVWV, oAM 

oUIJ<pwvo IJE Tfl fJETEVKpITlKr'j El-lrrElpio, OE <pOiVETOI vo orrOIT£iTOI rrpoooPI-l0Vr'j Tf]<; ooooAoVio<;;. 


4.3 AvT£v6£f{£/f; 

YmpwOI081l0io OTllv OPOOTlKr'j ouoio r'j OE orrOIOOr'jrrOTE orro TO tKOOXO. ¢OIOXPWfJOKUTWIJO, 
rrOiOlo. 

4.4 IOloin:ptS npOtlOOTJOlrlOtlS KOI npocpuM~tls KOTa Til XPtl01l 
A08EVEi<; I-lE !3POYXIKO 0081.10 KOI 10TOPIKO rrErrTIKOU tAKOU<;; 80 rrpETTEI vo rropoKoAou90uVTOI 
rrpOOEKTIKO KOla TrIV OIOPKEIO TIl<; 8EporrEio<;;. 

4.5 AMIlAtTJIopaotlS!..It 'AMo <1>ap!..IoKO KOI 'AMts !..IOpcpts AMIlAtTJIopaOEWv 

/)'£v EXOUV 0IE~oX8Ei IJEAtTE<;; oAAI"]Amiopoof]<;; in vivo. BaoEI TWV OEOOIJEVWV in vitro, OEV 

OVOIJEVETOI ovooTOAr'j in vivo TWV EVC;UIJWV lOU KUlOXPWIJOlO<; P450. 

K08w<;; 11 betahistine EivOi EVa ovoAoyo Tf]<;; 10TOlJivll<;, 11 oAAIlAmiopool"] HI<;; betahistine IJE TO 

OVTIIOTOlJlvlKa EVOEXETOI 9EWPIlTIKO vo ErrflPEaoEI Tflv OrrOTEAwIJOlII<OTIlTO EVO<;; orro aUTO. 


4.6 KUf}of} Ka/ raAouxia 

EYKul-l0ouvrr 

I1Ev urroPXouv mopKr'j OTOIXEio orro Tf]V XPr'j01l betahistine DE EYKUOU<;. 01 IJEAtTE<; OTO 

rrElpOIJOlOC;wO EivOi oVErropKEi<;; OVo<poplKa I-lE Tllv Erriopoof] OTI"]V EYKUIJOouvll, Hlv EI-l!3PU·'Kr'j 

OVa1TTU~Il, TOV TOKOO KOI Tllv l-l0oYEvvIlTIKr'j ova1TTU~Il. 0 OUVIlTIKO<; Kivouvo<; YIO TOV ov8pwrro 

EivOi ayvwOTo<;;. H betahistine OEV rrpErrEI va XPI"]OIlJorrolEiTOI KOTO HI OlapKEIO TI"]<;; KUIlOIl<; EKTO<; 

Eav EivOI Oo<pw<;; orropoiTIlTO. 


roAouXio: 

I1EV EivOI YVWOTO EOV 11 betahistine orrEKKpivOOI OTO I-lIlTPIKO yaAo. I1EV urroPXouv IJEAtTE<; OE 

mlpolJOlol;wo Via TIlV EKKPIOf] TIl<; betahistine OTO yoAo. H OI'lI-looio Tfl<; <P0PIJOKWTIKr'j<; oywyr'j<; 

YIO Til I-lIlTtpo rrpErr£l vo o~loAoyEiTOI ovoAoyo fJE TO w<ptAI"] TI"]<; yaAouxiaS KOI TO OUVflTIKO KIVOUVO 

YIO TO rrOioi. 




)QdnXol 10)1 1\(1)~XOQOlln ~H 1\(1)1 )~1OII\(1)AO )~A3800 101\\3 )(1)ll 3)1U8r;11OlllOIQ aUIlSI4eF:lq 
U ')31~Y3ri )~)llriuXolg pll'<l -SQ1O(1)AA Sr;1)1ld3ri IOA]3 aUIlS!4elaq )U1 SUDI;JdQ )QriOIAOXUri 0 

53J.UJ.9IQI 5'!'>lIrloAnQO>lorldD<p J.. 'g 

-Od1~ri 9)111)1ldu1OOlln U8~AnO 01 13A9grlOYld3ll OA 13ll~dll OjAoyoooQd3lln 3D ~AmAo H 
-mmrld9<D OA3rlOoAoyoooQd3lln 0YY9 3rl QrloonQAnO 3D Od31jOlQI 10)1 auqsI4eleq 

3rl )0]AoyoooQd3lln )UA~rlrl3)103 9)111010ld3ll 3D I\O)lU8~dUlOdoll (S~)lOYllIll3 S~)loIQdO)l 

~ S~)lIAorln3All 'JOriOOllO Xll) )~)lOYlllll3 )~dogoo 011J '(SoAY9 Q)lOIYIO)l 'OJVUl\lln 'Oj1OOA Xll) 
01Orlr;1!llrlno 01d1~rl )(1)~ Olll~ AO)lU8~y)lOdll )\31\3800 SOO)lld3rl 3D 6w 0179 10)1 IdX~ri )\30QQ 3:r 

-SOjAoyoooQd3lln AM30r;11llld3ll )Orl8ldo Spd)llrl 138d3<DOAO 13X3. 

·OJAOYODOgd3J.1.).. 6'y 

-SprlOUA)I 10)1 OrlU81\9~3 'UOMQJA)I 'OrlUQIO Q)l11Mdn3AoI3AAo 
OA~rlld)l3)1Ano 'SOloU80mn3d3lln A(1)309dQ111\0 AMjdoQOlln 10)1 Ar;1)1uorld3Q S~dO<DOAV 

00101 nOldOQolln n01 10)1 SOlOnd~Q no! S~XOdOlOr'i7 

'UOOQ Alu )01AOAr;113rl ~ A(1)19rln3A 
A(1)l 013)1d91Q AU1 910)1 mmrld9<D 01 )01Ar;1AudoX 101A02!llM13rlI1AO )m8~AnO 910'<1 '(SQrloldm313rl 

10)1 )OJYIO)l SU! U00191Q ')oAY9 Q)lld1A3dlOoA ')013rl~ Xll) 01Orlr;11llrlno 9)1ld1OoA OlllH. 
SOlOn01OnO (0)lld31A3d1OoA no! 5~XodolOr\7 

-oJ~oyn<DOAO Xll ')OjoU8010n3d3lln S1309dQI1AO 138d3<D01\0 AnOX3. 
SOlOnl)1OnO (0)ll1010ll000AO n01 5~Xodo1Ol\7 

:«)01U1QAXno 

SU1O(1)AA9» )M 101AOOrlOAI~01 013ll~AnO 1;:>10)1 10)1 138UrlU)l3 01\ 13dOllrl A3Q SnOl 91U!QAXno 

U 'AMj3XI01O AMrllD~80IQ A(1)1 13098 'oj<DodAolyglg ~)lIAOrlUlOlll3 AU10 10)1 uo~dX 1,J)l11Id)lA313rl 

U1 1;:>10)1 Olurld08no 138d3<DOAO AnoX~ )130I;:>dQUAO )31Url081ll3AO S38noYO)lo 10 'Ar;113Y3rl 

Ar;1)1IAIY)I 013)1dl;:>IQ U! 1;:>10)1 !38udulOdoll AnoX~ nOll AM309dQI1AO AM! Ar;1!nO 013800dlllll3 

'(I\f;lA3800 9917 0YOAOO OA~ 3D % 0;) 
aU!ISllleleq ~AMAo AOAOgrl9Y3 nOll Ar;1A3800 A(1)1 l,uno 3ri oloriQdoll AOl~ (Ar;1A3800 L917 OYOAOO 

Ol\~ 3D %6'9) o)lorldl;:><D P)llAO)ll3 AOAOgrl9Y3 nOll )13A3800 3D SO!AYOYO<D3)1 )UOIAI;:><Drl3 01U10l\Xno H 
OJAYOYO<D3)1 :S~AXn:r 

)OlOrll,uono OO)lldn3A nOI )~XOdOlOl\7 

'Ojm3ll0nQ 10)1 OI1OOA :S~AXn:r 
SOlOn01OnO OO)lld31A3d1OoA nOI S~XOdOlOl\7 

'(OOO'O~H» )3IAl;:>110 OYOll(OOO'~H> 
'OOO'OLH<) )3IA9ll0_(00~H> 'OOO'LH<) )~AXnO IXQ(o~n> 'OOLIL<) )~AXnO(OLn<) 5~AXno 

OYOll :531U1QAXno )~)l11)l13QA3 18(1)!1;:>)I 5u 3rl 5313Ad~A3 )3!url08Ill3AO 538nOYO)lO 10 I\O)lU8d~<DOAO 
'euqsl481aq AOAOgrll;:>Y3 nOll Sj3A3800 3D o)lorldl;:><D Q)lIAO)l13 3rl 53A3rlOXA3Y3 53!~Y3rl )~)lIAly)I 3:r 

'5313Ad,!A3 53J.UrlV81J.1.3A tI fry 

-auqslllelaq AUI 3rl I01A02J13XO OA 10)1 ~100 OlUIQAO)lI AU1 An021;:>3ddull3 
OA nOll SI309dQIll3 AO)lU8~dg A3Q S31~Y3rl 5~)lIAly)I 3D )r;180)1 'AMll;:>rlUAOXUrl oorloldl3X 
10)1 )uouA~QO OlUIQAO)lI AUlD UOodQ!ll3 nOYQ80)l ~ 0~IUY3rlO 13X~ 5mll 10l!3d(1)38 aUllS!llelaq H 

'A(y)J.l)rlUAOXUW 9rlDldl3X OJ. ID>I 5llDuAljQO OJ.UJ.9AD>l1 AUJ.D uDodg!J.l.3 L'y 

(DVZ) 
';/£ [-O';ZV3-U3AVV 

http:53J.UrlV81J.1.3A


66YEn-E.42S0-J3/S 
(24u) 

OVTOYWVIOl~e; TWV HJ unoooxtwv TOU KEvTplKou NEUPIKOU LUOT~IJOlOe; (KNL) KOI TOU OUTOVOIJOU 

VEUPIKOU OUOTr'1IJOTOe; 


<P0PIJOKOAOYIKte; tpEUvEe; OE nElpolJOlO<wo EOEI~OV on rj KUKAoq>0Plo TOU OiIJOlOe; OlO OYYEIWOEe; 

ntTOAo TOU taw WTOe; f3EATlWVETOI, m8ovov IJEOW XoMpworje; TWV npOTplXoEIOWV Oq>IYKT~PWV 


Trje; IJIKPOKUKAOq>opioe; TOU taw WTOe;, H betahistine f3pt8rjKE Eniorje; va tXEI OOOO-E~OPTWIJEVrj 


ovoOTOMIK~ OPOOIl OTrj OrjlJlouPyio VEUPIKWV onoq>uOEwV OTOUe; nAEUpIKOUe; KOI IJtooue; 

0I80uooioue; nup~VEe;, 


H betahistine EnlTOXUVEI TrjV 0I80uooio OVOKOlJlVrjlJETO ono IJOv6nAEUPll VEUPEKTOIJ~, 


npow8WVTOe; KOI OIEUKOAUVOVTOe; Hlv oVTlpponrjOrj TOU 0I8ouooiou nupr)vo. AUT~ 11 miOpoorj, 

nou XOPOKTrjpi<ETOI ana lJio pu81J101l npoe; TO OVW Tile; ovoKUKAOUIJEvlle; 10TOlJivlle; KOI Tile; 

onEAEU8tpwo~e; Tile;, EmTUYXOVETOI IJtow TOU OVTOYWVIOIJOU TWV H3 unoooxtwv, LUVOAIKO 01 

10IOTIlTEe; OUTte; OUVEIOq>EPOUV OE EUEPYETIK~ 8EponEUTIK~ EniopOOIl OTIlV v600 Meniere KOI OlO 

A0f3UPIV8IKO iAIYYO. 

H betahistine OU~OVEI TIlV OVOKUKAWOrj Tile; 10TOlJiVIle; KOI Tile; onEAEU8EpWO~e; Tile;, OEOIJEUOVTOe; 

npoouvomlKO TOUe; H3 unoOoxEie; KOI EnOYOVTOe; TIlV pu8JJ101l npoe; TO KOTW TWV H3 unOOOXEWV, 

AUT~ 11 Enlopoorj OTO IOlOJJIVEpYIKO OUOTIlIJO noptXEI lJio E~~YIlOIl YIO Tllv onoTEAEOJJOlIKOTIlTO 

Tile; betahistine OlrjV oVTlJJETwmoll TOU IAiyyou KOI TWV 0I80uooiwv no8~m:wv. 


5.2 <PapllaKOKlvI}TlKb; 1610TI}TE<; 

XOprlYOuJJEVrj ana TO OTOJJO 11 betahistine onoppoq>oTOI OJJEOO KOI 0XEOOV OAOKAIlPWTlKO ana TO 
OUVOAO TOU YOOlPEVTEPIKOU OWA~VO. METO Tllv onoppoq>1l01l, TO q>OPIJOKO JJETO(30AI<ETOI TOxtwe; 
KOI 0XE06v OAOKAIlPwTIKO OE 2-PAA (TO onoio OEV tXEI q>0PJJOKOAOYII<r) OPOOTIKOTIlTO), To EninEoo 
betahistine OTO nMolJo EivOi noM XOJJIlM (OIlA. KOTW TOU opiou ovixvEUOIle; TWV 100pg/ml), KOTO 
ouvtmlo 6AEe; 01 OVOAUOEIe; Tile; q>0PJJOKOKIVIlT1Kr)e; (300i<OVTOI OE JJETpr'JOEle; TOU 2-PAA OlO 
nMoJJo KO OTO OUpo. 

H OUYKEVTPWOIl TOU 2-PAA OlO nMoJJo q>80VEI TO jJtYIOTO Tile; 1 wpo JJETO Til A~lVll KOI nEpinou 
all<; 3,5 WpEe; unoxwpEi OTllv TlIJ~ Tile; IlJJiOEIOe; <wf]e;. To 2-PAA EKKpivETOI OJJEOO OTO OUpo. ria 
EUpOe; Malle; JJETO~U 8 KOI 48mg, nEpinou TO 85% Tile; 0PxIKf]e; Malle; OVOKTOTOI ana TO OUpo. H 
tKKPIOrj Trje; IOloe; Tile; betahistine ono TO Oupo fJ TO Konpovo E(VOI EMooovoe; 0IlJJOO[Oe;. LE OAO TO 
EUpOe; TWV 8-48mg on6 TOU OlOJJOTOe; MOEWV 01 pu8JJoi OVOKTIlOIle; EivOi OT08Epoi 
unOOEIKVUOVTOe; OTI 01 q>OPJJOKOKIVIlTIKte; nopOjJETpOI Tile; betahistine EIVOI ypOjJjJlKEe; KOI 
UnOOrjAWVOVTOe; tTO! OTI Il EjJnAEKOjJEVrj JJETO(30AIKr'J 006e; OEV EivOi KOPEOjJtvll· H TljJr) Cmax 

JJETOYEUjJOlIKO EivOi XOjJllAOTEPIl OE OUYKPIOIl jJE H!V KOlOOTOOIl Vr'JOTEWe;, KOI all(;; OUO 
mpITITWOEIe; 6IJwe;, 11 OAIKr) onoppoq>rjOIl Tile; betahistine EivOi nop6jJolo, unoOIlAwVOVToe; OTI rj 
Ar)lVll TpOq>r'Je; mll3poouvEI -JJovov - Tllv onoppoq>1l01l Trje; betahistine. 

5.3 np0K.AIVIKO ITolXEia AacpoAEIa<; 

LE on6 TOU oT6jJOlOe; xoPr)Yrj01l OIOOPOXAWpIKr)e; betahistine mi 3 JJfJvEe; JJEXPI KOI f] OVW TWV 

250mg/kg OE OKUAOUe; t'J mijJUEe; oVTioTOIXO, OEV nopOlIlPr'J8IlKOV ovml8uJJIlTEe; EvtpYElEe;. 

AVEm80jJIlTEe; Evtpyme; OTO vwpIK6 OUOTlljJO 0IlJJElw8IlKOV OE OKOAOUe; KOI Kuvoni8llKOUe; JJETe) 

ono EVOOq>Atf310 XOP~YIlOrj OE MOEIe; 120mg/kg fJ mpIOOOTEPO, 'EjJETOe; nopOTIlP~8IlKE OE MOEIe; 

novw ana TO 300 mg/kg t'J 120mg/kg, jJETO Tllv ana TOU OlOjJOTOe; fJ EVOOq>AtI310 XOP~YIlOrj 


oVTiOlOIXO, OE OKUAOUe; KOI anopoOIKO OE Kuvoni8IlKOUe;. 

H betahistine OEV tXEI KOlJio jJEToMo~oyovo miOpooll. 


6. <J>0P\JOKEUTIKO ITolxt:ia 

6.1 KOToAoyo<; EK60xwv 

6.2 AauIlPOTOTI}TE<; 

t:.EV Eq>0PjJO<ETOI. 

6.3 Xpovo<; Zwr,<; 

4 



,A;,A; YEfJ-E.42S0-J3/S 
(24a) 

6.5 	 Eiool) Kal nc:plc:xopc:va TOU nc:pltKTI1 

6.6 	 16lainpC:1) o6l1yi£1) aTTOppllpl11) : 

K08E I-lll XPflOlIJOTTOlfl8tv TTP0'iOV ~ UTToA£IIJIJO TTptTT£1 VO oTToppiTTTETOI OUlJcpwvo tJE TI<; KOTe) 

TOTTOUC; 10XUOUOE<; OXETlKt<; OIOTO~EI<;. 


To TTOOltJO oloAutJo BET AHISTINE OEV TTptTTEI VO XPflOltJOTTOIEiTOI xwpf<; opoiwOfl. H 

OUVIOTWIJEVfl 00011 80 TTptTTEI VO tJ£TPOTOI tJE Til OOOOAOVIK~ OtiPIVVO Kat VO 0POIWVETOI OE tvo 

TTOT~PI tJE VEpO. H OUPIVVO 80 TTptTTEI VO TTAtVETOI tJE VEPO otJtow<; tJETO Tfl XP~OIl. 


7. 	 KATOXOE AilEIAE KYKI\Ot1>OPIAE. 

8. 	 ApI91.10S AOEIaS KUKAo<popias 

9. 	 HI.IEp0l.IllVia TIlS TTpwTIlS AoEias I Ava9EwPIlC11lS TIlS AoEias KuKAo<popias 

10. HI.IEpol.IllVia TIlS I.IEPIK';S Ava9EwPIlC11lS TOU KEll.livou 

2. 	 To ¢uAAo OOIlVIWV VIO TO XP~OTIl CPOPtJ0K£UTIKWV TTPO"OVTWV TTOU TTEPI£XOUV OPOOTIKO 
OUOTOTIKO BETAHISTINE DIHYDROCHLORIDE, TPOTTOTTOEiTat w<; E~~<;: 

¢>YMO OAHrinN riA TO XPHrTH 

1. np0C1010PIC11.10S TOU <papJ-IaKEUTlKOU TTpo'ioVTOS 

1.1 Ovol.laC1io: 

1.2 	 ruv9wll:LlpaarlKIj ouala betahistine dihydrochloride (oluopoXAwPIK~ J3~TO-IOTivfl) 

EKooxa 

1.3 	 ¢>apl.laKOTExvIK'; I.I0P<P'; : IlIOKio 

nOOltJo oloAutJo 

1.4 nEplEKTlKOTIlTO C1E 0P0C1T1K'; oUC1io : 

1.5 n£plypa<p'; • rUC1KEUOC1io : 

1.6 ¢>apJ-I0Ko9EpaTTEUTIK'; KaTIlyopia : LK£UOOtJOTO Via Tfl 8Epom:f0 TOU IAiVVou. 

1.7 YnEu9uvoS KuKAo<popioS : 

1.9 napaC1KEUaC1T.;s·ruC1KwaC1T';s 

TI nPEnEI NA rNOPIZETE riA TO cDAPMAKO noy LAL XOPHrHLE 0 rlATPOL LAL 

2.1 r£vlKis nAIlPO<popiE~ 
o iAIVY0C; £ivOi tJlO oUOOPWTfl oi081l01l 00T08EI0<;. TTEPIOTpOCP~<; Kat OTTwAEIO<; TTPOOOVOTOAIOIJOU 

TTOU OUXVO OKoAou8EIWI OTTO VOUTio Kat ttJETO. MIO OTTO TI<; KUPIE<; OlTiE<; TOU OUIJTTTlDtJOTO<; OUTOU 

S 
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EivOI 'l vooo£:; (~ OUVOPOl1o) Menjere TTOU XOpoKT'lpi~Eral. ora TTpwra T'l£:; OTOOIO. om) ,Aiyyou£:;. 

KUI-I0IV0I1EV'l OTTWf.£IO OKO~<; KOI EI-lf3ot<;. Av 'l vooo<; OEV OVTII-I£TWTTlOSEf EyKOipw<; I1TTOPEi VO 
ETTI<P£PEI 110VII111 oTTwAEIO H)<; OKOIl<; 

o I111XOVI0I10£:; OPOO'l<; T'l<; betahistine Eivol I1EPIKW<; yvwaro<;. <PoPl1oKoAoYIKt<; tpEUVE<; at: 


mlpol1aro~wo tOEI~OV on 'l KUKAoq>oplo lOU oil1OTO<; 010 0YYEIWOE<; TTtraAo TOU tow WTO<; 


!3EAnwv£TOI. TTlSoVOV I-Itow xoAdpWO'l<; TWV TTPOTPIXOEIOWV O<PIYKT~PWV H)<; I1IKPOKUKAoq>opio<; 


TOU tow WTO<;. ATTo f310X'lI-lIKt<; I1E'\£TE<;. 'l betahistine OIOmOTwS'lKE TTW<; Eivol oOSEV~<; 


OYWVIOT~<; TWV Hl UTToooXtwv KOI OI']J..lOVTIKO<; oVTOYWVIOT~<; TWV H3 UTTOOOX£wv TOU KEVTPIKOU 


NWPIKOU l:UOT~J..lOTO<; (KNl:) KOI TOU OUTOVOJ..lOU VWPIKOU OUOT~I-IOTO<;. H betahistine f3ptSI']KE 


miol']£:; vo tXEI OOOO-E~OPTWJ..lEVI'] oVOOraATlK~ opao'l OTI'] OrH.Jloupyio VEUPIKWV oTTO<pOOEWV OTOU<; 


TTAwPIKOU<; KOI J..ltoou<; OISouooiou<; TTUP~VE<;. 


2.2 Evo[i~['~ 


'IAlyyo<; KOI aAAE<; olorapoxt<; TI']<; OKO~<; Ao!3uPlvSIK~<; olTloAoyio<; (Nooo<; Meniere- OTTW<; 


TTPOOOlopi~Eral OTTO TI']V OK6AouSI'] Tplaoo TWV !30atKWV OUI-ITTTWJ..l0TWV: iAIYYo<; I1E vouTioltl-lETO. 


omiJAElo OKO~<;. EI-I130£<;). 


2.3 AVT[vod~£,~ 


rEVIKO 11 XOP~Ylloll TOU BETAHISTINE OVTEVoEiKvural OE OOSEVEi<; J..lE <poIOXPWI10KUTWJ..l0 


UTTEPWOIOSl']oio OTI']V OpOOTlK~ ouoio ~ OE OTTOIOO~TTOT£ OTTO ra £KOOXO KOSW<; KOI ora TTOIOI(). 


2.4 EIO'Kt~ TTpOqlUA6~[I~ KOI TTpO£loOTTo"iaEI~ KOHl HI XPr)all 
2.4.1 r£VIKO 

AoSEvEi<; J..lE !3POYXIKO ooSI10 KOI 10TOPIKO TTETTTlKOU tAKoUe; So TTptTTEI VO TToPOKOAouSOUVTOI 

TTPOOEKTIKO KOTO TIlv OIOPKEIO Tile; 8EpOTTEioe;. 

2.4.2 H)UKlwptVOI 

BAm. nopoyp. 2.4.1 "lEV/KG" 

2.4.3 KUllart 
I1Ev UTTOPXOUV ETToPK~ OTOIXEio OTTO TIlv XP~oll betahistine OE EYKUOUe;. 01 J..lE'\£TE<; ora 

TT£JpOJ..lOTO~WO EivOI ovmopKEi<; OVOq>OPIKO I1E TIlv ETTiopooll OTrlv EYKUl1oouvIl. TIlv q.Jf3PU'iK~ 

ovaTTTU~Il. TOV TOK£TO KOI T'lV I1£TOYEVVllTlK~ OVOTTTU~Il. 0 ouvIlnKo<; Kivouvoe; YIO TOV OVSPWTTO 

Eivar OyVWOTOe;. H betahistine OEV TTptTTEI VO XP'latI10TTOIEiTOI KOla Til OIOPKEIO TIl<; KUIlOlle; EKTO<; 

EOV £iVOI Ooq>w<; OTTopoiTIlTO. 

2.4.4 roAouxio 
I1EV EivOI YVWOTO EOV 11 betahistine oTTEKKpiv£TOI aro J..lllTPIKO yoAo. l:J.Ev UTTOPXOUV I1EAtTE<; OE 

mlpol1OTo~Wa ylO Hlv tKKPloll TIl<; betahistine OTO yoAo. H OllJ..looio TIl<; q>opl-IoKWnK~e; oywy~<; 
Y'O Til f.Jf"JTtpo TTptTTEI va o~loAoYEiTOI ovoAoyo I1E TO w<ptAI') HIe; yoAouXio<; KOI TO ouvr)TIKO Kivouvo 

Y'O TO TrOloL 

2.4.5 nmolo 
To BETAHISTINE OEV OUVIOTOTOI Y'o xPtiOI'] OE TrOlOIC) KOTW TWV 18 £TWV Aoyw ovmopKwv 


OEOOl1tvwv v,a Hlv ao<poAEla KOI Hlv OTrOTEAwI-IOlIKOT'lTO TOU. 


BAm. KOI nopoyp. 2.4.1 ''rEV/KG'' 


2.4.6 ETTiopaall aTllv IKOVOTIlTO oor)Vllall~ KO' x£'p,apou PIlXavIlPOTWV 
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'EXEI ovocpEp8Ei IJIKPO<; OP181J0<; nEpmTwoEwv unEpooooAoyio<;. LE 000£1<; IJEXPI KOI 640 mg OE 


IJEPIKOU<; 008EVEi<; npOKA~81lKOV r'/mo tw<; IJtTPIO OUIJTITWIJOTO (n.x. vouTio, unvl1Aio, KOIAIOKO 


aAya<;). nlo OOl3oPE<; mmAoKE<; (nx. onoolJoi, nVEUIJOVIKE<; rl KOPOIOKt<; mmAoKt<;) 


nopaT11P1']81lKOV OE nEPIOTOlIKa EaKEIJIJEvIl<; unEpooooAoyio<; IJE betahistine KOI 10lOiTEPO OE 


OUVOUOOIJO IJE aMa umpooooAOYOUIJEVO cpaPIJOKO. 


H oywYrl OE umpooooAoyio nptml vo mPIAO~!3avEI TO ouv~81l unoOTIlPIKTIKa IJtTpO. 


TIlAi<PWVO TOU KtVTPOU llllAIlTIlPloaEwv : 210.77 .93. 777 

2.8 AVETTl9uJlflTES EviPVEIES 
LE KAIVIKt<; IJEA£TE<; EAEYXOIJEVE<; IJE EIKOVIKO cpaPIJOKO O£ 008EVEi<; nou EAOIJ!3ovov betahistine, 


ovocptp81lKOV 01 OKOAou8E<; oVEm8uIJI1TE<; EVEPYEIE<; IJE TI<; KaTW81 EVOEIKTIKt<; OUXVOTI1TE<;: nOAu 


ouxvt<; (~1/10)' ouxvt<; (2:1/100, <1110) 0XI OUXVE<; (~1/1.000, <1/100) anaVIE<; (~1/10.000, 


<1/1.000) noM anaVIE<; «1110.000). 


l:IIOTOPOXEC; lOU yaOlpEvTEPIKOU OUOTOIJOlOC; 


LUXVt<;: vouTio KOI ouonEljJio. 


l:IlOTOpOxt<; TOU VEUPIKOU OUOTr'IIJOTO<; 


LUXVt<; KEcpOAOAyio 


H OUXVOTI1TO ElJepaVIOf")<; KEepOAOAyio<; OE 008EVEi<; nou EAOIJ!3ovov EIKOVIKO epOPIJOKO (5,9% OE tvo 


auvoAo 457 009EVWV) I']TOv nopolJolO IJE OUTI'] TWV 008EVWV nou EAOIJ!3ovov 0ywYrl betahistine 


(5,1% aE tvo OUVOAO 468 008EVWV). 


Emnpo08ETO OUTWV TWV OVTIOpaOEWV nou txouv nopOTI1PI18Ef KOla Til OlaPKEIO KAIVIKWV 


IJEAETWV, 01 OKOAou8E<; oVEm8uIJI1TES OVTIOpaOEI<; tXOUV ovoepEp8Ei OU80PIJI1TO KOTO Til 


IJETEYKPITIK~ Xpr'/Of") KOI OTf")V EmOTl1lJOVIKI'] !3II3Aloypocpio. BaoEI TWV 0l09tOlIJWV OlOlXEiwv. f") 


OUXVOTI1TO lOU<; OEV IJnopEi vo EKTIIJ118Ei KOI KOla ouvtnEIO TO~IVOIJOUVTOI WS «aYVWOTIl<; 


OUXVOTIlTO<;» : 


LlIOlOPOXtc:; lOU ovOOOnOIOTIKOU oUOrr'II.lOloc:; 


'Exouv ovocpEp8Ef OVTIOPOOEI<; unEpEuoI081lofo<;. n.x ovocpuAo~io. 


l:IIOlOPOXtc:; lOU YOOTPEVTEPIKOU OUOTr'JlJOlOC; 

Hmo YOOTPIKa OUIJTITWIJOTO (n,x. tIJETO<;. YOOTPEVTPIKO aAYO<;, OlaTOOI1 TI1<; KOIAio<; KOI 

IJETEWP101J0<;). AUTO ouvr'/8w<; OVTlIJETwni~ovTOI XOPIlYWVTO<; TO epOplJOKO KOTO Tf")V OIOPKEIO TWV 

YEUIJOTWV I'] IJEIWVOVTO<; TI1V 06011 

LlIOlOPOXEC:; TOU OtP)JOlO( KOI TOU unOOODIOU tOTOU 

AVOepOPE<; OEPfJOlIKWV KOI unooopiwv OVTlOpaOEWV unEpEuol08110io<;, OUYKEKPlfJtVO 

0YYEIOVEUPWTlKO oiOllfJO, Kviowof"), E~av8IWO KOI KVI10fJO<;. 

2.9 TI TTpiTTU va VVWpi~ETE aE TTEpiTTTwall TTOU TTopoAEiIpETE va TTOpETE KOTTOIO (Soall 

LUVEXioTE KOVOVIKa IJE TIlv EnOfJEvl1 00011· 

2.10 TI TTpiTTEI va vvWpj~ETE Via Tllv rlJlEpOJlIlVio Ar1~IlS TOU TTPOIOVTOS 
o XPOVOS ~wl']<; TOU npo'i6vlO<; EivOI oUT6<; nou ovoypacpETOI OTIl OUOKEuooio TOU. 

2.11 1(SloinpES TTpo<puAo~EIS Via Til <puAO~1l TOU TTpo'iovToS 

8 
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(J-l£ Trlv napOKAIlOIl £VIlJ-lEPWOIl TWV 
TomKwv IOTPIKWV LuM6ywv TIl<; xwpo<;). 

4. 	 nov£AA~vlo <l>0PJ-l0KWTIK6 "IuMoyo 

n£lpalw<; 134 & AyoBIlJ-ltpou 

118 54 AB~vo 


(J-l£ Trlv napoKAlloll £VIlJ-lEPWOI1<; TWV 

TomKWV <l>0PJ-l0KEUTIKWV "IuM6ywv TI1<; xwpo<;) 


5. 	 novEAMvlO 'Evwoll <l>0PJ-l0KOnOlwv 

NOOfjA£UTlKWV 10PUJ-l0TWV 

MlxoAoKonouAou 99, 115 27 AB~vo 


6 	 IKA-<l>oPJ-l/K~ YmiPwio 

Ay. Kwv/vou 8, 102 41 ABr'!vo 


7. 	 orA 10.000<; ¢OPJ-lOKEUTlKr'!<; n£piBoA4JIl<; 

nOTlloiwv 30, 106 77 ABr'lvo 


8 	 OiKO<; NOUTOU nElpOIW<; 
K. nOAoloMyou 15 

18535 n£lpolo<; 


9. 	 OfKO<; NOUTOU AB~vo<; 


rAOUOTWVO<; 2 & nOTllofwv 

106 77 AB~vo 


10. 	 KtVTpO LlIlArlTI1PIOOEwv 

NOOOKOJ-lEio noiowv "n& A KUPIOKOU" 

11527rouof 


"I¢EEV 11. 
A£w<:p. KIl<:Ploio<; 280 & Ayplviou 3 
152 32 XOMVOPI, AB~vo 

12. 	 nov£Mr'tvlo "EvWOIl ¢OPJ-lOKO~IOJ-lIlXOvro<; 


AOJ-l4Jo 7, 11524 AJ-lmAOKllnOI, AB~vo 


13. 	 LuMoyo AVT/nwv <l>0PJ-lOKEUTlKWV Elowv & EIOIKOTr'!TWV 
006<; T OTolou 
180 XAJ-l. EeVIK~<; ooou ABllvwv-A0J-lio<; 
14610 N. EPY8PAIA 

14. 	 Ll£ATio AyopovoJ-lio<; 

nOVEITloTqJ-liou 42, 106 79 Ae~vo 


15. 	 OAEE - <l>OPJ-lOK£UTlKE<; YnIlPwi£<; 

Ay. KWVOTOVTivou 5 

10351 A8HNA 


16. 	 Mil !-lEArl LuM6ywv 

(6nw<; 0 nivoKo<;) 


ErOTEPIKH l1IANOMH: 
1. 	 LlIvofl ¢Op/KWV M£AETWV & "Epwvo<; 
2. 	 Ll/vOIl Ll/KWV YnflPWlwV EAtyxou npoT6vTWV 


TJ-l~J-lo 'EKoOOIl<; & Kwo. Ano<:poo£wv 

3. 	 rpoJ-lJ-lOT£io EmOTflJ-l0VIKOU LU!-l~OUAiou EYKpio£wv 
4. rpoJ-lJ-lOT£io Ll£UTEPO!3oBJ-lloU EmoTflJ-l0vIKOU LUJ-l!3ouAiou 
MLJErK-2011 
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