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BESPAR®
Yopoyropui Bovempovn

1. MPOZAIOPIZMOX ®»APMAKEYTIKOY ITPOIONTOX

1.1 Ovopaocia, popei, mteprektikotnto : BESPAR®
Yopoyrmpuki] Bovompovn
Awkia Tov 10mg ava dokio

1.2 XvvOeon

ApacTikn ovoia: Buspirone hydrochloride

"Exdoya: Lactose anhydrous, sodium starch glycollate, cellulose microcrystalline, silicon
dioxide colloidal, magnesium stearate.

1.3 ®appoxoteyrvikn popei: Awkio
1.4 Ileprektikétnta: Kdabe diokio mepiéyel 10 mg Yopoyrwpikn Bovomipdvn.

1.5 Ileprypoon- Xvokevaoio: Ta dokia givor Agvkd, woewdn — opboydvia, pe yopoyn.
Yvokevacio tov 20 diokinv 6e cuokevacia blisters.

1.6 ®oppokobepomevTiKy) KaTnyopio: AyyorluTikKO QAPLAKO

1.7 Yrev0vuvog kukroopiag: BIANEE A.E., 0d6¢ Tatoiov, 146 71 Néa EpvBpaia, TnA.:
210.8009111-120

1.8 Ilapaokevaotiis: BIANEZ A.E. — Epy. B’ — [TaAAvn Attikig

2. TI TPENEI NA TI'NQOPIZEI O AXOENHX TTA TO ®APMAKO IOY
XOPHI'HZE O I'TATPOX TOY

2.1 I'evikéc minpogopieg

H Yoépoyhowpiky Bovompdévn eivor 10 TpdTO QAPUOKO HIOG OUASAS OyXOALTIKMV
eoppdkov g alampdvne. H YopoyrAwpikn Bovomipdvn anaildccel and 10 dyyog evd
£XEL TEPLOPIOUEVN KOTAGTOATIKN 1) LVOYOAOPOTIKY EMIOPAOT).

2.2 Evositeg



H Yopoyrwpikry Bovompovn evdeikvutal yloo TNV oVTILETMOTICT TOV CUUTTOUATOV NG
SLTOPAYNG TOV YEVIKEVUEVOD Gy OLG.

2.3 Avtevoeitelg

Ta @dppoka pmopovv vo fondicovv Toug acbevelg, Hmopovv OUMS Vo ONILIOVPYGOVY
wpofAnuata, 0tav avtd 6ev Aapupdvovior  GOUE®VO LE TIG 00T YiEC.

Ewdwotepa dev mpémel va ypnoiponooete Y dpoyAwpikr] Bovompdvn edv:

- 'Exete mapovoidoel 6to mapelfdv Kamola vrepevaicncio (aAAepyikn aviidopacn) otnv
Yopoyropin Bovomipdvn 1 og kdmoto amd to £K50)0 TOL TPOTOVTOC.

- [Tdoyete and coPapn dtaTapoyn TS VEPPIKNG M NTOTIKNG AELTOVpYiag.

- Eiyate 010 mopelB6v emiAnmtikovg onacovs | TAoyeTe amd emANyia.

2.4 Exd1xég mpo@uAAEEIS KoL TPOELOOTOUGELS KATA T Yp1ion

2.4.1 I'evika

[Ipwv apyicete Vv OBepancio pe YopoyAwpikny Bovomipdvn, mpénel vo evuep®OETE TO
Bepdmovta yiutpd cag yia omotodnmote TpOPANpa vyeiog Exete, KaOOG emiong mpénet va
TOV EVIUEPADOETE EAV TOUPVETE AAAGL PAPLLOKOL.

Edv mpéner va dtokdyete T Ayn MPEUOTIKOV 1 VAIVOTIKOV QOPUAK®V, TO, OToio
naipvote mpv T yopnynon s Yopoyrwpikng Bovomipdvng, n dwkomn avty Tpénel va
yiver Babuiaio kot oyt amdtopa, 10Tl 1 Yopoyropikn Bovomipdvn dev Ba mpoArdfet to
OTEPNTIKO GUVOPOUO TOL CLYVA Tapotnpeitar pe ) dwkomn g Bepameiog pe To
QAPLOKA OVTAL.

H PaBuioioc eldttoon ko dwkonn towv  Pevliodwalemvadv  pmopel va yiveror pe
TaVTOYPOVN Yoprynon Bovomipdvng yia pepikés efdopdoss.

H yopniynon g Bovomipdvng dev dnuovpyet pavopeva katdypnong kot eEdptmong,
eqv ypnowomoteitol cOUPOVA LE TIG 00MYieg Tov Bepdmovioc YaTpov. Ba mpémel va
YPNOOTOIEITOL [le TPOGOYN o€ achevels e 16Topkd KoTdyYpnons youyopapudkov. H
TOVTOYPOVI aymyn pe avaotorels g povoaptvoleddong (MAOI) pumopet va mpokaréoet
avENoN TG APTNPLOKNG TECTC KOl S10L TOVTO OEV GLUVIGTATOL.

Ed&v 1 ayoyn cvveyiletor mépav Tov unvog Bo mpémet vo EMAVEKTILATOL 1] KOTAGTOGT GOG
and 10 Oepdmovra YiaTpd cog kol vo kabBopileton M avaykn ocvvéyiong M un TG
Oepameiog.

2.4.2 Konon

H yprion ™mc¢ Ydpoyrlwpikng Bovomipdvng kotd m Odpkeld TG €YKLHOGUVIG Vol
ATOPEVYETOL KOl VAL YOPTYEITOL HOVO HETE 0O COLP®VN YVOUTN TOL OEPATOVTOC Y1OTPOV
coG €4v eivol amoAVT®G AmOPOITNTO KOL TO OVOUEVOUEVO OQEAOG avTIoTaOulEl TOV
AVOLEVOLEVO KIVOLVO.



2.4.3 Tarovyio

Edv 6nAalete, mpwv mdpete Ydpoyrwpkn Bovomipdvn, mpénet va cvpPfovievdeite to
Oepdmovta YaTpd ©OG, TPOKEWWEVOL VO, OMOPACICEL OV 1 OVOUEVOUEV] MOQEAELN
avtiotafuilel Tov mbavo kivovvo yio To veoyvo.

2.4.4 Tloorwa
H aocepdieln ko1 n amotedecpatikdmro e YopoyAopikng Bovomipdvne oe dtopa
nixiog Kot tov 18 etV dev Exet Tekunplwoet.

2.4.5 Emidopaocn oTnV IKGVOTTE 001Y16NS KO XELPLGHOV PAYOVI|LOETOV

Av kot M Yopoyrwpikr] Bovomipdvn dev Tpokadel onUAVTIKY] YOXOKIVITIKY] KOTOGTOAN,
enedn] ol emdpacels g oto Kevipikd Nevpkd Zootnua yuo kébe pepovopévo acbevn
dgv etvat TPOPAEYILES, EPIOTATAL 1] TPOCOYN TOV AGHEVOV EQV TPETEL VAL 00N YOOV 1 VOl
YeP1oH0vV punyoviuata.

2.5 AMremopaoeis pe GAho aPROKa 1| 0VCiES

[Ipwv mapete T0 PAPLOKO GOG, EVNUEPDOOTE TO YIATPO GOG AV TOIPVETE AAAA PAPLLOKAL,
CUUTEPTAAUPAVOUEVOV KL TOV QOPUAK®V TOV TOIPVETE YOPIG IITPIKT GUVTOYY.
Evnuepdote 1o yioutpd oag edv Aapfavete edapuako mov dpovv oto Kevrpikd Nevpikd
Zoomuo (avTiKotaOMATIKG 1) OVTIYLYOGCIKE), OTMG AVAGTOAELG TG LOVOOUIVOEEDAoNS
(BAéme  €101KéC  TPOEWOOTMOMGELS), EKAEKTIKOVS OVOCTOAElG  emavampOSANYMS NG
oEPOTOVIVIG, QAOTEPIOOAT, Tpaloddvn, Slalemaun, HEPKE OVTIEMANTTIKE (PovuTOivT,
ooawvoPapPrtdAn, kapPapalenivn) xor emiong Swktwaléun, Pepamopiln, prpopmucivn,
owetdivn, ketokovaloAn, prrovafipn, oeopuebalovn, OVIITNKTIKA QOPUOKE KoL
Otyo&ivn, 10Tt amatteiton TPOGOYN KATA TN GLYYOPNYNon n/Kat puduion g 00coAoYiag.
Agv cuvieTtdtal | cuyyopnynon e veealodovn, epuBpopvkivn, 1tpakovaloan.

Av mpémel, kotd T Kpion tov yatpov, 1 Bovomipdvn va yopnynbei ce cuvovacud e
VT T0 PAPLOK, 0 YoTpOs Ba cag yopnynoet younidteprn doon Bovompdvng (m.y. 2,5
mg 00O POPEG TNV NUEPDL).

Xpnion pe owénvevpa: Eivar opdvyo va amogedyetal n xpnon owomvevpatog otav
AapPavetar n Yopoyrwopikny Bovomipdvn.

Xvpog ykpéur-@povt: No omo@edyeTe Vo, KOTOAVOADVETE UEYAAEG TOGOTNTEG YLUOV
ykpéut-epout (PAéne Aocoloyia).

Alnremopaocels oTig gpyaotnplokés ookpacies: H Bovompdvn dev eaivetar va
emmpedlel TG cuVNBELG EpYOTTNPLOKES OOKIUAGIEG.

2.6 Aocoroyia
H docoloyla mpémer va e&atopukevetal and 10 Oepdmovia yatpd, avdioyo HE TIG
avaykeg Tov acevovg. Mnv aAldlete LGVol GO TO OGOAOYIKO GO TTOL GaG OPIGE O



ytpdg 6o,

H ocvvietdpevn apywkn nuepnowo 06on eivar 5 mg 2 1 3 @opég mpepnoiong, 1 omoia
umopel va av&avetar ava 2 | 3 MUEPEC KATA TIG OMOLTNOELS, YOPIG OGTOGO 1 UEYIOTN
nuepnota 06on va veepPaivet ta 45 mg. Xvvnbwg N dprot Bepamevtikny  avtomndkpion
EMTLYYAVETOL LE TPOCAPUOYN TNG 0ocoroyiog o 20 - 30 mg nuepncimg, yopnyovUEVA
oe 2 M 3 dwpepéves 00GELC.

H tpopn aviaver t Prodiabeocipodtta ™ Bovompovng. H Bovomipdvn mpémer va
AapPavetar Ty 0o opa KaOe pépa Ko otabepd pe 1| xwpic Tpoen.

Ot acBeveic mov Aapupdvovv Bovomipdvn Bo mpémel vo amo@edyovy va, KOTAVAAM®YVOLUY
HEYAAEG TOGOTNTES YVUOV YKPEUT-PPOVT.

H 066on Oa mpémer va €AATTOVETOL GE TEPUITAOGEIS MMOG VEPPIKNG N MNTOTIKNG
avemapkelog (PA. kot Avievoeilelg).

2.7 Ynepooooroyio- AVTIHETAOMION

e mepintmon aKovolag N ekovotag AYng peydlov apBpod dokiov va argvbuvbsite 1)
vo petapepBeite 6t0 TANGIECTEPO VOGOKOUEID OTOL Ba Yivel OVTETOMION HE TAVGT
GTOUAYOV KoL OTL GAAG VTTOGTNPIKTIKA HETPA XPELOGOHOVV .

Tni. Kévrtpov Anintyprdccsomv: 210 77 93 777

2.8 AvemOopnteg evépyereg

Modi pe tig embBountég evépyeteg, kdbe @appoko pmopel voo TPOKOAEGEL KOl OPIGUEVEG
avemBounteg evEPYELES, Ol 0moieg OTaV gRPavicBovy, Tpénel va evnuepmbel o yloTpog
00 Y10L VO 60,G OMGEL TIG KOTAAANAEG 00 YieC.

Mmnopet va eppavicfoiv ot e€Mg avemBounteg evépyeteg: LAAN, kepaialyia, vevpikotTTa,
aicOnpo kevng kepaing, vavtia, diéyepon Kot epidpwon.

g ovyvotta ion N peyolvtepn tov 1% pmopel va eppavicBodv avemBounteg evépyeteg
amd TO KOPIYYEWKO CUOTNUO, TO KEVIPIKO VELPIKO GVUGTNUA, TOVS 0QOaAL0DS, TO
YOGTPEVIEPIKO GUGTNLM, TO LWVOCKEAETIKO, TO VELPIKO 1 TO OEpUO, OALL Kol OAAOYES
OTIG KAMVIKEG EPYOCTNPLOKES LETPNOELS.

Mnv avnovynoete pe avtdv tov KoTdAoyo tov avemiountov evepyeidv. Eivor mboavov
vo unv mopovotdoete kopion amd avtés. 2oTd60, TPEMEL VO AVOPEPETE GTO YLUTPO GOG
0TO10ONTTOTE 0LGLVNO1GTO TPOPAN UL EpPaVIcOET KT TN ddpkeLa TG Bepameiag.

2.9 T mpémer vo. yvopilel 0 acOeviic o€ TEPITTOON OV TAPOAEIPEL VO TAPEL KATOLN
doom

Edv mopadeiyete pia d6om, Ba mpémel va mapete ) 400N oV TO TOXVTEPO SLVATOV.
Edv, evtodtolg, minotdler n dpa yioo v emopevn o6om un Adapete tn do6om mOV
naporeiyate, aAhd cuveyiote kavovika T Oepoameio.



2.10 Ty tpémer va yvopilel o ao0eviig Y10 TV nuepounvia MENS 10V TPOIOVTOG
To Bespar mpénet va ypnoyonoteital péypt tnv nuepounvio AiEng mov avaypdeetal 6t
GLOKELOGIO TOV. M1 ¥PNCHOTTOLEITE TO TPOIOV PETA TNV UEPOUN VIO OVTN.

2.11 Idwitepeg TPoQUAGEELS Y0 TN @ULAEN TOV TPOIOVTOS
To Bespar mpémnet va dratnpeital KaAd GLGKEVAGUEVO, GTNV OPYIKN TOV GLOKEVOGIN, G

Bepuokpacio dopatiov, pe TpocTasion Omd TO PMC.

2.12 Hpepopnvio tedevtaiog avadempnong tov gOALov 0onytav: Avyovostog 2003

3. TAHPO®OPIEX I'TA THN OPOOAOTI'IKH XPHXH TON ®PAPMAKON

* To ApHAKO OVTO GOG TO £YPAYE O YIUTPOS GG LOVO Y10 TO GUYKEKPLUEVO 1TPIKO GOG
npoPAnpa. Agv Ba tpémel va to divete o€ dALA GTOpO 1 VOL TO YPTCLLOTOLEITE Y10, KATOLO0!
AN méonon, yopic Tponyovuévas va £xete cupfovievdel To yloTpd Gog.

* Edv xatd ™ odpkewn g Oepanciog eppavictel kdmolo mpofAnua pe 0 @ApLOKO,
EVIUEPDGTE AUEGMC TO YITPO GOG 1) TO POPLOKOTOLO GG,

* Edv éyete omoadnmote £pOTMUOTIKG YOP® OO TIC TANPOPOPIEG TOL APOPOHV TO
Qapuroko mov AouPdvete M ypeldlecbs KOADTEPT EVNUEP®OT YO TO WOTPIKO GCOG
npoOPANpa un dotdoete va {Ntoete TIg mANpoYopieg avtéc amd 10 yuTpd GO M TO
QUPUAKOTOO GOC.

* ["a vo givol amoTeEAEGLOTIKO KOl AGQAAEC TO PAPLLOKO TTOV GOG Yopnynonke Ba mpémet
va Aapfavetal cORLP®VA LE TIG 001Yieg TOV Gag dOOnKay.

* [l Vv acepdield cog Kot Vv vyeio cog ivol omapaitnto va dpdoete pe mpocoyn
KkéOe TANpopopio TOV APOPA TO PAPLOKO TOL GOG XYOpPNYNONKE.

* Na un dwnpeite ta eappoka e puaplo. Tov AovTPov, 010TL N (£0TN KOl 1) VYpACia
UTOPEL VO AALOIDGOVV TO PAPLOKO KOl VO TO KATAGTHOOLV EXPAaPES Yia TV vyeia cog.
* No unv xpatdte eappoko mov dgv Ta ypeldlecde mAov 1 mov o €xovv Anéet.

* "o peyodvtepn ac@dieia kKpatdte OAM TO PAPUAKO GE OCPOAEG LEPOG LOKPLE ol TO
T4

4. TPOIIOX ATAGEXHX
Xopnyeital pe 10Tpikn cuviayn



