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ErKYK/\IOL: - AnOCDALH 

GEMA 	Ko8oplo~oC; nEpiAllljJflC; XOPOKTflPIOTIKWV TOU npOIOVTOC; KOI CDuMou OOIlVIWV Via TO XP~OTfl 
<jJOp~OKEUTIKWV npolOVTWV nou nlplEXOUV apOOTIKO OUOTOTIKO OFLOXACIN, yla ocp8aAIJIKr) XP~0'l 

EXOVTEC, unOljJll 
0) TIC; OIOTof,EIC, TflC; KOIV~C; YnoupYIK~C; Ano<jJooflC; L'lYf3 (0) 83657/2005 "nEpl [VOP~OVlollC; TflC; EAArlvIK~C; 
No~o8wioc, ~E Tflv oVTioTOIXfl KOIVOTIK~ OTOV TO~EO TflC; KUKAocpopioC; .. TWV <jJ0Pl-JOK£UTIKWV 
npolovTWV, TTOU npoopi(OVTOI VIO ovGpwmvll XP~Ofl", 
(3) Tflv un' opiGIJ 43391/23-6 ~01 0 ATTO<jJOOfl npotapou EOcj:l (cj:lEK 1 o521T[lJXoC; MLITEpo/1;' 7 -201m 

«nEpi jJU0[3I[300£LJJC; aIKOIwjJOTOC; unoypocp~c; OTTO TOV npo£apo EOcj:l npoc; TOUC; npoIOTOjJEVOUC; 

OIEuGUVOEWV EOcj:l» 

y) Tfl rVW~OTEUOfl TOU EmOTfljJOVIKOU LU~f30UAiou EVKpiOEluV , rjJ~~O A' op. cj:l-332/1-10-2010 


AIlOCDALIZOYME 

H nEplAflljJfl XOPOKTflPIOTIKWV TOU npOIOVT0C; CPOPjJOKEUTIKWV npOIOVTWV nou lTEplEXOUV apOOTIKO 
CJUOTOTIKO OFLOXACIN, Via ocp8a}qJIKr) Xpr)O'l Opi(ETOI (JJc, Ef,~C; 

nEPII\HlJ-lH TON XAPAKTHPILTIKON TOY npOIONTOL 

1. 	 ONOMArlA TOY CDAPMAKEYTIKOY npO-iONTOL: 

2_ 	 nOIOTIKH KAI nOL:OTIKH LYNGEL:H 

KoOr III I eJIOAUjJOTOC, lTEPI£XfI 3rnq OflOX~lClll (03(/') WIV) 

FKhoxo(o) 

1-10 TOV nAflprl KOTclAovo TWV EKl'l6XldV, f3A TTOPOVPOcpo 61 


3. 	 CDAPMAKOTEXNIKH MOPCDH 

4. 	 KI\INIKEL: flI\HPOCDOPIEL: 

fo Q(p80/\~IKO OIO)\UiJO Ofloxacln EVO[iKVUTOI OE Ev~AIKEC; Ylo Tfl OEPOTTEio TWV ElTI<jJOVEIOKWV ~IKp0f310KWV 
AOI~wf,[WV TOU o<jJeoAjJou KOI TWV Ef,0PTfljJOTWV TOU. H Aoi~wf,fl nptnEI UllOXPEWTIKO va EXEI ETrI(3E[30IL0eEI 
~E KoAAIEPvml KOI OOKljJooiEC; EuuloGfloioC; TTOU va onobEIKvUOUV OTI o<jJEiAoVTOI OE noGoyovo ~IKp6f310 
£uoio8flTO OTllv ofloxacin 
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E:1IOr)e; TO ocpClOAfJ1KO oloAu[Jo OfloXdCln fVOEiKIJUrOI YIO H1 8£pmlEio TOU tAKoUe; TOU I(EPOTQEIOOLJC 
[JIKP0!310K~e; OITIOAoYIOC, 

4.2 l'loooAoyio KOI TPOTTOl,; xopr)y'lo'l<; 

1:2 OTOYOVEe; 3-4 cpopte; Tr)V Il[JEPO OIOV nooxovTO ocp80A[Jo, ~ onwe; K08oPIOEI 0 oep80A[JiOTpOC;- . 

MII<1JQj3!sJ KG [A~ Kcf2Q.lO[f001Je, 
1 OTOYOVO OVA Y? wpo Yla Tllv 1~ KOI 2~ ll[Jtpo, avo 1 wpo Tllv 3rl_5~ IlJJtpo KOI 1 OTOYOVO TElpOKI C; 
Il~JEPflOiwe; 1'10 TIe; ETlO[JEV[C; 6q 15~ IlWPO ~ [JtXPI nA~pouc; mouAwolle; TOU {AKOUC, 

AVTEVOEiKVUTOI OE ooGEvEie; nau E[Jepovi(auv UTTEPEUOI081l0io OTllv ofloxacln, OTle; KIVoAoVEe; ~ aT a oMo 
OUOTOTIKG TOU TTpaIOVTOe;. Eniolle; OVTEVOEiKVUTOI Il XOP~YIlOIl OE TTOIOIG, KOTG Tllv nEpiooo KUlla rle; ~ Tile; 
yoAouXioe; 

4.4 EIOIKi:<; TTPOEIOOTTOlriOEIl,; KOI TTpO<pUAD~Ul,; KOTD T'1 XPr'j01l 

To OcpGOA[JIKO OloAu[Jo Ofloxacln OEV nptnEI vo EviElOI [JEOO OTOV oepSoA[Jo 

l:ol3opte; KOI TTEPIOTOOIOKO 80vOTllepOpEe; OVTIISpOCJEle; uTTEPEUOIOSlloioe; (oVOepUAOKTIKte; / 
oVOCPUAOKTOEIOEie;), OpIOfJtvEe; WTO ono H)V npwTIl oooll, EXOUV ovocpEp8Ei OTOUe; 008EVEie; TTau 
AO[J(36vouv OUOTr)[JOTIKO KIVoAoVEe;, oU[JTTEpIAo[J(3oVO[JEVIle; KOI Tile; ofloxacin MEpIKte; OVTIOPOOE Ie; 
ouvaoEuovTOV OTTO KOTtPPElljJll TOU KOPOIOYYEIOKOU, onwAElo ouvEiollolle;, oYYEloiOIl[Jo 
(GlJiJTTEPIAo[Jl3ovOIJEVOU AOPUyyIKOlJ, epOPUYYIKOU ~ olorWOTOe; TOU np000JHOU), onocpPo~1l mpoywywv, 
OIJOTTVOIO Kviowoll KOI KVIlO[JO 

Eov TTOPOUOIOOTEI oA'\£pYIK~ oVTiopOOIl O1llv ofloxacin, OIOKOljJTE TO cpCJP[JOKO XPIlOliJ01TOIIlO1E Ofloxacln 
[JE TTPOOOX~ OE OOSEVEie; nou EXOUV nopOUOIOOEI EUOIOS1l010 OE oMoue; OVTIf30KTIlPIOKOUe; nop6YOVTEe; 
KIVoAov1le; 

OTOV XP1loliJOnOIOUVTOI 01 oepSOAiJIKte; OTOYOVEe; ofiox3C1n, 0 Kivouvoe; npoontAoOIle; ono TO 
PIVOCPOPUYYIKO CPPOY[JO TTau iJTTOPEi va OU[Ji30'\£1 OTIlV EJ,JCPOVI0 1l KOI EvioXUOIl T1le; f30KTr)pIOK~e; OVTioTOOIle; 
TTPETIEI vo OUVEKTlfJ1lSEi Onwe; KDI JJE oMo OVTIJ,JIKP0I310KO OKEU00J,JOTO, TTOpOTETOfJtvll Xpl)01l nl8ovov Vo 
tXEI OOV onOTtAEO[JO TIlV OVOnTU~1l [Jil Euoi081l TWV iJlKpOapVOVIOiJWV l::ov EiJepOVIOTEi ElTIJ,JoAuVOIl ~ EOV 
OEV TfOPOTIlP1lSEi KAIVIK~ i3EATiwoll iJtoo OE AOYIKO XPOVIKO OIOOTIlJ,JO vo OIOKOTTEi Il XP~OIl KOI va 
EepoPiJoo8Ei K010MIlAIl 8EPOTTEio 

LE OOSEVEie; TTOU AOII!3ovouv TOmKO ocpSoAIJIKte; OTOYOVEe; ofIOX3CIn, EXli ovuepEp8Ei ouv6po[J0 Stevens 
Johnson, WOTOOO, OEV tXEI ETTI(3Ef301WSEi OITlOAOyIK~ 0X£oll 

To O[OOiJ£VO Tile; xp~olle; ofloxacln 0 3 % OTIl GEpoTTEiO Tile; ETlIHEep uKiTIOOe; OE VEOYVO EivOi noAu 
nEploplO[Jtvo WOTE VO TEK[JIlPIWSEi 1l OTTOTEAEOfJOTIKOTrFO KGI Il oocpoAEIO 

H xp~Or11l.uv ocpSOAiJlKLlJV OToy6vwv ofioxacin Of V[OVVO J,JE VEOyVIK~ oepGoAiJionou npoKoAtITOI cmo 
Neisseria gonorrhocae ~ ana Chlamydia traciJomalis OE OUVIOTOTOI KOOWe; OEV tXlI o~I()AoYllflfi Ol 

TlTOIDUe; OOSEVEie; To VEOyVO JJE VEOYVIK~ ocp80AIJio nptnEI vo Aof3ouv KOToM1lAIl SEPOlTEio 1'10 Tllv 
KOTOOTOO~ TOUe; TTX OUOTllfJOTIK~ 8EPOTTEio OE 1TEPI1IH.cJOEIe; npoKAllolle; our~e; mro Neisseria 
gonorrhoeae ~ ana Chlamydia trachomat/s. 

2:E KAlviKte; KOI iJil-KAIVIKtC; 01l[J00IEUOEIe; EXOUV OVOepEpSEi TTrplGTOTIKO oIOTPIlOIle; TOU KEP010EI00Ue; OE 
008EvEie; J,JE npouTToPxouoa OTTW'\£IO ETTl81lAiou TOU KEPOTOEIOOUe; ~ tAKoUe; TOU KEPOTOEIOOUC;, OTOUC; 
onoioue; XOP1lYIl8IlKov TOTIlKO OVTII3IOTIKO ep80PIOKlvoAovwv. OOTOOO, 0lliJOVTlKoi oOTo8[JIlTOI 1I0pOYOVTEe; 
ouvun~pxav OE noMte; OTTO OUTte; TIe; avocpopte;, OUIJTTEPIAolJf30VO[JEVWV Tile; npoxw P1lJ,JEvlle; 1lAIKioe;, T1le; 
TTopouoioe; EKTETO[JEVOU tAKOue;, TOuToXPOvlle; nopouoioe; oep80AfJIKWV KOTOOTOOEWV (n·x Gor3op'l 
s1lpocp8oAiJio), OUOTlliJOTIKWV cpAEYIJovwowv OOSEVEIWV (n X PEUiJOTOEIO~e; op8piTIOO) KOI TOuToXPOvlle; 
xp~o1le; OcpSOAJ,JIKWV OTEPOEIOWV ~ [J1l-OTEPOEIOllJV OVTICPAEYJ,JOVLUOL0V epoPiJOKWV. EVTOUTOIe;, rivol 
onapoiTIlTo vo EeplOTaTDI npoooXIl 0XETIKO ~J[ TOV KivOuvo OIOTPIlOIle; TOU K£porO£IOOUC; orov 
XPIlOl[JOlTOIEiTOI TO epoPfJOKO 1'10 Til 8EponEio oo8Evli..Jv J,JE OTTW'\£IO ETTl81lAiou TOU KEPOTOEIOOUe; ~ [,\KOUe; 
TOU KfpmO[IOOUe; 

http:xp~Or11l.uv
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l~flJJ(JlO OTOV KEPOTOEltJfl tXOUV ovmpEpElfl KOTO Tfl OIOPKEIO Trle; 8fp0I1Eioe; fJE TOTIlKli ocp80AfJlKr'l O'IOXriCln 

OOTC10 OEV tXEI ETIlrsn'lOluJGlI ()ITIOAoywl~ 0XEOfl 


MOKpOe; OIOpKEIOe; KOI U4JflAciJv OOOEWV XP~OIl oAAwv qJGOplOKlvoAovwv OE nElpOiJOTO(WO tXEI TlpOKoMoEI 
BoAEpOTflTEe; TOU qJOKOU. OOTOOO. OUTO TO onOTtAwfJo OEV tXEI ovaqJEp8Ei OE av8pwnoue; 008EVEie;, OUTE 
tXEI nopoH1PflOEi fJETO ano TOTIlK~ oqJ80AfJlK~ 8Epomio fJE ofloxacin fJtXPI Kal t~1 fJ~VEe; OE fJEM1Ee; OE (wo 
oUfJ mplAo~Jr:lovOfJtvwv fJEAuwv OE TTl8~KOUe; 

To Ofloxacin nEpltXEI TO OUVTIlPIlTIKO ~EvC;oAKWVIO XALuPIOUXO, TO onoio fJnopEi vo npoKOMoEI 
o4J8oAIJIKO EpE810lJO KOI va onoXPwfjOTioEI TOUe; fJOAOKOUe; qJOKOUe; [noqJ~e; 
H XP~OIl qJOKl.0V EnoqJ~e; OE OUVIOTOTOI OE OOBEVEie; nou AOfJ13ovouv 8EPOIIEio YIO AoifJw~1l TOU o <jl8oAfJou 

4.5 AAAr)AEmopoOEIe; IJE aAAa <paPlJaKEuTIKO npo"i6vTO KOI aAAEe; lJop<pie; aAAr)AEniopoo'l<; 

EXEI OEIX8Ei OTI Il OUOTllfJOTIK~ XOP~YflOIl fJEplKWV KlvoAovwv fJnopEi va OVOOTEiAEI Til fJETO~oAIK tl Ko8opOll 
Tfle; KocpEivlle; ~ Tfle; BEOcpuAAivlle; MEMTE<:; aAAIlAETIIOPOOEWV nou tYIVOV fJE Til OUOTIlIJOTIK~ XOPr)YIlOIlTIle; 
ofloxacin tOEI~OV OTI fl JJETa~oAIKIl Ko80pOll Tile; KOcpEivlle; KG! Tile; 8EOqJuAAivll<:; OEV ETIIlPEO(OVTOI 
o~loorlfJfiwTO ono TIlV ofioxaCin Av KOI unopxouv Ovocpopte; OTI EVIOXUETOI Il TO~IKOTflTO TOU K.N :>: W Til 
OUYXPOVIl XOP~YflOfl OUOTIlIJOTIKWe; XOPflYOUJJEVWV qJ80PIOKIvoAovwv KOI fJll OTEPOEIOWV 
OVTlcpAEYIJOVWOWV qJ0PJJOKWV (NSAIDS) OUTO OEV tXEI ovocpEp8Ei IJE Til oUYXPoVIl XOP~Ylloll JJIl 
OTEPOEIOLJJV oVTlcpAEYlJoVWOwv cpoPfJOKWV OTflv ofloxacin 

4.6 KU'loq KOI yoAouxia 

KUIlOfl 
/'-.EV U ITOPXOUV EnopKEIe; KOI wAo EAEYXOIJEVEC; JJEMTEe; nou vo OIEc,oX8qKov OE tYKUEe; YUVOiKEC; kO()(JJe; 01 
OUOHlfJOTIKO XOPYOUJJEVfe; KIVoAoVEe; txouv KOTOOEi~EI OTI npoKOAouv op8pono8Elo OE IJIl WPlfJO (lJJU 
OUVIOTOTOI vo fJll >:PIlOlfJOnOIEiTOI TO Ofioxacin OE tYKUEe; yuvoiKEe;. 

loAouXio 
EnEIi5~ fl ofloxacln KGI 01 oAAEe; KlvoMvEC:; nou AafJ~OVOVTGI OUOlIlIJOTIKO EKKpivOVTOI 010 OV8PWTTIVO YliAo, 
KOllivOi OUVOTOV va npOKllfl8EI 13Ao~1l OTO 8IlAO(oVTO ~ptCPfl, nptrm va AIlCPOEi onocpooq EiTl:: vo (JIUKOTrfl 
npoOluplVll 0 8rlAuolHll, rip V(l IJll XOPIlYIl8fi TO (jJOPJJOKO, AUIJj311VOVTOe; unOI-fJfl Tfl OqlJllOio TOU 
«)(]PIHIKClU ylc! JlllJllTEPO 

4.7 ETTlOpaOEIe; OTflv IKOVOT'lTO OOliYlloll«; KOI XElP10IJOU IJIlxavwv 

/'-.EV IIPClYJJOlOTTOI~8IlKOV fJEMrEc, 0XE1IKCJ fJ[ lie; EniOpOOEIe; OTflV IKOVOTIlTO OO~YIlOIlC, KOI XElp10IJOl) 
~HlXII vl~JV 

I EVIKCj 
LO~Op[e; OVTlopelOEIe; ~JETO ana OUOlllfJOlIK~ XOP~YIlOIl ofioxacin EivOi mfovlE<:; KOI TO TfEPIOOOTf:po 
OUfJTITWJJOTO EivG! ovoOlpt4JIIJO. ETT[lO~ f-lIO IJIKP~ nooaTIlTO onoppoqJoTG! OUOTIlIJOTIKO JJETO ano TOTTIKIl 
XOP~YIlOIl OTOV 0(jl8oAlJo EivG! OUVOTOV va EJJqJOVIOTOUV KG! OVETIl8uf-lIlH:e; EvtpYEIE<:; nou OVOcptPOVTOI KOTet 
Til oumllJJOTIK~ XOP~YIlOIl 

KOTflYOpiEe; OUXVOTIlTOe; iloAu ouxvte; (;:>1/10), LuXVtc; (;:>1/100, <1110), OXI OUXVEe; (;:>1/1000, <11100:, 
LnovlEe; (21/10.000, <111.000), noAu onovlEe; «1/10.000), f-lq YVWoTte; (OEV IJTTOPOUV vo EKTlfJllGouv JJE 
130011 TO Olo8tCJIfJo OEbolJtvo) 

/'-.IOTOpoxte; TOU ovooonolflTIKOU OUm~IJOTOe; 


Mil yvwOTte; YnEpEuoloGlloio (oulJm:PIAOfJ~OVOJJEVIle; AAAEpyioe; TaU ocp8oA~Jou) 


/'-.IOTOPClXEC, TOU VEUPIKOU OUOT~fJOlOC; 


MIl YVWolte;. ZoM 


-' 
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Otp80AfjIKEC; OIOTOpOXtC;. 
2:UXVLC; Epr810fjoc; TOU ocp8oAIJOU, L'llJocpopio TOU ocp8oAfjQl·J 
M'l yVWUTte; KEPOTiTIOO, EnmEcpUKiTIOO, 0pOOfl 8ofjn~, CDWTOcpo~io, OiOfliJO TOU ocp8uAiJou, AiD8qoq 
(,EVOU OWiJOTOe; OTOV ocp8oAiJo, L'lOKplJppOIO UU~fliJtvfl, =rlPocp8oAfjio novoe; TOU ocp8oAiJoU l<vrlOiJOe; 
~i\[(popwV, Y1JEPOliJio lOU ocpOoAfJOU 

L'lIOTOPOXEC; TOU yOOTpEVTEplKOlJ. 
Mr] yVWOTte; NOUTio 

DIOTOpOXEC; TOU otpiJOTOe; KOI TOU unoooplOU 10TOU 
Mil yvwOTte;. iiEPIKOYXIKO oiOfliJO 

iEVIKtc; OIOlOPOXt,; KOI KOTOOTC)OEIe; Tr]e; ooou XOP~Yr]0flC; 
Mil yvwOlte;. Oiorwo npoowHoU 

4.9 YrrrpooaoAoyio 

L'lE) ovocpt p8r] K£ KOiJ io nE pinTwo f1 unEpooooAoyioC; 
2:[ lTEpimwor] un£pooooAoyioe; vo YIVEI tKTfAuof1 TWV ocp8oAiJwV iJE tvo TOHiKO ocp8oAiJIKO oloAu iJo 
KOTljl\AqAo Ylo nAuOEIe; 

5. <DAPMAKOI\OrIKEL I~IOTHTEL 

5.1 <D0PtJ0KOOUV0I-J1K£C; IOIOTIlHC; 


C!loP\JoK08EponEuTIK~ KOTf1yopio Ocp8oAiJoAoYIKO, KOTO TWV AOliJW~EWV. KlvoAoVEC; 

KwoIKoc,ATC S011\X11 


01 ocp8oAIJIKtC; OTOYOVEe; Ofloxacin (ofloxacin 0.3%) EivOi EVO OloAuiJo Ylo lOTTlK~ Xp~or] OlOV 0q:>8oAiJo H 
ofloxacln EivOi iJIO cp80PIWiJEVfl-4 KIVOAOvfl TpiTfle; YEVIOC; iJE TOXEio opoor] KOI EUpU OVTliJIKP0l310KO cpoofJO 
EVOVTI fJEyoAou 0pI8IJOU Gram+ KOI Gram- oEpo[3lwv ~OKTr]piwv KOI fjEPIKWV ovmpol3lwv To CPOOIJO TrlC; 
op60ilC; Tr]C, HEPIAufji36vEI Tr]V nAElovoTr]TO TWV iJlKpOOPyOVIOIJWV nou Eu8uvOV10i Ylo Tie; TTEPIOOOTEPEC; 
ETfI(.pOVEIOKEe; AOliJW~EIe; TOU ocp8oAiJoU KOI Tr]C; yupw TT[pIOX~e; 

5.2 <DOPtJOKOKIV'lTlKEC; IOIOTIlHC; 

MEM1EC; OE <wa to£I~av OTI 01 ocp8aAiJlKte; OTOYOVEe; ofloxacin 0.3% EVOTOAAaoofjEVEe; OTOV Ocp80AiJO 
olonEpvouv TOV KEpmoElofl KOI EnlTuyxovouv OUYKEVlpWOEIe; nou KUiJoivOVlOl ovoAoyo OlOUe; OIOcpOpOUe; 
ocp8oAiJ1KOUe; IOlOUe; Muo 1 wpo ETIlTUYXavovTOI iJEyoAul£pEC; OUYKEVTpWOEIe; ono Tr]V M IC nou 
mluln:iTOI YIO 1r]V OVOOTOA~ TWV KUPIOTEPWV OH.AEXWV lWV f30KTf1PIOiwv nou OUVUVTWVTOI OTIe; ocp80AfjlKlC; 
AOliJliJ{,lIC, McMTEC; Of: <WCI Eniofle; EO[I~OV OTI TO OVTlj3IOTIKO bEV nVEupioKETOI OTO oiiJO pUrl ona 3 l~)Pf_C, 
(]Till rep' OTTCI~ rl EnovoAoiJ!3ovCl fJrVr] [voTOAu~rl moue; ocpOoAiJouc, TWV. MEMnc; OTOV Ov8pW110 
fTTlr)rf301WVOUV OIl q ofloxaClll (raEpxf.TOI iJEan OTO UOOTouN:c, uypo Ii iJEYIOlfl OUYK£VTPWOr] UIU 60KPUU 
WIO ano [voloAoc,q 5 OTllYl)VCc!V, EivOi 120 mcg/ml iJEHJ uno 1 wpo 

5.3 npoKAIVIKO orootJEvo VIC TIlv aa<poArlo 

L'lEV unopxouv lO~IKOAoYIKO <fll~~JOla iJE TO npolov aUTO Ka8wc;, TO (ninEOa Tqt; OUOlf1iJ01IK~C; 
()l10 PPOCPrlOf1t; iJUG ano TOTIlK r] ocp80AiJIK ~ XOP~Yf10r] EivOi afjEA r]TEO. 

6. CDAPMAKEVTIKEL nI\HPO<DOPIEL 

6." KOH1AoyoC; £Ko6xwv 

6.2 AautJl3mOT'lHC:; 

L'lrv ovOcptpovTOI 
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6.3 1I10pKEIa ~wr)C; 

6.4 IOlOiHPU, rrpQ(puAa~£IC; Kala H1V <puAO~1l TOU rrpo"l6vTO<; 

6.5 <l>UOl1 KOI OUaTOTIKa TOU THPIEKTf] 

6.6 IOIOiHP£C; rrpo<puAa~£lC; orrapp1lJ..'I1C; 

7. KATOXOl: THr AL'lEIAr KYKI\O<l>OPIAr 

8. Jl.PIOMOr(OI) A~EIAr KYKI\O<l>OPIAr 

9. HMEPOMHNIA npOTHr EfKPlrHr I ANANEOrHr THr AL'lEIAr 

10. HMEPOMHNIA ANA0EOPHrHr TOY KEIMENOY 

'2 	 To CDuAAo OOIlYIWV Via fO Xp~OTll CPOPJJOKEUTIKWV TTpoloVTWV TTOU TTEPltXOUV OPOOTIKO OlJ01OTIKO 
OFLOXACIN, Via 0<p9aAplKri xPriOl1 OpiC,ETCJI we; E~~e; 

<l>YAI\O OL'lHrlON XPHrHL nl\HPO<l>OPIEr riA TON XPHl:TH 

OCPAO~ooivll 


03'% w/v (:~ Illg/Illl) Ocp80AJJIKte; OTOVOVEC;, OIOAUpO 


L'l1Of300H npoo£KTIKll OAOKAilpo TO <puAAo OOl1VIlAJV XPriullC; npoTou apxiu£H va XPl1U1POTTOI[ilE 
UUIO In <pOPPOKO. 

(DuArJ~TE OUTO In (PUA,\() O('lIlVl(iJv XPllorle; 'Iowe; xpElaOTlI VO TO OIO~OOET[ ::,ova 
Eov EXUE 11LPOIli:pW OIIOflIU;, PWlriOTE TO YIOTPO ~ TO CPOPJJOKOTTOIO ooe; 
H OUVlOY(l YIO aUTO TO CjJOPPOKO XOPlly~8IlKE YIO OOe; 6EV nptnEI va OWOETE TO CjJOPpOKO OE 
(lAAOUe; MllOPEi va TOUe; lTpOKoMOEI ~Acii3ll, aKOpo KOI OTOV TO oupnTWpOTO TOUe; EivOI iOlo W TO 
UIKO OOC, 

f:'(lV K6nOlO OVElllCluprlTll EvtpYEIO yivuol Oo~op~, ~ ov IlopOTrlP~OE1[ KOlfOIU OVEllleUpr'l1ll 
EvtpYliO TfOU bEv OVOCjJf:PUOl OTO flOPOV CjJuAAo 00rJYIWV, nClpClKClAEio8E VO lvrlPEPWOETE IU YIOlPO 
f) 10 CPOPJJOKonOIO ooe, 

To rropav <puAAo OOllY1WV TTrpIEXEI: 

1 11 EivOi TO «ONOM/\ IlPOIONTOI_)) KOI nOlo EivOi Il Xplioll TOU 

2 TI nptml va VVWpiC,ETE TTPOTOU XPlloIJJonol~o£TE TO «ONOMA npOiONTOL.» 

3 nwe; va XPllolJJonol~oETE TO «ONOMA npOIONTOb 

4 nl80vte; oVEl1I8GJJIlTEe; EvtpYEIEe; 

5 Ilwe; va CPUMOOETOI TO «ONOMA IlPOIONTOL.» 

6 /\omte; TTAIlPOCjJopiEe; 


1. TI EINAI TO «UNOMA npO'fONTOL» KAI nOlA EINAI H XPHrH TOY 

To «ONOMA npOIONTOL.» EivOI Ocp80AJJIKte; OWv6VEe; nOlJ xpf]OI~JOnOIOUVTOI YIO Tf] 8EponEio Tile; 

ETlICjJOVElOi<.rle; POAlJVOIlC, lOU PClTIoG OTTWe; Eiv(JI OplOptVOI Tunol ETlIHECjJUKiTiOoe; 
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10 "ONOMA IIPOIONTOL» OVflKCI Of iJlO KOHlyopio c.p0PIIC1KL,)V ITOU OVOiJO(OVTOI OVTIf50KTflPIOkOi 
nupcjYOvTEC, 4-KlvoAovllC, 

2, TI nPEnEI NA fNOPIZETE nPIN NA XPHLIMOnOIHLETE TO «DNOMA npO'!ONTO L}) 

MrJ XpqOII-iOTTOI~On£> TO «ONOMA npO'!ONTOL» 
OE mpiTTE001l oAAEpyioc, (UnEpEUOI08Iloioc,) OTIlV o!pAo~ooiv'l, TO I3£V~OAKWVIO XAwp.OUXO ~ 
O£ OnOIOO~nOTE aAAo OUOTOTIKO TOU «ONOMA npOIONTOL» 

npootsT£ IOloin:po JJ£ TO «DNOMA npOIONTOh 

AUTO TO npolov 80 HptnEI va XPIlOliJOTIOIEiTOI iJE npooox~ OE u08EvEic, iJE EUOIOBflolO OE oAAouc:;; 

I1vTI!30KHIPIOKOUC, r1OpayOVTEC, KIVoAovfle; 


nOpOTETOiJtvfl XPr'lOfl mBovov va tXEI oov onOTtMolJO vto f30KTflPIOK~ AoiiJw~1l fl onaio OEV 

oVTonoKpivETOI OTO «ONOMA rlPoloNTOL» 


!\UlC) 10 npolov 80 npE1TEI va XPfloljJonolEiTOI iJE npooox~ OE OOBEVEie; iJE npof3AfliJO (1 EAKOe; OTr]V 

[T11c.paVEI0 TOU jJOTIOU 


Xp~orJ oAAwv <P0PI-I0KWV 

nopoKOAEio8E vo EVlliJEPWOETE TO ylOTpo ~ TO c.p0PiJOKonOlo ooe; faV noipvETE (1 tXETE nopEI np60c.pOTO 

oMo <jl0PiJOKO, OKOjJO KOI aUTO nou OEV OOe; [XOUV XOprlYfl8Ei iJE OUVTOy~ 


KIJrj0rJ KOI 8'lAoofJOC; 

LvrWEpWOTE TO YIUlPO 00<:; TTplV OPXiOEll va XPflOliJOnOIEiTE TO «ONOMA npOIONTOL» [OV EiuT[ {y~:UOC; 


fl fUV 81lA6(E1E 0 VIOTpOe; oae; 10TE 80 onoc.pooio[l EOV iJ1l0priTf va XPflOliJOnOI~o[T[ TO «ONOMA 

npOIONTOb 


ZrlT~OTE Tfl oUjJi3ouA~ TOU ylOTpou ~ TOU c.p0PiJOKOnOlou ooe; npOTou naPETE onoloO~noTE c.p0PiJOKO 

nOlol(j 
YnoPXEI mplOplOIJtvll EiJnElpio 0XETIKC) iJf Tflv XPflorl TOU «ONOMA npOIONTOh 010 nOiOIO 
Fvrwrpl001[ TO YIOTPO ooe; nplv E,EKIV~OETE va XPIlOliJOnOIEiTE TO «ONOMA npOIONTOL» OE HOIOIO 

Oo~yqO'1 KOI XEIPlOpO<; I-IIlXov~JV 
I\fV Livlli YVLuOTl1 q EniOpmH1lou «ONOMA rH'OIOI\JTO)) U111v ()b~YIIClil Il olav XUPIOjJO jJl1XnVC;w 

:Lr]fJOVTlK£<; TTArlPoq>opi£<; 0XHIKO 1-1£ 0P10I-1[VO OUOTOTIKO lOU «ONOMA npOIONTOL» 
<DoKoi [TTo!Pll<; 

KOVOVIKO O[V npEnEI vo c.popl'm c.pOKOUe; ETrC1c.p~e; EVI.0 [101E OE OEPOTTEio pr aUTO TO npolov 
001000, 1f18ClVOV vn U1TOPXOUV m PITTTWO£Ie; onou fl Xp~O fl c.pOKWV £11 nc.pr1e; EivOI OVOTl 0<.pEU KTr1, 2::E 
OUTte; lie; TTEPIlTTL<)O£IC; Oc.pOlptOll TOUe; c.pnKOUC; nplv XPIlOliJOnOI~O£TE TO «ONOMA f'lPOIONT(1» 
nlPIIJlVEn- TouMJXIOTOV 1S Mm(l jJf rci III xr~oll oep8aAjJIKwv 01Oy6vldv rrplv UIOVUf()IIOOUIlOfTf 
IOUe; c.pOKOlJe; om JJOT 10 0 ur, 
Tu UUVII)PI)7iK(j /lOll TnpnX[t TO (ONOM/\ I/f'O/ONTOLl) ((3[v(a},Kwv/o X},IJJ(J/m'IXo) IJllop[i va 
lTpoKaMoE/ ocpBO/\IJlKCl [P[fJ/CJIJO KOi [lTior]c' [iv(1J VVLc'OIe) OT! arroXPIJJIJOTi([t TOUe, IJoJiaKouc, 
(!)()KOlj~ r II (r cpric; 

3. nOL NA XPHl:IMOnOIHl:ETE TO «ONOMA npO'IONTOL» 

IloVTOTE va XPflOljJ01l0lEiTE TO «ONOMA npOIONTOL» OUOTIlPO OUiJc.pwvo iJE TIC; oOllyi£(; TOU YI01POU 
ooe; Eov tXETE ojJepIPoAiEe;, PWT~OTE TO Vlmpo (1 TO c.p0PiJOKOnOlo ooe; H ouv~8'le; ooofl [ivOi 1 ~ 2 
oTayovu; 010 npoof3Ef3A'liJE'\io(o) iJ011(0) Ko8E 2 iJf 4 wprc; yin TIe; npWTEe; 2 'lfJip£<; KOI aHI OUVEXEIO 
Tiom:pl<; <popt<; Tllv fl~Jtpo 

110 va EivOI onOTEAEoiJOTIKO TO «ONOMA III::)OIONTOL» Bo nptnEI vo AOiJP6vETOI OE TOKTO XPOVIKO 
OICJOTq~JOTO 
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H O((iPKl!(J H1e; O£panEioc; O[V TlptHU VO ulTEp(3aivEI TIC:; O!..KO rwEp£<;. 

OOllyiu:; Yla HjV Xpr'jOr} 
Mr1v xpr1ulfJonoIEI;[ TO (jlluAiolo ECJV r1 EIOlKlllOlvio OO(jlOAEioe; OTO KonOKI EivOi onOOfJtVil nplv TO 
XPrlOIiJOnolrioETE Ylo 11 PWTrl cpopo 

XPIlOliJonOlriOTE TIe; O(jl80AfJIKtc; OTOyOVEC; fJE TOV oKoAou80 Tpono 
1 nMJV[TE TO XtPIO ooe; IUPETE TO KEcp6AI npoe; TO niow KOI KOITO~1[ npoc; TO TO~6vl 
2 KmE!30oTi: np0O[KTIKO TO K(nw ~Mcpopo li.JOH VO 0IlI-JlOupyriOETE EVO OllKO. 
3 }\vonoooyupIOET£ TO (jlloAIOIO KOI IW'OTE WOTE vo onEAEu8EPWOEi fJlU OlOYOVO fJEOO Of (a8E I-JOII 

TO onolo XPEIU(ETOI 8EponEio 
4 AcprlOTE TO KOTW (3Mcpopo KOI KAliOTE TO J-JClTI YIO 30 OEuTEpoA£nTO 

2 3. 4. 
' ... / - ­
~'~~••j 

Eov \-JIO OTCJYovo (xv nEUEI IJEOO UTO fJOTI ~OVOOOKlfJC)OTE 

ria TqV anocpuYrl/JoAuvo£wv Wlv O(jlr)vETE Trlv OKPIl TOU cploAloiou VO Oyyi~EI TO fJ CjTI ooe; ri OTI0riTrOTf 
6Mo KAEioTE TO (j.ll0AiiSl0 J-Jf TO KCJTIOKI TOU 0fJEOWe; fJUO OlIO K08E XPIiOIl 

H OWOlri XPriOIl TL0V 0(jl8oAfJ1Kl0V OTOYOVWV EivOI noAu 01lJ-l0VTIKfl Eov tXUE o\-Jcpl[)oAiEe; PWTrioH 10 
Ylmpo 11 TO (jlopl-JoyonolO one; 

Eav Xpr]ol~OnOlrlOH[ !J£yoAunpr] 000r] «UNOMA npOrONTOL» ano HIV KOVOVIKr'j 
[CJV XPrlOll-JOnolrioOTE IloMtC; OTCJy6VEe; OTO(O) fJOTI(O) Ooe;, nAUVETE 10(0) fJ011(O) J-lE w8opo V[PO BoAT[ 
Tllv EnOfJEVIl 60011 OTIlV KClVOVIKlllJJPO 

Eov KOHl Aa80e;, KonOIOe; mEl OUTO TO <pap~OKO, rnlKOlvwvr'jon O/J£OW<; l-lE TO YIOTPO ooe;. 

Eav ~£XaOEH va XP'lol!JonolfloET[ TO «UNOMA npOIONTOL» 

Fr'1v (/XOOETE vo no pu f I) 10 oooll nopTE Tfl I-J()AIC, TO 8uI-JIlBEiTE, EKTOe; UJV n AflOlU~E I Il ci.JPO Ylo T r1 v 

UTOfJEVll ()c)orl, Ollhlf or oUTri H1 lupilTTlAJOIl nopoAEi4JTE Til O()OIl TIO\) i",[xci()(Jlf: ;'-111 ()lJVtXfl(1 II ('lPI[ H1 v 

£no\-JEvll ooc; OC)oq onwc; ouvrlOi~EI[ Krii ouvfXioTE Tflv KOVOVIKri oac; pOIJTivC) 


Eev oTO~aT~oETf va XP'lOl!JOTTOI£iH TO «ONOMA npO"ONTOLll 

r n «ONOMA rWOrONTO!» Go 11 pEnEI va XprlOIJ-JOIiOIEilOl OT1We; one; EXEI OlJI-J(3ouAEllJEI 0 yIOTpOC; une. 
l:ov tXETE nEpIOOOllPIC, ! PldTriorle; 0XETIKCl fJ[ III XPfloll OUTOl! TOU npOIOvTOC; pWlrlolr fO YI(1IPO IlTO 
CPOPfJOKOnOIO ooe; 

4. nlGANEr ANEnl0YMHTEL ENEPrEIEr 

Onwe; oAo TO cpc'lPiJOKo. EWI KOI TO «ONOMA npOIONTOI» J-lnopEi va npoKOAto£1 ClVEHlBuJ-Jrll£C; 
EVEpyme; ov KClI OEV nopou0l6~oVTOI OE oAoue; TOUe; ov8pwnouc; 

01 oKoAou8£C; OVUfI8uJ-lIlH.e; EVEPvElfe; EivOi YVWOTO OTI oUJ-Jf3oivouv. oAlla 0 0PI8fJoC; TWV OV8PlJJTIlLiV TIOU 
1I10UVClV vcr EXOUV El1IlPEOOI!:i nOpOJ-lEVEI (jYVld(J10C, 

Go TTP£Tl£1 va £TTIOKE(j)8£iH TO YIOTPO OOC; Eev KonOla ana TI<; oKoAou8£<; av£nI8t:qJI1H<; Evi:pyU[(; 
onooEIx8Ei EvoxAfFIKri 11 £ov EX£! IJaKpa OlaPKEIO: 
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/IVEmGufH]TEe; EVEPYEIf:C; nou £mlP£(J~OUV TOV o<.p8oAfJO 

O<.p8oAIJIKOe; novoe; 

L1CJKpUppOIO 

Hmo TOOU~IIJO ~ oio8rwo KOUOOU 

Epl8loIJoe; 

L1uo<.popio TOU o<.p8oAlJoU 

CPAEYIJov~ 
Epu8rwo 

KVIlOIJOe; 

AAAEpYIKEe; OVTIOpOCJ£le; OTOV o<.pOoAlJo 

EUOIo81loio OTO cpwe; 

AioOlliJO ~tvou OllliJOTOe; 

Ocp80AiJIK~ OIOYKWOIl 

.'- flPocp80}'IJio 


AVLm8uIJflTEe; EVEPY£lEe; nou £nflPECj~ouv TO OWIJO 

ZoAil 
NOUTio 
AAAEPYIKtC; OVTIOPOOElC; 
L1IC)VKWOIl OTO np6owno 

Eav Konola aV[TTl8ulJ'lHl EviPVEla VivuOl ool3aprl, i] av napOT'lpijoEH: KClTTOla aVfTTl8ll\J IlHI 
Evtpvua nou OEV aValpipuUl OTO nap6v <puAAo OOllVIWV, napaKaMia6E va EV'lI-'Epwm:u. TO 
YIOTPO Ii to <raplJaKOnOlo oae; 

5. no~ NA (DY/\Al:~ETAI TO «DNOMA npOIONTO}:» 

No CPUAOOOETOI OE iJEPfl nou OEV TO <.p8avouv KOI OEV TO f3Mnouv TO nOiOla 

No ~Jrl XPflOlIJOnOIEiTE TO «ONOMA npOIONTOI» IJETO Tflv rWEpolJilVIO Afl~'le; nou ClVO<.pEPE1ClI OTflv 
!lTIO~IJOVOIl TOU CPIOAIOiou iJETa Tllv tVOEI~'l EXP KOI OTO KOUTI IJETO Tllv EVOEI~fl /\H':='H H fliJEPOJ-lilvio 
Ml~rlC; [ivol 'l rrAEuTOio IlIJEPO TOU IJ~VO nou OVCl<.pEPUOI 

No WI XPflOllJonOI[il[ TO «ONOMA npOIONTOL» [OV 'l EIOIK(I TOlvia oocpoA£ioC; TOU cplaAloiou Eivol 
onoolJlvll TTplV Tllv npwTfl XP~O'l 

10 CPOPIJUKO OLV n PE lIE I VO cmoppinTOvTOI 010 VEp6 TflS (mOXETE UOrjS ~ OTO oKouniolo. F'wTEioTE 10 
CPOPI!ClWlTOIO om; mile; va n£T6~£TE 10 <.pC]PiJUKU ]IOU OEV XP[IU~OVTOI HID AUTO TO fJETpU 80 f30'lO~O()lJV 
01 qv IlpooTOoio TOU nEplf3clAAoVTOC;. 

/\OlnEl: n/\HPO<POPIEl: 

H OPOOTIKrj OUOiO(EC;) [IVClI ocpAo~ooivil 0,3% w/v 

To aA..\o OUOTCITIKa EivOi 


Epcpov]o'l TOU «ONOMA npOIONTOL» KOI TTEPI[XOIJEVO H]e; ouoKruaoiae; 

"rnoxoe; aoriae; KUKAo!popioC; Kal napavwvoe; 

K010xOe; aoriae; lCuKAo!popiu<; 



\\1111·1 1"'11]; I 
11 I (f I 

AVTlnpouwnoc; EAAaooC; 

nopoywyoC; 

To rropov <puAAo oorlYl(~v XPriOIlC; f:YKpiSIlKf: VIO TEJ\[uTaia <popa OTIC; {'1JJf:poJJllvia} 

TPonm: ~IA0ErHL 
To (jJOPfJOKO OUTO XOPflYEiTOI IJOVO iJE olTloAoYflIJEVfl EIi5IKflIOTPIK~ OUVTOY~ (jJuAOOOOiJEVrj Eni OIDio 
un60EIViJO H)e; mfoioc, ETTlOUVOnTfTOI OTflv unoplGiJ 6826/2-2-2005 ono<poo'l TOU EOCD 

3 01 OIKOIOUXOI KOI oVTmpoowHol UTTOXPEOUVTOI YIO T'lV E<pOPiJoyrl TrlC, oVWTtpW EYKUKAiou 

4 	 KOTOTfiV TWV avwTEpw nouf:1 va loxun 11 un' apiSJJ. 52324/15-7-2009 EVKUKA,0C; TOU EO<l> 

K 0 IV OHgi!lQ..tL 
ET. ALLERGAN PHARMACEUTICALS Ir~ELAND H npO'irTAMENH ~/NLHr LlYEn 

CASTLEBAR ROAD. WESTPORT ~rt!t,
COUNTY MAYO. IRELAND 

EJ\ENH KPHTIKOY 

AnooiKTu; VIO EVEPVEIO : 
fEE8A/L\ Yr 
i\ MEOOYEiwv 136 
15S 61 A8~vo 

'2 	 Yn Epyooioc, ATTUOX6A'lo'lc, & KOIVWVIK~C, npooTOoioc, 
rfVIK~ I-POiJiJOTEio KOIVWVIKWV Ao<puAio[wv 
/'I./voq Ao<poAlo'lc, Ao8tvEIOC, & M'lTpoT'lmc, 
IlOorou 29. 101 10 A8~va 
liJE 1 qv TTOPOKA'lO'l EV'lIJtPWOrjc, TWV Ao<poArOTIK0JV 

. r:,'~ r'l,: r;':,·'·:~::!ATOiJEiUJV nou naptxouv YYErOVOIJIK~ IlEpiBoA,lJ.U1-! " 
3 	 IlovEMrlvlo ImprKo LuMoyo ,o'~_ 

mOUIOPXOU 3, 106 75 AB~vo 
(iJE 1 'lV 1TOpOKA'lO'l EV'liJtpWO'l TWV, .', 
TOTIlKWV ImplKwv LuMoYlJJV TflC, XWpo~;)~':·'

I.. 

4 Ilovt:M'lvro CDOPIJOKEUIIKO LuAAoyo ' ,. 
IlErporwc, 134 & AyoBrjIJtpou 
118 54 A8~vo \. c','.. ­ , 

(iJEl'lV TrOpOKA'loq EvqiJEpworlC, TWV '\",: 
TOl1IKl0V CDOPiJOKEUTIKWV LuAA6ywv T'lC, XW'~~"""'--"/ 

5 	 novEM~vlo 'EVWOrj CPoPiJOKonOlwv 
Noo'lAEuTIKwv IOPUiJllTWV 
MrxoAoKonouAou 99,11527 A8rlvO 

6 	 IKAC):JoPIJiKq Yn'lPEoio 
Ay KLJ)V!vou 8, 10;> 41 A8~vo 

i. 	 Ol-A KAoooc, C):J0PIJOKlUTIKrle; n<:piBoALJJrje; 
IlOlllOiuJV 30, 10677 A8flvO 

8 OiKOC, NOLnou nElporwc; 
K. nOAOIOAOyou 15 
185 3::; IlfIPOIOC; 

9 	 OiKOC; NOLITOU A8qvoC; 
rAOUOTWVOC; 2 & flOTqoiwv 
106 77 A8~v(J 

10 	 KtvTfjO /'I.qArlTqpIClOEL0V 

./ '-">./ 

''--.:.-.._.-:.,/ "/ 

..:,:" ;·!H 

http:IlEpiBoA,lJ.U1
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NOCJOKO!..l£io floic)LllV "11 & A. KUpIOKOI/ 

11snrouoi 


11 L<DEE 
-,-~ 

/\£W(jJ Kfl(jJloio<; 280 & Ayplviou 3 
152 32 XoMvopl A8~vo 

17 f lov£M~vlo '"Evwofl ct:>aPiJOKO~IO!..lIlXOvioC; 
/\OiJljJO 7, 115 24 AiJmAOKllnol, A8~vo 

13. LuMoyo AVT/nwv ct:>0PiJOK£UTIKWV Elowv & EIOIKOT~TWV 
006<; TOTOIOU 
180 XAiJ E8vIK~<; 0000 A8flvwv-/\oiJioC; 
146 10 N EPY8PAIA 

14 MATio AyopovoiJioC; 

flov£TIlOTlliJiou 42, 106 79 A8~vo 


15.TEBE - ct:>aPiJOK£UTIKt<; YnflP£Oi£<; 

Ay KWVOTOVTivou 5 

10351 AOHNA 


16 Mr] !..lEAIl LUf..AOyWV 

(onwC; 0 nivoKOC;) 


ErOTEPIKH L'dANOMH: 
1 f1/voll ct:>Op/KWV M£f..ETWV & "Ep£uvo<; 

2 f1/voll NKWV YnllPWIWV EMyxou flpOIOVlWV 


TiJ~iJoEK6ooll<; & Kwo Ano(jJoo£wv 
3 ipOiJiJOT£io EmoTfliJoVIKOU LUiJ~ouf..iou EYKpiOEWV 
4 rpoiJiJOT£io f1£uH:po~68iJlou EmOTlliJOVIKOU LU!..l~ouf..iou 

Ml:/ErK 
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