
LlLlYETI-E.4250- J3/4 
(24a) 

EAAHNIKH AHMOKPATIA 

ynOyprEIO yrEIAL: & KOINONIKHL: 


AMHAErrYHL: 

E0NIKOr OprANlrMOr <PAPMAKON 

MEOOy£iwv 284, 155 62 Xof..apy6~ 


www.eof.gr 

A/vOIl AIOIKIlTlKWV YnllPEUlWV EM:yxou npo'i6vTWV A0HNA, 8-6-2010 

nAIlPOCPOpjE~: M. l:APMOYl:AKH AP. rlPOT.: 37914 

T~f..tcpwvo: 210-6507200 


ErKYKAIOr - AnO<PArH 

0EMA: 	 Ka8oplolJo<; nEpif..llljJIl~ XapaKTIlPloTIKwv TOU npOIOVTOe:; cpaPlJaK£UTIKwV np0'fovTwv nou 
mpltxouv opaoTIKo OUOTaTiKO ACEMET ACIN 

"EXOVTE~ unoljJll: 
a) 	 TIe:; OJQTO~EIe:; Tile:; KOIV~e:; YnoupYIK~e:; Anocpaolle:; Ayr3 (a) 83657/2005 "nEpl £vaPIJOVlolle:; TIl~ 

EMIlVIK~e:; NOlJo8wiae:; IJE H1v aVTioTolXIl K01VOTlK~ OIOV IOlJta Trle:; KUKf..ocpopiae:; 
....................... TWV cpaPlJaK£UTlKWV np0'iovTwv, nou npooph:;OVTOI Yla av8pwmvil XP~oll", 

13) 	 Til rvwIJOT£UOIl IOU EmoTillJovlKOU l:ulJl3ouf..iou EYKpioEWV ap. $-10/8-1-2010. 

AnO<PArIZOYME 

1. 	 H nEpif..llljJll XapaKTIlPIOTlKWV TOU npoI6vTOe:; cpaPlJaK£UTIKWV npo'lovTWV nou mpltxouv 
opaoTIKo OUOTOTIKO ACEMETACIN Tpononol£iTOI we:; E~~e:;: 

1. ONOMArlA TOY <PAPMAKEYTIKOY npo"ioNTor 

2. nOIOTIKH KAI nOrOTIKH rYN0ErH 

1 OKf..IlP6 KaljJOKIO n£pltX£1 60 mg Acemetacin. 

1 KaljJOKIO £f..EYX6IJEVIl~ anootolJ£uoll<; mpltX£1 90 mg Acemetacin 

no TOV rrf..~PIl KQTOf..OYO TWV EK06xwv, i3f... napaypacpo 6.1 


3.<l>APMAKOTEXNIKH MOP<PH 

KOljJOKIO, OKf..IlP6 

KOljJOKIO £f..£YXOIJ£vIl<; arrootOIJEUOIl<;, OKf..IlPO 

4. KJ\INIKA rTOIXEIA 

0£pom:UTlKt<) £vod~£I<) 

<l>AEYIJOVWOEI<; ap8piTlo£e:;, opoapvllTIKt<; onovouf..ap8pono8£1£<;, o~£ia OUPIK~ Kal ljJEUOOOUPIK~ 
ap8piTloa, EKCPUf..IOTIKte:; ap8pona8£1£e:;, mwouva IJUOOK£f..HlKO OuvopolJa. 

4.2 boooAoyio KOI Tpono<) XOPrlY'1cH1<) 

01 (1UVI(1TWJ.I£V£<) 00(1£1<) TTOU ovo<ptPOVTOI TTOpoKeXTW, oq>opouv (1£ £VrlAIK£<) KOI TTpiTT£1 
va TTp0(10PJ.lO~OVTOI oVeXAOYO !-I£ T'1V q>U(1'1 KOI T'1V (10I3oPOT'1TO T'1<) o(19tv£lo<). 

4.1 
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KOIJ!OKIO, oKAI1PO : 1 KOljJOKIO OKAIlPO 1·3 cpopt<; Tllv Ill.ltpo 

KOIJ!OKIO £A£vx0J.l£VIl£,; oTToO£0J.lEUOIl£,;, oKAIlPO: 1 KOljJOKIO £A£YX0I.l£VIl<; orrootOI.lWOIl<; 1­
2 cpopt<; Tllv Ill.ltpO 

TpOTTO( Kal OJ(XPKEIa xopflVoao<; 
• 	 To KaljJOKla rrptTw va KaTarriVOVTOI oAOKAllpa I.l£ £rrapK~ rroooTIlTO uypwv, KOTO Til 

OlopK£la TWV YWf-lOTWV. 

01 aV£TTl8uf-lIlT£<;; £VtpYEIE<; f-lTTopo0v vo £AaXIOTOTTOI1l800v XPIlOIf-l0TTOIWVTO<; TIlV KOlWTaTll 
OTTOT£AWl.laTIK~ 00011 ylO TIlV rrMov f-lIKP~ OIOPKEIO 8Eporr£io<; TTOU aTTalTEiTOI yla TOV tAEYXO 
TWV OUf-lTTTWf-lOTWV (f3A. rrapoypacpo 4.4). 

HJ.JKIW/.!EVOI aaeEvEi( 
ESOlTio<;; TWV TTl80vwv oVETTl8ufJIlTWV £V£pYEIWV (f3A. rrapoypacpo 4.4) 11 acemetacin TTptrr£1 va 
XOPlly£iTol f-lovo urro arEv~ IOTPIK~ TTapaKoAo081l01l O£ IlAIKIWfJtvou<; a08Ev£i<;. 

naJO/O KaJ Eqm{3o/." 
H acemetacin O£ ouvlaroTOI OE rrOiOlo KOI Ecp~f30U<;; K08w<; OEV UTTOPX£I £f-lrr£lpia OE aUT~v Tllv 
IlAIKlaK~ KOTllyopia. 

4.3AvTEvo£i~£I£,; 

lJ.£v OUViOTOlOI 11 XOP~YIlOIl TIl<; acemetacin OTI<; aKoAou8£<; rr£pITTTWo£I<;: 
• 	 YTTEpwala81laio OHl OpaOTlK~ ouoia acemetacin ~ OTllv Ivoof-l£8aKivll KOI OHlv aOTTIpivll 
• 	 LE a08Ev£i<; f-l£ EVEPYO mTTTIKo tAKO<; ~ 10TOPIKO rr£TTTIKo0 tAKOU<;, OME<; OPYOVIKt<; 

TTa8~oEI<;; TOU YOOTPEVTEPIK00 ~ fJ£ 10TOPIKO UTTOTpOTTla£:ouowv OIfJOPPOYIWV. 
• 	 LE a08EvEi<;; fJE 10TOPIKO yaoTpEvTEPIK~<;; alf-l0ppayia<; ~ OIOTPrjOrj<;, oUOXnt£:OfJEVWV fJE 

rrpOrjyouf-lEVrj 8Epomia f-lE MLACD. 
• 	 LE a08EvEi<; fJE oof3ap~ KapOlaK~ aVETTopwo 
• 	 LE a08EvEi<;; rrou txouv EKOrjAWOEI 0081.lOlIK~ TTp00f30A~, KviowOIl ~ oSEia plviTloa !-IOO 

OTTO XP~Orj aOTTlpivrj<; ~ oMwv aVTI<pAEYf-lOVWOWv fJrj OTEPOEIOWV cpapfJoKwv. 
• 	 LTrjV EYKUfJOOUVrj Kal YOAouXio 
• 	 LE TTOIOIO KOI ECP~f30U<;; 
• 	 LE a08EvEi<; rrou AOf-lf3ovouv TOUTOXPOVO oMo f-lll OTEpOEIO~ aVTlcpAEYfJOVWOIl cpoPf-lOKO ~ 

OOTTlpivrj. 
• 	 L£ 008EVEi<; f-lE OIIJOlOAOYIK~ VOOO aYVWOTIl<;; olTloAoyio<;; ~ f3opEio IlrrOlIK~ ~ VECPPIK~ 

aVETTapKEIO. 
• 	 LE a09EvEi<;; IJE PIVIKOO<; TTOAlmOoE<; TTOU ouoxni£:ovTOI IJE 0YY£IOVWPWTlKO oiofJlJa 

4.4 EIOIKE<'; lTPO£IOOlTOII'I0EIC; KOI lTpOcpuM~£I£,; Kala III XPI'I01l 

01 aVETTI8uf-lrjTE<;; Evtpym<;; f-lTTOpoOv vo EAaXIOTOTTOlrj80uv XPIlOlf-l0TTOlwvTO<;; Hlv KOTWTOlrj 
orrOTEAEOIJOTIK~ MOil Yla Tllv TTMov IJIKP~ olapwa 8EpaTTEia<;; TTOU aTTOITEfTOI yla TOV tAEYXO 
TWV OUIJTTTWIJOTWV (f3MTTE TTapoypocpo 4.2 KOI KIVOUVOU<;; aTTO TO yaoTpEvTEPIKO KOI 
KOPOIOYYElaKO ). 

HJ.JKIWfJEVOI 

01 IlAIKIWIJEVOI rrapouOIo£:OUV aUSlllJtvll OUXVOTIlTO aVETTl9uf-lIlTWV EVEPYEIWV TWV MLACD, 
IOIOiTEPW<;; yaoTpEvTEPIK~ OIlJoppayia KOI OIOTPIlOIl, rrou f-lrropEi va aTTof300v lJolpaiE<;; (f3A. 
TTapoypacpo 4.2). 

rOOlp£VTEP1Krl OIJ.lOPPOyIO, OIlJ.lloupyio tAKOU<,; KOI OIOlP'10'1: 

rOOTpEVTEPIK~ ollJoppayia, 01l1J10upyia tAKOU<; ~ OlaTPIlOIl, TTOU IJTTOPEi vo arro!300v 1J0IpaiE<;, 

txouv avacpEp8Ei IJE oAa TO MLACD ova olao~TToTE OTIYIJ~ KOla Til OlaPKEIO TIl<;; 8Epamio<;, !-IE ~ 


xwpi<;; TTPOEIOOTTOIIlTIKO OUIJTTTWIJOTO ~ rrpollyoOIJEVO 10TOpiKO oof3opwv OUl.lf3aVTWV OTTO TO 

yaoTpEvTEPIKO 
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o KivOuvoe; VIO VOOTPEVTEPIK~ OIlJOPpoVio. 0IlIlIOUPVio EAKOUC; ~ O((:lTPIlOIl EivOI U4lIlAOTE POC; Il£ 
au~rll.1EVEe; OOOEIe; ML:A<fl. OE 008EVEie; IlE 10TOPIKO EAKOUe;, 1010iTEPO EOV UTT~PXOV ETTITTAOKEC; IlE 
oilloppavio ~ OIOTprlOll 03'- rropovpocpo 4.3) KOI OTOUe; IlAIKIWIlEVOUe;. 01 008EVEie; oUTOi rrpEml 
va ~EKIVOUV Til 8Epomio OTllv KoniJTEPIl 0la8EOIllil 06011 eo rrpEml vo E~£TO~£TOI 11 8Epomia 
OUVOUOOlloU IlE TTpOOTOTEUTlKOUe; TTOpOVOVTEe; (rr-x- IlloorrpoOToAIl ~ ovaOToAEie; OVTAioe; 
TTPWToviwv) VIO aUTOUe; TOUe; a08EVEfe;, K08we; ETTiOIle; KOI VIO 008EV£ie; OTOUe; oTToioue; 
orralTEiTm rauToXPovll XOP~VIlOIl oOTTIpiVIle; OE XOIlIlA~ 06011 ~ aMwv CPOPIlOKWV TO orroio 
£ivOi TTl8avo va ou~~oouv TO VOOTPEVTEPIKO Kivouvo (/3A. TTOPOKOTW KOI OTO TTOPOVPOcpo 45). 

A08EVEie; IlE 10TOPIKO VOOTP£VTEpIK~e; TO~IKoTllrae;. 10IOITEpWe; 01 IlAIKIWIlEVOI, rrpEn£1 va 
oVo<pt.pouv K08£ OOUV~810TO KOIAIOK6 OUIlTTTWllo (£IOIKO mpITTTWO£le; voarpEvT£pIKr'je; 
OIIlOppovioe;), Kupiwe; OTO 0PXIKO OTOOIO Tile; OVwv~e;. L:UVIOTOTOI rrpoooxl') O£ 008EV£ie; TTOU 
A0l.1l3ovouv TOUTOxPOVWe; CPOPIlOKO TO OTToio £VOEX£TOI vo ou~l')oouv TOV Kivouvo Via Til 
0IlIJIOUPVio E-AKoue;---I'j-oI IJOppoyJoc;:,-onWe;-OTTO-TOU .OTO1l000e;J{OpJ"JKOITI£ po£101') , OVTI8pOll13WTlKO 
orrwe; 11 /3opcpopfVIl. £KA£KTIKOi OVOOTOA£ie; Tile; ETTovorrpOOAIl4lIle; o£poToviVIle; ~ 
OVTlOIIJOn£TOAloKo CPOPIlOKO orrwe; 11 oOTTIpiVIl (/3A. TTOPOYPOcpo 4.5). 

'OTOV £llcpovi~ETOI VOOTP£VT£PIKI') OI}.1oppoVio I') 0llllioupyio EAKOUe; O£ 008£vEie; TTOU AOlll3avouv 
acemetacin, 11 8£porr£io rrpErr£1 va oloKorrTETOL 

To MLA<fl TTpt.ml vo XOPIlYOUVTOI Il£ TTPOOOX~ O£ 008£v£ie; Il£ IOTOPIKO VOOTP£VT£PIKWV 
OIOTOPOXWV (£AKWOIl<; KOAfTloo, vooo<; TOU Grohn) K08w<; 11 KOTOOTOO~ TOU<; Ilrrop£i vo 
ETTl0£lvw8Ei 03'- rropavpocpo 4.8 - AV£TTl8uIlIlT£e; EVEPY£IEe;). 

KapolOVVEloKie; KOI OVVEIOKie; EVKE<pOhIKte; ElTIOpO eme; 
ArramiTOI fl OWOT~ nopoKoAOu8flOfl KOI fl rropoxl') OUIl/30UAWV O£ oo8£v£ie; Il£ 10TOPIKO 

uTTEpTOolle; KOI II') £Aocppa<; EW<; }.1£TpIOe; OUIlCPoPIlTIKI')e; KOpOIOK~e; oVETTapK£lOe;. Ko8we; EXEI 

ovocp£p8£i KOTOKpoTflOIl uypwv KOI oiOflllO O£ OXt.OIlIlE Til 8Epomio Il£ ML:A<fl . 

tI£tJ0IlEVO orro KAIVIKE<; OOKIIlEe; KOI £TTlOIlIlIOAOYIKte; Il£Mn::e; urrOOEIKVUOUV OTI fl XPI')OIlIlEPIKWV 

MLA<fl (IOIOiT£PO O£ U4lIlAt<; 060EIe; KOI OE 1l0KPOXPOVI£e; 8£porr£iEe;). Ilrrop£i vo ouoX£Ti~£TOI Il£ 

ilia IlIKPI') OU~flOIl TOU KIVMvou YIO £IlCPavlofl 8poll/3WTlKWV OPTflPIOKWV oUIl/3ovTwv (Via 

TTOPOOEIVIlO tllCPPOYIlO TOU IlUOKOpoiou I') £YK£CPOAIKO ETT£IOOOIO). Yrr 0PXouv ov£nopKI') 

O£tJOIlEVO Via va OTTOKA£108£i tvo<; TtToIOe; Kivouvoe; Via Tflv acemetacin. 

A08£v£ie; Il£ Ilfl pu81llolltvil urrtpToofl. oUIlCPoPflT1KI'j KOPOIOK~ OVETTapKElO, £VKOTWTrWtvfl 

IOXOI}.1IKI'j KOPOIOKI'j vooo. rr£plcp£pIK~ OPTflPIOK~ vooo KOI/~ 0YV£IOKI'j £VK£<pOAIK~ VOOO 80 

TTptml va urro/3All80uv O£ 8£pomio Il£ acemetacin 1l0VO 1l£T0 OTTO rrpoo£KTIK~ £~traoll TOU 

8t.1.1010e;. nOpOllolO £~tTOoll rrptml va ViV£TOI rrplv Tflv tvoP~fl 1l0KPOXpovI0e; 8Epomioe; O£ 

008£vEie; Il£ TTopayoVT£e; KIVOUVOU Via EIlCPOV10fl KOPOIOVYEIOK~<; vooou (TT-X- urrtpTOofl. 

UmpAITTIOOlllio. oOKXOPWOfl<; olo/3~Tfle; • Karrvlollo). 


AEp~aTIKte; OVTlOpOCl£le; 
L:o/3opEe; O£PIlO1IKte; OVTIOpOO£Ie;. Il£PIKt<; orro TIe; OTToi£<; Ilrrop00v vo orro/300v 1J0Ipoi£e;. 
OUl.1mpIAoll/30VOIlEVfle; Tfl<; OrrOA£TTlOTlK~e; O£PIlO1fTIOOe;. TOU OUVOPOIlOU Stevens-Johnson KOI 
Tile; TO~IKI'j<; ETTIO£PIlIK~e; V£KpOAUOfle;. tXOUV ovocp£p8£i rroM OTTaVIO O£ oXtoil Il£ Til 8£pomio 
Il£ ML:A<fl (/3A. rropovpocpo 4.8) 01 oo8£v£ie; cpoiv£ral vo OI01ptxouV U4lflAOT£PO Kfvouvo VIO 
Tt1OI£e; OVTIOpOO£Ie; OTO 0PXIKa OTOOIO Tfle; 8£pOTT£foe;, IlE Tllv tvoP~ll OUTWV va Ellcpovi~£TOI OTIe; 
mploooT£P£<; TWV mpITTTWO£WV £VTO<; TOU TTPWTOU Il~VO Tfle; ovwvl'je;. H acemetacin nptnEI 
vo OIOKOTTT£TOI Il£ Iflv rrpwTIl £IlCPOVloll 0£PIlOTIK00 £~ov8~1lO10e;. /3M/3fle; TOU /3A£VOYovvou ~ 
Il£ K08£ 6AAil tvo£I~1l umpwOI08Iloioe;. 

H acemetacin rrpETT£1 va XOPflV£iTaI 1l0VO Il£TO orro OTEVI') I01PIK~ rropoKoA0081l01l: 
• 	 L:E 008EVEie; IlE llrr01IKI'j ~ V£CPPIKI'j OVETTOpK£IO. 

H acemetacin rrptml vo XPflOillorrolEiTOI 1l0VO OTOV OPlolltv£<; rrpocpuM~£Ie; txouv AflCP8Ei 
(£TOI}.16TflTO OE ETTEivouOO ovoVKfl): 
• 	 OE 008EV£i<; rrou EXOUV £KOIlAWOEI OVTIOpOOEIe; umpEuOI08flOioe; (rr-x- Il£ 0081l0TlKEe; 

KpfoEle;. OEPIlOTIKEe; OVTlOPOO£IC; ~ o~Eio plviTIOO) OTO Illl OT£POEIOI'j OVTICPA£VIlOVWOfll 
OVOAVflTIKO. 

3 



v 

(V"V orlrl/,lv "Yt!) SO)AOddorllo SI,J)ud311\3d100A SOAnQ/\]'ll 

SO/\;1rllJ'~n\l' :5U1lj1\010dl0 5urhUY09dlWMJU15Ul 5/1YOlOIJI\IJ f0>ll1>l1y>11 W>l1)>lIJIymluorfwlll\\;I 


(V"V orlrl/,lv "yg) u/\]dodldog 

U 5mllO '1\f!)'llll(T)griodeI1/\0 /\(T)1 uOl;)dQ LI1 AnOD/,I3no 01\ pdow1 cP\I'11N 01 :1)>ll1mgrfod8111\\;I 


"I)XoDodll Ud31]01QI 101010jAnD :Y90>lYIJ 01 /,I IJ>lIJrfd1)dJ mM!?dQ 5(]?>lldll\1>1 IJ1 

"OI\XnD 1013XA;1Y3 0/\ 1311;1dll nONo'll nOl UD(T)dll\;1'llAnD U '(Ojrllolyo'lld311n) 


orljO 010 nOlY0)l nOl OQ311]113 01 AnOD/,I3no 0/\ pdOilrl "1)>lI1UdnOIQ 1)>lldU1AnO -01Y1){ 

"Upelawa:)e 5Ul UDld)l'll~110 I\Ul 13/\I)XOll113 UQjrl3Dodnodl H "/\(T)'llOrldodl 


/\(T)1 /\ryl1nO UDOdQ /,I'llID01d311nl1/\0 /\Ul AnODf!)13rl 0/\ ]3dollrl :1)>lWmdl11nI1I\IJ W>I 1)>l11udnol'iJ 


"SU/\lYI'llI/\311 SU1 UDld)l'll~110 I\U1 13/\I)Qodglll3 0/\ pdOllrl :5UI\JYI>lII\1U 1)>l110IgI11\\;I 

"UP8l8W8:)8 SUl UDld'll'll;1110 /\U1 13/\I)Qodglll3 0/\ j3doilrl :UQ!031\1godU 


"101j3I0110rlIDUdX /\uri 0/\ 10/\13 

OY0'll 01Orl1)1)131\03Yll O'llI1n3110d3e 13d~dlDOdll 110 P8XI3QOllO I3X~ 1\3Q 501nO SorlDOnQAnD 

o 	I)Q13113 "OrlDQYll 01.0 UpelaW8:)e SUl UD(T)d1/\~'llAnD /\U1 13/\f!)13rl :oio 9>1tyn>lIYIJOoynH>I\;I 


"( V"V orlrll)v "yg) SO!AOddorllo /,I Sno'llY~ 50JAdnolrllJQ 

SI)'llld31/\3d100A SOAnQ/\J'll SO/\~rlu3no :uQ(]?l\orfA3ydJl1l\v IJYY1) /,I /,IQ130dl100>ll1dO){ 


"(5uI\0309rlod8 SU1 5UD38/\I)D 

SU1 51)y0100/\0 (T)AOY) SOIAoddorllo SOAnQ/\!'ll SO/\~riiJ3no :(ul\jdvdJdvg) 1)>lI1>/UW11\\;I 


"1013XA~Y3 0/\ 1311~dll nOj81Y n01 iJDd080)l U :OI8!V 

'9dO /\010 SUI\J30AIQ SU1 UD(T)d1/\~'llAnD iJ 1013/\Q3nO 0/\ 1\0/\08111 :uI\JioAIV 

:o)lorldOdl (T)1Q)lodoll 01 3ri orlDOnQAnD 
3.0 1013/\OgrlOY up8laWa:)8 U 1\010 	J38UdulOdoll AnOX~ SI3Dl;)dQIll3YU,(,(0 S3enoyO'110 fO 

"5n01 
QIU10'lll1DOdQ U1 ID1~ S01/\0/\03no 5UD3Q/\I)D O1UI0/\O'll1 Ud310d)llri/,l OIQI/\Ul AnOX~ nOll o'llorldt;>dl 
0'('(0 5~lno,1l0 13D]1l0D13 01\ 01U10/\08111 U 13Xd911n 10'll I)odo nOl 53/\JlOrl(T)'lln3Y SI1 3rl 0100.0011 
0Y9A3rl 3.0 1013nMD UQf!)/\orlA3ydlll/\0 I,lQI30d31O url OlllOYOlln 01 10'll 5mllO o'llorldpdl 01 

1\(l)3D9dQIJ13yllvvo S~cbdo" S3VV9 10)1 o)lo"d9cb 0VV9 3" SI3D9dQI1l3yllVVV S'l" 

"/\f!)'ll11udnOIQ /\f!)'llI1UdU1AnD-0IY0'll uDuAl,ldoX U 1013/\l)lOnD /\010 /\uchOlln ]38dluy 
0/\ 1311~dll 08 nOll 501\0A3A 5u/\l'll083rlOQ/\1 uD/,IdX /\LI1 1;l1O'll j38d3dlo/\0 I3X~ OJrlI0IY0'lld311A. • 

"I\f!)YOg013ri SUDI/\l;ldlrl3 UD(T)111jd311/\l.aD )3110'llOIQ 01\ 1311~dll 0j311od38 
U 10'll 513.091333 5~'llIAoyoriY08dlo 3D l;l'llIQOld311 101/\0'('(1;l9011n 0/\ 1311~dll 08 S]31\38DO 10 
"0.001\ I,lQI30LOrin3d ol/\OdX 3.0 1\1)0101/\odlrl3 0/\ /\OLOMQ 10/\]3 51)0riY08dlo 5nolO S~V090!31N • 

"5U3(T)rljOY SU1 OLOrif!)l11rlnD 01 13ch1)YO'llIll3 0/\ j3dollri SI3Df!)1llId311 53/\~rlDldo 
3D upelaW8:)e U 110lQ 0]311od38 /,I)lIQI3 U 101]3Y3rlodoll 0/\ 1311~dll /\3Q SnODO/\ 513Qf!)ri10Y 31 • 

"500/\38.00 nOl SOXA3Y~ 
50'llirlUXOIg 10'll SO'lllAOYOlOrilO oLOrl/,l100lQ OLO'll 101321;mdX uDuAl,ldoX ol/\OdXod'llorl 3.0 • 

O'll0V uQf!)LOrllJ8nd3 O'lllLOrlulOnD 3rl S]3/\38DO 3.0 • 
uDuAl)doX I\UlO /,IXoDodll 1011311011\1' 

"SojAdn01l3Y SI,l'lllddl3/\ 10)1 Sl,l'lllLOllU SUl Snod1~riodoll )~)l0Idu100Ad3 
SI1D UDU31)0 3'llU8/,1dulOdoll upel8W8:)e /\Ol\ogrll;lY nOll )]3/\38.00 S00'llld3rl 31 • 

"Y00'llYo 3ri /,I o'llorldOdl 
011\f!)dQ Sryl)lld1/\3'll 3rl 1013/\1;l9rloy up8law8:)8 U /\010 I)XoDodll Ud31jOlQI 1011311011\1' • 

"OjAoddorllo U j38U3no 0/\ 10'll /\(T)N013110rlI0 
/\(T)1 UD(T)lQrl(T)DDnD U 131003du1l3 0/\ ]3dOllri 'o]Aoddorllo olA OAnQ/\]'ll 3rl 5]3/\38.00 31 • 

upen.8W8:)8 Ano/\pgrloy nOll )]3/\38.00 SnolO /\008(T)/\13QI1l3 0/\ j3dOllrl 
S~XOdOLOIQ S~)lldLOIXnch 53DnoXdQlloodll 10)1 uOSur>ped n01 )0.00/\ 'SO]chUYI1l3 01Orlryll11rln1 • 

"SOjDU8DI0n3d311n SI3DQdQI1/\0 
AnODf!)YUQ)l3 01\ 01U101\0eill Ud310yoA3rl An02QIDnodoll 'SI3D/,IeOll S~)lllOn3/\1l0/\0 S31/\QdX I) 
'nOl\oAol\I\3yg I)o'lll/\Id n01 SU/\r;Jdgrl3rl SU1 UDUQ]033 'noldoX )13 013dnll 'orleDI;l 3rl S]31\3eD\I' • 

(nvc) 
viE I-O<;ZV"3-U3A'V'V 

http:3/\38.00
http:5]3/\38.00
http:3/\38.00
http:500/\38.00
http:UD(T)111jd311/\l.aD


!::.!::. YED-£4250-J3/4 
(24u) 

LouAcpovuAoupiE<;, UoaVTO"iVE<; ~ oouAcpovaIJiola 

Mv £Xouv TTapOTIlPll8Ei aAAIlA£TTloPOOEI<; IJ£Ta~U TIl<; acemetacin Kal oAAwv cpapIJOKWV TO 
oTToia ETTiOlle; OUVOtOVTOI IOXUPO IJE TI<; TTpWTETvEe; TOU TTMOIJOTOe; 

4.6. Ku'lo'l KOI yoAouXio 

H aocpoAEla XP~oll<; TOU EV Myw TTPOIOVTOe; KOTO TIlv KUIlOll KOI TIlv yaAouxia OEV EXEI 
aTTooEIx8EI. MEAtlE<; avaTTapaywy~e; OE ~wa OEV ETIlI3EI301wvouV TIlv aTTouola TO~IKoTIlTOe; ~ 
TEparoy£vwll<;. .6EOoIJ£VIle; TIl<; IJIlTpIK~e; TO~IKOTIlTOe; 01 IJEAtTEe; 0IE~Ox8IlKaV OE 060EIe; 
XaIJIlMTEpEe; Tile; 8EpaTTEUTIK~e; KOTO OUVETTEla TO acemetacin OEV 8a TTP£TTEI va 
XPIlOlIJOTTOIEiTOI KaTo Tllv KUIlOfl ~ Tflv yaAouxia OE yuvaiKEe; TTOU I3pioKOVTOI OE 
avaTTapaywYIK~ flAIKia EKTOe; KOI av AaIJl3ovouv ETTapK~ aVTlouAAIlTTTlKO jJ£rpa. 

4.7 ETTiopoo'l OT'lV IKOVOT'lTO OOrlY'lO'l<'; KOI XEIPIOJJOU J.I'lXOVflJ.l0TWV 

AKOIJfl Kal orav AajJl3ov£TOI OWOTO, fl acemetacin jJTTOPEi va ETTflPEOOEI Tllv TOXUTflTO 
aVTiopaofle; OE TETOla EKraofl WOlE va oiarapax9Ei fl IKaVOTllTa OO~Yflofle; Kal 0 XElpIOjJOe; 
IJllxaVIlIJOTWV. AUTO oUjJl3aivEI OUXVOTEpa OTflv apx~ Tile; 8Epamiae;, OTOV fl 060fl au~ov£TOI ~ 
OlaV 0 ao8EV~e; aMo~EI 8EpaTTEia Kal OE ouvouaojJo JJE aAKooA, 

4.8 AVETTl9uJ.I'lTE<'; EvtpYEIE<'; 

01 TIlO OUV~8EIe; aVETIl8ulJflTEe; EVEpY£l£e; EivOi yaoTpEvTEpiKEe; OTIl cpuOll roue;, nmTlKO EAKfl, 
OIOTPllOll ~ yaoTpEvTEPIK~ al!.lOppayia, TTOU OE OPIOjJEVEe; mpITTTWOEIe; jJTTOPEi va aTTol3ouv 
jJolpaiEe;, KOI IOlaiTEpa OE flAIKIWIJtvoue; ao8EVEie;, jJTTOPEi va EjJcpavlo80uv (13,1" l\~jJjJa 4.4), 
NauTla, EjJjJEroe;, Oloppola, J,JETEWpIOJ,JOe;, ouoKolAIOTflra, OUOTTElj./ia, £TTlyaoTplKo oAyoe;, 
IJEAalva, alJ,JOTEJ,Jwll, EAKwOIle; OTOIJOTiTloa, TTapo~uvoll KoAiTloae; Kal voooe; lOU Crohn (13,1" 
l\~jJJ,Ja 4.4 - EIOIKEX; TTpOCPU},(]~Ef(; Ka! TTP0£.JOOTTOII']OW; KarG Tf] xpf]Of]) txouv avacpEp8Ei J,J£TO 
aTTo XOP~YIlOll, I\lyOTEPO OUXVO, EXEI TTapOTIlPIl8Ei yacnpiTioa. 

OiOlljJa , UTT£PTOOfl • Kal KapolaK~ avmopK£la , EXOUV avacpEp8Ei OE OXtoll IJE TIlv 8Epamia J,JE 
Ml:ACD. 

nOIJCPoAuywoEIe; aVTlOpOOEIe; oUjJmplAaIJl3aVOIJEVWV lOU LUVOPOIJOU Stevens-Johnson KOI 
lO~IK~ £TTIOEPjJIK~ vEKpoAuOIl (TToM oTTovla). 

H AKEjJETOOivfl £TTEIO~ jJEral3oAi~£TOI OE IvooJ,JE8oKivIl J,JTTOPEi va TTPOKOAtoEI, OTTWe; Kal ra oMa 
aVTlcpAEYjJOVWOfl jJll OlEpOEIO~ cpopjJaKa, olOTapaxte; Tfle; VEcpPIK~e;, IlTTOTIK~e; Kat KapOlaK~e; 
AEIToupyiae; OTTwe; Kal alJ,JOToAoYIKte; oIOTapaxte;. 

nEQIOTaO/aKG: 

NauTia, tJ,JETOe;, aOla8wia, yaoTpEvn:plKo oAyoe;, Oloppola, avopE~ia, Aav8ovouoa aTTwAEla 

aijJalOe; aTTo TO yaoTpEvTEPIKO (jJTTOPEi va TTpoKaAtoEI aVOIjJia OE EIOIKEe; mpITTTWOEIe;), 

yacnpEvTEplKO tAKIl (jJEpIKte; cpopte; oUVOOWOIJEVa aTTo OIjJoppayia Kal OIOTPllOIl), KEcpaAaAyia, 

(0,1,11, uTTvIlAia, iA,yyoe;, KOTTWOll, EJ,Jl3ote; TWV WTWV. 

01 ao8EVEie; TTPETTEI aJ,Jtowe; va oUJ,Jl3ouAwToOv lOV YIOTPO TOUe; OE TTEpiTTTWOll ool3apwv 

yaoTpEvTEPIKWV olOTapaxwv, EIOIKO TTOVOU OTflv dvw KOIAia Kal jJaupwv KEVWOEWV. 


I:TTaviw<; : 

'AYXoe;, avaoTdTwoll, lj./UXWOfl, TTapOlo8~OEIe;, KOTd8AlljJrj. EUEPE810TOTrjra, IJUYK~ OTovia, 
TT£PICPEPIK~ vEupomJ8Ela, VECPPIK~ I3MI3Il, oiorjjJa, UTTEpraOrj. uTTEpKaAlalIJia, aVTlopdoEIe; 
umpEUOI08rjoiae; JJE Epu8rjIJa, E~ov8lljJa, KVrjOjJOe; KOI Kvioworj, TpIXOmWOrj, avacpuAaKTlKEe; 
aVTlopOOEIe;, AEUKoTTEvia, aU~rjjJtva IlTTaTIKO Ev~ujJa, aU~lljJ£vrj oupia TOU aiIJOTOe; 

I:E /1f.!.!.OVWll.tvE( TTEPITTTliJO£.J( : 

AIJ,JOAUTlK~ ~ aTTAaoTIK~ avalJ,Jia, 8POIJl3oKunapoTTEvia, aKKoKloKunapOljJia, TTaYKunapoTTEvia, 
ool3apEe; OEpfJOTIKte; aVTlopdoEIe;, aAAEpYIKEe; aVTlopOOEIe; IJE oiOlllJa rou TTpomiJTTOU ~ TWV 
!3AEcpopwv, CPWTOTO~IK~ OEPIJOTiT10a, OTOIJOTfTIOa, acp8woll OTOJ,JOTIKO tAKIl, KaOOOe;, 
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nOYKpWTinoo, KOAiTIOO, t"jnOTlK~ ~M~Il, TO~IKr'j IlnoTiTloo, o~Eio VEtpPIK~ OVmOpKElO, OU~1l01l 
TIl<; KPEOTIVivt"j<;, OIIJOTOUpiO, Monvolo, UnEPYAUKOIIJiO, KUKAOtp0PIKr'j OVEnOpKEIO, YAUKOSOupfo, 
OHj80VXIK£<; OIOTOPOX£<;, EYKEtpOAIKOU<; onOOIJOu<;, E~o08£VIl01l Tt"j<; OKO~<;, KEpmfTloo, 
E~o08EV1l01l TIl<; opoot"j<; IJE OITIAwnio KOI TITEpiY'OIJO, r'j 0 008EVr'j<; ~A£ml XPWIJOTIOTt<; KIlAfoE<;, 
npO~MIJOTO EVOUPIlOIl<;, KOATIlKr'j OIIJoppoyio 'EvTOVIl OMEPVio OE OTOIJO EUOi081lTO OTIl 
XPWOTIKr'j TO pTpoSivt"j. 

L'l£C)OIJtvo ono KAIVIK£<; OOKIIJt<; KOI ETiiOIlIJIOAOYIK£<; IJEAETE<;, OEfxvouv 011 11 XPr'j01l KanOIWV 
Ml:AC/) (IOIOiTEPO OE UllJl'lAE<; 060EI<; KOI OE IJOKPOXPOVIE<; 8EpamiE<;), IJnopEf va ouoxnfSETOI IJE 
OUst"jIJtvo Kivouvo Via EIJtpaVIOt"j 8pOIJ~WTIKWV apTIlPloKwv OUIJ~aVTWV (nx tIJtpPOYIJO TOU 
IJUOKopoiou r'j EVKEtpaAIKO EmlOOOlo - ~AEm nopaypotpo 4.4). 
01 008EVEi<; np£nEI va OUIJ~OUAEUTOUV TO YIOTPO TOU<; EclV nopOTt"jpr'jOOUv OUIJTITWIJOTO 
OIOTOPOXWV TOU ollJonOlllTiKOU OUTr'jIJOTO<; (nupno<;, KUVclVXt"j, ETiitpovElaKE<; OTOIJOTIK£<; 
~M~E<;, OUIJnH.lJIJaw ypinr'}<;, oo~apr'j Konwor'), PlvIKr'jKal OEPIJOTIKr'jOlf,lOppoyia). 

4.9 Ym:pooooAoyic 

LU/.lTmlJ/Jara: 
"OIJ~clVOVTO<; un' 04JIV TO IJIlXOVIOIJO opaor'}<; TOU tpapf,laKOU, r'} umpooooAoyla r'j t"j 
Aov800f,ltvr'} Xpr'jOr'} f,lnopEi va npoKOAEOOUV OUIJTITWf,lOTa onw<; vourlo, tIJf,lno, ETIlyOOTplKO 
clAY0<;, Ecpfopwor'}, OIOTapoxt<; TOU KEvrplKOU VEUPIKOU OUOTr'jIJOTO<;, unEpTOOIl, oiot"jf,lO OTOU<; 
oorpoyaAOU<;, OAlvoupla, allJOToupia, avanVEUOTlKr'j KOTaOTOAr'j, onOOIJOu<; KOI KWf,la. 
Em:iyouaa eEpam:ia: 
Edv nopOTr'}pr'}80uv aUIJTITWf,lOTa umpooooAoVlo<;, OUVIOTaTOI OUf,lTITWf,lOTIKr'j 8EpanEio t"j 
onola mpIAOIJ~avEI: nMor'} OTOf,laXOU, £VOPsll OIOUPr'}Or'}<; IJE napaMr'}Ar'} tppovTioa Via TIlV 
OIOTr'jPr'}Or'} Tr'}<; loopponfa<; TWV uypwv KOI 8Epomfo Tt"j<; KOTonAt"j~lo<; onou onOiTEiTOI. 
Avrfooro: 
KavEvo EIOIKO oVTioOTO OEV EivOi YVWOTO. 

5. <J>APMAKOAOriKEr IlllOTHTEr 

<J>apJ.lcKo9£pClTEUTIKrl KCT'lyopic: Mr'} OTEPOEIOr'j OVTltpAEYf,lOVWOt"j KOI OVTIPEUf,lOTIKcl , 
KWOIKO<; ATe: M01AB11 

5.1. <J>CPJ,lCKOOUVCJ.lIK£C; IOIOT'1UC; 
H acemetacin EivOi Eva napaywvo TOU IVOOAO~EIKOU O~EO<;. H tpOPIJOKOAOYIKr'j opaot"j Tr'}<; 
otpEiAETOI EV IJEPEI OTt"jV opaar'} Tr'}<; IVOOIJE8oKivr'}<;, EVO<; IJETO~OAIKOU nopaywyou TIl<; 
acemetacin. 
H acemetacin ElvOi f,lia aVTlcpAEYf,lOVWOr'}<;, ovaAYr'}TlKr'j KOI aVTITIUpETIKr'j ouolo, KOI onw<; aMo 

OVTlCPAEVf,lOVW0r'}, avooTEMEI Tt"jV ouvcl8poiOll TWV OIf,lOnETOAiwv. 

H aVTltpAEYf,lOVWOr'}<; opaot"j TIl<; acemetacin EXE1 anooElx8Ei OE mlpaf,lOTO~WO OE f,lEyaAO 

apl8f,lo CPAEYIJOVWOWV IJOVTEAWV. H acemetacin opa OE Ol<:ltpopo OTclOlO Tr'}<; CPAEVf,lOVWoou<; 

oloOIKooio<;. AVOKOMtp8r'}KE OTI avaoTtMEI TIlV OUV8EOt"j TWV npooTOYAOVOIVWV KOI Tllv 

OTTEAEU8tpwor'} Tt"j<; 10ToIJivll<;, KOI OTI opa oov OVTOYWVIOTr'j<; TIl<; ~paouKlvlvt"j<; Kal OEPOTOVfvr'}<;. 

ETTior'}<;, avooTEMEI Tt"jV OPcloll TOU oUIJnAIlPWIJOTO<; KOI Tt"jV amAEU8tpwoll H]<; 

UOAOUPOVIMot"j<;. 

MEf,l~pOVIKE<;-oT08EponoIIlTIKt<; IOIOTr'}TE<; Ef,lnooi~ouv Tr'}V omAEU8tpwor'} TWV npWTEOAUTlKWV 

EV~UIJWV IJE onOT£AEOIJO Tllv ovaoTOAr'j Tr'}<; EsIOPWIJOTIKr'j<; KOI nopoywYIKr'j<; CPAEYIJOVWoou<; 

olooIKaoia<;. 


ATTOppOtpr'}Or'} 

METa OTTO Tt"jV ono TOU OTolJaTO<; xOPr'jYr'}OIl, t"j acemetacin onopp0tpclTOI clIJEOO KOI nAr'jpw<;. 
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Ava1TapaYWYIK~ TO~IKOTIlTa 

npoVlJOTOnOI~eIlKOV lJ£Atw; O£ opoupoiou<; KOI KOUV£}..IO Via TOV KOeOplOlJO TIl<; £lJ/3UOTO~IK~C; 
OPOOIl<; TIl<; acemetacin. Mv nopOTIlP~eIlKOV OuolJop<pi£<;. H acemetacin npOKO}..W£ 
lJ£voMT£PIl OIOPK£IO TIl<; KUIlOIlC; KOI nOpOT£TOlJtvo TOKETO. D.£v nopOTIlP~eIlKOV £TII/3AO/3~ 
OnOTEf..£OlJOTO OTllv VOVllJOTIlTO ( /3}... KOI A~lJlJO 4.6). 

6. <l>APMAKEYTIKA rTOIXEIA 

6.1. KaTCIAoyoS £KOOXWV 

6.2. AuuJ.lllaroTIlT£S 

Kallio YVWOT~. 

6.3. luopK£la ~w~S 

6.4. IOlaiT£pES TTpoq)UM~EIS KaTO Til q>uAa~1l TOU TTpOJOVTOS 

6.5. <l>uull KOI UUUTaTlKC TOU TTEPIEKTIl 

7. KATOXOr THr ALlEIAr KYKAO<l>OPIAr 

API0MOr ALlEIAr KYKA04>OPIAr 

9. HMEPOMHNIA npOTHr ALlEIAr KYKI\04>OPIAr rTHN EMALlA 

10. HMEPOMHNIA npOTHr ErKPlrHr I ANANEOrHr THr ALlEIAr 

2. 	 To <l>uMo OOIlVIWV VIO TO XP~OTIl <p0PlJOK£UTtKWV npoIovTWV nou mpl£Xouv OPOOTIKO 
OUOTOTIKO ACEMETACIN Tpononol£iTOI w<; £~~<;: 

4>YMO OLlHrlON XPHrHr: nI\HP04>OPIEr riA TON XPHrTH 

Acemetacin 

LllolloUTE TTPOUEKTIKO oAoKA'1PO TO q>uMo 00'1Ylwv XP~U'1S TTPOTOU apXluETE va 
TToipV£T£ aUTO TO q>OPJ.laKO. 

CPuM~T£ aUTO TO <puMo oorlYH..lJv XP~OIl<;. 'Iow<; XP£IOOT£i va TO 010/300£T£ ~OVO 
Eov £XETE mpolTtpw onopi£<;, PWT~OT£ TO YIOTPO ~ TO <poPlJOKOnOIO 00<;. 
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H OUVTOy~ yla aUTO TO cpopjJaKO xoprlY~8flKE yla oae;. l::.EV TTptTTEI va I5wOETE TO 

cpaP\JaKO OE oMoue; MTTOPEf va lOUe; TTpoKaAtoEI ~M~fl. aKo\Ja KOI OTOV TO 

OUjJTTTwjJQTa lOUe; Eival 1151a jJE TO I5IKa oae; 

Eav KOTTola aVETTl8ujJflTfl EvtpYEla yivETQI oo~ap~. ~ av TTapQTflP~O£TE KaTTola 

aV£TTl8ujJflTfl EvtpY£la TTOU l5£v avacptpnQl OTO TTapov cpuMo o15flYIWV, TTapaKaA£i08£ 

va £vr]jJ£PWOET£ TO YIQTPO ~ cpap\JaKoTTolo oae;. 


To lTop6v rpuMo OOIlYIWV lTEPIEXEI: 
1 TI EivOI TO «ONOMA npOJONTOL» Kal TTOla £ival r] XP~Ofl TOU 
2 TI TTptml va YVWpis£T£ TTPOTOO TTap£T£ TO «ONOMA npOJONTOL}) 
3 nwe; va TTapET£ TO «ONOMA npOIONTOl:» 
4 nl8avte; aV£TTl8ujJflTEe; £vtpY£l£e; 
5 nwe; va CPUMOO£TOI TO «ONOMA npOJONTOL» 
6. J\OITTEe; TTA'lPOcpopi£e; 

1. TI EINAI TO «ONOMA npoi'oNTOl:» KAI nOlA EINAI H XPHl:H TOY 

H acemetacin, fl I5paoTIK~ ouoia lOU «ONOMA npOIONTOl:» £ivOl TTapaywyo lOU Ivl5oAlou. 
Kal £ival jJla ouoia jJ£ aVTlcpAEVjJOvwl5r], avaAVr]TIK~ KQI aVTlTTUpnIK~ I5poOfl. H acemetacin 
aV~K£1 onlY ojJal5a TWV jJr] £KAEKTIKWV jJr] OT£PO£IOWV aVTlcpAEVjJOvwl5wv cpapjJaKwv. 
Evo£iKVUTOI Via cpA£YjJovwl5£le; ap8piTlo£e;, opoapvllTIKte; oTTovouAap8poTTa8me;, o~£la OUPIK~ 
KQlljJ£UOOOUPIK~ ap8piTloa, £KcpuAIOTIKEe; ap8poTTo8me;, mwouva jJuooK£AETIKd oOvopojJa. 

2. TI nPEnEI NA rNOPIZETE nPIN NA nAPETE TO «ONOMA npo"ioNTOl:» 

MIlV lTC1PETE TO «ONOMA npo"ioNTOl:» 

l::.£v OUViOTQTQI Il XOP~yr]or] lOU «ONOMA npo"iONTOl:» OTIe; aKoAou8£e; TT£PITTTWOEIe;: 


• 	 Edv EX£T£ uTT£pEUaI08r]oia OTr] OpaOTlK~ ouoia acemetacin ~ OTflv IvoojJE8aKivIl KOI OTllv 
aOTTlpivr] . 

• 	 Edv TTOOX£T£ aTTO £v£pyo TTETTTIKO EAKOe; ~ EX£T£ 10TOPIKO TT£TTTIKOO EAKOUe;. oM£e; 
opyavlKEe; TTa8~0£1e; TOU yaoTp£vTEPIKOU ~ 10lOPIKO UTTOTPOTTIasouowv aqJoppaVlwv. 

• 	 Eov Exn£ 10lOPIKO yaoTpEvT£pIK~e; aljJoppayiae; ~ OIOTpr]Or]e;, TTOU oXniSOVTOI jJE 
TTpOrW00I-l£vr] 8£pamia jJ£ jJ~ OT£pO£IO~ aVTlcpA£VjJovwor] cpopjJaKa (Ml:A<P). 

• 	 Eov TTOOX£T£ OTTO ooj3op~ KapoloK~ oV£TTdpK£la 
• 	 Edv EX£T£ £KOr]AWO£1 008jJQTIK~ TTpooj3oA~, Kviowor] ~ o~£io plviTIOO jJETO OTTO xp~or] 

aOTTIpiVIle; ~ dMwv Ml:A<P. 
• 	 Edv £IOT£ tYKUOe; ~ 8r]Ms£T£' 
• 	 l:£ TTalolo Kal £cp~j3oue; 
• 	 Edv AOjJj3ov£T£ TOUTOXPOVO dMo jJr] OT£pO£IO~ aVTlcpA£VjJovwor] cpdPjJOKO ~ oOTTlplvll. 
• 	 Edv tX£T£ KdTTOIO OI\JQToAoYIK~ vooo dVVWOTr]e; olTloAoviae; ~ j30pEia r]TTQTIK~ ~ V£CPPIK~ 

aV£TTopK£la. 
• 	 L£ o08£vEie; jJ£ PIVIKOUe; TToMTTOO£e; TTOU OUOXETiSOVTQI jJ£ OVV£IOVEUPWTIKO oiOfll-lo. 

npOo"E~TE IOIOiTEPO !.IE TO «ONOMA npo"ioNTOl:» 

KOPOIOYYEIOKE<; Kat 0YYEIOKE<; EYKErpoAIKt<; ElTItiPOO"EI<; 
<PdPfJOKO OTTWe; TO «ONOMA npoIONTOL» I-lTTop£i vo OUOXETiSOVTOI jJ£ jJIKP~ OU~llofl TOU 

Kivouvou VIO KopOlaK~ TTpooj3oA~ (<<tl-lcppaVl-la TOU jJuoKapoiou») ~ £VKECPOAIKO mEloOOlo. 0 

Kivouvoe; £ivOi l-l£yaMmpoe; O£ U4Jr]Ate; MO£Ie; KOI O£ TTapOT£TOl-ltVr] 8£paTT£ia. Mv TTptTT£1 va 

umpj3aiv£T£ Tfl OUVIOTWI-l£Vr] MOr] ~ Til OlopK£la Tr]e; 8£pomiae;. 

Eov EX£T£ KapolaKo TTpoj3A~I-lQTa. TTporWOUI-l£vo £VK£cpaAIKo £mlooolo, ~ 8£wp£iT£ OTI 

£VO£XOjJEVWe; jJTTop£i va j3piOK£OT£ O£ Kivouvo Via Tr]V £Ko~Awor] TETOIWV KOTooTao£wv (TT.X. 

£ov EXET£ u4Jr]M apTIlPlaK~ TTiwr] , olaj3~Tr] ~ u4Jr]M mimoa XOAr]oTEpoAIle; ~ EioT£ KaTTvIOT~e;). 

TTPETT£I va OUSr]T~O£T£ Y'o Tfl 8£poTT£ia oae; jJ£ TO VIQTPO ~ TO cpaPI-lOKOTTOIO oae;. 
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HA IKIWI1£VOl 

01 IlAIKIWjJtVOI TTapOuOIO~OUV OU~lljJtVIl OUxvOTllra aVETTl801JIlTWV EVEPY£IlDV IJE MIAct:>, 
10lalTtpW<; yaarpEvTEplK~ QllJoppayio KQI OIOTPrJOIl, TTOU IJTTOPEi va aTTO~OOv jJolpofE<; 

01 aVETTl80IJrJTE<; EvtpY£l£<; jJTTOpOOV va EAaXIOTOTTOlrJ80uv orav XPIlOljJOTTOIEiTQI KaTWraTIl 
aTTOTEA£ajJaTIK~ 00011 Yla Tllv TTAtOV jJIKP~ OlopKEla 8EPOTTEio<; TTOU OTTalTEiTQI ylO TOV £AEYXO 
TWV OUjJTTTWjJOTWV. 

AI'J'Pfl oMwv <P0PjJOKWV 
napaKaAEf08E va EVrjjJEPWOETE TOV YlaTPO ~ TOV <pOPjJOKOTTOIO 00<; EOV TToipVETE ~ £X£TE TTOPEI 
TTp60<para oMa <popjJaKa, aKOjJa KQI OUTel TTOU OEV 00<; tXOUV XOprJYrJ8Ei jJ£ ouvray~ 

10IafTEp080TTpt:rTEl-Va£VIj jJEPWOUUO_YJaTPo_om; orav TToiPV£TE: 
nlyo~ivll 
Ai810 

AVTlTTllKTIKel (~op<papivrJ) 


KOPTIKOOTEpOEIO~ ~ elMo ovmpAEYjJovwOIl 

AKETuAooaAIKuAIKO o~O 


npo~£v£aioll 


AVTI~IOTIKO TTEvIKIAivll<; 

nlouPIlTIKel KQI aVTlUTT£praOiKo 

KelAIO-oUVTrJPIKO OIOUPIlTIKel 

ct:>oPlJaKa Yla TO KNI ~ TO aAKooA 

AVTl8pojJ~WTIKO 


AVTlQljJoTTEraAlaKel KQI EKf.£KTIKOlJ(; avaoTOAEf<; TIl<; £TTavaTTpOOAIl4J"<; oEpoTOvivll<;: 
AU~lljJtvo<; Kivouvo<; yaarp£vT£pIK~<; atjJoppayia<;. 

LOUACPOVUAOUpiE<;, uoavToIvE<; ~ oouAcpovajJiola 

KUllal1 KOI 9flAOajJoS 
ZIlT~ar£ Til oUjJ~ouA~ TOU Ylarpou ~ TOU cpapjJaKoTToloU oa<; TTPOTOU TTOP£T£ OTTOIOO~TTOT£ 


cpapjJaKo. 


KUllafl 
To «ONOMA npOIONTOb aVTEVO£IKVUETat Karo Tllv KUIlOIl. 

roAouXio: 
H aVTtvoEI~rJ 10XO£1 ETTiorJ<; Kara Til yaAouXia, Ka8w<; jJlKpt<; TTOOOTIlI£<; TIl<; £V£Py~<; ouoia<; 

jJTTOPEi va 0ltA80uv OTO jJllTPIKO yaAa. 


OO~Yflafl KOI XElplajJos jJflXOVWV 
AKOjJll Kat orav AajJ~oVETat oWOTd, TO «ONOMA npOIONTOI» jJTTop£i va ETTrJP£ao£1 Tllv 
raxuTrJTa aVTiopaoll<; O£ T£TOla tKraorJ WOTE va 0laTapax8£i rJ IKavoTllra oO~Ylloll<; KOI 0 
X£IPIOjJO<; jJrJxavrJjJaTwv. AUIO oUjJ~aiv£1 OUXVOTEPO OTllv oPX~ TIl<; 8Epamio<;, orav 11 06011 
ou~dvETat ~ orav 0 a08Ev~<; oMa~£1 8EPOTT£io Kal O£ ouvouoojJo jJ£ OAKOOA. 

3. nor NA nAPETE TO «ONOMA npoi"oNTOI:» 

nOVTOTE va TTaipvET£ TO «ONOMA npOIONTOi.:» ouoTllpa oUjJ<pwvo I-lE TI<; oOllyiE<; TOU 
Ylarpou 00<;. Eov tX£T£ 0I-lCPI130AiE<;, PWT~OTE TOV Ylarpo ~ TOV <P0PjJOKOTTOIO oa<;. 

01 OUVIOTWjJ£VE<; 000£1<; TTOU ovocptPOVTaI TTapaKoTw, o<popouv OE EV~AIKE<; KOI TTptTTEI va 
TTpOOOPI-lO~OVTaI OVelAoya I-lE lllv CPUOIl KOI lllv oO~opoTllra TIl<; a08tv£lo<;. 

KO'POKIO, aKAflpo : 1 K04JOK10 OKAIlPO 1-3 cpopt<; Tllv IljJtpo 

K04JOKIO EAEYXOjJEVflS orrootajJEual1S, aKAflpo: 1 K04JOKIO £A£YXOjJ£VIl<; oTTootOjJEUOIl<; 1­
2 cpopt<; lllv rJjJtpo 
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TpOTTO( KaJ 6/1JpKf.fO xopr']yaof}( 
• 	 To KOlJ,H1KI0 TIptTIE! VO KOTOTIivOVTOI oAOKArlPo IJE ETIOPK~ TIOOOH1TO vypwv, KOla Tf1 

OlapKEro TWV YEUlJaTWV. 

Or aVETIl8ulJflTE<; Evtpym<; IJTIOpOUV va EAOXIOTOTIOlfl8ouv XPflaIIJOTIOIWVTO<; TflV KOTWTOTfl 
OTIOTEAWIJOTIK~ ooafl Yla TflV TIAtov IJIKP~ OlopKEla 8EpaTIEio<; TIOV OTIalTEiTOI YIO TOV tAEyxo 
TWvaVIJTTTWIJOTWV. 

HAIKlwutvOi oofJEVEi( 
E~OITio<; TWV TIl80vwv OVETIl8UIJflTWV EVEPYEH.iJv TO "ONOMA npOIONTOl:" TIptTIEI va 

XOP'lYEiTOI IJOVO VTTO OTEV~ !OTPIK~ TIopaKoAou8flOfl aE r"JAIKIWlJtvOV<; oa8EVEi<;. 


naJol6~aJ tcpo{3oJ: 

To "ONOMA npOiONTOl:" OE ovvlaToTOI OE TIOIOIO KOI E<P~!30V<; Ka8w<; OEV VTIaPXEI ElJmlpio 

aE aVT~v lflv flAIKIOK~ KOTflyopio. 


E6v lT6PETE JJEyaAlmpIll>oC11l «ONOMA npo'ioNTOr» alTO TIlV KavovlKIl 

Eov TTOP£TE IJEyoAUTEPfl MOfl «ONOMA npOrONTOl:)} EVfllJEpwaTE TOV YIOTPO ao<; ~ 

TIflyofv£TE OTO TTAflaltarEpo VOOOKOIJEio. 

To aVIJTTTWIJOTO TIOV IJTIopEi va EIJ<pavia£TE E[VOI vouTio, tIJETO<;, ETIlYOOTPIKO oAyo<;, E<plopWOfl, 

O!OTOpOXt<; TOU KEVTPIKOU VWPIKOU OUOT~IJOTO<;, UTItpTOafl, olorwo TOU oaTpoyoAou, 

oAIYoup[o, OIIJOTOUpio, oVOTIVWaTlK~ KOToaToA~, oTIaolJou<; KOI KWIJO. 


Eav TIOPOTflPfl80uv OUIJTITWIJOTO umpooaoAoy[o<;, OUVIOTOTOI OUIJTTTWIJOTIK~ 8EPOTIEio fl 

OTIoio mpIAolJ!3ovEI: TIAUOfl OTOIJOXou, tvoP~fl OloUPflafl<; IJE TTopdAAflAfl <ppovTioo Ylo Tflv 

OlaT~PflOfl Tfl<; 10oppoTTio<; TWV uypwv KOI 8Epomio Tfl<; KOTOTTAfl~io<; OTIOU OTIOlT£iTOI. 


TflA. KtVTPOU fiflAflTflPH)OEWV: 210-77 93 777 

E6v ~EX6C1ETE va m'ipETE TO «ONOMA npo"iONTOb 

M'lv TIapETE oITTA~ Mafl Ylo va OVOTIAflPWOETE HI MOfl TTOU ~ExoaOTE. 

Edv tXETE mplaaoTEpE<; EpwT~aEI<; aXETIKO IJE Tfl xp~afl OUTOU TOU TIpOrOVTO<; PWT~OTE TO 
YIOTPO ~ TOV <pOPIJOKOTTOIO ao<; . 

4. nl0ANEr ANEnl0YMHTEr ENEPrEIEr 

Orrw<; oAo TO <papIJOKO, tTOI KOI TO «ONOMA npOrONTOl:» IJTIop£i va TIpOKoAtaEI 
OVETIl8ulJflTE<; Evtpym<; ov KO! OEV TTOpOUOIO~OVTOI aE oAou<; TOU<; ov8pwTIou<;. 

01 TIl0 OUV~8EI<; OVETIl8ulJflTE<; Evtpym<; £!VOI yoarpEvTEplKt<; arr] <puafl TOU<;: mTTTIKo tAKfl, 
OI(:lTPflail ~ yoaTpEvTEPIK~ orlJoppoyio, TIOU aE oplalJtv£<; mpITTTWoEI<; IJTIop£1 va OTIo!3ouv 
lJolpoi£<;, IClIOfT£PO a£ IlAIKIWlJtvou<; aa8EvEi<;. NOUTio, EIJIJETO<;, Oloppola, 1J£T£WplalJo<;, 
ouaKoiAloTIlTO, ouaTI£lj.Jio, ETIlyoaTplKo oAyo<;, IJtAOIvO, 01 IJOTtlJWIl , EAKWOll<; OTOIJOTiTloo, 
TTap6~uvail KOAfTIOO<; KOI v60o<; TOU Crohn. !\IYOTEPO auxvo, tXEI TIOPOTIlPIl8£i yoaTpiTioo 

OIOilIJO, uTItpToafl, KOI KOpOIOK~ ovmdpK£lo, txouv ovo<pEp8Ei a£ axtall IJE Tflv 8Epomio IJE 
Ml:A$. 

nOIJ<POAUYWOEI<; oVTlOpOaEI<; aUlJmplAolJ!3avolJtvwv TOU l:uvOPOIJOU Stevens-Johnson KOI 

TO~IK~ mIO£PIJIK~ vEKp6Auail (TIoAU aTTovla). 


To "ONOMA npOIONTOl:" IJTIop£i vo TIPOKOAtaEI, OTIw<; KOI TO oAAa OVTI<PAEYIJOVWOfl lJil 

OTEpOEIO~ <poPlJaKO, OIOTOPOXE<; Tfl<; VE<PPIK~<;, IlTIOTIK~<; KOI KOpOIOK~<; Amoupyia<; OTIw<; KOI 

OIIJOTOAoYIKt<; OIOTOpOXt<;. 
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nEQlOraOIGKCt 

NaUTia. tlJETOe;, aOla8wia, yaoTpEvTEPIKO dAyoe;, oldpPola, avopE~ia, Aav8dvouoa am.i.JA£la 

ailJaTOe; aTTo TO yaoTp£vTEPIKO (lJTTOPEi va TTpoKaAtoEI avallJia O£ EIOIKte; TTEPITTTWOEIe;), 

yaoTpEvTEPIKd tAKfl (IJEpIKte; r.popte; oUVOOWoIJEVa aTTo OIIJoppayia KOI OldTPflOfl). KEr.paAaAyia, 

t':dAr}, uTTvflAia. iAlyyoe;. KOTTwofl, EIJ~ote; TWV WTWV.OI a08£VEie; TTptTTEI aIJtowe; va 

OUIJ~OUAWTOUV TOV YIOTPO TOUe; OE TTEpiTTTWOfl oo~apwv yaoTpEvTEPIKWV OIOTapaxwv. EIOIKd 

TTOVOUe; OTflv dvw KOIAia KOI IJaUpEe; KEVWO£Ie;. 


LTTGviw~ : 

AYXoe;, avaoTdTwofl, ljJUxwOfl. TTapOl08~OEIe;. KOTd8AlljJfl. (uEp£810l0TflTO, IJulKfl OTovia. 

TTEPI<PEPIK~ vwpond8Ela. VEr.pPIK~ j3Adj3fl, oiOfllJa. UTTtpTOOfl, um:pKOAlallJia, aVTlOpdOEIe; 

UTTEPWOI081l0iae; IJE Epu81llJa. E~dv8qlJa. KVflOIJoe; Kal KvloWOIl, TPlxoTTTWOIl, avar.puAaKTIKtc; 

aVTlopdoEIe;, AWKoTTEvia, aU~fllJtva flTTOTIKd tvt':ulJa, au~qlJtvll oupia TOU aiIJOTOe;. 


LE /.1E/.IOVW/.IEVE( TTEPITTTfiJOEl( : 

AIIJO'\UTIK~ ~ aTT'\aOTlK~ avallJia, 8POIJj3oKuTToTTEvia, aKKoKloKunapOllJia, TTaYKuTTopoTTEvia, 
ooj3apte; OEPlJaTIKte; aVTlopdoEIC;, OAA£pYIKte; aVTlOpdOEIe; IJE oiOllIJO TOU TTPOOWTTOU ~ TWV 
j3M<papwv, r.pWTOTO~IK~ OEPIJOTiTlt5a, oTOlJariTloo, ar.p8wofl OTOIJOTlKd tAKIl, KauOOe;, 
TTOYKpwTinoa, KoAITIOO, IlTTaTlK~ I3Adl3fl, TO~IK~ flTTarinoa, o~Eio VEr.pPIK~ oVETTdpwo, aU~1l0fl 
Tile; KpWTlviVIle;. OIIJOTOUpio, OUOTTVOla, UTTEPY AUKallJia, KUKAor.pOP1K~ OVETTaPWa, yAUKOt':oupio, 
OTfl8aYXIKte; Oiaropaxte;, EYKEr.poAIKOUe; OTTaOIJOue;, E~a08tvllofl Tfle; OKO~e;, KEpariTIOO. 
E~oo8tvflOfl Tfle; OpaOfle; IJE OITTAWTTio KOI TTTEpiYIOIJO, ~ a 008EV~e; j3AtTTEI XPWIJOTIOTte; KIlAiOEe;, 
TTpo~Ar;IJOTa EVOUPflOfle;, KoATTlK~ allJoppayia. 'EVTOVfl aAAEpyia OE dTOlJa woi08flTO OTfl 
XPWOTIK~ TOPTPOt':ivfl· 

CPdp~OKa OTTWe; TO «ONOMA npOIONTO!:» IJTTop£i vo OXETit':OVTOI IJE IJIKP~ aU~flofl TOU 
KIVOUVOU Yla KOPOIOK~ TTpool3oA~ (tlJr.ppaYlJa TOU IJUOKopoiou) ~ EYKEr.poAIKO ETTEI060lo. 

01 a08EvEie; nptnEI vo OUIJj30uAWTOUV TO Ylarpo TOUe; £dv TTOpOTflP~OOUV OUlJnTWIJOTa 
OIOTapaxwv TOU OiIJOTOe; (TTUpETOe;, KuvdYXfl. ETTIr.paVElaKte; OlOIJOTIKtC; I3MI3Ee;, OUIJTTTWIJOTa 
ypiTT'le;, ooj3ap~ KOTTWOfl. PIVIK~ KOI OEPlJarIK~ OIlJoppayio). 

Edv KdTTOIO aVETTI8uIJIlTrl EvtpYEla yiVETOI ool3ap~, ~ ov TTapOTIlP~O(TE KdTTOla aVETTl8uIJflTIl 
EvtpYEla nou OEV ovar.ptp£Tol 010 TTOPOV r.puAAo OOflYIWV, nopoKoAEi08E Vo EVIlIJEPWO(TE TO 
YIOTPO ~ r.paplJaKOnOIO oae;. 

5. nor NA <J>YJ\AI:I:ETAI TO «ONOMA rlPO/ONTOb 

Na CPUMOOETOI OE IJtPIl nou OEV TO r.p8dvouv KOI OEV TO I3AEnouv TO TTOiOla. 

No ~Il XPIlOlIJOnOIEITE TO «ONOMA npOIONTOL» IJETO TflV fllJ£pOlJllvia A~~Ile; nou avar.ptp£Tol 
OTO KOUTi 
IJETa TIlV J\H'=:H. H IlIJ£POlJllvio A~~IlC; £ival 11 T£AwTOio IllJtpa TOU IJ~VO TTOU avor.ptp£TOL 

To cpdPlJaKO OEV TTptnEI vo onoppinTovTOI OTO VEPO Tile; onoXETEuOIl<; ~ OTO oKounlolO. 
PWTElOT£ TO r.pOPlJaKOTTOIO 00<; TTWC; va TT£TO~ETE TO r.pdplJaKa nou OEV xpEla~OVTOI TTlO. AUTO TO 
IJtTpa 8a 1301l8~oouv OTllv npooTOoio TOU TTEpll3dAAoVTOe;. 

6. J\OInEr nJ\HPO<J>OPIEI: 

TI TTEPIEXEI TO «ONOMA npo'iONTOI:» 

HOpOOTlK~ ouoio £iVOI 11 acemetacin. 

To oAAa OUOTOTIKO E[VOI: 


EIJq>CtV1al'J TOU «ONOMA npo"ioNTorn KOI TTEPIf:XOIJEVO TI'JC; auaKEuoaiac; 
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KaTOXoC; aoEiac; KuKAo!popiac; KOI napaywyoc; 

Ilapaywyoc:; 

3, 01 OIKOIOUXOI KOI oVTIlTp6awnOI unoXPWuvTOI YIO HjV E<pOpjJOY~ TIl<; avwTtpw EYKUKAiou 

4, Karomv rwv ovwrtpw nouEI vo IO'XUEI 11 un' opiSp. 408/24-5-1985 EYKUKAIOC; TOU EO<l>. 

KOlvonoinO'I]: 
1, Er.: 	 MEDA PHARMACEUTICALS S,A GREECE o npOEbPOr EO<l> 


EYPYTANIA~ 3 

15231 XAI\ANflPI AnIKH~ 


InANNHr TOYNTAr 

AnootKTES VIa EvtPVEIO : 	 ;i;, .-.; : ;"I;,' 

'''-" c) r'·H~Cir:'1::~.~'I' ,''':'~I\''L~(::);S 

rEE0A1L1yr 	 i'" "\ {'ENiit.Hit rr ...·Hi
" ','i[\,'\;£1, 


1\, MWOYEiwv 136 r .. v.' '\ 


155 61 A8~vo ' .'. ,.'; ~ :~\~: I
i 

2. 	 Yn, Epyooia<; Anaox6AIlall<; & Ko,vwv1~'~~@O~cir:~'?'~q"~~~~?>,-~
rEVIK~ rpOfJfJOTEio KO'VWV'KWV Ao<pOAiOf:~ :;;~!!~»-/~ . 
L1/vall Ao<poA,all<; Ao8tvEIO<; & MIlTp6TIlTO<; '~~~~ 
~TOoiou 29, 101 1 0 A8~va 
(fJE TIlv nopoKArlOIl EVlljJtpwOll<; TWV Ao<poA,aT'Kwv 
TOjJEiwv nou naptxouv YYEIOVOfJIK~ IlEpi8aAlfJIl) 

3. 	 llavEM~vlo larp'Ko ~DMoyo 
IlAoUTOPXOU 3, 106 75 A8~vo 
(fJE TIlv nopoKAllall EVlljJEpwall TWV 
TOTflKWV larplt<;wv ~uMoywv TIl<; xwpa<;). 

4, 	 llavEAA~vlo CPOPfJOKEUTIKO ~uMoyo 
IlEIPOIW<; 134 & Ayo81lfJEpoU 
118 54 A8~vo 
(fJE Tllv nopoKAIlOIl EvrWEpwoll<; TWV 

TOTflKWV <P0PjJOKEUTlKWV ~uM6ywv TIl<; xwpa<;) 


5, 	 llovEM~vlo 'Evwall CPopjJoKonolwv 
NoallAwTlKWV IOPUjJOTWV 
MlxoAoKonouAou 99, 115 27 A8~va 

6. 	 IKA-<POPfJ/K~ YnllPwio 
Ay,Kwv/vou 8, 102 41 A8~vo 

7, 	 OrA KMoo<; <POPfJOKEUT'K~<; IlEpi8oAlfJll<; 
narllaiwv 30, 106 77 A8~vo 

8 	 OiKO<; NOUTOU IlEIPOlW<; 
K,lloAOIoMyou 15 
185 35 IlEIPOlcl<; 

9 	 OiKO<; NOUTOU A8~vo<; 

/ 
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rAOUCHwVOe; 2 & nOTrjOiwv 
106 77 A8~vo 

10. 	 KEVTPO 6'lArp'lploo£Wv 
NOOOKOIJ£io noiowv "n.& A. KUPIOKOO" 

I 11527 rouol 

~. 2:$EE 
1\. Boo. r£wpylou 50 & M. Aoroe; 
152 33 XoAclvopl, A8~vo 

12 	 nov£AA~vlo "EvWOIl $OPIJOKo[310IJ'lXOvI0e; 
I\OIJIVO 7, 11524 AIJmAOKflnOI, A8~vo 

13, 	 2:0Moyo AVT/nwv $OPIJOK£UTIKWV Elowv & EIOIKOT~TWV 
006e; TOTOlou 
180 XAIJ. E8vIK~e; 0000 A8'lvwv-AoIJloe; 
146 10 N. EPY0PAIA 

14. 	 6£AT10 AyopovoIJioe; 
nOV£TTIOT'lIJiou 42, 106 79 A8~vo 

15, TEBE - $OPIJOK£UTIKte; YnIlP£oi£l; 
Ay. KWVOTOVTIVOU 5 
10351 A0HNA 

16. 	 M'l IJtAfl LuMoywv 
(onwe; 0 nivOKOe;) 

EHlTEPIKH bIANOMH: 
1. Nvo'l $Op/KWV M£Anwv & "Ep£uvoe; 
2 llIvOIl NKWV YTT'lPWIWV EAtyxou np0'ioVTWv 

TIJ~lJo 'EKoOolle; & Kwo. Anocpoo£wv 
3. rpoIJlJOT£io ETTIOTfllJOVIKOO LUlJ[30UAiou EYKpio£wv 
4. rpOlJlJOT£io 6WT£p0[308lJ10U ETTlOT'llJOVIKOO LUIJ[3ouAiou 
M2:f6·2010 
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