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MPOXKAHXIH EKAHAQXHYE ENAIA®EPONTOX
(7w vrofoin mpodTAGNS Yo cOVaYN cOpuPacrg avadeong £pyov)

O Ewwég Aoyoprocpés Kovovriov ‘Epevvag tov EBvikov ko Koamodiotpiakon
[avemompiov ABnvav oto mAaiclo viomoinong tov épyov pe K.E. 11757 won titho «Mia
HEAETN Pdong 3 Yo TNV EKTIUNGT TNG ATOTEAEGUATIKOTTOS KOl TG ACPAAELNS TOV GYNUATMV
évapéng kot cuvtnpnong pe brodalumab évavtt ewovikod @apudikov kot ustekinumab ce
acOeveic ue pétplo émg coPfopn Yopiaon Katd TAAKACH KOl , TO 0010 YPNUATOS0TEITAL ATTd
dpopovg popeig, kot tov omoiov Emotnuovikn YmevBuvn €xel opiotel n ko Xpiotiva
Avtaviov, Aappdvovtag vaoyn:

1.

2.

Tic dwatdéelg Tov dpbpov 103 Tov Xvvrdyupartog tng EAALGSOG.

Tic drataéerg tov apbpov 24 tov v. 4386/2016 «Pvbuicelg yio tnv £€pguvo. Kot AAAEg
OTAEELD.

Tig datdéelg tov apbpov 64 tov v. 4485/2017. «Opydvoon kol Agrtovpyio. g
avaTatng ekmaidevong, pubuicelg ylo TNy £pevva Kot AAAES S10TAEEIDY.

Tov Odnyd Xpnuatoddtnong kot Ataygipiong tov Ewdikod Aoyapracuod Kovoviiov

"Epgvvag tov Ebvikov kot Kamodiotprokov [Haveriompiov AOnvav, 6nmg 1oydel.

Tnv a6 18/01/2019 amdépacn tov appodiov opyavov tov EAKE mepi éykpiong tov
nmpovdToAloylopov tov £pyov pe KL.E. 11757 won titho «Mia perétn ¢dong 3 yo v
EKTIUNON TNG OMOTEAEGUOTIKOTNTOG KOl TNG OCQUAEWNG TOV CYNUAT®OV EvapéEng Kot
ocvvtipnong pe brodalumab évavit ewovikod @appdkov kot ustekinumab og
aoBeveic e pétpla émg cofapn yopiaon Katd TAGKOCH, COUE®VE HE TNV OToia,
TPOKVTTEL OTL VITAPYOLV Ol UTULTOVIEVEG TIOTMGELS Y10 TNV KAALYN TG damdvng yia,
™ obvoyn 1oV ev Aoym cuppdcenv (AAA: 7X3046YZ2N-¥YBB).

Tnv amd 18/07/2019 amdpacn avéinymg vroypémong tov IIpoidpov g Emttpomnig
Epsovov kot Awyeipiong tov EAKE, n omoio xoatoywpicOnke oto Mnipdo
Agopevocemv 00 Edwo0d Aoyapracpod Kovovdiov ‘Epevvag Aappdvovtag o/o
10515/2019 (AAA: Q57946WZ2N-OGN).

Tnv amd 17/04/2019 omoépacn tov appodiov opydvov tov EAKE pe tv omnoia
opiomke 1 Emtponn A&odldynong ywa to €pyo pe K.E. 11757 kou titho «Mio peAétn
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@Aaong 3 yw TNV EKTIUNOCT NG OMOTEAEGUATIKOTNTOG KOl TNG OCQPOAENS TMOV
oynuatov &vapéng Kot cuvtnpnong pe brodalumab évavtt gikovikod @apudov Kot
ustekinumab ce acOeveig pe pétpio €og coPapn yopioon kotd mAdkocy (AAA:
YYXN46WPZ2N-XQ7).

8. Tmv amnd 17/07/2019 amdépacn tov appodiov opydvov tov EAKE ue v omoia
gykpidnke 1o aitnua Sevépyelag TPOCKANGNG EKONAMONG EVOLLPEPOVTOS Y10 TO £PYO
pe K.E. 11757 ko titho «Mia perétn odong 3 yw v ektipnorn g
QTOTEAEGUATIKOTNTOG KOl TG AGPAAELNG TOV GYNUATOV Evapéng Kot GUVINPNOoNG e
brodalumab &vavtt eucovicod @apudiov kot ustekinumab ce acOeveic pe pérpla €mg
cofopn yopioon katd Thakacy (AAA: 6DPI'E46WZ2N-256).

ANAKOINOQNEI

Vv TPOCKANGN €KONAMONG EVOLOPEPOVTOC VIOl TNV VTOPOAN TPOTACE®MV Yol TN GOVOYM
ovufaonc picbwong £pyov xotd 1o opildueva oto GpBpo 681 AK em. pe  évav (1)
eEmTepkd cuvepydrn, o omoiog Ba amacyoindel oto épyo pe K.E. 11757 won titho «Mia
HEAETN PdoNng 3 Yo TNV EKTIUNGCT TNG ATOTEAEGUATIKOTTOG KOl TG ACPAAELNS TOV GYNUATMV
évapéng kot cuvinpnong pe brodalumab évavtt swovikod @apudikov kot ustekinumab cg
acOeveic pe HETPLO £ GoPapr Yopiaon Kotd TAAKICH, Yio TNV KAALYT TV OVAYKDY TOL M
dvo €pyov. H odpPacn mov Ba cuvapbel Ba £yel didpketa déxa (10) urives kot avt) dvvaton
va avavembei | mapatabel ywpig TePlOPIGUO, UETE OO ATOPACT] TOV OPLOSIOV OPYAVOL TOL
EAKE ot epdcov vmdpyel 1 amoitoOUEVT] TOTOOTN GTO £pY0, XWOPIG TN OlEVEPYELD VS
TPOGKANGNG, HEYPL TNV TUePOLNVia ARENG Tov Epyov’.

IMopoakarovvrol OAOL 01 EVOLOPEPOLUEVOL KL EVOLAPEPOLEVEG VO AAPovY LITOYT Ta TPOGOVTA
OV OOLTOVVTOL Y1 TNV KAOE E0IKOTNTO GUVEPYOTAOV OTWS TEPLYPAPOVTAL TUPUKAT®, KOl VO
EKONADOOVY TO EVIPEPOV TOVG CLUTANPOVOVTAG TOo VrOdetypa g llpodtaong (PA.
IMapdpnua 1), 10 omoio ovvodevel TV mMOPOVGA TPOCKANON Kol aKOAOVO®C va 10
katabéoovv oo [IpmtoKoAro Tov Eidikod Aoyaplacuov Kovévdiov ‘Epevvag tov EOvikon
ka1 Kanodiotprokov [Havemompiov ABnvaov.

To IMapdtnua I Tpémnel vo cuvodedetol amapaltiTeg and avalvTikd Ploypoaikd onueioua
TOL VIOYN POV, avTiypaPo TTLYI®V, SIKOOAOYNTIKAOV, BEPOIDOE®VY, GUOTATIKOV ETIGTOADY
Kol OTIONTOTE GAAO KpiveTal oKOTUO KATA TNV 0EOAGYNOT TV VTOYNHPLOV TPOG ATOdEEN
TOV TPOGOVIOV TOVG GCUUP®MVO LE TO OTOLTOVUEVA KPUTHPLO - TPOcdHVTO GTNV TOPOVCH
mpockAnon. H mpodtoon xar ta cvvumofoAilopevo pe avty €yypoga vroPdiioviol Ge
oopayiouévo (axero toyvdpouciov, o omoiog o avaypdper oto eEMTEPIKO TOL TNV
axoAoLON Evoelén:

IIPOTOGT] KOU /KOG ¢eeereeneeeeaannss

0710 TtAaiclo Tnc v’ ap. tpet. 065613/2019 Mpdokinonc eKONAMONC EVOLOQEPOVTOC VLU
7o £pyo ne K.E. 11757

1 H npepopnvia MiEng tov épyov pmopei vo tapotadel pe andgaon g Emtponig Epsovév og nepintaon
EMEKTOOTG TOV PUGIKOV 1] OIKOVOULIKOV OVTIKELEVOD TOV £PYOU.
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H vmoPoli tov mpotdoemv Kot AOmdV SKAoAOYNTIKOV and Tovg evolapepopevovs Ba
yiveton pe euoikn topovsio oto [pwtoéxoiro tov Eidikov Aoyapracuov Kovdvriov Epevvag
tov Ebvikod kot Kamodiotplakod IMoavemotnuiov Adnvov (omv Xp. Aadd 6, Abnqva, 7%
opopog N otv llavemomuovmodn, kmpo TYIIA 7 omv lotpikn ZyxoAn), eite pe
OLOTNUEVT TOYVOPOUIKT) ETLGTOA] GTNV TOPAKATO devbuvon :

EONIKO KAI KAITIOAIXTPIAKO INANEHNIXTHMIO AOHNOQN
Ewdwkoc Aoyaproopnoc Kovovriov Epsovag
Xpioetov Aada 6, AGnva 105 61

Kotolnktiki nuepounvia yro tnv vrofoin e npdtoong opileton n 5" Avyovstov 2019

EunpdBeopeg Bempodviar or mpotdoelg, ol omoieg £yovv mopoinebel kor AdPer apBpod
TPOTOKOALOL, €0¢ TNV dve opicbeica katainktikny nuepopnvie. O E.AK.E. tov EK.ILA.
ovdepio. evBLVN PEPEL Yo TO ¥POVO TTAPASOGNC TV TPOTAGEDY TOV LRIOPAALOVTIOL UECH
Tayvdpopeiov.

A. TENIKOI OPOI THX MPOXKAHXHY

1. Avtikordotaon M Owwpbworn TG mPoOTOoNg, KAODG Kol GLUUTANP®GCN  TLYOV
EMEMOVIOV SIKAOAOYNTIK®V, EMTPETETAL LOVO PEXPL TNV KOTOANKTIKY MUEPOUN VI
VTOPOANG TV TPOTAGEWYV, OTMG LT opileTol aVOTEP®.

2. Xe mepint®on mov ol TITAOL 6TMoVdMV (TPOTTVYLOKOL T)/KOol HETOMTUYIOKOL TiTAOL
onovdav) E&xovv yopnynbei otnv oArodomr, Oa mpémer ot evOPEPOUEVOL VO
wpockopicovy poll pe Tovg TITAOVG TOVE, AmAd aVTIYPAPO TNG TPAENG AVAYVDPLOTG
a6 o ALK.A.T.X.A. yio v eotyia 1} 100TIio Kot ovTietoyio Tov TitAoL Kobmg
Kol ovtietoyio TG Padporoyikng KAipokag ovtov pe ) Paduoroyikn KAipake tov
nuedanmv tithwv 1 [Mietoromtikd avayvodpiong ond 1o Alemotnuovikd Opyaviopo
Avayvopiong Tithov Axaonuaikov kot ITAnpoedpnong (A.O.A.T.AIT) mepi
tootiog 1 wootiog kol avtiotoyiog kabde Kot avtiototyio. g Poabporoyikng
KMpokog avtdv ot Pobuoroyikn KAlpoka TV Muedondv TitAwv, el mowiy
ATOPUSEKTOV. Xe TEPIMTOOT) OV AMd TNV TPAEN M TO MGTOTOUTIKO AVOyVMPLOTG OEV
TPOKVNTEL TO YVOOTIKO OVIIKEIUEVO, omatteitor avrtiypaeo PePaimon amnd T0
Exmaidevticd Tdpopa mov yoprynoe tov titho, n onoio va kabopilel 10 yvooTiKo
avTIKEIPEVO, KOOMG amAd avTiypaQo Tng ETioUNG HETAPPAOT TNG.

3. Ot vmoyM 1ot TPEMEL VoL KATEXOLV TO amapaiTnTo TPOSOVTO — 1O10TNTES Kol TITAOVG
OTOVOMV, OTIMG KL TO, OTOITOVLEVE TIGTOTOMTIKG OVOYVAOPIGNC KOl 1GOTIUING TV
TTYIOV TOVg, €POGOV aVTd amokThOnKay otV oAhodomm, uEypt TV muepounvio
AMENG g Tpobeopiag VTOPOANG TV TPOTAGE®V.

4. Amno T1g TpoThoelg mov voPdAlovial eumpdOEc U Kol TUPUSEKTE KOTA TO OVAOTEP®M,
emAéyeTav/emAéyovtal ekeivn/ekeiveg mov Kpivetal o KATAAANAN/-€C, COLEMVA UE
TOLG OPOVG Kot T, KPTnpla, a&loddynong g tapovcoc TpOGKANGNC.

5. YmoPinbeico mpoéTaom, m omoio dgv TWANPol To OomopaitnTo TPOSOVIO NG
TPOCKANONG, OMOPPINTTETOL KOl O VITOYNPLOG OMOKAEIETAL 0 TNV dladikacico Kot dgv
a&loloyeitan omd v Emrponn A&oAdynong.

6. Ot vmoynelotl TPETEL VO EYOLV TNV VYEID TOV OTOUTEITOL Y10 TNV KOAT EKTEAEOT TV
KaONKOVI®V TOLC.

7. Ovvmoynelot dev Tpémel va TeEAoVV VIO SIKAGTIKN CUUTAPACTOCT (TANPN 1| HEPIKN),
VIO EMKOVPIKT SIKAGTIKY CLUUTAPAoTOOT (AP 1 HEPIKT) Kal VIO TIG 600 AVTEG
KOTOOTAGELS.

8. Ot avdpeg vmoynoeot Oa mpénel vo mpookopicovy vrebbvvn oniwon (apbpo 8
N.1599/1986) o611 €rovv EKTANPDGEL TIG GTPUTIOTIKEC TOVC VTOYPEDMGELS 1 EXOLV
amaAlayel VOO amd ovTEG.

9. H mnpdtaon mov vmofdiietonr mpEmel vo. €lvol TANPOS GLUTANPOUEVT Kot
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VIOYEYPOLUEVT] OO TOV VITOYNPLO0. L aVTIOETN TEPITTMOT O VIOYNPLOG ATOKAEIETAL
amo v dwdikacio kat dev agloloyeitan and v Emrponn A&oddynong. H gvbovn
Yo TNV 0pO1 GLUTANPOGT TG TPOTACNG EIVAL OTOKAEIGTIKA TOL LITOYNPIOL.

Q¢ gpmepio wov Aapfdaverar véyn, voeitol _omwacyoinen mov £yer anoktnOei
dvvéauer ooufaocnc epyaciog 1 dvvauer ovppaong pic@wong £pyov 6to dNUOGLo M
WO TIKO Topén 68 Kabnkova 1 €pya, TALTOCTLO 1] GUVOEN LLE TO AVOPEPOLEVA TNV
TapoHG O TPOGKAN G, OTMG AVTA OVAPEPOVTIOL TNV TAPOVCH TPOGKANGT], LETA TNV
omoKTNON T0V BuoikoV TITAOV 6TTOVOAV UE TNV 0Toio PETEYEL 0T OLUYOVIGTIKN
01001KaGi0 Kot VIO TIG TPOVTOBEGELS TOV AVAPEPOVTOL AVOAVTIKA KOTOTEP®.

Q¢ amaiToOUEVO OUKUIOAOYTTIKA Y10, TNV ATOOEIEN TOV AVTIKELLEVOD KO TNG YPOVIKNG
duapkelag g eumelpiog Aappavovtoar vaoyn: Befaioon tov acpoloTikod @opéa
Ao TNV 0TOi0 TPOKVATEL 1) YPOVIKT SLAPKELL AGPAAIONG (Y10 TOVG VITOYNPIOVE TTOV M
gUMEPio. TOVG aPopPd oTovV WIOTIKO Touén) N BePaimon tov owkeiov @opéa tov
Anpociov (Yo Tovg VTOYNPIOVG TOL M EUTELPIO TOVG APOPE GTOV ONUOGLO TOUER).
E@ocov amd ™ PePaimon Tov ac@aAIoTIKOD POpED OgV TPOKOTTEL 1 eEEIOIKELUEVT
gUTELPiO TOL TVYOV ATALTEITAL GTO TANIGIO TNG TAPOVCAG TPOGKANOTG, QTOLTELTOL 1)
TPOCKOUIOT] OYETIKNG oOUPacng 1 OeATiov Tapoyg VANPESUOV TOV KAADTTOLV
EVOEIKTIKMG T1) SLAPKELD TNG EEEIOIKEVUEVTG EUTELPTOG,

Yg TMePIMTOON MOV OMOUTEITOL EUTEPIO TOL VTOYNOIOL GE €PELVNTIKA €pya 1)
TPOYPALUATO, 1) EUTEIPIO OVTH OTOOEIKVOETOL UE TA AKOAOVON SUKOOAOYNTIKA: )
Befaioon tov Emompovikov YrevBovov tov €pyov, otnv onoia Ba avaeépeton 0
EPELVNTIKO €PYO MOV GCULUUETEIYE, TO OVTIKEIUEVO TNG £pELVOC Kol O YPOVOG
oLpUETOYNG ToL vroyneiov kot B) BePaiwon tov Ilpoictapévov e Movadag
Owovopkng kot Atowntikng Yzmootipiéng tov EAKE 1 tov [Ipoédpov g
Emutpomic Epevvdv ommv omoia Oa avoeépetoar o TitAog kot 1 SpKEW TOV
EPELVNTIKOD £PYOV 1 TPOYPAULATOS, O XPOVOG GUUUETOYNG TOV VITOYNEIOL Kl M
ocvppatik oyéon ue TNV omoia cuvdoedtav o vroyneloc pe dopéo (cvupPoon
gpyooiag opiopévoy ypovou 1 Epyov).

Epmeipio mov toydv emkaAeitan 0 VIoynelog Kot gV TPOKVTTEL OO TO, ATOLTOVUEVAL
TPOCKOUILOUEVO STKOLOAOYNTIK(, OT®MG AVTA OpioTNKAV aveOTEP®, dev Ba pmopel va
Aappdvetal vToy.

Emonpaiveton 611  meptypagopevn otny Tapovca TpdcKANoT dadikacio VTofoAng
TPOTAGEWDY OV GLVICTA JyOVIoTIKY dwadikacia. Tvydv emAoyn eviiapepdpevov
VIOYNQIOL - OVTIGVUPAAAOUEVOD EYEL TO YOPUKTNPU ATOSOYNE TPOTUGTG Y10 GUVAYM
ovppaong picbwong épyov. H dwadikacio g mapodcoog TpOSKANGNC OAOKANPOVETAL
UE TNV OVAPTNGN TOV VoK KOTATOENS TOV LIOYNQIOV Kol TNV Ampaktn Tdpodo
g mpobeopiag mepl vToPoANg evotdcemy. Xe TepinTtmorn VITOPOANG evoThoemV M
SldKaGIoL OAOKANPAOVETOL UE TNV OVAPTNGN TOL TEAKOL TIvVOKO KATATOENG
VIOYNQi®V, UETE TNV EETAOT TOV EVOTACE®MVY OV £Y0VLV LITOPANOEL.

Ymv zmepintwon woPfabuiog vroyneiov otn cvvoAiikn Poabupoloyio mponyeitar o
VIOYNPLOG TOL £XEL TO TEPIGCOTEPQ LOPLOL GTO KPLTNPLO TNG EPYACLOKNG EUTELPIOC, KL
oV OUTO GULUTIMTOVV TPOMYEITOL O VLIOYNPLOG OV £XEL MEPIOCOTEPA WLOPLAL GTO
KPLTNP10 TG SLVEVTEVENG Kol o€ Ttepintmon mov e&akolovdel va vtapyel iIcoyneio
petald tov  vmoymeimv, Adppdvovtor vmdyn To MEPLGCOTEPH UOPLO.  TOL
GLYKEVTIP®VOLV 01 160PaBloVVTEC GE OAX T VIWOAOUTO LOPLOSOTOVUEVE, ETOLUNTA
MPOGOVIO. KOTA TN OEPd 7oL CVAEEPOVTOL OTNV TAPoLoa TPOcKANGCY. Av
e€avtAnBolv OAa Ta KpiTpLo Yopic va KaTooTel SuVUTOC 0 KOBOPIGHOG TNG GEIPAC
petaéd tov wopaduodviev, n puetaéd Tovg cepd kabopiletar pe dnuocia KApwon,
1M omoin SIEVEPYELTAL TPV TNV KOTAPTIGT TV OPIOTIKOV TVAKMV.

Ye mepintwon mov N dadikacia agloAdynong mpoPAEnel cuvEVTELEN Kol O
VIOYNPL0G dEV TPOGEADEL GTN GLVEVTELEN, ALTOG AMOPPITTETOL KOl OEV LUITOPEL
va a&orloynfel mepartépw amd v Empomn A&oAdynong. H evnuépwon
TPOG TOLG LITOYNPIOVG Y. TOV KOBOPIGHO TNG MUEPOUNVING Kol DPAG TNG
Olevépyelag G ovvévtevéng Ba  yivetor pe  OmMOGTOA  UNVOUOTOG
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NAEKTPOVIKOD TOYLOPOUEIOL TTPOG TOVG VoYM Eiovg, oto e-mail mov &yovv
onAmacel og otoryeio emkovoviag oty Ilpdtacn mov 6o vroPdArovv (Yo to
AOY0 ovtd TapokoAoVVTOL OAOL Ol VTOYNPLOL Vo dNA®Govv opbd Kot
EVOVAYVOOoTO To oTolyEio emkowvoviog Toug). H nuepounvia kot dpa g
ovvévtevéng kabopileton amd ta péAn g Emutpomng A&oAdynong, eivon
VAOYPEMTIKI] Y10 TOLG LTOYTPIOVG Ko Ogv dvVaTal Vo pLeTafAnOet.

17. Xe mepintwon mov o emtheybeic vIOYNPLOg dev TPOGEADEL Yo TNV VIOYPOEN TNG
ovpPaong N mapartnBel Katd tn didpkeln 1Yo avTne, N Avabétovsa Apyn umopel
va pofel ot cvuvayn cvUPacng pe Tov ETOUEVO KOTA Gepd Katdtalng vToyneto,
Yopic TEPAUTEP® JOOTKOAGIA.

18. Xe mepinmtwon mov o emikeyBeic voynNEog ektelel TANUUEADS ToL KOBNKOVTA TOL
GULPMOVO, LLE TOVG OPOVS TNG TPOSKANOTG 1} TNG ovUPacng Tov, N Avabétovoa Apyn
dvvatal vo TpoPel o€ OVTIKOTAGTOGT TOL UE TOV EMOUEVO KOTO GEWPA KaTdTaéNg
VIOYNO0, Yopic mepaltépm dladikooio kot va, aiwoel T Abon ¢ ovuPoong
alnpiog.

19. Ot vmoyneot mov ovvdmTovy oOUPacT AGY® OVIIKATACTOONG 1) OTOYDPNONG
vroyneiov Ba omacyoAnfovv Yo TO VLTOAEMOUEVO, KOTA TEPIMTMON, YPOVIKO
dtotn e, OTmG avtd opileTol oTNY TOPOHLGA TPOGKANOT).

20. O Ewwodg Aoyopraopog ‘Epsovag tov ELKILA. dev avarapfaver kapio déopevon
Pog cvvaym ovuPfacng, kaboTL emapietal oTNV ATOAVTY OLOKPITIKN TOL EVYEPELD T
ouvayn N un ovpPdacenv. H ocdvayn g oopuPacng Ppioketol 6€ GuvapTNON LE TIC
aVAYKEG TOL £pYOVL KOl TNV VTOPEN OTOLTOVHUEVNC TOT®ONG Yol TNV KAALYN TNG
domAvNe Yo, T ovvayn TS €V AOY® cupupaong.

21. H obvayn g ovpPoong Oa yivel cdppova pe to mpoPremouevo otov OdnNyod
Xpnuatodotmong ko Atayeipiong tov Edikod Aoyapiacpod Kovovriiov ‘Epevvag
tov E.K.IL.A. kot v 1oy0ovoa vouobesia.

22. H voPoAn mpdTacng 6To TANIGIO TG TOPOVGAS TPOCKANONG IGOSVVOEL LE TATIPT
amodoYN TOV Op®V SEVEPYELNG QVTHG.

23. H motonoinon yvaong Eévav yAmwooodv amodewkvoetorl pe Paorn to dpbpo 1 TIA
146/2007 «Tpomomoinon dwtdéemv tov ITIA 50/2001 Kabopiopdc mpocdvimv
dpopod oe Bécelg popéwv tov dNUOcOL Topén Om®G ovtd 1oyveyy (PEK
185/3.8.2007/1.A’), oe cuvdvacUO pe TO TEAevTaio €6aplo TG map.l tov apBpov
ITIA 116/2006 «Tpomomoinon tov dépbpov 28 1ov IIA 50/2001..» (PEK
115/9.6.2006/1.A’). Ocov a@opd TOvg TitAOVG YAmoooudbelog, 0o mpémer va
wpookouiloviol  QOTOOVTIYPOPE TOV TPOTOTVT®V TOV  OVTICTO®OV  TITAOV
YAOGGOUAOELNG, GUVOOELOUEVO OO PMOTOAVTIYPOQEN ETIONUNG UETOAQPACNS TOVG
oTNV EAMMNVIKN YADGGO.

24. H motonoinon yvoong H/Y anodeikvietal pe fdon ta opildueva ato apbpo 27 mop.
6 tov IIA 50/2001 Koabopiopog mpocovimv Slopiopod oe 06l Qopémv Tov
dnuodclov topéo dmwg avtd wwydew (PEK A 39/5.3.2001, ®EK A" 24/30.01.2013
kot PEK A’ 63/9.3.2005).

B. IEPITPA®H TON YXYNEPTATOQN

EIAIKOTHTEZX:
1. Xvvepyarng AE (AgvtepofdOmag Exnmaiocvong) Aroukntikig YaostipiEng
Eidwomros Eém‘rf:pmog Zvvapyort‘mg AE (Agvtepofadmog
Exnaidgvonc) Avotkntikils Yrootipiéng
IIA00G cvvepyoT@v: "Eva (1) dtopo
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Eidog Zoppaonc: Toppasn MicOweng Epyov 2
dwadtkacieg pong g HEAETNG (KoTaypapn TOL 1GTOPIKOD TV
AvTtikeipevo oOppaong: eokéAov TtV acBevov, apyelobémon, mMAexTpoviky
GLVTAYOYPAENGOT K.AT.)

H dwapkea e ovpPoong opileton oe O6éka (2) pnveg, pe

Avaprzra soppaong: duvatodTNTA TAPATAGTS 1) AVOVEDCTG LEYPL TN ANEN TOL €PYyou

H apopr® yio v extéheon tov £pyov vroAoyileTol 610 TOGO
tov 1.000 evpod avé ppva. To og ave Toco teptiapfdvel v
YUVoMKG K6G6TOG £pyov apolpn] Tov JIKooVYoV, TACNG QOONG VOUIUES KPUTNGELS,
avé piva: ACQOAMOTIKEG  EIGQOPEG  €PY00OTN  €POCOV O SKOovYOG
eumintel otg oOwtdéelc tov Gpbpov 39 mop. 9 TOL V.
4387/2016, kou @.I1.A og mepintmon vaaywyng Tov S1katohyov
oe kafeotdrc O.ILA.

H opOn extéheon ot o €leyxog ToL TopadoTéEOL Epyov Oa
motonoteitan pe Pefoioon mapaiofng kol KoAng eKTEAECNG
ToV épyov amd pPEPOVG TOL dKowovyov, M omoio Oa
vroypapetal amd tov Emotuovikd YrebOvvo tov £pyov.

Tpoénog ntapaiafiig Tov
avotedévrog épyov:

A’ Tlavemotn ok Khvikn Aepodiciov Kot Aepuatikov
Noocwv

Toénog mapoyng épyov:

I'.  ANAPAITHTA KAI TIPOXOETA EHNIOYMHTA TIPOXONTA TON
XYNEPTATON ANA EIAIKOTHTA

INo v ewdwotnto Zouvepydrtn AE (Asvtepofadog Exnaidevong) Aotkntikng Yrootmpiéng

ATIAPAITHTA TYIIIKA ITPOXONTA *
1.  Amolvtipiog Tithog Zmovdmv Agvtepofddag Exnaidevong
2.  Tvaoon yepiopod H'Y
3. Eumewpia tprévra €& (36) unvav oe avtiotoyn 0éon, pe avtikeipevo cuvagég pe
avTd TG TAPOVGOG TPOSKANONG

[NPOXOETA EMNIOYMHTA TTPOXONTA
1. Eupmepia mAéov tov tpiavra €51 (36) umvov oe avtiotoyn 0éon, pe avtikeipevo
SLUVAQEC e VT TNG TOPOVCUC TPOGKANGNC

A. BAOMOAOTI'HYXH — AZETIOAOTI'HXH TOQN INPOXONTON

20 VIOYNPLOG GE TEPITTMOT eMA0YNG Tov omd v Emrponr A&oddynong, Oa mpémet var Exel pepuvioet o
apyoTepPo HEYPL TV MUEPOUNVIR VTOYPOQNG NG oVUPacng Tov, vo £xel vmoydel 6TV KOW@VIKY ac@dAloT
cOpe@va pe TG drotdéelg Tov v.4387/2016, d6Tws 1oyveL, enl TOWVN OTOKAEIGUOD.

% 0 Sikatoly0g 0PEilel VOl EKSOGEL TO ATAITOVUEVO VOO TOPOCTUTIKG GOLPOVE LE T0. TPOPBAETOUEV GTO V.
4308/2014, énwg woydeL.

4 Y& mepintoon MOV KAMOC VIOYHPIOG SV TANPOL Ta OmMOPALTTO TPOCOVIA 1| SEV KOTEXEL TO OVTIOTOL(O
AOLTOVUEVO SIKOLOAOYNTIKO, TTOV OTOSEIKVVEL OTL TANPOL QTA TO TPOSOVTO, amoppinmteTol amd T dlodkacio

a&oldynone.
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A/A HEPIT'PA®H KPITHPIOY BAOGMOAOI'TA

1 Amolvtplog  Tithog XEmovdadv  AsgvtepoPaduag | Kpuripro on-off
Exmaidevonc (un poprodotodEVO)

Kpuripio on-off

2 I'voon yepropod H/'Y (] HOPIOSOTOBUEVD)

Eumepia tpuavia €61 (36) unvav oe avtiotoym
3 Béom, e avTikelpevo cuVaEES e oVTO TNG TOPOVGAG
TPOGKANGNG

Kpuripio on-off
(UM poprodotovpEVo)

Kdabe pnvog eumepiog
(T éov TV Tprdvio €&
(36) unvav) AopPavet
Eumepia niéov tov tpuavia €& (36) unvov oe | tpic (3)  popwa, ue

4 avtiotoyyn 0éom, ue avTIKEIUEVO GUVOQPEC pe ovTd | ovdtato  Oplo  TOVG
™G POV OGS TPOGKANGCNG glkool téooeplg  (24)
Hiveg
(Avotato 6po popiov:
72)
2uvévievén
Kotd m didpkeia g cuvévienéng ot vroynmelot Ha
5 a&lohoynBovv ota kdTmOL KprTpo.: 0-18 uopta

a) ['vdon kataypaeng 1otopikov aclevov
B) I'vioon nAekTpovIKNG GLVTAYOYPAPTONG
QOPUAK®OV Kol EEETAGEMY

ANQTATH XYNOAIKH BAOMOAOTI'TA 90 popra

E. ATAAIKAYIA AZIOAOTIHXHY YIHOYH®PIQN

1. H a&lordynon tov vroyneiov Oo yivel amd v tpuedn Emtponn A&iohdynong tov
épyov pe K.E. 11757 ko titho «Mio peAétn @dong 3 yw v ektipnon g
QTTOTEAEGULATIKOTNTOC KOl TNG AGPAAELNG TOV GYNUATOV Evapéng Kol GUVINPNOoNG M
brodalumab &vavtt eucovikod @apudikov kot ustekinumab ce acOeveic pe pérpia €mg
cofopn yopiaon katd TAGKOG TOL £xEl oploTel cOpPmve pue Ty and 17/04/2019
andeaocn Tov appodiov opydvov (AAA: PPXN46YZ2N-XQ7).

2. H Emutponr; A&ohdynong maparapfaverl tig mpotdoelg mov Bo £xovv vroPfinbdei oto
mhaiclo g mapovoag mpockAnons amd T Movada Owovopikng Kot AlotknTikmg
YrootpiEng tov EAKE kot mpofaivel oty a&lohdynon| tovg.

3. H Emitponn| amoppintel 11¢ mpotdoeig mov Exovv voPAndet eknpdbeoua, kabdg kot Tig
TPOTAGELS TOV LIOYNQI®Y TOL deV TANPOLV £va | TEPIOCOTEPX UTOPOLITITO TUTIKA
TPOCOVTA Y10, T GUUUETOYH TOLS GTNV TOPOVGH TPOCGKANGN).

4. H Emutpom a&oloyel tovg vroyneiovg ue fdon ta Ploypa@ikd Tovg GNUEUDLOTO,
TOVG TITAOVG 6TTOVOMV, PBUCTKOVG KO LETOTTUYLOKOVG, TN Pabuoroyia Tovg, T yvdon
E&vav YAwoomv, TNV eumelpia, To emmpocheta TpoodVTa TOVG Kot TIG GALEC GUVAPEIS
OpacTNPIOTNTEG, CUUPOVO HE TOV G GV® TIvoKe Kol &V ovveyeio KoAel o€
GLVEVTELEN TOVG LITOYNPIOVC,.

5. H Enutportp A&oAdynong pe Baon v a&loAdynon tov broyneiov cuVIAcoEL TO
TPokTIKO  aflodoynong pe Tovg akoilovBovg mivakeg: o) Ilivakag xatdTaéng
gmtvyoviav, B) Mivakag kotdtaéne emiayoviov (avaminpouatikov) ko ) [ivakog
OmOKAEOUEVOV VoYM PiwV omd TN Oladikacio aEloAdYNoNG e PNTH AvaQOpd TOV
AOYOVL OTOKAEIGUOD TOVG, Kol OKOAOLOWOC OTOCTEAAEL TO GYETIKO TMPOKTIKO TPOG
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€yxpion tov oto apuddo opyavo tov EAKE kot dnpocievon tov oty 161006€A00
tov Ewwod Aoyapiacpod Kovdvriiov Epsovag tov EBvikod kot Komodiotpiokon
[avemompiov AOnvov.

XT. YHHOBOAH ENXTAYXEQN

Koatd tov mivoka wxotdtaéng vmoyneiov emTpémetol 1 GAOKNON EVOTAGE®DS &VTOg
amokheloTikng tpobecpiog mévie (5) gpydomv nuepdv amd v enduevn nuépa and v
avaptnon g Amogacng tov appodiov opyavov tov EAKE mepi €yxpiong tov mpoaktiko
aflohdoynong omm AIAYTEIA kot ot0 Swdwtvokd tomo tov  EAKE/EKITA
(http://www.elke.uoa.gr). H évotaon aokeitar evomov g Emuponng Evotdoswv tov
Ewdikov Aoyapracuov Kovovdiov Epsovag tov E6vikov ko Komodiotpiaxov [Hoavemiotiov
Abnvov. Evotdoeic mov vmoPdAilovtor petd v mapélevon g v  mpobecpiog
amoppintoviol ©¢ exmpofecpec, avesapTTME TOL AOYOV OV 0dNYNGE OTNV €KTPOBecUN
voBoAn.

H évotaon emtpémetor yio AOyoug VOUUOTNTOG Kot OYL Ylo. TV OVGLOGTIKY EKTIUNGT NG
Emutpomic A&oAdynong. H évotaon yiveton pe xatdbeon g M UE GMOGTOAN NG UE
GUGTNWEVT ETIGTOAN OTNV 0KOAoLOT devbuvon : Xpijotov Aadd., 6, T.K. 105 61, AOva.

Z. AHMOXZIEYXH THX INPOXKAHYHY
H mopovca mpoéckinon Oa ompocievtel oto dwdiktvakd tomo tov EAKE/EKITA, tov
EBvikov ko1 Kamodiotplakov Ilavemotnuiov Abnvav, ot AIAYTEIA kot 6mov oAAov
amoTel 0 POPLNG YPNUATOIHTNONG TOL £PYOV.

O MPOEAPOX THX ENNITPOIIHX EPEYNQN

KAGHI'HTHX OQMAX XOHKOIIOYAOX
ANAITAHPQTHX ITPYTANH
EPEYNHTIKHX ITOAITIKHX KAI ANAIITYZHX
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AOMva, .../ oo ceee

HHPOTAXH

IIpog 10 Ewdwké Entapeiéc Opyavo

¢ Emrpomig Epguvov kot Avaygipiong

70V E101k00 Aoyapracpov Kovovriov ‘Epevvag

700 EOvikov kon Komodistprakov Havemotnpiov AOnvov

Ovopa e
ETTOVORO 2 ciriiiniiiiiiiiiiiiiiiiiiiieeiiietinrcsncesatonsssnsssnsssnscsnsosnsses
Alvon e
TNAEQ@VO : «enneniiniiniiiiiiiiiiiiitiitiiiiitetetiieteetnteassessssatsnssnesnses

- .
E-mail PPN

OEMA: Ymnofol mpétaong yia v v’ap. 065613/2019  mpoéckinen oto whaiclo Tov
gpeuvnTikoy mpoypappatog pe K.E. 11757 ko titho «Mio perétn @aong 3 ywo v
EKTIUNGN TG OTOTEAECUATIKOTITOG KOl TNG UCQPAUAELNS TOV CYNUATOV évapéng Kou
ovvtipnong pe brodalumab évavri gikovikov @appakov ko ustekinumab og ao0gveig
pe pérpro £0g cofapn) yopiaon Katd Thakac

Xe OmOVINGN TNG GYETIKNG TPOCKANGNG G0G, GOC VEOPAAA® 7POTOoT Yoo TV aKOA0LON
€101KOTNTOL:

Inperoote
pe X v
a/a EIAIKOTHTA EMAOYN 060G
Yvvepydng AE (Asgvtepofdbuiag Exmaidevong) Aowntikig
1 | Yroompiéng

ANAmon cuvaiveonc GLAAOYNC Kot ETeEEPYUTIOC TPOCHTIKAOV OEGOUEVAOV

O/H «dtwbt vroypdowv/ovca dNiove OTL cuvowvd otr cLAAoYN Kot emefepyacia TV
TPOCOTIKOV OeS0UEVOV LoV, OTTOC oUTA OvaQEPOVTAL OTNV TOPOVcH TPOTACT) Kol GTO
GUVLTTOPOAAOUEVO, LE 0TV SIKOLOAOYTTIKO OTOKAEIGTIKA Y100 TOVG GKOTOVG VAOTOINGNG TG
v’ apOu. 065613/2019 mpdokAnong ekNAMONG EVIAPEPOVTOG, CLUTEPIAOUBOVOUEVIC KoL
g avaptnong Tov arotelecudtov avtg ot AIAYTEIA.

O / H vopdrrov/ ovca npoTacy
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