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-Ertitpornin AéloAoynonc & Emttpornn AlampaypateEVonC

-Zntnuata Evtaénc & Anocuponc Mpoiovtwv amno tnv
Oetikn Alota

-Kpttikn Artotipnon & Noutkot MpoBAnuatiopol
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TLLOXUEL HETA TN

GHHooisucu tou N. 4512/2018:

> Ap. 247: uotaon Emttportig A§loAdynonc kot Artolniwonc
Dappakwv AvBpwrniivng Xpnone (Emwtpony AéloAoynong)

v ESpa: EOD

v Ynidyetot oto Yroupyeio Yyelag-Aev €xeL ouykpotnOei
QKON

> Ap. 248: H Enmuponn Emikouvpeito ano E€wtepikolg
Epnelpoyvwpoveg A¢lohoyntég (KataAoyog E.O.D.)

» Ap. 254 : Zuotaon Emttponng Aranpaypatevonc Tipwv
Doppakwv-Aev EXEL CUYKPOTNOEL AKOUN

v 'ESpa: E.O.M.YY.
v Ynayetat oto Yroupyeio Yyesioc
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Awadikaoia A¢loAoynonc @apupakou
3

» Yroxpewtiky MNapamoun €k  HEpouC NG  Emutpormnc
Aflohoynong, OAwWvV Twv alTHOEWV, OL OTmolec €xouv AdPel
KaTapxac Betikng aéloAoynon (wg mpog ta KkpLtRpla o, B Ko y
Tou apBpou 249) mpog tnv Emwrpomn Alampoypateuong Tou
apBpou 254,

% H Emtpornt) Alampaypdteuong ekKvel kal oAokAnpwvel tnv Stadikaoia dampaypdtevong Tou
dapuakou Kol yvwpodotel artiodoynpéva, PBacel Tou amoteAEoHOTOG TNG Sladlkaoiog
SLampaypATEVUONG OXETIKA HE TNV ETMUMTWON otov TMpolmoAoylopd amo tnv &vtaén [ tnv
Sdtatrpnon evog dapuakou otov KatdAoyo Arntolnuiolpuevwv Qopuakwy.

s e omoladnmote avaBewpnon Tou KATOAOYoUu, N EMIMTWON OTOV TPOUTIOAOYLOMO N OL TLUEC

anolnuiwong papudkwyv dev pmopouv va avénbouv.
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‘Epyo Emttpontic ASloAoynonc
S
Ap. 247 N. 4512/2018: Exboon yvwpodotnong

otov Yroupyo Yyeiag, otav autoc anodaoilel
OXETLKA E:

/\

Tnv €vtaén N anevraén dapuakwyv Tnv avaBswpnon tou KataAoyou
aro tov Oetiko Kataloyo Artolnpovpevwv Oapudkwv
Artolnpovpevwv Oapudakwv
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Napadoteéo AfloAoynonc Oappakwy

JUYKEKPLUEVN OeparmeuTikr) €VOeLen
N TLGC OUYKEKPLUEVEC BEPATIEUTLKEG
evdeielc yla tnv omola 1 TLC omoleg
Ba amolnpwveTal

Ap. 249 N.4512/2018:

H yv@un e QapUOAKEUTIKEG LOPPEG
Ertitportng A§loAdynong Aocohoyieg
nepAapBavel

MEPLEKTIKOTNTEG

*

. Madll pe kdBe Bepameutiki EvOelEn avadEPoOVTOL UTIOXPEWTLKA TO KALVLKO XOPOKTNPLOTLKA
TwV a0Bevwv yLa Toug omoioug To GAPUAKO TIPOTEIVETAL va armolnULWVETAL, TO oTAdLo TNG
BepameutikiG Ypaupns (tou Bepameutikol alyopibuou) ylwa 1o omoio to dApHAKO
npoteivetal va anolnplwvetal, kabwg emniong kot to peyebog tou mMAnBucuov, oto omoio
glval duvatov va edapupootel n Bepaneia yia va aflohoynBel n emnimtwon otov
TtPoUmoAoyLouO.

L)
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MpoinoB<oeic Evapén

- Aladikaotioc Aﬁtoi\émonq (Daﬁﬁdl(ou

1. YmoPoAn ek pEpouc tou KAK OXETKNG altnong mpoc tnv
Ertitpont) AéloAoynong, ocuvodeuopevn amo mAnpn ¢akeAo
He T TAnpodoplakd OTolxelor Kol Ta €yypada  Tou
dopuakou.

2. KatafoAn ek pepouc tou KAK epamag teAouc aéloAoynong,
To omolo kaBopiletal pe kowv amodacn Twv YIMoupywv
OwovopLkwyv Kat Yyeiac.

¢ Inueiwon: Me anodaon tou YmoupyoU Yyelag e€slbikelovtal o TUMOG TNC aitnong ta
nAnpodoplakd otolxela Kat ta €yypada mou urmtofaiAovral ano toug KAK.

s To kataBaAropevo télo¢ amoteAel Snuoolo €codo, mou amodidetal pe KYA twv Yroupywv
Yyeiog kat OlKovoplKkwy oto Yroupyeio Yyelag, ol OTWOELG TOU omolou Bapuvovtal UE TLG
Sdamavec tng anolnpiwonc Twv peAwv, TwV eEWTEPIKWY afloAoynTwy, TwV UTIAAAAAWY TNG
ypappateiag kat ev yével Twv €€0dwv Asttoupylac tng Emurporg AfloAdynong Kat tng

Enitponing Alampaypdtevonc tou v. 4512/2018.
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AvaBswpnon & Kataption tov KataAoyou

Ano(aﬁtobﬁsvwv (Daﬁﬁéu«uv
6|

» Exboon YA ek pEpouc Tou YmoupyoU Yyeiog, Kotomw
yvwpodotnong tng Emutpornng AfloAoynong, AapBavopevwyv
urtoPn Twv ewonynoewv tng Emttponnc Awampaypdtevonc,
SUVAUEL TNG OTIOLOIC EVTAOCETAL I ATEVTIAOOETAL EVOl GAPLLOAKO
ard tov Kataloyo Amnolnuovpevwyv Qapuakwyv Ko
avabewpeitol o KATaAoyoc.

® J0udwva PE TNV avwTEpw amodoaon, ouvtdcostal o avabswpnuévog KatdAoyog
Anol{nuiopevwy Qoappdkwyv amod tnv oppodla umnnpecia tou Ymoupyeiou Yyelag ko
avaptartal otnv otooeAida tou E.0.D., povo yia tn S10pbwaon Aabwv yLa Xpoviko dlaotnua
TPLWV (3) NUEPWV.

s O KAK umoBaleL eyypadn avadopd yla ta TUXOV udlotapeva Aadn, kot n S16pBwon Twv

AaBwv yivetal ano tn MNpappateia tng Emtponng, n omoia kat amooteAAeL TIG SLopBwoelg

TMPOG TNV apuodla umnpecia tou Ymoupyeiou Yyeiag, mpokelpevou va  €kdoBel

avaBewpnuévn anodaon tou Yrtoupyou Yyeiag.
AIKHIOPIKH ETAIPIA in gremio legis
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Anodoaon Yrnouvpyou
2

» Xpovoc Aladikaoiac amno Aitnon ewg Ekdoon YA: 180 nuEPEC

» Avdptnon oto Ouadiktuo. Ze mepimtwon mapEAEUONC TNG
avwTteEpw TpobBeouiag, n aitnon Oewpeitat OtL  €Xel
anoppLPpOel oclwmNPwC.
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Kpttikn Antotipnon-Nopkot NMpoBAnpatiopoi
_ 8
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Kpttikn Antotipnon-Nopkot NMpoBAnpatiopoi
2

MOAIG 7 yRipveg mrpiv... HTA HOVO yia KAIVOTOUO TTPOIOVTA

ApOpo 89 tou
N. 4472/2017

AIKHIOPIKH ETAIPIA

AVEKTIANPWTN LATPLKN OVAYKN
(unmet medical need)

MpootBeuevn Beparmeutikn aia Tou VMO
aéloAoynon pappakou o€ oxeon UE UPLOTAUEVEC
Beparelec

Aflomiotia & aVTUTPOOWTTEUTIKOTNTA OTOLXELWV
KAWLKAC TEKUNPlwong

YX€0N KOOTOUG-0PEAOUG/ATTOTEAECUOTIKOTNTOG

JUVEKTLUNON SNUOCLOVOULKWY ETILITTWOEWV OTN
dnuooila papuakeuTikn darmavn

in gremio legis
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Kputnpla AéloAoynonc @appakwv
K

ENITPONH AZIONOlTHzZH2 ENITPOMNH AIANPATMATEY2HZ TIMQN

KAWLKO 0deAog

*JoBapotnta & Goptio Nocou Aoyoc Kéotoug / AlOTEAECUOTIKOTNTOG
* Enidpaon otoug Asikteg Ovntotntag & voonpotntog

*Aebopéva Aodalelag & AVEKTIKOTNTOG

YUyKpLon Ue TS Nén StabEopeg Entintwon otov MNMpolmoAoylopo
amo{nuLovpevecg Beparmeiec dapudkwyv

BaBuoc a&loniotiog twv SedopEVWY Twv
KALVLKWV LEAETWV

AIKHIOPIKH ETAIPIA in gremio legis
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Kpttikn Antotipnon-Nopkot NMpoBAnpatiopoi
1

HTA — A European Discussion

1. Assessment of new innovative pharmaceutical products and certain new
medical devices at EU level.

2. Common HTA tools, methodologies and procedures across the EU, in
four main areas:

» on joint clinical assessments focusing on the most innovative health
technologies;

» on joint scientific consultations;

» on identification of emerging health technologies to identify
promising technologies early; and

» on continuing voluntary cooperation in other areas.

AIKHIOPIKH ETAIPIA in gremio legis
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Kpttikn Antotipnon-Nopkot NMpoBAnpatiopoi
o2

» Avaykn E&elbikevonc twv kprtnplwv HTA

v' Me nowouc¢ Seiktec n AfloAdynon;

v' To KpLTtr)pLo TIPETTIEL VAL E{VOLL OIVTIKELUEVLKA, EMOANBOsV oL
KOlL VOL LNV €lodyouv omoladnmote dlakpLon

v ENewdn torukwv QapuokoemidnpULoAOYIKWY Kol
DopLOLKOOLKOVOULLKWY TIPLV TNV aELoAdynon Twv
KOLVOTOUWV Tipolovtwy. Mpotaon ywa edpapuoyn aAAou
LLOVTEAOU WC TIPOC TO XPOVO aéLoAOYNONG

v' EpwTNMOTIKA Yo TNV AELOAOYNON TWV YEVOO LWV

AIKHIOPIKH ETAIPIA in gremio legis
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ElbkeC PuBpiosic yia ta Kouvotopa Qappaka
K

Ap. 249: Odppoaka Tou TEAOUV o€ Ttepiodo pootaciag umtdyovtal o€ agloAdynon Ko
gvtacoovtol otov Kataloyo Arolnuiolpuevwv Qapuakwy, povov epocov:

Ta kpatn ota omoia KukAodopouv dev pmopet va eival
Alyotepa armod 9 Kal armo To AVWTEPW KPATN TToU
arto{NULWVOUV To PAPHUAKO, TOUAAXLOTOV TA HLoA

, neptAapfavovtal ota KATwOL ELOIKWE
KukAogpopouv avadepopeva KpATN - LEAN Tou Stabétouv
Hnxoaviopo AfloAoynong Texvoloylwy Yyeiag
yla ta pappaka avBpwrivng xpnong, ntot:
n Auotpia, to BEAylo, n MeydAn Bpetavia,
n FaAAia, n lomavia, n OAavbia,
n NoptoyaAia, n Zoundia kat n OwAavdia.

ArtolnuLwvovTal TOUAAXLoTOV
ITo 2/3 TWV KPATWV - LEAWV
NS Evpwnaikn¢ Evwong mou

AIKHIOPIKH ETAIPIA in gremio legis
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ElbkeC PuBpiosic yia ta Kouvotopa Qappaka
2
E¢atpoUvral (Movo ano ta Kpitipla Evtaénc):
1. Ta ¢dappaka mou €xouv AdBeL adela kukAodopiag we opdava, povo
epooov kaAuTtovtoL arno SLebvr) MPWTOKOAA
Ta dAppaKA TNG LECOYELOKAC AVOLLULOLG

Ta epfolia mou avadEpovtal otnv map. 5 tou apbpou 2 TG uTT
apOu. AYr3a/r.M.32221/2013

4. To pappoka pe Baon to avOpwrivo aipa r to MAACHA TOU alpatoc,
onwc¢ opilovtalt otnv map. 11 tou dapBpou 2 TNC LT aplOW.
AYT3a/r.M.32221/2013

** Me anodoaon tou YroupyoU Yyeiag, mou ekdidetat petda tnv 1.6.2018, HeTA amd yVWHN
¢ Ertpontng AéloAdynong, n omoia dnuootevetal otnv Epnuepida tng KuPBepvioewg, kot
avaptatal otnv totooeAida tou E.O.®., duvatal va avabswpeital o mpoavadepopevoq
KaTtaAoyog Twv xwpwv tne E.E. mou dtabBEtouv punxaviopo AfloAdynong Texvoloywwv Yyeiag.
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Avoadpopikn AéloAoynon Oappakwv
0

» Ap. 250 N. 4512/2018: H Eritpory A€LoAdynonc, UTTOXPEWTLKA
aéloloyel kol yvwpodotel otov Ymoupyo Yyelog, OXETIKA UE
Vv dLatpnon tng evtaéng n tnv aneviaén:

a) OAwv twv doapudakwv Tou Pplokovtol oe Teplodo MPOOTACLOC TWV
dedopEvwy Touc Kal €xouv evtaxBel otov Kataloyo AmolnpioUpevwy
QopuAKWY EVTOC TNG TEAEUTALOC TPLETLAC TIPLV TNV EKSOON TNE MPWTNG
Yrioupylknc Amodaong ouykpotnong tne Emtpornng (oxtL yevoonua),

b) OAwv Ttwv d¢apudkwv TOU PBpiokovtat Adn otov KatdAoyo
Artolnuiovpevwv Qappuakwv Kat eival Beparmeutikd LoodUvapa HE T
dappoka, ya ta onola €xeL umoPAnBel aitnon evtaéncg (6nAadn off-
patent 1 dAAa yevoonua).
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Kpttikn Antotipnon-Nopkot NMpoBAnpatiopoi
3
» ALOLKPLTLKA METOXELPLON KOLVOTOUWV
NPOLOVTWV
v' EruumAéov Kputiipta Evtaéng
v' Avadpoptkn AfloAdynon
v ENewpn Ztabepotntac — NpoBAedpotntac
v EN\ewpn Adyou Snpoociov cupdépovtoc

v’ MapaPloaon  Apxnc lodtntac &  Epmotoouvnc-
AbLKkaloAoynto eumodilo yia tnv elocodo otnv ayopa

AIKHIOPIKH ETAIPIA in gremio legis
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MetapBatikec- Katapyoupevec Atataéelc

o —————————
Ap. 256 N. 4512/2018

» Katapynon Awata&ewv ApvntikoU KataAoyou

» EAAewWpn Avadopdg oe Awadikacioo Amocupong amo Tov
Octiko KataAoyo
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Appodiotnta Entttponing AlampaypHotevonc

TtH(bv (Daﬁﬁdkwv - T Stanﬂaxﬁate()stati
18

» AlLOTMpAyUATEVUON TIHWV N EKMTWOEWV  GOpUAKWY, To  ormola
armo{nuiwvovtat amo tov E.O.NYY. i1 mpounBslovtal ta Onuoola
VOOOKOLLELQL.

» ovayn ouvpdwviwv pe touc KAK TIOU OUPUETEXOUV OTNV OXETLKN
Stadkaoio Slampaypdtevong w¢ TPOC TO OVWTEPW OVTLKELLEVO TNG
Stampaypdatevonc. Asopeutikeg ya E.O.M.YY. Noookopueia peta tnv YA.

» Elonynon otnv Emutpomry AELOAOYNONG OXETIKA UE TNV ETMUTTWON OTOV
NPOUTIOAOYLOUO TNC arolNUiwong Twv GapUaAKwWV.

A\

A€ SNMOCLEVETAL TO ATIOTEAECHUA TNG SLATIPOAYUATEVONC.

A\

Me YA kaBopiletatl o tpomnocg kat n dtadikaoia tng SlampayuAateuoncg Kot
NG Asttoupyiac tng EA, o tpomoc cuvayPnc Twv cupudwviwv pe toug KAK
Kol 0 Kavoviopoc Asttoupylog tng, KaBwc Kal 0 TpOTOC OPLOMOU TWV TIHWV
avadopadc (TA), mou anoteAoUV aoPOALOTIKEC TLUEC amtolnNUiwonc yLa Toug
Qopeic Kowwvikng AodpaAiiong (OKA) kat tov E.O.M.YY., kaBwg kal kaBe

AAAN avaykoio AemtopEpELaL.
AIKHIOPIKH ETAIPIA in gremio legis
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TL EEPAE HEXPL ONUEPQ;

Z/////l \\\\& e

National Centralized DCP
Procedure Procedure Procedure

Price Bulletin IRPS
// \\ Hospitals
Ex— fa.uctory Wholesale Retail Hospital
Price Price Price Price
EOPYY
\ / Pharmacies
Wholesalers

i —~ Retail Price = Patients
+ Pharmacies
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TL EEPAE HEXPL ONUEPQ;

Positive List

N

ATC

Retail Price

Patient
Contribution

(25% -10% -
0% -
increased
contribution)

Reference
Price

|

Reimbursement

AIKHIOPIKH ETAIPIA

Price

!

Reference  §§
Price

AHA

(Number of

{ Cost of Daily Dosage k= Retail Price
k/Number of daily dosage k }

Reference Category Price= Minimum

{Weighted Average of Cost of Daily Dosage
of reference category product, Weighted
Average of Cost of Daily Dosage of reference

category generic product}

Daily Dosage)

/

in gremio legis
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TL EEPAE HEXPL ONUEPQ;
S
TKA (Social Security Price)

Art. 35 L.3918/2011

l

. I
Ex-factory Price
(art.17 PD 961973 &
Market Price Regulations )
< _ -
Rebates
- _/

\ 4

Final Cost for EOPYY
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AwkooTtikoc EAeyxoc
225

v' Auvatotnta koatdBeonc attnong akvpwon¢ tou KAK katd twv
OXETIKWV YA

v' Ka®’ UAnv Appodiotnta: Tpipueéc Atokntikd Edeteio

v’ Katd tomov Appodiotnta: Huedarmog KAK —“E&pa KAK, AAoSarmoc;

MPOTAZH:

2Uotaon aveéaptntng apxng yia tnv e€€taon evéikopavwv
NPOSIKACTIKWV TpocPpuywv Kotd tTwv YA

/\

Tayxvtnta

AIKHIOPIKH ETAIPIA

T~

MpowOnon
Entevéloewv

Awadavela

/
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2HMANTIKH NAPATHPHzH

» Avvatotnta Emtpornnc AELoAOyNonG va KAaAEL EKITPOOWITOUC
OUAAOYWV aoBevwv Kol ETLOTNUOVIKWY OCWMOATELWV N
ETOLPELWV LATPLKWVY ELOLKOTATWY Vol eKPpAoouv TIC amoPeLg
TOUC.
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