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FENIKH A/NZH: OPTANQZHZ & ZXEAIAZMOY
ArFOPAZ YNMHPEZIQN YFEIAZ

A/NZH: PAPMAKOY

TMHMA: ZXEAIAZMOY KAI NAPAKOAOYOHZHZ
XOPHIHZHZ ®APMAKQN

Tax. A/von: An. MavAou 12, Mapouoi

Tay. Kwdikag: 15123

MAnpogopiec: ApioTéa Maoyain

TnA.: 210-8110575, 655
E-mail:d6.t1@eopyy.gov.gr

Reason:

"EZAIPETIKA ENMEIFON

Mapouoi, 4-10-2023

Ap. NpwT.: AB4A/0Ik. 25358

nrPoz:

1) 2YNAEZMOZ OAPMAKEYTIKQN
ETAIPEIQN EAANAAOZ (ZOEE)

A. Knoioiag 280 & Aypiviou 3, Xahavdpi 15232
info@sfee.gr

2) MANEAAHNIA ENQ2H
®APMAKOBIOMHXANIAZ (ME®)

A. Knoioiag 324-326, N. Wuyiko 15451
pef@pef.gr

3) PHRMA INNOVATION FORUM GREECE (PIF)
A. Knoioiag 280 & Aypiviou 3, XaAavdpl,
15232, ABrva
m.economopoulou@pifgreece.gr

KOINOIMOIHZH :

A) YNOYPTEIO YTEIAZ

- PA®EIO YMNOYPIoy YrelAz
minister@moh.gov.gr

-FTPA®EIO ANANAHPQTH YNOYPIOY YIEIAZ
alternate.minister@moh.gov.gr

-AYTOTEAEZ TMHMA EMOMTEIAZ,
ANAMNTY=HZ KAI AEITOYPI'IAZ EOMNYY
-AIEYOYNZH ®APMAKOY
farmaka@moh.gov.gr

B) E.O.ILY.Y.

-FPA®EIO AIOIKHTPIAZ
dioikitis@eopyy.gov.gr

-TPA®EIO N'ENIKOY AIEYOYNTH OPIrANQ>HZ
>XEAIAZMOY AIrOPAZ YMHPEZIQN YTEIAZ
gmanager2@eopyy.qgov.gr

- AYTOTEAEZ T'PA®EIO MH EKTEAEZTIKHZ
MPOEAPQOY EONYY

proedros@eopyy.gov.gr

Ofpa : «AsiToupyia cuoTipaTog Zapwong Opifovra oTn AlebOuvon dappdakou

ToUu EOVikOU Opyaviopou Mapoxng Ynnpeoiwv Yyeiag »

ZXETIKA: a) ApBpo 10, nap. 2 Tou ApBpou 71 Tou Nopou 4931/2022 (PEK 94/A’/13-05-

2022)

B) Yn' ApiBu.MpwT. EAAE/T.M.52615-®EK/B’/5172/05.10.2022 Ynoupyikr Anogpacn

NOMIKO MNAAIZIO

>Ta OXETIKA £yypaga (a) kai (B), avapépovTal Ta €ENC:
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«Ap@po 10 : 31n AicuBuvon ®appakou Tou EBvikou Opyaviopou Mapoxnc Ynnpeoiwv Yyeiag
(E.O.M.Y.Y.) ecayetal n AsiToupyia ouoThpaToc odapwong opifovrta (horizon scanning)
(PAPHAKWV.

«nap 2. ApBpo 71 : Me anogaon Tou Yrnoupyou Yyeiac, n onoia ekdidsTal HETA and npoTaon
Tou AloiknTikoU ZupBouAiou Tou E.O.M.Y.Y., kaBopilovTal ol Opol, ol NPOoUNoBETEIC, TEXVIKA N

AenTopepelaka (nTAUATa kal kaBe aAAn avaykaia AenTopEpEla yia TV E@appoyn Tou apbpou 10.

2Tn OXETIKN Ynoupyikn Anogaon, oXeTiko (B), opifovTal Ta €ENC:

«ApBpo 1. Stnv AicuBuvon @apudkou Tou EBvikou Opyaviouou llapoxric Yrnpeoiwv Yyeiac
(E.O.T1.Y.Y.) Aeiroupyei ouornua odpwong opifovra (horizon scanning) @apUdkwy, LE OKoro Tnv
avanTuén nAaioiou yia Tnv TauTornoinon eapuakwy rnou 6a Exouv Tnv UwnAoTepn Emniopacn oro
ouUOoTNEAa UYEIQS Kal OToUG ANNTEG UNNpeoiwv uyeiag. H gioaywyr) Tou OUoTHAaTOS OAPWOonNg
opifovra Qapldkwv oTo £6VIKO OUOTNLA OF NPWTI) PAdorn OTOXEUEI OTA KATWEO.

A) oTnVv kardprion eTriolou nAavou gpyaociwv yia tnv Ermtporr A&oAOynong kai Anodnuiwong
Gapuakwv AvBpwrivng Xprione (E.A.A.Q.AX.) kabw¢ kai Tnv Ermtponri AianpayludTevons
Dapudkwv.

B) ornv opyavwon Twv anaitouuEVwY rnopwv yia Tnv avantuén xpovooiaypauaro.

ApBpo 2: Evroc Senteufpiou - OkTwBoiou kdBe nuepoAoyiakou £Touc Ba anooTeAlerar
MPOOKANON OTOUG OUVOEDLIOUS TWV PAPLIGKEUTIKWYV ETAIPEIWV 10U OPAcTNPIONOIoUVTal OTNV XWPad
kai 6a avaprdrar ornv oeAida Tou Opyaviouou n oroia 8a {nra ano Touc KAK i Touc Torikoug
avTinpoowiouc va dnAwoouV 1a rpoiovra yia 1a oroia rnpoTiBevral va karabeoouv aitnon ornv
Ermponir Tou dpBpou 247 Tou v. 4512/2018 (A’ 5) (E.A.A.®.A.X.) yia To EMOUEVO NUEPOAOYIAKO
£T0C.

H OriAwon eivai nepiopioTiki w¢ rnpo¢ Tnv duvaroTnTad KaTtdBeonc rnpoioviwv eKTOC OnAwornc,
EV@ OV elval OEOUEUTIKI] yia TNV N kataBson aitnong ornv Emrpor) Tou dpBpou 247 Tou V.
4512/2018 (A’ 5). H driAwon-aitnon Ba ngpiAauBaver ouvonTikd Ta KATwO! OToIXEa:

A) Karnyopia @apudkou (eVOEIKTIKG Ba avapepeTal Eav apopd o€ Vea OpaoTikri ouoia, Bio-
OUOEION], YEVOONLIA, EMNEKTAON EVOEIENC Qapudkou evrayuevou oTov OeTiko KardAoyo kai
UBDPIOIKG, KaAWS KaBIEPWIEVNC Xprionc @dplaka kal orabepol ouvouvaouol gapudkwv (10p).
Erinpoo@era, 8a dnAwverar edv eivai 0oppavo Papuako, rnponyuevns texvoloyiac (ATMP) kai eav
Exer evraxBei ornv diadikaoia PRIME tou (EMA).

B) ZToixeia paplidkou (EVOEIKTIKG 68a avapepovTal LopQri, MEPIEKTIKOTNTA, OUTKEUAOIA, TPOMOC

OI1dB<0n¢ Kal TiUI Orou PaploETai).
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) ZToixeia BspancuTikiic EVOEIENG (eVOeIKTIKG Ba avapepovTtar eVOeEiEeic nou Ba karartebouv,
EKTIUNoN kardAAnAou rnAnBuouou kar eKTIUNON NMANBUOLOU OTOXOU Papudkou, avagopd yid
ENEPXOUEVEC VOEIEEIC oy Ba adeiodoTnBouv evioc 3 €TIAC, EKTIUNON TIUNC Kal EKTILUNON
nwAnoewv 3 eriac).

H driAwon-aitnon 6a anooTeAAeTar o€ ouykekpiuevo Aoyapiaouo e-mail nou Ba onuioupynBsi
orov EOIYY ri Ba ouunAnpaverar OUYKEKPILEVN POpUa o€ paplioyr Tou web riou 8a avantuyBei
ano tnv AisuBuvon lAnpo@opikric Tou E.O.11.Y.Y.

Kara tnv kardprion 1n¢ £Trjioiac avagopdc, n Aicvbuvon ®apudkou tou E.O.11.Y.Y. diarnpei
70 OIKaiwpa va aiteitar oTolxela ano Tov EO® riou apopouv OTnV EMKEUEV) adEIOOOTNON
Papudkwv Kkal va nra tnv driown Tou AYZS, Twv avayvwpiouevwv ano 1o KEZY 1atpikov
EIDIKOTITWV KaI EEEIOIKEUOEWY KABWC Kal TwV OUAMOywv aoBsvav. Ev ouvexeia Ba karapTileTar
ETrj0IG avapopd n oroia Ba anooTeAAeTar oTov Yroupyo Yyeiag kabwe¢ kai oTic EmTpornec twv
apBpwv 247 kar 254 Tou v, 4512/2018.»

Me Baon Ta avwTEPw, Napakaloupe €wg Tig 31.10.2023 onwg nioke@OeiTe TNV NUAN KMEZ

oTnv nAekTpovikn dielBbuvaon https://eopyykmes.gr yia eyypa®n kai evepyornoinon Aoyapiacuou

00¢€G eTalpeieg dev dIABETETE NdN, HE 0dNYO TO €yXEIPidIO XPrONG Mou €ival avapTnHeEvo OTO
ouvdeopo «BOHOEIA». Meta Tnv €icodo otn €@appoyn nUAn KMEZ enidéyete oTo pevou
«Ynnpeoieg» Tn «Zapwan OpidovTa» yia Tnv KaTabeon Twv NPOoIOVTWY 0ag, GUKNANPWVOVTAG Td
anapaiTnTa oToIXEid NMou agopoUv OTA (PAPHAKEUTIKA MPOoIOVTA MouU NMPOKEITAl va KATaTebouv
otnv E.AAA.®.AX. KaTa TO €NOPEVO NUEPOAOYIaKO £TOG «'ETOg Avagopac».

EminAéov, yia pn Texvika {NTAUATA, WNOPEITE va aneuBUVETE TUXOV €pWTNMATA 0Ac OTnV
nAekTpovikn dieuBuvaon horizonscanning@eopyy.gov.gr.

TeNog, n napoloa niCTOAR KABWGE Kal TO 10XUOV VOUOBETIKO NAQicIo nou agopd oTn oapwon
opilovTa, €ival avapTnuéva atnv apxikn oehida Tou EOMYY (APXIKH ZEAIAA — HAEKTPONIKEZ
YMNHPEZIEZ MAPOXQN YITEIAZ — E®APMOIEZ — ZAPQZH OPIZONTA).

Enionuaivetal 0TI, oTo €yxeIpidio xpnong nou exel avaptnBei atnv nAekTpovikn dlielbuvon

https://eopyykmes.gr unapyxouv avaAuTIKEC odnYIEC yia TN Xprion TNG EPpApUoync, Ol OMOIEC yia

Aoyouc dleuKkOAUVONC eniocUVAnTovTal.

Zuvnuuéva @UAAa:
Tpia (3) puAAa H AIOIKHTPIA E.O.M.Y.Y.

OEANSQ KAPIOAINH


https://eopyykmes.gr/
https://eopyykmes.gr/
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Eyxeipidio Xpnotn site http://eopyykmes.gr

To napakdTw anoonaopa 8a npooTebei oTo gyxeIpidIo XPHONG TOU Site Mou EXEl
avapTnBei oTo site http://eopyykmes.gr.

Ynnpeoia «Zapwon Opifovra»

>T0 Pevou «YNNPeTiec» Kal evw 0 XpnoTng €ival ouvoedEPEVOC, UNApXEl N EMIAOYN
«Zapwon Opilovta».

2TN GUYKEKPIPEVN OeAida unapyel Jia eoppa npoPoAnG Onou o KABs OUVOEDEPEVOG
xpnoTn¢ ®appakeuTIKnG ETaipeiac pnopei va BAENEI TIC EyyPaAPEC ZAPWONG
OpilovTa nou £xouv KaTaxwpioBei yia TNV €TaIpEia Tou.

EriAéyovTag Tnv evépyeia TNG Zapwong OpilovTa ol MIGTOMOINKEVOI XPrOTEC TWV
ETAIPIWV BpioKovTal UNpooTa aTnv akoAoudn 08ovn:

T PuppakeuTing ZiciBuven APXIKH YMHPESIET EMIKOINONIA BOHOEIA SXETIKA 2 pharm userd
Eonyy THARa Emefepyaging ke EAéyxou ZuvTayuy

&  Apxki | Ymnpeaieg | Zdpwan Opifovia
. . 2023 | T
ETog Karaywpeiong

MpoRoAR I0TOPIKWY BESOPEVWV

Bl

ApIBuoc syypagic & "ET0C avapopac Epmopiki] Ovopacia $ ®appakoteXviki Mopei & |[NepisknikotnTa & |Fuoksuacia & Evepyn) amd &

19 2024 ABE _ ¥IML FD.SUS.INF SMGIML VIALx 100MG 2023-09-21 13.39:58

1 @udAn -

114 2024 ACL ORAL SOL 1MGML 2023-09-21 13:01:59
" - ’ (PET)x150ML+

H oeAida nepiExel €vav katappdkTn Nou NIAEYETAI TO £TOG KATAXwpnonc. Avaloya
ME TO €TOC nou Ba emAeEoUPE yepiEl n pOpua Pe Ta avTioTolxa oToixeia. H popua
npoBoANG kaTaxwpIoHEVWY aTolxeiwv Zapwang Opilovta nepiexel Ta akoAouba
nedia:

ApIBHOG eyypagng
'EToc ava@opdc (nou €ival To eENOPEVO £TOG KATAXWPIONC)
Eunopikry Ovopaaia
dappakoTexvikn Mopon
MEPIEKTIKOTNTA
Zuokeuaaia
e Evepyn ano
O napanavw nivakag otn 0g&id oTAAN (Xwpi¢ TiTAO) pag Oivel Tnv enmidoyn va
EKTEAECOUIE OUO EVEPYEIEC VIO CUYKEKPIMEVEC EYYPAPEG.

To apioTepd koupni (<) divel Tn duvaToéTnTa €nefepyaoiac HIac eyypapnc. MOAG
To enIAeEOUpE gpavileTal pia @oOpPa eneEepyaaniac TwV OTOIXEIWY, ONWG PaiveTal
napakaTw, 6nou YnopoUpe va doUE i} va JeTABANOUNE Ta OTOIXEIA TNG EYYPAPNC.
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—
m w_"'““"'“"" A'?"""“ . ) APXIKH  YTHPEZEZ » | EMKOINQNIA ~ BOHOEIA — ZXETIKA 1 pham_tserd  [RSHRARNSL]
gonyy Tonpe Enciipyamiag ken EAcyou Tuvraywy -

& Apyii / Ympeoisg | Emefepyaoia Moidvrog

Emeéepyaia eyypaorc odpwong opilova

Tor medie e * £V UTOYpELITIG

‘Erog kereyuipiang *
03 _ﬂ

‘Etog Avaqopdg

2024

Epmopiki Ovoyasia * Kk EO®

IEMFORIKH ONOMASA | { }

Sapyakoregvii Mopn *

‘ CAPS '

o |

Luokevaoio *

IBLISTER ‘

Apuomi Ougi*

‘ PACLITAXEL FORMULATED AS ALBUMIN BOUND NANOPARTICLES

Nopi Bdon *
A e, :

ATC Cade (mpomunaio ATC 51 nla)

\menm

Aoy EvBedy

Emékraan EvBeiing Mepiypag] EvBeibng *
ey
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Tpérog AidBeong (Blue box) *

TROPOS_DIATHESIS

Kdoyoc Adeiog Kukhogopiag *

{COMPANY_TEST \

Timog Tiprg

¥

Mpopaemdyevn TipA (€) * Eyohio

[ |

MpopAeméyisvog Eyohio
NinBuapd - royog
(AoBeveig avd érog) *

" |

MpopAcmopeveg evBeiSeic mou avapéveral v abeiobomboby evidg me emopevn Jeriag *

PROBLEPOMENES_ENDEIKSEIS

Exijinon v £yohio
TipopAEmOyEvu
MwAfozwy yiomy
gmopevn deria
€ &

e
Eyipaddyie

3

ANOBHKEY:H B EMRTPOSH

OEONYY 2014 Mg 181 TH. 11653, Tadpog, emal: kmes@eopyy govgr S Ui, systems

To Oe€i koupni (* ') Oivel Tn duvatoTnTa dlaypadng KIag eyypagpns. MOAIG To
eMAEEoupE epavideTal éva privupa eniBeBaiwonc TnG EVEPYEIAE Pac.

. - . P x
Alaypagn eyypagns Zdpwons opidovra
Eiore pEpmog on 8ExeTe va Biaypdyere v eyypagn;
ENIBEBAIQTH )
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Navw de€1a and To oUYKEKPIYEVO nivaka BpiokeTal éva ikovidio (apxeio Excel) nou
oTav enieyei epgavidel Tov nivaka o popPn Excel.

2TO KEVTPO TNG 080vNE Kal Navw ano Tov nivaka, unapyel nedio «MpoBoAr 1I0TOpIKWV
dedopévwv» (checkbox) mou pac emitpenel va OoUPE TA IOTOPIKA OTOIXEId TWV
gyyypagwv. EMAEyovTag 1o, ep@avifovral GTov nivaka Kal ol I0TOPIKEG EYYPAPEC.

Me YyKpI XpWHA €ival Ol QVEVEPYEG EYYPAPEC KAl JE KOKKIVO XpWHA 01 O1ayPAUUEVEC.
Me AeuKO Xpwua €ivai ol EVEPYEC.

THF DupPEKeVTIK AizdBuvay APXIKH ~ YMHPEIIEI »+  EMIKOINONIA — BOHOEIA | IXETIKA 2 pharm userd
y Tuipe Emeiepywriag ke EAdy)xou Evvraywy -
# / Apyd | Yrnpeoleg | Edpwan Opifovra
9 v
"ET0C KaTaywpIong

Mpopohn 1oTopikuv Bedopéviy [
Avevepyéc eyyoanés I Aayoauuévec eyypoic

i

‘Eog

ApiBudc eyypugric & wigapic EuTropikij Ovopagia & dapuakorexvik Mopgr & :ESIEKT\I@TI]T [gonsuuoiu Evepyi amé & Evepyd uéxpl &
19 2024 A XML PD.SUS.INF SMGML VIAL: 100MG 2023-09-2113:39:58 7 X
118 2024 A XIML PD.SUSINF SMGIML VIALX 100MG  2023-09-21 133924  2023-09-21 13:39.58
17 2024 A XIML PD.SUSINF SMGIML VIALX 100MG  2023-09-21 13:38:36  2023-09-21 13:39:24
114 2024 A ORALSOL e 1Y o geot 13015 o (%
(PET)x150ML+
108 2024 A EY.DRO.S0L 05% WV BTXTFLXTOML 2023-09-2112.52:30  2023-09-21 12:58:23
107 2024 A EY.DRO.S0L 05% WV BTXTFLXT0ML 2023-09-211251:23  2023-09-21 12:52:30
2024 EYDRO.SOL 05% WiV BTXIFLXTO0ML 2023-09-21 1250:50  2023-09-21 12:51:23
Co— I N T
2024 CAPS BLISTER 2023-09-21 1252:50  2023-09-21 125321
105 2024 E CAPS 30 BLISTER 2023-09-21 11:2038  2023-09-21 125259

>TO OUYKEKPIMEVO nivaka oTnv TeAeuTtaia otnAn (Xwpic TiTAO) undapyouv OUO
duvaToTNTEC yia KABe evepyn eyypapry oapwonc opidovra (Aeukn). To apioTepd
koupni (7 ) divel T duvaTtoTNTa ENeepyaaiac TS eyypaPnc eve To Se&i koupni (

* ) divel T duvaToTnTa diaypaPnc KIac eyypaenc. Ma TIG avevepyeC eyypapeg dev
diveral duvatoTnTa PeTaBoAng n diaypagng.

To koupni «MpooBnkn NEou MPoidVTOG», ENITPENEI GTOV XPNOTN va KAVEl El0aywyn
VEOU NPOioVTOG. MOAIG EMIAEEOUIE TO OUYKEKPIPEVO KOUMNI, epavideTal n napakdTw
POpua oupnAnpwong diapopwv nediwv, kanola and Ta onoia €ival UNOXPEWTIKA,
ExovTac eva (*) wg &vdeiEn. ‘OTav CUPNANPWOOUKE TN (POPUA KE TA ANApaiTnTa
OTOIXEIa NATAPE TO KOUMNi «AnoBnkeuon». Av BENOUME va E€MIOTPEYOUUE OTNV
nponyoUpevn 0eAidd, XwpiC va anobnkeUCOUPE TA OTOIXEI MOU EXOUME RN
KATaywpioel, NATAPE To Kouuni «EnioTpo®n».
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Supuaxcumikg AiciBuven
Eonyy Twine EmeEepyaniag ke EAZyxou Zuvrayuy

# Aoy | Yrmpewieg | EmeSepyacia Mpoidvog

Emegepyaoia eyypagric odpwang opilovra

Tor media i ™ vt UTOY petoTIRG:

‘Etog ketayipiorg *
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APXIKH  YTHPEZIEL » | ETIKOINONIA — BOHSEIA  ZXETIKA A phem userd  ERLOAGNSL

2023

‘Erog Avagopdg
2024

Epmopikr) Ovopasia *

Kuwbikog EO%

[EMPOR]KH ONOMASIA

dupparoreyviki Moper) *

{ CAPS

Mepiexmikome *

lsn

Luokevagio *

[BLISTER

Lot Qs

‘PAG.\TAXEL FORMULATED AS ALBUMI BOUND NANOPARTICLES

Now o’

Ao

AT Cod mpomuio TG 1)

{menm

Aoy vt

Enéoon Evdecng Mipyag Exbay

‘Evﬁsm
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Tpémog Aiddeon (Blue box) *
TROPOS_DIATHESIS

Kdroyog Adetag Kukhopopiag *
COMPANY_TEST

Tomog Tiprig
¥

Mpophemopevn Tipd (€) * Eyoho
123

MpopAemépievog Lyoho
Minbuaps - Erdyog
(RoBeveig avd £rog) *

2

MpopAemopeves svbeifeic Mo avapéveral va abelodomBody evidg g emoewng eriag *

PROBLEPOMENES_ENDEIKSEIS

Exipnon 1y £ydhio
TIpopAETBEviY
Mukioesy yiamy
e derin
¢
4000
Eppordyia
%

@EOMYY 2004 NMepod 181TH. 1833, Tadpo, email kmes@eopyy gov or 5 uni, Systems

Av dev €xoupe OUMNANPWOEl OAG T UNOXPEWTIKA nedia, kaTta Tnv AnoBnkeuon,
gu@avifovral Ta nedia nou gival UNOXPEWTIKA HE TO KOKKIVO Unvupa «To nedio €ival
UNOXPEWTIKO».
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