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Zto 10 KepdAaro, yivetal tapouciaon tTwv Alebvwv To 20 Kepahaio sival adprepwpévo otnv ‘Epeuva &
Opyaviopwv Pappakwv FDA & EMA, kat otn Avarntugn twv Pappdkwyv, OTIou TtepLlypadovtat

OULVEXELA TWV EAANVIKWY KavovioTikwv ApYwyv, Kat Katd oglpd n Stadikacia avarntugng tov pappdakou

Tou €pyou toug (Youpyeio Yyeiag, E.O.®D., KAL TA ETILHEPOUG OTASLA TWV KAWLKWY HEAETWV.
E.KA.TLY., L®.ET. MAE. & E.O.IN.Y.Y.).

1o 30 KepdaAaro, avaAvovtat ot EupwTtaikeg To 40 KepdaAaro mteptAapBAveLl To VOUOBETLKO
EykpLTikéG Atadikaoieg, ta €(86n Twv eykploswv TIAQ{oLO TNG TLHOAGYNONG KAt TNG avatitpoAdynong
KUkAodopiag, oL katnyopieg oTLg oTrolEg TwV Pappakwy, cuvtayoypadpoUEVWY Kal Hn,
ta§wopovvtatl ta pappaka He BAcn TN VOULKN OTIWG KAl TWV LATPOTEXVOAOYLKWV TIPOLOVTWV.
Baon €ykplong. ISwaitepn pveia yivetal ota ErtutA€ov, yivetal tapouaoiaon tou £€pyou Tng
Opdavd, Blohoyikd & BLo-opoeLlS) okevdopartaq, Emiitportiig A§LoAdynong Attodnpiwong ®appakwyv
KaBwg kat ota Iatpotexvoloykd Mpotdvra. AvBpwttivng Xpriong (E.A.A.®.AX.) kat tng

ETuitporng Awanpaypdtevong TLpwv.




To 50 Kedpaharo mepthappavel to mAaioLo mou
SiEmeL tnv anmodnpiwon twv Pappdkwy, Twv
IatpoteXVOAOYIKWV TIpoloVTwyY, Tov KatdAoyo
Amtodnpioupevwy & Mn AtodnpLoUpeVwy
Dappdkwy, ta Mntpwa AcBevwy kal Ta
Oepamevtika MpwtokoAha. TEAog, yivetal
Tapouaiaon tou épyou tou L.O.ET. M.AE., Kat Tou
Zuotrpatog HAektpovikrg Mpogykplong tou
E.O.M.Y.Y..

Ito 70 Kedpdhauo, yivetal avadopd otn Atacuvoplakn MepiBain.

—
—

210 60 Kepaharo, epypadovral ta Kavaia
Awavopr g @appakwv (Pappakeia Noookopeiwv,

®appakeia E.O.MNY.Y. & ISwtika ®appakeia).
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YIOYPI'EIO YIT'EIAX

IvoTiITouTo QapHAKEUTIKAG
'Epeuvag & Teyvoloyiag

EONIKO KENTPO AZIOAOMHIHX
THX MNOIOTHTAX & TEXNOAOIAZ
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.
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MARKETING

AUTHORISATION UPDATED GENERICS ENTER THE MARKET
(EFFECTIVE MARKETING RELYING ON SAFETY AND EFFICACY DATA
PATENT PROTECTION  AUTHORISATION GENERATED BY INNOVATIVE COMPANIES

STARTS)
7= = =1

1 MEDICINE
APPROVED

PRODUCT AVAILABLE FOR PATIENTS

CLINICAL
TRIALS
/
PRODUCT DEVELOPMENT
S |y o s o

TIMELINE

FOR ALL
MEDICINES

FOR ORPHAN g
MEDICINES TS ORPHAN S |
. DESIGNATION

13 years

[
SUPPLEMENTARY PAEDIATRIC
PROTECTION RESEARCH
(+ 6 MONTHS)
/

CERTIFICATE

REGULATORY DATA
PROTECTION (8 YEARS)

~ P

S~ (Y ORPHAN MEDICINE (10 YEARS
gZ MARKET EXCUSIVITY)

PAEDIATRIC RESEARCH
(+ 2 YEARS)
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I EFTKPITIKEZ AIAAIKAZIEZ

OaHros lNPosBAsHs sE OEPANEIES KAI OPOANA
DAPMAKA r1A ZNANIA NOSHMATA

OL OLOOLKOOIEG £YKPLONG TWV PAPUXKEUTIKWYV TIPOLOVIWY Olaxwpilovtal og Jlxdi-
kaoieg mou AapPavouv xwpa o eminedo E.E., kal og dladikaaieg ou AauBavouv
Xwpo o £BvIKO emimedo.

O1 SLodLIkxaleg EYKPLONG PPUXKEUTIKWY TPOloVTwY otnV E.E. gival:
«  Kevtpikn Aladikaoio (Centralised Procedure — CP)

«  ApotBaia Avayvwpion (Mutual Recognition — MRP)
«  Amokevtpwpévn Alxdikaoix (Decentralised Procedure — DCP)

niBnl

KENTPIKH AIAAIKAZIA (CENTRALISED PROCEDURE - CP)

YIQYPEWTLKA YLat TG £67C BEPATIEUTIKEG KATNYOPLEG: oykoAoyia,
. rheu%xd)ukwnxeq vooot, AIDS, Stapritng.
pdtva, Blotexvoloyikd, MroviSiakn i kuttapilki Bepaneia K.a.

H Sladikacio oAokAnp wvetal o€ 210 NUEPEC
Yndpyet n duvatdtnta «aywpoatog» (clock — stop)

67 NUEPEG YL TNV EMIKUpWON cotd TV Evpwraikn Enttponn
1 QdkeAog otov EMA - Avo a§tohoyntég (Rapporteur & Co-rapporteur)
IxXOALa €L TG At§LOAGYNONG QU TOUG UTIOAOUTOUG EKTIPOCWIOUG Twv KM
otnv CHMP

Avvatétnra npodopLkig mapousiaeng oo tov KAK

Mia Kootk ASELX TTOU LOXUEL yiat O TOL KpATn HEAN (27 META To Brexit)
r'vwotonoinon otov EO® yia tn AfYn kwdikoL (9Yrdrog, 134950101)
Av n Sdikaoia €xeL AREEL UE TIEPLOPLOKOUG (TLYX. OTN cuvTayoypdadnon)
TOTE QUTQUTEITOL TIEPAUTEP W KOBOPLOHOG TOU TLEPLOPLOHOU

(Blue Box — nepinou 2-4 piveg)

AMOIBAIA ANAINQPIZH (Mutual Recognition - MRP) KAI
AMNMOKENTPQMENH AIAAIKAZIA (Decentralised Procedure - DCP)

90 nuépec eMKalpoToinan ékBeonc aloAdynang amndé to KMA ato onoio éxeL
4® 18N eykpLBel to mpoidv + 90 nuépeg SLadikaaic amnd ta EKM+ 30 nuépeg yia
tn €kSoaon tng eBvikng aelng amod tov EOD (€wg 9 pnveg)

120 nuépeg xBean aflohdynong amd 1o KMA + 90 nuépeg Suadikaoia + 30
NUEPES - yiat TN €kSoan tng eBvikn g ddelag and tov EOD (Ewg 9 prveg)

[ Zuppetoxn cuykekppévou aplBpol ywpwy (amd 2 £wg 27)
[ O ddkehog katatiBetan TRUTOXPOVL GE OAES TIC YWPES
[l To Kpdtog Méoc Avadopdc (RMS) eknovel Thv afloddynon

[ TaEvbiadepdpeva Kpdtn MéEAn TapaBETOLY T GYOALL TOUG
[ Ze nepintwon aovpdwviag/pn cotodoynis avaiapfavel to CMDh.
[ %e mepintwon anodoyrg akohouBel to Pripa ékSoong tng EBuikAg Abelag

. Hbladopd Twy 500 SLabLKaGLOV EYKELTAL GTO otV évet dappoKo elval
| EVKEKPLIEVO 1) O)Y1 6TN XWpa Tou avaAapBdvel To poio Tou

KYPIA AIADOPA )
0 Kpdroug Méhoug Avadopdc
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Nopeia npog tnv npéoPaocn otnv ayopda...

[Mpoanatrouueva kat xpovodiaypauua

Adse1a KuKAogopiag TwyoAdynon A§LoAdynon Awanpayudrtevon

+ 0 EO® &ivel éykplon o€ éva *  Twohdynon epooov undpxouv * Kpuiipio 5/11: To dpdppako + Aampaypdreuon tou KAK pe Ty
ddppako mou éxel Adpel eite SlaBéaipeg Tpéq o€ TPELC (3) XDPES TPETEL VL OTTOTN UDVETOUL OE grutpony Slampaypdteuong TG
KEV'l'pll(ﬂ, elte auo‘pu(a< ™me Eupw((b\mc toukdxlotov Sandtall Kpd‘tl‘l- ue KOpLO uno Eﬁétaorl Kpltﬁp‘o mv
avayvwplong ite eBvikn ddela H i woutal pe to MO twv Suo HEAN mov SlaBEtouv opyaviopsd eninTwon otov npoUnoAoylopd
kukhodopiac (2) xapnAdtepwv SradopeTikwv HTA*

0 KAK kavel aitnon otov EO® TLUWV ToU £XELAGBEL OE XWPEG TIG Emuwponr HTA: AfloAdynon twv
yla va AaBEl 10 ¢apua'(o nm EUPw(d)VfIC KAlVlK(bV Ko OlKOVOHle)V

Eloaywyr oto AT®

SeSopévwy Tou PappdKwv

I ST Y 150 nuépes »

*Auotpia, BéAyio, MNiAAia, Meppavia, Aavia, lonavia, OAavsia, itaAia, MoproyoAia, Zoundia, GwAavdia
NS0 4633/2019 - DEK 161/A/16-10-2019 & Nopog 4512/2018- DEK 5/A/17.01.2018
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Katnyoplonoinon @appakwv AvOpwrnivng Xprong

Zuvtayoypadoupeva ZuvtayoypadoUpeva
AnolnHoUpeEva Mn AnolnpioUpeva Mn Zuvtayoypadouipeva
dappaka
(MH.ZY.DA)

Ocetikn Apvntikn
Alota ‘ Alota

Déppaxa Odeum«x
Kowétnrag YynAoU Kéotoug

1B
a) Evapén os Noookopeio
KOLL CUVEXLOT EKTOG
B) Exto¢ Noookopeiou

1A
Movo yia
Noookopsiakn Xprion




AyVWOTIKO Kot OEPATIEUTIKG MPUWTOKOAAX
ZuVTayoypapnong

4 TeAeuTala GpBpa

14/10/2024

ALlOyVWOTIKG Kol O£pameuTika MpwToKoMa AucAmibaipiog

AlOyVWOTIKA KOl OEPOTTEUTIKA MPWTOKOAX ZUVTOYOYPAPNONG

14/10/2024

AlOYVWOTIKG Kol OEPATIEUTIKG MPWTOKOAA ZUVTAYOYpaYNnons PEULOTOAOYIKWY

MAPAITEAIEXZ MAPAITEAIEXZ NMAPAITEAIEZTIA .
MONIMH3 & EKTAKTHZ EIAIKHZ NOZOKOMEIAKHZ ®APMAKEIA EOTNYY & Noonuatwy
KAAYWH> KAAYWH3> IAIQTIKA ®APMAKEIA , , , ,
AloyvwoTIKG Kol OepameUTIKA MpwTOKOAAQ ZuvTayoypapnaong
A@opa NoonAeuTika Idpupara, A@opa NoonAeuTika 15pUpara. AQopa ®appuakeia EONYY kai
EOMYY kal ®apuakanobniKec. Anarteitar: IIWTIKG ®apuakeia. AnaireiTa:
Anarreitar: 14/10/2024
« AiTnon Eidikn¢ Napayyehiag « AITnon atopikng napayyeAiag ' . . . )
* ZupnAnpwon Tou AgATiou ®appdkwv Tou Noookopeiou PappaKWV AlyYVWOTIKA Kot OEPATIEUTIKA MPWTOKOAN ZUVTayoypapnaong NEupoAoyikwv
Napayyehiag « 'EvTuno IaTpikfAg MNVOPATEUONG - IaTpikr NvopdaTeuon NoonuaTwy
Unoyeypappévo anod Tov unetBuvo - 'Eykpion and EO® ry/kal Tov ac@aAioTi N
IaTpo Kai TNV ENIOTNUOVIKN KO Qopéa EONYY, péow Tou . . . .
Enmponi) Tou Nogokopeiou. SUOTALATOC HAEKTPOVIKAG AloyvwoTIKG Kol OepameUTIKA MpwTOKOAAQ ZuvTayoypapnaong
- Anogaon A.3.(yia afia napayyehiag Npogykpiong (Z.H.N.)
peyaAlTepn Twv 5.000 eupw)
‘ 31/07/2024

ERE

NapayyeNieg:

AlOyVWOTIKG Kol OEPATIEUTIKA MPWTOKOAX ZUVTayoypapnong AlLaTOAOYIKWY
Noonuarwy

MapayyeAieg ®appakeiwv EOMYY:

MapayyeAieg:
TnA.: 2132002 501,502, 513,
528, 529 & 530

AlayVWOTIKA Kol OpomeuTIKA MPwTOKOAAA ZuvTayoypapnong

TnA.: 2132002424,423 TnA.: 2132002456

ZInueinon: Ta eibikd ompaTa:
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Kaku fipBate otnv epappoy

Ivotnpa HAexTpovikng Mpotykplong

EmifeTo ElbwnotnTa
BEBBB86E FAXTPENTEPOAOIOX

@ H emdva Twy QITHoEWY 0ag

14 11 0 0 0

Luvohika Mpoowpiva Ic avapovn Eyxpion Anoppiyn
AitApata ano@nkcupéva éyxpionc EONYY

Yhonouf@nse xai cival nAEov or napaywyr 1 evnpépuwon Tow daxelov Aopdalion Yyeiag (SAY) ano o Ivatnpa HAextpovixdg Npoéyxpiong (IHMN) pappanoy,
TuyRERPIPEVD, O 0OPaMOPEVOS OUVSELTAI 0TV CHAPYOYT TOU DAY PE TOUC MPOOWMIKOUS TOU KLWSIKOUS ) TOUS Kwbirous taxis, kel emAgyel <Napaxochovdnon Artipatog THM..
ARG EREL EPEPWVETAL OF TLPAYPATIKG YPOwo y1a Ghn TY Ropeia e£EAENG TNC AITAONG Tou KABWG Kol Y1 To aROTEALOpA BUTAC
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Apxrj / MoAles / Enpela E§unnpétnong Aopaliopévwy la Atavopri @appdkwv YnAou Kéotous YHMEIA E=YTTHPETHEHE AXOANEMENQN T1A

Foy
APXIKH ~ EONYYv  MOAITEZv  EMATTEAMATIEZv ~ ENHMEPQIHv

®appakeia EONYY ~  IdiwTika ®apuakeia ¥  AnooTolr kat'oikov ~  Avakoivwoelg ~  Bor@eia ~

ouvdeBeiTe yia va npoypapparioere Tnv napaiapn @.Y.K. and @appaxeia Tou EOMNYY 1) and 15iwTika pappakeia.

AIANOMH ®APMAKQN YWHAQY KOZTOYZ

KAAQZ HAGATE ZTHN YMHPEZIA MAPAAABHZ ®APMAKQN YWHAOY KOZTOYZ (®.Y.K.)

ANO ®APMAKEIA EONYY, AlNO TO IAIQTIKO ®APMAKEIO THZ ENIAOIHZ ZAZ 'H ME ) ) ) o o ) ) ) ‘ )
Tag evnpEPWVOLHE OTL yia TV mapayyeAia kat Tnv napakaBr appakwy bwnhol kooToug (PYK) oe mepintwon mov dev Aettoupyei pappakeio EOMYY otnv neployr) oag, pnopeite va
ANMOZTOAH ZTO ZNITI ¢ € ot Sinote onpeio Afig OYK EONYY oag e€urnpetei pe ta anapaltnta SiatohoynTiKé:

EukoAa kai ypriyopa napaAdPete Ta @dppaka YynAou KooTous, npoypapparidovrag To pavreBou oag o€ Eva ano i)

Ta papuakeia Tou EOMNYY 1j unoBaAovrag aitnua yia napaAapij ano éva IGIwTIKO Papuakeio 1j e anooToAr aTo 2. Nogokopetaki) BeBaiwon (6nov anaretrar)

T 3. E§ovotodotnon (o€ mepintwon mov dev napakapBavet o (dog o aobeviiq)

ZYNAEIH MEXIQ TAXISNET Mapakdtw avapépovral Ta arotxeia {ag pe To kabe onpeio anooToArg.

©a B€Aape va EMONPAVOUPE OTL O PEYLOTOG EKTIHWHEVOG XPOVOG tapaAapiiq TO pappakou ano Ty npépa napadoong Tng cuvtayng oTo onpeio anooTtolng eivat 10 - 15 npépeg.

Ta eioodo onv Epapuoyri ws xprioTng «ISiwTIKO @apuakeio» narrioTe 56
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