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Xawpetiopog Ynoupyou Yyeiag, Muxain Xpuooxoidn

OL enételol anoteAoly, ouVABWG, PLa WAVLKH eukalpla yla avaokonnon, enRERALWOEL KAl dEoUEUOELS. ZTNV NepiNTWon Tou
E6VIKoU OpyaviopoU Qapudkwy, TOAU NepLocATERO, N CUPNARPWGN TECOAPWY SEKAETLWY SPACNG, EPXETAL VA UNOYPAUULoEL TNV

NOAUXPOVN KAl MOAUTLUN CUUBOAN TOU OPYAVIOHUOU, WS €vag and Toug «PUAAKES» NG Anpdotag Yyelag.

H MoAttela éxel epnioteudel otov EOQ pla onuavIikr Aettoupyia yia tnv onola n SLagdvela Kat n akepaldtnta, N anoteAeoUaTL-
KOTNTA KAl N eUuBUVN CUVLIOTOUY O3LANPAYUATEUTES KAL EK TWV WV OUK Aveu a€leq. Elvatl onoudaio ot o EOQ katapépvel SLaxpo-

VLKA VA EMBEKVUEL TETOLA XAPAKTNELOTKA!

H eAANVLKN KUBEpvVNON, and TNV NpwIn oTydn TNG eNavekAoyng TNC Tov louvio 2023, éxel DECUEUTEL, Ye CAPrVELD, YLa TNV NPO-
wonaon evoc PYeYAAOU €BVIKOU EYXELPNUATOC: eVOC EBVIKOU Zuotriuatog Yyelag avidliou Twy CUYXPOoVwWY avayKwy Tou NAn-
BucouoU. BAOIKOG NUAWVAG £VOC TETOLOU CUCTAMATOG, £lval pla OAOKANPWLHEVN €BVLKN MOALTIKN yla To Qdpuako, otnv onola
0 EOQ 6a dladpapatiost Kevipkd POAO KAl 0€ OTL pag apopd, 8a unnpetel MOAAANAOUC OTOXOUG: TNV NPOWBNGN ACPAAWY,
ANOTEAECHATIKWY KAL KAANG MOLOTNTAC PAPPAKWY, TNV NPOoBacn oTLC Mo oUyxpoveg Bepaneleq yla OAOUG Toug aobevelg, TNV
BLACPAALCN KAWLKAG KAL OLKOVOULKNC ANOJOTIKOTNTAG, KAL, TEAOG, TNV augnon, 1000 Twv PeAeTwy Epeuvag & Avantugng, 600 kat

NG NAPAYWYNQ TNG EYXWELAC PapUaKoBLOpNXaviag PEcw eNEVOUTIKWY MNPWTOROUALWY, EYXWPELWY 1) KAl and To e€WTEPLKO.

Ano NV NAeupd Tou Ynoupyelou Yyelag, aloBavouacTe TNV avAaykn va euXapLloTAoOUE, KAl and autd To Brua, Tov EBVIKO
Opyaviopd Qapudkwy yla TV 40€T NPooPoPd Tou ot éva SUCKOAO KAl analtnTikéd nedlo, kal va dlaBeBalwooupe OTL 0TO
NAQ{OLO TWV OPLOPEVWY APPOBLOTATWY PAG KAl TNC XAPAENG CUVEKTIKAG MOALTIKAG, Ba otaBouue apwyol otnv eknAfpwon

NG ANOCTOANG TOU.
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Greeting from the Minister of Health,
Michalis Chrisochoidis

Anniversaries are usually an ideal opportunity for review, reaffirmation and commitment. In the case of the National
Organisation for Medicines (EOF), even more, the completion of four decades of activity underlines the long-standing and

valuable contribution of the Organisation as one of the “guardians” of Public Health.

The State has entrusted EOF with an important mission for which transparency and integrity, efficiency and responsibility
constitute non-negotiable and indispensable values. It is remarkable that EOF has continually displayed such qualities over

timel!

The Greek government, from the very first moment of its re-election in June 2023, has clearly committed to promoting a major
national undertaking: a National Health System which responds to the current needs of the Greek population. A key pillar of
such a system is an integrated national pharmaceutical policy, in which EOF will play a central role and, as far as the Ministry
of Health is concerned, EOF will pursue multiple objectives: promoting safe, effective and quality medicines, providing access
to the most advanced treatments for all patients, ensuring clinical efficacy and cost-effectiveness and finally, increasing
the number of Research & Development studies as well as the production of the domestic pharmaceutical industry through

investment initiatives, both domestic and foreign.

On the part of the Ministry of Health, we feel the need to thank, also from this point the National Organisation for Medicines
for its 40-year contribution in a difficult and demanding field and to assure you that within the framework of our defined
responsibilities and coherent policy-making, we will support the National Organisation for Medicines in the fulfillment

of its mission.
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NpoAoyog

ANOTEAEL YeYAAN TN va npoAoy(lw wg Mededpoc To NAPOV NETEIKO AeUKWUA Tou EBVIkoU OpyavicopoU Qapudkwy (EOD),
APLEPWUEVO OTa 40 xpdvia anod Tnv (Spuor Tou. O EOQ avaupiBoAa anoTeAel Evav oNUAVIIKO PUBULOTIKO GopEQ, Mou 3ladpa-
poTilel QWTIkG POAO OTN SLACPANLON TNC NOLOTNTAG, ACPAAELAG KAL ANOTEAECUATIKOTNTAC TWV GAPUAKWY oTnNV EAAGDA. AUuTO TO
AeUKWUA CUPBOAZEL TNV enttuxnuévn nopela Tou, avadelkvuovtacg TNV LoTopla Tou, To 6paud TOU KAl TG OUYXPOVEG MPOKANCELS

MouU AVTLHETWNIEL YECQA OE VA CUVEXWC EEEALOCOUEVO ENLOTNOVLIKO KAl KOWWVLKO NEPLBAANOV.

Ano tnv Bpuor Tou 1o 1983, 0 Opyaviouog enédelle 0OevapdTNTA, ANOPACLOTIKOTNTA KAl SECUEUCN YA TNV NPooTacia tng

Anuoéolag Yyelag kat tyv e€a0@AAon TNG NOLOTNTAG TWV PAPUAKWY MOU KUKAOPOPOUV TNV EAANVLKH ayopd.

AUTH N ENETELAKN €KDOON ANOTEAEL Yla cUVTOUN Avadpour, MPOCKAAWYVTAC TOV AvAyVwWoTn Va TAEWEWEL OTOV XPOVO, AVAKAAU-
NTOVTAG TIC GACELS TNG avanTuEng Tou OpyaviouoU KAl TOUC NPWTIAYWVLIOTES MOU TOV SLaOPPWaoay. X authy TNV nopela avi-

Kplloupe TIQ NPWTOROUALES KAL TG entux(eq Tou EOQ, KaBLIG KAL TG MPOKANCELS MOU AVEKUWAY UECT OTOV XPOVO.

Evw aprijvoupe nlow Pag TQ Npwieq dekaetTieg, (oUPe TO NAPOV KAl ELCAYOUAOTE OTO HEANOV, O Opyaviouog EXeL CUVEL-
dNTOMOWACEL TNV AVAYKALOTNTA MNPOCAPHOYAG OTOV TOXEWCS EEEALCCOUEVO KOOUO TWV QAPUAKWY KAl TNC Yyelag aAAd
KOl TOU HETAOXNUATIOPOU TOU Ot €vav oUYXPOVO WNOLOKO OPYAVIOUO HE EUPWNAIKEQ KAL MAYKOOULEG OUVEQYAO(EC.
To 6paud TOU CUMNUKVWVETAL OTNV NPOowBnon TNg KAWoToplag, TN NotdtNTAg, AoPAAELOG KAL TNC ANOTEAECHUATIKOTNTAC OTN
QAPPAKEUTIKA ayopd. And TNV unooThPLEN TNG £PEUVAC KAL TNC avAanTuENG VEWY QAPUAKWY PEXPL TNV MPowBNnacn ToU WneLaKou

HETAOXNUATLOPOU oTov Topéa Tne Yyelag, o EOQ avarauBdvel evepyd pOAO 0TNV Npowdnaon tng KavoTtoplag Kal Tng npoddou.

YTOXOG TNG NAPOUCAC £kdoong elval OXL HOVO VA NAPOUCLACEL TIG TEXVIKES MTUXEC TOU £pyou Tou EOQ, aAAd kal va avadelfel
ToV €€ALPETIKA ONPAVTIKO KAl MOAUSLACTATO KOWWVLIKO TOU POAO KAt aviiktuno. O Opyaviopog enneeddel Tn dwr) Twv MNOALTWY,
npocotateUovIag tn Anuodaoia Yyela kal dlaocpaiilovtac OtL ta ¢APUAKA NOU KATAVAAWVOUY elvaL ACPAAR KAL ANMOTEAECUATIKA.
Méow oTevAg cuvepyaolag e BLAPopoug Popelc, 0 EOD e3pallivel TOV POAO TOU WQ YEPUPA UETAEU TNG Blopnxaviag, TS ent-
OTAUNG, TWV ENAYYEAUATIKWY GUAAOYWY, TOU NAVEMLOTNMLOU KAL TNG KOWWVIAG. ¥TNv oucta, o EOD elval o popéag euniotoouvng

nou SLacPAAlleL TNV 0pON AelToupyla TNG PAPPAKEUTIKAG Ayopdc dLAcPAAL{ovVTAC TN dNUOCLa KAl ATOMLKN Yyela.

rvetat yla cUvTopn aAAd OUCLACTIKY avAPopPd GTO MNEWTONOPLAKO £pyo Tou EOQ ot 3LApopoug TOMELS, ONwS N afloAdynaon Kat

€YKOLON GApPAKWY, N ENLTHPNON TNG ayopdcs, N NAPAKoAOUBNCN TwV AVENBUUNTWY EVEPYELWY TWV GAPPAKWY KaL N eknaideuon
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TWV ENAYYEALATLWY Yyelag Kat Tou kowvou. EnnA¢éoy, napouctdovial ol NEOKAACELS Nou avTlpetwnilel o EOQ otnv enoxr} INg
TEXVOAOYLKAG eNavACTAoNG, HETAEU AAAWY N avAnTugn VEWV TEXVOAOYLWY, N NEOCTACIA Twy deBOUEVWY, N KATANOAEUNON TNG
napanoinong eapPaKwy. Me Tov Tpono autod dlvetal N eukalpla o GAOUC TOUG AVAYVWOTES VA KATAVOrooUV TN onoudaldtnta
TOU €PYOU TOU KaL TNV avano@euktn eEEALEN otnv onola npooBAEneL. MpokaAel evOoOUCLOOUO KAl aloBnua unepneAveLag yla To
NaPeABSY, AAAG KAl avunopovnota ya to PéArov. O EOQ cuvexilel va gpyddetal e 08évog Kal apoaoiwaon yia tn BeAtlwon Tng

Anuéolag Yyelag Kal tnv Npootacia Twyv NOALTWV.

AnoTeAel PeyAAn Tun va elpat Mpdedpog tou EOP kat Wlaltepn xapd va Belokouadl oTo THovL Tou OpyavicopoU autr TNV Toco
ONPAVTLKY XPOVLKH OTLydr, KOTd TNV onola yloptaloupe Ta 40 xpovia anod tnv (3pucr Tou. @AW VA euxaploTriow TOUG CUVEP-
YATEQ POU VLA TNV NMPEWTOROUAID VO dNULOUPYACOUME QUTAV TNV €NETELOKN €kdoon. Elval évag Todnog va TUAOOUUE OXL JOVO
NV NPooPpopd Tou OpyavIoHOoU OTNV KOWWVLa Kal va avayvwpe{ooupe Tov pOAO TOU WS KOBO3NYNTWKA dUvaun oToV TOUET TWV
PAPUAKWY, OANG KAL TOUC avOpwnoug Nou TOoeC JEKAETIEQ eVOTEQPVIOTNKAV TO OPAPA TWV WPUTWYV KAl £dWoayV ToV KAAUTEPO
TOUQ €aUTO WOTe Va anoteAel onuepa o EOQ nuAwva acpAAELag KAl MPooTaciag tng Anuoolag Yyetag. H napouciaon tou
HEXQL OrUEPT EPYOU EUEAMLOTOUME VA AELTOUPYNOEL WS NNYH €UNVEUONCS YA TS MEAAOVTLKES Yeviée unevBupidovtag tg akleg

NG ouvexoUg NPOoddoU KAl avanTugng otov Topéa tTne Yyelac.

ABrva, 7 louviou 2023

Anpnitpng @Ainnou
Mpdedpoc EOQ

Enk. KaBnyntne latokric 2xoAric, EKIMA
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Preface

It is a great honor to preface this anniversary edition, dedicated to the 40th anniversary of National Medicines Organisa-
tion (EOF) establishment, as President of the Agency. EOF is undoubtedly an important regulatory body having a vital role
in ensuring the quality, safety and efficacy of medicines in Greece. This edition illustrates its successful journey, highlighting its

history and vision as well as the contemporary challenges in a constantly evolving scientific and social environment.

Since its establishment in 1983, the Organisation has demonstrated resilience, determination and commitment to protecting

public health and ensuring the quality of medicines marketed in Greece.

This anniversary edition represents a brief retrospect, inviting readers to travel through time and discover the Organisation’s
different stages of development and the people involved in shaping it. Looking back on this journey, we uncover the initiatives
and achievements of EOF, as well as the challenges that have emerged over the years. Leaving behind these first decades of
operation,focusingonthepresentandlookingaheadtothefuture, the Organisationhasfullyrealizedtheneedtoadaptintherapidly
changing world of medicines and health, butalso to transform into a modern digital organisation with European and global
collaborations.Itsvisionfocusesonpromotinginnovation,quality,safetyandefficacyacrossthepharmaceuticalmarket. Fromsupporting
research and development of new medicines to promoting digital transformation in the Health sector, EOF takes an active role

in fostering innovation and progress.

This anniversary edition aims not only at presenting certain technical aspects of the Organisation’s mission and activities,
but also at highlighting its crucial and multidimensional social role and impact. The Agency affects the lives of citizens by
protecting public health and ensuring the safety and efficacy of the medicinal products. Through close collaboration with
various stakeholders, EOF has consolidated its role as a bridge between the pharmaceutical industry, the scientific community,
professional associations, academia and society. In effect, EOF constitutes a trusted body ensuring the proper operation of the

pharmaceutical market by protecting both public and individual health.
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The pioneering work of EOF is briefly but meaningfully outlined, focusing on areas such as the assessment and marketing
authorization of medicines, market surveillance, monitoring of adverse drug reactions and education of healthcare
professionals and the public. Furthermore, the challenges faced by EOF in the era of technological revolution are presented,
including the development of new technologies, data protection and combating counterfeiting. In this respect, the Agency’s
vision and activities are highlighted. With a sense of pride for the past and excitement for the future, EOF continues to work with

determination and dedication on improving public health and protecting citizens.

It is a great honor to serve as President of EOF and | am delighted to be at the helm of the Organisation at this particu-
lar moment in time when we are celebrating the 40th anniversary of its establishment. | would like to thank my partners
on taking the initiative to prepare this anniversary edition. It is an excellent way to pay tribute to the Organisation’s
contribution to society, recognizing its guiding role in the sector of medicines. It also pays tribute to the people who have
shared the vision of its founders over the years and have done their utmost to establish EOF as a pillar of safety and
public health protection. We sincerely hope that the Agency’s achievements presented in this anniversary edition will inspire

coming generations emphasizing the value of continuous improvement in the Health sector.

Athens, 7 June 2023

Dimitris Filippou
EOF President

Assistant Professor, Medical School, NKUA
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Mnvupa ané tTnv Emer Cooke
EkTEAECTIKN AleuOUVTpLa Tou EupwnaikoU OpyavicpoU Qappdakwy (EMA)

Exkppadw Ta ouyxapntipld pou otov EBvikd Opyaviopo Qapudkwy (EOP) yia tn othpEn Tou EAMANVIKOU CUCTAUATOS Uyelag
HECW ENLOTNHOVLIKAG cuvepyaciag, cuunpadng Kat KawoTtopuiag TiC teAeutalec téooepelg dekaeTieq. O OpyavIoPog ExeL dlaypd-
el pa afloonuelwtn nopeta anod tnv Bpucr Tou To 1983 Kal TNV NEPALTEQW AVAdLOPYAvVWOoN oTNV onola Npoxwpenaoe To 1996
pe okonod TNV evappovion WeE TOUQ KAVOVIOHOUG KAl Ta Npodtuna Tng Eupwnaikne Evwong. Kad' 6An tn dLdpKeld auTwy Twy
40 xpOvwy, 0 OpyavIoPOg avieneENABe oe MOAAEC MPOKANCELC. H peyaAUtepn (owg and autég unipge n npdopatn navdnula
g COVID-19, n onola KAOVLOE Ta CUCTAUATA uyelag kat dlatdpate tn dwr) Jag. ANOTEAECE Pla doKuaoia yla To diktud pag,
TNV ANOCTOAN HAG, TNV LKAvVOTNTA Pag va cuvepyaldpaoTe. Qg PEAOG TOU eUPWNAKoU pUOULOTIKOU SIKTUOU GpapudAKwy, o EOD
avIanokp{Bnke TaxUTATA Pe NveUPa ouvepyaciag. Oswpw OTL Ta ENTEUYPATA PAG KOTA TN SLAPKELD TNG Kplong unevOuuloay

og OAOUG TNV afla TNC eNOTAKING KAL TNG cuvepyaoiag oto nAaiolo tnNg Eupwnaiking Evwong.

YAuePa, N UETAEU pag ouvepyaoia kaBlotatal akoun Mo oNUAvTK AOYW TwV JAPOPWY MPOKANCEWY NMOoU avaduovTal,

oLonoleg dev neplopldovial oTa NaPAdOCLaKA OPLA TOU KAVOVLIOTIKOU NAALGIOU yLa TO APPAKO KAL MPEMEL VA AVILUETWNLOTOUV

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

anoé tnv Eupwnaikr) Evwon KaLta KpAatn YEAN o€ GUAAOYLKO OAAG KAl EONIKO eninedo. OLe€eAlEelC OoTNV EMLOTAMN, TNV LOTELKA, TV
Kalvotopia kalTnv texvoAoyia ouvextdovtal Je eVIUNwOoLaKr Taxutnta. Eluacte enlong avIPETWNOLUE TNV OLKOVOULKK) KOL MOALTIKY
NPEAYUATIKOTNTA, Wlaltepa 6oov apopd 1o {ATNUA TWV NAYKOOULWY EQPOBLACTIKWY AAUCTIBWY KAl NApAyWYLKWY SLABKACLWY OTIC
onoleg oL oUyxpoveg KoWwViee pag otnpidovial oe NOAU peyAAo Babuo. Elvat e€alpeTikd onuavTiko OXL anAwe VA NAPAKOAOU-
BoUpe aAAd va NPoAdRaivoupe QUTER TLG MPOKANGCELS OAOL Madl wg Biktuo. Enltn eukalpla, 6a BENaUE va eUxapLoToouue Tov EOQ
YL@ TNV NOAUTLUN CUUKETOXH Tou. O EOD GUPBAANELONUAVTIKA OTO SIKTUO GE EUPWNAKO eNtNESO YECW AVIAANAYAG EUMELOOYVWHO-
oUVNG O ENTPOMNES, OUABEG pYAC{AC KALENMOTNHOVLIKEG AELOAOYNOELG TOU EupwnaikoU OpyaviouoU Qapudkwy (EMA). Mpoouévw
pe avunopovnola tn cuvéxlon TN cuvepyaoiac Yag woTte va e€ac@aAcouE OTL JLABETOUUE TIQ BUVATOTNTEG, TIC YVWOELS KAl
TG Je€LOTNTEG YO VA AVAUETPNOOUUE KATA PETWMO WE TIC VEEC MPOKANCELS, VA Cuvexioouue va dLAcPAA{oUPE TNV ACPAAELd
TWV AcBeVWY, VA NPOWBOUE TNV KAWOTOULA KAL VA KOAUNTOUWE TG AVEKAANPWTEG LATPLKEG AVAYKEG TWV AVOPWNWY TOCO 0NV

EANGBa 600 Kal otnv Eupwnaikr Evwon.

23 louviou 2023
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Message from Emer Cooke
Executive Director of the European Medicines Agency (EMA)

Congratulations National Organisation for Medicines (EOF) on four decades of supporting the Greek healthcare system through
scientific collaboration, partnership, and innovation. The Agency has been on a remarkable journey since its establishment
in 1983 and its further reorganisation in 1996 to align with European Union (EU regulations and standards. Throughout those
40 years you have overcome many challenges. Perhaps the biggest of them all was the recent COVID-19 pandemic, which
shook our health systems and disrupted our lives. It was a test of our network, our mission, of our ability to work together. As part
of our European medicines regulatory network EOF responded swiftly and collaboratively. | think our achievements through this

crisis reminded everyone about the value of science and collaboration within the EU.

Working together is even more important today because of the various challenges we face which go well beyond
the traditional boundaries of medicines regulation and need to be addressed by the EU and its Member States as a whole
and individually. Developments in science, medicine, innovation, and technology, continue at an incredible pace. We also face
economic and political realities, not least the issue of global supply chains and manufacturing processes on which our modern
societies heavily rely. Itis vital that we don'tjust keep up but stay in front of these challenges together as a network. On that note,
we thank EOF for its valuable participation. EOF has contributed enormously to the network at the European level through
the sharing of expertise in EMA committees, working groups, and scientific assessments. | look forward to continuing our
collaboration to ensure we have the capacity, knowledge, and skills to meet new challenges head on, keep patients safe,

promote innovation and address the unmet medical needs of people in both Greece and the EU.

23 June 2023
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‘1ISpuon EO®: Toun otov xwpo tou Qapuaxou

0 EBVIKOG Opyavioudg Qapudkwy WBpubnke otig 11 lavouapiou 1983 pe tov Nopo 1316, wg Noutkod Mpdowno Anuociou Alkalou,
uno tnv enontela Tou Ynoupyetlou Yyelag. H (dpuor Tou Epepe ONUAVTIKES AAAAYEQ OTNY OPYAVWON KALOTNY ENONTEQ TOU XWPEOU

TWV QAPUAKWY oTnV EAAGDQ.

Npodpoun Pop®r Tou, and 1o 1970 £wg To 1983, anotéAece o Kpatikd Epyaotriplo EAéyxou Qappdkwy (KEEQ), to onolo
AELTOUPYNOE WG YVWHODIOTIKG Opyavo npog to Ynoupyelo Yyelag. O EOQ, avi®étwe, anéktnoe Ano@AcloTKO Xapa-
KTPQ, KABWC KAl OWKOVOULKA KAl dlolknTk autovoula. H Bpuon evog autdvouou Opyaviopou Pe Ano@acloTKO pOAO
AnoTéAece oW OToV XWPOo tou Papudkou, CNUATOBOTWVIOS Uia oelpd e€eAfewWY Pe yVWHOVA NAvVIa TNV Npodonion NG
Anuoolag Yyelac kat tnv eEac@AALon Tou dNUOCLOU CUUPEQPOVTOR OTOV TOMED TNG NAPAYWYNG, ELOAYWYNG Kat dlakivnong

NPEOIOVTWY aPUOodLETNTAC TOoU.

Me tov (3Lo Voo 1BpUBnKav oL Buyatpkég etalpeieg Tou EOQ, Kpatikry Qapuakanobrkn A.E. kat EBvikr) QappakoBlopnxavia A.E.

(onuepwo Ivotttouto QappakeUTIKAG Epeuvag kat Texvoloyiag — IQET), ye okonod va eNKouprnoouy 1o £pyo tou EOQ.

Yapdvta xpovia PETA tnV Bpucor Tou 0 Opyaviopocg e€akorouBel va cUUBAAAEL KOBOPLOTIKA OTNV NEOACHLoN TNG ANuooL-
ag Yyelac. Méoa oe kKABe WLaltepn cuverikn TNV onola SLAPOPPWVE AUTEQ TG TECCEPELS DEKAETIEC TO EUPUTEPO KOLWVWVLKO KAl
OLKOVOULKO MEPLBANNOY, KATOPOWOE VA avIanoKplOel 0TIG NPOKANCELS MOU AVILPETWNLOE. IBLATEPWS OTA XPOVIa NG dEKAE-
TOUC OLKOVOULKNC Kplong 2010-2019 (e TIQ WBLaltepeg anattioeLe T onoleg €Bete To NAC(OL0 dNUOCLOVOULKNAC NPOCAPUOYNG KAt
Ol UMNOXPEWOELS TNG XWPEAC), AAAG KAL AUECWES PETA, KATA TNV UYELOVOULKN Kplon tng COVID-19, pe TIC NPWTOYVWPEES CUVONKES
MouU auTrh dnuoUpynoe yia tov KAGSo Yyelag — Qapudkou, o EOD cuvelcépepe TA UEYLOTA NPEOC UNePACLON Tou dnudoLlou

CUUQEQOVTOG.

TNV auyn TNG 5ng dekaeTiag Aettoupylag Kat 3pdong Tou, cUyXpoveg NPOKANCELS (BA. O€A. 66) BnULOUPYOUV €va VEO TOM(o eVIOQ

Tou onotou o0 EO® Ba cuvexioel va unnpetel Tov KOUBLKO Tou pOAO.
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The Establishment of EOF:
A Turning Point in the Field of Medicines

The National Organisation for Medicines (EOF) was established on 11 January 1983 by Law 1316, as a Legal Entity of Public Law,
under the supervision of the Ministry of Health. Its establishment brought forth significant changes to the cooperation and

supervision of the medicines sector in Greece.

Its predecessor, the State Laboratory for Medicines Control (KEEF), operated as an advisory body to the Minitry
of Health from 1970 to 1983. However, EOF acquired a decision-making role as well as financial and administrative
independence. The establishment of an autonomous Organisation with decision-making responsibilities was a breakthrough
in the field of medicines in Greece, marking a series of developments always with the aim of protecting Public Health and

ensuring the public interest in the field of production, import and distribution of products under its authority.

Law 1316, also provided for the establishment of the Organisation’s two subsidiaries, the State Deposit of Pharmaceuticals SA
and the National Industry of Pharmaceuticals SA (current Institute of Pharmaceutical Research and Technology - IFET), with the

aim of assisting EOF in performing its statutory tasks.

Forty years since its establishment, the Organisation continues to make a decisive contribution to the protection
of Public Health. In every circumstance that defined the broader socioeconomic environment over these four
decades, the Organisation has managed to respond to every challenge it has faced. In particular, during the ten-year
economic crisis 2010-2019 (with the special requirements set by the fiscal adjustment framework and the country’s
obligations),butalsoimmediately afterwards, duringthe health crisis of COVID-19and the unprecedented conditionsitcreated for

the Health - Pharmaceutical sector, EOF remained instrumental in promoting the public’s interest.

At the dawn of the fifth decade of its operation and service, emerging challenges (see p. 68) are shaping a new landscape

in which EOF will continue to serve its crucial role.
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XpovoAdyro | Timeline

1983: 1986 1987 1988 1989 1992
13puon tou EOQ : Anuwoupyla Mopwtn ékdoon ‘Ekdoon - Anpooieuon Metaotéyaon
KAl Twv BuyatpL- COUCTAPATOC TOU EBVIKOU EAANVIKAC OpyavoypAuuatog Tou EOQ

KUJV TOU ETALPEWY MAPAKOAOUONONG | Tuvtayoroylou Qappakonouag EOO (MN.A.142/89) o€ BLOKTNTES
ue tov N.1316/1983 :  KABe cuckeuaolag (ED. 1IV) - Anpoupyla €yKATaoTACELQ
: PAPUAKOU : TOU PNXAVOYPAPKOU OTOV XOAapPYO,
e TNV eEQapuoyn cuothuatog FTAAHNOY Meoovelwv 284
g tawiag (or\uepa GREDIS) :
yvnowtntag - MpwTn ékdoon
Tou Ktnviatpkou
JuvtayoAaoyiou
EOF and its :
subsidiaries | Monitoring system First Hellenic - EOF organisational Relocation
are established to track every publication | Pharmacopoe- : chart is published : to EOF-owned
with Law | medicine pack : of the National | iais published : (P.D.142/89) : property :
No 1316/1983 through Formulary : (HP.1V) i - Creation of GALINOS in the district
an authenticity : i information system : of Cholargos,
: band is introduced (current GREDIS) 284 Mesogeion
: - First publication Avenue
of the Veterinary
Formulary
C A\ A\ A\ A\ AN\
A\ 4 \ 4 \ 4 \ 4 A 4
C A\
A4
2023 2022

MNpdtaon Tng Eupwnaikng Enponng
yla v avaBewpnon tng QApUaKeUTL-
k¢ NopoBeolag otnv E.E.

The European Commission
proposed an EU pharmaceutical
legislation reform

- Epappioyr) Tou Kavoviopou (EE) 2019/6 Tou Eupwnaikou KowoBouAiou

KAL TOU JUMBOUALOU yLa Ta KTNVIOTPKA GAPUOKA KAl Katdpynon
ng Odnylag 2001/82/EK

- Epappoyn tou Kavoviopou (EE) 536/2014 yia TLQ KAWLKEG SOKLUEG (CTR)

pe NAPAAANAN évapEn AELTOUPYLAQ TOU BEUEAAKOU OTOWXEOU TOU,
TO MANPOPOPLAKS TUCTNUA KAWIKWY AOKLUWY (CTIS)

- MPWTN enionun avdptnon NG EAANVLKAG €K300NG TOU AEEWKOU
LaTPKWY Opwv MedDRA (Medical Dictionary for Regulatory Activities)

- Implementation of Regulation (EU) No 2019/6 of the European
Parliament and of the Council of 11 December 2018 on veterinary :
medicinal products and repealing Directive 2001/82/EC
- Implementation of Regulation (EU) No 536/2014 on clinical trials on
medicinal products for human use (CTR) with simultaneous launch of :
its fundamental element, the Clinical Trials Information System (CTIS)
- First official post for the Greek version of the Medical Dictionary for :
Regulatory Activities (MedDRA)



1995

13pucn tTou Eupwnaikou
OpyaviocuoU Qapudkwyv
(EMA) kaL epappoyn

TOU véou Eupwnaikou
ouoTAPATog

eYKPLOEWV Kal EAEYXOU
PAPPOKEUTIKWY
npolovIwy avepwnwvng
KAL KTNVLATPLKAC Xpriong

European Medicines
Organisation (EMA)

is established and

a new European system
for the authorization
and control of human
and veterinary
medicinal products

2003

- EAMAnvkn Npoe-
dpla - Alopydavwon
EKINAWOCEWV

KAl OUVAVTACEWY
EMLOTNPOVLIKWY
ENTPONWV

nou apopouUV

10 Pdpuako

- Mérog

PIC/S

- Greek Presidency

- Organisation of
events and scientific
committee meetings
focused on medi-

cines-related matters

2004

- AvaBewpnon
DaPUAKEUTIKAG

NopoBeoiag /Epapuoyry Kavo-
VIopoU (EK) 726/2004

Tou Eupwnaikou
KowoBouAlou

KaL TOU SUPBOUALOU
-Ekdoon

10U NAEKTPOVLIKOU KATAAOYOU
OUVTAYOYPAPOUUEVWV
PAPPAKWY

- Revision

of Pharmaceutical
Legislation / Implementation
of Regulation (EC) :

No 726/2004 of the European

Parlioment and of the Council
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2006

- Alanioteuon A/vong
Epyaotnpiwv EOQ
KOTA EAOT EN
ISO 17025:2005
- Mwtonoinon A/vong
ALOKNTIKWY YNNPECWIV
EAéyxou Mpotoviwy
Katd EAOT EN ISO
9001:2004

- EOF Laboratories
Division is accredited
according to
the Standard ELOTEN
1SO 17025:2005
- Validation
of Applications and

2007

1o BpaBelo Anpociwv
Ynnpeowuv NIMAA-OTA
A’ & B' BAOMOY

YO TNV EQAPHOYN

Tou Kowou MAawotou
AEloNoyNnong
(Common Assessment
Framework — CAF) :

oTn A/von ALOKNTIKWY
Ynnpeouwuyv EAéyxou
Mpotlovtwyv

1st Prize in the category

of Public Entities & Local
Government Organisations
of Ist & 2nd degree :
forimplementing a Common

Assessment Framework

-PIC/S - 1st
Member

for prescription medicines

electronic list

Issue of Marketing
Authorizations Division

(CAF) awarded
to the Validation

is implemented is created is certified according of Applications & Issue
to the Standard ELOT of Marketing Authorizations
EN ISO 9001:2004 Division
7~ 7\ 7~ 7\
\ 4 A 4 \ 4 A 4
A\ A\ A\ A\
\ >4 A\ >4 A\ >4 A4
2019 2017 2014 2012 2009
Epapuoyn HAEKTOOVLKN KATAOEON ALTNUATWY EAMNVIKA Tponornoinon Motonoinon

eviaiou Tuothuatog
Alaxeiplong Nowdtntag
Twv AleuBUvoewy
Tou Opyaviouou
KAt nwotonotnon katd
EAOT EN ISO ISO 9001:2015

Implementation
of an integrated Quality :
Management System,
covering the scope
of activities of EOF Divi- '
sions and certification
according to the Standard
ELOT EN ISO 9001:2015 :

PAPPOAKEUTIKWY MEOIOVIWY
YLa avOpwnvn KAl KTNVIATELKNA Xprion
AMOKAELOTIKA PEoW NG Kowng
Eupwnatkric MNuAng YnoBoAric (CESP)
Kkat dnuoupyia tou EBvikoU
AnoBetnplou @akéAwy NEWRS

Online submission of applications
for human and veterinary
medicinal products exclusively :

through the Common European
Submission Portal (CESP)

and establishment of the National
Repository NEWRS

Mpoedpla - Alopydvwon
EKOINAWOEWYV KAL CUVA-
VIAOEWYV EMLOTNHOVIKWY
EMLTPOMNWY MOU APOPOUV

10 Pdpuako

Greek Presidency -
Organisation of events
and scientific committee :
meetings focused
on medicines-related
matters

Tou N.1316/83 pe T0 ApOPO
16 nap. 2 Tou N.4052/2012,
QEK A" 41/1-3-2012: Evta€n

AoLnwyv AleuBuv-
oewv KaTa EAOT
{EN ISO 9001:2008

NG ToAdynong

PAPPAKWY avOpwWnwNg

xprHonc otov EOQ

Law No 1316/83 amended

with Article 16, paragraph
2 of Law No 4052/2012,

GG No 41/1-3-2012: Pricing

of medicines for human

use is assigned to EOF

Other Divisions
certified
according

to the Standard

‘ ELOT EN ISO
9001:2008
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OuwNpocdporLtTou EOP anod tnv idpuoh) Tou HEXPLORHEPT
EOF Presidents to date

1983 - 1989
repdoog KaBpRadlag / Gerasimos Kavvadias

1989 - 1993
Avtwviog KoutoeAivng / Antonios Koutselinis

1994 - 1999
repdoog KaBRadlag / Gerasimos Kavvadias

1999 - 2000
Xapdrapnog Moutoonouiog / Charalambos Moutsopoulos

2000 - 2002
Mdplog Mapaoerog / Marios Marselos

2002
MwxAAng Mapaykouddakng / Michalis Maragoudakis

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

2002 - 2004
Xapaiaunog XaBRAkng / Charalambos Savakis

2004 - 2008
Anuntplog Baywwvac / Dimitrios Vagionas

2008 - 2009
BaoiAng Kovtolapavng / Vassilis Kontozamanis

2010 - 2013
lwavvng Touvtac / loannis Tountas

2013 - 2015
Anuntplog AwvtZépng / Dimitrios Lintzeris

2015 - 2018
Awkatepivn Avtwviou / Aikaterini Antoniou

2019
lwdvvne Maiéung / loannis Malemis

2019 -
Anpritplog @innou / Dimitrios Filippou
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BvIKOC national
: OHOG organisation
opyavil

T PwWT Pa iNg YYSLOQ
VIOHOQ MAKWV | Jtnv Y S]¥)
EGVLKOQ OpYG [Te]¥]6] CDGP

1IKWV for medicines
(p Cl p p a K m‘" v ‘@,ﬁm o .

ew EBNIKOX OPFANIZMO; 0
EONKOE OPTANISMOE oPMAKQN NATIONAL ORGANIZATION FOR
B "

Na my 0pbij Xerion ' |
Twv avriBiotikgyy latpikdc 06nyée

H Mpooéyyion ka n Oepa
Twv Nopdr€ewy
atny I'Ipwroﬁdﬂpla MepiBe
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Ztnv unnpeoia
™™g Anuootiacg Yyeiag

In the Service
of Public Health

{ TROTPEELO THEIE & LU TTERT T
PMAKON i EONROL 0L olrmanny

Ma mv opdn Xpen
TWv avrBrorikdy

EAAHNIKH oapmas
EKAOZH y KOnoria
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AnootoAn - Opapa - Afiec

0 EOQ £éxel WS NPEWTLOTO oKOMO TNV NEOACMLoN KAl NEoaywyr NG Anudolag Yvelag 3ld tNG epAPUOYAS EYKEKPLUEVWY
EUPWNATKWY NPOTUNWY OE OXEC0N PE BEUATA AOPAAELAC, NOLOTNTAG KAL ANOTEAECHATIKOTNTAG YL TA NEOIOVTA ApuOodLOTNTAC TOou,

MOU KUKAOPOPOUV OTNV EAANVLKH ayopd. O okonodg autog anoteAel Tnv AnocotoAn tou Opyaviouou.

‘Opapad pag elvaln npootacia tne Yyelag, avBpwnwy kat {wwyv, BAcel TNG EBVIKAC kal AteBvouc NopoBeaiag Kal TwV LOXUOUCWY
NPEOJLAYPAPWY, UE YVWHOVA TNV 0pOr MPAKTIKA KAl TNV TEXVOAOYLKY Kalvotoula. EnnAéoy, n Aettoupyia tou Opyavicuou we

NPOTUNOoU, BACLOPEVOU OTN OUVEXH BEATIWON TWV SLABLKACLWY, PJE OTOXO TNV EKNANPWON KABe avaykng f analtnong.

Oua€ieg Tou EOD unnpeToUV APEca TO OPAUA KAl TNV ANOCTOAN TOU, Npoodlopllovtag TNV KOUAToUpa Tou OpYavicuoU:
* Apociwon Kal akepaldtnta

o Alapknc Beatiwon

o Mveupa ouvepyaciag

* AloBnua dwkaiou

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

» Kawotopuia

o Alapavela
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Mission = Vision = Values

The primary aim of EOF is to protect and promote public health by applying approved European standards on the safety,
quality and efficacy of products under its authority, which are available in the Greek market. This aim represents the

Organisation’s Mission.

Our vision is to protect Health, for both humans and animals, on the basis of national and international legislation
and up-to-date requirements, guided by good practice principles and technological innovation. In addition, we aspire to
operate as a model Organisation based on the continuous improvement of processes in order to meet any emerging needs or

requirements.

The values of EOF directly serve its vision and mission and define the Organisation’s culture:
e Commitment - Integrity

e Continuous improvement

« Cooperation

 Fairness

¢ [nnovation

e Transparency

25
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‘EpYO KaL appodLoTnTEC

X710 NAa{OL0 TNC ANOCTOANG Tou 0 EOQ e andAuTn SLApAVELD KAl CUMGWVA PE TNV EUPWNAIK VOPOBECIA KAl TO EBVIKO KAVOVL-

oTuKoS nAaloLo:

o ACLoNoYEl KaL eyKPIVEL VEQ, AOPAAT), MOLOTIKA KOL ANOTEAECUATIKA PAPUAKA LA avBpwnwvN KAt pAPPAKA YA KTNVIOTELKA XpHon.

* [IaPAKOAOUBEL KaL EAEYXEL TNV MOLOTNTA, KABWC KAL TNV ACPAAELD KAL TNV ANOTEAECHUATIKOTNTA TWV NPOIOVIWY apUodLOTNTAC
TOU KaB’ 6AN TN dLdpKeLa TNC KUKAOPOPLag Toug.

o EAEYXELTNV NAPAYWYH, TG KAWVIKEG HEAETEG KAL TNV KUKAOPOPLA GTNV EAANVLKEA AYOPd TWV NEOIOVIWY MPOKELUEVOU VA TNOOUVTAL
OL KOVOVEC 0pBNC NAPAYWYAG, ELYACTNELAKNAG KAL KAWVIKAC MPAKTIKAC KAL VA epapuodeTal N vouobeoia 6oov apopd Tn dLaki-
vnon, dlWdBeon, epnopla Kal dlagriuLor Toug.

o Avantuooel Kal NPOowWOEel TNV LATPLKN KAl pAPUAKEUTIKY €pEUVa.

o EvNuEPWVEL TOUG EMOTAPOVES YYElQQ, TOUC APUOBLOUC POPEIG KAL TO KOWO HE AVTLIKELMEVIKEG KAL XPNOLUEG NMANPOPOPLEG YO
Ta PAPPOKA AvEPWNLYNG KAl KTNVIATPLKAC XPrioNng KAt Ta Aotnd npolovia apuodlotntdg ToU Ye OKoMno TNV AoPAaAr Kal opbr

Xprion toug.

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

Npoidvta apuodlotntag tou EOQ elvat ta:
a) Qdpuaka yla avepuwinvn xpron
B) DAPPAKA YO KINVIATELKT XPRoN
y) latpotexvoloyLkd npolovia
8) KaAAuvtkd npolovia
€) AlaTPOoPIKA npoildvta

ot) Bloktova
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Role and Responsibilities

Operating in a framework of total transparency and in compliance with European legislation and the national regulatory

framework, EOF is responsible for:

» Assessing and authorizing new, safe and effective medicines of high quality for human and veterinary use.

* Monitoring and inspecting post-marketing quality, safety and efficacy of products under its authority.

* Monitoring product manufacturing processes, clinical trials and marketing of products to ensure compliance with
good manufacturing, laboratory and clinical practices as well as with existing legislation on the marketing, distribution,
commercialization and advertising of products.

» Developing and promoting medical and pharmaceutical research.

» Providing health professionals, competent authorities and the public with objective and useful information on medicines

(for human or veterinary use) and other products under its authority to ensure their safe and proper use..

The products under EOF authority are the following:
a) Medicinal products for human use

b) Medicinal products for veterinary use

c) Medical devices

d) Cosmetics

e) Particular nutrition products and food supplements
f) Biocides

Image pixabay.com
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O EOQ sivarolravOpwnoi tou
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Fa v uAonoinon TN AnooTtoAng tou, otov EOQ ana-
oxoAoUvTal oruepa nepinou 150 PovLWoL UNAAANAOL dLa-
POPWV EWBLKOTATWYV:

* Qapuakonolol

e Xnutkol

o XnuUkol Mnxavikot

* latpol

» Ktnviatpol

* BloAdyoL

o OLKOVOPOAOYOL

o ENOTrUOVEG NANPOPOPLKAC

» TexvoAoyoL laTpikwy Epyactnplwy

o AlolknTkol

KaL AAAOL Onwg opidetal oto TM.A. 142/1989, oL onolol cuve-
NKOUPOUVTAL YLa TNV uAonolnon Tou épyou tou EOP anod

€KTAKTO NEOCWMIKO aVTIOTOWXWY EWBKOTATWY.

NapdAANAQ, o Opyaviopog ocuvepydadetal Pe e€wtepl
KOUC €UNELOOYVWHOVES DLAPOPWY EBKOTATWY KAl CU-
HETEXEL I EKMOOCWMOUC TOU OTIC EMNLTOONEC KAL OUADES
epyaciagTne EupwnailkAg ENttponnig, Tou XupBouAiou Tng
Eupwnng, Ttou EupwnaikoUu Opyaviouou Qapudkwy
(EMA), twv HMA kat GAwV KOWOTIKWY Kal SLlebviv

OPYQVIOHWV.




To carry out its mandate, EOF currently employs
approximately 150 permanent staff members with
diverse expertise:

¢ Pharmacists

e Chemists

¢ Chemical Engineers

¢ Physicians

* Veterinarians

« Biologists

e Economists

« Information Technology scientists

¢ Medical laboratory technologists

* Administrative employees

National Organisation for Medicines | At the forefront of Health

EOF is its people

and others, as laid down in the Presidential Decree No
142/1989, who are supported in their work by temporary

competent staff.

At the same time, the Organisation collaborates with
external experts from various fields and is represented
on committees and working groups of the European
Commission, the Council of Europe, the European Medicines
Agency (EMA), the Heads of Medicines Agencies (HMA) and

other Union bodies and international Organisations.
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Aopn kat Asttoupyia

O EOQ dlotkeitat and neviaperes ALOKNTKO TUPBOUALD. H onuepLvr} Sour Tou KaBoplotnke pe To M.A142/89, Gnwg Tpononoon-

KE, KAL TNV anoteAouV evvéa Aleubuvoelg (EIKONA ).

YToV Opyaviouo AelToupyouv EMotnUovikéS Enttponég Kal ZUPBOUALD, MOU CUYKOOTOUVTAL and e€EWOIKEUPEVOUG ENMOTHIOVEG,
OL KUPLOTEPES ANO TS onoleg elvat:
» Enotnpovikoé ZupBouiio Eykpicewv. 'VwPodOoTEL yla TV £yKpLon, Toononoinon, avavéwaon, aVAKANoN KAl aVACoTOAr TG Adelag
KUKAOQOPLAG Mpoloviwy apuodotntac EOQ. Asttoupyouyv 6 TUNHATA avAAoya e Ta Neolovia apuodldtnTad:
* TuRMa A’: Qapudkwy AvBpwnvng Xprong
* TuRpa B’: BloAoykwy Mpoldviwy Kat Mpoldvtwy Alpatog
* TuRpa I'': BLOKTOVWY — ANOAUUAVTIKWY
* TUAMA A’: PadlevepywyV OKEUAOUATWY KAL IBLOCKEUAOUATWY
* TuApa E": Opolonadnukwy Mpoléviwy

* TuRpa XT: KInviatpkwv Qapudkwy & KTNVIATpKWwY BLOAOYIKWY Mpoloviwy

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

« Enttponn Pappakoenaypunvnong. AELoAoYel TLG AveNBULINTES EVEPYELES KAL CUVLOTA TN AWN LETPWV.

« Enctponn EAANvkriq @appakonotiag.

» Enttponi EBvikou uvtayoAoyiou ywa pdppaka Avepwnivng Xpiong.

 Enctponi EGvikoU ZuvtayoAoyiou ywa pdppaka Ktnviatpkig Xpriong.

o AeutepoBdaOpLo Entotnuoviké ZupBouAto. ECETAEL TIG NPOOPUYES KATA TWV MPWTIORABULWY
anopdoewyv tou EOQ.

« EW3WKN Entotnuovikn Enttponn TeAtkwyv Mpotoviwv Pappakeutikig Kavvapng.

» Enwtponi Tpononoujcewg Adewwv Kukhogpopiag.

* AAeg Enttponég kat Opadeg Ataxeiplong épywv. OL EMTPONES QUTEG EXOUV POVLUO 1 MPOCWPELVO XAPAKTAEA KAL CUYKPOTOUVTAL
IUE OUYKEKPLUEVO QVTIKELWEVO KAL OTOXO TNV UNOOTHPLEN TOU €PYOU OeCUOBETNUEVWY ENLTOONWY, KOBWC KAl SLAXELPLON ELBIKWY

BeudTwVv.
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‘Ima% Freepik.cl

m EIKONA 1

OpyavwTtikni dopn

AloKNTKO ZUPBOUALO

Fpageio Aviunpoédpwv

Ynnpeoia NopoOgtikou . :
NouwKEQG Ynnpeoieg

ZUVIOVICHOU

: : Awe0Ouvon AlolKNTKWY YNNPESWWV
AwevuOuvon OwovouLlKoU . .
EAéyxou Mpoidviwv

Aleuduvon PapHaKEUTIKWY Aweubuvon
Meletwyv & Epeuvag AgloAdéynong Mpoidoviwv

Awe06uvon NMAnpogpdépnong ) )
) 5 AweuBuvon Epyaoctnpiwv
& Anpooiwyv Ixécewv

. : Awe06uvon EAéyxou Mapaywyng
AleuOuvon AlolknTtikou : -
Kat KukAogpopiag Npoidviwv

: MpoedpIlkd AldTayua 142/1989
Ale06uvon Opydvwong kat MAnpopoplkng &N (DEK 98A/7-3-1989)

31



Organisational Structure

Management Board

Office of Vice Presidents
Legal Coordination Legal Services

: : : Validation of Appl. & Issue of Marketing
Financial Services .
Authorizations

Pharmaceutical - Product Assessment

Information & Public Relations Laboratories Division

ot : : Production & Distribution
Administrative Services e
Control Division

Presidential Decree 142/1989
(FEK 98A/7-3-1989)

Information Technology
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Structure and Operation

EOF is administered by a five-member Management Board. Its current structure was laid down in the Presidential Decree

0142/89, as amended, and consists of nine divisions (IMAGE 1).

The Organisation has established Scientific Committees and Boards, consisting of scientific experts. Among those, the most
important are the following:
» The Scientific Board of Approvals, which issues opinions on matters relating to authorizations, amendments, withdrawals and

suspensions of marketing authorizations for products under the authority of EOF.

There are six sections corresponding to the products under the Organisation’s authority:
» Section A: Medicinal Products for Human Use

= Section B: Biological Products and Blood Products

Section C: Biocides - Disinfectants

Section D: Radioactive Medicinal Products and Proprietary Medicinal Products
= Section E: Homeopathic Products

= Section F: Veterinary Medicinal Products & Veterinary Biological Products

The Pharmacovigilance Committee, which assesses adverse reactions and recommends the adoption of measures.

The Greek Pharmacopoeia Committee.

The National Formulary Committee for medicines for Human Use.

The National Formulary Committee for medicines for Veterinary Use.

The Second Degree Scientific Board, which reviews appeals against initial EOF decisions.

The Special Scientific Committee for Medical Cannabis Finished Products.

The Marketing Authorization Amendment Committee.

Other Committees and Project Steering Groups. These Committees are either standing or ad hoc, set up with a specified

scope of work and objectives, that is to support the work of statutory committees and address specific matters.
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EvaLagpepopeva HEPN

O EOQ cuvepydletal oTevd e To YNoupyelo Yyelag kaBuwg KAl Je GANG eVBLAPEQOUEVA UEPN OTA onola nephauBAavovTat Jetafu
AAWV o€ eBVIKO eninedo:

- Qopelg Tou Ynoupyelou Yyelac:
o EOMYY
o HAIKA
o EOAY
* Noookopela

- AMOL OpPElG TNG KevTpkng Atolknong onwg to Ynoupyelo AypoTikAg Avantugng kat Toopluwy, To YNoupyelo OKOVOULKWY Kat
10 Ynoupyelo Avantugng

- latpwkée Etatpeleg

- YUAhoyol Qappakonolwy kat TUAAoyol PapPAKEUTIKWY ENxelprogwy

- JUAMoyoL Ktnvidtpwy Kat KInviatpkwy Enxelprioewy

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

- YUAAoyoL AcBevwv

- Eynoptkol TUAAOYOL KAl SUAAOYOL EMXELONCEWY AOLIWV NPOLOVTWY apuodldtntag EOO

Ye eupwnaiké eninedo o Opyaviopuog cuvepydAletal oTeva Je:

- TOUQ opbAoyoug EBVIkoUg Eupwnaikoug Opyaviopoug twy Kpatwy — MeAwyv TN EupwnalkAg Evwong Kal Twv Xwpwv EOX
(lohavdia, NopBnyia, EABeTia Kat AXTEVOTALY)

- TNV Eupwnaikn Enttponr kat to YUpBoUAL0 TNC Eupwnng o€ B€uata vouoBeaiag yia Ta Npoildovia apuodlotntdg Tou, KaBwe Kat
o€ BEUATA NOLOTNTAG PAPMAKWY KAl KAAAUVTIKWY (EDQM)

- Tov Eupwnaikd Opyaviopo Qapudkwy (EMA) GUPHETEXOVTAG OTO ALOIKNTKO YUUBOUALO, Ot OAEQ TLG ENLOTNHOVLIKES ENLTOOMNEG KAl
Ouddec Epyaciag ocupBaAAOVTAC OTN AfYn TwY anodAcewy, KaBwg kat oto diktuo ESVAC (European Surveillance of Veterinary
Antimicrobial Consumption), otnv KateUBuvon TNG AVILHETWNONG TNC UIKEOBLOKAG AVIOXNG OTO MAAIOLO NG OALOTIKAGQ

Bewpnong tnNg oxéong Anuoolag Yyetag — Qapudkou uno TIg apxég Tng Eviatag Yyetag.

Y& NAyKOoULo entnedo cuvepyaletal pe Tov MNaykdouo Opyaviouod Yyelag, tov Opyaviouod Toopipwy kat Qapudkwy Twy HIMA
(USA Food and Drug Administration — FDA), ApxéQ QApUAKWY XWPEWY Ue cuppwvia ApolBaiag Avayviplonc, AoxEQ QapuaKwy

Tpltwv Xwpwv.
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Stakeholders

On a national level, EOF closely collaborates with the Ministry of Health as well as other stakeholders that include, but are not
limited to, the following:
- Health Ministry entities:
 National Organisation For Health Care Services (EOPYY)
» e-Government Center for Social Security (IDIKA)
 National Public Health Organisation (EODY)
» Hospitals
- Other central government entities, such as the Ministry of Rural Development and Food, the Ministry of Finance and the
Ministry of Development
- Medical Associations
- Associations of Pharmacists and Associations of Pharmaceutical Companies
- Associations of Veterinarians and Associations of Veterinary Companies
- Patients’ Organisations

- Trade Associations and Associations of Enterprises marketing other products under EOF authority.

On a European level, the Organisation collaborates closely with:

- counterpart regulatory authorities of EU Member States and EEA countries (Iceland, Norway, Switzerland and Lichtenstein)

- the European Commission and the Council of Europe on matters relating to legislation on products under its authority, as well
as matters relating to the quality of medicines and cosmetics (EDQM)

- the European Medicines Agency (EMA) by participating in the Management Board, all Scientific Committees and
Working Groups and contributing to decision making as well as in the ESVAC network (European Surveillance of Veterinary
Antimicrobial Consumption) to address antimicrobial resistance as part of an integrated approach to the Public Health -

Medicines relationship guided by the principles of One Health.

On an international level, the Organisation cooperates with the World Health Organisation, the US Food and Drug
Administration (FDA), Medicines Agencies of countries with Mutual Recognition Agreements and Third Country Medicines

Agencies.
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OuUYatpLKER ETALPELES
tou EOO®

* lvoutoUto Pappakeutikig Epeuvag kat Texvohoyiag
(IQET) AE.
YnoBonBel 1o épyo Tou EOQ ue TNV ekndvNoN CTATIOTKWY
KOL OLKOVOUETPLKWY OVAAUCEWY, UEAETWY, EPEUVNTIKWIV
NEOYPAUUATWY KAL EPAPHOYWY OPYAVWOEWY KAL UNXa-
vopyavwong. Entong to IQET éxel avardBel Tn Slakivnon
nEolOvVIWY appodotntac EOQ yia 3lkd Tou AoyapLacuod
N YLO AOyapLaopo Tpltwy yla KaAuwn naylwy f eKTakTwy

eMelewy TNG ayopdq.

* EOvkd Kévtpo Aflohdynong tng Mowdtntag kat Texvo-

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

Moyiag otnv Yyeia (EKANTY) A.E.
Kipla dpaoctnpdtntd Tou elvat n  nwotonolnon,
O MOLOTIKOG EAEYXOC KAL N €PEUVA YUPW Ao TA LATPOTE-
XVOAOVYIKA MpolovTa. Elval kowonownuévog opyaviopog
™e Eupwnaikng Evwong and to 1997 oToV TOUED TwV

LOTPOTEXVOAOYLKWY MPOLOVTWV.

Noépottou EOD

Mopoug tou Opyaviopou anoteAouv Ta avianodo-
TWKA TEAN YO TIC MOPEXOPEVEC UMNEECLEC AVAPOPLIKA
HE Ta NPOlovVTa appodloTnTac Tou, dlacpaiiloviag tnv

OLKOVOULKN aUToTéAELa Tou EOD.

36




National Organisation for Medicines | At the forefront of Health

EOF Subsidiaries

- The Institute of Pharmaceutical Research and
Technology (IFET SA)
The Institute assists EOF in performing its statuto-
ry tasks by conducting statistic and econometric
analysesandstudiesinadditiontoimplementingresearch
programs and organisation and computer applications.
Furthermore, IFET has undertaken the distribution
of products under EOF authority on its behalf or on
behalf of third parties in order to mitigate permanent or

extraordinary shortages in the local market.

- The National Evaluation Center of Quality and
Technology in Health (EKAPTY S.A.)

The main function of EKAPTY involves certification,

quality control, and research regarding medical

devices. It has been an EU Notified Body for medical

devices since 1997.

EOF Resources

The Organisation’s resources derive from fees charged
for provided services relating to products under its

authority, thus ensuring its self-financing .

37



o

xpoévia | years
1983 - 2023

Eupwnailkog NnpocavatoAloHog, SLtedviic napoucia

AEITOUPYWVTAG £VIOQ TOU EUPWNAIKOU pUBULOTIKOU NePLRAAAOVTIOG © EOQ SLadpapatilel evepyd pONO OTIQ EEEALEELS, KABWIG

CUUUETEXEL UE EKMPOCWMNOUC TOU O€ EMTOOMNES KAL OUADEG EPYACIAC KOWOTIKWY 0pYAvWwY, AAAG KAL SLEBVWY OQYAVICHWY, ONWG:

1. Eupwnaikég Opyaviopog Qapudkwy (EMA). O EOQ eknpoowneltal 0To ALOIKNTIKO ZUPBOUALO ToU EMA KOl GUPETEXEL OE ENL-
TPOoNEC Kal Ouddeg Epyaciacg ya ta ¢apuaka avopwnvng Kat ta ¢ApPaKa KTNVIATPWKAG Xpriong.

2. Aiktuo Heads of Medicines Agencies (HMA). O OpyaviouOC CUUMETEXEL OTIG KAVOVIOTIKEG/PUBULOTIKEG BpA0TNELOTNTES TOU
HMA, nou anoteAel éva dKTuo cuvepyao(ag Twv €BVIKWY ApUOILWY APXWY YA OAPPAKA avepwnvng KAL pAPUAKA KTNVLATOL-
KNG xprong.

3. Eupwnaikn Enttponn. O EOQ cUPUETEXEL OTA OPYAVA KAL OTLC ENTPONES EPNELPOYVWHOVWY TNG Eupwnaikng Entponnc ya
OAa Ta B€uaTa apuodLOTNTAG Tou.

4. TUMBOUALO ¢ Eupwning. O EBVIKOG Opyaviopdg Papudkwy eknpocwnetal oto YUPBOUALD TNG Eupwinng, nalpvovtag Yépog
o€ JLAdKAoieG KaL enttponég NG Eupwnaikng Enttponng Gapuakonotiag, tng Eupwnaikig AleuBuvong yla tnv Motdtnta twv

Qapudkwy (EDQM), kaBwg KaL TNG XUuBacNS yla Ty KatanoAéunon Napanotinuévwy Papudkwy (MEDICRIME).

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

5. AweOveig Enttponég / Opddeg epyaciag.

© EU/Christophe Licoppe
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European Orientation, International Participation

In the European regulatory framework, EOF actively contributes to the development through representation in committees and

Union bodies working groups as well as international organisations, such as:

1. The European Medicines Agency (EMA). EOF is represented on the Management Board of EMA and participates
in Committees and Working Parties focused on medicinal products for human and veterinary use.
2. The Heads of Medicines Agencies (HMA) network. The Organisation participates in the regulatory activities of HMA, a network
of cooperation between national competent authorities responsible for the regulation of human and veterinary medicines.
3. The European Commission. EOF participates in bodies and committees of experts set up by the European Commission
elating to matters within the Organisation’s competence.

4. The Council of Europe. EOF is represented on the Council of Europe, taking part in procedures and committees
of the European Pharmacopoeia Commission, the European Directorate for the Quality of Medicines & HealthCare (EDQM)
as well as the Medicrime Convention on combating counterfeiting of medical products.

5. International Committees / Working groups.

opeq
2020 A bert Mee

EUROPEAN
MEDICINES
AGENCY

DOMENICO SCARLATTILAAN ]
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JUMHMETOXN O€ eupwnaikoug Oecpoug
Participating in European Institutions

1. Eupwnaikég Opyaviouég Gappdkwy (EMA) /European Medicines

Agency (EMA)

ALOIKNTIKO TUPBOUALO EMA /EMA Management Board
Executive Steering Group on Shortages and Safety

of Medicinal Products (the ‘Medicine Shortages Steering
Group - MSSG)

Executive Steering Group on Shortages of Medical

Devices (the ‘Medical Device Shortages Steering Group - MDSSG’)

Enwtponég EMA - Avepwniva pdppaka / EMA Committees - Human

Medicinal Products

Committee for Human Medicinal Products (CHMP)
Committee of Advanced Therapies (CAT)

Paediatric Committee (PDCO)

Pharmacovigilance Risk Assessment Committee (PRAC)
Committee on Herbal Medicinal Products (HMPC)

Committee of Orphan Medicinal Products (COMP)

Ouadeq Epyaoiag EMA - Avepwniva papupaka / EMA Working

Parties - Human Medicinal Products

Biologicals Working Party

Blood Products Working Party (BPWP)

Biosimilars’ Working Party (BMWP) (Observer)
Safety Working Party (SWP)

Quality Review of Documents (QRD)
Pharmacogenomics Working Party (PKWP)
Infectious Diseases Working Party

Quality Working Party (QWP)

Oncology Working Party (OWP) (Observer)
Central Nervous System Working Party (Observer)

Biostatistics Working Party (Observer)

= Rheumatology/Immunology Working Party (Observer)
Enuponég EMA - Ktnviatpwd ¢dppaka / EMA Committees -
Veterinary Medicinal

= Committee for Veterinary Medicinal Products (CVMP)
Opadeq Epyaciag EMA - Ktnviatpikd ¢appaka / EMA Working
Parties - Veterinary Medicinal Products

= Efficacy Working Party (EWP)

= Immunologicals Working Party (IWP)

= Safety Working Party (SWP-V)

= Environmental Risk Assessment Working Party (ERAWP)

= Pharmacovigilance Working Party (PhWP)
En®eswpnoelg / Inspections

= Pharmacovigilance Inspectors Working Group (PhVIWG)

= Good Clinical Practice Inspectors Working Group (GCP)

= Good Manufacturing and Distribution Practice Inspectors

Working Group
= EMA Compliance Group

2. Aiktuo Heads of Medicines Agencies (HMA) / Heads
of Medicines Agencies (HMA) network

= Coordination Group for Mutual Recognition and
Decentralised Procedures - Human CMD(h)

= Coordination Group for Mutual Recognition and
Decentralised Procedures - Vet CMD(V)

= Working Group of Communication Professionals (WGCP)

= Working Group of Quality Managers

= Benchmarking of European Medicines Agencies Steering
Group (BEMA SG)

= Telematics Support Group



= European Medicines Agencies Cooperation on Legal
Issues (EMACOLEX)

= Clinical Trials Coordination Group (ex- CTFG)

= Homeopathic Medicinal Products Working Group (HMPWG)

= Working Group of Enforcement Officers (WGEO)

3. Eupwnaikn Enttponn} / European Commission
Pharmaceutical committee (human - vet)
Medical Devices

= Medical Device Coordination Group (MDCG)
. Working group eudamed

a
b. Working group on borderline & classification

(4

Working group on in-vitro diagnostic medical devices (ivd)
d. Working group on unique device identification (udi)
and device traceability
e. Medical Device Coordination Group /WG
on International Matters
f Medical Device Coordination Group /WG
on New Technologies
g. Medical Device Coordination Group / Nomenclature
h. Working group on Clinical Investigation and evaluation
= Regulatory Committee on Medical Devices (Comitology
Committee)
= Competent Authorities for Medical Devices (CAMD)
Clinical Trials
= Clinical Trials Expert Group (CTEG)
= Clinical Trials Advisory Group (CTAG)
= Clinical Trials Information System Member State Group
(CTIS MS Group)
Cosmetic Products

= CIRCABC Standing Committee on Cosmetic Products

National Organisation for Medicines | At the forefront of Health

= CIRCABC Working Group on Cosmetic Products
= CIRCABC PEMSAC (Plate form of European Market
Surveillance Authorities in Cosmetics)
Eupwnatkni Apxn Tpo®ipwy / Enttponég
European Food Safety Authority / Committees
= Codex Alimentarius Commission (CAC)
= Codex Committee on Food Labelling (CCFL)
= Codex Committee on Nutrition and Foods for Special
Dietary Uses (CCNF SDU)
= Ouada Epyaciac yla tov KaBoplopud avwTatwy entnEdWY
BLtapvwy Kat avopyavwy CUCTATIKWY OTA CUPNANPWUATA
SLATPOPNC KAl OTA eJNAOUTIOMEVA TEOPLUA /Working group
on establishing maximum limits for vitamins and minerals

in food supplements and fortified foods

4. TupBouAo tng Eupwnng / Council of Europe

European Pharmacopoeia Commission
= EXPERT GROUP 13 A/B (Herbal Drugs and Herbal Drug Preparations)
= EXPERT GROUP 15 (Human Vaccines and Sera)
= PA Working Party (Pyrrolizidine alkaloids)
= ST Working Party (Standard Terms)

European Directorate for the Quality of Medicines (EDQM)
= Committee for Cosmetics and Consumer Health (CD-PCOS)
= OMCL - Official Medicines Control Laboratories
= OCCL - Official Cosmetics Control Laboratories

The MEDICRIME Convention

5. AieOveig Enttponég - Opadeq epyaciag / International
Committees - Working Groups
= Expert Circle on Human Blood, Tissues and Cells (PIC/S)

= Expert Circle on Active Pharmaceutical Ingredients (PIC/S)
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Avacpaliion Nowdtntag

Etov EOQ éxel avantuxBel kal epapudletal €va evialo
YUotnua Awaxeiplong Moldtntag, To onolo exel oxedla-
otel ywa va dlaopaAilel éva NAAioLo cuvexoUg EAEYXOU,
O€ OXe€on pe TIQ dladkactieq kal ¢ ouvagelg unnpeot-
€Q. To oUoTNPa auto éxel motonownBel Katd To NPdTUNO

EAQT EN ISO 9001:2015 ano 3LaNIOTEUPEVO POPEQ.

H AleuBuvon Epyactnplwy epapuodel KATAAANAO TUCTN-
pa Alaxelplong Mowdtntag o onolo éxel dlanioteuBel anod
10 EXYA katd 1o npodtuno EAOT EN ISO 17025:2005, eV €XeL
afloAoynBel enttuxwg yua tn PeTdBacn otn véa €kdoon
Tou npotunou (EAOT EN ISO 17025:2017).

AT W AR TR T A

% @

. E} CERTIFICATE

3 D OF CONFORMITY OF MANAGEMENT SYSTEM
\; B No. of Certificate : MIRTEC1-01-6981CER11.1022100594

MIRTEC S A

NATIONAL ORGANIZATION FOR
MEDICINES
284, e

185 62 Choargos

in relation to the following ield() of activiies -
Validation of

) Information logy
Sufficiency of Medicines.

e st evomd 01 o (NG ALER Gapor AOEMORLAE v ol
requirements of the standa

ELOT EN ISO 9001:2015

 acco Regulaton for
otthe o WRTEC

Date ofntial Cortication 2210212018
Issue Date 2510212021
Expiy Date. 250212024

\-———u
— lNet —

CERTIFICATE

MIRTEC $.4. has issued an IQNet recognized certificate that the organization:

NATIONAL ORGAN IZATION FOR MEDICINES

Mesogeion Avenue, GR-155 62 Cholargos
has implemented and maintains a
Quality Management System

for the following scopel(s):
All Processes Vaiidation of
Informatl

Financial
Sufficiency of

Medicines.

which fulfls the requirements of the following standard
ELOT EN ISO 9001:2015

Issued on : 2021-02.25
Firstissued on :  2018-02-22
Expireson:  2024-02-25

Quality Assurance

EOF has developed, implemented, and maintains
a consolidated  Quality Management  System
covering the scope of all the Organisation’s activities,
which is designed to secure a framework of continuous
control, asitrelatestoits processes and related services.
This system has been certified to the Standard ELOT EN
ISO 9001:2015, by an accredited body.

The Organisation’s Laboratories Division implements
an appropriate Quality Management System, which
has been accredited by the Hellenic Accreditation
System (ESYD) according to the Standard ELOT EN
ISO 17025:2005. The quality system has been audited
successfully for completing the transition to the new

version of the standard (ELOT EN ISO 17025:2017).



AoA6ynon oto nAaicwo
tovu Mpoypaupatog BEMA

To Benchmarking of European Medicines Agencies
(BEMA) Beon{otnke 10 2004 anod Te APXEC TwV Eupwnaikwy
Opyaviopwy Yyetag (HMA), oto nAalolo tng afloAdyn-
onc TNC NoTNTAG TWV EQPYACLWY MOU eKTEAOUVTAL and
Toug EBvikoug Opyaviopouq Qapudkwy Twv Kodatwv
- MeAwvV Kat anoteAel TpdNoO CUYKELTKAC afloAdynong

(Benchmarking) peta€V autwy Twv OpyavVIoUWY.

Ykonog NG afoAdynone oto nAaiowo tou BEMA
elval O evionouog QaMOTEAECUATIKWY KAl anodotl-
KWV Mpooeyyloewyv KAl peBoddwy, Nou va ENTPENOUV
Vv evioxuon t™Q anodotkOTNTAG HE TNV NAPAAANAN
BeAtlwon TN nowdTNTag, KABwS Kal N dLAoPAALon na-
POXNC LOOTHWY KAl UPNAAG NOLOTNTAC UMNEECWIV anod
Toug EBVIKoUg Opyaviououg Qapudkwy, otov Eupwnalo

noAltn.

O EOQ® CUUHETEXEL ENTUXWG 08 OAOUG TOUG KUKAOUG OU-

YKOUTKAG a€loAdynong BEMA and 1o 2004 PéxpL onuepa.

H ouykpllk afloAdynon twv EOvVikwy Opyaviopwy
QapUAKWY TwWY Kpatwy - MeAwyv 8a cuvexidetal ye tn

JLle€aywyr) SLABOXIKWY KUKAWY CUYKOLTIKAG AELOAGYNONG.

MOX—2Z@om
Z>-1vo
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A&loAdynon BEMA - loUALoG 2023
BEMA evaluation program — July 2023

Assessment as part
of the BEMA program

The Benchmarking of European Medicines Agencies
(BEMA) program was established in 2004 by the Heads
of Medicines Agencies (HMA) to evaluate the quality
of tasks performed by National Medicines Agencies of
Member States, representing a means of comparative

assessment (Benchmarking) between these Agencies.

The purpose of the evaluation in the context of BEMA
is to identify effective and efficient approaches and
methods, which allow the strengthening of efficien-
cy while improving quality, as well as ensuring that all
regulatory agencies provide European citizens with

equitable high-quality services.

EOF successfully participates and contributes to BEMA

activities from 2004 until today.

The benchmarking of National Medicines Agencies
of EU Member States is ongoing through consecutive

cycles of comparative assessment.
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O kpiowiog péAoc
Tou Opyaviouou
onuepa

The crucial role
of the Organisation
today
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Baowoi nuAwveg Asttoupyiacg tou EOD

MpoeyKPELTIKOL éAeyxOL yLa TNV adeloddtnon KUKAOPOPlag GpapudKwy avepwnivng KAt ¢apUdKwyY KTNVIOTPWKAQ Xprong nou
nep\apBavouyv TNV afloAdynon TNG AoPAAELAS, TNG ANOTEAECHATIKOTNTAC KAL TNG NOWOTNTAC, TNV EyKOLON KAl afloAdynon
KAWVLIKWY SOKLUWY KAl TIQ EMBEWPNOELS EYKOTAOTACEWY NAPAYWYNS, 3pacTtnELOTNTES HECW TwWV onolwy o EOP kavel npden
TOV KPloWOo pOAO NMOU TOU éxel epnoTeuBel N EAANVLKA MoALTela kal n kowwvia.

MNapdAANAQ, éva CUVOETO MAEYUA PETEYKPLTIKWY EAEYXWY MOLOTNTAC KAl ACPAAELAG, KAl NAPAKOAOUBNoNG TNC ayopdg via
ENAPKELD/EANELWELS, EYYUATAL TNV ACPAAN XPNON PAPUAKWV.

TQ Kploweg dpaotnELOTNTEC ToU OPYAVICHOU CUUNANPUVOUY N EyKELoN adeloddTNoNG TWV BLOKTOVWY, KOBWCS KAl N afloAdyn-
OnN KAL O EAeYXOC KUKAOPOPIAC LATPOTEXVOAOYLKWY MEOIOVTWY, KAAAUVTIKWY, NPOOVIWY EWBLKAG SLATPOPNC KAL CUUNANPWUATWY

dLATPOPNAG.

Baowol nuAwvecg Aettoupylag tou Opyaviopou elvat:
«'EyKpLon pappakwy avepwnivng XpRong Kat pappdaKkwy KTNVIATpwKAg Xprong

1. MpoeyKpLtlkoi EAeyxot

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

= KAWLKEG PEAETEC
= AELOAOYNCN ACPAAELDC
= ACLOAOYNON ANOTEAECHUATIKOTNTAC
= AELOAOYNON NodTNTAg
2. Meteykputikol EAeyxot
= EAeyxog nowotntacg
= EAeyxog acpdielag - Qappakoenaypunvnon
= EAeYXOQ KUKAOQOPLAC KaL eNAPKELAC - dlaxelplon eANelwewy
¢ Aownd npoidvta
= EyKkpLon BLOKTOVWY
= AELOAOYNGON KAL EAEYXOG KUKAOPOPLAG LATPOTEXVOAOYIKWY NPOIOVIWY
= AELOAOYNGCN KAL EAEYXOG KUKAOPOPLAC KOAAUVTIKWY
= AELOAOYNGON KAL EAEYXOG KUKAOPOPLAC MPOolovIwY EWBKAC SLATPOPNAC KAl CULAANPWHATWY dLATPOPNG

* ENOcwpnoeLg epyootaciwv napaywyng npoioviwy appodidtntag EOQ
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Core pillars of operation

Pre-authorization controls of medicines for human use and medicines for veterinary use involve assessing their safety, efficacy
and quality, approving and evaluating clinical trials and inspecting manufacturing sites, are activities through which EOF fulfils
the critical role entrusted by the Greek State and society.

Moreover, a complex array of post-authorization activities focused on quality controls and safety in addition to monitoring
the market for adequacy of supply/shortages guarantee the safe use of medicinal products.

The Organisation’s critical tasks are complemented by granting marketing authorization for biocides as well as the evaluation

and control of placing on the market of medical devices, cosmetics, particular nutrition products and food supplements.

The core pillars of the Organisation’s operation are as follows:
* Marketing authorization of medicines for human use and medicines for veterinary use
1. Pre-authorization control
= Clinical trials
» Safety assessment
» Efficacy assessment
» Quality assessment
2.Post-authorization control
» Quality control
» Safety control — Pharmacovigilance
» Post-marketing control and adequacy of supply - management of shortages
o Other products
= Authorization for biocides
» Evaluation and post-marketing control for medical devices
» Evaluation and post-marketing control for cosmetics
» Evaluation and post-marketing control for particular nutrition products and food supplements

« Inspection of manufacturing sites for products under EOF authority
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‘EyKpLon papHaAKwvY

AL0dkaoieg eykploewy yla ApuaKka avepwnvng KAl pApPaKa KTNVIATPLKAG xprong:

i) Xopriynon adewag pe EOVIKA i ApotBaia / Anokevipwpévn dladlkacia yia Ta QApUaKa nou dev eunintouv oTnV KEVIPLKNA
dladkaota.
» EOVKA dladwaacia. Apopd TN Xoprynon Adelag KUKAOPOPLAG Yovo otnv EAAGDQ.
* ApotBaia avayvwpion. O evdlAPEPOUEVOS —PAPUAKEUTIKY €TALPEla— pe BACN TNV UPLOTAUEVN AJELA KUKAOPOPIAC evOQ
Papuakou oe Kpdtog - Méroc Tne E.E,, npoBalvel o avayvwplon Tne Adelag authc Kat ae AANa Kodtn — MEAN NG eNAOYN G TOU.
* Anokevipwpévn dtadikacia. H altnon yla t xoprynon adelac KUKAOQOPIaC evoc papUdKkou TO onolo dev éxel AARBeL akoOua
adela oe kapla xwpa NG E.E., uUnoBAAAETAL TAUTOXPOVA NPOC EYKPLON OE NEPLOCOTEPA anod £va Kpdtn — MEAN.

ii) Xopriynon adelag pe kevipukn dtadkacia

H kevtplKr dladlkacia enrpenel TNV KUKAOQOPLa evog @apudkou otny ayopd Bdacel plag povo naveupwnaiking afloAdynong.

H &dewa kKukAopoplag, N onola Loxuel oe OAOKANPEN TNV E.E., ekdideTaL and tnv Eupwnaikr Entponr yetd and aitnon otov Eupw-

naikod Opyavioud Qapudkwy (EMA) kat yvwpoddtnon tng Enttponng GappakeuTikwy Mpoloviwy ya Avepwnvn Xprion (CHMP:
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Committee for Human Medical Products) ri tng Enttponnq GappakeuTkwy Mpoldviwy yia Kinviatpkn Xprion (CVMP: Committee
for Veterinary Medical Products) avtioTtowxa.
H Xprion tNg KevIpKAG dladlkac(ag yia tn xopriynon adelag KUKAOPOPLAG eVOC GpAPUAKOU (VAL UNOXQEWTLKN YLa TNV MAELOVOTN-

TA TWV KAWOTOUWY PAPUAKWY, CULNEPQANAUBAVOUEVWY TWY QAPPAKWY YA ONAVLIEG ACOEVELEG.

‘EyKplon BLOKTOVWY

Ma ta Bloktéva aKOAOUOOUVTAL OL €BVIKES KAL OL EVWOLAKES PUOUILOELS KaL xopnyeltal adela KUKAopoplag.

N'vwotonoinon Aownwy npotéviwyv

o [0 T KAAAUVTLKG OKOAOUBELTAL ANAOUGCTEUUEVN BLaBKAG(a: M'VwoTonoleltal n KukAogopia Toug otov EOQ kat ol uneUbuvol ei-
VAL UMOXPEWPEVOL VA TNPOUV PAKEAO UE OTOWXELD VLA TNV NAPAYWYH, TOV EAEYXO KAL TNV AOPAAELD TWV NEOLOVTWY TOUC, 0 ornolog
elval otn 31aBeon tou EOD cUPPWVA JE TLQ OXETIKEG 0dNYieq TN Eupwnaikig ENtponnig.

* [LO TA TPOPLUA EWBLKAG BLATPOPNE KAL YO TA CUMNANPWHATA SLatpo®nig n vouobeoia npoBAEneL TNV UNoBoAr yvwaotonolnong
KUKAOQOPLAG NOU CUVOJIEUETAL ANd PAKEAO LE TA anapaltnTa otowela.

o TA LATPOTEXVOAOYLKA MPOoilovIa KUKAOPOPOUV PE BACN CUYKEKOLUEVES Dladkacieq oUupuwva pe T Eupwnaikée Odnyieg

(onuavon CE KAn.).
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Marketing authorization for medicines

Marketing authorization procedures for medicinal products for human and veterinary use:
i) Marketing authorization through a National or Mutual Recognition/Decentralized procedure for medicines that do not falll
under the centralized procedure.
* National procedure. Authorization is granted only for the Greek market
* Mutual recognition procedure. Based on an already granted marketing authorization in an EU Member State, the interested
party — a pharmaceutical company - can request the recognition of this marketing authorization in other EU Member States
of its choice.
» Decentralized procedure. A marketing authorization application for a medicine that has yet to receive marketing authori-
zation in any EU country can be simultaneously submitted to more than one Member States.
ii) Marketing authorization through a centralized procedure
The centralized procedure authorizes the marketing of a medicinal product based on a single EU-wide assessment.
Marketing authorization, which is valid across the European Union, is granted by the European Commission following an
application submitted to the European Medicines Agency and an opinion issued by the Committee for Medicinal Products for
Human Use (CHMP) or the Committee for Medicinal Products for Veterinary Use (CVMP).
Following the centralized procedure to receive marketing authorization for medicinal products is mandatory for the majority of

innovative medicines, including medicines for rare diseases.

Marketing authorization for biocides

In relation to biocides, granting a marketing authorization falls under national and EU legislation.

Notification of other products

 For cosmetics, a simplified procedure is followed: Their placing on the market should be notified to EOF and the responsible
person are obliged to keep a product information file containing data about the manufacturing, verification and safety of
their products. This file is made readily accessible to EOF in accordance with relevant European Commission guidelines.

e For particular nutrition products and food supplements, the legislation provides for submitting a notification of
placing on the market, accompanied by a file with all required information.

» Medical devices can be placed on the market based on specific procedures laid down in EU Directives (CE marking, etc.).
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KAWLWKEQ HEAETEQ

O EOQ afloroyel Kat eykplvel TN SLe€aywyr KAWVIKWY HEAETWV QAPHUAKWY, KAWVIKUWIV EQEUVIIV LOTPOTEXVOAOYLKWY MEOIOVTWY Kalt
KAWLKWY PEAETWV eMWBOCEWV iN Vitro dlayvwoTkwy. Entong, napakoAouBel kat enBewpel TNV THpNon TNG VOULUNG EKTEAECHC
TOUC CUPOWVA UE TOUC Evwolakoug Kavoviououg Kal TG KOWOTIKEG KaTeuBUVTAPLEG TPAPPEG, TIQ €BVIKEG pUBULOELG KaL TN Al-

aknpuEn oto EAGivKL

dappakoecnaypunvnon / YAirkoenaypunvnon

O EOQ epapudlel cUOTNUA PAPPAKOENAYEUNVNONG, EVLALO YA OAEC TIQ XWPEES TNG EupwNaikAg Evwong, Mou apopd T dLapKn
NAPAKOAOUONGCN TNC ACPAAELAC TWV PAPUAKWY KAl EBOALlWY avOpwnvng Xprong Ta onoia KUKAOPOPOUY OTNY EAANVLIKA ayopd,
elonyetal yla t Awn mavwy PETPWY YL TN SLAcPAAon TNG ANpocLag Yyelag KAl evNUEPWVEL TO KOLVO KAL TOUG eENAYYEAUATIEQ
Yyelag yla enetyovia 6épata aocpaielag. O EOP eniong NopakoAoUBEel KAl EAEYXEL TO GUCTNUA GAPUAKOENAYPUNVNONG NoU OPe(-
AOUV VA TNPOUV Ol PAPUOKEUTIKEG eTaLpelec Oe eBVIKO eninedo. Baolkd epyaAelo TNC pappakoenaypunvnong AnoteAel To eWBKO

EUMLOTEUTIKO évtuno TN Kitpwng Kdptag nou unoBaiiouv 1600 ol entotripoveg Yyelag (ylatpol, papuakonolol, odoviiatpol,

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

VOONAEUTEG KAM.), 0O KAl OL MOALTEG.

YTNV Npoondela avantug€ng anoTEAECHUATIKWY UNXAVIOHWY ENAypUNVNONG WOTE VA elvaL ePLKTA N Ypryoen

B nepp YﬂNHz avixveuon kat aueon dpdon ywa v avilgetwnwon NTNUATWY acpaielag and tn xpron eapudkwy,
Aot NON ™ ao ANeI0g Ty g H
T N EAAGDQ SLAOETEL DIKTUWUEVO NAEKTPOVLIKO CUOTNUA GAPUAKOENaypunvnong andAuta cupBato Pe To avtl-

OTOWO ToU EMA kal cuuewva pe Tg Eupwnaikeg Odnyleg.

Ye neplddoug dlaxelplong kploewy (nx. navdnuieg), epapudloviat entnAéoy PETpa NapakoAoubnong g

ACPANELAC PAPHAKWY KAl UBOALWY, OE cuveEPYAGia pe To Eupwnaikd Alktuo Qapuakoenaypunvnong.

MNapouolo cUcTNUA PAPPAKOENAYPUNVNONC eQAPPOZETAL KAL YLA TA KTNVLIATOWKA QAPUOKa.

AvT{OTOWXO TOU CUCTAPATOG Papuakoenaypunvnong elval 1o cuotnua UALKoenaypunvnong nou agopd

TA LATPOTEXVOAOYLKA NMEOOVTA KAl Ta in Vitro dlayVWOoTKA L[ATPOTEXVOAOYIKA Npoldvta. To cuotnua autd
Baoiletal otV KaTAyPaQr KAl SLOXELPLON AvAQOPWY NEPLOTATIKWY LATPOTEXVOAOYLKWY MPOLOVIWY anod

KOTOOKEUQOTEC KL XPNOTEC.
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Clinical Trials

EOF evaluates and approves the conduct of clinical trials on medicines, clinical trials on medical devices and clinical
performance studies for in vitro diagnostics. The Organisation also monitors and audits compliance of clinical trials with EU

Regulations and Guidelines, national regulations and the Helsinki Declaration.

Pharmacovigilance / Vigilance Material

EOF implements a pharmacovigilance system, common to all EU Member States, which is dedicated to continuously
monitoring the safety of human medicines and vaccines available in the Greek market, recommends the adoption of potential
measures to safeguard public health and informs the public and healthcare professionals about urgent safety issues. EOF also
monitors and controls the pharmacovigilance system which pharmaceutical companies are obliged to maintain atnationallevel.
An essential tool of pharmacovigilance is the Yellow Card, a dedicated confidential reporting form submitted by healthcare

professionals (physicians, pharmacists, dentists, nurses, etc.), and citizens.

In an effort to develop effective vigilance mechanisms to allow for promptly identifying safety issues and taking immediate ac-
tion to resolve them, Greece has a networked electronic pharmacovigilance system, fully compatible with the relevant system

of EMA and developed in accordance with EU Directives.

In times of crisis (e.g. pandemics), additional measures are taken to monitor the safety of medicines and vaccines

in cooperation with the European pharmacovigilance network.
A similar pharmacovigilance system is in place for veterinary medicines.

Vigilance Material is the equivalent to pharmacovigilance for medical devices and in vitro diagnostic medical devices.
This system is based on recording and handling reports of medical device-related incidents filed by manufacturers and users
(White Card).

51



xpoévia | years
1983 - 2023

52

6

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

‘EAEYXOCQ HOVASWYV Napaywyng Kat dwakivnoneg

H enBewpnon Twv povadwy napaywyng/ cuckeuaolac/ eAéyxou/ eLoaywyng eapudkwy avepwnvng 1 ¢apUdaKwy KTNvaTpL-
KAQ XpNong yivetat cUupuva Je Toug Kavoveg Kaang Napaywyng (GMP). Enlong, o EOQ eival ENBAENouca Apxr yid HovASEQ
NOPAYWYNC NUETOWHWY ) TEAKWY NPOLOVIWY, EKTOC EANGDAG. Ol napandvw PovAadeg eNBewPOUVTAL NEPLODKY, pe BAon TNV
avAAUCN TOU KvdUVOU KABe povadag, cUPWVa e 6oa optldovtal oe dladkacteg Tou EMA. TOKTIKEG enBewpnoelg entong npay-

patonolouvTal Kal ota Aownd npoidvia apuodotntag EOQ.

EnwnAéov, 0 Opyaviopog eAéyxel BACEL TWV KAVOVWY KAANC NEAKTKAC (GDP) HoVABES XOVIPLKAG NWANCNG (papuakanodrkeg/

NPATrPELa/3PL) Nou SLaKWOUV GAPUAKA.

"EAEYXOC KUKAOYPOPLAC NPOLOVIWY

O £Aeyx0Q APOPA TN VOULLATNTA KUKAOPOPIAG KAL TOV £0YACTNELAKSO €AEYX0 OAWV TWV NPoldvIwy dppodldtntag tou EOP
OTO NAQ{CLO NMEOYPAMMATIOUEVWY JPACEWY 1 WETG and KATAYYeAEC MOU UNOBAANOUY apuodiwe UYELOVOULKOL, Voookouela
) KOTAVAAWTEC. AQPBAVOVTAL TA ANALTOUPEVA PETPA ONWCS AVAKANCELG NAPTIBWY NPOLOVIWY, EVNUEPWOELS TWV UYELOVOULKWY Kal

TOU KoWwoU pe AeAtia Tunou.

Avaocpalion SwaOsopotntac - KaAuywn eAAsiyeswv

M£cWw Tou NANPOPOPLAKOU CUCTAUATOC Tou OpyavicuoU NapakoAouBoUvTaL Kat aSLoAOYOUVTAL OL MWANCELS TWV PAPPAKEUTL-
KWV NPOIOVTWY NoU dNAWVOVTAL ANo TIG ETALPEEC OE NPAYUATIKO XPOVO, OL AVAPOPES EAAELWEWY — SLAKOMWY NMOU KATaypd@ovTal
NAEKTOOVLIKA KAl OL MAPAAANAEG €aYWYEG NOU JLEVEQYOUV OL PAPPAKANOONKeg oe Kpdtn-MéAn tne E.E., wote va AauBdavovtal

HETOA YL TNV AVTLUETWNLON TWV eEAAelWEWV.

Eniong, o EO® dlavépel Tnv tawvia yvnolotntag oTig etalpeleq. H tawvia yvnoldtntag e€aopaiilel Ty noldtnta Kat TV audevt-
KOTNTA KABE PapUAKOU anokAelovtag KABe NPoondbela KUKAOPOPLAG NMAACTWY PAPUAKWY. TO OAOKANPWHEVO MANPOPOPLAKO

oUoTNUA TNG Tawiag yvnolotntag anoteAel BACIKO NUAWIVA OTN AELTOUPYLA TN NAEKTPOVIKAC CUVTAYOYPAPNOoNG.
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Control of manufacturing and distribution facilities

Inspections of manufacturing/packaging/control import facilities of medicines for human or veterinary use are carried
out in accordance with Good Manufacturing Practice (GMP) standards. In addition, EOF acts as a Supervisory Authority for
manufacturing sites of semi-finished or finished products outside Greece. The above mentioned facilities are inspected peri-
odically based on a structured risk analysis assessment for each unit, in accordance with the requirements stipulated in EMA

procedures. Regular inspections are also carried out regarding other products under EOF authority.

Furthermore, the Organisation audits wholesale units (pharmaceutical wholesalers/wholesale stores/3PL) that distribute me-

dicinal products, based on Good Distribution Practice requirements.

Market surveillance

Control activities focus on the legality of marketing and laboratory testing for all products under EOF authority within the
framework of scheduled activities or upon complaints duly submitted by healthcare professionals, hospitals or consumers.
EOF takes any appropriate measures, such as recall of defective batches and distribution of Press Releases to inform both

healthcare professionals and the public.

Ensuring adequacy of supply - Mitigating shortages

Through its information system, the Organisation monitors and assesses sales of pharmaceutical products submitted by
companies in real time, reports of shortages- discontinuations which are electronically recorded as well as parallel exports

by wholesalers to EU Member States in order to take measures to mitigate shortages.

Furthermore, EOF provides companies with authenticity bands. The authenticity band ensures the quality and authenticity
of each medicinal product, thus eliminating any effort to market counterfeit products. The integrated information system of

authenticity bands constitutes a main pillar of electronic prescribing operations.
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Epyaotnplakoi EAeyxol

O EOQ ekteAel YECW TWV €PYACTNELWY TOU MANBOC PUOLKOXNULKWY, UIKOOBLOAOYLKWY, QPAPHUAKOTEXVIKWY KAL AOLIWV EAEYXWV
NoLOTNTAG 08 PAPUAKEUTIKEG MPWTES UAEG, PAPHAKA YO avBpwnvn, pAPUAKA YLa KTNVIATELKA XPrion, KABWC KAl O KAOAAUVTIKA,
CUUNANPWHATA JLATPOPNGS, NEOIGVTA EWBKAG JLATPOPNAG KAL LATPOTEXVOAOY LKA NEOooVTa, KAl epapuodel, avantUooeL KAL EMKU-

PWVEL-ENAANBEUEL KATAAANAEG EQYACTNPLAKES HEBOBOUC XPNOLUOMOWWIVTAC CUYXPOVO SLOKOLBWHEVO £0YACTNELAKS EEONALOUO.

Ta epyaotpla tou OPYaVvIoPOU CUUPETEXOUV CUCTNUATIKA OF EUPWNAIKA JLlePYAOTNELAKA NEOYPAUUATA PE AELlOAOYNUEVES
endOoELg KAl avtke{uevo ota e€ng nedla: dlepyaoTnELakES SoKIUES kavotntag (PTS - Proficiency Testing Schemes), npoypdu-
HOTa eNLtPNong TS eupwnaikig ayopdc (MSS - Market Surveillance Studies), epyaoTnELaKA NEOYRAUUATA EAEYXOU NMOLOTNTAG

KEVTOLKA eVKEKPLUEVWY (CAP) KaL eyKeKPLUEVWY Pe TNV apolBala/anokevtpwpévn dladikacia (MRP/DCP) apuaKwy.

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

Laboratory controls

The laboratories of EOF carry out various physicochemical, microbiological, pharmaceutical tests and other quality testing
of pharmaceutical raw materials, human medicines, veterinary medicines as well as cosmetics, food supplements, particular
nutrition products and medical devices. Laboratories Division also implements, develops, verifies and validates appropriate

laboratory methods using state-of-the-art qualified laboratory equipment.

The Organisation’s laboratories systematically participate in European interlaboratory schemes assessed performance,
focused on the following fields: Proficiency Testing Schemes (PTS), Market Surveillance Studies (MSS), quality control
laboratory programs for centrally authorized products (CAP) and mutually recognized products (MRP) or decentralized procedure

products (DCP).
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Evnuépwon - enwKowvwvia

O EOQ dlaxpovikd unnpeetel n dlagavela péow NG evnuépwong oe Inth-
HaTO appodLoTNTAC ToU. Me yvwuova Ty avantuén Kat tn dlaThpnon g
UYLoUC Kal apeidpopung enkowvwviag pe toug enayyeiuatieg Yyelag, Toug
EVOLAPEPOUEVOUC POPELG, AAAG KAL TOUGQ MOAlTeg, oxedladel kal UAoMoLel
EVNUEPWTIKES JPACELS O BEUATa VOUoBeolag, eyKploewv Kal acPaAoUC
XPNONC PAPHAKWY, KABWCS KAl OAWYV TWV NEOLOVTIWY apUodLOTNTAG TOU. XTIQ
OPACEC AUTEC CUMPMEQANAPBAVOVTAL EMOTNUOVIKEG €KDOCELC Yla Béuata
APPOBLOTNTAC TOU, elte BeopoBeTNUEVES ONWGS TO EOVIKG TUVTAYOAdYLO KAl
N EAANVikr) Qapuakonolia, elte enikalpeg Pe eVNUEPWTIKO XAPAKTHPA OTO

NAQ{CLO KOWWVLIKWY dPATCEWV.

Méow TNG LOTOoEADAG ToU OPyaAVIoPOU KAL TWV PECWY KOWVWVIKNAG DKTUW-
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ONG, KABWC KAl PE TN dLopyAVWOoN EKDNAWOCEWY KAl EKOTPATEWWY EVNUEQWI-
ONC YL BEUATA AXUNG ONWC N PAPUAKOENAYPUNVNGCN, N UIKPOBLAKA avToxH,
N evnNUEPWON KAl evduvApwon Twy acBevwy, dlvetal éupacn otn dLaxu-
on ™S NAnpogoplag avantuooovtag aloOnua eunotoouvng PYETalU Twyv

MOALTWY KAL TOU EMOTNHOVLIKOU KOGHOU YA TA NPOLOVTA apuodLotnTac Tou.

HAexTpoviki Stakufépvnon

‘OAeg 0L dpaoTNPELOTNTEG Tou Opyaviouou unootnpeldovial and unxavoypa-
PLKEC EQAPPOYES KAL MANPOPOPLAKA CUCTAUATA NOU KABLOTOUV £yKUpN KAl
AMOTEAECUATIKN TN CUAAOYN, ene€epyacia Katl SLAcPAALON TwV NANPOPOPL-
WV MNou elodyovtal otov Opyaviopd. O EOQ dlaBétel OAa Ta epyaiela yia
™ AW ano@dacewy, TNV AUECN KAL £YKUPN EVNUEPWICH TOU KOWOU KAl TV
npootacia Tng Anuoéoiag Yyelag. Ta cucTApaTa autd dLapKwe e€ealoco-
VIAL MPOKELUEVOU VA AVTIAMNOKPIVOVTAL OTIG OUYXPOVEG AVAYKES KAL VA EVA-

povidovtal Pe TIQ EKAOTOTE ANALTAOELG.
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Information - Communication

EOF has consistently served transparency by providing regular informa-
tion on all matters associated with its scope of operation. With the aim of
developing and maintaining a healthy two-way communication with
healthcare professionals, stakeholders and the public, EOF plans and
implements information campaigns on legislation-related issues and
the safe use of medicines and other products under its authority. In this
respect, the Organisation also prepares scientific publications, either
official standard publications such as the National Formulary and the
Hellenic Pharmacopoeia, or ad hoc publications for information purposes

as part of wider social actions.

Through the Organisation’s website and social media as well as by
organizing events and launching information campaigns focused
on cutting-edge topics such as pharmacovigilance, antimicrobial
resistance and patient empowerment, the Organisation emphasizes
the dissemination of information to cultivate trust between citizens and

the scientific community regarding products under its authority.

e-Governance

All activities carried out by the Organisation are supported by
computer applications and information systems that ensure timely
and effective collection, processing and assurance of information. EOF has
secured all tools required to make decisions, provide immediate and valid
information with aiming to protect Public Health. These systems are
constantly updated in order to reflect current needs and thorough

alignment with existing and emerging requirements.
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HAekTpOVIKEQ EpappHoyEQ & NMTAnpopopLaka cucTipata

GreDIS GreFIS
DappakeuTtkd npoidvta JupnAnpwUata AlaTPoeng Awaxeiplon YnoBoAwv

avepwnwng xpAong & Mpoidvta EWkig Alatpoprig

EOVLKOG Opyaviopde Qappdkwy | Ttnv npwtn ypapun tng Yyelag

Substance, Product, GreBIS GreSEIS

Organisation and Referential Bloktéva & ANOAUMAVTIKA ENLOTNHOVLKA ZuvédSpLa

CosmlS EkteAwvViopoi EnOswpnoelg

KaAAuvtikd Npoidvta Etaipeuv
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Electronic applications & Information systems

En@ewpnoelg

Pappakanodnkwv

EpyaAeia Alaxeipiong

GreVIS
dappakeuTikd npotdvta

KTNVWATPLKAG XpAong

Tawieg Frvnowétntag
& MNapayyeAieg

TwoAdéynon Mpoidviwv

GreMDIS
MnTPWO laTPOTEXVOAOYLKWV

Npoiléviwv

GrelLlS
Tawieg N'vnowdtntag

& Avalpéoelg AKUPWOCEWY

EOVwK6 TuvtayoAdylo

Awaxeiplon

GrePMM
NapakoAouenon ayopdg
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EWwkéQ Spaoerg

Ano 10 2021 0 EOD CUUETEXEL EVEQYA OE TECOEPELS KOWVER BPATELS TNC EupwNAaikAG ENttponnc, Tou Npoypdupatog EUAHEALTH

(2021-2027), oL onoleg cuyxpnuatodotouvial anod tnv E.E. kal ta Kpdtn — MEAN. MPOKeLtaL yla TQ dPACELS:

- EU4HEALTH-JA-01 (CT-CURE), e avTke(uevo TNV €0MeUcuévn, and KowouU, CUVTOVICHEVN AELOAGYNON KAVLKWY SOKLUWY Bepane(-
ag COVID-19

- EULHEALTH-JA-12 (SAFE-CT), Ue QVTIKELMEVO TNV ANO KOWOU, CUVTOVLOPEVN AfLloAOynon acpAAelag Yno Epeuva QapuaKeUTKWY
Npoloviwy Tou Kavoviopou KAWLIKWY AOKLUWY

- EU4HEALTH-JA-N, e ©¢ua Tnv npowbnon tng nowdtnNTac TwvV QAPUAKWY KAl TNV evOUVAPWON NG ouvepyaciag petatu
TWV Kpatwyv — MeAwv Kat JeTagu tng Evwong KAt TPITWY XWPWV JECW EKNABEUCEWY, KOWWYV EAEYXWY, ENAVAELOAOYNOEWY KAl
ENOEWPNOEWV OXETIKA JE TIQ OPBEC MPAKTIKEG NAPAYWYNC KL SLavoung

- EU4HEALTH-2022-JA-08, ue Béua TNV evauvVAPwon NG enontelag TN ayopdg YA Ta LATPOTEXVOAOYLKA KAL TA in Vitro LlaTPOTEXVO-

AOYLKG NpoiodvTa.

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

NMpwwin npéoBacn

O EO® akohoubwvTag TIQ KATeUBUVTPLES 0dNYleq ToU EMA Kal AauBAVOVTAC UNdWn PN KAAUMTOUEVES LATPLKES AVAYKES, BlVeL
N duvatodTNTa NPOCRACNC TWY ACOEVWY O KALWVOTOUES Bepaneleq eykplvovTag Mpoypduuata ATOUKAG kat OPadikic Mpwiung
NMpdoBaong (MapnyopnTKAG Xpriong) o APPAKa avopwnvng XpAong.

Ta pAapPaKa autd, elte anoTeAOUV AVTIKE(UEVO altnong adelac KUKAOpoplag elte Bplokovtal e OTABLO KAWVIKWY JOKLUWY KAl

eWBKOTEPA O OTABLO AVAAUCNG JEDOPEVWYV KAWVIKAG EAETNC MOU KAT apxdg odnyouv oe BeTIKA anoTeAéouaTa.

EKtoQ evdeifewv
Anod tnv (Bpuor Tou uéxpL KaL To 2018 0 EOQD oTtrpL€e KABOALKA TO NPOYPAUUA TNG KTOQ eVBELEEWV XPHONG TWY GAPPAKWY CUVENL-
KOUPOUPEVOCG and eNLTOONT EUNELOOYVWHOVWY. 2Nuepa e€akoAoubel va unootnpidel tn dpdon Nou NAEoV acke{tal anod tov EOMNYY

MEOW TNG EPAPPOYNG «XUCTNPA HAEKTPOVIKAG MPogyKpLong — THM».
IUVELOYPOPA 010 TUoTnpa HAeKTpOoVIKAG Zuvtayoypdenong
Ynootnpidel HECW TWVY NAEKTROVLIKWY EQAPHOYWY TOU YL Ta GAPUAKA avepwnvng Xpnong tnv HAEKTpoVIKA Tuviayoypdenaon

EVNUEPWVOVTAC PETAEU AAAWV YLa:
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- TNV NUepoUNVia NPWING KUKAOPOPLAG PapUAKWY
- Ta PAPPAKA NOU JeV KUKAOPOPOUV oTnV EAAGSa (e€wTtepkoU)
- TQ PAPHAKA MOU XOPNYOUVTAL EKTOC EYKEKPLUEVWY EVIEIEEWY KA

- Qdpuaka Npwiung NpdoBacng nou dev xopnyouvial dwpeedy and tov KAK r) Tov Tontkd avitnpdowno.

latpwkd Ae€iké MedDRA (Medical Dictionary for Regulatory Activities)

O EOQ unootrpl€e 10 £pY0 TNG ENHEAELAS KAL EAEYXOU TNG ANO300NG TWV METAPPACEWY OTA EAANVIKA TWV LATPKWY OpwV
Tou MedDRA (Medical Dictionary for Regulatory Activities) kat cuvexidel, Je TN CUYKEOTNoN «MOVIUNG ENLOTNUOVIKAG ENtooniq
EnwpéAelag kat EAEyxou TG AnGdoong Twy MeTappacewy Twv 1atplkwy Opwy tTou MedDRA», Tn cuvtripnon Kal enwkaiponoinon

Tou Ae€LKoU.

——
L ——
|

TiaTpé, 1« cpivT KapTO
eivar Beopds

Baoiletar on ouppetox oov!
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Special Actions

Since 2021, EOF has actively participated in four joint actions of the European Commission, part of the EU4HEALTH (2021-2027)

program, which are co-financed by the EU and Member States. These actions are as follows:

- EU4HEALTH-JA-01 (CT-CURE) on support to coordinated and expedited assessment of clinical trials for COVID-19
therapeutics;

- EU4HEALTH-JA-12 (SAFE-CT) on safety assessment cooperation and facilitated conduct of clinical trials;

- EU4HEALTH-JA-11 to promote quality of medicines and to increase cooperation between the Member States and between the
Union and third countries through trainings, joint audits, reassessments and inspections on good manufacturing and good
distribution practices (GDP);

- EU4HEALTH-2022-JA-08 focused on reinforcing market surveillance of medical devices and in vitro medical devices.

Early Access

By following EMA guidelines and taking into account unmet needs, EOF provides patients with access to innovative treatments

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

by approving Individual and Collective Programs of Early Access (compassionate use) to medicinal products for human use.
These medicines are either the subject of a marketing authorization application or are undergoing clinical trials, in particular

a clinical data analysis study, showing, in principle, positive results.

Off-Label

From its establishment until 2018, EOF supported a program dedicated to the off-label use of medicines with the assistance
of a committee of experts. Today, the Organisation continues to offer support for the task, which is now carried out by EOPYY

through the “Electronic Pre-approval System” (SIP) application.

Contributing to the National E-Prescription System

Through its online applications for medicines for human use, EOF supports the national e-prescription system by providing
information, amongst others, on:

- the date of first authorization,

- medicines that are not marketed in Greece (foreign medicines),

- medicines dispensed outside the scope of their authorized indications, and

- Early-access Medicines that are not dispensed by their Marketing Authorization Holder (MAH) or local agent free of charge.
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Medical Dictionary for Regulatory Activities (MedDRA)
EOF has contributed to the Medical Dictionary for Regulatory Activities (MedDRA) by editing and checking the rendering
of Greek translations of medical terms. The Organisation continues to support the MedDRA project with maintenance and

updating activities through the established “Permanent Scientific Committee for Editing and Checking the Rendering

of Medical Term Translations in MedDRA".

EsHimanzy,

LCMs-g0a5
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MeraBaon
OTO UEAAOV

Looking Ahead
to the Future
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OwunpokAnoeLg TnNg 5n¢ dekactiag tov EOP

H uyelovopLkn Kplon nou KANONKe va avilpetwnioel OA0C 0 NAAvATNG otnV TpLetia 2020-2022 kat Ol NPWTOPAVEG anatioeLlg
nou €0e0e 0g OAQ Ta PETWNA TNG Yyelag KATEOTNOE CAPES OTL N AVOPWNOTNTA OPEIAEL VA OXUPWVETAL YO VA QUTONPOCTATEUETAL
EvVavTL KABE CUVONKNG £KTAKTNG avAykng. O EOQ, Aettoupywvtag o autd To NPWIOYVWEO NAC{OL0, AnESELEe OTL KATAPEQVEL VA

ENTEAETEL TOV POAO KAL TNV ANOCTOAN TOU OXL JOVO O CUVOINKEG KAVOVIKOTNTAG, AAAG KAL OE CUVONKES EKTAKTEG.

H avtanoékplon o autr TNV TEPAoTA NPOKANCH unoypauuilel 6TL N yvwWon, N eunelpla Kat N NEocHAWGoN oTnV AnooToAr elvaL o

TPOMNOG e ToV 0notlo 0 OpYaVvIoPOS Opeel VO aVTILETWNIZEL TIC MPOKANCELS TOU PEAAOVTOG. AUTA AMOTEAOUV Evay 0dNnNYO yLa ToV

EO® onuepa, yla tn ALolKNoN, yLa Ta OTEAEXN TOU Kal yia KdBe epyalduevo.

o H QVTETWNLON PHEAAOVTLKWY NAVINULWY, TNV MBAvOTNTa Twy onolwy dlepeuva (Ue okond TNV anotponr) Toug) o Maykoouog
Opyaviouog Yyetlag

e N OALOTIK) QVTLHETWINLON Tou onoudaiou ayabou Tng Yvelag, onwe TNV avadelkvuUeL n Npooeyylon tng «Eviatag Yyetag» (av-

Bpwnol, {wa, NePLBANOV Je evialia ontkn)

E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

* N OUOXETWOPEVN PE QUTHY ULKPOBLAKN AVTOXK KAL N uneuduvn Xpron avTiBLOTIKWY

* N Buwolotnta/aspopia oe kABe NAeUPA TNG avBpwnvng dpactnEotnIag

* n evioxuon NG KawoToulag 0To PAPPAKO KAL OTLG BEPANEUTIKES Npooeyyloeg

* T0 Nedlo nou avolyel n Texvntr) Nonuoouvn aTov KAGdo Yyelag

anotehoUV MOAU 0OBAPEG MPOKANCELG YIa TNV avBpwnotnNTa (KAl AoGOAWS Y TN XWPEA PAg) KAl Analtouv CUYXPOVEQ

AnavINCELG.

YAuePa N Eupwnalkr Evwon Bploketal ev Yéow pLag dLadlkaclag nou Ba anoTeEAETEL TN PEYOAUTEPN —€BW KAL NEPLOCOTEPA ANd

20 £TN- YETAPPUBULON TNC PAPHAKEUTIKAG VopoBeciag cupnephauBavouévng tnNg vopoBeolac yla ta ¢AappUaKa ya nawdd kat

yla onavieg vooouc. H avabewpnaon anockonel otny entteun Twv akOAOUBWY KUPLWY CTOXWV:

* Anpoupyla pag evialag ayopdg eappdkwy nou 8a SLac@aiilel OTL OAOL 0L aoBevelg oe OAOKANPEN TNV E.E. €XOUuv gykalpn Kat
LoOTLUN NPGCRACH O ACPAAN, ANOTEAECUATIKA KAL OLKOVOULKA MEOCLTA PAQUAKA

* ALOTAPNON €VOQ EAKUCTIKOU KAl QPALKOU MPOC TNV KAWOTopla nAawciou yia tnv épeuva, TNV avantu€n kal Tnv napaywyn
QPApPUAKWY otnv Eupwnn’

* APAOTIKA pelwon TS SLOKNTIKAG eNBAPUVONG, Pe TNV ENTAXUVON TwV JLABKACLWY, Pe ANOTEAEOUA VA PELWVETAL ONPAVTLIKA

0 XPOVOQG EYKOLONG TWV GpAPPAKWY, WOTE AUTA va pOAVOUV TAXUTERA OTOUG aoBevell
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» Evioxuon Tng 3LaBecudtNTac KAl SLACPAACN OTL T PAPPAKA UNOPOUV NAVIA VA NAPEXOVTIAL OTOUC acBevelg, aveCapTtATwS
TOU TOMnou dlapovng Toug otnv E.E!

* AVTLPETWNLON TNG MKEORBLAKAG AVTOXAC KALTNC NAPOUC(AC PAPPAKEUTIKWY NEOIOVTWY OTO NEPLRAANOV PECW TNG MPOTEYYLONG
«Eviata Yyela»

* [apaywyn Mo BLWOoLUWY and NEPLBAANOVILKY dnown GapUAKwY.

Elval @avepd OTL n engpxopevn PETAPEUOULON Ba dnuloupynoel éva vEo Tonio dpaotnElonoinong vy Toug eUpwnaikoug

Opyaviopouc QapudKwy Kat pUOLKA yia tov EOQ.

H npoetolacia tou EBvikoU OpyaviouoU QapudKwy evOYEL TWY NPOKANCEWY TOU aUPLo Bd NEENEL VA lval Ui eK TWY BACIKWY
OTOXEUOEWV ToU. POAO KAWL oe autd, Oa dladpapatilel n evioxuon tou, N avaBABuLon TNC AelToupylag Tou Kal n otevotepn Cu-

vepyaola pe ta Kowotkd opyava.

MAPAAANAQ, O WYNPLAOKOC YETACXNUATIOPOGS, O OXEBLACUOC KAl UAONolnon evog ouyxpovou Opyavoypduuatog, N BeAtiwon twy
NAPEXOUEVWY UNNPECLWY, N NPOCHAWGCHN CTOV EUPWNAIKO MPOCAVATOALCHO KAL N NAYKOCULA onTkr, N OAWKN Moldtnta Kat n evi-
OXuon e avepwnvo dUVAPLKO UPNAAG ENLOTNUOVLKAG eEEBiKEUONQ KaL eunelplag, CUVOETOUV YL TA ENOUEVA XPOVLA TA ANoQpa-

OLOTIKA OTOIXELD TOU OTPATNYLKOU OXedlacpoU Tou EOQ nou cupBAANOUV OTN SLAEKH EKNARPWON TWY KATACTOTIKWY TOU OTOXWV.

H geTvn 40N enételoq and tnv (3puor Tou elval €&va oNUAVIkG 0pdonuo ya Tov EBvikd Opyavioud Qapudkwy, o onotog
ouvexiel va dladpapatidel kKplowo pOAO 6COV apopPd TNV NOLOTNTA, TNV AMOTEAECUATIKOTNTA KAl TNV ACPAAEL TWV GpAPPA-
KWV KaL AOLNWY NMEotdvIwy appodldtnTtdg Tou otnv EAAGSa. Me agetnpla Ta péxpl oruepda entteUypatd tou o EOQ avikpilet
ALoLOB0EA TO PEANOV KaL DecpeUETAL OTL B cuvex(OeL TO £pyo Tou dlacPaAllovtag:

+ TNV NEOGCRACH TWV ACOEVWY O ACPAAr KOL ANOTEAECUATIKG PAPUAKA,

+ TNV NPOCRACN TWV MOALTWY C€ AOPAAr KAl UYNAAG MOLOTNTAC KTNVIATPKA GAPUAKA, EVIOXUOVTAG NAPAANAG TOV aywva

NG E.E. KaTd TNC PIKPOPBLOKAC AVIOXNAC,

+ TNV NPOGCRACH TWY MNOATWY O€ ACPAAN KAl UPNAAG NOLOTNTAC LATPOTEXVOAOYLKA NPOIOVTA, CUUNANPWUATA SLATPOPNC KAt

KOAAUVTIKG NpoilovTa,

+ TNV NPOoWONOoN NG KAWOTOPLAG KaL TNG avanTuENG OTOV PAPPAKEUTIKO TOMEQ.
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E6QVIKOG Opyaviopdc Qapudkwy | Ztnv npwtn ypauun tng Yyelag

Challenges faced by EOF at the Dawn of its Fifth Decade

The recent three-year period the global public health crisis and the unprecedented demands imposed on health system made
it clear that humanity must fortify to protect itself against any emergency condition.
Operating in this unprecedented environment, EOF demonstrated that it is able to perform its role and mission not only

in normal but also in emergency conditions.

The response to this unprecedented challenge emphasized that knowledge, experience, and commitment to mission are key

elements that are essential to meeting future challenges. These elements guide the Agency today, as well as its management

and staff.

* Managing effectively future pandemics, the likelihood of which is investigated (focused on prevention and preparedness) by
the World Health Organisation;

» Aholistic approach to the value of Health, as highlighted by the “One Health” approach (humans, animals and the environments
viewed through a single perspective);

« The closely associated antimicrobial resistance and sensible use of antibiotics;

« Viability/sustainability in all aspects of human activities;

¢ Enhancing innovation in medicines and therapeutic approaches;

« The field opened up by Artificial Intelligence in the Health sector

constitute very serious challenges for our world (and certainly for our country) and require innovative solutions.

The European Union is currently in the process of reforming its pharmaceutical legislation, including the legislation on medicines

for children and rare diseases, in what will represent the largest reform in over 20 years. The revision aims to achieve the

following main objectives:

» Create a single market for medicines ensuring that all patients across the EU have timely and equitable access to safe,
effective, and affordable medicines;

» Continue to offer an attractive and innovation-friendly environment for research, development and production of medicines
in Europe;

» Reduce drastically the administrative burden by speeding up procedures significantly, reducing authorization times
for medicines, so they reach patients faster,;

* Enhance availability and ensure medicines can always be supplied to patients, regardless of where they live in the EU;



National Organisation for Medicines | At the forefront of Health

= Address antimicrobial resistance (AMR) and the presence of pharmaceuticals in the environment through a One Health
approach;

* Make medicines more environmentally sustainable.

Itis clear that this upcoming reform will create a new landscape of activity for the European Medicines Agencies and of course

for EOF.

Preparing the National Organisation for Medicines in light of future challenges should be one of its main objectives. To this
end, its continued reinforcement, an upgrade of its operations and closer collaboration with Union bodies are expected to play

a key role.

At the same time, digital transformation, planning and implementing an updated organisational chart, improving provided
services, staying focused on its European orientation and global perspective, Total Quality and recruiting highly qualified
and experienced personnel represent crucial elements of the Organisation’s strategic planning in the coming years that will

contribute to the continued fulfilment of its statutory mission.

Marking 40 years since its creation, this year's anniversary constitutes an important milestone for the National Medicines
Organisation that continues to play a critical role in ensuring the quality, efficacy and safety of medicines and other products
under its authority that are marketed in Greece. Building on its achievements to date, EOF looks optimistically towards the
future and is committed to continuing fulfilling its role by ensuring:

+ Patients’ access to safe and effective medicines.

+ Citizens’ access to safe and high-quality veterinary medicines, while strengthening the EU’s fight against antimicrobial

resistance.

+ Citizens’ access to safe and high-quality medical devices, food supplements, and cosmetic products.

+ The promotion of innovation and development in the pharmaceutical sector.
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NMpoonTKEQ o€ Eva SLaPKWG
peTaBalAopevo Tonio

Xe €va NAa{oo yePdTo MPOKAACELS, ONWS NdN NEPLYPAPNKE, N MOEOCEKTLKNA
HEAETN TOU ECWTEPLKOU KAl TOU e€WTePIKOU MePLBAANOVIOS CUVLOTA €vav

0dnyo yla Tnv nopeia tou EOQ npog To PEAAOV.

O HEMOVTIKOC NPOCAVATOAMCUOC Tou OpyaviouoU CUVIEETAL PE TNV:

» Evioxuon twv duvatwy onpeiwy tou. H Unapfn avopwnivou dUVAULKOU Je
ONUAVTIKA yvwaon, de€lotnTeq Kat e€eldikeuon elval ndn éva duvatd onuelo,
nou o Opyaviopog Ba aflonooel akoun NeplocoTePo. To (BLo Kal n dlap-
KNG CUMPETOXN OTIC EUPWNATKES BPACELS KAL JLAdKACEQ AWNG anopAcewy,
KOBWCS KAl N NAPAKOAOUBNGCN TwV dLEBVWY eEEAEEWY OTOV TOUET PAPAKWY.

Y10 NAa{CLo auTo Ba NpeEneL va eviaxOel N NOCOTKNA evioxuon kat avaBaouwon

EOVLKOG Opyaviopde Qappdkwy | Ttnv npwtn ypapun tng Yyelag

TOU avOpwWNvou Suvapikou tou EOQ.

A€wonoinon twv eukalpuwv nou napouctalovial. TETOlEC eukalpleg elval
n Aeltoupyla Tou wg Kpdtoc - Mérog Avagopdq katd tnv AuolBaia kat
AMNOKEVTPWUEVN DLAdkaoia eykploewy, AAAG KAl N BeCUOOETNON NAPOXNC
UNNPECLWY CUPUBOUAEUTIKNAG NPOQG eTalpeled.

Eukatptla avantueng eival ya tov EOQ Kal n Aettoupyia tou wg KEVTPO
OUYKEVTPWONG KAL HETABOONC YVWONG KAL EMOTNHOVLKAC BONOELOC Og ENXEL-
PNOELG NOU SPACTNELONOLOUVTAL NMAPAYWYLKA KAL EUNOPLKA OTOV KAADO.
TNUELWVETAL, TEAOG, OTL TNV avAanTuen tou EOQ Ba eUVOroeL O EKOUYXQOVIOHUOG
TOU eUPUTEPOU €BVIKOU KAVOVIOTIKOU MAQLOIOU MPOKELEVOU VA BLEUKOAUVEL
N Aettoupyia Tou OpyaviouoU KABWS KAl TN CUPHPETOXA TOU OTIG KOWEQ

EUPWNAikES 3pAOELG TOU MPOYPAUUATOC EUAHEALTH (2021-2027).
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Prospects in a continuously
changing Environment

In a very challenging environment, as already outlined, the way forward for
the Organisation will be forged on the basis of a thorough study of prevailing
circumstances both in Greece and abroad.

This forward-looking orientation is associated with:

* Enhancing the Organisation’s strengths. Human resources with extensive
knowledge, skills and expertise already represent one of the Organisa-
tion’s most valuable assets, which EOF plans to further leverage. The same
applies to continuing to participate in EU actions and decision-making
processesinaddition to closely monitoring global developmentsin the field of
Medicines. Appropriate quantitative strengthening of the human resources

of EOF should be placed in this context.

Taking advantage of rising opportunities. Broadening activity as a
Reference Member State in Mutual Recognition and Decentralized
procedures as well as introducing the regulatory and scientific advice
consist new prospect.

Another development opportunity for EOF is to operate as a centre for
gathering and transferring knowledge and offering scientific assistance
to companies engaged in manufacturing and commercial activities in the
Health sector.

Finally, it should be noted that the development of EOF will be favoured
by modernizing the wider national regulatory framework to facilitate the
Organisation’s operation and its participation in joint EU actions as part
of the EU4HEALTH (2021-2027) program.
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