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EpeuvnTikEC APpACTNPLOTNTEC

1. QoppokoAoylkoc EAeyX0C ovoLwVv HE dpaon oto KNZ

2. Mnyaviopoc dpaonc pappakwv KNZ

3. MpokAwviKO eninedo: Nepapatikd/MPoKAWVIKA TPOTUTAL
«mpooopoiwonc» dratapaxwv KNZ onwcg katabAwpn,
ayxwdnc dratapaxn, xprion/Kotaxpnon ouoLwv Kot
Jpuxwon

4. KAwviko entinedo: Epwtipata oxetika pe vevupofiloloyia
PUxwonc ko katabAupng

Mnxaviopo dpaonc Yuxotponwv ovotwyv : o eTapivn, Kokaivn,
kadeivn, kavvapBivoedn
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Yo €€€Aién epevvnuika Epwtnpata

0 PapHAKOAOYIKOG £AEYXOG VEWV OUCGIWYV HE CTOXO TO
OUOCTHHO TWV EVOOKAVVABIVOEISWY

U MeTa@paOoTIKESG EPEUVEG
ZUHTIEPIPOPIKEG/NEUPORBIOAOYIKEG HEAETEG
0 XopRaynon A9 -rerpauvdpokavvaBivoAng Kara Tnv avanrugn

NMPOKAIVIKEG TIPOOCEYYIOEIC KATA TNV EVHAIKIWON

0 Mnyxaviopog dpaong kavvaBidioAng — Aigpeivnon VEwyv
OEPATTEUTIKWYV EQAPHOYWYV

U Epeuvnrmika AvraywvioTika NMpoypappara (m.x. EMAN,
NMENEA, KEXY, Emysipw-KaivoTopw)
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KavvapBn-kavvapBwvoelon

* Kavvapn ¢uto
* Evdoyevec ocUotnpa KavvoBLvoetdwy
e JuvOetika KavvoBLlvoeLdn




Kavvofn — ¢uto

%X H kavvapn amoteAel Eva yevog avBodopwv putwy, UE TTAVW
arto 480 avoyVWPLOUEVEC XNULKEC EVWOELG

®X =exwpllel POt OLKOYEVELA TIEPLOCOTEPWYV ATIO 60 APWUATIKWVY
TEPTIEVOPALVOAWYV, YVWOTWV WC KavvaBLvoeLdn
(cannabinoids)

ake a t:lns?er look...
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A°- TetpauvdpokavvafLvoln
KavvaBLdLoAn
KavvawvoAn
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Evdoyevec cuotnua kavvoBLvoetdbwyv
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KavvaBivoeldbn — QappakoAOYLKES
LOLOTNTEC

Oéeia xopriynon

Eudopia, xaddpwon, YEAwTAC, LAapotnta
AvaAynoia

YmokKiwntikotnta

AEyepon NG OPEENG

AyyelodLaotoAn

Tayvkapbia

Ynotaon-ZaAn (opOootatiki umotaon)
=npootouia

Meiwon evéodpOaApac nieong



KavvaBivoeldbn — QappokoAoyIKEC LOLOTNTEC

M'VWOTIKEG Kol olLoONTIKOKLWVNTIKEC SUCGAELTOVPYLEC

°* HELWUEVN EYpriyopon,

* dLatapayn oTnV LGOPPOTILA KOIL CUVTOVLOMO KLVI|OEWV,

* aiobnon Bpadutntog oto XPOVvo,

* SuoKoAila oTtnVv mMPOoOooXN Kat T KVAUN,

* MPOBARHATA WCE ITPOG TO XWPLKO KOl XPOVLKO TTPOOOLOPLOUO




Kovvapivoeldbn — QapuokoAoyLKEC LOLOTNTEC

Xpovia xoprynon

X E¢aptnon - 20vépopo otéEpnong (mpodiA diadopetiko
OTtO EKEIVO TWV OTILOUYWV Kot AAKOOA)

X Kataypodn PuxlatplkA¢ CUMNTWHOTOAOYIOC, ELOLKA
HETA amno xpnon (évrovn) kata tnv epnPeia
(cupmtwpatoAoyia: PuxwWTIKAC CUVESPOUAC, AYXOC,
KataOAldn, «ocuvépopno EAAEWYPNC KIVATPWV»

X Noonpata avornveuoTIKOU KoL CUXVEC OVOTTIVEUOTLKEC
AOLHWEELC LETAL ATTO XPOVLOL XPAON «TOLYAPWV»



IATPIKEZ EQAPMOTE2

* H kavvapn €xet xpnotpomnotnOei edw Kat MoOAAA xpovia
yla LatpLlkouc oKomouc, AOyw TwV KUPLWV
b appaKOAOYLKWV LOLOTATWYV TNC.

* H xprion €xelL KUpiLw¢ eoTlacOEl o€ :

OLVTLEMETLKN 6pacn otn XnUeEloBepaneia,

opefloyovo dpaon otnv avopeéia mov avilpetwrni{ouvv
acBeveic pe AIDS kat kakonOeia Ka

ovaAynoia (aVTLHETWILoON TOU VEUPOTIAONTIKOU TTOVOU
KOlL TOU TTOVOU OTOUC KapKlvomadeic)

OTIOLOTLKOTNTA KL TtOVO o€ aoBeveic pe ZkAnpuvon Kota
MAakoc



EvOladepov yia tn OeparevuTikn

HpeuLloTkN

/

Eudoplkn

AVTLELETLKN

Doappakolo-
VLIKEC 1810TNTEC

Opeéloyovoc

AvoAyntikn

Sativex

Epidiolex

MARGo¢g okevaouATWVY

LatpkG/ PpopLAKEUTIKAG

kavvapng ava xwpa EE ko ava moAtteia
ot HMA

AvTLOTIAOMWOLKN




EYXAPIZTQ!!

> @appakoloyia
> lotpkn xprion Kat poppaKEVTIKA dutd
» PuOuotiko mAaioto

* MaAoo kat N€o syxeipnua
* MoAoid Ko véa mPOKANGN
* NEec Suvatotntec — veec umtoxpewoels : NA ONOYZ

* AraodaAilovpe to 0peNOC yia Tov aacOevi HE
oo pAAELOL KOIL LTTOTEAEGOTLKOTNTOL




PYOMI2TIKO MAAI2IO

 EANAAA: OAEC oL amopoitnTEC VOUOOETIKEC pUOULOELC
 NopoBetiko mAaiolo

P




www.eof.gr — AvBpwrva —
Dappuakevtikn Kavvapn

* Edkn¢ Emotnpoviknc Emttponic TeAtkwv
Mpoioviwv Oappakevtiknc Kavvapng

* NMupnvocg NepiAndnc XapaktnploTtikwv TEALKWV
Mpoioviwv Oappakevtiknc Kavvapng (KYA:
AplOuoc A3(y)52588 16.7.2018)


http://www.eof.gr/

WWW.EOI.8I' — AVOPWITILVA —

Dappuakevtikn Kavvapn

QapuakoTeXVIKEG Moppég

a1Tdé TOU OTONATOG/OTO OTOMATIKO BAEVVOYOVO/ TTOPEIOKA
lutroyAwooia/pivik/opBIkA xpRRon/xopRynon.

PapuAKOAOYIKEG I010TNTEG

laTpikEg/OepaTreuTIKEG XPOEIG

MPpOoAnWn Kal AVTIMETWTTION VOUTIOG A/KAI EHETWYV, ATTO TN XOPRYNON
XNMEIOOEPATTEUTIKWYV QPAPHUAKWV.

NeupotrabnTikdg Tévog,

KapKIVIKOG TTOVOG, emINEVWV AVW TWV TPIWV MNVWYV, O OTTOI0¢ SEV AVTATTOKPIVETAI
o€ AAAa OepaTTEUTIKA OXAHATA i} TTAPEUPACEIS 1) OTAV TA SIABECIMA YIA THV
OVTIMETWITION TOU OEPATTEUTIKA OXAMATO OEV YiVOVTal KOAQ OVEKTA 1) AVTEVOEIKVUVTAI
YIO TOV CUYKEKPIMEVO aoOeVN.

2TTACTIKOTNTA KAl TTOVOG o€ aocBeveic pe ZkKAnpuvon Kara MNMAGkag.

H ouvrayoypdpnon Tou TeAikoU lMNpoidvrog PappakeuTikng Kavvapng dev
MTTOPEI O€ KAMIa TTEPITITWON VA AaTroTeEAEI BepaTtreia TTpwWTNG ETTIAOYNAG .


http://www.eof.gr/

www.eof.gr

Abela kKukAodopiag

_ EAeyxoc: MPOEYKPLTLKOG
METEYKPLTIKOC

e KaAAuvTtiKa

o TupnAnpwpata Atatpodnc —Etdikou
lortplkoU ZKomou —Bpedikéc TpodEc

* |atpoTEXVOAOYLKA


http://www.eof.gr/

EMA - www.ema.europa.eu

Topics
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Pre-authorisation
Post-opinion
Post-authorisation

Product information

Scientific advice and protocol assistance
Priority medicines (PRIME)} scheme

Adaptive pathways
Scientific guidelines
Innowvation Task Force
SME office

Paediatric medicine
Geriatric medicine
Orphan designation
Herbal products
Feferral procedures
Article 58 applications
Compassionate use
Pharmacovigilance

v ¥ ¥ ¥ ¥ ¥ ¥ ¥ ¥ ¥"YV¥Y ¥

v v ¥ ¥ ¥

Data submission on medicines
Sdvanced therapies
Clinical trials

Inspections

Falsified medicines

Quality by design

Product defects and recalls
Parallel distribution
Medicine shortages
Antimicrobial resistance
Pandemic influenza

MNew countries / European Free Trade
Association

Mon-pharmaceutical products
Fees

Medicines and emerging science
Biological and chemical agents
Ebola



Aopn Kowvou Teyvikou Eyypadou

Module 2

summary

Quality overall

Dappakoxnuka dedopéva
(puokoxnuika, BroAoyka n
HIKpOBLoAoyLKa SedopEva)

CTD Triangle

e [pokAwvika dedopéva

(to€ikoAoyka Ko
dappakoroyika dcdopévay)

e KAwwka dedopéva

Non-clinical
overview

The CTD

Non-clinical

summary summary

Quality

Module 3

Clinical study
reports

Module 5

Non-clinical
study reports

Module 4

The CTD triangle. The Commeon Technical Document is organized into five modules. Module 1is
region specificand modules 2, 3, 4 and 5 are intended to be common for all regions.
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KavvaBivoeldbn — QappokoAoyIKEC LOLOTNTEC

M'VWOTIKEG Kol olLoONTIKOKLWVNTIKEC SUCGAELTOVPYLEC

°* HELWUEVN EYpriyopon,

* dLatapayn oTnV LGOPPOTILA KOIL CUVTOVLOMO KLVI|OEWV,

* aiobnon Bpadutntog oto XPOVvo,

* SuoKoAila oTtnVv mMPOoOooXN Kat T KVAUN,

* MPOBARHATA WCE ITPOG TO XWPLKO KOl XPOVLKO TTPOOOLOPLOUO




KANIKEZ EOAPMOTE2

* To 1980, to okeVaopa Dronabinol apytoe va xopnyeitou
yla TNV AVTLHETWTILON TNG VAUTLOC OE A0OEVELC HETA QMO
XNHELOBEpATELO KL EVEPYOTIOLNGN TNG OPEENC OE
acOeveic pe AIDS.

e Jtov Kavada, exeL eykplOel oo to 2005 to Sativex, Eva
onpél mou mePLEXel THC kot kavvaBLdloAn, ko
XPNOLHLOTIOLELTOL VL0l LELWON TNG OTTALOTLKOTNTOG GTOUC
acOeveic pe okAnpuUvVoN KOTA MAAKOLC.

* Epidiolex (cannabidiol) for the treatment of seizures
associated with Lennox-Gastaut syndrome or Dravet
syndrome in patients two years of age or older



https://www.drugs.com/epidiolex.html

TogIkoTnTA

Agv utrapxouv ava@opEg yia £nPoug n eVAIKES TToU
mTeBaivouv atrd utrepBoAiki 060N KAvvaBng, ATTOKAEICTIKA.

QoT1600, UPnAd etritreda THC £xouv ouoxeTioBEl pE
atuxnuata (Aoyw KatavaAwong Kal AAAwv ouciwyv) (Rogeberg
and Elvik 2016), avnouyia, eTTeIcO6010 YUXWOIKOU TUTTOU
(Hudak et al. 2015).

2UXVA EHQAVITETAI TOSIKOTNTA UE BPWOIUA TTOU TTEPIEXOUV
Kavvapn, 61011 opiopévol (€181ka epnfol) dev ouveldnToTroiouv
OTI XPEIACETAI TTEPICOOTEPO XPOVO Yid va aigBavBouv Tig
EUPOPIOYOVEC OpAOCEIS TNG KAvVARng pE Ta Bpwoipa. (Cao et
al. 2016; Giombi et al. 2018; Hudak et al. 2015)

Etriong To8Ik0TNTA pE Bpwoipa TTou TEPIEXOUV KAvvafn
EM@AVICETAI KAl O€ UIKPA TTAIdIA TTOU ATTOKTOUV TTpOoaacn oTo
mpolov (Cao et al. 2016; Wang et al. 2016)




AVTLULETWTTILON TNG TOELKOTNTOG

Aev utapyeL avtidoto yLa TNV To€LKOTNTO oV
npokaAei n untepBoAkn doon kavvapnc.

H toéikotnta avilpetwniletat pe mapakoAovdnon oto
VOOOKOUELDO, EAEYYOVTOC TOV KaPOLOKO puOUO Kal AAAa
(WTLKA ONMELQL.

2 OB OPEC MEPLMTWOELC PUXWTIKWV aVTLOpACEWV
XOPNVELTOL N AMALTOUMEVN avTioTowyn OEpameuTIKN

oywyn.



KANIKEZ EOAPMOTE2

* MeAgtwvtol OKOUO APKETEC TILOAVEC LATPLKEG XPNOELC
NG ywa : Oeparmeio Tov YAQUKWHATOG, LUTOAVOOoQ
voonpata, voco Alzheimer, pAeypovn, emiAndia,
JpUxwon, ovcroeéaptnon Kot o€ TTOAAEC AAAEC
VEUPOYP UXLATPLKEC SLatapyEC.

* H épeuva eniong £xeL otpadel Kal otnv avamntuén
VEWV OKEVOIOUATWV TA OTTOLOL OLWE SEV TPOKAAOUV
gudopia kat e€aptnon SnAadn dev mePLEXOUV TO KUPLO
puxodpaoctikd cuotatiko THC.



IATPIKEZ EQAPMOTE2

* H kavvapn £xelL xpnoonotnOei edw kat mMoAAQ
XPOVLOL YLOL LOLTPLKOUC OKOTIOUC, AOYW TWV KUPLWV
b opHaKOAOYIKWV LOLOTATWYV TNC.

* Hxpnon £xeL KUPLWC E0TLACOEL O€ : AVTLEMETLKNA
dpaon otn xnneloBepaneia, opeELloyovo dpaon
otnv avopeéia mov avilpetwni{ovv acOeveic pe
AIDS kat kakonOsila kat avaiynoia (aVTipeETWLon
TOU VEUPOTOONTIKOU TTOVOU KOl TOU TTOVOU GTOUC
KopKlvomaOeig).



KANIKEZ EOAPMOTE2

* To 1980, to okeVaopa Dronabinol apytoe va xopnyeitou
yla TNV AVTLHETWTILON TNG VAUTLOC OE A0OEVELC HETA QMO
XNHELOBEpATELO KL EVEPYOTIOLNGN TNG OPEENC OE
acOeveic pe AIDS.

e Jtov Kavada, exeL eykplOel oo to 2005 to Sativex, Eva
onpél mou mePLEXel THC kot kavvaBLdloAn, ko
XPNOLHLOTIOLELTOL VL0l LELWON TNG OTTALOTLKOTNTOG GTOUC
acOeveic pe okAnpuUvVoN KOTA MAAKOLC.

* Epidiolex (cannabidiol) for the treatment of seizures
associated with Lennox-Gastaut syndrome or Dravet
syndrome in patients two years of age or older



https://www.drugs.com/epidiolex.html

ANOTYXIEZ KAI KAINIKH EF ' acoweus

X ¢« Rimonabant
X ¢ AvTtaywvioTig otoug CB1 utrodoxeic -
X ¢« EykpiOnke otnv Eupwtrn yia TNV TTOXUO G oo .«

2004
X « ATrooupOnke 1o 2008 Adyw cofapwv napavapyaw’ov
X KATAOAIYN & QUTOKTOVIEG O
N)LN
X ¢ BIA 10-2474 BIA10-2474
X » AvaoTOAé0G TOU EVIUMOU USPOAGON rc. - B
X apidiou Aitrapou o¢sog (FAAH) mo S de

X e ®don 1: 1 8Gvaro, 2 eyKePAAIKR BAGR,,  Provsress 7
¥ « Off-target dAANAETIOPACEIG
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