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KAwikeC MeAeTsc

1
YTto0eon HEAETNG TNC CUPLANG OTNV TIOAN
Tuskegee twv H.INT.A.

YrtoBeon Tilousi v. Arizona State University
YntoBeon trovafloxacin — Niynpia

YrtoBeon gpfoAiacpov HPV - Ivdia
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KAINIKE2 MEAETE2

NMAPEMBATIKEZ MH-TTAPEMBATIKE2
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Noutko MNAaiolo KAvikwv MeAetwv
Pl

o YAAYT3/89292/2003

TpPOTOTIOM OELC:

0 YA AYT3(a)/7567/2008 (08nyia 2001/20/EK)
0 YA AYT3(a)/ouw. 18910/2013
o Kavoviouog (EE) api0.536/2014
o Katapyel v oényila 2001/20/EK
0 Avapévetal va tebel o€ LoV evtog tov 2017/2018

o Ta g un mapepBatikéc perétec: YA A6/10983/1/1984

o Awknpvén tov EAcivki

o Kavoveg 0pOn¢ KAwvikng lIpaktiki¢ - International Council for Harmonisation of Technical

Requirements for Pharmaceuticals for Human Use (ICH)

o Kwdwkag latpkng AsovtoAoyiag
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O  Avotnpd puOULOUEVO KAVOVIOTIKO TTAXLOL0 SLEEAYWYNG TWV KAWVIKWV HEAETWV

o Agv Oiyovtal ot S1aTGEELG OXETIKA [E TNV KOTIKT] KOL TTOLVIKT) €U0V TOU X0p1 Yo 1)
Tov gpgvvnTn (GpOpo 17 map. 1 YA AYT3/89292/2003 kat apb. 95 Kavoviopov
536,/2014)

o Kevtpwn évvola ) ovykataBeon peta and evnuépwon (Informed Consent)

o Empepiopog evbvvne petadv Xopnyov - Koplov Epevuvnt 1/kat Noocokopelov
(utoderyua oVOuPaons kAwikng peretng YA AYT'3(a)/0k.18910/2013 - PEK 390/B/21-
2-2013)

O YTOXPEWTIKN 1] ACQAALOTLIKY] K&ALYM TOV XopnyoU TNnG KAWIKNG peAétng: 200.000 Evpw
EAAXLOTO OpLO KAALYMG O€ TEPITTWOT BaAVATOU 1} SLHPKOVG AVIKAVOTN TS YIO EPYATLA.

LINARDAKIS & PARTNERS 2: E E
LAW FIRM

ZYNAEZMOZ ®APMAKEYTIKQN EMIXEIPHZEQN EAAAAOS



[1pocBeta (NTHpaTA

0 H oupHETOXN 08 KAWVIKN HEAETN WG SiKaiwpa () ZnTnuata
UTTOEKTIPOCWTINGNG YUVOILKWY KOL LELOVOTNTWVY O KAIVIKEG UEAETEC

O ALKO(lwp.O( otn ANYn pn EVKEKpl[.lEVOU (POPMAKOL TIOV BpLOKETAL
QKON OE OTAOLO KAWIKNG HEAETNG (;)

0 EuBdvn QAPUAKEUTIKNG ETAULPEING ATIEVAVTL OE EMEVOUTEG TIOU
XPNUXTOSOTNOAV KAWVIKN LEAETN/PAPUAKEVTIKO TIPOIOV -
ZNTAPOTO EVNEPWONG ETEVOUTWY OXETIKA UE TA ATOTEAECUATA
TNG KAWLIKNG EAETNG

0 ACTIKN €VBVVN OE OXEON HE TN OLAXEIPLON TWV TIPOCWTILKWY
OEOOUEVWV TWV CUUHUETEXOVTWV KL TN XPNON TOUG ylat TO
OUYKEKPLUEVO OKOTIO (KALVIKI LEAETN)
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EuBUVN KaTtd TNV KUKAOPOPLX -
DaPUAKOETIOYPUTIVNON

«To aUOTNUA PAPUAKOETTAYPUTIVIONG
XPNOWOTIOIEITAL YIX TN GUAAOYN TTANPOPOPILWV
OXETIKA UE TOUG KIVOUVOUG TWV PAPUXKWY OGOV
APOPA TNV VYEIX TwV adBevwy N ) dnuUoatx
UyEio»

ApB. 133 emt. YA AYT30/T.I1. 32221
ApB. 21 emt. Kavoviouou (EK) aplB. 726/2004
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H evBuvn Tov Tapaywyouv
]

Nouog 2251/1994 «[epl pooTaciog
KOTOVOAWTWV»

ApB. 6 N. 2251/1994 :

H euBuvn tou Tapaywyou sival eubuvn
TPWTOYEVNG KOl EEWOUVMBATIKN, TIPOKELTOL O
VIOl YVAOLX QVTLIKELHEVIKN €0O0VN
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ELOIKOTEPQO YIA TO

_ CEAATTWUOTIKO OAPUAKO»

0 AEN YINAPXEI PAPMAKO XQPIZ
ANEMNMIOYMHTEZ ENEPIEIEZ - EITENHXZ
EMIKINAYNOTHTA TOY PAPMAKOY

A2ZOAAEY / MH AZDAAEX PAPMAKO-
N.2251/1994

0 ApBpo 782 — ‘Evvolx ac@aAoug TtpoiovToq
o ApBpo 6 Ttap. 5, opidel TNV Evvola Tou
EACTTWHOTIKOU TTPOIOVTOCG

LINARDAKIS & PARTNERS 2: E E
LAW FIRM

ZYNAEZMOZ ®APMAKEYTIKQN EMIXEIPHZEQN EAAAAOS



OYAANO OAHIIOQN XPHXHX (POX)
MEPIAHWH XAPAKTHPIZTIKQON MPOIONTOX (MXIM - SPC)

. H avaypapn Twv avemiBupntwy evepyslwv ato POX Kal
otnv XTI
Y ADEIY — ANAAYTIKEY — KATANOHTEX

*** @OX kat MNXM Ba pemet va tawtidovtal...;;

ALOKPLON, AVOAOYA UE TO O€ TIOLOV aTeLBUVVETAL TO KaBsva
OOX AXOENEIX
X1 IATPOX
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AOyOL OTTOKAELOMOU TNG gvBuvng /
aTtaAAaync amo vbuvn

o ApBpo 6 map. 8 N 2251/1994

Aduvopuia Slayvwaong EAATTWHATOG e BAON TO LOXVOV KATA TNV KUKAOPOpPIX TOu
TLPOLOVTOC €TUTIESO ETILOTNMOVIKWY KOL TEXVIKWY YVWOoEwWV (&pBO. 6 Ttap. 8 Tep. €')

MMNpAO 7484/2010 (adn.): «TO EMISIKO PAPUAKO ATTOTEAOVUCTE UiX TIPWTOTTOPIAKT]
uebodo (..) kat ovo KatTomv VEwv SeSouevwy, amod TNV mpood0 TwWV TUVEXWV
ETTLOTNMOVIKWV EPEVVWIV, UTTOPOUTE va Kataatel Suvatn n aéloAdynan tng
UETABOANG TNV TXETN WPEAELWV-KIVOUVWY, N omola EAaSE xWpa Ue TNV Tapodo
TWV XPOVWV QATIO TN VOUIUN KUKAOPOPIX TOU, OTTOTE 11 KUKAOOPIX TOU aveaTaAn
Kal 1 &detax KukKAowopiaG Tou avakAnBnke»

EpAO 533/2014 (adnp.) «<E§aAAou To eV AOyw PGPUOKO (...) HE BAaN TA peXPL TOTE
(...) yvwata Sedoueva amo TIG KAWVIKEG UEAETEG KA TIG AVAPOPEG ATTO T (PATN TTOU
aKoAoUOnae T xopnynan tnG ASELxG KUKAo@opiag Tou, Tapeixe TnV eVAoya
AVOUEVOUEVN XTPAAEL, APOU TO OPEAOG TTOU napst')(gs UTTEQTEPOUTE TWV KIVOSUVWVY
TTOU OXETI(OVTAV UE TN XPNON TOU KAl WG EK TOUTOU OEV NTAV EAXTTWUATIKO, UE
TNV Vvvolx 0Tt SV NTAV ATPAALS (...)

o Xuvtpéxov mraiopa (AK 300)
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All 355/2008

]
MPATMATIKA MEPIZTATIKA

ANWN @apuakou «A» (AVTIBLOTIKO EUPEWG PACUATOG)
ZUVTOYOYPAPOUVHEVO QAapuako — EANeBn XQPIX cuvtayoypagnon
1 wpa HeTa TN ANYN ELPAVIOE XAAEPYIKG CUUTITW AT

Paydaia emideivwon — KAPSLOAVATIVEVOTIKA TIPOLAR AT —
OTTWAELQ aLoONoEWV

0 @AavaTog amo PAPL EYKEPAALKO ETIELTOOLO, BApPL AAAEQYLKO TOK Kall
UTIEPTOON

0 Agv TIPAYUATOTIOONKE VEKPOWIA-VEKPOTOWMN

0 O Bavwy gppavile aAepyia ota BOAATOLVA KA EKEIVN TNV NUEPO
TIov €AaPe TO «A» TO YEUUA TOV TIEPLELXE WAPLX

o O Bavwv gixe Kot AANOTE AAPBEL TO PAPUOAKO «Ax»

O O O Od
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Kpion Tou AlKaotnpilou €T TOU CTIWOOUG
OUVOETHOV (KUPLX ALTLOAOYIX ATIOPaoNn():

«...0¢ev amodeixOnke otL o Bavatog Tou ...
tponABe aro ™ ANWn n oo mMaPEVEPYELEC TOU
PAPUAKEUTIKOU OKEVXTUXTOG A, dedougvou
UOALOTa OTL Sev SlevepynOnke kat vekpoia-
VEKOOTOUT) ...»
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ElS1kOTEPQ ETE TNG EAATTWHATIKOTNTAG TOU
(POPUAKOV:

0 AVTIBLOTIKO €EVPEWC PATUATOC -
YYNTATOIPAO®OYMENO

0 Fvwcrec ol ooBapec QVETILOUUNTEG EVEPYELEC,
QKON KoL 0 BavaTog

0 POX: avapepel TIC AVeTIOUUNTEG EVEPYELEC, OXL
OMWC TNV TIIBAVOTNTA QUTEC VA EIVaL
Qavatn@opeg

o OXM: tepieAapfave emonuavaon TpoKANong
OQavatovu amo T AnWwn Tou PAPUAKOU
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Kpion tou Aikaotnpiov £mi THE UTIOXPEWOCNG
EVNUEPWONG (ETILKOUPLKN XLTIOAOYIX):

0 «...0(POU AN@Osi uTTOWN OTL TO CUYKEKPIUIEVO
POUPUAKEUTIKO OKEVAOLO XOPNYEITAL HOVO UE
LATPLIKN) oUVTAYN, 1 TTAPAAEWWN TNG aVAypaEnG 0Tl
OPLOUEVEG ATTO TIG AVAPEPOUEVEG aTo POX
TIAPEVEPYELEC UTTOPOUV VI ATTO0UV Bavatnpopeg yia
TOV ag0eVI), OEV APKEL yIlA Vo KATAOTNOEL EAAITTY)
TNV EMONUAVOT) TWV KIVOUVWYV aTto TH AnYn Tou
PAPUAKOU KATA TX CUVXAAOKTIKA Xpnota nén kat
OUVETIWG OEV CUVTPEXEL IEPITITWON TIaPaPLaTEWS

NG apxN§ TPOovolag...»
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All 625/2009

]
MPArMATIKA MEPIZTATIKA

0 Ewoaywyr 0To vOooKopEio pe VPNAO TIVPETO avw Twv 390C, evtovo
SLAXUTO KOLALOKO GAYOC , EMETOVC KOl SLOPPOTKEG KEVWOELG

o Aladyvwon o&slag Aolpuwdoug yooTpevTepITIONG

Epwtnon ylot cAAEPYIKO LOTOPLKO — APVNTIKN AV TNon -
OUVTAYOYPAPNON TOU POPHUAKOU X LE OONYLEG YLD ETILOTPOPN OTO
VOOOKOWELO O€ TIEPITITWON EMAVAANYNG TWV EPETWV 1 €£VONUATOC

0 JaTplkwg evOEOELYEVN N XOPNYNON TOL POPAKOU CE TIEPLTITWOELG OEELOG
YOO TPEVTEPITIONG

o 15" petd ™ AnYn tou diokiou: e€avOnua og OAO TO cwa KAl duo@opia

ALOKOLLOM OTO VOOOKONEID — OAAEPYLKO AULUOPPOTKO eEAvVONUa- OAAEPYLIKO
00K — SlaxuTtn evdoayyelakn TNén

o H aoBevng kateAnge
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2XETIKA ME TO ®APMAKO

0 OAPUAKO GUVTOYOYPAPOUVMEVO HE TIOAU UEYOAN KALVIKN
QTIOTEAECUATIKOTNTA

0 Avagopa Bavatneopwv Teptotatikwy (0,70-1,85 Bavatol
oV sKaTogm’)pto ouvTayWV — 2 BavaTnEOPa TIEPLOTATIKA
otnVv EAAGOQ)

0 Kplon tng appodlag emutpotng otnv AyyAia kot tou EO® ot
dEV LTINPXE AOYOC VO aTtOCVPOEL TO PAPUAKO

0 210 POX dev ywoTav avagopa Tept Bavatneopwy
QTIOTEAEOPATWY, ELOIKA, HOALOTA, OTIO XAAEPYLKH QVTLIOPAON

o *** H anogaaon &gv dtakpivel peta&y ®OX kai MXI1, oOpwg
QalveTaL OTL N TIPOELOOTIOINGN YL BavaTnPOPEC
QVETIIOVUNTEG eVEPYELEC OEV UTINPXE OE KAVEVA ATIO TA OLO.
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Kpion Touv Awikaotnpiov:

0 «...0QO0U 0l EVXYOUEVOI, Ol OTToIi0L NaAV NéN EV YVWOEL TWV
TTPOVAPEPOEVTWY BavaTtnpopwV TEPITTATIKWY TNV
AyyAia, opelrav Kat purtopovaav va poouV aTiG OE0UTEG
EVEPYELEC TTPOC ToV EBVIKO Opyavzaﬁlo Cbogo,uo'mwv Vil ThV
aAAayn TOU TIEPLEXOUEVOU TOU (PUAAOU 0ONYIWV XPHOEWG LUE
NV S€0UTU ETTIATUAVAT TWV AVWTEPW BavaTtnEopwv
KOOUGUATWV...»

0 «..TTAPAAEIYN TWV EVAYOUEVWV VX YVWOTOTIOL)OOUV OE
ylatTpoug Kat aagBsveic 0TI o Tn xprjan Tou &ival mbavov
VA TIPOKANBEL N avwTEPW TTAPEVEPYELX UE BavaTnpopo
ATIOTEAEOUA...»
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EAD 4187/2006

7
NMPATMATIKA MNEPIZTATIKA

o [MpOKeLTal yla To i0lo PAPUAKO HE TNV
mepinttwon tTng Al 625/2009

0 AoBevn¢: duoTvola, oLONUO AVW AKPWV
EUTIVPETO KOl EEAVONUA YEVIKEVEVO

0 210 POX cuumepAQUPAvVOVTOV TA TIAPATIAVW WG
QVETIIOUUNTEC EVEPVYELEC
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Kpion Touv Awikaotnpiov:

0 «...£p0aov An@OBsl uTTOWN OTL TO CUYKEKPIUEVO TKEVXTUX
XOPNYEI(TAL LOVO KXTOTIV IATPIKNG CUVTAYIG (...) N TTAPAAEWYN
NG AVAYPAPG OTL OPLOUEVEG QTIO TIG AVAYPAPOUEVES TTO
DOX tapevepyeleg UTTOPEL va artoffouv BavaTtnEopEG yia ToV
aagBevr), Sev APKEL YL VA KATATTNTEL EANTTN) TV ETUTNUAVATN
TWV KIVOUVWV aTT0 TN AﬁéUn TOU (DOPLUAKOU, KATX TO
OUVOAAQKTIKG Xpnatd n6n kat evtevBev Sev auvTpE)El
TTEPITITWAN TTXPASIATEWC TG APXTIG TIOOVOLAG. .. »

0 «..0 lATPOG TIOU XOPNYEL TO PAPUAKO EIVAL TE YVWOn TWV
KIVOUVWV TIPOKANTEWG BavaTwy AaTTo TIG AVAPEPOUEVEG
TTAPEVEPYELEG UE Baan (...) 1Siwg TNV MepiAnyn
Xapoaktnpiotikwy lNpoiovTtog...»
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0 Agv Blyovtal oL OLaTAEELG TIEPL AOTIKAC KOl
TIOWVIKN G €vBuvNC — H €ykplon touv EOD dev
Olyel Tnv Baon tou Koo dikaiov vBuvn Tou
mapaywyov (Al 1335/2011)

0 2NMOoLa 5lO(KplOI’]C cmvrayoypacpoupevou —
N CUVTOYOYPOPOVUEVOU (PAPHUAKOU
(@OX/TXI) — O poAog Tov
OLVTOYOYPAPNOAVTOC LATPOV CTOV ALTLWON
ouvosauo (Al 625/2009)
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Euyapiotw!
Tl)v(ank you!
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