AstraZeneca

Avagopd Twv Mapoxwyv Tpog EY kai EY®
Me00BoAoyIkO ZnUEiwpa OXETIKA HE TV Ava@opd TwV AeSoHEVWV TOU £TOUG
2017 10 2018

AstraZeneca SA

000638901000

@¢eoToKOTTOUAOU 4 & ACTPOVAUTWYV
151 15 Mapouoi, Abriva, EAAGSa



AstraZeneca

Mepiexopeva
L. ELOOYUIVE ceeeieiiiieciiee et ete ettt e et e e et e e e tbe e e abeesabeseeesaseesasaeesssseeasseessseesaseeensseeanns 4
Ztpatnyikr) TG AZ avadopLka LE TN ANUOGLOTIOMNON ......veeeeveeeiieeeiieeeree e 4
P B 0 7+ 1o 11 Lo 1SRRI 6
2.1, ATEOOEKTEG .....ovviiieiiieee ettt ettt ee e e e et e e e e e eeta e e e eebaeeeeesaaeeesearaeeeenes 6
2% % R @ T T 1 U e Yl o 1 I 2 SR 6
2.1.2.  OPLOHOG TOU EYD ..ooiiiiiieeiieecee ettt etee et 6
2.2, ELSOG MOPOXUIV .....eeeuriieiieeeiieeeiteesteeeseteeestteeeteeesteeesabaeesabeeessaeessneesnneeenns 6
2.2.1.  AWPEEG KO ETILXOPNYNOEL . .eecuvrieeireeeiieeeieeeeteeesteeeesreeesaeeesaeeesveeesnnes 6
2.2.2.  ZUPPBAGCELG XOPNYLOG c.uvreeerireeirieeereeeeteeeeteeeetteeeeereeeeareeeeareeereeesnreeennnes 7
2.2.3.  KOOTOG EYYPODNG cuvrreenrrreeitreeeireeeeteeeereeeereeesteesesreeeesseesssseessesessesennnes 8
2.2.4. MetaBaon (E€oda MeTaKIVNONG) KOL ALOOVI «.evvveeeeerreeeeeerrreeeeenreennn 8
2.2.5. ApolpEg yla ouPBOUAEUTLKEG Kot AAAEC UTINPEGCLEG KAl OXETL{OUEVEG
oY 1 (0 AV ST 8
2.2.6.  EPEUVO KOL AVOTTTUEN .oeeeeeiirieeeeiireeeeeeireeeeeitreeeeeeienreeeeeeaaeeeeesneeeeennseeeens 9
3. MNebio epapHOYNG TNG SNHOCLOTIOUNONG. .....vveeeerrieeeeirieeeereee e et e eetreeeeeeareeaes 9
3.1.  EMTAEKOUEVO TUPOTOVTQ.....ccuuvieeneieeeiieeaieeesteeessteassseeesseaessseesssnseeessseesnsseesns 9
3.2,  E§OIPOUHEVEG TUOPOXEG ... vveeereeeereeerreeaieeesteeesseeessseeessesensseesssnsessssessssenes 10
3.2.1.  KOOTN PLAOEEVIOG .. ueeeereeeiiieeeiee ettt ettt e e ree e e e e eare e e eree e ereeenes 10
3.2.2. NAnpodoplakd Kat Ekmatdeutikd YAwa kot YALKA latpikng Xpriong .. 10
3.2.3.  YALKOTEXVLKEC GOTTAVE . ...cceeiurreeeeerreeeeeitreeeeeiirreeeseeeseeeeesssseeessessseeesanns 10
3.2.4. AwpeEc oe PLAavOpwIKEC opyavwoelg & Evwoelc AcBevwv............. 10
3.3.  HUEPOUNVIO TWV TLOPOXWIV......oveeeenrreeeeenreeeeeirreeeeeirreeeeeesseeeeessseeessesssseens 11
3.4, AHECEG TUOPOXEG. ... .ueeeeeerreeeeeitrereeeirreeeeeisreeeeaisreeeeaasereeeesessseeesessseeeesnssseens 11
T ST VT VT £ 1 (T Yo ) o TSR 11
3.5.1. EMPMECEG NMOPOXEG UECW CROS....cciuiiieciieeiiee ettt sree e saee e 11
3.5.2. EMMUECEG NOPOXEG HECW TPITWV veeeerereerieecireeeeireeeetreeeetreeeereeeeareeereeens 11
3.5.3. EMMECEG NMOPOXEG MECW EYD ..uvviiiiiieiieeee et e 12
3.6. NopoxEg o€ MePIMTWON KUEPLKIG CUUKETOXNG 1) AKUPWONG........ceeeennee... 12
3.7. ALOCUVOPLOKEG SPOOTNPLOTNTEG .......eeeeeurreeeeerreeeeetrreeeeerreeeeeareeeeenaneeaenns 12
3.7.1.  ALOCUVOPLOKEC OPACTNPLOTNTEG ...uvvereeeurreeeeeirrreeeeerreeeeesarreeeeeisreeeeanes 12

Zehida 2



AstraZeneca

4., ELOUKO QNTILOITO ..oeenevieeeeeiteeeeeiteeeeeeiteeeeeetaeeeeesseeeeeesseeseeeeensseseseassaeessessseeennnns 12
4.1. MovaSIKOG KWSLKOG AVAYVWPLONG TNG XWPOEG ...vveeeeenrrreeeeenrrereeenreeeeennnnnns 12
4.2. AUTOEKTIPOCWITOUHEVOLEY......ooiiiiiiiiiiiiie e e 13

5.  ALOXELPLON TNG GUYKOTAOEDTG . ......ccouvreeeeeireeeeeireeeeeeireeeeeetreeeeeetnreeeeeenraeeeenns 13
5.1.  ZUAAOYN OUYKOTAOEGG.....ccuveeeiiieeiieeeieeeciieeesiteeetaeesaeeesereesenaeeesaseesnneas 13

5.1.1.  ZUYKOTABESN EYD ..oeiiiiiiecieeecee ettt sttt 13
5.1.2.  ZUYKOTABEGN EY oottt ettt e et e et e eree e 13
5.2. AL0XELPLON TWV QULTNHATWY TWV OTOSEKTWV .....ooeenvveeerieeireeereeeereeeeanenns 14

6. 'EVTUTIO SNOOLOTIOINOTNG . .vveeieirrieieeiieieeeeireeeeetreeeeeesteeeeeesreeeeesenssseeeeesseeeeanns 14

6.1. NAATHPOPHO SNHOGLOTIOINONG ...oeccevveeeeeireeeeecitreeeeeireeeeeeirreeeeearreeeeeareaeeees 14
6.1.1. HUEPOUNVIO SNUOGIEUONG .veeeiiieeiieeeiee ettt 14
6.1.2.  TNPNON TWV SESOUEVIIV ... uveeeerieeciieeeciieeeceteeereee e et eeesree e eereeeereeeeaae e 14

6.2. TAWGOOO SNUOOCLOTIOUNGONG .....uveeeiiieeiieeeiieeeteeesireeestaeeeteeesereeesaeeesessreeenaneas 14

6.3. 'EAEYXOG TIPLV QTLO TN SNUOGLOTIOUNON ...ttt 14

7. ANHOOLOTOLINGN OLKOVOMLKWY SESOUEVWIV ..ot 14
2% O (V[ TV LT 11T RSP 15
7.2. ®dbpog MpootBéuevng A§iag (PMNA) kat AAAOL GOpOL..........cc.vveeenvveennnee. 15

Zehida 3



AstraZeneca

1. Eicaywyn
Zrpatnyiki Tng AZ ava@opikd he Tn Anuooiotroinon

H ouvepyooia METOEU €TTAYYEAUATIWV UYEIOG Kal ETTIOTNPOVIKWY  UYEIOVOUIKWY
Qopiwyv atroTeAei €dw Kal xpoévia Tnv KivnTApia d0vaun yia Tnv avapdaduion g
TTOIOTNTAG TWV UTTNPECIWV UYEIOG TTOU TTPOCQPEPOVTAlI OTOUG aOBeveig Kal TNV
TTPOAYWYN TNG KAIVOTOMIOG OTNV €MOTAUN TNG 1aTPIKAG. O1 eTTayYEAUATIEG UYEIag Kal
Ol @opeic PeE TOUG oOToioUG ouvepydalovTal TTPOOQPEPOUV  OTN  PAPMAKEUTIKA
Biounxavia TToAUTIUN, aveCApTNTN Kal EEEIBIKEUMEVN YVWON TTOU TTPOEPXETAI ATTO TNV
KAIVIKR) KOl BEpaTTeUTIKN] euTTEIpia Toug. ETITTAoV, wg To BACIKG onueio eTTAPAG PE
TOuG acgBeveig, o1 €TTAyYYEAMATIEC UyEiag MTTOPOUV VA TTPOCQPEPOUV  AVEKTIUNTN
€CEIBIKEUPEVN yVWON YIa TIS EKPACEIG TWY a0BEVWV KAl T BEPATTEUTIKA OTPATNYIKT.
AuTO BonBda oTnv TTPOCAPUOYH TwV TTPOIGVTWY HAG OTIG avAYKEG TwV aoBevwv
BeATiLovovTag €101 TNV TTOIOTATA TNG TTEPIBAAYNG TWV ACOEVWV.

O1 gmmayyeAuaTieg uyeiag Kal ol @opeic Ba TpéTrel va apciovral cUP@Wva Pe TNV
elAoyn aéia ayopdg yia TIG UTTNPECIEG TTOU TTAPEXOUV OTIGC PAPHOKEUTIKEG ETAIPEIEG.
O Kwdikag Anuoaoiotroinong tng EPFIA (Eupwtraikry OpooTtrovdia PapuaKeUTIKWV
Emxeipiocwy kal ZuvoEéouwy), TTapéxel akpifeia kar diagdveia otn dnUOCIOTToinon
TOu TTEdIOU EQPAPUOYNG KOl TNG aTTOTiUNONG TNG agiag auTAg TNG ouvepyaaoiag, kal Ba
atroteAécel éva OnUAvTIKO BrAPa yia TNV oIkodOuNon HEYAAUTEPNG EUTTIOTOCUVNG
METAEU QAPUAKEUTIKAG Blopnxaviag, 1aTPIKNAG KOIVOTNTAS Kal aoBevwv.

Q¢ etaipeia-péAog Tou ZOEE kai wg TARpeg etaipikd péAog Tng EFPIA, n
AstraZeneca (“AZ”) OecpeveTal yia Ola@dAveia oTIG AAANAETIOPACEIC HPE TOUG
EmayyeApatieg Yyeiag (EY) kar Toug EmoTnuovikoug Yyeiovopikoug ®opeic (EYD)
KAl TN OUAAOYR Kal ava@opd TwV OXETICOPEVWY TTANPOPOPIWY CUPNPWVA UE OAEG TIG
KEIMEVES TOTTIKEG ATTAUTAOEIC DIAPAVEIQG.

EEGAou oTnv EAAGDA, cupgwva pe To ApBpo 66 TTap. 7a Tou Népou 4316/2014, ol
POAPHOKEUTIKEG ETAIPEIEG OPEIAOUV VA BNUOCIOTTOIOUV TNV I0TOOEAIdA TOUG KAl OTNV
€10IkA 10T00€AiIda Tou EBVIKOU Opyaviopou Papudkwy (EOD) eite o€ CUYKEVTPWTIKA
gite o¢ artopik PBAon KATA TTEPITITWON TISC TIAPOXEG TIOU  XOPNYyouv TTPOG
eTrayyeApaTieg uyeiag (EY) kal €MOTNUOVIKOUG UYEIOVOUIKOUG opeis (EYD).

‘ET01, oUpowva kal pe TNV EAANVIKA vouoBecia n AstraZeneca o@eilel va
OnUoaCIoTToIEl TIG AUOIBEG Kal TIG TTAPOXEG TTPog EY kai EY®, o1mwg dwpeég Kal
ETTIXOPNYNOEIG, GUVEICPOPA O KOOTOG EKONAWGCEWYV Kal GuOoIBR YIo GUMBOUAEUTIKEG
Kal GANEG UTTNPEDIEG €iTE OUYKEVTPWTIKWG, €iTE ATOMIKWG KATA TTEPITITWON, OTToU
autd emtdooeTal. AvtioToixa, N AZ o@eilel va kolvoTrolgi kal otov EBviké Opyavioud
Gapudkwy (EOD) ta atmmaitovueva amd Tov EBviké Opyaviopud dappdkwy (EOD)
OTOIXEIa OXETIKA WE TIC GUOIBEC KAl TTAPOXES TTPOG eTTayyeApaTies uyeiag (EY) kai
ETMIOTNMOVIKOUG  UYEIOVOMIKOUG  @opeic (EYD), Trpokeiyévou Ta  TeAeuTaia  va
dnuoaiotroinBolv kai oTnv €18IKA 10To0eAida Tou EBvikou Opyaviopou Papudkwy,
6tou auTtd TTpoBAETTETANI KAl €mTACOETAl PE BAon 10iwg kol Tnv amd 6.6.2018
KavovIoTIK odnyia Tou EO®.

2ehida 4



AstraZeneca

O1 o16x01 Tou Kwdika Anuoaiotroinong tng EFPIA kal TnG TOTTIKAG TOU EPUNVEUTIKNAG
¢kdoong otov Kwdika Aegoviohoyiag Tou ZPEE- yia Tnv Tpoaywyr Tng
nBikAG/deovToloyiag Kai dla@avelag oTIG aAANAETIOPACEIS E TNV IGTPIKA KOIVOTNTA —
gival TARPWG euBuypappiopévol Pe TIG TTOMITIKEG TNG AZ. O aAANAETTIOPACEIG PE TOUG
EY/EY® diémovral ammd tnv MoAITikn yia Tig AgoviohoyikéG ZuvaAlayég Tng AZ kal
Ta UTTOOTNPIKTIKG [pdTuTrta, cuptreplAaufavouévng TnG HMNOEVIKAG avoxng oTtnv
TTapoxn f atmodoxn oTIOATTOTE a&iag TToU ATTOOKOTTEN I Ba uTTopoucE va eKANPOE wg
avapuooTn £TTIPPON.

H dnuioupyia avag@opwyv dIaQAveIag, €iTE O€ CUYKEVTPWTIKN €iTE O€ ATOMIKN BAon
KATA TTEPITITWON, €ival Pl eukaipia yia Tnv AZ va &¢igel n dEoPEUaT) TNG OTIG agieg
Kal apxéG Tou utrayopelel o Kwdikag Anuooiotroinong tng EFPIA kol dAAeg
ammaITACEIG yIa TN dlagavela otnv EupwTn.

210X0G TOU TTAPOVTOG CNMPEIWHPATOG gival va eTegnynBei n oTpartnyik Tng AZ oTn
dnuoaioTroinon, va ouuTrepIAn@Bouv Bacikoi opicuoi, To Tedio €@ApUOYAS Twv
OnuoaIoTToIoUPEVWY OpacTnPIOTATWY Kal Baoiké oToixeia Tng dladikaoiag mmou Ba
TIPETTEI VO aKOAOUBEITaI yIa Tr) GUAAOYH Kal ava@opd Twv OEO0UEVWV.

Baoikd, utrdpyouv TpEIG KUPIEG apXEG TTOU XapaKTNpiouv TNV oTpaTtnyikn Tng AZ:

(1) Ymoxpéwon Aoyodooiag Twv OuyaTrpiKwy ETAIPEIWV KOI EVOTTOINMEVN
dnuogoiotroinon avd TepIPEPEIa

O1 Buyatpikég eTaipeieg eival UTTEUBUVEG yia TN GUANOYN Twv dedOoPEVWY avapopikd
ME TIG TTOPOXEG TTOU TTPAYUATOTTOIOUVTAl OTIG CUVOEDEPEVEG TOUG ETAIPEIEG KAl TNV
eMKUpwonN TNG akpifeiag Twv dedouévwy. ‘Eva trepipepeiakd oUaTnua avagopds
EVOTTOIEI TIG TTAPOXEG, OIACQPOAICOVTAG T OUVOXN KAl QUTOMOTOTTOIWVTAG TN
oupTTEPIANWN  Twv  SloCUVOPIaKWY  TTANPWHWY  evidg NG Eupwtng. AAAeg
OlacuvopIakEG TTANPWHES TUAAEyOVTal HECW €vOG OUOTANOTOS TTAnpwuwy (HIMA) f
Mn auTopaToTToINUéVa (UTTOAOITTEG XWPEG).

(2) ZuppdpPWON HE TOUG TOTTIKOUG KWOIKES

O1 Buyatpikég o@eihouv va uloBetouv Tov Kwdika oTo aképaio  OnA. xwpig
TTAOPEKKAIOEIG, €KTOG €AV UTTAPXOUV I0XUPEG UTTOXPEWTIKEG VOMIKEG OTTAITACEIG. 2€
KaBe ywpa n AZ Ba CUuPPOPPWVETAlI PE TIG KATA TOTTOUG 1I0XUOUCEG ATTQITHOEIG
onuoaiotroinong. Mtropei va uttdpyxouv OIaQOPOTIOINCEIS (AUOTNPOTEPESG aTTO TN
d1aragn Tou Kwdika) i TTapeKKAICEIG (OTIG TTEPITITWOEIS KATA TIG OTTOIEG O KWOIKOG
Oev pTTOopei va uloBeTnBei OTO aKEPAIO AOYW TWV UTTOXPEWTIKWY E€BVIKWV
KAVOVIOUWV).

(3) Mia Odnuooiotroinon avd ayopd, OCUMTTEPIAAUBAVOMEVWY OAwWV TwWV
TTAPOXWYV TTou atrodidovral dueca HECW TTPOCWITWY TTOU avAKOuvV oTnv AZ iy
EMPECA HEOW TPITWV PEPWV TTOU EVEPYOUV Yia Aoyapliacud Thg AZ

H emyeipnuatik oviétnta (eTaipeia) mmou TrepIAGUBAvETAl OTNV avagopd yia Tnv
EANGGa civau:

AstraZeneca SA

MNa tnv EAANGD®a, n odnuooiotroinon yivetal otnv 10To0eAida Tng AstraZeneca
(https://www.astrazeneca.com/country-sites/greece.html) kai tou EO® (EBvIKOG
Opyaviopog Papupdkwyv) (www.eof.gr). H dnuociotroinon yivetar €tmmiong otnv
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eEwTepIKn 10TOOEAIda TnG AstraZeneca oto Tedio Biwoiydtnrag otn digubuvon
www.astrazeneca.com .

2. Opiopoi
2.1. ATrodékTEg

2.1.1. Opiouodcg tou EY

O opioudg Tou EY otnv EAAGDA eiva:

OT1r0I100ATTOTE PUAIKG TTPOCWTTO TTOU GOKEI TO 1ATPIKO, OSOVTIOTPIKO, PAPUAKEUTIKO I
VOONAEUTIKO €TTAYYEAMQ | OTTOIOOATTOTE GAAAO TTPOCWTTIO TO OTTOI0, OTO TTAQICIO TNG
daoknong TNG €TTAyYEAUATIKAG Tou &paoTnpEIidéTNTaG, KTTOPEl va ouvTayoypa®noEl,
OlaBéoel 1 Xopnynoel €va @QOPUAKEUTIKO TIpoidv Kal Tou OTroiou n  KUpia
OpaoTnpIdTNTa, KUpIa OleuBuvon €eTMayyeEAPATIKAG OTEYNG 1 KATAOTATIKA £0pa
Bpioketal otnv EAAGDA. Mpog atro@uyr ap@iBoAiwy, o 6pog “EtrayyeApatiag Yyeiog”
TepIAapBavel: (i) otrolodnTToTe OTEAEXOG 1 UTTAAANAO KUBePVNTIKOU @opéa rj GAAou
opyaviopoUu (eite Tou Onuociou 1 Tou IOIWTIKOU Touéd) TIOU WTTOPEI  va
ouvTayoypa@naoel, diabéoel (ayopdael) 1 Xopnynoel @ApUakeuTiKG TTpoiovTa Kai (ii)
otrolovdnTroTe UTTAAANAO piag Etaipeiag-Méloug Tou ZPEE o otroiog eivar EY kai
TOU oOTroiou n KUpla €TTayyeAUATIK dpaoTNEIOTNTA OUuVioTATAl OTNV  TTAPOXH
UTTNPECIWY uyeiag. ATTO Tnv TeAeuTtaia katnyopia eaipouvtal: (a) OAol o1 18ILTEG
YIOTPOi TToU TTapéxouv e oUPBacn epyaciag, eVIOAAG 1 €pyou BIAPKEIG UTTNPETiES
OTNV QAPUAKEUTIKA eTaipeia - péAog Tou ZOEE’ kai (B) xovdpéutropol i diavoueig
QPAPHOKEUTIKWY TTPOIOVTWV.

2.1.2. Opigudc Tou EYD

O opiop6g Tou EY®D otnv EAAGSQ givail:

OT1r0100ATTOTE VOUIKO TTPOOWTTO: (i) TTOU €ival UYEIOVOUIKA, IOTPIKA 1 ETTIOTAMOVIKI)
évwon (emoTtnuovik etaipeia 1 owpateio EY) R opyaviopudg  UYEIOVOUIKNG
TePIBaAYNG (aveEdpTnTa ammd Tn VOMUIK A OpPYavwTIKA Hop@r Tou), OTTWG
VOOOKOWEIO, KAIVIKY, iDpupa, TTAVETTIOTAUIO I GAAO eKTTAIOEUTIKO idpupa A eTaipeia
KABe popong (1m.x. MKO) 1Tou etmixopnyouvTal atrd QOPUAKEUTIKEG ETAIPEIEG (EKTOG
aTtrd EVWOEIG aoBevVWV 01 0TToiEG UTTAyOoVTal OTIG pubpuioelg Tou Kwdika AcovToAoyiag
Tou XOEE vyia 1ig Xxéoeig peTagl Twv PopUOKEUTIKWY ETTIXEIPACEWV KAl Twv
Evwoewv AoBevwv) kal edpelouv i dpacTnpioTrololvTal oTnv EAAGSA™ 1 (i) péow
TOU oTToiou évag A TTEPIcTOTEPOI ETrayyeAuarTieg Yyeiag TTapEXouv UTTNPETIES UYEiag,
CUMTTEPIAAUBAVOUEVWY TWV IBIWTIKWY QOPEWV TTAPOXNG uTTnpeaiwy MNMpwToBdBuIag
®povridag Yyeiag (M.A. 84/2001, PEK 70/A/10.4.2001).

2.2. Eidog NMNapoxwv

2.2.1. Awpeéc kal EmixopnyAoEIC
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H AZ Trapéxel utTtooTAPIEN YIA IOTPIKA A ETTIOTNUOVIKA EKTTAIOEUCT), YIO TNV TTPOAYWYTI)
TNG 1ATPIKAG Kal ETTIOTNMOVIKAG €PEUVAG, VIO TNV UYEIA 1) TO CUCTAMOTA Uyeiag A Tnv
QVTIMETWTTION KATOOTPOPWY HECW TTAPOXWV O XPAMG A Ot €idOG TTPOG VOUIMEG,
AVOYVWPICHEVEG OpYaVWOEIG/opyavIOHoUG.

H AZ utropei va TTapéxel auTr) Tn JOP®A UTTOCTAPIENG HECW:

- Zuveiogopwv n Xopnyiwv (7 avagépovrial wg Emyopnyhoeig) yia tnv
uTTOOTHPIEN TTPWTOROUAILV oTnv ExTraideuon TWV EY,
CUNTTEPIANOUPBAVOUEVNG TNG EKTTAIOEUONG OXETIKA WE TA CUOTAPATA KAl TIG
TIPOKTIKEG UYEIOVOMIKAG TTEPiBaAwng, Tnv laTtpiki i EmoTnuovikh ‘Epeguva, N
2UVEPYOOiEG.

- AwpeEg o€ €mMOTNUOVIKOUG UYEIOVOUIKOUG @opeiG (EYD) un kepdooKoTTiKoU
XOPAKTAPA A Tou dnudcIou ToPEa TTOU TTPOOPICoVTal VIO TNV UTTOOTAPIEN TNG
QINaVOPWTTIKAG TOUG aTTOOTOANG Kail OpacTtnpioTATwy. O Awpeég Kal
Emyopnynoeic oe Evwoelg AcBevwv 1 oTo TTAdiclo Twv  KoIvoTiKwv
Etrevduocwv oe QIANAVOPWTTIKEG OpYavWOEIG KAl GAAOUG PN KEPBOTKOTTIKOUG,
pn EY® utrokeivral o€ {eXwpioTr) SnuocioTToinon KAl CUVETTWG £EaIpouvTal.

O1 dwpeég oToug EYD utropei va eival o xpAua kai o€ €idog. O Awpeég MNpoidvTwyv
TTOU UTTOKEIVTQI OTNV KEiPeVN vopoBeaia TTapéxovral o€ TTEPITITWOEIG KATAOTAGEWV
€KTAKTNG avAykng o€ €OVIKO €TTiTTEdO, PUOIKWY KATAOTPOPWY o€ dIEOVEG Kal €BVIKO
emimedo A yia GAAeG TTpayuaTikEG avAykeg dnuooiag uyeiag. O @IAaVOPWTTIKES
OwpeEg TpoidvTwy TG AZ kal ol dIadIKaoie eival €UBUYPAUUIOHEVEG ME TIG
KateuBuvtrpieg Odnyieg Tou Maykdouiou Opyaviopou Yyeiag (MOY) yia Tig Awpeég
DapuGKwV.

2.2.2. ZuuPBdoeic Xopnyiac

H AZ kdvel ouvelo@opég, MEOW OIKOVOMIKAG i KN OIKOVOMIKAG UTTOOTAPIENG OE€
VOUIUEG, avayVWPIOUEVEG OPYOVWOEIG VIO 10TPIKA A EMIOTNUOVIKA EKTTaidEUON
ECWTEPIKWV  eVOIOPEPOUEVWV  PEPWYV, Yia T Olopydvwon [ TN @IAoevia
EKTTAIOEUTIKWV 1] ETTIOTNHOVIKWY EKONAWOEWY (CUMTTEPIAGUBAVOUEVWY aveECAPTNTWV
ouvedpiwv). OI CUVEICPOPES QUTEG EXOUV WG OTOXO TNV EvioXUuon TNG ETTIOTANOVIKNAG
N eKTTAIOEUTIKAG TTOIOTNTAG TNG €KBAAWONG Kal/fj TNV UTTOOTAPIEN WE UAIKOTEXVIKG
Méoa O€ XwpPoug (eyKATAOTACEIG) M TTOAUTEAOUG XOAPAKTAPA 1 ME TTapOXN
@INo&eviag oTo TTAaiol0 TNG ekdNAWONG, CUPGWVA WE TIG apxEG deovToloyiag Tng AZ.
O1 uttoxpewTIKéG ZUupBdoeig Xopnyiag Ba Treplypd@ouv Tov OKOTTO ThG Xopnyiag Kal
TToU Ba XpnoipotroinBouv Ta KovOUAIa.

Ta xopnylka TTAKETA UTTOPED €TTIONG va TTEPIAAUBAVOUV dOPUPOPIKA CUPTTOCIA KOl
TNV ETTIXOPAYNON OMIANTWY 1 ETTICTAMOVIKOU TTPOCWTTIKOU.

O1 Tapoxég atrodidovTal dueaa atoug EY®D f atov diopyavwTh TnG €kdNAwaONG | o€
AGAAo TpiTO PEPOG OTO oTroio avartiBetal amd Tov EY® n guBuvn diopydvwong Tng
eKONAwONG. Ze KABE TTEPITITWON, Ol TTAPOXEG dnuoaloTrololvTal yia Tov EY® TTou
TEAIKG eTTW@EAEITAI.

ZTIG TTEPITITWOEIG TTOU O CUVEICQPOPEG TTPOG EYD TrepiAapBdavouv Tnv KGAuwn Tou
k6oToug petdBacng & OdlapovAg EY yia Tnv TTapakoAouBnon Zuvedpiwv Kai n
TauTOTNTa Twv EY TTOU emmw@eAolvTal amd auth TNV TTapoxn E€ivar ayvwaoTtn, n
TTANpwHN auth Ba uttaxBei oTnv kKatnyopia EFPIA "ZupBdosig Xopnyiag".
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2.2.3. KdéaTtocg eyypa@ng

210 TTAQiCIO TnGg UTTOOTAPIENG TNG OuveXICOPEvVNG 1aTPIKAG ekTTaideuong, n AZ
TTapéxel uttoaThpign atoug EY® A otoug EY 6o0ov agopd atnv KGAuwn Tou KOGTOUG
eEYYpoong twv EY yia oupueToxr o€ €mmAeyhéva aveEdpTnTa OUVEDPIa Kal OTIG
TTEPITITWOEIG KATA TIG OTTOiEG n Trapoxn Yiverar oe EY®, yia AGANeg ekdnAwoelg
EKTTAIOEUTIKOU/ETTIOTNMOVIKOU XAPOKTAPA.

ZTIG TTEPITITWOEIG TTAPOXWYV 0€ EYD, n AZ dev euttAékeTal 0TV €TTIAOYT Twv EY.

2TIG TTEPITITWOEIG KATA TIG OTTOIEG Ol TTAPOXEG YyivovTal o pepovwpévoug EY, o
OKOTTOG TNG TTapoxNns eival va d00ei n duvatdTNTa OTOUC EKTTPOCWTTOUS (Ewg OUO
€TNCIWG):

e va TrapeupeBolv O€ TTAPOUCIACEIG ] VO CUMPMPETAOXOUV OTNV aviaAAayn
ETMOTAPOVIKWY TTANPOQPOPIWY YIa ONUAVTIKEG €EENICEIG OXETICOMEVEG HE
TTPOIOVTA 1} XPAOEIC TNG AZ 1] ETTIOTNUOVIKA £€peuva OXETICOMEVN ME AZ™ 1

e yIO TNV UTTOOTAPIEN TNG cUVAYWNG WIag cUPBaong.

OAeg o1 TAnpwég yia TIg dieuBeTroeIg KaTaBdAAovTal Aueca GToUg TTAPOXOUG TToU
KAAUTITOUV TNV PETakivnon kai/fy dilagovr) ) atov diIopyavwTh.

2.2.4. MerdBaon (E¢oda Metakivnong) kai Aiguovi

210 TTAQiCIO TNG UTTOOTAPIENG TNG OuveXICOPEVNG IATPIKAG ekTTaideuong, n AZ
TTapEXEl UTTOOTAPIEN O0Toug EY® 1§ oToug EY 600V agopd oTnv KAAUWN Twv ££0dwWV
MetadBaong kai Algpoviag yia Tn cupueToxn Twv EY oe emAeypéva ave€dprnra
ouvEdpIa kal/f] Zuvedpldoelg (Zuvavtnaelg) TTou dlopyavwvovTtal atrd Tnv AZ Kal oTIg
TTEPITITWOEIG KATA TIG OTIOiEG N Trapoxn yivetal o€ EY® yia dAAeG ekdnAwoelg
EKTTAIOEUTIKOU/ETTIOTNMOVIKOU XAPAKTAPA.

O1 datrdveg autéc TrepIAauBdvouv To KOOTOG TWV AEPOTTIOPIKWYV EICITNPIWY, TWV
€I0ITNPIWV CI0NPOJPOUIKWY HECWY HETAPOPAG, TIG dATTAVES BIANOVNG O€ EVODOXEIO,
TO KOOTOG UETAPOPAG UE Tagi, Acwopeia kal GAAa £€0da PETAKIVNONG.

O1 datrdveg TTOU OxeTiCovTal pe OOIKA HETaopd (TT.X. Acw@opeio N Tagi) n otoia
OPYOVWVETAI WG OMadIK MeETOQOPA Kal OtV agopd O€ OUYKEKpINévoug EY
ava@EéPOVTal GUVOAIKA, aAAG OTnv TTEPITITWON TTou n TautotnTa Twv EY c€ival
YVWOTH, auTég emuepidovTal/katavéuovtal o€ KABe pepovwuévo EY.

2.2.5. ApoiBéc via ouuBouleuTikéC Kal AAAEC uTTNPEeoieC Kal OXETICOUEVEC OATTAVEC

H AZ ocuvaTtel cupgwvieg pye EY/EY® yia Tnv TTapoxr utrnpeoiwy Otav ugioTatal
TIPAYMOTIKA Kol BgUITA €MIXEIPNMOTIKA avaykn kai otav o EY/EY® diabéter Ta
atmaiToUpeva TTPocdvTa Kal €ival KATAAANAog yia Tnv Trapoxrn utmpeciwy. Ol
TTANPWHMEG VIO TIG UTTNPECIiEG auTéG yivovTal ue Apoifn Mapexduevng YTnpeoiag atnv
EUAoyn Ayopaia Agia.

O1 utrnpeaieg auTég ptTopei va TrepIAapBavouyv:
- OpIAigg Kal TTPoEdPIEG O€ ETMIOTNMOVIKEG CUVAVTHOEIG
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- YTInpeoieg ekTaideucn/ETTINOPPWONG

- ZUMMETOXN O€ OUVEDPIACEIS CUMBOUAEUTIKWV ETTITPOTTWV

- ZUYYpPao®n IATPIKWYV KEINEVWV

- AvdaAuon dedopévwv

- TlpocTolyacia eKTTAIDEUTIKWY UAIKWV

- MapoxnA yevikwv oUPBOUAEUTIKWY UTTNPECIWV

- YTnpeoieg TTapeXOUEVESG OTO TTAQICIO CUVEDPIOU TPITOU PEPOUG
- Avadpopikég Mn TTapeuBaTIKEG HEAETEG

210 TTAQiclo TnGg ZupPaong vyia Apoiff Mapexduevng YTnpeoiag, KaAUTTTOVTAI
avtiotoixa €¢oda Tou TTEPIAAUPBAVOUV  OEPOTTOPIKA  €I01TAPIA, CIBNPODdPOUIKA
EICITAPIO, €voIKiaon auTokivATou, O108Ia, TEAN oTABucuong, Tagi, Acwq@opeia Kai
damaveg diapovrg oe tevodoxeio. OAeg o1 TANpwpéG KatafdAlovtal atmd v AZ
OTOUG TTOPOXOUG TIOU KOAUTITOUV TRV HETAKIiVAON Kal/j Tn &iauovry 1 oToug
DIOPYAVWTEG TWV CUVAVTACEWY (KATA TTEPITITWON).

2.2.6. 'Epeguva Kal AvAaTrTuén

OAeg o1 TTapoxég TTou oxeTiCovral he Tov OXedIAOUO i TN dIEEaywyh PN KAIVIKWV
MEAETWYV, KAIVIKWV OOKIUWV KOl M TTAPEUPATIKWY HeEAETWY amd Tnv AZ N
Opyaviopoug KAivikrg ‘Epeuvag yia Aoyapiaoud tng AZ o1 OTToieg £€X0Uv TTPOOTITIKO
XOPAKTAPA BewpolvTal TTAPOXEG TTOU agopouv o€ dpaocTtnpidtnteg 'Epeuvag &
AVATITUENG Kal avapépovTal O€ CUYKEVTPWTIKN Baon.

O1 Tmapoxég Tou a@opolv o€ dpacTnpIoTNTeG £peuvag kai avamTtugng (R&D)
TTepIAaPBavouy Ta akdAouba:

- O1 Emotnuovikég Movadeg civalr exwpioTéG ovToTnTeEG €viOg TNG AZ Kal
OlevepyouVv [N KAIVIKEG pEAETES (OTTwG opidovTal aTig Apxég Tou OOZA yia Tnv
Opbr EpyacTtnpiakr] MpakTikr) Kal KAIVIKEG BOKIPEG (OTTWG opidovTal oTnV
Oodnyia 2001/20/EE). ZTIg TTepIMTTWOEIG KATA TIG OTToie¢ oI EmoTnuovikég
Movdadeg €xouv kavel TTapoxEg o€ EY 1 EY®D, autég Bewpouvtal OXeTICOPEVEG
pe OpaoTtnpidTnTeg R&D. O1 ekdnAwOoeIS 1] O AUOIBES yIa CUUBOUAEUTIKEG
utinpeoie¢ o€ oxéon pe R&D dpaotnpidtnteg avagépovral £TTioNng
OUYKEVTPWTIKA.

- Ta kéoTn ekdnAwoewv TToU OXeTiCovTal ekdBapa e dPaOCTNEIOTNTEG Ol
otmroie¢  kaAutrTovtal  amd  Tapoxés yia R&D  dpaocTtnpiotnteg  (TT.X.
OUVAVTAOEIG KAIVIKWV €peuvNTWy, ouvavThoelg OpyavwTikhig EmMTpotAg yia
OUYKEKPIMEVN KAIVIKEA OOKIUR)

O1 avadpouIKEG PN TTaPEUPATIKES MEAETEG 1 AAAEC MEAETEG TTOU dev UTTORAAAOVTAI
OTIG apX€G oUMPWVA PE TNV TOTTIKI VOUOBETia yia Ta @APUAKA BEV EUTTITITOUV OTNV
katnyopia Ttwv dpacTtnpiotHTwv R&D. O1 TTapoxég TTou OxeTiCovTal PE QUTEG TIG
HeAéTEG Ba avagépovtal weg Apolff TMapexduevng YTnpeoiag oto Ovopa Tou
MEMOVWHEVOU aTTOOEKTN.

3. MNedio epapupoyng TnG dnuooiotroinong

3.1. EputrAekopeva TpoiovTa
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H AZ cival pio etaipeia Tou €xel WG ETTIKEVIPO TNV €MOTAUN, TNV avdamTuén
KAIVOTOUWY QAPUAKWY TTOU XOPnyoUVTal ATTOKAEIOTIKA ME I0TPIKI) OUVTAyr Kadl Ol
aAnAemdpdoelgc pe Toug EY/EY® eomidloviar oTnv avdaTmtugn Kal mTpowenon
OUVTAYOYPAQOUPEVWY PAPHAKWY. ZUVETTWG, dNUOCIOTToIoUVTal HOVO TTAPOXEG TTOU
OXETICOVTAl UE OUVTAYOYPOAPOUNEVA QAPUOKA.

3.2. E€aipoUpeveg TTapoxég

3.2.1. Koéo1n @iAoeviac

20pewva pe Tnv Mapdaypago 1.02 tou Kwdika Anuooiotroinong, ol OaTTAveg
@INogeviag dev gival ONUOCIOTTOINCIPEG €AV €ival CUPQWVEG HE Ta Opla TTOU
kaBopifovtal ammd Tnv €BvIKr évwon ouvdauel Tou ApBpou 10 Tou Kwdika yia Toug
EY. H AZ epappodlel autd 1a oOpla yia TIG EMOTNPOVIKEG 2UVAVTACEIG TTOU
Alopyavwvovtal & Etmixopnyouvtal amré Tnv AZ, KAl CUVETTWG Ta KOOTN YEUUdTWY &
TToTWV egaipouvtal. QOTOCO0, OTIG TTEPITITWOEIS KATA TIG OTToieG Ta yeUPATA KAl TO
TTOTA aTToTEAOUV OKEPQIO KAl AvATTIOOTIOOTO PEPOG TWV CUVEICPOPWY OTO KOOTOG
ekdnAwoewv A xopnyiag oto TTAaiclo Twyv ZupBdocwy Xopnyiag pe EY, Ba mrpétel
va dNAWVoVTal OTNV KATNYOPId ‘ZUvelIocQopd 0 KOOTOG EKONAWCEWV .

3.2.2. Anpogopiakd kai EkraidsuTikd YAIKG kai YAIKA laTpikinc Xpnong

2Uupowva pe Tnv Mapdaypago 1.02 Tou Kwdika Anuoaoiotroinong tng EFPIA, Ta uAiké
IaTpik&  xpriong yia EY kal 10 TTANPOQOPIAKA Kol eKTTAIOEUTIKA UAIKA Ogv
onuogaioTroloUvTal £poéoov guTriTrTtouv ato ApBpo 9 Tou Kwdika yia Toug EY T10 oTr0i0
ava@epel ot "H mTapoxr TTANPOQOPIOKWY i EKTTAIOEUTIKWY UAIKWYV ETTITPETTETAI UTTO
TNV TTPoUTTO8e0n OTI givar: (i) “pIKpAG agiag™ (i) aueca OXETICOPEVA PE TNV AOKNON
TNG I0TPIKAG A TNG PAPMAKEUTIKAG  Kal (iii) Gueoa euepyeTIKA yia TNV TTEPIBAAWN Twv
aoBevwy."

3.2.3. YAIKOTEXVIKEC OATTAVEC

O1 uAIkoTexVIKEG DdaTTAveG TTOU OXeETiCovTal Pe TIG EmMOTNUOVIKEG ZuvavThoEig TTou
dlopyavwvovtal atré Tnv AZ (TT.X. €volKioon XWpPou, TeEXVOAOYIKOG €EOTTAIOUOG,
TTPOCWTTIKG) e&aipouvTal. QoTdO0, O TTAPOXEG TIPOG TOUG CUMMETEXOVTEG, OTTWG
UTTOOTAPIEN VIO PETAKIVIAOEIG Kal Slapovr] i auoIBéc ouIAnTh atoug EY dnAwvovTal
OTNV QVTIOTOIXN KATAYOPIa KOOTOUG.

3.2.4. Awpeéc o @iAavOpwTTIKEC opyavwoelc & Evwoeic AoBsvwyv

OAeg o1 Tapoxég o€ pun EY® dev eyTritiTouv oTo TTEdi0 €QOPUOYAGS Kal £§aipouvTal
T.X. PINaVOPWITIKOI OpyavIoHOI.

OAeg o1 Tapoxég oe Evwoeic AoBevwv dev UTTITITOUV OTO TTEQIO EQAPUOYTG KaBwg
ugioTavTal EEXWPIOTEG ATTAITAOEIG dNUOCIOTTOINGNG Ol OTTOIEG TTAPEXOUV dIaPAveIX
yIO TIG TTOPOXEG OE QUTEG TIG OPYAVWOEIG. AUTEG Ol OTTAITACEIG TTEPIYPAPOVTAI OTOV
Kwdika Mpaktikng ¢ EFPIA yia 1ig Zxéoeig petatu Twv PAPPOKEUTIKWV
Emyxeipriocwy kai Twv Eviwoewv AcBevwv.
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3.3. Hugpounvia Twv Tapoxwv

Otav n mapoxn agopd o€ TTANPWWN, O TTapoxég OnpooioTrololvTal Katd Tnv
nUepounvia TG TANPWUAS dnA., TNV nuEpopnvia Katd Tnv oToia Ta Xprpata
METa@EPOVTAl OTOV TPATTECIKO AOYaAPIOOPO TOU QATTOOEKTN. ZUPTTEPIAaUBAvovTal ol
TTANPWHES TTOU £yivav To 2018 yia dpaoTnpidTnTeS TTou €AaBav Xwpa 1o 2017

Otav n Tmapoxn oxeTifetal hue TTOAUETEIGC cupPaoelg, auuTrepIAapBAavovTal Jovov ol
TTAPOXEG TTOU YivovTal KATA TOV XPOVo TNG dNUOCIoTToinonG.

Otav n Topoxn agopd o€ TrOpoxn o€ ¢€idog, o1 atoTiunBeioeg acieg
OnNUOCIOTTOIOUVTal KATA TNV NUEPOUNVIa Katd Tnv oTroia O atrodékTng £Aafe Tnv
TTapoxn.

3.4. Aeoeg TapOXEG

To QUOIKO 1] VOUIKO TTPOCWTTO TTOU KATEXEI TOV TPATTECIKO AoyapIaoud OTOV OTToioV
Ba kataBAnBei 1o xpnuatikd TTood Bewpeital 0 ATTOSEKTNG TNG TTAPOXAG Kal Ba
dnuoaioTroinoei.

O1 Gueoeg TapoxEg cuAAéyovTal oTo SAP Kal peTag@épovTal oTo oUCTNHA ava@opag
dlagaveiag TG AZ e Baan Tov KWOIKG TTPouNnBeuTh, Tov KwdIKO Mevikou KaBoAikou
KAl TOV KWOIKG TNG dpacTnpIOTNTAG. 2TN CUVEXEIA avTIOTOIXiICOVTal OTNV KATAAANAN
Karnyopia ©dnuooiotroinong dpactneidtTag Tng EFPIA yia Toug okotroug Tng
ava@opag. Ze TTEPITITWON CUVAAAQYWY AUECWY TTAPOXWY TTOU TTPAYUATOTTOIOUVTAI
EKTOC TwWv Xwpwv Twv peAetwv TG EFPIA, petagoptwvovtal oto oUOTHPG
dlagpavelag péow TTpoTUTToU (e Baon Ta akpifr] dedopéva TTANPWHWY o€ AAAO
ouoTtnua SAP).

3.5. Eppeoeg mapoxég

3.5.1. 'Epypueoec Napoxéc yéow CROs

Otav évag Opyavioudg KAIviknig ‘Epeuvag evepyei yia Aoyapiacud tng AZ divovTag
TTapoxég o€ EY/EY®D, autég euTritrtouv 010 T1€dio €Qapuoyng TnG AnpoaioTtroinong
KAl ava@EPovTal CUYKEVTPWTIKA oTnv Katnyopia R&D e@doov ol dpacTtnpidTnTéC
TOUG EUTTITITOUV OTO TTEdI0 EQAPHOYNG TOU OpIoHOoU yia TIG R&D dpaoTnpidTnTeg.

3.5.2. 'Eypeosc MNapoyéc yéow TpiTwV

ITIC TTEQITITWOEIG KaTad TIG oTroieg évag EY®D avabBétrer 1n Slopydvwon HIog
ekdNAwong oe Tpita pépn, Kal 6tav 0 EYD weeAsital TEAIKG ammd TN OUYKEKPIPEVN
TTAPOXI, AUTEG OI TTAPOXEG dnuoaiotrololvTal yia Tov EY®. Otav pia ekdnAwon
dlopyavwveTal yia Aoyapiacud ToAaTTAwy EY® xwpig va uttdpxel Ca@rveia yia Tnv
KOTAVOWN, N TTApOXr) ETTIMEPICETAI ICOUEPWG PETAEU Twv EYD.
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ZTIG TTEPITITWOEIG KATA TIG OTToieg N AZ avabéTel ae TpiTa pépn TIG OIEUBETATEIC TwV
METAKIVACEWYV Kal TNG dIaPoVAG yia EY TTou TTapéxouv uttnpecieg i utrooTnpidovTal
yIO VO TTapacTolv o€ eKONAWOEIG, AUTEG 01 TTAPOXEG dnuoaioTrololvTal yia Tov EY.

Aev  oupTtrepiAauBdavovtal  oTToIadATIOTE  €MITTPOCOETA  BIOIKNTIKA KOOTN TTOU
XPEWVOVTAI aTTé Ta TTPAKTOpPEia, KabBwg dev eival TTapoxég o€ EY R EYD.

3.5.3. 'Epueoec Napoxéc yéow EYD

2€ TIEPITITWOEIG KATA TIG OTTOiEG DidOVTAI TTAPOXEG O€ Evav UEPOVWPEVO EY €upeoca
pMéow evog EYD autég Ba dnuoaiotroiotvTal oto évopa Tou EY olpewva pe TIg
KaTeuBbuvTrpIEG 0dNyieg TNG TOTTIKAG £vwaong.

3.6. NMapoxég oe TePITTTWON HEPIKAG CUMHETOXAS | aKUpWONG

Otrou évag EY/EY® dev AauBdavel Tnv mmapoxn Adyw arrouciag f akupwong Tng
ekdAAwoNg, Ta OXeTIKA KOOTN Oev ava@épovtal, OTTwG To KOOTOG aKUPWONG
Kpdtnong 1 Oilapovrg oe &evodoxeio. e TTEPITTTWON  MPEPIKAG OCUMMPETOXAG,
ava@épovTal HOVo ol TTaPOXEG TTOU TTPAayUaTIKA EARPBnaoav.

2TIG TTEPITITWOEIG KATA TIG oTroieg N AZ TTPETTEl va TTANPWOEI OKUPWTIKA TEAN O€
EY/EY®D ouUppwva pe TG OUuuBdoeiS TTOPOXNAG UTTNPECIWY, AOYyw aKUpwong
TTPWTOPROUAIWYV 1 EKONAWOCEWYV, Ol TTANPWHES AUTEG avaPEPOVTAL.

3.7. Alaouvoplakég SpaoTNPIOTNTEG

3.7.1. AilaouvoplakEéc 0paaTnPIOTNTEC

H AZ katapdaAAel kdBe duvarr TTpooTTdbeia yia TN cUAAoyA Kal avagopd OAwv Twv
Tapoxwv Tpog EY kai EY® pe klOpia dpactnpidtnta o€ XWpa HE KwIKA
Anpooiotroinong ™M¢ EFPIA kai/f dA\eg ammautrioeig dIAOUVOPIOKNG avapopag
OloQAveEIag Kal €XEl €l0ayAyel UTTOXPEWON ava@opdg o€ eTTiTTeEdO OWiAOU yia Tov
OUYKEKPIPEVO OKOTTO. H xwpa Tng dnuoaiotroinong 8a kabopioTei amd 1n dielBuvon
daoknong TNG KUPIaG eTTAYYEAPATIKAG dpaoTnPIOTNTAG Yia Toug EY kail Tn diguBuvon
NG £0pag yia Toug EYD.

O1 dnuooiotrolfoelg yivovtal o0 TOTIKO €TmiTredo, €iTe OTNV 10TO0EAiIdO  KABE

Buyatpikng eTaipeiag, 1 o€ EexwpioTn TTAATEOpUa  OnuocioTToinong €pocov
eMPBAAAETaI aTTd TOV TOTTIKO KWOIKA A VouoBeaia.

4. E15IKd {nTApOTA

4.1. Movadikog KwBIKOG avayvwpiong TG XWwpag

H AZ mapéxel €va povadikd kwdikd avayvwpiong (ID) yia kdBe EY  EY® 10U
TTPETTEl va ava@EpeTal. Autdg o ID dnuioupyeital ammd tnv AZ kal XPnOIUOTTOIEITal
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TTPOKEINEVOU va Ea0@ONIOTEl OTI 0l oUVaAAayEéG avagépovTal évavtl ToU CwoToU
atTodEKTN Kal YIa va auTopaToTroinBei kal dieUKoAuvOEi N cUAAoYR TwV TTAPOXWYV CE
O6An Tnv EupwTrn Kai o€ AAAEG BuyaTpIKES ETAIPEIEG.

4.2. AutoatmracxoAoupevol EY

Ortav évag autoatracXoAoluevog EY ouvioTd vouIKA ovToTnTa atmoteAoUpevn povov
atrd Tov ouykekpigévo 1 EY, Bewpeital EYD, kaBwg TTpOKEITAI YIO VOUIKT) OVTOTNTA.

Edv évag EY cival "autoatracxoAoUuevog" xwpi¢ woTOo0o va £XEl CUCTOBEI VOUIKN
ovTOTNTA, BEWPEITAl WG HENOVWHEVOG EY.

5. Alaxeipion Tng ouykarddsong
5.1. ZuAAoyR cuykatdfeong

5.1.1. ZuykartdBson EY®D

21nv EAAGOa ol EY®D avagépovTal, €iTe o€ OUYKEVTPWTIKY BAon giTe o€ atopikA Bdon
KaTd TePITITWOoN, Xwpei¢ va atmateital n  1mapox ouykatdBeong kKabwg n
OnuoaIoTToinan €ival UTTOXPEWTIK cUP@wWva PeE To Apbpo 66/TTapdypa®og 7a Tou
vopou 4316/2014. EmmAéov, oi EY® eival vopikéEG oOvTOTNTEG KAl OUVETTWG
otroladATToTE  TTANPOQYOpPia OXeTICOUEVN WE aAUTOUG OEV  KATNYOPIOTTOIEITAl WG
TTPOCWTTIKA dedopéva.

5.1.2. ZuykatdBson EY

>tnv EANGDQ, n dnpooioTroinon TTapoXwyv atrd QOapUaKeUTIKEG eTaIpEiag o EY kal
EY® mpayuarotroicital oUpgwva pe 1o ApBpo 66 tap. 7a Tou Nouou 4316/2014.
Auvauer g avwtépw  didTagng, Twv Ul aplBudév  5/2016 ko 2/2017
MNvwpodotmoewy Tng ApxAg lMpooTaciag Aedouévwv lMNpoowTTikou XapakThpa,
KoBwg kai TG amd 6-6-2018 vedTeEPNG KavovioTikA odnyiag Tou EOD, ol
QPAPUAKEUTIKEG ETAIPEIEG OPEIAOUV va dNUOCIOTTOIOUV OTAV I0TOCEAIdQ TOUG KOl OTNV
€10IKr} 10Tog€Aida Tou EBvikou Opyaviouol Papudkwy K&Be TTapoxn TTou Xopnyouv
TTpog emayyeAuarieg uyeiag (EY) kai €moTnuovikoUg uyelovouikoug @opeic (EYD)
€iTE 0€ OUYKEVTPWTIKN €iTE O ATOMIKA BAon KATd TTEPITITWON. H w¢ dvw uttoxpéwaon
ONMUOCIOTTOINONG TTAPOXWY ATTOTEAEI €K TOU VOPOU UTTOXPEWON TWY QAPHUAKEUTIKWY
ETAIPEIWV KAl WG €K TOUTOU BEV ATTAITEITAI TTpONYoUEVN ouykaTtdBeon Twyv EY.

QoT1600, CUMPWVA PE TO 1I0XUOV VOMIKO TTAQICIO yia TNV TTPOCTACIO TWV dEdOUEVWV
TTPOOWTTIKOU YapakTApa ol EY éxouv 10 OdIKaiwpa evavriwong, tpoéoBacng,
d16pBwong, TTEPIOPICUOU €TTECEPYATIaG, QopNTOTNTAG Kal dlaypa@ns OAwv Twv
OXeTIKWV Oedouévwy TTou Ba Tnpouvtal amd Tnv AstraZeneca, cUu@wva pe 6ca
TTpoBAETTOVTAI OTa APBpa 16-21 Tou lMevikou Kavoviopou lMpooTaciag Asdouévwv
2016/679). H doknon Twv dIKAIWUATWY auTwv atrd Toug EY ptropei va katomiv
ETMIKOIVWVIiag pe Tnv AstraZeneca PHECW TAXUDBPOMEIOU 1] NAEKTPOVIKOU TAXUDPOEIOU
OTTWG TTEPIYPAPETAI TTAPAKATW UTTO 5.2.
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5.2. Alaxeipion TWV AITPHATWY TWV ATTOSEKTWV

Ta aimjuara f ol diagwvieg avTiyeTwTriCovral o€ Tomikd etTimedo. Ol EY 1 EY® Ba
mpémel va oTteilouv email oto AZGRToVDisclosure@astrazeneca.com A va
ETMIKOIVWYOUV aTo 2106871690 edv Bewpolv OTI Ta KolvoTroinuéva dedopéva eival
avakpiB. H AZ deoueleTal yia Tnv €TmiAucn Twv dlI0QOPWYV Kal TNV avadnuoacicuon
eav atraireital eviég 30 nuepwv atrd TN AYn g yvwoToTToinong T1ng d1agopdg.

6. 'EvTutro dnupooiomoinong

6.1. MAar@épupa dnuooiotroinong

H o&nuooiotmmoinon Twv TTapoXWV YiveTal oTnv 10ToogAida TnG ETaipeiag
www.astrazeneca.gr. ZUPJ@wva peE TNV IoxUouca vopoBeoia, n Etaipeia 6a
KOIVOTTOINCOEI Ta OToIXEio TTou dnuoacloTroloUvTal KATd Ta avwTépw Kal atov EOD,
oUP@wva Pe TNV atrd 6.6.2018 kavovioTikA odnyia Tou EO®, 61Twg auth Bpioketal
avaptnuévn otnv IoToogAida Tou EO®.

6.1.1. Huegpounvia dnuoacisuong

H nuepopnvia dnuoaicuong Twv Trapoxwyv 1Tpog EY yia tnv EAAGda yia 1o €1o¢ 2017
Ba TTpayuatoTToiNdei CUYKEVIPWTIKA r)/Kal ovouaoTIKE KaTtd Trepimtwon Tnv
29.6.2018 oUpgewva pe TIg atraitioelg TnG EFPIA, otn &¢ 1oTooeAida Tou EOD Ba
TpaydatoTroinBei éwg tnv 30.9.2018, katd Ta £IBIKWG £MTACCOUEVA OTNV ATTO
6.6.2018 kavovIoTIK odnyia Tou dvw opyavicuou.

6.1.2. TApnon Twv 6edouEVWYV

H AZ Ba tnpei Ta oXeTIKG apxeia Twv ONUOCIOTTOINCEWYV Yia ToOuAdyioTov 5 £€1n. Ta
OTOIXEiO TTOU QvapTWVTal OTnV 1I0TooeAida NG ETaipeiag kard T1a avwTépw,
TTAPAUEVOUV avapTnUEVa yia dIAoTNUA TO HEYIOTO TPIWV (3) ETWV.

6.2. T’Awooa dnpooiotroinong

H o&npoociotroinon Ba yiverar otnv TOTIK YAWOOA OUPQWVA HE TIG TOTTIKEG
ATTAITAOEIG.

6.3. "EAgyxo0g mpiIv amod Tn dnuoaoiotroinon

Mia diadikaaia Tou emTpéTel oToug EY kai EY® va avaokotouv TIG TTapPOXES TTOU
TTpoopifovTal yia dnuoaicuon TTpIv aTrd Tn dnuoaioTroinon oTnv I0ToogAida TG AZ.

7. AnpooioTroinon OIKOVOUIKWYV dedopévv
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7.1. Nopiopa

H dnuoaoiomoinon Twv mapoxwyv Oa yivetar oe Eupw. MNa 1ig ouvaAlayég Trou
eUTTITITOUV OTO TTEdIO £QAPPOYAG O OTTOIEG ATTAITOUV PETATPOTI], O UTTOAOYIOHOG Ba
epapuooBei  6Tav n  ouvaAAayr] Kiveitar oto  TEPIBAAAOV  TNG  ava@opdg,
xpnoigotroiwvtag Tig IooTiyieg AZURE (Uniform Reference Environment) 1ng AZ. To
AZURE cival To oUoTnua Tmou XpnolipoTrolei N AZ yia TiG I00TIIES yia KABE vOuIoua.

7.2. ®o6pog MpooTiBEpevng Agiag (PIA) kai dAAol @épol

O OIA kai o1 TTapakpaToUpeVol OPOoI EaIPOUVTA.

2NMEIWVETAl OTI N dNUOCIOTTOINON TWV TTOPOXWYV, EITE O OUYKEVTPWTIKA €iTE O€
atopikf) Bacn, avd  TTEPITITWON, OTTOOKOTTIEI OTNV KATAypa®n Twv TTAPOXWV
(XxpnuaTikéG A o€ €idog) o EmrayyeAuartieg Yyeiag / ETmoTnPovikoUug YyelovouikoUg
dopeig pe TOUG OTTOIOUG N eTaIPEIa pag ouvepyadetal/ £Xel OXETEIG, CUNQWVA PE TO
apbpo 66 Tap. 7a Tou v.4316/2014, aAA& kal GUPQWVA PE TOUG OTOXOUG Kal TIG
dlarageig mou repiAauBavovral 1é6oo atov Kwdika Anuoaiotroinong tng EFPIA 6c0
kal otov Kwdika Anpoaiotroinong Tou ®EE. Pntd onueiwvoupe, 6Tl n TTapoloa
onuogaiotroinan diapopPwenKe PETA TNV £€kdoon Twv UTT apiBu. 5/2016 kai 2/2017
MNvwpodotioewv Tng Apxngs Mpootaciag Acdopévwy MpoowTmikoU XapakTipa Tng
29.06.2016 kai g 13.04.2017 avrioToixa, KAaBwg £Tmiong Kai NG vedtepng atmo
6.6.2018 kavovioTikr g odnyiag Tou EO®, émmwg auth BpiokeTal avaptnuévn oTnv
IoTo0eAida ToUu EO® koI TOU TIEPIEXOMEVOU TNG OTToiaG  AdBapE  yvwon.
EmeuAaccouaoTe o€ EMIKAIPOTIOINKEYN ONUOCIOTTOINGN TWV WG AVW TTAPOXWYV OF
TTEPITITWON €KdOONG OTTOI00dNTTOTE VEOTEPNG KAVOVIOTIKAG odnyiag r didragng.
Méow Tng Onuocicuong auTAG, Ol XPAOTEG TNG I0TOOEAIBAG Mag 1 TNG €6VIKAG
TTAaTQOpPaG Tou EO® dev e€ouciodoTouvTal ouTe dUvavTtal va TTPoRoUV O€ ETTITTAEOV
emegepyaaia Twv TTPOCWTTIKWY OedopEVWY Twv ETTayyeApaTtiwyv Yyeiag.
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