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EAAHNIKH AHMOKPATIA

YAOYPIEIO YTEIAX

EONIKH KENTPIKH APXH

NMPOMHOEIQN YTEIAZ \
(E.K.AMLY) N.MN.A.A.

2YMBAZH- ZYM®QONIA MAAIZIO

ApBpog ITuppaang - Zuppuwviog MAaiowo: 2/2020_ENY 4/2014
TitAog  Zupguwviag MAaiolo: Zupewvia MAaicio yix TNV mMpourBeta
AIADOPON ®APMAKQON CPV 33690000-3

Huepopnvia Angewe Zuppuwviag MAaicio.......... /5“9’ 20 Zi
AvaBétouoa Apxn: EONIKH KENTPIKH APXH MPOMHGEIQN YFEIAX
(EK.A.IM.Y.)

H gvayn g napovoag Zuppwvioag MAQiG0 TTPayHATOTOEITAL CUMEUIVE
Me To T.0. 60/2007 (A'64), To .5, 118/2007 (A’ 150}, To v. 4038/2012 (A'14)
Kar tnv urm oamBu.  1862/2012 KYA (B’ 680), 1ic Swatafeic Twv
mapaypapwyv 1 kat 2 tou apBpou 376 Ttou v.4412/2016(DPEK A'147/
08.08.2016), to v. 4412/2016 to pepog [ tou v. 4472/2017 dmwg onuepa
Lo 0oLV,

Ta &pBpa kol oL oplopol MoV akoAouBolv SIATLTTWVOUV TOUC HPOUC KAl
npoUnoBéoei; ov SiEmouv TG Sladikaoieq cvvaPng Twv EKTEAETTIKWY
TupBacswy, apayyeAiog ko tapadoang twv £1dwv f opadag 18wy, o
amnoutouvtal omd Toug Popeig Npoopiopon.

Opwopol

2" auth TN Zuppwvia MAaicio oL KaTWTépw OpoL Ba £XoUV TNV £VVOIA TIOU
TOUG amodiSeTAL GTOV THVAKA TTOU AKCAOLBEI:

AvaBstouoa , , , , .

Aot} H EBvikn Kevtpikn Apxr MpopnBewwv Yyeiag (EKATTY)
Ayopaatnig{eg) O1 emonttevdpevol and tnv AvalBitouoa Apxn dopeig, ot
/Popeag(elq) oToiol £xouv Sikaiwpa va uriofaiouy Ttapayyehieg StV
Mpooplopol N opddog EdWV SPOCTIKWY OUCIWVY UTIO Toug dpoug TNG

1

Zuppuwvia mAaloto Tou Staywviouol ue oroixeia Stakrpuéng ENY 4/2014 yix v nipounBeia
AMPHQOTERICIN B PD.SOL.INF. 50MG




&

20SYMV006578470 2020-04-15

napovoag Xuppwviag MAalioo kot opilovtal otov
MNAKA ATOPAZTQN tng Aaknpuénc.

Huépa(eg)

O NHEPOAOYIOKEG NUEPEC, EKTOG av oplleTal SLHPpOPETIKA
PNTWG OF OUYKEKPLMEVO ONUEID TNG TOPOVoAG 1 TWv
EkteAeoTikwv ZUUPATEWY QUTAC,

Nopayyehiaeg)

H vumofoAry autrjpatog amd toug Popeiq Mpooplaov
oToug Avadoyoug yla TNV TipodRfeia Twv opi{dpev
oTIg EKTEAEOTIKEG ZUPPAOELG TTOTOTHTWV.

Mapadoon(oelg)

H mopadoon ocuykekpipevuv sdwv N opadag eldwv
OpOOTIKWY  oOuslwv oMo Toug Avadoxoug  OTIG
kaBoplapéveg anmd TG EkTeAeotikeg TupPaoelg
ToTtoBeaieg apddoonc.

Mpoopopd

H mpotaon mou umofAndnke omd tov Alaywwvi{opevo
katd tn Soywviotkn dwdikagia  ywa tn ovvogn Tng
MapOVoaG Kal kota TN Sdikaoia yit Tn cvvon
ExteAeoTikwy Zuppaoswy.

Tuppwvia
MAaiclo

Opietau n ovpwvio, n onoia kaBopilsl Toug dpovg Kal
Tipolumofioelg TTou SiETouv TN Sadikaoio olvadng KAt
oQVWTaTO Oplo teoadpwy (4) EktereoTikwy ZupBacswv
ekGoTou Qopéa AyopaoTn TIou ekTeAoUvVTaL K8’ OAn TN
SIAPKELR QUTNG.

MNpookAnon
ohvoupng
EKTEAEGTIKNAG
TupBaong.

H mnpoéokhnon Tpo¢ Toug Avadoxoug oL omoiol
uéypaav Ty Tapovca  Iupgpwvia MAaioo. Itnv
TipoéokAnon outh kaBopilovtal ylax K&Be EKTEAEOTIKN
TOpBaon : n mpoumoAoyloBeica Samdvn, to €idog A
oudSa eldoug SpacTikiv OUCLWY, N avaykaio ava Popéa
Mpooplopol ToooTNTA £16WV 1 opadag 16wV SPACTIKWV
OULOLWY, O TOTIOE Kal 0 Xpdvog NapocAaBAc, o TPOTIoG Kal
0 XPOvog TANpwUAG Ol KPATHOELS, O EMBAPVUVOELL, O
avoroywv OFMA, o @opog ewodnuatog Kabwg Kal
TPOOBeTEC AETITOMEREIEG Yl TNV KOAN €KTEAEGN TNG
gupPaong, ov o sk&atote Dopéag Mpooplopoy Kpivel
avaykaie¢ Kal oL omoieq Sev pmopolv  Of Koo
TEPIMITWONR V& EMIPEPOUV  OUCLOGTIKEG TPOTIOTIOLNTELS
oToug OPoVC TNE TIaPoVoag Zuppwviog MAaicto.

Awodikaaoio
Zovoying

™mg

H Swdikaoio y tn obvopn Twv EKTEAECTIKWY TNG
Tuppwviog MAaioo Zuppaoswy, n omola KATAANYEL OTNY
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EkTEAEOTIKNG
Ivppaong

UTIOYPQPr) OUYKEKPIPEVNG EkteAeotikig ZOpBaong Me
OUYKEKPIUEVOUG HELOSOTEG, YL GUYKEKPLUEVN TIOCOTNTX
18V i opadog £18wV SPaCTIKWY OUCLWY, TUMPWVE HE
TOUG OPOVG THG TApoVaag Tuppwviag MAaioto.

EkteAsoTIKNA
YupBaon

OL éyypapeg ocuppuvieg petafy Tou ekactote Popia
Mpooplopol kol Twv Avaddxwy ywt TNV Tpoundeix
OUYKEKPIPEVNG TogotnTag sdwv 1 opadag  Eldwv
SPOOTIKWY OUCWUV KOl YO OUYKEKPIHEVO XPOVIKO
SIACTNUY, CUHPWVO HE TOUG OpPoug TNG TAPOUOCCG
Tupugpuviag NAaioo. Kabes Poping Npooplauoy Suvatal
kaxB'0An Tn Sudpkela NG Tapovoag Iuppwviag MAalclo
va UMoypael yia Tig idleg Spaotikég ovaieg amod dvo (2)
éwg TEooeplg  (4)  Eyypogeg  OupQuvieg.  IxESio
EkTeAeoTikG  ZUpPBaong mMpogapTATOL Awknpuin
(MAPAPTHMA Z) kol aMOTEAEL QVTIOOTIOTTO HEPOG QUTHG
KO TNG TIHPOVTOG,

TomoBsoia(sc)
Napadoong

Ou &levbuvoelg mapadoong Twvy eldwv R opadog eldwv
SpaoTikwy ouclwy, OTwg auTég KaBopilovtal and Tov
Popea MNpooplopov oe kaOe Ekteheatikn Zupfoon.

INMEWWVETAL OTL:

(i) Tou evikou oplBuov Bewpseital OTL MeEpAauPaveL Kal Tov TANBLVTIKO
aplBpo Kal To avTioTpoPo,

(i) evog yevoug Bewpeital 0TI apopd Kal TO AAAO YEVOC,

(ii) oL avawopeg o8 TMPOCWTIA TIEPLAAUBAVOLV TQ PUOLKE TIPOCWTIA, T
VOMIKA TIPOOWTIA KOl TIG KOWOTIpadieq QUOIKWY /KOl  VOMIKWY
TPOCWTIWV,

(iv) oL avagopég o omoodnmote vopoBetnua (A.X. VOUOG, KOVOVIGUOG,
odnyia, StaToyua, UTIOUPYIKN QiOPaan) aPopouV TO VOMOBETNIO OTIWG
QUTO LOXVEL KATA TNV NUEPT UTIOYPAPAG TS ZOuBaanc,.

OL emikepaAideg Kal Ta Kepaiaia ypapupaTa TOevial uévov yia Adyoug
opyavwaong TNG YANG kat dev emnpeadouv TNV EPUNVEIR TOU TIEPIEXOUEVOU
NG Zuppwviag NAaloto.

(v) avagopég o omolodnmote ApOpo Kal NMapapTAPATA XWpIg TtepaiTépw
XOPOKTNPLOUS, EPUNVEVOVTAL WG avaPpopE; ato ApBpo kal MapapTripaTa
™G Zuppwviog MAaiclo, pe TNV avtiatoln apiBunan.
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(vi) avapopd og ApBpo Kat MapopTHHATS GTOTEAEL AVAPOPA OTO GUVOAO
TOV, EKTOG gav KaBopileTal SIPopeTIKA.

EAANvikN Anpokpartia

Yrioupyeio Yyeiog

EONIKH KENTPIKH APXH MPOMH®@EIOQN YTEIAL (E.KATM.Y.) N.M.AA.
APIOMOZ: 2/2020_ENY 4/2014

NOIO: 10.676.397,00 € mAfov ®MNA

NMPOMHGEYTHL:

GILEAD SCIENCES HELLAS MONOMPOZQMH E.M.E.

Itnv ABnva onpepa TNV ’C/’g ..... TOV éTouqﬁZgQ, oL Mo KATW
ouBoAAOEVOL:

Apevog

H EOvikry Kevtpwkiy Apxn MpounBewv Yyeiog (E.KATLY.) Tov £dpevel, emi
NG 080U ABépwp 12 ABAVA KAl EKTIPOCWTIEITAL VOUILA YL TNV UTIoypa@n
e Tapovoac and Ttov K. Méplo Osguiatokiéoug, Mpodedpo tng EOvikNg
Kevipikng Apxng MpopnBewsv Yyeiog (EKATLY.) n omola oto &&NG
ava@E£pETal oTNV TTapovoa cupBaaon we «n AvaBétouaa Apxr»,

KOl QUPETEPOU

a) H etaupeia pe tnv emwvupio GILEAD SCIENCES HELLAS MONOMPOZQMH
EN.E mou edpevel 010 EAANVIKG ATTIKAG 080¢ Plovvtog 2, pe apl8ud
@OpoAOYIKOU unTpwou 099989853Kal EKTPOCWTIEITAL VOMIPA OTO  TOUG
TaBRo Xapahoptidn kot Xploto@opo Kpaviwtn, 6TwE auTd TIPOKUTITEL OTtd
v urt oplB. 8469/2018 tpomomoinon Kot KwSIKoToinon KATHGTATIKOY
MovornpoowTng EME ng cupporauoypdgpou ABnvwy kag EAEvng ZouAn
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gPeENG KOAOUPEVOG WG 0 Avadoxoc.
AapBdavovtag voyn:

1) Tnv vt api8. ENY 4/2014 Awxknpuin tng AvaBétovoag Apxng yio tTnv
TipopnBeta mevAvta pia (51) SpaoTikwy oualuww

2) Tnv amd 06-05-2016 ko pe aplOpd mpwt. 2648/11-05-2016 mpoogpopd
Tou Avadoxou mou uMoPANONKe OTO TAICW TOU AWYWVIOUOU TG
TIPOAVOPEPOUEVNC ALOKAPLENG Kal OTIWEG QUTES SLOMOPPWVOVTOL UETH TOV
HAektpoviko MAsIGTNPLACHS KAl TIG SIOTEPAYUATEVTELS,

3) Tnv um. aptB. 63 Antdpaan tng 36" ITuvedpiaong Tng and 17-12-2019 tou
AlownTikoU  ZupPouriov  Tng AvaBétouocag ApxNg ME TNV omoia
KATOKUPWEONKE TO OMOTEAEOPA TOL ALYWVICHOU TNG TIPOAVOPEPOHEVNG
Araknpuéng, aTtov KaTa T avwTépw Avadoxo.

4) Tnv umt. ap18. 108/2020 amdpaon tou EAeyktikoy Zuvedpiov.

Iuppwvnoav kot ékovav apolfaia anodektd Ta akéAovda:

APOPO 1. Zxomag, avtikeipevo kan adic tng Zupgpwviag MAaioo

1. H Zuppwvia NAaioo amoteAel Thv TARPN Ko LOVASIKT) CUNPWVIK PETOED
TWV SUPPBOAAOUEVWY HEPWV. ZKOTIOG TNG ival var KaBoploel Toug 6poug Kat
TG IPOUTIOBEDELG OXETIKA UE TNV TIPOUNBEIX CUYKEKPLHEVWV E15WVY 1) OPASAC
g1lbwv SpadTikwy ouclwy, OTwg autd opifovtal gto Mapaptnua A’ Tn¢
Alokrpuéng, ko petd TNV KatakVpwon, oto Nopdptnua il TNg Tapovoag
Zuppwviag, o ouykekpluevoug Popeic Mpoopiopol (AyopaoTég), Méow
EkteAsotikwy ZupBaoswy, kaB' 6An tn Siapkeld Tng Zuppuwviog NAaialo.

2. Avtikelpevo NG Zuppwvicg MAaioo sivoaw 1 mpounBei, péow
EkteAeotikwv IUPBAOEWY, TWV WG QVUW CUYKEKPIMEVWY £18WV 1 opddag
eldwyv SpaoTkWwyY ouowwyv, and Toug Avadoxoug OTOUC AYOPUOTEC OTIC
KaBoplopeveg amo TIG ExkteAeoTikég TupPACEl; TOTOTNTEG Kot TOTIOBETIEC
mapadoons. H  Swadwkoolo  Slevepyeital HeT@ amé  MpOGKAnon  Twv
AyopaoTwy TPog Toug AvadOXoug YIX TV umoypaEn EKTEAECTIKWY
ZupBhaswv ylo ouykekpLuéva £i8n 1 opada eldwv SpaaTIKwyY oUWV,

5
Zuppuwvia mAaigto Tou Siaywwvicuol ue otoixeio Staknpuéne EMY 4/2014 yia Tnv npounBeia
AMPHOTERICIN B PD.SOL.INF. 50MG



20SYMV006578470 2020-04-15

3. H IZuppwvia MAaiowo ovvémtetal ot mAaiow  pag  Karnyopiog
Tup@wviy MAaiglo o T TPoPnRBela cuyKeKPIPEVWY E10WV, OTIWE CUTA
nepypd@ovtoe oto Mapdptnua Il, evw ovtiotolxeq Zupgpuwvisg MAaialo
SUvavTal VO GUVATITOVTAL TIHPAAAnAa amo tnv AvabBétouoo Apxr) Kol e
dAAoug Avadoxoug,

4. H Tupgpuwvia MAaiolo ev ouvioTa S£0UEVOT EK HEPOUGS TWY AYOPOTTWY V&
napoyysidowv T oploBeiosg ot AwkApuEn TocdTNTEG, kabwg aUTEC
ATOTEAOUV TO AVWTATO OO0 Twv Suvapevwy va {ntnBouv mapayyeAdwv. OL
AyopaoTéC SeOUEVOVIOL VIO TNV TIOPAYYEAIX OULYKEKPIPEVWY TIOOOTHTWY
MOVOV HETG TNV umoypaPn ExteAsotikwv TG Zupgpwvicg MAaioto
Zuppacewv.

4. H ZuvoAik afla tne mapovoog Iuppuwviag MAaigwo avepxeton o€
10.676.397,00€ tAsov ®MA.

APOPO 2. AKKOLWHOTO KOl UTIOXPEWOTELS TWV SUUBOAAOHEVWV PEPpWV
1. O\ AyopaoTéc Tiouv avagépovtal oto Mapdptnpa | sival Eovalodotnuévol

ARG OXL LUTIOXPEWREVOL v TIPOUNBeuTOUY TO GUVOAO TNG TOoOTNTOG TwV
ey | opadac 8wV SPOCTIKWY OUCWLV TNG TIXPovoaG Iuppwviag
NAcuoiou. TéTolx UTOXPEWON YEWATOL HOVO HE TRV UTIOYpaQn Twv
EkteAsotikiov  TupBaoswy, Kabwg of outég kabopilovtal oL OpLOTIKEG
TOoOTNTEG TNG TIPOUABELaC,

2. OL AyopaoTtég Sev eTUTPENETOL VO TIpOPNBevovTaL Tar £(0N QUTA EKTOG NG
napovoag Tuppwviog MAaiciou ) Katd MapékkAlon Twv Slehappavopevwy
OpPWV KL TIPOUTIOBECEWY 08 auth.

3. O1 AvaSoxol unoxpeovvTal va tapadidouv To eidog N opada idoug Twv
SPOOTIKWIV OUCLWY TUPPWVA e To optldpeva oTig EkTeAeoTikég ZupBaoelg.
4. O AyopaoTég UTOXPEOUTAL Vo KataPdAouy atov Avadoxo To TIood TNg
ouppuvnBeioag TG, OTwE auTh €xel SIpopPwBel PeTd TNV uTIoYPapH
exdotne ExteAeoTikAg IUMBaong tng Zupguwviag MAaloo. H TR oauth
kaBopileTan oVPPWVA HE Ta opL{Opeva oTov Opo 21.3. Tou A" Mépoug g
utt’ aplBp. EMY 4/2014 AwxnipuEng MNa Tov €MPEPIOHS Twv TOCOTHTWY
spappdlovtan subéwg ta oplldpeva oto Gpbpo 21 Tou A" Mépoug NG Ut
aplB. ENY 4/2014 Axkiipuéng.
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APOPO 3. 'Evapin kol Siapkeix

1. H moapovoa Xuppwvia MAciolo TiBeton og wOxG ond TN OTYUR TG
UTIOYPa@NG TNG Kol givar €ykupn yla dvo (2) £tn, fToL omd ,/‘/’9'-3-7'20
£WC KO A37Y-R027

2. H AvaBetovoa Apxn £xel Skaiwpa Tpoaipeong i Tng Topovoa
Iuppwviag MAaicto yio povouepry eméktaon tng £va (1) akoOpn £tog
oupPpuva e Ta opilldpeva oto apBpo 16 Tou B” Mépoug tng utt’ ap@u. ENY
4/2014 Awaknpuéne.

3. Edv mapadobel oAdkAnpn n moodINTA KATOWOUL £idoug, Tipv TV
nuepoAoylakny An&n tng Zupguwviag MAaiolo, n Zupgpwvia Miaiclo ywx to
£ld0q auTO Bewpeitan OTL EKTEAETTNKE.

4. Kata tn Sidpkela Twv 800 (2) eTwv NG Iuppwviag Niaiolo smitpénetal
va guvaupOouv EKTeAeoTIKEG ZUpPBAoEelg uTtd Toug 6poug Tov apBpov 1 Tou B
Méepoug tng utt' aplBp. ENY 4/2014 Awakrpung,

APOPO 4. Eyyuntiki emotoAn Kang Ektédgong tng Tvppuwviag MAaicio

1. T TNV KOA eKTEAeon TNG TMapoudag, © Avadoxog KateéBsge oTnv
AvoBetovoa Apxr tnv ur aptd. GT511976/19 eyyunTikn ETMIOTOAR KOARC
ekTéAeONC TG Tpdmedag BANK OF AMERICA, nooov 53.381,99€, ntot to 0,5%
NG CUVOAIKNG agiag Tou THAHOTOG TNG CupPwviag TAalgiov, xwpic PMNA,
LOXUOG HEXPL TNV EMOTPOYPI NG OTNV TPATE(X AUTH.

2. H syyuntikA eMOTOAN TOU AvadOXou ETIOTPEPETAL CUMPWVO HE TX
opWldueva ato apbpo 9 tou A’ Mepoug tng un' opOp. ENY 4/2014
Makripuénc.

3. It TEPIMTWON KATATTWONG TWV EYYUNTIKWY KOANG EKTEAEONE, TO
OPENOHEVO TIOCO UTIOKELTOL OTO EKAOTOTE LOXUOV TEAQG XOPTOCHLOU.

APOPO 5. Ekywpnon - petafipaon tng Zupgpuwviag MAaiolo

1. O Avdadoxog dev emutpenetal va HeTOPPAoEL ] EKXWPNOEL, OAKWE A
MEPIKWEG, TN Zuppuwvia MAaiglo n/kal Ekteieotik Z0pPaon authg oe GAAO
(PUOIKO 1] VOUIKO TIPOCWTTO.

2. O Avadoxog dev emitpémetol va pETaPiBaosl i eKXWPNROE, OAKWG N
HEPIKWC, TNV eKTEAEON TNG Tuppwvicg MNAaiglo R/kan EKTEAEOTIKNAG TupPaacn
QUTAG 08 GAAO PUOLKO 1| VOHLKO TIPOCWTIO.

3. Kat' sfoipson twv opllopévv oTIg wg avw mopoypagoug 1 kat 2, o
Avadoxog OSwkaloUton va EKXWPNOEL TIC OMAUTAGEL, TOU EVOVTL 1TNG
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Avaétovoog Apxnc Me Bdon toug opoug Tng Iupgpwviag MAaioo f
EkTeAeoTIKnG Z0MBaong auTrg 08 Tpamelikd Spupa TG EMAOYAG TOL TIOV
Asttovpysl voppa otnv EAAGSa 1) GAAn xwpo TG EE, pe okomd tnv £kdoon
EYYUNTIKWV  EMOTOAWV 1 Adyw ovpfacng THOTWONG HE  QVOLKTO
(CAANAGY PEO) Aoyaplaoud am’ auTa.

APOPO 6. AlkatoAoynTik&

1. Npwv ™ ocVvayn k&be EkTeAsaTiknG ZUMBaong katatibevtal omd Tov
AvaSoxo  EmIKQPOTIOINUEVA T SiKAoAoynTIK&  KATGKLUpWONG NG
Awoxnpuéng ENY 472014, mAnv skelvwv amo ta Kototedeipéva atny
AvaBétouoa Apxr Tou Bpilokovtal Ge o).

2. Epdoov (ntnbei and tn Avabétouoa Apxr, 0 Avddoxog uToxpeouTal Vo
TIOPEXEL OTIOSEIKTIKA OTOLXEl Yl Tar €(dn, Tig Tapadooslg, TG MOaOTNTEG
KaQwe Kol KABe AN TTAnpopopia, ov oxetidetal pe tn Iupguwvia MAaioo
KoL T, EkteAeaTikeg ZupPaoels,.

3. Epooov {nNnBsi and ) Avabitouoa Apxn, 0 AvaSoxog UTIOXPEOUTAL VX
TIOPEXEL ETIKALPOTIONUEVO SIKOLOAQYNTIKE, TA OTOoI OTTOSEIKVUOUV TN
Slatpnon os Wx0 Twv KpTnpiwyv emioyng tng v’ aplOp. ENY 4/2014
Alakripuénc.

APOPO 7. Nap&&oon

1. ZOpQWVN PE TO QTTOTEAEOUOTA TOu HAeKTpovikoUy MAsloTnplaopod Kot
TwV SaMpayuaTevgewy Tou ipofAénetal and tnv ur’ apdu. ENY 4/2014
AoxknpuEn  kotokupwOnkav otnv  etoupeic GILEAD SCIENCES HELLAS
MONOMPOIQMH E.N.E. o €io¢ Tou StaywvIoRoU we akoAoUBwC:

1.Na 1o gibog g dwkipuéng pe o/a 6 APHOTERICIN B PD.SOL.INF.
50MG ywx 10 oUvoAo Tng mpoknpuxfeicag ToodtnTag ftol 145.455
Hovadeg 8oong pe Tn povadog 73,4000€ ko ouvohikng  afiog
10.676.397,00€, tAéov O.MT.A.

2. O1 Avadoyol uTtoxpeoUvtol, o€ Tiepintwon aduvapiag dAAou Avadoxou va
TIPOUNOeHOEL TNV KATAKUPWOEITK 0F QUTOV TIOTOTNTA SPOUTTIKWY OUCLWY,
vor avTamokplBolv ot éyypagn KARON Twv AyopacTwy TIPOG KEAuYNn TNG
TOGOTNTOC QUTAC, CURPWVO PE Ta oplldpeva aTo apBpo 21 ™G vt aploy.
EMY 4/2014 Awokripuénc.

3. H AvaBétovoa Apxn Kat ol AyopaoTtég SUvavTal va eMBAAOUY KUPWOELS
gtoug Avaddxoug TIou Sgv TIPAYUATOTIOMOAV T CUHPWVNHEVN TIpopRBEla

8
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KOL va TOUG KNPUEOUY EKTITWTOVG KOTA TQ& opl{dpeva oTo apBpo 11 tou B
Mepoug Tng v’ aplOp. EMY 4/2014 Alakripuénc.

4. Me tnv vnoypapr) kaOe EkteAeoTikng ZOpBaong, o Avadoxog utioxpeouTal
v TIXpadidel Ta £idn alpPWVA PE TOoug OPoUC AUTHG evtog efSopRvTa Suo
(72) wpwv oTOUG AYOPOOTEC,

5. H mpopnfaa twv £dwv Kol n MopASoor TOUG TPAYRATOTIOIOUVTOL
OUHPWVA LE TOUG OPOUG Kal TIG TTPoUNoBEoelg TnG Zupgpwviag Miaioo kot
Twv EkteAsotikwv TupBaoswy. Ot 1MoL Mapadoang kabopilovtal amnd Toug
AyopagdTeC oTnv TIPOOKANGN uToypa@ng Twv EkTeAeotikwv IupBaoswy,
omwe opidetat oto Napaptnua |,

6. O oupPoatikdég xpovog Tapadoong MMopsl vo mapatsiveTon v
MeTOTiOeTaL TO QVWTOTO PEXPL TO fva TETAPTO (Y4) OUTOV, pE emQUAaEN
Twv Sikawpdatwy Tou Anpooiouv yix v emfor Twv mpofAendpsvov
Kupwoewv (GXET. ap. 26 Tou n.5. 118/2007).

7. OAa 1a €idn eivar vtd TNV €VBLVN Tou Avadoxou Kol o Ayopaotig dev
PEpeL Kapia gubuvn ya omoladAToTe anwAs i {Npi& ot (850G PéXPL TNV
noapadoon TOU TPOKTIKOUL TapoAofng oamd v appodia  Emitpory
MapoiaPng, pe tnv omoia dnAwvetal N anodoxn toug, ue eéaipeon TNV
Tepintwan mou 0 Avadoxoq sivan og Beon va amtodeifel 0TI N amwAswx 1§ n
{nuict TPOKANBNKE 1 oLVTEALTTNKE €€ UTTAUTIOTATOC TOU AyopQaoTn.

APOPO 8. Texvikéc TtpoSraypapéc
1. To UG TpopNBelx €idn TNG TMAPOVOAE AVTATIOKPIVOVTOL OTA TEXVIKA

XOPAKTNPLOTIKA IOV TIPOBAETIOVTOL OTNV TIPOTPOPAE TOu Avadd)ou (TEXVIKN
- OLKOVOIKI) KO KOAUTITOUV TOUG OPOUG KOl TIG TEXVLKEG TTpodlaypagéd, oL
omoieg avoAvovtal oto MAPAPTHMA A1" tng vn' aplOu. EMY 4/2014
Awknpuing kol amotedovv Mapdptnpa |l Kol avomoomacTo PEPOG TG
TapPoVCaG.

2. Emtiong, o Avadoyxog mEpav and TNV UTIOXPEWGCH TOU YO CUPHOPPWAT HE
TOUG OPOVG TIC TEXVIKEC Tpodlaypoawss tng v’ apOu. ENOY 4/2014
Awaknpuing kot ™¢ MNMpoo@opdg TOU (TEXVIKN -OWOVOHIKN), OoPeiAel va
EKTEAETEL TNV TIPOMNBEIR CUUPWVA HE TOUG KAVOVEG TNG ETOTAMNG TNG
opONg  TEXVIKAG KAl  TIPOKTIKAG VUTMOKEITaL &8  OTOV  €AeyX0 Ko
OUPHOPPWVETOL HE TIG OONYLEG TWV APHOSIWY UTINPECWIV KOt ETILTPOTIWV
TOU AyopaoT).

APOPO 9. Napaiafn sidwv
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Me pépuva tou Ayopaotr ovotfvetal Emutpomn Moapohafrg n omola
TpoPaivel Of TUNMOTIKY TIOIOTIK K&l TIOCOTIKA TapoAafh Twv umo
npopnBsia ediv Tou  TapadiSovtan otnv  Ymnpeoia Tou  Ayopaotr,
glppwva pe To opildpeva TG utt apBp. EMY 4/2014  Aaknipuéng kot ta
&pBpa 27 kau 28 tou 1.5.118/2007.

APOPO 10. TpéTog kot Xpoévog TIANPpWUNG
1. H minpwpni g adlog Twv edwv otov Avadoxo yivetal, oTOV

TPORAETTOUEVO QO T OXETIKN EkteAeotiky ZupBaon xpovo, HE TOV
avopepOUEVO o ouTh TpdTo ot cuvduvooud pe v Mpoopopd Tou
Avadoxou, OTWE auUTH £ywve OMOSEKTH Kol €pocov umofinbouv oTov
AyopooT TO ETIKAUPOTIONHEVE SIKOOACYNTIKA KOTAKUPWONG TNG VT
apBp. EMY 4/2014 Awknpuéng.

2. H minpwpn tng a&iog Tou gidoug atov Avadoxo Ba yivel, ouppwva pe Ta
TipoPAeidpeva ata 4pBpa 5 kol 6 Tou B” Mépoug Tng utt’ apBp. EMY 1/2014
Alknpuéng kot oto v. 4152/2013, map. Z "Mpocapuoyn tng EAANVIKNG
NopoBeoiag otnv Odnyia 2011/7 tng 16ng ®efpovapiov 2011 yix v
KOTRTIOAEUNON TWY KOXOUOTEPNTEWV TIANPWHWY OTIG EUTIOPLKES TUVOAQYECG
3. H mapovoa doamdvn Bapuvel Tig motwoelg Twyv KAE 1312 ko Ttou
EKTEAOVPEVOL TTPOUTIOAOYIONOU ékaatou AyopaoTth (Popéa MNMpooplopon).

APOPO 11. Anoppiyn tapadoong

1. O AyopaoTig Suvatal va amoppigel tTnv tapddoaon 10wV i HEPOG aUTWY,
oUMPWVA PE T TipoPAetopeva oto apbpo 33 tou m.8. 118/2007 (A™150).
2. O AyopaoTtng Slvatal va amoppiel TV Tapadoan 8wy ) HEPOG OUTWY
ETMEITA QMO QTOTEALCUOTO  EPYOTTNPIOKOU  EAEYXOU  OEWYHATWV NG
napadodeicoc MapTidag, amd Ta OTOIX TTPOKUTITEL N AKATOAANAOTNTA ] HUN
TAPNON TWV ATIAITOVUEVIIY TEXVIKWY TIPOSIAYPAPLIV TOU TKEVACHATOC,

APOPO 12. Kupwosig yia kaBuoteproeig othv Nopadoon
Is Tepintwon eknpdBeopng popTwong — Mop&doong Twv bWy IoXUouV
Kot iepintwon ta ipofAenopeva ato dpBpo 32 Tou 1.8, 118/2007 (A"150).

APOPO 13. Kfjpuin Avadoxou ekttwtou

1. O Avad0x0¢ KNPUOOETAL EKTTTWTOG CUHPWVA UE TO TIPOPAETIONEVA OTO
apBpo 34 tou .6, 118/2007 kot 10 dpBpo 11 Tov B° Mépoug tng v’ aplou.
EMY 4/2014 Awaxnpuéng.
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2. O Avadoxog Tou Segv pooépxeTal evTog TnG Tpobeapiog Tov T&ooeTAL
ané Toug AyopadTéq ylt va umoypdper Tnv EKTEAsoTK  TupBoon
KNPUOCETAL UTIOXPEWTIKA EKTITWTOG amd TNV Katakvpwan i avéBeon mou
EYIVE 0TO GvOoud Tou Kal amd kdBe Sikalwpa Tov omoppéel amd autAv. H
QMOPAON EKTITWONG ekdidetan amod v Ef.Y., botepa and yvwpoddtnon e
Erutpomrg Alevepyelag kat AELoAdYNong Tou ALywviopov.

3. O Avadoxog knpuooetal, katd ta opildpeva NG uit apiBy. EMY 4/2014
Alaknpuéng EKMTWTOG, OTAV TO TIPOPNDEVOHEVO QMO QUTOV EIB0C, PeTd omtd
TIOIOTIKG £Aeyxo Selypatog, KpLOsi akaTaAANAC i OTL auTd Sev KOADTITEL TNG
Texvikeg Mpodiaypopéc rov xouv tedel ato Napdptnpa A’ e Alaknpuéng
kau otnv Npooypopd Tou.

4. O Avadoxog Sev kNpUOCETAL EKTITWTOC OTAV:

a. H Zupgpwvia MAaiolo i n Ekteheatikn ZopPaon Sev unoypdgnke 1) to £idog
Sdev @QopTwOnke A Topadodnke N avTKATAOTABNKE pe guBdvn NG
AvadiTovoag Apxng N Tou AyopaoTn.

B. ZuvTtpExouv Adyor avwtépag Blag.

APOPQO 14. Kpatrjoeig - Popocg srgodnuarog
1. H npounBesia vtokeltal e ouvoALKn Kpdtnon .,....% (Atot .,.% utép ............

n omola emPapuveral pe xoptoonuo 2% & en' autov 20% £0Qopd UTIEP
OrA, .,...% umep ... n omoia emifapvveral pe xapTdonuo 2% & em’ autol 20%
glopopd utmép OFA ko 0,07% vunép g Ewviaiag AveEdptnng ApXNng
Anpociwv Zuppacswy, n omnoia emPapuvetal pe xapToonuo 3% & en’ avtov
20% swopopa untép OTA) kau kpatnon vnep AEMM 0,06%.

2. Katd TNV TMANpwun Twv edwv Tapakpateital o rpoPAendusvog @opog
£1006NATOG.

APOPO 15. EAsyyoc¢ Swapaveiag - ‘EAeyyoc voupoTnTac ThE Zuppwviag

MAaico

1. O Avadoyog, ywa tnv epappoyn Tou apbp. 5 Touv v.3310/2005, énwg autd
TpoTtontoinBnke pe o &pOp. 5 tou v.3414/2005, mpoakduoe i Tov vopipou
EKTIPOGWTIOV TOV, TRV uTteuBuvn SrjAwaon tou apdp. 8 Tou v.1599/1986 oTwg
LOXVEL OTL Sev £xel ekS0Bel o Bapog TOU KATASIKATTIKY anoPaan, KAT& Thv
gvvolo Tou apBp. 3 tou v.3310/2005, oTwg avTikataotdonke pe to apBp. 3
Tou v.3414/2005 [utt’ aplBp. 20977 amd 22-8-07 amdpaon Twv YToupywv
Avantugng kat Emkpateiag (B-1673)).
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2. Asv KWAVETOL N LTToypo@h TNG Tiapoucag Iuppuwvicg MAaiowo, cuppuva
e TV Ut apOp. 108/2020 Np&én g and 9.3.2020 cuvedpiaoewg tov IT
KApakiou Tou EAeykTikol Zuvedpiov.

APOPO 16. Avon -Katayyedia

1. H Zupguwvia NAaiolo AVeTal €ite pe TNV TAPOSO TNEG XPOVIKNG SLAPKELRG
NG £lTE e TNV OPLOTIKN TIOPOAABH TOU GUVOAOU TNG aVaTIBENEVNG ME TIG
EKTEAEOTIKEG ZUMBGOEL TTpopriBeLog.

2. ‘O)ot o1 dpol NG Zup@wviag MAaioo Kot Twv EKTEAEOTIKWY ZupPaoEwy
elval ouowndele, kaBe Se TapdBoon auTWV ETUTPETEL oTnv Avabétovoa Apxn
va KaTayyeiAel T Zuppwvica NMAaioo kat oToug AyopaaTEég Vo KaTayyeidouv
11 EkteAsoTikéG ZupPdosic, Ie mepimTwaon katayysAdiag o Avadoxog Oev
Sikaovtatl va {nthosl amolnuiwon yw omowxdnmote anwAslx 1 {nuia mou
£X€L UTIOOTEL WE ATMOTEAECHUA TNG KATAYYEALG.

APGPO 17. Tpomtomtol oL

TpomomoIoel TNG TapovooC Tuppuwviag MAciowo kot apxriv dev
emutpémovtal Efaipeon amoteAel n mepintwon mov tpomnomnoindel 0 Kwdikog
EO® Ttov Papudkou. TNV MEPIMTWON oUTH 0 AvAS0oX0G UTIOXPEOUTAL V&
untofdAel eyypd@uwe aitnua Tpomomoinang Tng Zuppwvicg MAaaioo Kal va
TIPOCKOMIOEL TA amopaiTNTA PO ToUTo Sikawodoyntikd. H Emerpor
Alevepyelag kal AELoASYNong Tou ALaywVIoPoU yWWHOSOTEL OXETIKA KAl OTN
ouvexsla ekdideTal amogpaon tng AvaBétovoag ApXNG.

MeT& Tnv unoypayn TG Tpomonioinong n amogaacn Tng Avabstovoag ApXNg
KOWVOTIOIE(TOU 0TOUG Ayopaoatég Kot atov Avadoxo. O Avadoxog ogeilel va
EVEPYNTEL YIX TNV EKTEAECN TNG TPOTOTOINONG KOl SECPEVETAL OO TOUG
TOPOVIEC OpoUC Kol TIpoUToBéoel, wodv n &v Adyw TpPOTOTOoinon
kaBopllotav otn Iupgpwvia MAaicto.

APOPO 18. Aowntoi opot
1. O AvaBox0¢ SNAWVEL QVETIPUAGKTWG OTL AOSEXETAL avavTippnTa 0ACUG

Toug 6poug oL iephappavovtal otn Iuppuwvia MAaioto.

2. TuXOV aKUPOTNTA KATIOWL OpoL TNG Zuppwviog MAaiolo dev emdpd oTo
KUPOC TWV UTIOAOITILWY Opwv TNG.

3. H un &oxnon OmOooUSATOTE amd TA SIKOWWHOTA EKACTOU  TWV
GUUBOANOUEVWY PEPWIV SEV CUVIOTA TTapaiTnon Omd TO SIKXIWHX OUTO, OUTE
OTTOKAE(EL TNV ATKNOT TOU OTO PEAAOV.
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4. Omowdnmote {Amnpa péver appVBuoto atn  Ivpewvia MAaiowo
pPuBileTan pe eubseia epapuoyr Twv oplopévwy oTa CUPBATIKE TEVXN, KATK
TN Osp& 1oXVoG auTwy, OTwG auth kabopiletan oto &pbBpo 27 tou A’
Mépoug Tng Alaknpuing.

APOPO 19. Epapuootio Sikao

H gppnveia kaw n ektédeon tng Iuppuwviag MAaiowo yivetaw pe Pdon to
eMnuiké  bikato. T v emiduon kd&Be Swpopdc peTofy  TWwv
oupfoAropsviwv HEpwY appodla eivar povov Ta Sikaathpla e ABnvag,
COHPWVA  PE TNV  Keipevn AANVIK] vopoBeolo, OmOyOpevpivng TNe
TIpooELYNG otn Siautnaoio

Katémniv twv avwtépw ouvtaxOnke n moapovoa Iuppuwvia MAaiolo g Vo
(2) Opol TIPWTOTUTIA KOl CpoU QVOYVWOTNKE QIO TOUG CUUBOAOUEVOUC,
UTIOYpaPNKE Kot EAaPe kGO GupPBOMOUEVOC amo £va.

TA ZYMBAAAOMENA MEPH

MA THN E.KA.MN.Y. . FA THN ETAIPEIA
(uroypaepn,
OVOHOTENMWVUHO,
oppayida eTapeiag)
Zappog
Xapahaunf'ﬁnc

WneLaKa LTIOYEYPAUMEVO
Jou'[o ZOIl LAMPIDONI ===fonata

Huepounvia: 2020.04.14 ]

12:12:50 EEST
GILEAD SCIENCES EAAAT mowonsorann ENE
EMNOPIA OAPMAKEYTIKON NPOIONTON
PIZOYNTQZ 2 a @PAKHI-EAANHNIKO 167 77
A.9.M. 099988853 - A.0.Y. HAIOYNOAHEZ

AKPIBEL ANTITPADO THA. 2 RS EG EPoRPeC2 10 9618.260

KpoviwTt
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1. ‘OAa T mpotdvta mou Sa poo@spBouv TPEMEL va £xouv dsia Kukhogopiag amd Ttov EBvikd
Opyaviopo Popudkwy (EO®) r tov Eupwnaikd Opyaviopd Papudkwy (EMEA). (YNoxpewTikd va

katorteBel eni mowr andppidng yua KaBe éva amé ta und mpounBaw £idn)

2. H ovopagoio popaKeuTIKOU TIPOIGVTOC, N TIOIOTIKA Kol TOCOTIKN auvBean ot Spagtikéc ouaieg,
N nuepopnvia ARENG © aplBpdc mopTidag, To Ovopa ko i S1evbuvon Tou Katdyxou Tng &delog

KukAopopiag Kol 0 aplOpdg TNG GBEOG KUKAOWPOPIXG TIPETIEL VO QVOYPOPOVTOL OTH CUOKELOCICL.

3. Ta €idn mou xpetdlovtan puragn gt Beppokpaaia 2-8 BaBuoug Kehoiov Ba pémet koTd
NV TOPAdOCH VOl CUVOSEVOVTOL MO CUOTNHA TIAPAKOAOUENONG KAl KOTAYpaPng g
Bepuokpagiag (ovoTnua Puxprg chuaidag) Tou Ba eAéyxeTal amd EAPUAKOTIOIONE TWV
VOOOKOMEIWY. EVOAAGKTIKA, EMITREMETAL N TOPGS0aN TwV TIPOIOVTWY OF TILCTOTIOINHEVEG
guckevaoieg oL omoieg va Slag@oAilovy TNV TAPNON TWV CMAITOVUEVWY Opiwv

Bepuokpaaiac.

4. O xpdvog Qwng va elvon &yt AiydTepog amd 9 PAVEG Katd TV Ttapddoan.

5. Xpdvog avtamoKplong HETO TNV OTIOCTCOAN TN TIOPOYYEAIQG ONG TO VOOOKOMEIR va unv
MEyoAUTERPOG QTO 72 WPEG KO CUHPLIVE JE TIC EKAOTOTE ovdykeg Tou NOGoKogiou, eviy n
nocoTNTa Mapadoong Sev Ba eival peyokltepn amo TNV TIOCGOTNTA TIOU OVTIOTOLKEL OF Xpovo

KGAUYPNG QVOYKWY OF TIOGOTNTEG 45 NpEpwV.
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