NMAPAPTHMA 1V

ENIZTHMONIKA MNMOPIZNMATA



EnioTnpovika nopiopara

AOYW TWV AAANAEMNIKAAUNTOUEVWY TPONWV PETAd0ONG, N CUAAOILWEN HE Tov 10 TG nnaTiTidag B (HBV)
kai Tov 16 TN nnaTiTidag C (HCV) dev eival acuvnBiotn. H Aoipwén pe HCV €ival yvwaoTtd OTI NpokaAei
KaTtaoToAn Tou noAAanAaaciaopoU Tou HBV o€ agBeveic pe oUANOIPWEN. O1 1I0AOYIKEG KAl AVOGOAOYIKEG
NTUXEG TNG GUANOIMWENG e HBV/HCV Bev ival nAnpwg katavonTeg. MapoAo nou n 5pactnpldTnTa Kai n
€EENIEN TNG NNATIKAG vOOoOoU €ival yevika nio goBapr| napouacia dINANG AoINwENG, o NoAAanAaciaoudg Tou
HBV ouxvd kaTaoTeEAAETAl napouadia cUANoIPwENG we HCV. O1 ouoTdoeic TnNG Eupwnaikng ETalpeiag yia
Tn MeA€tn Tou 'Hnatog (EASL) oxeTika pe Tn Bgpaneia Tng nnatitidag C kavouv ava@opa oTov niavo
kivduvo enavevepyonoinong Tou HBV kaTta Tn S1dpKeld 1 JETA TNV anopdakpuvaon Tou HCV.

O1 apeoa dpwvTeg avTiiikoi napayovTeg (DAA) OTOXEUOUV EIDIKEG KN DOMIKEG NPWTEIVEG TOU 10U TG
nnatimidag C kal €Xouv WG anoTeAeoua Tn S1akonr Tou NoAAANAAcIacpou Tou 10U Kal TNG HKIE-AOiHWENG.
AOYW TNG Au&nuEvNG Toug dpaaoTikOTNTAG KaTd Tou HCV kal TnG EAAEIYNG OpaoTnploTNTAC KATA Tou HBY,
0 Kivduvocg enavevepyonoinong Tou HBV dUvaral va eival peyaAUTepoG Pe VEOTEPA BEFANEUTIKA OXNUATA
kaTa Tou HCV napd We TIG NPONYOUMEVWG EYKEKPIPEVEG Bepaneiec kaTta Tou HCV pe Baon tnv
IVTEPPEPOVN. TN BIBAIOypagia undapyxouv nepioTaTikd (Balagopal et al., 2015;-Collins et al., 2015;
Ende et al., 2015) onou nepiypdperal alEnan Tou likoU gopTiou HBV peTa and Taxeia NTwaon Tou 11Kou
@opTiou HCV og acBeveic nou éAaBav Bepaneia Ye Aueoa dpWVTEG avTiikciis napayovteg (DAA) oe
BepaneuTIKA OXANATA EAEUBEPA IVTEPPEPOVNG, EVM €XOUV EVTOMIOTEI xai GAAQ NEPIOTATIKA OTO oUCTNHA
EudraVigilance. Opiopéva and Ta nNepIOTATIKA Nou evTonioTnkav Ws(Tr 9epaneia pe napayovreg DAA
gixav ooBapeg ekBaoelg, ONwe eMdeivwan TG NNATIKNG ASITOUPYItG KAl TOUAAXIOTOV €va NEPIOTATIKO
onou o agBevng £xpnle HETAPOOXEUONG RNATOC.

H avTiypagn Tou HBV peTd Tnv €vapgn Tng Bepaneiag pesmapayovreg DAA yia AoipwEn pe HCV dev
nepypa@EeTal Npog To NApov OTIC NANPOPOPIEG NPOIGVTHC TWV €Ni TOU NAPOVTOG EYKEKPIHEVWV
NpoIOVTWYV KAl EVOYEl TNG 00BApOTNTAG TWV CUNBIVTWY Nou neplypa®ovTadl, TNG avaykng yia napeupfaon
oTov noAAanAaciacpo Tou HBV kai Tng BIoAovIKAS agloniaTiag Tou noAAanAaciagpuol Bewpndnke OTI
anaiTeitTo nepaitépw €peuva. H Tpéxouaa d:adikuoia napanopdnng Kivnénke ano Tnv Eupwnaikn Enirponn
MPOKEIMEVOU vVa eNITPANEl N NEPAITEPWIIEPEUVNON ToUu KIVOUVOU noAAanAaciacpou Tou 10U TNG
nnaTiTidag B pera Tnv évap&n Tng Beoaniciag pe napdyovreg DAA kal va ouoTrogl KaBs KataAAnAo PETPO
yla Tnv eAaxioTonoinon Tou KIvaupQu.

MeTa Tnv €vapén Tng enaveEgraang auTng, Ta anoTeAéoparta piag HeAETNC (Reig et al. 2016) nou
npaypaTonoinénke and Tov CkTwRpIo Tou 2014 £wg Tov AsképBplo Tou 2015, oTig povadeg nnatoAoyiag
TEOOAPWV 10MAVIKOV NAVEMICTNHIGK®OV VOOOKOMEIwV o€ aagbeveic pe xpovia nnaTiTida C Kal I0TopIKo
nNNaTokuTTapikou kabkivwuaTog (HKK) nou éAaBav Bepaneia pe napayovreg DAA unédeiav un
avapevopevn, ne®@IEn unotponn Tou HKK,

OewpnBNKEe.OIEKTOG ANd TNV ENAVEVEPYONoIiNOn Tou 1oV TNG nnaTiTidag B, 6a npénel eniong va
dlepeuvnéel nepaITéEpw 0 KivOUVOC NNATOKUTTAPIKOU KAPKIVWHATOG, evew Ba npénel va HeAeTnOei To
evdeXOiZvo ANWNG ENAPK®V HETPWYV NPOKEIPNEVOU va BeATIOTONOINBEI N AOPAARG KAl ANOTEAECUATIKN)
XRMOM aUTWV TWV PAPHAKEUTIK®OV NPoiovTwy. Q¢ ek TouTou, N Eupwnaikn EmTponn dieUpuve To Nedio
eapuoyng Tng diadikaciag Tov Anpilio Tou 2016 wOTE va eNITPEWEI TNV €EETACN TWV UNOAOINWV
0£dOHEVWY YIa TNV a&loAOYNon Tou KIVOUVOU NNATOKUTTAPIKOU KAPKIVOHUATOG Kal TV EMNNTOOEWY TOU
070 100ZUYI0 OPEANOUG-KIVOUVOU Yia OAOUG Toug napayovteg DAA oTtn Bepaneia Tng xpoviag nnatitidag C.

Kabwg au@dTepa Ta artipara yia Tn diadikacia nou KiviiBnke npokunTouv and Tnv agioAdynon Twv
O0£dOHEVWY MOU NMPOoEKUWAv ano TiG dpaoTnpIidTNTEG pappakoenaypunvnong, n Eupwnaikr EniTponn
{ATNoE n yvoun va uioBeTnBei and tnv Enirponr ®apudkwy yia AvBpwnivn Xprion (CHMP) Baocel
ouoTaong TnG EmTponng ®apuakoenaypunvnong-AgioAoynong Kivduvou (PRAC).



Fevikn nepiAnyn TnNG enioTnHoVIKNAG a§ioAoynong Tng PRAC

>Tnv a&loAdynon TG, n PRAC €&€taoe 0Aa Ta dedopéva nou unoBANRBNKav anod Toug KAaToxoug adeinv
KukAopopiag (KAK), kaBwg kal Tn BIBAIoypapia kai Tig NpOCOETEG NANPOPOPIES ANo WA ENIGTNHOVIKN
OUMBOUAEUTIKN opada og oxeon HE Tov KivOUvVo enavevepyonoinong Tng nnatitidag B kai Tnv unoTponn
Kal EYRAvIon NNAaTokuTTapikoU KAapKIVWHUATOG,.

Enavevepyonoinon Tou 10U nnaritidag B

‘Ogov agopd Tov Kivduvo enavevepyonoinong Tng NnaTimdag B, kabwg n xpovia Aoiywgn pe nnatitida B
(HBsAg+) yevikd BewpEeiTO KPITAPIO ANOKAEICHOU KAl N GUAAOYI OTOIXEIWV OXETIKA HE TIG OPOAOYIKES
e€eTaoeig HBV kai DNA Jgv NTav UnoXpewTiKh OTO MAAIGIO TOU NPOYPAUHUATOG avanTugng Twv
napayovrwv DAA, undpxouv NePIOPIOPEVEG MANPOPOPIEC OXETIKA PE TNV ENAVEVEPYOMOINON TRG
nnaTiTidag B nou pnopouv va An@Bouv ano Tig ndn 0AOKANPWHEVEG KAIVIKEG HEAETEG. QG £k ToUTOU, Td
dedopéva yia enavevepyonoinon Tou HBV pe Tn Bepaneia e napayovreg DAA NpogkUWay KUpiwg HETA
TNV KUKAOQOpPIa TwV Napayovrtwy oTnv ayopd.

Ta diaBéaipa dedopéva anodeikvUouy OTI N ENAVEVEPYONoinon Tou noAAanAaciaguol Tou HBV pnopsi va
npokUWel aTo nAaiolio TN Bepansiag TG xpoviag evepyoU AoidwEng pe HCV4isonoiadnnoTe popgn
anoTeAEoUATIKNG Bepaneiag o aoBeveic pe cUANOINWEN pe HBV kal HCV. K enavevepyonoinon pnopei va
OUMBEl KUpiwG og aTopa pe avixveuoipgo HBsAg kal evepyo noAAanAagiaaldio Tou HBV onoioudrnoTe
€MINEdOU, ONWC AUTN EKTIUAONKE ano PeTpnoiya enineda HBV-DNA, axad pnopei eniong va eu@avioTei
oe dTopa xwpic avixveuoiga HBsAg aAAd pe avixveloiyo avTiowldyEvavTl Tou nupnvikoU avTiyovou
(anti-HBc), ek Twv onoiwv €va PIkpd NOCOOTO WNOPEi eNiong, Ve~epgavioel kal didpopa enineda evepyou
noAAanAaciacuou Tou HBV.

Mapd To yeyovog 0TI £xouv neplypagei otn BiBAloypamia coBapd, akoun Kai 8avatneopa NePICTATIKA
gnavevepyonoinong Tou HBV, Ta diaBéaipa aToixgia-deixvouv OTI N enavevepyonoinon Tou
noAAanAaciacpyou Tou HBV pnopei kupiwg va €ivay nnia kal Xwpic KAIVIKEG ouvénelec. H enidpaon Twv
XapakTNPIoTIK®WV TNG Xpoviag Aoipwéng pe HEV,, dnwg o yovoTunog Tou HCV, To 11kO (opTio Kai n
ioTonaBoAoyikn oradionoinon, oTov Kivdu\e gugaviong enavevepyonoinong Tou HBV, dev Ba pnopouoe
va dleukplvioTel ano Ta diabéoipa dedoiieva. MnopoUUEe va unoBEocoupe, wOoTO0O0, OTI Ol AGBeVEiC PE MIo
NPOXWPNUEVN NNATIKA VOOO WNOPEiVE dIaTpEXOUV UWNAOTEPO KivOUVO EPPAVIONG CORAPWY KAIVIK®DV
EMNINAOKW®V €AV NPOKUWEI enavevepyonoinan Tou HBV. Zg yevikég ypaupEG, N eENnavevepyonoinon ouveRn
Aiyo PETa TNV évap€n Tng Begianeiag os €va PoTiBo nou ouvendyeTal Jia oxEon JeE TNV Taxeia Yeiwaon Tou
1lkoU opTiou HCV, kaTi mou Xapakrnpilel Tn duvapikn 1IkoU gpopTiou TNG Bepanciag ye napayovteg DAA.

SuvoAikd, n PRAC Amay»Tng anoywng OTI UNApXouv anodeiEeic oXETIKA JE TOV KivOUVO €NAVEVEPYONOINONG
Tou HBV o€ aoBeveic ue cuAAoIiNwEN pe HCV/HBV ol onoiol unoBaAlAovTal os Bepansia Je NApAYOVTEG
DAA kal, wG gx.ToUToU, N enavevepyonoinan Tou HBV og aoBeveig pe Tautdxpovn AoipwEn Ba npénel va
BewpeiTal aRavTIKOG avayvwpIoHEVOG KivOuvog nou Ba npéenel va napakoAouBeiTal oTevd PEoW
dpacTnRIATTWV pouTivag yia TNV eAaxioTonoinon Tou Kivouvou.

MpexEiuévou va ehaxioTonoindei o kivduvog enavevepyonoinong Tou HBV, n PRAC guvEaTnoe 0TI OAoI ol
aabeveic Ba npénel va eAéyxovTal yia AoigwEn pe HBV npiv ano Tnv évapén Tng Bepaneiag pe
rapayovteg DAA kal OTI ol aoBeveig ol onoiol Napoucialouv cUAAoIHwEN pe HBV/HCV Ba npéenel va
napakoAouBouvTal Kai va avTIHETwNI{ovTal CUNPWVA HE TIG TPEXOUTEG KAIVIKEG KATEUBUVTAPIEG
YPAMMEC. O NANPOPOPIEC TOU NPoidvToC Ba NpEnel va avTikaTtonTpilouv auTéG TIC CUCTACEIC Kal va
EVNHEPWVOUV TOUG ENAYYEAMATIEG UYEIAG OXETIKA HME AUTOV Tov Kivduvo. EninAéov, Ba npénel va
OUVIOTATAl OTOUG aoBEVEIC va EMNIKOIVWVIOOUV E TOV YIATPO TOUG €4V £€XOUV NOTE PHOAUVOEi e HBV,
kabwg anaiTeiTal aTevn napakoAoubnon.



HnarokutTapiko kapkivoua

‘Ogov agopd Tnv enavegeraon Tou HKK katd Tn Bepaneia pe napdyovreg DAA, ol KAK kAnBnkav va
EKTEAEOOUV 1A OUVOAIKN €NAVEEETAON OAWV TWV JIABECIHWY OEQOUEVWY ANO TIC KAIVIKEG HEAETEG, TIG
MEAETEC NapaTrnpnong, TIG auBopuNnTEG avapopEg Kal Tn dnuoacisupévn BiBAloypagia oxeTika pe To HKK
o€ aoBeveig pe xpovia nnatiTida C pera Tn Bepansia pe napayovteg DAA.

Mia peAETN anod Toug Reig et al. (2016) €dei1€e onpa unoTtponnc Tou HKK og aoBeveig nou unoBAnnkav
oe Bepaneia pe napdyovreg DAA. MNMapopola anoTeAéopaTta eAngenoav and Toug Conti et al. (2016).
AAAG OnuoOOIEUPEVA ODOHEVA ano PNEYAAUTEPEG KOOPTEIG dev unoaTnpifouv Ta supnuara (Pol et al,
2016). QoTO00, AUTEG 01 KOOPTEIG €iTe dev eixav axediaoTei yia Tnv a§ioAdynon Tng unoTponng Tou HiKK,
Onwg gival n nNepinTwon TnNG kodpTng ANRS CO22 HEPATHER, ciTe oupnepieAduBavav nNepIopIoUEVS
aplOuo acBevwv e nponyoupevo HKK nou gixe emdei&el NARpN AakTIVOAOYIKI avTanokpion kdaier onoiol
oTn ouvéxela unoBAnBnkav os Bepaneia e napayovreg DAA, onwg otnv kodpTtn ANRS CQLR'CirVir.

SuvoAIkd, n PRAC £kpive OTI anaiToUvTal NeEPAITEPW WEAETEG YId VA XAPAKTNPIOTEI NEPAUITEPW O KivOUVOG
unoTtponng Tou HKK nou oxeTiCeTal e Tn Bepaneia pe napdyovrteg DAA, NpoKeIPEVO U va
aVvTIHETWNIOBOUYV 01 Evanopévouoeg aBeBaldTNTEG OXETIKA HE AUTOV ToV duvNTIKE\KiVOUVO Kal va
anogavOsi OxeTIKA YE TNV avaykn yia eNNAEOV OUPBOUAEG KAIVIKNAG dlaxeipi@ng. AauBavovtag unown
O0Aa Ta diaBéoipa dedopéva, n PRAC fTav Tng anowng oTi ol KAK 8a npérera disEayouv Kal va
unoBalouv Ta anoTeEAECUATA HIAG NPOONTIKAG HEAETNG YIA TNV ACOQAAZiGyE TN Xpron dedouEvmy nou
npokUNTOUV anod TNV KoOpTN MIac KaAd kaBopiopévng opadag acBsvav, BAcel evOG OUNPWVNUEVOU
npwToKOAAOU nou Ba kabopilel Ta KPITAPIA €10aYWYAC KAl NaparkoAdubnong Twv acbevav 6oov agopd
To xpovodiaypappa kai Tn YEBodo diaAoync. To NpwWTOKOAAD TNG MEAETNC auTnc Ba npénel va unoPBAnBei
otnv PRAC péxp! Tic 15 Touviou 2017 kal Ta TEAIKA anoTEAETUATA TNG HEAETNG £wC TO 40 TPiUNVOo Tou
20109.

Me Bdaon Ta eupnuarta Twv Reig et al., dIaTuNWOAKAV €NioNG avnOUXIieG OXETIKA KE TNV avanTuén de
novo HKK og KippwTikoUg acBeveic pe HCV nou~iappdavouv Bepaneia pe napdyovrteg DAA, kabwg ol
aoBeveig auToi pnopei va €xouv HKK nou d<v éxel akopn diayvwoTei. Aedopeva and KAIVIKEG HEAETEG
OXETIKA WE TN ouXVOTNTA gUQAviong Tou(Veoeu@avi{opevou HKK deixvouv uWwnAOTEPEG ONUEIAKES
EKTIMNOEIC yIa To HKK peTd Tnv eniTedsrn oTaBeprc 10Aoyikng andkpiong (SVR) pe BepaneuTika oxXnuaTa
e\elBepa IFN ouykpITIKG HE OXAUATG Nou nepiExouv IFN, akopa kal kata Tn d1acTpwHATwaon avaioya
ME TNV napouacia ) anouaia Kipowong. QoTdo0, avayvwpioTnke n duokoAia NARPoUg eAEyXOU TNG
oUyxuong o€ auThnV Tn Jn Taxalonoinuévn ouykpion. NMapdAa auTd, Bewpndnke OTI N eNidpacn Twv
Bepancinyv pe napdyoviss DAA oTn ouxvoTNTa EUPAvIong Kai To €idog Twv de novo HKK Ba npénel va
dlepeuvnBei nepaITEPa o Toug KAK HEOw HIag NpoonTIKNG HEAETNG KOOPTNG nou Ba disEaxBei oe
aoBeveic pe Aoigw&n)HCV pe avTipponoupevn Kippwaon (CPT-A), xwpic 10Topikd HKK kal nou AapBavouv
Bepaneia pe napayovreg DAA. H épeuva Ba npénel va anodwaoel NpoonTIKA TOUG YVWOToUG NApAayovTeG
KIvoUvou yid HKK kal Tov neplodiko EAeyXo aneikoviong yia Tn didyvwon HKK, ocUppwva pe TIg
TPEXOUOES cUPWNAIKEG KAIVIKEG KaTEUBUVTNPIEG 0dnyieg (EASL). Mia PeEAETN oKOMIPOTNTAG TNG XPHONG
TWV UPiaTanevwy nnywv dedopévwy yia To okond auTto Ba npénel va unoBAnBei yia a§loAoynon ano tnv
PRAG €wg Tig 15 Iouviou 2017. S& nepinTwaon Nou n Xpron TWV UPICTAHEVOV NNYWV OEJONEVWYV dev
ori0deIxBel epikTnh, 6a Npénel va NpoBAs@Osi pia NpdTacn yia TNV NPoonTIKr GUAAOYN TWV JEDONEVWV.

H PRAC fTav eniong TnG anowng OTI «n €UQAvIcn TOU NNATOKUTTAPIKOU KAPKIVOUATOG» KAl «Nn UNOTPONN
TOU NNATokUuTTapikoU KApKIVONATOC» Ba npenel va BswpouvTal onuavTikoi duvnTikoi Kivdouvol,
EninAéov, «ol aoBeveic pe 10Topikd HKK» Ba npénel va BewpoUvTal eAAsinovTta aToixeia, kabwg o
NANBUoNOC auTodg gixe anokAeloBei and TIG S1aBECINEG KAIVIKEG HEAETEG. Ta oxédia diaxeipiong KivdUvou
(ZAK) OAWV TWV OXETIKWV QAPHAKEUTIKWOV NPoiovTwyv Ba enikaiponoinbolv avaioya.



Supnepaoparikd, n PRAC £kpive 0TI To 100ZUYI0 0QPEAOUC-KIVOUVOU YId TA NPoidVTA Nou NEPIEXOUV
napayovrec DAA napépeive BETIKO, UNO TNV EMNIPUAAEN TwWV TPOMOMOINCEWV TWV OpWV TWV AdEIOV
KUKAo®popiag.

Advyol yia Tn diatunmwon ouoTaong ano Tnv PRAC
EkTipwvTag oI,

e H PRAC éAaBe undyn Tn diadikacia nou Kivrdnke duvapel Tou apBpou 20 Tou kavoviopou (EK)
ap18. 726/2004 Baoel Twv ddOHEVWV PAPHAKOENAYpUNVNONG YId TOUG AUEDA DPWVTEG
avTiiikoug napdayovTeg (DAA) nou evdsikvuvTal yia TNV avTIJETWNION TNG Xpoviag nnaTimidagLs

e H PRAC enave&etaoe To cUVoAo TwV dedOPEVWY Nou unoBAnBnkav eyypdpwc, Kabwg Kair«aTda
TN JIAPKEIa NPOPOPIKWV EENYHOEWV AN TOUG KATOXOUG GdEIAC KUKAOPOPIAG 0€ OXEQTTLIE TOV
Kivduvo enavevepyonoinong Tng NNaTimidag B kai TiIg avnouxieg nou ekppacTnkavera anod
ava@opeg NNATOKUTTAPIKOU KAPKIVOHUATOG 0g agBeveig nou Aaupavav napdayoyteg DAA, kabwg
Kal To NOpIoHa TNG ouvedpiaong TNG ENICTNHOVIKAG CUKBOUAEUTIKNG ONAdA& A TIG IOYEVEIG
aoBevelec/HIV.

e 'Ooov agopd Tnv enavevepyonoinon Tou HBV, n PRAC kaTéAn&e oTolcwpnépaoua OTI Ta
dlaBEaiua dedopéva anodeikvUouv Tov KivOUuvo enavevepyonoinars-you HBV o aoBeveic pe
OUAAOIPWEN pe HBV/HCV nou AapBavouv Bepansia pe napdyevireg DAA yia TNV avTIMET®NION
Tn¢ Xpoviag nnatimidag C. H PRAC fiTav Tng anowng OTI 0OAQL d1*acBeveic Ba npEnel va eAeyxovTal
yia AoigwEn ano Tov 16 TNG NnaTimidag B npiv and Tnv &rapén TG Bgpaneiag He NApAYoOVTEG
DAA. O1 agBeveig pe oulhoipwEn HBV/HCV Ba npéensi va napakohouBouvTal kaTtd Tn Sidpkeia
Kal JETA Tn Bepansia cUPPWVA PE TIG TPEXOUOEG KMVIKEG KATEUBUVTHPIEC YPAUHEG. Ol
NANPOPOPIeC NPoidVTOC Ba NEPIAAPBAVOUV HIGIPOoEIdON0INON EVNHEPWONG OXETIKA PE TOV
Kivduvo enavevepyonoinong Tng nnaTiTidac®B, kal 8a avTikatonTpilouv TIG CUCTACEIG AUTEG.

e 'Ooov agopd Tov Kivduvo unoTtponng Toe”HKK oe aoBeveic nou AauBdavouv napayovreg DAA, n
PRAC €kpive 0TI anairoUvTal nepio@dTepa OdoPEvVa Yia TIG EMNTWOEIG TNG Bepaneiag pe
napdayovteg DAA oTn ouxvoTnTa(EN@aviong Tng unotponng HKK. ‘OAol o KAK Twv napayoviwv
DAA B6a JIeEayouyV Hia NMPOoOoRTik MEAETN YIA TNV AOQAAEIa O Jia KAAd kaBopiopévn opdda
aoBevov BACEl EVOG CUPG@VNHEVOU NPpwTOKOAAOU nou Ba kabopilel Ta KpITAPIA ElI0AYWYNRG Kal
napakoAouBnong. EvbappuUveTal n disEaywyn HIAg KOIVAG HEAETNC.

e H PRAC nTav €niong g yvwung oTi n €nidpaon Tng Bepanciag pe napayovteg DAA oTtn
ouxvOTNTa ERDAVIONG KAl To €i80¢ TOU de NovVo NNATOKUTTAPIKOU KApKIVWHUATOG Ba npénel va
dlepeuvnBelispaITEPW PECW MIAC MPOONTIKNAG HEAETNG KOOPTNG 0€ aoBeveic Pe Aoipwén HCV pe
Kippwond Ev9appuveTal n dieEaywyn HIag Koiving HEAETNG.

AapBavovtaé inown Ta napandvw, n PRAC ékpive OTI To 100ZUYI0 0PEAOUG-KIVOUVOU TwV Auecd
OPWVTWWAVTIIKOV Napayoviwyv napapével BeTIkO und Tnv eniQUAAEN TwV TPOMOMOINTEWY TWV OpwWV
TwV adémwv KUKAo@opiac.

Kasd ouvéneia, n PRAC sionyeital Tnv Tpononoinon Twv 0pwv adesiag kukAogopiacg Twv Daklinza,
Exviera, Harvoni, Olysio, Sovaldi kai Viekirax.

F'vopodoTtnon Tng CHMP kai AeNnTOMEPNG AITIOAOYNON OXETIKA HE TOUG ENICTNHOVIKOUG AGYyoug
anokAiong anod Tn cuotaon TnGg PRAC

H CHMP, apoU €&£Taoe Tn ouoTtaon TnGg PRAC, oup@®vnoe KE Ta YeVIKA eNIOTAPOVIKA nopiouara Kal
TOug AOYouG d1aTUNWONG CUGTACEWV.

SUhQwva We Tn ouotaon TnG PRAC, npokeipgévou va a&lohoynBei n unoTponr Tou NNaTtokuTTapikou
KApKIVWHATOG NOU OXETICETAI UE TOUG APeda SpwVTEG avTilikoUg napayovTeg, ol KAK 8a diggayouv kal 8a



UnoBAAAouUV Ta anoTEAECHATA HIAG NMPOONTIKNG HEAETNG YIA TNV AOPAAEIQ PE TN XPron deS0PEVWY MoU
NPoKUMNTOUV ano Tnv KodpTn MIag KaAd kabopiopevng opadag acbevwy, BAcel evOG CUNPWVNHEVOU
npwToKOAAOU nou Ba kabopilel Ta KPITAPIA €10aYWYAS Kal napakoAouBbnong Twv acbevawv 6cov agopd
TO Xpovodiaypdupa Kal Tn JEBodo diaAoync.

MeTd and nepaITépw €EETAON TWV XPOVOdIAYPANKATWY MOU NPOTEIVOVTAl YId TNV UNOBOAN TNG TEAIKNG
€KBEONG TNG HEAETNG Kal AapBavovTag unoywn 0TI To NpwTOKOAAO Ba npenel va unoBAnBei €wg Tig 15
Iouviou 2017, n CHMP ATav Tng yvopng 0TI N nUEpounvia yia Tnv unofoAn Tng TEAIKNG €KBEONG TNG
HEAETNC Ba npénel va avaBAnBei yia To 20 Tpipnvo Tou 2021, npokeigévou va doBei enapkng Xpovog yia
TNV €NITEUEN OUNPWVIAG yia €va KoIvo NPwWTOKOAAO Kdl yia TN CUAANOYI APKETWV OTOIXEIWV NPOKEIPEY U
va unap&el enapkng andvtnon OXETIKA JE TNV EMNICTNHOVIKN €pWTNON.

H diaTunwon Tou 0pou TnG adelag KukAopopiag €xel Tpononoindei avaloywg.

EninAéov, Ta evdidueoa anoteAéopaTa 8a npenel va unoBAnBolv yia agloAdynon anod Tnv PRAC €wg To
40 Tpiunvo Tou 2019.

Ta ZAK 8a npénel va enikaiponoinfolv avaloywg evTog 3 HNvav ano Tnv napotod-yvwpodoTnaon TG
CHMP.

Feviko nopioua

KaTd ouvéneia, n CHMP kpivel 6T To 10000YI0 0QENOUG-KIVOUVOU Yig-ig npoiovta Daklinza, Exviera,
Harvoni, Olysio, Sovaldi kai Viekirax napauével BeTikd, uno Tnv &xpuAagn Twv TPONonoINgEwyV TwV
NMANPOPOPI®V NPOIOVTOC KAl TwV NPolnoBecgewy nou NepIypd@avral napanavw.

Enopévwg, n CHMP gionyeiTal Tnv Tpononoinon Twv 0pwy Thv adeinv KUKAOPOPIag yia Ta npoiovTa
Daklinza, Exviera, Harvoni, Olysio, Sovaldi kai Viekirakx,
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