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HEPIAHYH TQON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Genvoya 150 mg/150 mg/200 mg/10 mg enucodvppéva pe AemTd LUEVIO S1oKia
Genvoya 90 mg/90 mg/120 mg/6 mg emukaAvppéva pe AeTTo LIEVIO d1oKin

2. HOIOTIKH KAI ITIOXOTIKH XYNGEXH

Genvova 150 mg/150 mg/200 mg/10 mg smucoioupéva pe Aemtd LUEVIo StoKia

Kébe dokio mepiéyer 150 mg elvitegravir, 150 mg cobicistat, 200 mg emtricitabine kot tenofovir
alafenamide fumarate mov 1wodvvopei pe 10 mg tenofovir alafenamide.

"Exdoyo(n) pe yvoom dpdon

Kébe dokio mepigyerl 58 mg Aoktoln (og povoddpikn).

Genvova 90 mg/90 mg/120 mg/6 mg smukaivupévo. pe Aertd vuévio dIoKio

KéBe dokio mepiéyel 90 mg elvitegravir, 90 mg cobicistat, 120 mg emtricitabine ko1 tenofovir
alafenamide fumarate mov 1codvvopei pe 6 mg tenofovir alafenamide.

"Exdoyo(a) pe yvoom dpdon

Kébe dokio mepiéyer 35 mg Aoktoln (og povoddpikn).

I"o tov TApn Katdhoyo Tev ekdoywv, PA. Tapdypapo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
Emwcaivppévo pe Aemtd vpévio diokio (d10kio).

Genvova 150 mg/150 mg/200 mg/10 mg smukoioupéva pe Aemtd LUEVIO StoKia

Emwcaivppévo pe Aemtd vpévio 810Kio, TPAcIvon YpMOLLOTOG KOl GYNLLOTOG KOWAKIO, S1HGTAGE®DY
19 mm x 8,5 mm mwov @épet yapayuévn v EvoeEn «GSI» ot pia mhevpd Tov d10KioL Kot TV
évoeiEn «510» otnv AN TAgvpd tov diokiov.

Genvoya 90 mg/90 mg/120 mg/6 mg smkaivuuévo ne Aertd vuévio dS1oKio

EmwcoAivppévo pe Aentd vpévio 810kio, TPActvou Yp®UOTOS KoL GYNILATOS Koyakiov, d106TacemV

16 mm x 7 mm mov pépet yopaypévn v Evoeitn «GSI» ot pia mThevpd Tov d1oKiov Kot EYKOnr 6TV
GAAN Tevpd TOL dlokiov.

H gykomn ypnoyevet povo yia vo S1uKoAvvel ) padon Tov S16Kiov Kot TV KoTmoo Kot Oyl yio
TOV S0 ®PIGUO G€ io€G SOOELS.

4. KAINIKEX ITIAHPO®OPIEXZ

4.1 OgpomevTikég gvositealg

To Genvoya gvdeikvoton yia ) Ogpamneio AOIL®ENG 0d ToV 10 NG AVOPAOTIVIG (VOGOaVETAPKELNG |
(HIV-1) yopig omolecdnmote YvoOOoTEG LETAALAEELS TOL GYETICOVTOL [LE AVTOYN OE TOPBEYOVTEG TOV

OVI{KOUV GTNV KOTNYOPio TOV OVAGTOAL®VY TG VTEYKPAonG, Tnv emtricitabine 1| To tenofovir o¢
eVIAIKEG Kol Tondlatpikovg acBeveic nAiog amd 2 TV pe copatikd Bapog TovAdyiotov 14 kg



BA. mapaypdpovg 4.2 kan 5.1.
4.2 Aocoioyio kor TpOmTOS YOPNYNONG

Tnv évapén g Bepanciog mpémet vo avoropPavel yiotpog pe epmelpio 6To ¥epopd AOUDEEDY amd
tov 16 HIV.

Aocoloyia

Evihikes kau woudrazpirol aobeveis fapouvs ovdayiotov 25 kg.
"Eva dwokio tov 150 mg/150 mg/200 mg/10 mg Aopfavopevo pio popd nuepnoing pali pe tpoen.

THoudozpixoi aobeveis nlikiog 2 etv kot ave, fopovg tovAdyiatov 14 kg éwg rdrw twv 25 kg.
"Eva d1oxio tv 90 mg/90 mg/120 mg/6 mg Aapfavouevo pio popd nuepnciong pali pe tpoen.

Edv o acBevic mapadeiyet kdmowa 66om tov Genvoya eviog 18 mpadv amd v Kavovikn dpo Ayng
™g 060oMG, 0 acbevng mpémetl va mapel To Genvoya poli pe Tpoen 660 To SLVATO YPIYOPOTEPO KOt VoL
OoLVEYIGEL TO KOVOVIKO 6000A0Y1KO Tpdypappa. Edv évag acBevig napaieiyet kdmola d6om Tov
Genvoya ylo tepiocdtepo and 18 mpeg, 0 acbevic dev mpémet va mTApeL T 00N TOL TaPEAEWYE, OAAL
OAG VO GUVEYIGEL TO KOVOVIKO S0GOAOYIKO TPOYPOLLLLAL

Edv 0 aoBevnic kaver epetd evtdc 1 mpag amd ) Ay tov Genvoya, Tpémel vo mapet £vo. dAlo diokio.

Ewwoi tAnbuopoi

Hurxiouévor
Agv amouteiton avampocappoyn g 66omg tov Genvoya og nAKIopEVoLS acbeveig (PA.
Topoypapovg 5.1 ko 5.2).

Negppiki dvalerrovpyio,

Agv amatteital avompocappoyn g 60ong tov Genvoya g evijlikes Kat eprfovg (MAtkiog
TOLAGYIoTOV 12 €TV Ko copatikov Bdpovg Tovidyiotov 35 kg) pe ektipdpevn kdbapon kpeativiving
(CrCl) > 30 ml/min. To Genvoya 0o mpénetl va dtoomtetan o€ acbeveic pe extiudpevn Kabopon
KPEATIVIVIIG TTOL petwvetat Katw ard 30 ml/min kotd T Sidpkeia g Oepaneiog (PA. mwapdypapo 5.2).

Agv anouteiton Tpocappoyn tov Genvoya g EVIMKEG e VEPPIKT VOO TEAMKOD GTadiov (EKTILOUEV
CrCl < 15 ml/min) o€ xpovia aypodwiion. Qotdco, to Genvoya Oa Tpémel yevikd va amo@edyetTat,
oAAG pmopet va ypnotponombel g avtos Toug acbeveic edv BewpnOel 6TL TaL TOAVA OPEAN
VIEPTEPOLY TV THAV®V KIvduvev (BA. mopaypdpovg 4.4 kot 5.2). Katd tig nuépeg g aptodtdAong,
1o Genvoya Oa mpénet vo yopnyeitol LeTd TNV 0AOKAN peoN TG Oepaneiog apodtdiong.

To Genvoya 0o mpénel va amopevyeton o€ acbeveig pe extipodpevn CrCl > 15 ml/min kon < 30 ml/min
N < 15 ml/min, ot onoiot d&v vwoPdArovTor og xpdvia aLodwAon, kabdg 1 acedAsia tov Genvoya
dev &yel tekpnplobel g avTovg ToLE TANBLOPOVG.

Agv vapyovv Soféoa dedopéva yia T S10TOTMOOT S0GOAOYIKMV GUCTACEWY GE TOd1d NAuciog
KOT® TV 12 €10V e veppikn duoAeltovpyia 1) o€ Taudid nAkiog Katw tov 18 etdv pe veppikn voco
TEMKOV GTadi0V.

Hrotixn dvolerrovpyia

Agv amouteiton avoanpocappoyn g 66ong tov Genvoya ce acBeveig pe Nmo (Child-Pugh
Kamyopia A) 1§ pétpra (Child-Pugh Katnyopia B) nratikn dvcieitovpyia. To Genvoya dev €yet
ueremOei o€ acbeveic pe cofapn nrotikn dSvcoiettovpyio (Child-Pugh Kamyopia C) cuvenmg, to
Genvoya d€ GuvicTdTol Yio xpnon o€ acBeveic pe soPapr| nratiky dvsiettovpyia (PA.

TPy papovg 4.4 kat 5.2).



THoudrozpirog minBoouog
H acpdieio kon 1 omoterespatikotnta Tov Genvoya o€ modid niuciog K4Tm tov 2 eTov 1
Bapovug < 14 kg dev &rovv axdua tekunpumdel. Aev vapyovv dwbécia dedopéva.

Tpbdmog yoprynong

To Genvoya mpénetl va AapfaveTol amd Tov GTOUATOS, (o popd nuepnoing pall pe tpoen (PA.
Tapdypapo 5.2). Adym NG TKPNG YEVGNG, GUVIGTATOL TO EMKOAVUUEVO LE AETTO VUEVIO SIGKI0 VoL
unv pacato 1 va unv Bpovppotietat. [a toug aobeveis ol omoiot dev PIopovv vo KaTamiovv 1o
d10Ki0 OAOKAN PO, EMITPENETAL O OLOYMPICUOG TOV O10KIOV GTN HEST] KOl 1) Ay TOV dV0 LUEPADV TO Vol
LeTd 1o GAAo, eEacparilovTog ot 6Tt Aapdaveton 1 TANpng 6661 apécwc.

43 Avrtevoeiteg

YrepevauoOnoio oTig dpacTIKEG OVGIEG 1) G€ KATO10 Ao To EKOOY0 TOV AVOPEPOVTIOL GTIV
mopdypoeo 6.1.

SuyxopNyNon LE QOPLUKEVTIKA TPoidvTa Tov eEaptmviat og peydho Padud and to CYP3A ywo v
KaBopon Kot yio to ooio ot auENUEVES GLYKEVIPAOGELS 0TO TAUCHA GYeTiCovTol pe coPapéc N
amenTiKéG yio T Con avemBounteg evépyeieg. Xuvendg, To Genvoya dgv TPENEL VO GUYYOPTYELTAL pLE
QOPUAKEVTIKA TPOTOVTA TOL TTEPIAAUP VoLV, LETOED GAA®Y, Ta akdAovBa (BA. Tapaypdpovg 4.4 Kot
4.5):

. AVTOYOVIOTEG AAPa 1-adpevepyikdv vmodoyéwv: aApovlocivn

QVTIOPPLOLIKA: oLOOPOVT], KIVIdivn

TopAy®ya epuoIPmOOVG OADPAG: dWSPOEPYOTALLIVY], EPYOLETPIVY], EPYOTOLIVY

TOPAYOVTEG KIVTIKOTNTOS YOOTPEVIEPIKOD COANVA: GLGOTPION

avaotoreig g HMG Co-A avaywydong: Aofactativn, oipupfoactoativn

VITOMTO QIO TOPAYOVTAG: AOUITOTION

VEVPOANTITIKA/OVTIYLY®MGTKA: Tolidn, Aovpacidovn

avaotoAeig g PDE-5: cildevapiin yio ™ Ogpomeio TG TVELHOVIKNG OPTNPLOKNG VITEPTACTG
NPEUICTIKA/VTVAOTIKA: OPTYOUUEVT] OO TOL GTOLOTOG LdaloAdun, Tpraloidun

Zuyyopnynon He QapUaKELTIKA TPoidvTa Tov gival 1oyvpol enaywyeic tov CYP3A Adym g
mOAVOTNTOG AMMOAELNG TG LOAOYIKNG OVTATOKPIoT G Kot Thavig avtoyng oto Genvoya. Xuvenmg, To
Genvoya 0&v TPENEL VO, GUYYOPNYEITOL LLE POPLOKEVTIKE TPOIdVTO TOL TEPAapPdvouy, netald GAAw®Y,
T axoAovBa (PA. mopaypdpovg 4.4 ko1 4.5):

. avTIEmANTTIKd: KapPapalenivn, eawvoBapPitdin, atvotoivn
. OVTILVKOBOKTNPLOKA: PLOOUTIKIVY
. @uTIKA TTpoiovta: St. John’s wort (Hypericum perforatum/vnepikd to

datpnto/Parcapodyopto)

Yvyyopnynon e ete€iiikn dofryatpdvn, Eva vroctpopa P-yAvkonpateivng (P-gp) (PA.
Topaypao 4.5).

4.4 E101kég TPOEOOTOU|GELS KU TPOPVAGEELS KATA T1) YP1 o1

Aocfeveic ue svvurdpyovoa Aoinmén amd tov 10 HIV ko tov 10 e nratitidoac B 1 C

AcbBeveig pe ypovia nratitido B 1 C ot onoiot AapPdvovv avtipetpoitkn aymyn xovv avEnpévo
KIvouvo gupdviong cofapmv Kot SuvnTikd BavaTneopOY NTATIKMOV OVETIBOUNTMV EVEPYELDV.

H acpdieio kou 1 omotedeopatikotta Tov Genvoya o€ acOevelg e Guvumapyovsa AOTL®EN atd Tov
10 HIV-1 ka1 tov 16 ¢ nratitivag C (HCV) dev éxovv tekunpiaodet.



To tenofovir alafenamide givon dpactikd Kotd Tov 100 g nratitdag B (HBV). H dwxonn g
ayoyns pe Genvoya cg acBeveig pe cuvumapyovca Aoipmén and tov 16 HIV kot HBV pmopet va
ovoyetiobel pe coPapés, ofeieg e£dpoeig nratitidog. Acbeveig pe cvvundpyovoa Aoipnwén and tov
16 HIV ko1 tov 160 HBV mov dwokdntovv 1o Genvoya, Tpénet va Tapakoiovdodvial oTeVA e KAVIKO
KO EPYACTNPLOKO EAEYYO Y10 TOVAGYIGTOV OPKETOVG UNVEG LETA TN S1OKOMN TNG Oy®YNG.

Hrotikn vocog

H acpdieio kor 1 amotedespatikotta Tov Genvoya 6€ aoOEVEIS LLe OTUOVTIKES VITOKEIUEVEG
NRATIKEG SratapayEs Ogv Eyovv Tekunplodel.

Koatd ™ dudpketa cuvdvacuévng avtpetpoikng aywyng (CART), acOeveic pe mpoimdpyovoa nratikn
dvoiettovpyio cuUTEPIAAUPOVOLEVNC TG XPOVING EVEPYOL NTOTITIONG £XOVV avENUEVT] GUYVOTNTA
EUGAVIOTNG S1OTAPAYDV TNG NTATIKNG AEITOLPYIOG KO TPETEL VO, TOPOKOAOLOOVVTAL GOUP®VA E TNV
KaO1EPOULEVT TPAKTIKT. L€ TEPIMTOOT EMOEIVOOTG TNG NRATIKNG VOGOL GTIV KATNYOPio QUTH TOV
acBevav, mpénet va e&etdleTon 1 S10KOTN 1) 1] OPICTIKT| TAVGT TNG Oy WYNS.

opatikd Bapoc kot petaforkéc TapdueTpot

Katd ™ dibpketa g aviipeTpoikng Bepameiog evOEyeTan Vo, TAPOVGLUCTEL CDENGT TOV COUOTIKOD
Bépovg Kabng Kot TV enédwv TV MITimy Kot g YALKOING 6to aipo. O ahdayEc avtég Umopel, ev
LEPEL, VO GLUVOEOVTOL LLE TOV EAEYYO TNG VOGOL KOl TOV TPOTO {0NG. Avapopikd [ To Mmtidia, o€
OPICUEVEG TEPIMTMCELS, VILAPYOVY eVOEIEELS Yo EMidpaom TG Bepamneiog, evd doov aopd Tnv avénon
TOV GOUATIKOV BApovg deV LILAPYOVV 1GYVPEG EVOEIEELG TTOV VO T1 GVOYETILOVV LLE OTOLOONTTOTE
ovykekpuévn Bepaneio. H mapakorovdnon tov Mmdiov kot g yAvkolng 6to aipo pémet vo
Baocileton otig Kabiepopéves kKatevBuvenpieg odnyieg Bepaneiog Tov HIV. Ot datapayég tov Mmidinv
Oa tpénel va avtipetomiloviol Omme evOEiKvuToL KAVIKA.

Mutoyovdplakn dvciertovpyio petd amd £kbeon in utero

NovkAeoo(T)101Kd avEAOYH EVOEXETOL VO, EXTPEAGOLY TN LITOXOVOPLUKT AELTOVPYia G TOUKiIA0 BablLo,
70 OTolo &ivo evTovaTepo e T oTafoudiv, didavosivn kot Cidofovdivr. ‘Eyetl avapepOet
prroyovdplokn dvchertovpyia o HIV apvntikd Bpéen ta omoia eiyov extebel in utero n/ion puetd m
YEVVTOT] GE VOUKAEOGIOIKA OVAAOYO" Ol AVOPOPEG AVTEG aPOPOVCaY KVpimg TN Bepaneia e
Bepamevtikd oyfuota wov mepieiyov (wofovdivn. Ot kvpieg avemBdunTeg evépyeles ol omoieg
avapépOniav, eivar opatoloyikég dSroTopayEs (avapio, OLdETEPOTEVIN) Kot LETOPOAIKEG SITAPAYES
(VyMAo erinedo yolokTikov 0EE0¢ 610 aipa, VYNAS eninedo Mmdong oto aipa). Ot evépyeleg anTég
ovyva NTav Tapodikés. Exovv avaeepbel omdvia vevporoyikég dtatapayég dyiung Evapéng
(veptovia, oTacpol, N LUOIOAOYIKT GUUTEPLPOPA). Aev Elval YV®GTO €Nl TOL TAPOVTOC, EAV TETOIEG
VELPOAOYIKEG dlatapayég etvarl Tapodikég 1 povues. Ta evpripata avtd Ba tpémet va Aapfavovtaon
VILOYT Y10 OTOL0OMTOTE Todi TOV EKTEONKE in utero Ge VoukA£oo(T)IOKA AvVAA0Y0, TO OTTOI0
TPoLGALel cOPapa KAVIKA EVPTLLOT OYVAOGTOL OTIoA0YioG, 10img vevporoyukd evpripata. Ta
EVPNULATA OVTA dEV EXNPEALOVV TIG TAPOVGES EBVIKEG GUGTAGELS Y10L T1| YPTOT| OVTLPETPOIKNG
Oepamneiog o &ykveg yovaiKes, TPOKEWEVOL va TPoAneei ) kdBetn petddoon tov wv HIV.

20vopouo Erovevepyomoinonc tov Avosomotntikod ZuGTALOTOC

e HIV opoBetikong acBevelg [ie cofopn avoGoroyIK| OVETAPKELD EVOEXETOL VO ELPOVIOTEL, KOTA TNV
évapén g CART, pio pAeypovdong ovtidpaon 6€ ACUUTTOUOTIKG 1] VTOAEYUUOTIKA EVKOLPIOKA
wafoyova kot vo TpokAnBoOv Gofapés KAVIKES KATOOTAGELS 1) EMOEIVOOT TV CUUTTONATOV. TEToEg
AvTIOPAGELS £XOVV TUTTIKE TAPOVCIUGTEL EVTOG TOV TPMTOV ERGOUAOOV 1 UNVAOV amd TV Evapén g
CART. Zyetikd mapadeiyporo teptlopfivouv apeiPAnctpoeditida and KuTTopopEYAAOTs,
YEVIKELUEVEG 1/KaL E0TIOKES AOUMEELG amd pLuKoPoKTnpidiol Kot TVELHOVIO OPEIAOUEVT GE
Prneumocystis jirovecii. ®a Tpénel Vo EKTYLMDVTOL OTOLOONTOTE PAEYLOVDOT) GUUTTOUOTO KOL VL
opiletan Bepameio, OTav omorteiton.



Avtodvooeg dratapayég (0mms 1 vocog Tov Graves Kot 1) TodvooT NraTitidon) el eniong avapepdel
OTL ELOOVICTNKOV OTO, TANIGL0 TG EXAVEVEPYOTOINGTG TOV OVOGOTOUTIKOD GLGTNLATOG. 26TAC0, O
OVOQPEPOLEVOG XPOVOS LEXPL TNV ELPAVION EVOL TEPIGGATEPO KVILOVOLLEVOG KOl QLT TO, GLUPEVTOL
propel vo supfovv ToAhobe piveg petd v Evapén g Bepameiog.

Evkapraxéc Aowwméeic

AcbBeveig o1 omoiot eAdpfavayv Genvoya 1 0To0OTOTE AAAY OVTIPETPOTIKT Bepaneio pmopel va
€EaKoAOVONGOLY VO AVOTTTVGGOVY EVKALPLOKES AOMEELS Kot GAAe emmAokéc g HIV Aoipméng kon
GUVETMG TPEMEL VO, TAPUUEVOLY VIO GTEVN 1ULTPIKT TAPOKOAOVONGT atd Y1oTpovg e EUTELPID, 0T
Bepomeio aoBevav pe voooug oyetilopeveg pe tov 10 HIV.

Ooc1teovékpmon

AvopépOnKav TEPITTOGEIG 0GTEOVEKPOONS KUPIWS 6€ 0obeveig e mpoywpnuévn Aoipmén HIV /o
pokpdag drdpketag EkBeon oe CART av kon 1 autioloyio Bempeiton ToAvmapoyovTIKY
(ovumepthopfdvovtal n ¥p1oT KOPTIKOGTEPOEW MV, 1| KATOVAA®MGT aAKOOA, 1| GoPapn|
OVOOOKOATAGTOAT, O LYNAGTEPOG deltng Lalog copatog). Ot acBeveig Ba mpémel va {nNTovv 1Tpikn
GUUPOLAY €6V Tapovc1dlovy eVOYANCELS Kol GAYOG oTIC apfpmaoelc, duokapyio apfphdoewy 1
dvokolio oTnV Kivnon.

NeoppotofikodtTnTa

AvaeépOnKay TepUTTMGELS VEQPIKNG duoAeItovpyiag LETE TNV KukAopopia, cupmeptAapupavouévng g
o&elag veQpIKNG AVETAPKELNG KoL TNG EYYVG VEPPIKNG COANVOPIOTAOELNG LLE TAL TPOTOVTA TOV
nepigyovv tenofovir alafenamide. AvvnTikog Kivouvog VEQPOTOEIKOTNTOG TOV TPOKVTTEL OO YPOVIQ
€xBeom o€ yapnia enimeda tenofovir Adyw g docoloyiog pe tenofovir alafenamide ¢ pmopet va
amokAeoOel (BA. mapdypoeo 5.3).

Yuviotdtor 1 a&lodldynon TS VEPPIKNG AlTovpyiag og dAovg Toug acbeveic mpv 1 Katd v Evapén
g Oepameiog pe Genvoya, koBdg kot 1 Tapakoiovdnomn katd tn didpkela tng Oepaneiog oe OAOVG
TouG aoBeveic epdoov KpiveTon KAvucd katdAAnlo. Ztovg acbeveig mov gppavifovv KAvikd
ONUOVTIKEG LEIDOELG OTN VEPPIKN AgrTtovpyia 1] otoryeia £yyHg veppikng coinvaplondadeiog, o mpémet
va e&etaleton to evdgydpevo dlakomng Tov Genvoya.

Aocfseveic ue veppikn voso TeEMKOD 6Todiov 6g ypovia lodtoMcn

To Genvoya 0o mpémet yevikd va amo@ebyeTol, 0AAY Popel va xpnouonombel oe eviAKeg Le veppl-
K1 voco tehMkov otadiov (extipmpevn CrCl < 15 ml/min) o€ ¥pévia aplodtdAoT, €0V To. TOOVAE OPEAN
VREPTEPOVY TV THAV®V KIvOOveV (BA. Tapdypoeo 4.2). Xe pio pedétn tov Genvoya 6g EVAAMKEG e
HIV-1 doipwén kot veppikn voco tehikobd otadiov (ektipdpevn CrCl < 15 ml/min) og ypovia aipodt-
VAoM, M amoteheopoTikdtTTo dtatnpnOnke Emg Tig 48 efdopnddec oA 1 ékBeomn oto emtricitabine
NTOV GNUOVTIKA DYNAGTEPT GE GYEON LE TOVG aobevelg e PLO10A0YIKT vePpun Aettovpyia. [Tapot
dev evromionKay véa {nTtARate ao@EAELNS, Ol ETTTAOCELG TG ovENIEVNS €kBeong oTo emtricitabine
mapapévouy aféfoieg (PA. mapaypdpovg 4.8 kot 5.2).

2Zuyyopnynon GAA®Y QUPULUKEVTIKAOV TPOIOVIWMY

Op1opéEVa QOPLLOKEVTIKA TPOTIOVTO OEV TPENEL VO, GuYYopnyovvTol pe Genvoya (BA. mopaypdpovg 4.3
ko 4.5).

To Genvoya dev TPENEL VAL GUYXOPNYELTOL LU GALOL OVTIPETPOTIKG PAPLLAKEVTIKA TPOiOVTa (PA.
Tapaypapo 4.5).

To Genvoya dev TPENEL VAL GUYYOPNYEITOL LLE POPUOKEVTIKA TPOIOVTO TOL TEPIEXOLV tenofovir
alafenamide, tenofovir disoproxil, Aapiovdivn 1| adefovir dipivoxil, Ta omoia ypnoiponolovvTaL Yio T
Bepoameio g Aoipwéng oo tov 10 HBV (BA. mapdypago 4.5).



Anroutioeic avuodAnyng

Ot yuvaikeg aoeveig og avamapay@yn nAuio TpETeL va ¥pNoLoTolody eiTe VoL OPUOVIKO
OVTIGLAANTTTIKO OV VAL TEPIEYEL TOLAGYIoTOV 30 pLg af1vLAoloTPadioANng KoL VoL TEPLEYEL
SOpOoTIPEVOVT] 1| VOPYESTILATI MG TPOYESTOYOVO, EITE TPETEL VAL YPNCYLOTOIOVV LI EVOALUKTIKY,
a&omot pEbodo avticOAANYS (PA. Tapaypdeovs 4.5 ko 4.6). H xpron tov Genvoya pe omd Tov
GTOUOTOG YOPNYOVUEVE OVTIGCVAANTTIKA TOV TEPIEYOLY AAAN TPOYEGTOYOVO TTPEMEL VO. ATTOPEVYETOL
(BA. mapdypapo 4.5). O1 GUYKEVIPMGELG TG dPOCTIPEVOVIG GTO TAAC LA avapéveTon 0Tl B avEndovv
LETA amd T cvyyopnynon pe o Genvoya Kol GUVIGTATOL KAVIKT TopokoAovOnon Adym g
dvvatotnrag TpoékAnong vrepkailoiog (PA. mapdypapo 4.5).

Kbnon

H Oepaneia pe cobicistat ko elvitegravir Kotd T d1dpKeLR TOL dEHTEPOL KOl TPITOL TPUHVOV TNG
Konong et kotadeydel 6TL 0dnyel og yaunAotepes ekbécelc oto elvitegravir (BA. mapdypapo 5.2). Ta
eminedo Tov cobicistat peEldvVOVTOL, L TIOAVO UTOTEAEGLLO, VO UMV TOPEYXETOL ETAPKNG vioyvon. H
onNUavTIKn peimon tng ékBeong oto elvitegravir evogyetal vo 001 Y1OEL GE LOAOYIKT) OTOTVYI0 KOl GE
avénpévo kivouvo petadoons HIV Aoipwéng and ) untépa oto nandi. Emopévmg, dev Ba mpénet va
yiveton évapén Bepaneiog pe Genvoya Katd Tn S1ApKELN TNG KUNGONG KOl Ol YOVOIKES TTOL LEVOLV
€ykvec eve AapPavouv Bepameia pe Genvoya 0o Tpémet vo TPOy LOTOTO00V HETAPOOT] G€ EVOAAIKTIKO

oynua (BA. Tapdypapo 4.6).

THodrorpikde TAnOveudS

‘Exovv avagepBel peuwoelg g OIT (= 4%) g 6movouAMKNg GTAANG Kot OAOKATPOL TOL GAOUOTOG TANV
g keeaAng (TBLH) e acBeveig nhikiog oo 3 wg < 12 gtcdv mov éhafav Genvoya yia 48 efdopdoeg
ot perémn GS-US-292-0106 (PA. mapaypdpovg 4.8 kar 5.1). Ot pokpoypovies emOPACELS TV
petaformv g Oll 610 avantuecduevo 06Td, GUUTEPIAUPOVOUEVOD TOV KIVODVOL KATAYLOTOC, Eval
aféPoteg. vvicTdrton P SIETICTNLOVIKT TPOGEYYION Y10, T AW OTOPACEDY GYETIKA LLE TV
KOTOAANAN TapakoAovOnon kotd T dudpkelo TG Oepaneiog.

"Exdoya

To Genvoya mepiéyel povoddpikn Aaktoln. Ot acBevelg pe omavia kKAnpovopkd TpofAnpota
dvoave&iog ot YoAakToln, oAy EAletym AoKTdong 1 KoK amoppdenon yAukolng-yoraxtodlng, oev
TPETEL VO, TAPOLV AVTO TO PAPULOKEVTIKO TPOIOV.

AVTO TO QUPLOKELTIKO TPOTIOV TTEPLEYEL AlyOTEPO ad 1 mmol vatpiov (23 mg) avd diokio, lvar avtd
mov ovopdlovpe «erevBepo vatpiovy.

45 Almlemdpaoceag pe GAha QOPRUKEVTIKG TPOTOVTE KoL GALES POPPES AAANAETIOPOONG

To Genvoya dev Tpénet va cuyyopnyeiton pali pe Ao avTpETPOItKA POPHOKEVTIKA TPOIOVTA.
ZUVETADGC, TANPOPOPIES GYETIKA LE TIG AAANAETIOPAGELS e GAAD OVTIPETPOIKE TPOTOVTQ
(ovumepropPavopévov Tmv Pls Kot Un-voukAeoodKdV avasTOAEDY TNG OVAGTPOPNG HETOYPOPAONG
[NNRTIs]) dev mapéxovror (PA. mapdypapo 4.4). Meréteg adAnAemdpdoewv £xovv Tpaypatonoum el
HUOVO GE EVIAIKEG.

To Genvoya dgv TPEMEL VO, GUYYXOPNYEITOL LE PUPHOKEVTIKA TPOIOVTA TOV TTEPIEYOLY tenofovir
alafenamide, tenofovir disoproxil, AapiBovdivn 1 adefovir dipivoxil, Ta oroio ypnoylomolovvTaL yio. T
Oepamneia g Aoipnméng and Tov 10 HBV.

Elvitegravir

To elvitegravir petaforileron kuping omd to CYP3 A xon To QopHOKEVTIKE TPOIOVTA TOV ETAYOLV 1)
avactélhovv to CYP3A pmopei va ennpedoovv v €kbeomn oto elvitegravir. H cuyyopnynon tov
Genvoya ple QopUoKeLTIKA TpoidvTa Tov endyovv To CYP3A pmopel va £xel oG amotélecia



LLELOUEVES GUYKEVIPMOELG TOV elvitegravir 6to TAGG A kot T petmpévn Bepamevticn Spa.omn Tov
Genvoya (BA. «H ovyyoprynon avtevdsikvotaw kot mapdypapo 4.3). To elvitegravir pmopei va. €xet
T dvvarotnta va endyet o CYP2C9 vy/kon ta emayayyo Eviopo S1pmc@opiki ovpldivn
yYAvkovpovoovl tpavepepdon (UGT). Qg tétoto, eviéyetal va. LELOGEL TI GUYKEVIPMOT] TV
VITOGTPOUATOV VTGV TOV EVEOU®V GTO TAAGLLA.

Cobicistat

To cobicistat givar évog 16yvpog UNxavicpog avacstoAng tov CYP3A kot givan eniong vtdooTpmpLe Tov
CYP3A. To cobicistat givor eniong acBevig avactoréog tov CYP2D6 kot petafoiiletar, o
pucpotepo Pabpod, amd to CYP2D6. Ta pappokeutikd mpoidvia mov avoctéAlovy 1o CYP3A
EVOEYETOL VO LELOGOLY TNV KABapom Tov cobicistat, 0dNymvTag 6 AVENUEVEG GUYKEVIPADCELS TOV
cobicistat 6to mAdopa. To QApLAKEVTIKA TPOIOVTA TOV £(0VV dPacTIKO(00C) petafoAitn(eg), o(or)
omoioc(ot) oynuatiCetarovtar) and 1o CYP3 A pmopel va 001yNocovy Ge PELMUEVES GUYKEVIPDOGELS GTO
TAdopa avTov(®mv) Tov(wv) dpactikod(dv) petafolitn(ov).

Ta poppoxevtiKd tpoiovta mov eEaptmvtar o€ peydro Babuod omd to petaforopd tov CYP3A ko
£xouv VYNAO petafoAoid TPOTNG 1000V gival Ta IO EMPPETT G€ HEYALES avENoels otV ékbeon
otav cuyyopnyovvtal pe o cobicistat (BA. «H ovyyopnynon avievogikvoton kot mtapdypago 4.3).

To cobicistat givar avactoréag TV akdAovbwv petapopénv: P-gp, tpwteivn avtiotacng tov
kapkivov Tov poctov (BCRP), modvmentido petapopdg opyavikav avioviov (OATP) 1B1 kot
OATPI1B3. H cuyyopfynon Le opRaKeLTIKAE TpoidvTa To omoia eivat vrostpopate tov P-gp,
BCRP, OATP1B1 ka1t OATP1B3 evdéyetor va 00NyNoEL 6€ AVENUEVEG CUYKEVTPMOOELS ALTMYV TOV
TPOIOVTMOV GTO TAAC L.

Emtricitabine

In vitro ko KAMVIKEG QUPLOKOKIVIITIKEG LEAETEG OAANAETIOPACE®V LETOED PUPULAK®V EXOVV KATASEIEEL
0T 10 dSLVOIKO Yo pecoraPovpeveg omd o CYP oAAnAemidpdcelg mov Teptlopfavovy tnv
emtricitabine pe dAAa @appakevTKd Tpoiovta eivor yaunio. H cuyyopnynon g emtricitabine pe
(QUPLOKELTIKA TPOTOVTA OV ATOPAAAOVTOL LEGM EVEPYNG COAVOPLOKNG OEKKPIONG LTOPEL VoL
OLENGEL TIG GUYKEVTPOOELS TNG emtricitabine, 1)/k0il TOL GUYYOPTYOVLEVOL PAPUOKEVTIKOD TPOIOVTOG,.
Ta PopUOKEVLTIKA TPOIOVTA TOV LELBVOLV T VEPPIKT] AEITOVPYin LTOPEL VO dENGOLV TIC
OLYKEVIPMOOELG TNG emtricitabine.

Tenofovir alafenamide

To tenofovir alafenamide petapépeton amd v P-gp ko tnv BCRP. Ta goppoxeutikd Tpoidvia o
emmpealovv og peydro Pabuo t dpactnprotnra g P-gp kot tg BCRP umopei va odnynoovv og
petaforéc oty amoppoenon Tov tenofovir alafenamide. Q61060, KATA TN GLYYXOPIYNOTN LLE TO
cobicistat 6to Genvoya, enttvyydvetal oxedov péylot ovaotoir] g P-gp amd to cobicistat
odnymvtog o ovénuévn dobesyotnta Tov tenofovir alafenamide e emaxdlovbeg exBéoelg
ovykpioleg pe to tenofovir alafenamide 25 mg yopryodpevo amd povo tov. g ek ToVTOV, 01 EKOECELG
o710 tenofovir alafenamide petd ™ xopnynon tov Genvoya dev avapéveTol vo avEndodv mTepuitépw
OTOV PNOLLOTOIEITAL GE GLUVOVLOCUO [E Evay dALo avacToléa g P-gp kavn tov BCRP (m.y.
KETOKOVALOAN). ZOPQ®VO e dedopEVa amd LEAETT in Vitro, 1| GuYyXopnynoT tov tenofovir alafenamide
Ko ovaloToAE@V TG 0&eddong g EavOivng (.. febuxostat) dev avapévetor va avnoet
oLoTNUOTIKY ékBeom oTo tenofovir in vivo. In vitro Kot KAWVIKEG QOPLOKOKIVITIKES LEAETEG

AAANAETIO PACEDY LETAED PAPLAK®V EXOVV KOTAOEIEEL OTL TO SUVOLIKO Y10l LEGOAUPOVUEVES OO TO
CYP oA niemdpdoeig mov mepthappdvouv 1o tenofovir alafenamide pe dALa QoppoKenTIKa TPOidVTOL
gtvan yapnAo. To tenofovir alafenamide dev eivar avaotoréag tov CYP1A2, CYP2B6, CYP2CS,
CYP2C9, CYP2C19 1 CYP2D6. To tenofovir alafenamide dev givar avactoréag 1 eraywyéog Tov
CYP3A in vivo. To tenofovir alafenamide ivon éva vrostpopo tov OATP in vitro. Ot avocTtolel TV
OATP ka1 BCRP mepiappévovy v kuklocmopivn.



H cvyyopiynon avtevosikvuton

H ovyyopiiynon tov Genvoya Kot OpiGHEVEV QOPUIKEVTIKMV TPOiOVT®V Tov petafollovtal kupimg
a6 o CYP3 A evdéyeton va 0dNyNoeL 6€ ALENUEVEG GUYKEVIPAOGEIS TAUSLATOS OVTMV TV
TPOIdVTOV, Ta omoia oyeTilovTal e TO EVOEXOUEVO Yo cOBOPEC 1] amEIANTIKES Yo T {on
avemBOUNTEG EVEPYEIES, OMMG TEPLPEPIKOS AYYEIOOTACLOG 1) Wo)oupia (.. dwdpogpyotapivn,
gpyotapivn, epyouetpivn) 1 pvondbeia, copmepiiapfovoprévng papdopvdivong (.y. cpactativn,
AoPactativn) | TopaTeETAUEVT 1] CVENUEVT] KATAGTOAN 1 OVOTVEVGTIKY] KATOGTOAN (TT.). YOP1YOOLEVN
a6 Tov 6Topatog pvaloraun M tpafordun). H cuyyoprynom tov Genvoya kot GAA@V
QOPUAKEVTIK®OV TPOIOVT®V oV Kuping petafoiilovrar and 10 CYP3A, 6mwg apiwdapdvn,
Aoputamidon, kvidivn, oroampidn, Tipolidn, Aovpacidovn, akpoviocivn Kot GlAdevopiin yio
TVELHLOVIKT] OPTNPLOKT] VITEpTacn avievoeikvutal (BA. mapdypapo 4.3).

H ovyyopiynon tov Genvoya Kot opioHEVOV QUPUIKEVTIKOV TPoiovTwy ov endyovv 1o CYP3A
onwc St. John’s wort (Hypericum perforatum), prooumuciv, Kappopalenivn, pavoBapfirrain kot
QOVLTOTVN EVOEYETOL VO, OOMYNOEL OE OTLLOVTIKA LEIOUEVEG GUYKEVTIPADOELS TOL cobicistat Kot Tov
elvitegravir 1o mAdoua, TO 0moio UIopel va 00MyNoEL G€ andAeln TNG BepomevTiKng dpdong Kot
avantuén avtoyng (PA. mapdypapo 4.3).

Al\ec odnAemdpbiceic

To cobicistat kot To tenofovir alafenamide dev eivon avactodreig g avBpdmvng UGT1AL in vitro.
Agv givar yvoo16 €dv 1o cobicistat, 1 emtricitabine 1} To tenofovir alafenamide etvon avoactoieic GAAw@Y
evlopwv UGT.

O aAniendpaoelg petald Tov cuotatik®v Tov Genvoya Kot Tlavdy GuyYopNyoOUEVOY
QUPLOKEVTIKOV TPoiovTv TapotiBevtol otov [Tivaxka 1 mapokdto (n avénon vrodewvietar wg «71»,
N pelwon g «|», kopio petafoln g «<>»). Ot meptypapopeveg aAdnienidpdoelg faciloviol og
peAétec mov devepynnkav pe to Genvoya 1 ta cvotatikd Tov Genvoya (elvitegravir, cobicistat,
emtricitabine kot tenofovir alafenamide), og pepovopévol mopdyovteg /Kat 6€ GVLVOLAGUO T
amoTEAOVV EVIEXOUEVES OANAETIOPACEIS LETAED POPUAK®OV TOV UTOPEL VO ELPAVIGTOVV [LE TO
Genvoya.

Mivakag 1: AAMAemOPAGELS PETAED TOV PEPOVOREVAOV GVOTUTIK®V TOV Genvoya Kot GAA®V
POPULIKEVTIK®OV TPOIOVTMV

@ oppoKeLTIKO TPOIOY OV Emépdosig 6ta emineda Tov 2V0TUGT GYETIKA pIE TN
OepamevTikn meproyn QP OPUOKEVTIKOV TPOIOVTOC. ovyyopnynon pe Genvoya
Méom mocootioia petafoir] otig
Tlll.ég AUC, Cmax, Cmin1

ANTIAOIMQAH

AVTIHVKN TI00IKA

Ketokovaloin (200 mg 6vo eopéc | Elvitegravir: Orav yopnyeitan pali pe Genvoya, 1

nuepnoiwg)/Elvitegravir (150 mg AUC: 1 48% HEYLOTN NUEPN OO OO TG

pio eopd nuepnoing)® Chin: T 67% keTokovaloing dev mpémetl va.
Chnax: < vrepPaivet To 200 mg v Nuépoa.

EmpBaiieton mpocoyn Kot GuvieTdTon

O1 GLYKEVTPAGELG TNG KAWVIK TopoKoAovOnoT Kotd T
ketokovaloAng /Kot Tov SlapKeLd TG GLYYOPTYNONG.

cobicistat evogyetat va avénbovv
pe t ovyyopnynon tov Genvoya.




D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

Irpaxovaloin? H aAAnAenidpaon dev Exet Amotteitot Kuvikn TopoKoAovOnon
Boptkovaloin? peremBetl Lie 0o TOTE O TAL | KATA T1 GLYYXOPNYNON LE TO
Iocakovaloin? ovotatikd tov Genvoya. Genvoya. Otav yoprysitot pali pe
drovkovaloin Genvoya, 1 péylotn nuepnoto doom
Ol CUYKEVTPOOELG TG ™G 1TpaKovAOANG Oev TPEMEL VAL
rtpakovaloAng, eAovkovaloing vrepPaivetl ta 200 mg v nuépa.
KO TNG TOGOKOVALOANG EVOEXETOL
va ovEnBovv dtav GuyxopnyoLVTaL | ZVVIeTATAL 0ELOAGYN OGN TOV AOYOL
e cobicistat. 0PEALOVE/KIVODVOL YloL VOl
dwkaoloynBel n ypnon ™mg
Ot oLYKEVTPOGELS TG Bopkovaloing pe to Genvoya.
Boptkovalding evoéyetat va
avénbodv N va petwbovv otav
ovyyopnyeitan pe Genvoya.
AVTIHUKOPOKTN PLOKA

Piwpapmovtivn (150 mg ka6e
devtepn nuépa)/Elvitegravir
(150 mg pia popd v nuépa)/
Cobicistat (150 mg pia opd v
nuépa)

H cvyyopnmon prpapmovtivig,
€VOG 1OYLPOV EMOYOYEN TOV
CYP3A, evdéyeton va LELDOEL
ONUAVTIKA TIG GUYKEVIPADGCELG TOV
cobicistat kot Tov elvitegravir oto
TAQGIOL, TO OTTO{0 UTOPEL VO EYEL
MG OMOTELEGLLOL TNV ATTOAELD TNG
BepomenTiKnG dpAong Kot TV
avamtuén avtoyng.

Pwpapmovtivn:
AUC: &
Cmin: Ad

Cmax: «>

25-0-3£60KETVAO-PLOAUTOVTIVN
AUC: 1 525%

Chin: T394%

Chnax: 1 384%

Elvitegravir:
AUC: | 21%
Chin: | 67%

Cmax: «>

Cobicistat:
AUC: &
Chin: | 66%

Chnax: <

H ovyyopnynon tov Genvoya kot g
PLPAUTOVTIVIG OE GUVICTATAL.

Edv amotteitar 0 cuvdvaopog, n
GLVIGTAOUEVT dOOT| TNG
prpapmovtivg etvat 150 mg 3 popég
™V efdopada oe KabBoplopéveg
Nuépeg (v mapdaderypa, Asvtépa-
Tetapm-Tlapoackevn)).

EmpBaiietor avénuévn
mopakorovOnon yio avemBounTeg
gvépyeleg oxeTlCOUEVES e TN
PLPOUTOVTIVN, GUUTEPIAALBAVOUEVIG
™G OLOETEPOTEVING KO TG
paryoewitdag, Ady® g
avapevopevns avénong g Exbeong
o1 dgcakeTvAO-pLeaumovtiv. H
TEPALTEP® Pei®ON TNG BOONG TNG
prpapmovtivng dev £xel peketnOet.
[pémer vo hapPavetor veoyn Ot o
d6om tov 150 mg 6v0 popéc v
ePdopada EVOEYETAL VOL UV TTOPEYEL
Bértiom €kBeon o proopmovTivn,
odNydVTag £T61 6€ Kivouvo avtoyng
OTI) PLOAUTOVTIVY] KOl BEPUTEVTIKT
amotouyio.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

@ oppoKEVTIKA TPOIGVTA KATE TOV 100 TS Nratitidag C

Ledipasvir (90 mg pia popd v
nuépa)/

Sofosbuvir (400 mg pio eopd v
nuépa)/

Elvitegravir (150 mg pio opd v
nuépa)/

Cobicistat (150 mg pia popd v
nuépa)/

Emtricitabine (200 mg pio gpopd
mv NHEPQ)/

Tenofovir alafenamide (10 mg pia
popd. Ty Muépa)’

Ledipasvir:
AUC: 1 79%
Chin: T 93%
Chnax: T 65%

Sofosbuvir:
AUC: 147%
Chin: A/e@opL.
Crax: T28%

Mertaporitng Tov sofosbuvir
GS-566500:

AUC: &

Chin: <

Cmax: «>

MetafoAitng tov sofosbuvir
GS-331007:

AUC: 1 48%

Chin: T 66%

Chnax: <

Elvitegravir:
AUC: &
Chin: T46%

Chax: <

Cobicistat:
AUC: 1 53%
Chin: T225%

Chnax: <

Emtricitabine:
AUC: &
Cmin: >

Cmax: «>

Tenofovir alafenamide:
AUC: &
Chin: A/e@opL.

Cmax: >

Agv givar amapaimm n
OVATPOGAPLOYT TNG 0O0NG TOVL
ledipasvir/sofosbuvir ka1 Tov
Genvoya KaTd T cLYXOPYNON.

1"




D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

Tlllég AUC, Cmax, Cmin1

Sofosbuvir (400 mg pio popd Sofosbuvir: Agv givar amapaitmm M
nuepnoing)/ AUC: 137% OVOTTPOCOPOYN TNG 0O0TG TOV
Velpatasvir (100 mg pia popd Chnin: A/e@opL. sofosbuvir/velpatasvir kat Tov
nuepnoing)/ Chnax: < Genvoya K0Td T CLYXOP1YNOT.
Elvitegravir (150 mg pia gopd
nuepnoing)/ MetafoAitng tov sofosbuvir
Cobicistat (150 mg pia @opd GS-331007:
nuepnoing)/ AUC: 1 48%
Emtricitabine (200 mg pia @opd Chin: T 58%
nuepnoing)/ Chnax: <
Tenofovir alafenamide (10 mg pia
@opd nuepnocing)’ Velpatasvir:

AUC: 1 50%

Chin: T 60%

Cmax: T30%

Elvitegravir:

AUC: &

Cmin: >

CHIZ.X: >

Cobicistat:

AUC: &

Chin: T 103%

Cmax: >

Emtricitabine:

AUC: &

CminI >

Chnax: <

Tenofovir alafenamide:
AUC: &

Chnin: A/e@opL.

Cmax: { 20%
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

Tlllég AUC, Cmax, Cmin1
Sofosbuvir/Velpatasvir/ Sofosbuvir: Agv givar amapaitmm M
Voxilaprevir AUC: & OVOTPOGAPULOYT THG 6O0NG TOVL
(400 mg/100 mg/100 mg+100 mg | Cuin: A/e@oppL. sofosbuvir/velpatasvir/voxilaprevir
uia popd nuepnoing)’/ Cmax: T27% Kot Tov Genvoya KoTd T

Elvitegravir (150 mg pia @opd
nuepnoiwng)/ Cobicistat (150 mg
pio @opd nuepnoing)/
Emtricitabine (200 mg pia @opd
nuepnoiwng)/ Tenofovir
alafenamide (10 mg pio popd
nuepnoing)’

MetafoAitng tov sofosbuvir
GS-331007:

AUC: 143%

Chnin: A/e@opL.

Chnax: <

Velpatasvir:
AUC: &
Chin: T 46%

Cmax: «>

Voxilaprevir:
AUC: 1 171%
Chin: T350%
Cax: 192%

Elvitegravir:
AUC: &
Chin: T32%

Cmax: «>

Cobicistat:
AUC: 1 50%
Chin: T250%

Chnax: <

Emtricitabine:
AUC: &
CminI >

Chax: <

Tenofovir alafenamide:
AUC: &

Chnin: A/e@oppL.

Cmax: { 21%

ovyyoprynon.

Mokpoidikd avrifrotikd

KhapiBpopvkivn

H aAAnAenidpaon dev Exet
peremBet pie omolodnToTE amd TO!
ovotatikd tov Genvoya.

O1 GUYKEVTPAOGELS TNG
KAoptBpopukivng 1/kot Tov
cobicistat evoéyetat va,
petapinbovy pe m cvyyopiimon
tov Genvoya.

H docoroyia g kKhapiBpopvkivng
npénel va Paciletor oy CrCl tov
acBevoug, Aappdavovtag vIoyn TV
enidpaon Tov cobicistat oty CrCl
Kol otV Kpeotwvivy opod (BA.
Tapdypoeo 4.8).

Aocbeveig pe CrCl peyoddtepn amd M
ion pe 60 ml/min:

Agv amotteitol avamposaproym e
doong g KhaptBpopvkivig.

Aocbeveig pe CrCl peta&d 30 ml/min
Kot 60 ml/min:

H 6601 g KhapiBpopvkivng Ba
npénel va petodel katd 50%.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

TeMBpopvkivn

H aAAnAenidpaon dev Exet
peremfet pie omolodnToTE Omd TOL
ovotatikd tov Genvoya.

O1 GUYKEVTPAOGELS TG
TeMBpopKivng /Kot Tov
cobicistat evoéyetat va,
petapinbovy pe m cvyropiimon
tov Genvoya.

ZuVIeTATol KAMVIKY TopokoAovinon
Katd T cvyyopnynon tov Genvoya.

ANTIENNIAHIITIKA

KapBapalerivn (200 mg b0
popéc nuepnoing)/Elvitegravir
(150 mg pia popd v
nuépa)/Cobicistat (150 mg pia
Opa TV NUEPQL)

H ovyyopiiynon xapPapaemivng,
£VOG 1OYVPOV ETAYMYEN TOV
CYP3A, evdéyeton va LetDoEL
ONUAVTIKA TI GUYKEVIPADGCELG TOV
cobicistat oto TAdcpa.

Elvitegravir:
AUC: | 69%
Chin: | 97%
Crax: | 45%

Cobicistat:
AUC: | 84%
Chnin: | 90%
Cmax: § 72%

Kappapalemivn:
AUC: 143%
Chin: T51%
Chnax: 140%

10,11-emo&edikn kapPopoalenivn:
AUC: | 35%

Chin: | 41%

Cmax: | 27%

H xoppapalenivn peidver tig
GLYKEVTPMOELG TOV elvitegravir kot
Tov cobicistat oto TAdopa, To omoio
UTOPEL VOL EYEL OG OTOTELECLLOL TNV
amAEL TNG BepamevTiKnc dpdong
Kot TV avamtoén avroyne. H
ovyyopnynon tov Genvoya pe
kapPapalenivy avtevdgikvotan (PA.
Tapdypoeo 4.3).
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

I'AYKOKOPTIKOEIAH

KopTtwooteposion

Koptikootepoeidn mov
petafoAifovtar Kupimg omd o
CYP3A (mepirapfaveton
Bntopebalovn, n Bovdesovion, n
pAovTikalovn, N popetalovn, n

mpedviLovn KoL 1 TPLOUCIVOAOVT).

H aAiniemidpaon dev Exel
pehemOei e omolodnmote amd T
ovotatikd tov Genvoya.

O1 CUYKEVTPOOELS OTO TAAGOL TOV
€V AOY® QUPHOKEVLTIKMV
TPOTOVTAV gVOEXETOL VO duENBOVV
KOTE Tr GUYYXOPNYNOT LE TO
Genvoya, [l ATOTEAEGLLO.
UELOUEVEG CUYKEVTPMOELG
KkopTi6Ang oTOV 0pO.

H tavtoypovn ypnon tov Genvoya pe
KOPTLKOGTEPOELDT| TO. OTTOL0L
petoporifovrar amd o CYP3A (m.y.
LLe TTPOTLOVIKTY PAOVTIKALOVN 1| 1E
GALOL ELOTIVEOLLEVO. 1] PIVIKAG
YOPTNYOVLEVA KOPTIKOGTEPOELDN)
evdéyetar va avénoet Tov kivouvo
EUPAVIONG GLOTNLATIKOV
EMOPACEDV OO TO
KOPTIKOGTEPOELON,
coumepLopUPBaVOUEVEOV TOV
ouvopopov Cushing kot g
KOTOOTOANG TV EMVEPPLILOV.

Agv cuviotdtal 1 cuyxopNyNon
KOPTIKOGTEPOELODV TTOL
petaforifovrar omd o CYP3A, extdg
€4v o TBovO 6@ELOC Yo TOV a.c0evi
VIEPTEPEL TOV KIVOHVOV KOl GE QUTH|
™V mepintmon oL acheveic
TAPOKOAOVOOHVTUL YLO0L CUGTLATIKEG
EMOPAGELS OO TO, KOPTIKOGTEPOELIN.
Oa npémel vo. e€etdleton To
EVOEYOLEVO YPNONG EVOALOKTIKOV
KOPTLKOGTEPOELODV, TOL OTOL0L
e&optavtat Aydtepo amd tov
petoforiopd and to CYP3A, m.y.
YPNON ELCTVEOUEVNG N PIVIKADG
xopnyodpevng Pexhopedalovng,
Waitepa o€ TEpinTmON
HAKPOXPOVIOG YPTONG.

Kazd ) ocvyyoprynon deppotikd
YOPNYOVUEV@V KOPTIKOGTEPOELODV
€V0icONTOV 6TV AVA.GTOAT TOV
CYP3A, avatpé&re otig mAnpopopieg
oLVTAYOYPAPNONG TOV
KOPTLKOGTEPOELSOVG Y10 KOTUOTAGELG
N XPNOELS TOV OLEAVOLY ™
GLOTNLOTIKT ATOpPOPNOT| TOV.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

DPAPMAKEYTIKA ITPOIONTA 1 AIIO TOY XTOMATOX AAMBANOMENA XYMITAHPQMATA ITOY
ITEPIEXOYN I1OAYXOENH KATIONTA (m.y. Mg, Al, Ca, Fe, Zn)

AvTi6EIvo evaldpr Lo IOV TEPLEYEL
payvioo/opyitio (20 ml epdmag
doon)/Elvitegravir (50 mg epdmol
doon)/Ritonavir (100 mg gpdmas
doon)

Elvitegravir (avtid&ivo evoudprua
HeTd amod £ 2 MPEC):

AUC: &

Chin: <

Cmax: «>

Elvitegravir (tawtoypovn
xopnynon):

AUC: | 45%

Chin: | 41%

Crax: | 47%

O1 ouykevTpdacelg Tov elvitegravir
6T0 TAGGUA v YOUNAOTEPES e
T0. avTo&va. AGY® TG TOTLKNG
GUUTAOKOTOINOTG 011
YOOTPEVTEPLKT 000 Kot OYL AOY®
petafordv oto yootpikd pH.

Sopuminpopoata acfectiov N
o1dnpov (cupmeprtiapfovopévey
TV TOAPLTOpVAOVY)

Allo avtio&va, To, omoio
TEPLEXOVV KOATLOVTOL

YTokTikd mov TepLEyovy KaTiovia
YovKpaAeaTn

PuOpiotikd poppokevtikd
npoidvta

H aAAnkemidpaon dev Exel
pehemOei pe omolodnmote amd T
ovotatikd tov Genvoya.

O1 ouykevtpaacelg Tov elvitegravir
OTO TAGGUO OVOUEVETOL VAL ELVOL
LIKPOTEPES LE TOL OVTIOEIVAL, TOL
POPUOKEVTIKA TTPoidvTa 1| TOL Od
ToV 6TOUATOC AapPavopeva
GUUTATPDLLOTO, TTOV TEPLEYOVY
moAvcOev] KaTOVTO, AOY® TNG
TOTIKNG GUUTAOKOTOINONG OTN
YOOTPEVTEPLKT 000 Kot OYL AOY®
TV 0AAOYOV 6TO Yo.oTPLko pH.

Yvviotdrtot HEGOSIAcTN A
TOVAGYIoTOV 4 POV HETAED TNG
yoprynong Genvoya kot avtio&vov,
QOPUAKEVTIKOV TPOIOVTI®V 1) 0O TOV
oTOLOTOG AopPovoLEVmY
GUUTANPOUATOV TOV TEPEYOVY
ToAvcHev] KaTIOVTO.

"o TAinpogopieg oyetikd pe GAAoLG

napdyoves pelowong tov o&Emv (m.y.
avTaymviotég tov Hy-umodoyéwmv kat
OVOOTOAEIS TNG AVTALOG TP®TOVIEV),

BA. «Meréteg mov devepymbnkoy pe
OAL0L POPUOKEVTIKG TPOTOVTOLY.

AIIO TOY XTOMATOX XOPHI' OYMENA ANTIAIABHTIKA

Merteoppiivn

H aAiniemidpaon dev Exel
pehemOei pe omolodnmote amd T
ovotatikd tov Genvoya.

To cobicistat avaotéllet
avaotpéyipa 1o MATEIL kat ot
GLYKEVTIPMGELS TG LETQOPULVNG
evdéyetar va anvénbovv dtav
ouyyopnyeiton pe Genvoya.

ZUVIGTATOL TPOGEKTIKY|
mopakorlovdnon tov acbevoug kat
avomposappoy g ddong g
petpoppivng og acbeveic mov
naipvovv Genvoya.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

NAPKQTIKA ANAAT'HTIKA

MebBadovn (80-120 mg)/
Elvitegravir (150 mg pia gopd v
nuépa)/

Cobicistat (150 mg pia popd v
NuEPQL)

MebBadovn:
AUC: &
Cmin: >

Cmax: «>

Cobicistat:
AUC: &
Cmin: >

Cmax: «>

Elvitegravir:
AUC: &
Cmin: >

Cmax: >

Agv amotteiton avampocappom me
d60ng g pebadovne.

Bovnpevopoeivy/Noro&ovn (16/4
£€mg 24/6 mg)/Elvitegravir (150 mg
pia @opd v nuépa)/Cobicistat
(150 mg pia popd v npépa)

Bovmpevopoeivn:
AUC: 1 35%
Chin: T 66%

Chnax: <

Noro&own:
AUC: | 28%
Crax: | 28%

Cobicistat:
AUC: &
Cmin: >

Cmax: «>

Elvitegravir:
AUC: &
Cmin: >

Cmax: >

Agv amotteitol avamposaproym e

d6ong g Povmpevoppivie/
vaAo&OVNe.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

AIIO TOY 2XTOMATOX XOPHI OYMENA ANTIZYAAHIITIKA

Apoocmipevovn/Abivorototpoadior

H aAAnkemidpaon dev Exel

1N (3 mg/0,02 mg epdmal d6on)/ pehemBei pe to Genvoya.
Cobicistat (150 mg pia popd v
nuépa) Avouéveron
Apoomipevovn:
AUC: 1
Nopyeotipdm Norelgestromin:
(0,180/0,215/0,250 mg pio popd AUC: &
mv nuépa)/ Chin: &
ABwvvrototpadioin (0,025 mg pio | Chax: <
Popa TV Nuépa)/
Emtricitabine/Tenofovir Nopyeotpéin:
alafenamide (200/25 mg pia popd | AUC: <>
mv nuépa)’ Conin: <>
Cnax: <>
ABwvorolotpadioin:
AUC: &
Chin: <>
Cax: <>
Nopyeotipdm (0,180/0,215 mg Nopyeotipdm;:

pio eopd v nuépa)/AtBvor-
ototpadtorn (0,025 mg pio popd
mv nuépa)/Elvitegravir (150 mg
pio eopd v nuépa)/Cobicistat
(150 mg pia @opd TNV nuépa)*

AUC: T 126%
Coin: 1 167%
Conax: 1 108%

ABwvvrolotpadioin:
AUC: | 25%
Chin: | 44%

Cmax: «>

Elvitegravir:
AUC: &
CminI >

Chnaxt <

O1 GLYKEVTPAOGELG TG SPOCTLPEVOVIG
610 TAGGo propel va avénbovv
otav cuyyopnyeiton Le Tpoidvta mov
mePLEYOVV cobicistat. ZuviotdTor M
KAWVIKY Topokolovdnon Aoym g
mBavomrag TPOKAToNG
VEEPKOAMOALUTOG.

Amnotteiton mpocoyn Kotd ™
cvyyopnynon tov Genvoya Kat £vog
OPLOVIKOD OVTIGVAANTTIKOD. To
OPUOVIKO OVTIGVAANTITIKO TPETEL VL
nepLéyeL TovAdytotov 30 pg

10V AOLGTPOSIOANG KOl VO TEPLEYEL
dpOCTLPEVOVN 1) VOPYESTIUATY MG TO
TPOYESTOYOVO 1 oL acbeveic Tpémet
VO YPNOLLOTOLOVV LU0, EVOALOKTIKT
a&lomiot péBodo avticOAANYNG (PA.
mapoypaeovg 4.4 kot 4.6).

Ot LakpoypOVIEG EMIOPACELG
ONUAVTIK®V 0VENGE®V TG EkBEONC
GTO TPOYEGTOYOVO €lval AYVMOOTEG.

ANTIAPPYOMIKA

Avyo&iv (0,5 mg epdmal d6om)/
Cobicistat (150 mg moAhamAiég
50G¢€1C)

Avyo&ivn:
AUC: &
Crax: 141%

Yvvictdrtol ) TopakoAohonon tov
emmEd@V ™G dryo&ivng 6tav
dryo&ivn cvvdvaleta pe to Genvoya.

Atcomupapion H aAAnAenidpaon dev Exet Empdidetor mpocoyn Kot cuvicTdTon
D)ekaivion pereOel Lie 0molodNToTE OO ToL | KAWVIKN TOPOKOAOLONON KATA T
Yvompatikny Adokoivn ovotatikd tov Genvoya. cvyyopnynon pe to Genvoya.
Me&hetivn
[pomapevovn O1 GUYKEVTPDOGELG OVTAOV TOV

AVTIPPLOUKDOV POpUAK®OY

gvdéyetan va owénbovv dtav

GLYYopNYoLVTOL [IE cobicistat.
ANTIYIIEPTAXIKA
Metomporoin H aAAnAenidpaon dev Exet ZUVIeTATOL KAMVIKY TopokoAovinon
TioroAn peremOel [ie 0TO0dNTOTE OO TOL | KOl EVOEXETOL VO OTOLTEITOL PLEI®OT)

ovotaTikd Tov Genvoya.

O1 GUYKEVTPDOGELG OVTAOV TOV
Prto-amoKAEIGTMV EVOEYETAL VO,
avénBovv otV cuYYOPNYOUVTOL LE
cobicistat.

™G 066MG OTAV AVTOL Ol TUPAYOVTES
ovyyopnyodvra pe o Genvoya.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

Apiodimivn
Auktialéun
Delodimivn
Nikapdimivn
Nupedurivn
Bepamapiin

H aAAnAenidpaon dev Exet
peremfet pie omolodnToTE Omd TOL
ovotatikd tov Genvoya.

O1 GUYKEVTPDOGELG OVTAOV TOV
OTOKAELGTMV SOA®V 0.oPeoTiov
gvdéyeton va owénbovv dtav
GLYYopNYoLVTOL [IE cobicistat.

ZuVIeTATol KAMVIKY TopokoAovinon
TV OepamevTIKAOV EMOPACEMY Kol
TOV aVETBOUNTOV EVEPYELOY OTAV
OVTA TO PUPUAKEVLTIKG TPOTOVTOL
YOPNYOLVTOL TOVTOYPOVE, LIE TO
Genvoya.

ANTATQNIXTEY TQN YIIOAOXE2N ENAOOHAINHY

Boocevtavm

H aAAnAenidpaon dev Exet
peremfet pie omolodnToTE Omd TOL
ovotatikd Tov Genvoya.

H ovyyopnynon pe to Genvoya
UTOPEL VO 00N Y1 OEL OE PELOUEVEG
ekBéoelg oto elvitegravir 1y/kat 6to
cobicistat Kot andAEL TNG
BepomevTiKng dpdong Kot
avAamTLENn avToxG.

Mmropovv va eEgtdlovtat
EVOALAKTLKOL OVTAYOVIOTEG TOV
VTOJ0YEWV VOO ALvIG.

ANTIITHKTIKA

Aoryatpdvn

H aAAnAenidpaon dev Exet
peremfet pie omolodnToTE amd TO!
ovotatikd tov Genvoya.

H ovyyopnynon pe to Genvoya
evOE ETOL VO VENCEL TIG
GLYKEVTPMGELS dafryaTpdvng 6To
TAQGLO, e EMOPACELG TOPOLOLEG
HE OVTEG TTOV GUVOVTAOVTOL LE
GALovg 1oyVPOVG avaoToAeis P-gp.

Avtevdeikvotal | GuyxopnyNon g
dapryatpdvng pe to Genvoya.

Amé&apavn

Piapo&afavn
Edo&apavn

H aAAnkemidpaon dev Exel
pehemOei pe omolodnmote amd T
ovotatikd tov Genvoya.

H ovyyopnymon pe to Genvoya
EVOEYETAL VUL EYEL DG ATOTELEG N
AVENUEVEG GUYKEVIPMOGELG TOV
Gpecov amd ToLV GTOUOTOG
avtumktikov (DOAC) oto
TAGGUO, YEYOVOS TOV UmOPEL Vo
odnynoel 6e avénuévo kivouvo
alpoppayiog.

Avtevdeikvotol n cuyxopnynon g

am&afavng, mg prapolapavngn e
gdo&afavng pe to Genvoya.

Bapoapivn

H aAAnAenidpacn dev £xet
peremBet pie omolodnToTE Omd TO!
ovotatikd tov Genvoya.

Ot cLYKEVTPOGELG TNG Pappapivig
EVOEXETOL VOL EMNPENCTOVY KATA TN

ouyyopnynon pe to Genvoya.

ZVVIeTATOL 1] TOPAKOAOVON O TNG
d1ebvoic opolomompévng oyéong
(INR) xotd T cvyyop1ynon tov
Genvoya. H mapakoiovBnon tov
INR mpémel va cuveyiotel kKatd ™
dlapKeln TV TPOTOV EfSoUdd®Y
petd t Stakomn g Bepameiog pe TO
Genvoya.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

ANTIAIMOIIETAAIAKA

Khomdoypéin

H aAAnkemidpaon dev Exel
pehemBei pe omolodnmote amd T
ovotatikd tov Genvoya.

H ovyyopfiynon mg
KAomidoypéng Le To cobicistat
QVOLLEVETOL VO, LELDGEL TLG
GUYKEVIPMGELG TOL dPUCTLKOV
petafolitn tng KAomdoypEANG GTO
TAGGU, Ol omoieg Umopel vo.
LELOGOVV TNV OVTLOLOTETOALNKT
dpaoTnPLOTNTA NG KLOTOOYPEANG.

Agv cuvioTdtal 1 cLYXOPNYNON TOL
Genvoya pe KAOTO0YPEAT.

[pacovypéin

H aAAnAenidpaon dev Exet
peremBet pie omolodnToTE Omd TOL
ovotatikd tov Genvoya.

To Genvoya dev 0VOUEVETOL VO
€xel KMVIKG OYETIKN EMdpOOT) OTLG
GLYKEVTIPMGELS GTO TAAGCLLO TOV
dpactikov petaforitn mg
TPOUCOVYPEATG.

Agv amaiteiton Tpocapoyn e
300N NG TPUCOVYPEATG.

EIZXIINEOMENOX BHTA AT'Q2NIXTHXY

YoApeTEPOI

H aAAnAenidpaon dev Exet
peremBet pie omolodnToTE amd TO!
ovotatikd tov Genvoya.

H ovyyopnynon pe to Genvoya
EVOEXETOL VO 0OV OEL G
AVENUEVEG CLYKEVIPOGELS TNG
GOALETEPOANG OTO TAGGHA,
omoia oyeTileTon e TO EVOEYOLUEVO
v coPapég N AmEIANTIKES Yol TN
Con avemBounTeg evépyeles.

H tavtoypovn yopriynon mg
GOALETEPOANG Kot Tov Genvoya dgv

GLVICTATAL.

ANAXTOAEILY THY HMG CO-A ANAT'QI'AXHY

PocovPactativn (10 mg epdnal
doom)/

Elvitegravir (150 mg pia popd v
nuépa)/

Cobicistat (150 mg pio opd v
nuépa)

Elvitegravir:
AUC: &
CminI >

Chnax: <

PocovBactativn:
AUC: 1 38%
Chnin: A/e@oppL.
Crax: 1 89%

O1 GLYKEVTPOGELS TNG
pocovPactativig vl TopodKa
avénpéveg 6Tav yoprnyeiton e
elvitegravir ko cobicistat.
Tpomomomaeig g d6ong dev givan
amopaitnteg 6Tav  pocovfactativn
yopnyeitar € GLVOVAGHO [LE TO
Genvoya.

AtopPactativn (10 mg epdmal
doon)/Elvitegravir (150 mg pia
@opd v nuépa)/Cobicistat

(150 mg pia popd v
nuépa)/Emtricitabine (200 mg pio
@opd v nuépa)/Tenofovir
alafenamide (10 mg pio popd v
nuéPQ)

Atoppactativn:
AUC: 1160%
Chin: A/e@oppL.
Crnax: 1132%

Elvitegravir:
AUC: &
CminZ <>
Cmax: <~

Ot cLYKEVTPAOOELS TNG
atopPaoctativng avéavovtal Otav
cuyyopnyeiton pe elvitegravir ko
cobicistat. Na yiveton évapén pe v
yopmAdtepn duvar d66M ™G
0TOPPOCTATIVIG LLE TTPOGEKTIKT|
mopakolovdnon katd

cuyyopnynon pe to Genvoya.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig
Tlllég AUC, Cmax, Cmin1

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

[Mropactativy

H aAAnAenidpaon dev Exet
peremfet pie omolodnToTE Omd TOL
ovotatikd tov Genvoya.

O1 GUYKEVTPAOGELS TG
mrofactativng evoéyeTol va
avénBovv Katd TN cuyyopryNnoN
e to elvitegravir kot To cobicistat.

Amotteitot mpocoyn Kotd
ovyyopnynon tov Genvoya pe
mrofoactotivy.

[papactativn
dLovPactativny

H aAiniemidpaon dev Exel
pehemBei pe omolodnmote amd T
ovotatikd tov Genvoya.

O1 GLYKEVTPDOGELS VTAV TOV
avactorémv g HMG Co-A
AVOY®OYOONG OVOLEVETOL VO
av&nBodv Topodikd KaTd ™
cGuyxopnyNnon ue to elvitegravir
Ko To cobicistat.

Tpomomomoelg g d6ong dev givat
amopaitnTeG OTAY YOPYOUVTUL GE
cuvdvacuo pe to Genvoya.

AoPaotativn
Swpaoctativn

H aAAnAenidpaon dev Exet
peremBet pie omolodnToTE Omd TO!
ovotatikd tov Genvoya.

H ovyyopnynon tov Genvoya kot
AoPactativng kot cippactativig
avtevdetvotar (BA. mopdypago 4.3).

YHOAITIIAAIMIKOI IIAPAI'ONTEX

Aoputamion

H aAAnAenidpaon dev Exet
peremBet pie omolodnToTE Omd TOL
ovotatikd Tov Genvoya.

H Aoputanidon e&aptdrtot oe peydlo
Babuod and 1o CYP3A yuo tov
petafolopd e Kot
ovyyopnynon pe Genvoya
EVOEYETOL VO OOV OEL GE
AVENUEVEG CLYKEVIPDOGELG
AOLLTOTTIONG KOt EVOEYOLEVO YOl
EKOECT|LLOCULEVT] 0vEN oM
TPOVOUUVOCHV.

H ovyyopniynon pe Aoputomion
avtevdetvotar (BA. mapdypago 4.3).

ANAXTOAELY THY @QXPOAIEXTEPAXHY TYIIOY 5 (PDE-5)

S1Adevapiin
Tadarapiin
Bapdevaoiin

H aAAnAenidpaon dev Exet
peremBet pie omolodnToTE amd TO!
ovotatikd tov Genvoya.

Ot avaotoleic g PDE-5
petafoArifovron kvpimg amd o
CYP3A. H ovyyopnynon pe to
Genvoya gvdéyetat vo. 00N ynoeL og
AVENUEVEG CLYKEVIPOGELS TNG
GLAdEVOQIANG Kot TNG TadoAAPIANG
070 TAGG, 1) OTTolo, Lmopel va
00N YN oEL 6€ avemBOUNTEG
gVEPYELEC CLOYETILOUEVES LLE TOVG
avaotoleic g PDE-5.

H ovyyopnynon tov Genvoya kot g
G1MdeVaQiANG Yo TN Bepameio g
TVEVLOVIKNG 0PTNPLOKNG VITEPTAONG
avtevdeikvuTol.

Amotteiton mpoooyn,
coumeprloppoavopévmg g
nepintwong va eEetaotel peimon g
d00oNG, KATA TN GLYYOPYNON TOL
Genvoya e TNV Tod0A0@iAn Yo ™
Oepameio NG TVELHOVIKNG
PTNPLOKNG VITEPTAONG.

T"a 1t Bepoaneio ™g oTLTIKNG
dvucheltovpyiog, cuVIGTATOLN
ovyxopfiynon epdmas d6omg
o1Ldevapilng Oy meplocdTEPO OO
25 mg oe 48 dpeg, Papdevapiing oxt
neptocdTEPO amd 2,5 mg o€ 72 dpeg
1N TadoA0PiAng O TEPLGGOTEPO AUTO
10 mg og 72 dpeg pe to Genvoya.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

Tlllég AUC, Cmax, Cmin1

ANTIKATAGAIIITIKA
Yeptparivn (50 mg epdma& d6on)/ | Elvitegravir: O1 GLYKEVTPAOGELG TNG GEPTPOALIVIG
Elvitegravir (150 mg pia popé mv | AUC: < dev emnpedlovtal KaTd ™
nuépa)/ Chnin: <> cvyyopnynon pe to Genvoya. Agv
Cobicistat (150 mg pia popd v Chnax: < OTOLTELTOL OVOTTPOGOPLOYT TNG dOONG
nuépa)/ Kot T GuyyopnyNon.
Emtricitabine (200 mg pio gpopd Tenofovir alafenamide:
™mv nuépa)/ AUC: &
Tenofovir alafenamide (10 mg pio. | Cpin: <>
@opd TV Nuépa)’ Cinax: <>

Yeptpaiivn:

AUC: &

Cminl Ad

Cmax: >

Tpucvrhikd avtikotodimTicd
(TCAs)

Tpalodovn

ExAextucol avaotoleig
EMAVATPOGANYNG GEPOTOVIVIIG

H aAAnAenidpaon dev Exet
peremfet pie omolodnToTE Omd TO!
ovortatikd Tov Genvoya.

O1 GVYKEVTPAOGELS TOV

ZVUVIGTATOL TPOCEKTIKY| TITAOTOIN G
™G 006G TOL AVTIKATOOMTTIKOD Kot
TOPOKOAOVONON TG AVTOTOKPLONG
070 avTIKATAOMTTTIKO.

(SSRIs) AVTIKOTOOMTTIK®V TOPOYOVTOV
Eocttadompapm gvdéyeton va owEnbovv katd T

GLYYOPNYNON LE TO cobicistat.
ANOXOKATAXTAATIKA
Kvkhoomopivn H aAAnAienidpaon dev Exet YuvioTatol BepamevTIK
Sirolimus peremOet Lie 0mo10dnToTE Mo To. | TOPUKOAOVON oY KATA TN
Tacrolimus ovotatikd tov Genvoya. cvyyopnynon pe to Genvoya.

O1 GUYKEVTPDOGELG OVTAOV TOV
0VOGOKATUCTOATIKAV TP yOVIMV
gvdéyetan va owEnbovv katd
Xopnynon pe to cobicistat.
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D appnoKeLTIKO TPOIOGV Ava
OgpameuTikn meproyn

Emépdoceig 6ta emineda Tov
QP OPUOKEVTIKOD TPOTIOVTOC.
Méon mococTioio petafoir] otig

YV0TUGN GYETIKA PE TN
ovyyopiynon pe Genvoya

Tlllég AUC, Cmax, Cmin1
HPEMIXTIKA/YIINQTIKA
Bovomipdovn H aAAnkemidpaon dev Exel H ovyyopnynon tov Genvoya kat g
X owpalendm pehemBei pe onolodnmote omd ta | TpLalordung avtevoeikvotar (PA.
Awolendpm ovotatikd tov Genvoya. napdypapo 4.3). Me dAha
Ectaloidun NPEWOTIKA/ VTVOTIKA, EVOEYETAL VOL
Drovpalemaun H tpraloraun petapolrileton glval anapaitntn 1 peimon g d6ong
Aopalemaun kuplog amd to CYP3A. H KOl GUVIOTATOL TOLPOKOAOVOT OGN TG
TpraloAdaun ovyyopnynon e to Genvoya GLYKEVTPOOTG.
Zokmdéun EVOEYETAL VO 00NN OEL GE

AVENUEVESG GUYKEVIPOGELG VTOV
TOV POPLOKEVTIKOD TPOIOVTOG GTO
TAGGua, 1 omoia oyetileTot U To
€vOEYOLEVO Y10 cOPaPEG 1
ameANTIKES Yo T {om
avemBOuNTES EVEPYELEC.

O1 cuyKevTpOGELG GAAWDV
Beviodiolemivav,
ovpnepthapfavopévng me
Swalemdpnc, pmopet va ov&nbodv
otav yopnyovvio pe to Genvoya.

Me Bdon pn pecorafodpeves amd
70 CYP 00600¢ amoforng yo
Aopalemdapun, dev avapEVETOL
EMOPALON OTIS GLYKEVTPMOELS GTO
TAQGLO KATO TN GLYYOPNYNOT LE

7o Genvoya.
Xopnyovpevn amd T0V GTOUOTOG Midazolam: H ovyyopnynon tov Genvoya kat g
wdalordpn (2,5 mg epdamal AUC: & YOPMNYOVUEVNG OTTO TOV GTOUOTOG
doon)/ Chnax: < pdalordpunc avtevdeikvotat (BA.

Tenofovir alafenamide (25 mg pia
POpa. TNV NUEPQL)

Xopnyovpevn evéopirefiomg
wdalordun (1 mg epdanal d6om)/
Tenofovir alafenamide (25 mg pia
POopa TV MNuEPA

H pidaloraun petaporileTon
rkuplog and to CYP3A. Adym g
TOPOLGiaG TOL cobicistat, 1
ovyyopnynon e to Genvoya
€VOEYETAL VO 00NN OEL GE
AVENUEVESG GUYKEVIPOGELG VTOV
TOV POPUOKEVTIKOD TPOIOVTOG GTO
TAGGua, 1 omoia oyetileTot U To
evdEXOLEVO Y10t GOPOPEG T
ameNTIKES Yo T Com
AVETOOUNTES EVEPYELES.

Tapdypoeo 4.3).

ITAPAI'ONTEX KATA THX OYPIKHX APOPITIAAY

Koyikivn

H aAAniemidpaon dev Exel
pehemBei e omolodnmote amd T
ovotatikd tov Genvoya.

H ovyyopnymon pe to Genvoya
€VOEYETAL VO 00N OEL GE
AVENUEVEG GUYKEVIPOGELG VTOV
TOV POPUOKEVTIKOD TPOIOVTOG GTO
TAGGUOL.

Mrmnopei va aroitodvtol HEUOGELS TG
d6ong g kolyikivng. To Genvoya
dev mpémel va cuyyopnyeital pe
KOAyIKivn oe acBeveic pe veppikn 1
NToTKny ducAettovpyia.

Alepapp. = dev gpappoletol

DOAC = peco amd Tov GTOUATOS OVTITNKTIKO
1 Otov vrdapyovv dwbéotpa dedopéva and peréteg oANAenidpoong HeTtalld EapUOK®V.
2 Avtéc ot pehéteg dievepynnkav pe evicyvpévo e ritonavir elvitegravir.
3 Avtd elvol eappoKELTIKG TpoidvTo TG 010G Katnyopiog ota omoio umopolv vo tpoPre@dolv mapdpoteg

OAANAETIOPACELC.
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Avti 1 perén devepynBnke pe ypnomn tov elvitegravir/cobicistat/emtricitabine/tenofovir disoproxil fumarate.

Avti 1 perétn devepynonke pe ypnon tov Genvoya.

Avti 1 pehén devepynBnke pe ypnon emtricitabine/tenofovir alafenamide.

Avti 1 perétn devepynonke pe emmpocbetn d6om voxilaprevir 100 mg wote va emttevyfodv ekBEcels Tov voxilaprevir
mov avapévovtat og acbevei pe Aotpmén amd HCV.

~N o B

Meléteg mov dievepyndnkoay pe GALN QOPUOKEVTIKA TPOIOVTO,

Me Baon tig peréteg aAlnAenidpacng eopudKwv wov devepyndnkav pe to Genvoya 1 To GLGTATIKA
tov Genvoya, dgv &yovv mapatnpndei ovTe avopUEVOVTOL KAVIKG GMLLOVTIKES POPHOKEVTIKES
oAAnAemdpacelg petah TV cuoTaTIK®V Tov Genvoya Kol TV oKOAOLOWOY PUPLOKELTIKGY
nwpoidvtwv: entecavir, famciclovir, pyumafipivn, opotidivn kot openpaloin.

4.6 TovyuétnTo, KONON KAl YorOVYid

T'vvaikec o€ avomopoy®ytKn NAKIO/GVIIGUAANWT GE AVTPEC KO YUVOIKEC

H ypfion tov Genvoya 0o wpémet vo GuVodgVETAL Ad TN YPTON ATOTELEGLATIKNG avTICOAANYNG (BA.
Topoypapovg 4.4 kot 4.5).

Kdnon

Agv vrdpyovv emapkeic Kot Kaad eheyydpeveg pelétec tov Genvoya 1| TV GUGTUTIKMOV TOL GE £YKVEG
yovaikes. Ag dwatifevtor 1) eivon TepLopiopéva o dedopéva (TEPMTOCELS £KPaoTG KONOTG AMYOTEPES
arnd 300) amd ) ypnon Genvoya cg Eykveg yovaikec. 261000, Evag PeyaAog aplOudg dedopévov oe
€yKveg yovaikeg (mepimtaoelg ékPaong éxbeong mepiocotepeg and 1.000) Katadeucviouy T un
Orapén cvyyeEVOV SoLapTIOV 1) TOEKOTNTOS 6TO EUPPLO/VEOYVO GYETILOLEV®V LE TNV emtricitabine.

Meléteg oe La dev KatédeiEav dpeon 1 éppeon toikotta twv elvitegravir, cobicistat 1)
emtricitabine, 6tav ovTd yopnyovvToL EEY®PIGTE, GTIG TAPAUETPOVS TG YOVILOTNTAG, TNV KVUNON, TV
eUPpLIKN avATTLEN, TOV TOKETO 1) TN LETAYEVVNTIKY avamTuén. MeAéteg Tov tenofovir alafenamide ¢
{da oev €de1av ototyeio ToucotnTag Tov tenofovir alafenamide otic Tapapétpoug g yovipdmrog,

™V Komon 1 v euPpuikn avamoén (PA. Tapdypagpo 5.3).

H Oepaneia pe cobicistat ko elvitegravir kotd T d1dpKeLo TOL dEVHTEPOL KOl TPITOL TPUHVOV TNG
Konong et koraderydel 6tL 0dnyel oe yaunlotepes ekbécelc oto elvitegravir (BA. mapdypapo 5.2). Ta
enimeda Tov cobicistat peidvovtal, Le TOOVO UTOTELEGLA VO LNV TOPEXETOL EMOPKNG eVioyvon. H
onUavTIKN peimon g ékBeong oto elvitegravir evdéyetan va, 0d1yNoEL GE 10AOYIKT| ATOTVYI0 KoL GE
avénuévo kivouvo petadoong HIV Aoipméng and ™ untépa oto moudi. Eropévemg, dev Oa mpénet va
yivetan Evapén Bepaneiog pe Genvoya KoTd T S10pKELD TNG KOOGS KoL Ol YOVOIKES TOV LEVOLV
€ykvec eve hAapavouv Bepameia pe 1o Genvoya o TPEMEL VO TPAYLLATOTOOVV LETAPAON G
evaALakTKO oyfua (BA. Tapdypapo 4.4).

Onioouodg

Agv gtvan yvoot6 gdv to elvitegravir, to cobicistat 1| o tenofovir alafenamide omexipiveTon oto
avBpomvo ydho. H emtricitabine anekkpiveron 6to avBpamvo yoda. Meléteg og (da katéder&ov 6T
ta elvitegravir, cobicistat kot tenofovir amexkpivovtal 6To YaAa.

Yrdpyovv averapkeig TAnpopopieg oyeTikd e v enidpacn twv elvitegravir, cobicistat,
emtricitabine kot tenofovir ota veoyévwvnta/Bpéen. Lvvendc, 1o Genvoya dgv TPENEL val

YPNOLOTOIEITOL KOTA TNV S1dpKEWD TOL ONAOGHLOD.

[Mpoxepévov va amopevyBel n petddoon tov 100 HIV 610 Bpépog, cuvietdton ot yovaikes mov Lovv pe
tov 10 HIV va unv Onidlovv ta Bpéen tovu.
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Tovémra

Agv vrtdpyovv dedoUEVA GYETIKA LLE T YOVILOTNTA atd T ypnor tov Genvoya 6tovg avBpdrovg. Xe
peAétec oe Loa dev vanpEav emdpaoels Tov elvitegravir, Tov cobicistat, tng emtricitabine Kot Tov
tenofovir alafenamide ot TapapéTpovg Tov {gvyopmpatog 1§ TG yovipdtntog (PA. mapdypapo 5.3).
4.7 Emopdacels oty tkavotnTa 001y101G KOl (EPLGHOV UYOVI|LETOV

To Genvoya gvdéyetor va EYEL LLKpT| EMIOPOACT) GTNV IKAVOTITA 031YNOTG KL YEPIGHOD PN avnUiTov.
O1 acBeveig mpémel va TANpopopodvTaL 6Tt KOTd TN dtdpkelo aywyns e Genvoya oavaeépOnke (din.

4.8 AvemOounteg evépyereg

IepiAnyn 1oV TPoEIA 0cPdAELNg

H a&oAdynon tov avemBountov evepyeidv Paciletor ota SedoUEVE ATOAAELNG OO OAEG TIG LEAETEG
Dddaone 2 ka1 3 pe to Genvoya Kot oo TV gumepio petd v KukAogopio. Ot mhéov cuyva
avapepbeioeg avemBuunTeg evépyeleg g KAMVIKEG LeAétes ddpkelag 144 efdopdadmv ftav vautio
(11%), d1dppora (7%) kon kepararyio (6%).

ZUVOTTIKN TEPIANYT OVETIOVUNTOV EVEPYEIDV

O avemBounteg evépyeteg otov Ilivaka 2 Tapatifevtal ava Kot yopio opyavikod GUGTHUATOS Kol
ovuyvotTa eppavions. Ot cuyvotnteg Tpocdilopilovtar g e&Ng: ToAd cuyvég (= 1/10), cuyvéc (= 1/100
£m¢ < 1/10) ko 6t cuyvég (= 1/1.000 £€mg < 1/100).

Hivakag 2: Katdroyog 6 pop@1] TivaKa TOV avemOUuUNTOV EVEPYELOV

ToyvotTa | AvemBountn evépyara
A10T0paYES TOL QUUOTOWTIKOD KO TOD AEUPIKOD GUOTHUATOS
Oyt cvyvéc: | avopio!

POy10TpIkéS O10T0pOYES

Yoyvég: U1 QUGIOAOYLKE dvelpa

OVTOKTOVIKOG 18e001OG Kot amdTEPO ovToKTOViaG (o€ aobeveig pe Tpodmdpyov

Ot ovyvée: 10T0p1Kkd KaTdOAymg 1 yoyatpikhg acdivelag), korddinym?

A10T0p0oYES TOD VEDPIKOD GUTTHUATOS

Yoyvég: | KeaAaAdyia, (AN

A10T0pOYES TOD YOATTPEVIEPIKOD

IToAv cuyvéc: vaoTia

Yoyvég: duappota, EPETOG, KOLMOKO GAy0s, LETEDPLOUOG
Oy ouyvée: dvoneyia

Aratopoyés Tov JEPUATOS Kot TOD DTOOOPLOV 10TOD

Yoyvég: e&avOnua

Oy cvyvéc: ayyeooidnue™*, Kwmouoc, kvidwon?

TeviKég O1aTopoyéS Kol KOTOOTAGELS THG 000D YOPHYNONS

Yoyvég: | KOTWOT)

1 Avt n avemBountn evépyela dev mapotnpndnke otig kKAwvikég peréteg Oaong 3 yio to Genvoya aAAG avayvopiotnke
oo KAMviKég HeAéTec 1) TNV epmelpio LeTd TV KukAogopia yio Ty emtricitabine 6tav ypnotpomoteitor pali pe dAio
OVTLPETPOTIKEL.

2 Avt n avemB0oun evépyela dev mapatnpndnke otig KAwvikég peréteg Paong 3 yia o Genvoya aAld avayvopictnke
amd KAMvikég pedéteg yia to elvitegravir dtav ypnoipomoteiton padi pe GAla avtipeTpoitkd.

3 Avt N avemB0OpunT EVEPYELN OVOYVOPIGTIKE LECH TG TAPAKOAOVONGNG TMV TPOIOVTIMV OV TTEPLEYOLY emtricitabine
HETA TNV KuKAOQOpiaL.

4 Avt 1 avemBOuN T gvEPYELD OVOYVOPIOTIKE HECH TNG TOPAKOAOVON GG TOV TPOIOVTOV TOV TTEPLEYOVV tenofovir
alafenamide petd v kukAogopio.

25




[eprypaon emAeyuévov oavemiOUNTOV EVEPYEIDV

Merafolixes mapauetpor
To copatikd Bapog Kot ta eninedo Tov Aumdiov kot g YAukolng oto aipo evdéyetar va, avénbodv
KaTd T S1dpKELD TG avTIpeTpoitkng Bepoaneiog (BAéne mapdypapo 4.4)

2ovdpouo Emavevepyomoinons tov Avocomointixod Lvothiuatog

e HIV opoBetikong acOevelg [ie cofapn avoGoroYIKT| OVETAPKELD EVOEXETOL VO ELPOVICTEL, KOTA TNV
évapén g CART, pio @AeyYLOVAOING AVTIOPOOT] GE ACVUTTOUATIKA 1| VITOAEIULOTIKG EVKOLPLOKEL
nafoydva. Avtodvoceg dratapayés (6mmg 1 vosog Tov Graves Kot 1 dvTodvooT) NToTiTdn) £xouV
emiong avapepBel. QoTOGO0, 0 AVAPEPOLLEVOG YPOVOS LEYPL TNV ELPAVIOT EIVal TEPIGGHTEPO
KULLOVOUEVOG Kot 0uTd ToL cupPdvTo, popel va cupBovv ToAAODG UAVES LETA TNV EVAPEN TNG
Oepoameiog (BA. Tapdypapo 4.4).

Ogorteovéxpwon

"Eyxovv avapephel mepmtdoelc 06TE0VEKPMOOG KUPIWS 6€ a0HEVEIS LE YVMOOTOVG YEVIKG TAPAYOVTES
Kwvdvvov, Tpoywpnuévn Aotpwén HIV 1 poxpdg didpketog £kBeon oe CART. H ocuyvdémta avtdv
gtvan dyvoot (BA. mopdypapo 4.4).

Metafoléc otny kpeorvivy opod

To cobicistat av&avel TNV KpeaTviv) 0pod AGY® TNG AVAGTOANG TNG COANVOPLOKNG ATEKKPIGTC TNG
KPEATIVIVIG 0PI Vo ennpedleTon 1) VEQPIKT CTEPOLATIKT AETOVPYiat. XTIg KAMVIKEG LEAETEG TOV
Genvoya, av&noeig oty Kpeativivn opov gpeaviotnioy kotd tnv EBdopdada 2 g Bepaneiog kot
nmopépevay otabepéc péxpt 144 gfdopdodes. Xe mpwtobepanevopevous acbeveic, mapatmprOnke petd
a6 144 eBdopddeg o péon petaforn 0,04 + 0,12 mg/dl (3,5 + 10,6 umol/l) o€ oyéon pe v Evapén
¢ Oepameiog. O péoeg avénoeic o oyéon pe v Evopén g Bepaneiog oty opdda Genvoya MoV
pucpdtepeg amd v opdda elvitegravir 150 mg/cobicistat 150 mg/emtricitabine 200 mg/tenofovir
disoproxil (g fumarate) 245 mg (E/C/F/TDF) katé v EBdopdda 144 (dwpopd -0,04, p <0,001).

Metafolés otig gpyaotnproxés eletdoelg Mmidiwy

e peléteg oe mpwtobepamevopevovg acheveig, avénoeig katd v ERdoudoa 144 moapatmprOnkay kot
OTIG 0VO0 OUAdEG Depameiag Yo TIG TAPAUETPOVS TOV MTIOIMY G€ KATAGTUOT) VNOTEING OAIKN
YOANGTEPOAY, dpeom AmonpaTeivn youning tukvotmrag (LDL-xoAnotepoin) Kot Mmonpmteivy
vymAng mokvotrag (HDL-yoAnotepoin) kot tpryAvkepidia o€ oyéomn e v évapén Bepomeioc. H
dlqpeom avénomn o oyxéon Ke TV Evapén Y10, aVTEG TIC TAPAPETPOLS TV LEYAADTEPT] GTNV OLASO
Genvoya cg ovykpion pe v opdda E/C/F/TDF katd v Efdoundda 144 (p < 0,001 yo ) drapopd
petald tov opnddwv Oepomeiog yio oAkn xoAnotepddn, dueon LDL- kot HDL-yoAnotepoin kot
TpryAvkepidia o katdotaon vnoteiog). H didpeon (Q1, Q3) petapoir otov Adyo olkng
yoAnotepoing tpog HDL-yoAnotepoin katd tnv EPdoundada 144 e oyéomn pe v évapén frav 0,2
(-0,3, 0,7) omv opdda Genvoya ka1 0,1 (0,4, 0,6) ot opdda E/C/F/TDF (p = 0,006 yio 0 d10popd
uetad tov opddwyv Bepomeiag).

Houdwzpikodc tAnfvoude

H acpdieio tov Genvoya a&lohoynonke péxpt 48 efdopadeg oe epnfoug acbeveic pe HIV-1 Aoipwén,
niwiog 12 émg < 18 gtdv pe Papog = 35 kg (n = 100), oe moudrd nhikiog 7 €mwg < 12 etd@dv pe Bapog

> 25 kg (n =52) xon mond1d niciog 3 mg 9 etv pe Bapog > 14 émg <25 kg (n =27). To npogpii
ACPAAELNG GTOVG TOUSLTPIKOVS 0obevels, o1 omoiot Elafav Bepancia pe Genvoya fTov TopOLOO HE
ekeivo og eviilikeg. Metd amo 48 efdopddeg Oepaneiag e o Genvoya, ava@épOnKay LEIOCEIS 6TV
OII orovdvAkng oting ko TBLH > 4% o€ 2,1% (1/47) ko 0,0% tov epnpav, oe 12,2% (6/49) ko
3,9% (2/51) tov modrov nhxiog 7 £og < 12 etdv pe Bdpog tovddyiotov 25 kg ko o€ 3,7% (1/27) kou
0,0% tov modidy niuciog tovAdyiotov 3 etdv pe fapog Tovddytotov 14 kg éwg < 25 kg, avtictoyya.

26



AM\ot e0koi TAnOvo ol

AaBeveic ue veppixn ovaiertovpyio.

H acpdieio tov Genvoya og 248 acBeveic pe HIV-1 Aoipwén ot omoiol rav gite
nwpotobepamevdpevol (n = 6) gite 10A0YIKA KOTESTAAUEVOL (N = 242) pe e £m¢ PLETPLOL VEPPIKT
dvoiettovpyia (eKTidpEVOS puBpds oepapatikng S11Bnong pe ™ pébodo Cockeroft-Gault
[eGFRcG]: 30-69 ml/min) a&ohoynOnke péypt 144 efdopnddeg oe pio KAVIKN LEAET OVOIKTNG
emonuavong (GS-US-292-0112). To mpopik acpdieiag tov Genvoya og acbeveig pe o Eog pHéTpia
VEQPIKT OVETAPKELL NTOV TAPOLOLO [E EKEIVO GE aGBEVEIS e PUGI0AOYIKT VEQPIKT Agttovpyia (PA.
mopaypoapo 5.1).

H aopdieia tov Genvoya cg 55 10hoywd kateotoluévoug acbeveic pe HIV-1 Aolpmén kot veppikn
VOG0 telKkol otadiov (eGFRcs < 15 ml/min) og ypovia opodoiton aStoroynOnke £mg Tig

48 efdopadeg oe KAVIKN LEAETN avVOIKTNG emonpaveng povov okélovg (GS-US-292-1825). Agv evto-
miomnkoy véa {ntpote aopdielog o achevels e VEPPIKT VOGO TEMKOD GTOdi0V G8 YpOVIa aplodth-
Mo og acBeveic mov EaPav Genvoya (BA. Tapdypago 5.2).

Aobeveic ue ovvordpyovoa lojuwdén aro tov 16 HIV ko1 tov 10 HBV

H aopdieia tov Genvoya a&loloynonke oe 72 acBeveig pe suvumdpyovosa Aoipwén HIV/HBYV ot
omoiot Aappavay Bepaneia yio HIV og o kAvua) pedétn avowtig emonpavong (GS-US-292-1249),
€wc v EBdopdda 48, oty onoia ot acBeveic GAAaSav amrd GALO avTpeTpoikd oy (To omoio
nepieiye tenofovir disoproxil g 69 and tovg 72 acbeveic) oe Genvoya. Me Bdon avtd ta
TEPLOPIoUEVA OEOOUEVQ, TO TTPOPIA acpdielag Tov Genvoya o aoOevelg e cuVVTTAPYOVTO AOTHLMEN
HIV/HBYV ftav tapdpoto pe ekeivo o aobevelg pe Aoipmén povo amd tov 16 HIV-1.

Avopopd TovoloyodUeEV®V OVETIOVUNTOV EVEPYEIDV

H avagopd mBavoroyoduevmv avemBOUNTOV EVEPYEIDV LETA Amd TN YOPNYNOT| GO0 KUKAOPOPTag
TOL POPHOKEVTIKOD TPOIOVTOG Eivan oMUavTiK]. Emitpénet tn ovveyn mapakoiovdnomn g oyéong
0PEALOVE-KIVOVVOL TOL POPUUKELTIKOD TPOIOVTOC. ZnTeitan amd Tovg EmayyeAMLOTIES VYEiog Vo
OVOPEPOVV OTTOIEGONTOTE THAVOLOYOUUEVEG AVETIOVUNTEG EVEPYELEC MECH TOV EBVIKOD GUGTILLOTOG
avapopas Tov avoypapetar oto [lopapmua V.

4.9 Ymepoocoroyia

e mepintwon vepdocoloying, o aoBevig Tpénel va Tapakoiovbeital Yo evogi&elg ToEOTNTOG
(BA. mapdypago 4.8). H Bepamneia g viepdocoroyiag pe To Genvoya amoteAeiton amd YeviKa
VIOGTNPIKTIKA LETPO CUUTEPTAOLPAVOUEVIC TG TapaKoAovONoNg TV {OTIKOV TopapéTpmy Kabmg
KO TNV TOPOTAPNON TNG KAIVIKNG KATAGTAONG TOV 000gvolC.

Agdopévou 611 10 elvitegravir Kot To cobicistat cuvdEoval oe LYNAO BaBLo pe TIG TPOTEIVES TOVL
TAdopoTog, Bempeital anibBovo va pmopodv va amopakpuvBoly GNUAVTIKA LEGH alod1OAoNG 1)
meplrovaikng kabapong. H emtricitabine propei va amopokpuviel péow arpodvoAiong, n oroia
amopokpivel mepimov 1o 30% g 66ong ¢ emtricitabine Kotd T S1GPKELN P0G CLVESPLOG
opodwAMoNG d1dpkelng 3 wpdv eav avtr EEKvoel €viog 1,5 dpag and T xopnynomn g
emtricitabine. To tenofovir 0TopAKPUVETOL ATOTELEGLOTIKA LEG® OLOSTOMOTG [LE GUVTEAECT
eKyOAMong mepimov 54%. Agv etvan yvwoto gdv 1 emtricitabine 1) To tenofovir pmopovv va
amopakpuvloldv L meprtovaikn Kabapon).

5. OAPMAKOAOI'IKEX IAIOTHTEX
51 ®oppoxodovopikés 1W010TNTES

Ddoppokobepamevtikn Kotnyopio: AVTUKA Y100 GUGTNLATIKT XPNOT), AVIUKA Yio T Ogpaneio Tov
HIV Aoyoéewv, cuvdvaopoi. Kodwkog ATC: JOSARI1S.
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Mnyoavicpndc dpdonc

To elvitegravir etvat évag avasTtoAéag Tng Letapopds kKAovay wvteykpaong HIV-1 (INSTI). H
wteykpaon givar Eva Eviupo mov kmdkoroteiton and Tov HIV-1, 1o omoio amatteiton yio v 1k
avtrypaen. H avaotoln g wreykpdong eumodilel v eVompaT®mon Tov de0&upiBovoukAgikol o&éog
(DNA) tov HIV-1 o710 yovidiopatiké DNA tov Egviot, anokAeiovtag To oynUoTIcHo Tov

npoiov HIV-1 kot v avamapaywyn g 10yevoig Aoipnwéng.

To cobicistat eivor évog emAeKTIKOG, e fAOT TOV UNYOVIGHO AVOGTOAENS TV EVEDH®V TOVL
kutoypoparog P450 (CYP) e vroowcoyévelag CYP3A. H avacstodn Tov pesoAafodpevon amd 1o
CYP3A petafoMopol evicylet T cuotnuotikn ékfeon tov vrootpopdtov ov CYP3A, é6nwg 1o
elvitegravir, 6mov 1 ProdwBecipudmra teplopiletan ko n nuicewn (oM Bpoydvetatl and Tov
eEaptaopevo and to CYP3A petafolopo.

H emtricitabine gival £vag vVOUKAEOGIO1KOG VOGTOAENS TG OvVASTPOPTS LeTaypapdong (NRTI) ko
VOUKAEOG101KO avaAoyo TG 2°-dgo&ukutidivne H emtricitabine poo@opuAtdveTol omd Ta KUTTAPIKA
évlupa ko oynuatiCel v Tppwoeopikn emtricitabine. H tpipwo@opikn emtricitabine avacTtéAlel
mv avtypaen tov HIV péom mg evoopdtoong oto ukd DNA and v avactpopn petaypagion
(RT) tov HIV, odnymvtag otov teppaticpnd g aAvcov tov DNA. H emtricitabine gpoavilet
dpaoctikdémra katd Tev 1wv HIV-1, HIV-2 kot HBV.

To tenofovir alafenamide givon £vag vouKA£0TIOKOG OVOIGTOAENG TG OVAGTPOPTG LETAYPOPACNG
(NtRTI) kou pocs@opoap1dkd Tpopdpuoro tTov tenofovir (vaAoyo TG LOVOPOGPOPIKTG
2’-8e0&vadevocivng). To tenofovir alafenamide dwamepva To kKOTTOPO Kot AdY® TS ALENUEVS
G6TO0EPOTNTOG GTO TAACLLA KOl TNG EVOOKVTTOPIKNG EVEPYOTOINONG HEG® VOPOAVOTC OO TNV
rkaBeyivn A, to tenofovir alafenamide efvor mo amotereopatikd and to tenofovir disoproxil 6cov
aQOopd. 6T GLYKEVTPMOOT TOL tenofovir Gta, Lovorvpnva, KHTTOPO TOV TEPIPEPTKOV aipatog (PBMCs)
(cvumeptAapfavopévmy TmV AEUPOKVTTAP®OY Kot GAA®DV KuTTapmV-oTdymv Tov HIV) kot ota
pokpoedyo. To evdokvttapiko tenofovir 6T GLVEYELD POCPOPVAIDVETOL GTOV PAPUAKOALOYIKE EVEPYO
petaforit dwwopopikd tenofovir. To dipmspopikd tenofovir avactéAdel TNV avaypaen tov HIV
péow evompatmong oto ukdé DNA and v RT tov HIV, 0dnydvtag otov teppatiopd e aAvcov tou
DNA. To tenofovir epgaviletl dpactikdmmra katd tov 100 HIV-1, HIV-2 kot Tov 100 HBV.

Avtukn 6pdon in vitro

Ta elvitegravir, emtricitabine kot tenofovir alafenamide enédeiav cuvepyiotikn aviukn dpdon oty
KutTopikn KoAAépyewa. H avtuikn cuvépyewa datnpnonke yio ta elvitegravir, emtricitabine kKot
tenofovir alafenamide dtav dokipactnke oty Tapovcia Tov cobicistat.

H avtukn 6pdon tov elvitegravir Evavtt €pyacTnplok®V Kot KAVIKG dTopovOBEVT®V GTEAEY®Y TOV
HIV-1 a&oioynonke oe AeppoPfAacTtogldn KOTTOPA, LOVOKVTTOPO/LOKPOPAYO KOHTTOPO, KOl
AELPOKVTTAPO, TOV TEPLPEPIKOV aipaTog Ko ot THéEG TS S0% amoteleopatikng ouykévipmong (ECso)
Kopoivovtay and 0,02 éwg 1,7 nM. To elvitegravir enédeile aviuikn SpacTiKOTNTA GTNV KUTTOPIKN
KoAAEpyew kot Tov HIV-1 khddwv A, B, C, D, E, F, G ko O (o1 tinég ECso xvpaivovtay amo 0,1
¢mg 1,3 nM) ko dpactikdtnta kord tov HIV-2 (ECso 0,53 nM).

To cobicistat dgv &gl aviyvedoyun avtiukn dpdon katd tov HIV-1 kot dev avtaywviletal Tig avTiukég
dpdoeig Tov elvitegravir, emtricitabine 1) tenofovir.

H avtwukn dpdon tng emtricitabine £vavti epyacTnplOK®V Kot KAVIKG ATOLOVOBEVIOV GTELEXDV TOV
HIV-1 a&oloynOnie oe Aeppofractoedeig kuttapikég oelpég, otnv MAGI CCRS kuttapikn oeipd
kot g PBMCs. Ot tipnég ECso yua v emtricitabine xvpaivovtav and 0,0013 £wg 0,64 uM. H
emtricitabine enédei&e avtiukn dpdon o€ kuttapikn KoAépyeta katd tov HIV-1 kAddov A, B, C, D,
E, F xou G (o1 tipég ECso xopaivovtav amd 0,007 £wc 0,075 uM) kot KatédelEe 101K Y10, TO GTEAEXOG
dpaoctikomra évavtt tov HIV-2 (ot tipnég ECso kopaivovay amd 0,007 émg 1,5 uM).
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H avtukn dpdon tov tenofovir alafenamide évavtt epyaostnplok®dv Kot KAVIKG amopovedEvTov
oteleydv votumov B agloloynonke oe AeppoPractoeideic kuttapikég oepés, PBMCs, mpaotoyevn
povokvttapa/pakpodya kuttopo Kot CD4+-T Aeppoktdtrapa. O typég ECso yuo To tenofovir
alafenamide xopaivoviov and 2,0 éog 14,7 nM. To tenofovir alafenamide enédei&e avtukn dpdon
oTNV KLTTOPIKY KaAAEpyela Evavtt Ohwv tov HIV-1 opddwv (M, N kot O), copneptloppavopuévaoy
tov vrotonav A, B, C, D, E, F xou G (o1 tipég ECso xopaivovtav and 0,10 £éog 12,0 nM) kan eppdvice
€101KT] Y10, TO 0TEAEYOG OpacTikOT T £vavTt Tov HIV-2 (o1 Tinég ECso kopaivovtay amo 0,91 émg

2,63 nM).

Avtoyn

In vitro

H pewwpévn evarsnoio oo elvitegravir oyetifeTon 0TI TEPIGGOTEPES MEPUTTMGELG LLE TIC TPWTOYEVEIS
petodhaelc g wreykpdong T661, E92Q ko Q148R. [1pdohetec petodhdéelg g vteykpdong mov
TopaTNPNONKAY TNV ETAOYT KLTTAPIKNG KoAMEPYELog cvpumeplapfavay ig H51Y, F121Y, S147G,
S153Y, E157Q xon R263K. HIV-1 pe tig emleypéves yia raltegravir vrokotactdcelg T66A/K,
QI48H/K ko N155H €d¢e1ée draotawpovpevn avioyn oto elvitegravir.

Ag pmopel va emderyOel in vitro avtoyn e To cobicistat Aoy® EAAEWYNG OVTILKNG OpAoNG.

H peiwpévn evoucnoio oty emtricitabine oyetileton pe t1c petoadidéeic M184V/I oy RT tov
HIV-1.

Ta amopovobévia oteléyn HIV-1 pe petopévn evasOnoio oto tenofovir alafenamide ekppdlovv pwa
K65R petddiaén omnv RT tov HIV-1-enumpdoberta, pio K70E petdiiaén oy RT tov HIV-1
mopotnprOnke wopodikd. Ta aropovmbévta otehéyn tov HIV-1 pe v K65R petddraén égovv
YOUNAOD EMTESOL pLElOpEVT gvoictncio ota abacavir, emtricitabine, tenofovir Kot Aapupovdivn.

2 mpwTobepamevouevovg 0oleveic

Y& o CUYKEVTPOTIKT avdivom, d1eEnydn yovotumikog EAeyyog o€ amopovmBévTta amd To TAACH
otehéym HIV-1 tpotobepanevopevov pe avtipetpoikn aywyn actevav mov éhafov Genvoya oTig
ueréteg @aong 3 GS-US-292-0104 ko GS-US-292-0111 kar pe HIV-1 RNA > 400 avtiypagpo/ml
KoTd TV emPePormpévn oroyikn omwotuyia, TNy Efdondda 144 9 katd ™ otryun mg npdopng
dtokomng Tov eappdkov e perétnc. ‘Emg v ERdopndda 144, n avdrtuén piog 1| teplocotepov
TPOTOYEV®OV LETOAAAEE®V oYeTIOPEV®V LE TV avToyT oTo elvitegravir, emtricitabine 1 tenofovir
alafenamide moapatnpnOnke oe amopovobévra oteréyn HIV-1, tov 12 ek tov 22 acbevav ue
aE10A0YNOL YOVOTUTIKG dedopéEVa oo (EVyap®UEVE KOTA TNV EvapEn Kot KOTA TNV amoTuyio TG
Oepaneiog pe To Genvoya amopovwbévta otedéym (12 and 866 acbeveig [1,4%]) oe ohykpion pe 12
aro 20 amopovabévia oteAéyn Katd v amotuyia ¢ Oepanciog and acbeveic pe a&loroynoo
yevotumikd dedopéva otny opdda Oepaneiog pe E/C/F/TDF (12 an6 867 acBeveig [1,4%]). And ta
amopovmbévia otedéyn HIV-1 tov 12 acbevav pe avamtuén avtoyng oty opdada Genvoya, ot
petodhdEelc mov gpupavictnrayv frav ot M184V/I (n = 11) kot K65R/N (n =2) otnv RT o ot
T66T/A/I/V (n=2), E92Q (n=4), Q148Q/R (n=1) kau N155H (n =2) omv wieykpdon. Anod ta
amopovmbévta otedéyn HIV-1 tov 12 acBevav pe avdmtuén avtoyng oty opdada E/C/F/TDF, o
petoAlaéelc mov gupavictnrav frav ot M184V/I (n =9), K65R/N (n =4) xau L210W (n=1) otqv RT
kot ot E92Q/V (n=4) ko Q148R (n =2) kar N155H/S (n = 3) ot wreykpdon. Ta nepiocdtepa
amopovaodévia atedéyn HIV-1 tov acBevdv kot twv 600 opddwv Bepamneiog ol omoiot avénTuEav
puetoAlaEeic avtoyng oto elvitegravir avénto&ay LETOAAGEEIS avToyNg TOGO Gty emtricitabine 660
Ko oto elvitegravir.

2T1C oVOTUTIKEG aVaADOELS ac0evVDY 6ToV TEAKO TANOLGULO TOV YPNCLOTOMONKE Y10 TNV AVAALOT
g avtoyneg, 7 amd toug 22 acbeveic (32%) oty opdda Genvoya giyav amopovouéve otedéyn HIV-1
ue petwpévn evotcinoio oto elvitegravir g oOyKpion e to omopovopéva oteréyn HIV-1 oe 7 and
tovg 20 acBeveic (35%) oty opdda E/C/F/TDF, aropovopéva otedéyn HIV-1, 8 acBevav (36%)
glyav peiouévn evaichnoio oty emtricitabine otnv opddo Genvoya 6e GUYKPION WLE OTOUOVOUEVOL
otehéym HIV-1, 7 acBevav (35%) oty opudda E/C/F/TDF. Evag ac0eviig oty opdda Genvoya (1
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amd 22 [4,5%]) xar 2 acOeveig oty opdda E/C/F/TDF (2 a6 20 [10%]) eiye petopévn evouchnocio
o1o tenofovir.

2€ 1040Y1K0, KOTETTOMEVODS 00OEVEIS

Evtoriomkav tpeig acbeveig mov eppdvicay avroyn tov HIV-1 oato Genvoya (M184M/1;
M1841+E92G; M184V+E92Q) émg v EPdopdda 96 og pa KAviKr| LeAETN 10A0YIKE KATEGTOALEV®V
acBevov ol omoiot dAlaEav amd P aymyn wov mepieiye emtricitabine/tenofovir disoproxil kot évav
tpito mapayovra (GS-US-292-0109, n = 959).

2e aobeveis ue ovvorapyovoa rotuwcn amo HIV kor HBV

e pia KAvikn perétn acBevav pe 1oloyikd kKateotaipuévo HIV ko cuvurdpyovoa Aoipmén pe xpovia
nratitda B, ot oroiol EAafav Genvoya yio 48 efdopadeg (GS-US-292-1249, n =72), 2 acBeveig
TANPOVCAV TIG TPOVTODEGELG Y10 TV OVAAVOT] AVTOYNG. X€ AVTOVG ToVG 2 acBeveic, dev eviomioTnKay
OVTIKOTAGTACELS QUIVOEEMV TOV VO OYETILOVTAL [IE OVTOYT| OE OTOIOOMTOTE OO TO, GVGTOTIK(, TOV
Genvoya ctov HIV-1 1 HBV.

Araotavpoduevy ovioxn oe aoleveig ue HIV-1 loiuwln, mpwtobBeparevduevong i 10Aoyikd,
KOTEOTOAMUEVODS

O avBextikoi oto elvitegravir 101 endekvOOLY TOKIAOVG Pabpods 106 TOVPOVUEVTG AVTOYNG OTOV
INSTI raltegravir avéAoya e Tov TOTO Ko Tov aplfpd tov petodlaemv. loi mov gppavilouv Tic
petodhaEeic TO6I/A dratnpodv v evaicOncio oto raltegravir, evd To TEPIGGOTEPA AALY GYLOTO
eméder&ov pelopévn evoucnoio oto raltegravir. loi wov epeavifovv petaArdéelg avioyng 6to
elvitegravir 1| oto raltegravir diatnpovv v gvasOncia Tovg oto dolutegravir.

Ioi avBextikol otnv emtricitabine Tov £pepav v vrokatdotoon M184V/I, eppdvicov
daostavpoduevn avtoyn ot AapPovdivr, aAld dwatipnoay TV evaicncio Tovg 6t d1avosivn, ™
otafovdivn, to tenofovir kar ™ {idofovdivn.

O1 petorraéelg K65R ko K70E €yovv og amotéleopa ) petmpévn evaictnecio oto abacavir,
dwavooivn, t AopiBovdivn, Tnv emtricitabine kot to tenofovir, oA dtatnpodv TV gvoicOncio ot
C100Bovdivn.

Khlvikad dedouéva,

TpwroBepamevouevor aobeveic ue HIV-1 loiuwln

Y1ig perétec GS-US-292-0104 ko GS-US-292-0111, ot acBeveig tuyororombnkav oe avoroyio 1:1
v va, AdBovv gite Genvoya (n = 866) pia opd tnv nuépa gite elvitegravir 150 mg/cobicistat

150 mg/emtricitabine 200 mg/tenofovir disoproxil (g fumarate) 245 mg (E/C/F/TDF) (n = 867) pia
eopd v Nuépa. H péon nhkia ftav 36 £t (gvpog 18-76), 85% frav avdpeg, 57% Mtav Aevkoi, 25%
nrav povpot kot 10% frav Acidteg. Aéka evvéa To1g €katd TV acbevdv avayvopiomnKay g
oravopavorviatvoemvol. O pécog HIV-1 RNA oto mhdopa katd v Evapén g Lekéng frav

4,5 logio avtrypdowv/ml (gvpog 1,3-7,0) ko 23% elyav ukd poptia kot TV Evapén g HEAETNG

> 100.000 avtiypapa/ml. O pécog apbpog kuttdpov CD4+ kotd v Evapén g peréng Nrav

427 wottapa/mm?’ (e0pog 0-1.360) ou 13% siyav apidud kuttdpov CD4+ < 200 kbtrape/mm?’.

To Genvoya enédeite otatiotikn avatepotnta oty enitevén HIV-1 RNA <50 avtiypaemv/ml otav
ovykpifnke pe 1o E/C/F/TDF tv EBdopdda 144. H 610¢popd 610 mocooto ftav 4,2% (95% CI: 0,6%
€mg 7,8%). Ot ouykevipotikés ekPaoeig g OBepaneiog otig 48 ko 144 gfdopddeg mapovoialovron
otov Ilivaxa 3.
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Hivaxag 3: XvykevipoTikég 0hoyikéc ekPacers otig perétes GS-US-292-0104 kon
GS-US-292-0111 katd tic EBdopadeg 48 won 144*F

Epoopéoa 48 Epoopdoa 144
Genvoya E/C/F/TDF Genvoya E/C/F/TDF
(n =866) (n=2867) (n =866) (n =867)
HIV-1 RNA <50 avtiypagao/ml 92% 90% 84% 80%
Awopopd Bepameiog 2,0% (95% CI: -0,7% £wg 4,7%) 4,2% (95% CI: 0,6% ¢wg 7,8%)
HIV-1 RNA > 50 avtiypa@a/ml” 4% 4% 5% 4%
Xopic 10A07IKA 0£00pREVE. GTO 4% 6% 11% 16%
mopadvpo EPoonddac 48 | 144
AtéKoyav 10 QALK TNG HEAETN 1% 2% 1% 3%
Loyw AE 1 Qovéton®
Akoyov 10 QapLaKo TG HeAET] 2% 4% 9% 11%
Yo GAhovg Adyovug Kot TeAevTain
Swbéoun Ty HIV-1 RNA
< 50 avriypapo/ml®
EAm dedopéva kotd ) Sidpretol 1% <1% 1% 1%
ToL TaPadVupoL aAAG cuveyilovv
TO PAPLLOKO TNG LEAETNG
Avaroyia (%) ac0evdv pe
HIV-1 RNA <50 avtiypo@ao/ml katd
nToKATYOpia
HAwcio
<50 ém 716/777 (92%) 680/753 (90%) | 647/777 (83%) | 602/753 (80%)
>50 ém 84/89 (94%) 104/114 (91%) 82/89 (92%) 92/114 (81%)
Dvro
Avdpag 674/733 (92%) 673/740 (91%) | 616/733 (84%) | 603/740 (81%)
Iovaika 126/133 (95%) 111/127 (87%) 113/133 (85%) | 91/127 (72%)
Dol
Mavpog 197/223 (88%) 177/213 (83%) 168/223 (75%) | 152/213 (71%)
Mn podpog 603/643 (94%) 607/654 (93%) | 561/643 (87%) | 542/654 (83%)
lid poptio KoTd TV Evapén g
perémg
<100.000 avtiypopo/ml 629/670 (94%) 610/672 (91%) | 567/670 (85%) | 537/672 (80%)
>100.000 avrtiypago/ml 171/196 (87%) 174/195 (89%) 162/196 (83%) | 157/195 (81%)
IAp1Bpo¢ kuttapwv CD4+ katd v
EvapEn g perémg
<200 xotTapa/mm’ 96/112 (86%) 104/117 (89%) 93/112 (83%) | 94/117 (80%)
>200 kotrapo/mm’ 703/753 (93%) 680/750 (91%) | 635/753 (84%) | 600/750 (80%)
HIV-1 RNA <20 avtiypoga/ml 84,4% 84,0% 81,1% 75,8%

Awopopd Bepameiog

0,4% (95% CT: -3,0% éwg 3,8%)

5,4% (95% CI: 1,5% éwc 9,2%)

E/C/F/TDF = elvitegravir/cobicistat/emtricitabine/tenofovir disoproxil fumarate

o To mapdbvpo Efdopddag 48 rav peta&d g Huépag 294 kot 377 (cvpumepihapfavouévng). To mapdbupo g
EBdopddoag 144 rav peta&d g Huépag 966 kon 1049 (cupmepirapfovopéivng).

B Kot otig dvo peréteg, ot acbeveig otpopatoromnkay coppwva pe o HIV-1 RNA katd v évapén
(< 100.000 avtiypaga/ml, > 100.000 avtiypapo/ml éog < 400.000 avtiypapa/mln > 400.000 avtiypoeo/ml), kotd
apBud kuttdpav CD4A+ (< 50 kottapa/pl, 50-199 kottapo/pl 1§ > 200 kdtTapa/pl) ko katd nepoyn (HILA. 1 ektdg

HILA.).

vy Zvoumepednkav acbeveic ot omoiot elyav > 50 avtiypapo/ml oto Tapdbvpo ERSonddac 48 1 144, acbeveic mov
StEkoyav TpmIL AOY® EAAELYNG 1] ATDAELNG OTOTEAEGUATIKOTNTOS, AcOeVEIC TTOV S1EKOY AV Yo AGYOLS SLapOPETLKOVG
a6 avemBount evépyeia (AE), Odvato 1 EAAenym 1 OTOAELN ATOTEAEGHATIKOTITAG KoL KOTO TO XPOVO TNG OL10KOTNG

glyav ukn Ty > 50 avriypaeo/ml

d IeprrapPaver acbeveic mov diékoyav Aoym AE 1 Bavdtov ce omotodnmote ypovikd onpeio and tnv Huépa 1 péypt to
¥XPOVIKO TapdBupo, £6v avTd 001YNOE GE ATOVGia LOAOYIK®OV deS0UEVMV GYETIKA e TN Bepameio KoTd TN d1dpKELD TOV

kabopiopévou mapadvpov.

e IeprrapPdaver acbeveic mov diékoyav yio Adyoug dtapopeticovs and AE, Odvato 1 EAdetyn 1 andrewn
ATOTEAEGUATIKOTITOG, TT.). ATOCVPGT] GLVAIVEST|C, OTOAELN TOPAKOAOVONONGC, K.0.K.

H péon ovénon omod v Evopén otov aptdpd kuttdpov CD4+ fray 230 kdttapo/mm’ og 0cheveic
mov £hafav Oepameio e To Genvoya kar 211 kbrrapa/mm’ ctovg acOeveic mov édaBav Oepameia pe
E/C/F/TDF (p = 0,024) xaté v ERSondda 48 kat 326 kvttope/mm’ og acdeveic mov Elapav
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Oepameia pe to Genvoya ko 305 kotTopo/mm’ otovg 0cdeveic mov Elapov Oepaneio pe E/C/F/TDF
(p = 0,06) xatd v ERdopndda 144.

loloyika kazeotaluévor aoBeveig ue HIV-1 loiuwdn

X Mekét GS-US-292-0109, 1 omwoteAeopatikOTnTO KOt 1) 00QAAED TNG 0Alayng and ite efavirenz
(EFV)/emtricitabine (FTC)/ tenofovir disoproxil, FTC/tenofovir disoproxil cuv atazanavir (gvicyvpévo
ue cobicistat 1 ritonavir), gite E/C/F/TDF ce Genvoya a&loloynOnkoyv 6g o Tuyoomotmpévn,
OVOIKTAG EMoNpavong HEAETN 10A0Y KA KateoTaAipévay (HIV-1 RNA < 50 avtiypagpo/ml) evniikmv
pe HIV-1 doipwén (n = 1.436). O acBeveic énpene va givan otabepd kateotaipévol (HIV-1 RNA
<50 avtiypago/ml) vd v aywyn mov Adppavay Katd tnv Evapén Yo TOLAGYIGTOV 6 INVES KoL Vo
&yovv HIV-1 yopig petaAddéelg avioyng o€ omotadnToTe oo To GLOTUTIKA Tov Genvoya TP and TV
évtaén ot pelétn. Ot aoBeveic TuyoomomOnkay o avaroyia 2:1 gite e aAlayn oto Genvoya kotd
mv évapén (n = 959), gite o€ Tapapov| oTNV AVTIPETPOTIKY aywyn Tovs (n = 477). O acBeveic eiyav
péon niia 41 € (edpog 21-77), 89% Nrav dvdpeg, 67% Mrav Aevkoi kot 19% Ntav pavpot. O pésog
aptdpog kuttdpmv CD4+ kotd v évapén fray 697 kittapo/mm’ (e0pog 79-1.951). Ot aobeveic
GTPOUOTOTOMONKAY COLQ®VO LLE TNV TPOTNYOULEVT BepamevTikn| Tovug aymyn. Katd m dwaioyn, 42%
tov acBevav AduPavav FTC/tenofovir disoproxil cuv atazanavir (evicyvpévo e cobicistat 1y
ritonavir), 32% tov acBevav Adppavav E/C/F/TDF kot 26% tov acbevav Adppovoy
EFV/FTC/tenofovir disoproxil.

H oAAayn anod po aywoyn pe Bdon to tenofovir disoproxil e Genvoya ftav avatepn 6GOV apopd 61N
dwtpnon HIV-1 RNA <50 avtiypapo/ml 6€ GUYKPLOT LE TNV TOPOLOVI] GTNV 0Y®OYT] TOV

AapPavotay katd v évopén (Iivakag 4).

Mivakog 4: Iohoyukég exPaoeig oty Merém GS-US-292-0109 katd tic Epdopdadeg 48" ko 96°

Epoopdaoa 48 Epoopéoa 96
Genvoya | Ayoyn katd v évapln | Genvoya | Ayoyn katd v évapén
(n = 959) (n=477) (n = 959) (n =477)

HIV-1 RNA <50 avtiypogo/ml|  97% 93% 93% 89%

Awopopd Bepameiog 4,1% (95% CI: 1,6% éwg 6,7%, 3,7% (95% CIL: 0,4% ¢wg 7,0%,

p <0,0017) p <0,017Y)

HIV-1 RNA o N o o
> 50 avtiypoage/ml® 1% 1% 2% 2%
Xopic 10A07IKA 0£d0pREVE. GTO
mopadvpo 2% 6% 5% 9%
Epoopadag 48/Epdopadac 96

Atékoyav 10 @ApHaKo TG

perémg Aoym AE 1 1% 1% 1% 3%

Bavdrtov®

Atékoyav 10 @apHoKo TG

HeAENG YL AALOVG AOYOVG

Ko tekevtaio dbéoim 1% 4% 3% 6%

niu HIV-1 RNA

< 50 avtiypapo/ml°

EXAm dedopéva katd

Sldp’Kela 0V mapadopov 0% <1% 1% <1%

aALd cvveyilovv to

PApUaKO TNG HEAETNG
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Epodopada 48 Epoopada 96
Genvoya | Ayoyn katd v évapln | Genvoya | Ayoyn katd v évapén
(n =959) (n=477) (n =959) (n=477)
IAvaroyia (%) ac0evav pe
HIV-1 RNA <50 avtiypo@ao/ml
KaTd Tponyoduevn
OepameoTiKn oy
LFVIFTC tenofovie 96% 90% 90% 86%
isoproxil
FTC/tenofovlir disoproxil. 97% 92% 92% 88%
GULV EVIOYLUEVO atazanavir
E/C/F/TDF 98% 97% 96% 93%

EFV = efavirenz, FTC = emtricitabine, E/C/F/TDF = elvitegravir/cobicistat/emtricitabine/tenofovir disoproxil fumarate

a To mapaBvpo EBdonadag 48 Nrav peta&d g Huépag 294 kar 377 (cvpnepirapfovopévng).

B To mapdbvpo ERdopdadag 96 frav peta&d g Huépag 630 kon 713 (cupmepthopfovopévng).

v Htypn P ya ™ dokiun avotepdtntog mov 60YKPLVE T0. T0G00TE L0AOYIKNG eMLTu)iog Tpocdiopictnke ot dokiyry CMH,
N omoio oTpOUATOTOMONKE GUUEOVE HE TNV Tponyovpevn Oeparnevtiky aywyr (EFV/FTC/tenofovir disoproxil,
FTC/tenofovir disoproxil cuv evicyvpévo atazanavir | E/C/F/TDF).

d  Zoumepianednkav acbeveic ot omoiot eiyav > S50 avtiypagpo/ml oo Topdbvpo ERSopndadac 48 1 EBdopddog 96, acbeveig
OV SLEKOY OV TPALUO, AOY® EAAELYNG 1] ATDAELNG ATOTEAEGLOTIKOTNTOC, 0oOEVEIC TTOV SLékoyay Yo AOYOLS
Srapopetikovg and avemBounm evépyela (AE), Odvarto 1 EMAEIYN 1 OTOAELD ATOTEAEGUOTIKOTITOG KO KATA TO XPOVO
™G dtakomng elxav tkn T > 50 aveiypapa/ml.

e Iepriappaver acbeveig mov d€koyov Adoym AE 1| Bavdtov og omolodnmote ypovikd onpeio amd v Huépa 1 péypt to
XPOVIKO Tapdbupo, edv owTd 00MYNoE G€ AmOVGia LOAOYIK®OV dedopévav oyeTikd pe T Bepaneia Kotd ) didpKeLle TOV
Kkabopiopévov Tapabvpov.

ot Ileprrapfaver acbeveic mov diékoyav yio Adyoug dtapopeticovs and AE, Odvato 1 EAdetyn 1 andrewn
ATOTEAEGUATIKOTITOG, TT.). OTOCVPGT| GLUVAIVEGT|C, OTOAELN TOPAKOAOVONONGC, K.0.K.

AaOeveic ue HIV-1 Aoiuwdn ue nmia éwg uétpia veppixn ovoiertovpyio,

X Mekét GS-US-292-0112, n awoterecpatikotnTo Kot 1 oopireia tov Genvoya agloloynonkoy
o€ Lol KAMVIKT LEAETT ovolKThg emonpavong 242 acBevav pe HIV-1 Aolpmén pe fmo émog pétpia
veppikn dvoietrtovpyia (eGFRca: 30-69 ml/min). Ot acBeveig tav 10AoyiKd KOTESTAAUEVOL

(HIV-1 RNA <50 avtiypagoe/ml) yio tovAdyiotov 6 piveg mpv v odlayr oto Genvoya. H péon
nhio ftav 58 € (gvpog 24-82), pe 63 acbeveig (26%) ot omoiol Nrav nhwkiag > 65 etdv. ERdounvra
evvéa 101 ekatd MTav avopes, 63% nNrav Aevkoi, 18% Ntav pavpot kot 14% Nrav Acidres. Aéka tpia
701 €KOTO TV acBevav avayvopiomkay g Ionavopovovlativoemvol. Katd v évapén,

80 acBeveic (33%) eiyav eGFRce < 50 ml/min kon 162 acBeveig eiyav eGFRce > 50 ml/min. Katd v
é&vapén, o ddpecog eGFR ftav 56 ml/min. O pécog apBpdg kuttdpov CD4A+ katd v Evapén g
peAémg frav 664 kottapo/mm’ (sdpog 126-1.813).

Koatd v EBdoudda 144, 83,1% (197/237 acBeveic) dwtnpnoav HIV-1 RNA < 50 avtiypago/ml petd
mv aAloyn og Genvoya.

X Mekét GS-US-292-1825, n amotedeopatikotnTao Kot 1 oopireia tov Genvoya agloloynonkoy
0€ KAMVIKN LEAETT] OVOIKTIG EMIGTLLOVOT|G LoVOL okéAovg o 55 evihkeg pe HIV-1 Aoipwén kon ve-
QP11 vooo teElkov atadiov (€GFRce < 15 ml/min) o1 onoiot vrofdiiovtay 6g xpovia oplod1vAoN
Y10 ToVAdoTOV 6 pnveg Tpwv amd v adAayn oe Genvoya. Ot acBeveig Tav 10A0YIKAE KaTESTAALEVOL
(HIV-1 RNA <50 avtiypagpo/mL) yio TovAdyiotov 6 pnveg tpv amd v olhayn oto Genvoya.

H péon niwcia ntav ta 48 £t (e0pog 23-64). ERdounvta €51 toig ekatd oy dvopeg, 82% ftav pod-
pot kar 18% ftav Agvkoi. Askoméve 101G KT TV 06HEVAOY TPOoGdopiloviay mg IGTaVOP®-
vovAatvopmvol. O pécog apyikog aptdpdc CDA+ kuttdpov frav 545 kdttapo/mm’ (0pog
205-1473). Katd v EBooudda 48, to 81,8% (45/55 acbeveic) dwtnpnoe HIV-1

RNA <50 avtiypapa/mL petd v adlayn oe Genvoya. Aev vrnpEav KAVIKA onuovTiKés HeTaPoAES
oTIG epyacTnPloKes e€etdoeig Mmdinv og Katdotaon vioteiag og acbeveic mov dAlalav og Genvoya.

AabBeveig ue ovovomdpyovoo. Aoiuwén omé tov 1o HIV ko tov 10 HBYV

Yy avoktig emonpovong Meiétn GS-US-292-1249, 1 amoteAeo LaTKOTNTA KOl 1] AGPAAELN TOL
Genvoya a&roAoynOnkav o eviilikeg aoBevelg pe cuvumdpyovca Aoipmén and tov 16 HIV-1 kot
wpévio nrotitida B. EERvta evvéa amd toug 72 acBeveic Adppavay Tpornyoduevn avilpeTpoikn
Bepoameio mov mepieiye tenofovir disoproxil. Katd v évapén g Bepanciog pe Genvoya, ot
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72 acBeveig eiyov kateotarpévo HIV (HIV-1 RNA < 50 avtiypago/mL) yio tovAdyiotov 6 univeg pe f
yopig katactoln Tov HBV DNA ko giyav aviipporodpevn nroticn Aettovpyio. H péon niio nrov
50 &t (gbpog 28-67), 10 92% TV 0cBevav fTav avdpeg, To 69% 1tav Aevkoi, to 18% ftav pavpot
kot 10 10% ftav Acidreg. O péoog apyikog aptdpdg CDA+ kuttdpov fitav 636 kdttape/mm’ (sdpog
263-1498). Oydovra £ To1g ekaTd TV acbevav (62/72) ntov HBV kateotadpévol (HBV

DNA <29 IU/mL) ko to 42% (30/72) itav HBeAg-6gtikol katd v évapén g Bepaneiog.

Ao toug acbeveig mov Nrav HBeAg-Oetikol katd v évapén g Oepaneiog, 1/30 (3,3%) métuye
opopetatpont o€ avti-HBe oty EBdopdada 48. And toug acheveig mov rav HBsAg-Oetucol otnv
évapén g Bepaneiog, 3/70 (4,3%) nérvyav opopetatponn o avti-HBs oty ERdoudoa 48.

v ERdoudda 48, 10 92% tov acbevov (66/72) datpnoe ta enineda tov HIV-1

RNA <50 avtiypaga/mL petd v arlayn oe Genvoya. H péon petafoin and v Evapén g
Oepaneiog otov apBud Twv CD4+ kuttdpwv oty EBdoudda 48 ftav -2 kottapo/mm3. Evevijvta
800 1016 €K0To (66/72 aobeveic) elyav HBV DNA <29 [U/mL ypnoyLomoidvog aviivon
anoiewc=amotvyiog otnv Efdopndda 48. Amd toug 62 acBeveig pe kateotaipévo HBV katd v
évapén g Bepaneiog, o1 59 mapéuevay KaTeoTAAUEVOL Kot 3 elyav eAln dedopéva. ATd Tovg

10 acBeveic mov dev oy HBV katectoipévor kotd v Evapén g Bepameiog

(HBV DNA > 29 IU/mL), 7 enopdvicav KatacToAr, 2 GUVEXIGOY Vo ELPoVILovV viyvedopd enineda
won 1 giye el 6edopéva.

Yrdpyovv mepropiopéva KAvikd dedopéva oxeTikd pe ™ xpnon tov Genvoya ce
npotobepamevdpevoug acbevelg e cuvumdpyovsa Aoipwén and tov 10 HIV/HBV.

Metofoléc oTic uetpnoels 0oTIKNG TUKVOTHTOS

e peréteg mov deEnynkav og Tpwtobepanevopevoug acbeveic, 1o Genvoya cLGKETICTNKE LE
pKpoTepPES petmoels oty ootikn mokvotta (OIT) oe cuykpion pe to E/C/F/TDF 6mwg avt
petpnOnke pe avaivon DXA oyiov (uéon petaforn: —0,8% ot obykpion pe —3,4%, p<0,001) ko

0 QVIKT poipag (péon petaforr: —0,9% oe ovykpion pe —3.0%, p <0,001) petd and 144 efdopddeg
Oepamneiag.

Beltwoeig oty OIl naparmprinkay otig 96 efdopddes petd v dAloyn omd o oy@yn Tov TEPIELYE
tenofovir disoproxil ce Genvoya g cOYKPIGT LLE TN ST PNON TNG OYW®YNG TOL TEPLElyE tenofovir
disoproxil.

Metofolég oTic ueTphoels e VePpikng Ae1tovpyiog

e peléteg oe Tpwtobepamevopevovg acbeveic, To Genvoya GUGYETIOTNKE [UE LIKPOTEPT EMIMTMOOT)
OTLG TOPAUETPOVG VEPPIKTG acpdAelng (Omwg peTprOnkay petd oo 144 gfoounddec Bepaneiog pécm
TOL EKTILMUEVOL pLOLLOV oTepopatikng dBnong pe ™ pébodo Cockeroft-Gault ko Tov Adyov
TPOTEIVNG TPOG KPEOTVIVI] 0VpwV Ko PETE amd 96 efdopadeg Bepaneiog pEcw Tov AdyoL
Aevkopotivng Tpog kpeatvivn ovpav) o cuykpion pe o E/C/F/TDF (BA. emiong mapdypopo 4.4).
TMa 144 gBdopadeg Bepaneiog, Kavévag acbevig dev o1ékoye 1o Genvoya AOY® VEQPIKNG
avemfountng evépyelag epeoviCopevng Adym g Bepaneiog e ohykpion pe toug 12 acbeveig mov
diékoyav 1o E/C/F/TDF (p < 0,001).

Awmnpronke éva Peltiopévo mpoeid veppikng acedieiag kaboAn ) didpkeia g ERdopddag 96 o
acBevelg mov dAla&av o Genvoya 6€ GUYKPIOT| LE EKEIVOVG TOV TOPELEIVOV GE AYMYT| TOV TEPIETYE

tenofovir disoproxil.

Houdwpikodc tAnfvoude

Melérn GS-US-292-0106

¥ Mehét GS-US-292-0106, 1 omote eopatikdTTa, 1 0CQAAELN KoL 1] QOPLOKOKIVITIKT] TOV
Genvoya a&loloynOnkoy og o HEAETN aVOIKTNG EXICHLOVOTG OE TPOGRERANUEVOLG pLE

HIV-1 doipwén mpotobepanevopevovg epripoug nikiog peta&y 12 émg < 18 gtmv pe fapog > 35 kg
(n=50) omv Kodpt 1, o6& 10A0yKd KateoTaApéva Toudid niuciog peta&d 7 €ng <12 etdv pe Bapog
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> 25 kg (n=52) omnv Kodpm 2 kot 6€ 10A0y1KAE KOTEGTOAUEVE Tond1d NAKiog PLETaED 3 €wc 9 etV e
Bapog > 14 émg < 25 kg (n =27) omv Kodpt 3.

O1 acBeveig otnv Kodpt 1 lyav péon niucia 15 € (e0pog 12 émg 17), ntav katd 44% appeveg,
12% Aocudteg kot 88% Mavpot. Katd v évapén, n péon tiun HIV-1 RNA nhdopatog oy

4,6 logio avttypéemv/ml, o S1épuecog apdpdg kuttdpmv CD4+ rav 456 khtrapo/mm’ (svpog: 95 éng
1.110) ko To drapeso CDA+% ftav 23% (gvpoc: 7 €wg 45%). Zuvorkd, 22% iyav HIV-1 RNA
mAdopatog > 100.000 avtiypagpo/ml Katd v Evapén.

Tnv EBdopdda 48, 1o 10600Td 10A0YIKNG avTomokplong oto Genvoya 6g TpwtodepamevoUevong
epnpovug pe HIV-1 Aoipwén Mo Topopolo e To TOC0GTA aVIUTOKPIONG OTIG LEAETEG TV
nwpotobepamsvopevav eviiikov pe HIV-1 Aoipmén. Ze acbeveig o1 omoiot Elafav Bepaneia pe to
Genvoya, 92% (46/50) nétuyav HIV-1 RNA <50 avtiypaga/ml. H péon adEnon and v évapén otov
aptdpod kuttdpov CD4+ katd v EBSopdda 48 frav 224 kottapa/mm’. Tpeig aobeveic siyav
ohoyikn amotuyia kotd v ERdondda 48, eved dev aviyvehBnie 10hoyikn avtoyn oto Genvoya.

Ot acBeveig oty Kodptn 2 giyov péon nhkio 10 € (evpog: 7 éwg 11), péoo Bapog 32 kg katd v
&vapén (evpog: 26 £mg 58) kan ftav katd 42% dppeveg, 25% Acidteg kot 71% Mavpor. Katd v
gvapén, o drdpecog aptBpdc kuttdpov CD4+ frav 926 kottapa/mm’ (svpoc: 336 émg 1611) ko 0
dbipeco mocootd Kuttdpov CDA+ ftav 38% (e0poc: 23 £mg 51%).

Metd v adAiayn oto Genvoya, to 98% (51/52) tev acbevav oty Kodpt 2 napépevav
rkateotoApuévor (HIV-1 RNA <50 avtiypapo/ml) katd tnv EBoopdda 48. H péon petafoirn and tnv
évapén otov aplfpud Kol 610 T0600To TV KuTTtdpv CD4+ katd v ERdoudda 48 ntav -

66 kdtrapo/mm’ ko -0,6%, avtictoyo. Evog 6toug 52 acleveic minpodoe ta Kpitipla 160y mYNS
otov TANBvoud avilvong avtoyng wEypt tnv ERSopndada 48. Agv aviyvetbnke avdmtoén avtoyng oto
Genvoya péypt v ESopdda 48.

O1 acBeveig otnv Kodpt 3 elyav péon niia 6 £t (gvpoc: 3 g 9), péco Papoc 19 kg xatd v
évapén (evpoc: 15 €wg 24), rav 37% dppeveg, 11% Acidreg kot 89% Mavpot. Katd v évapén, o
d1apecoc aptdpodg kuttépov CD4+ frav 1.061 kottapo/mm’ (s0pog: 383 £wg 2.401) kat o S1Gpeco
1060610 Kuttdpmv CD4+ Ntav 37% (edpoc: 24 £wg 53%).

Metd v ey oto Genvoya, to 96% (26/27) tov acbevav oty Kodpt 3 mapépevay Kotestolué-
vot (HIV-1 RNA <50 avtiypapo/ml) katd tv EBoopdada 48. H péon petaforn and v évapén otov
aptdpod Kot 670 T0G0GTo TV Kuttdpnv CD4+ katd v ERSopndda 48 tav -179 kittape/mm’ ot
0,2%, avtiotolya. 'Evag acBevig mapovsiace 1oloywkn amotuyio kotd tnv EBdoudda 48. Aev aviyved-
Onke avamTuén avtoyng oto Genvoya péypt v ERoopdda 48.

Melérn GS-US-292-1515

Y Mehét GS-US-292-1515, n amotedeopatikotra Kot 1) acpaieid tov Genvoya a&loAoyntnkov
o€ [o HEAETT avOIKTYG EToTuavong o€ TpooPefinuévoug pe HIV-1 Aoipmén, 10hoykd
KATeSTOAMLEVOLS £pMPovg nAkiog pneta&d 12 €wc 18 etdv, pe Papog > 35 kg (n = 50).

O1 aoBeveig otn pnekém eiyav ddpeon naia 15 € (evpog: 12 €mg 17 etdv), 64% frav ONAeig kot
98% Wrav pavpot. Katd tyv évapén, o Sidpecog apduoc kuttdpmv CD4+ frav 742 kdttapo/mm’
(e0pog: 255 ¢mg 1246) ko 10 didpeco CDA+% ntav 34% (gvpoc: 21 €wg 53%).

Metd v odrayn oto Genvoya, to 90% (45/50) Tov aoBevdv Tapéuevay KATESTAAUEVOL

(HIV-1 RNA <50 avtiypago/ml) xatd v EBdopdada 48. H péon petaforn amd v Evapén otov
aptdpod Kot 6To T0606To TV Kuttdpov CD4+ katd v ERSopndda 48 tav 43 wdtrapo/mm’ kot
-0,1%, avtictoyo. [1évte acBeveic mapovsiacay wAOYKT amotvyio LEypt To TEAOG TG pEAETNC. Agv
vy veDTNKE POVOTLTIKY| 1] YEVOTLTIKN avticTtoon oto Genvoya.
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52 ®@oppoxokivnTikéG 1010 TEG

Amoppoonon

Metd v omd Tov oTopaTog yopnynon nali pe tpoen| og acBeveig pe HIV-1 Aoipmén, avatoteg
GUYKEVIPAOGELS OTO TAAG LA TopaTnpnOnkay tepinov 4 mpeg Letd ™ 660 yuo to elvitegravir, 3 mpeg
petd tn 66om Yo To cobicistat, 3 dpeg petd T d6on Yo TNV emtricitabine kot 1 dpa petd T d6oM Yo
to tenofovir alafenamide. H otofeporompévng katdotaong HEon Cmax, AUCuu Kot Cirough (LEoM + SD)
o€ aoBeveic pe HIV-1 Aoipwén, avtictoyya, frav 1,7 0,39 pg/ml, 23 + 7.5 pgeh/ml ko

0,45 + 0,26 pg/ml yw 1o elvitegravir, To omoio mapéyetl avasTaATIKO TNAiko ~10 (Adyog Cuougn:
Tpocaprocpévn yuo déapevon mpwteivng ICos yuo un petaAiaypévou tomov 16 HIV-1). H avtictoyn
otabepomom pévns KatdoTaons LEST Cmax, AUCuu kol Crough (L€om + SD) tav 1,1 + 0,40 pg/ml,

8,3 3,8 pgeh/ml xon 0,05 = 0,13 pg/ml yio 10 cobicistat, 1,9 + 0,5 pg/ml, 13 £4,5 pgeh/ml xon

0,14 + 0,25 pg/ml ywo v emtricitabine. H otafepomomuévng katdotaong péon Cmax Kot AUCtu Yio
10 tenofovir alafenamide frav 0,16 + 0,08 pg/ml ko1 0,21 + 0,15 pgeh/ml, avtictoyyo.

Ot pég Cimax kot AUC 1o o elvitegravir avEnonkay kotd 22% kot 36% pe éva eAa@pd yedpo Kot
56% kot 91% pe va yebpa e VYNAN TEPLEKTIKOTNTO GE Amapd, 6€ GYEom e TIS GLVONKeES VnoTElog.
O1 exBéoelg oo cobicistat dgv ennpedotnioy amd £va EAaPPL YEOULO KOl, 0V Kol TopoTnpnonke pétplo
peiwon kotd 24% kot 18% o115 Cmax Kot AUC avticTtorya e v yeOpo e DYNAT TEPLEKTIKOTNTO GE
Amopd, ogv mapotnpnOnKe Kopio dS1poporoinon ot UPLIKOEVIGYVTIKH TOV ENIOPACT) GTO
elvitegravir. Or ekBéoeig otnv emtricitabine dev exnpedotnoy and Eva EAaPPL YL 1] £va, YEOLLA LE
VYN TEPLEKTIKOTNTO O ATTOPA. X GYEOoT UE TIC GLuVOTKeG VynoTelog, 1 yopnynon tov Genvoya e
éva ehappo yeopa (~400 kcal, 20% Auapd) 1 Eva yedua e VYNAN TEPLEKTIKOTNTO GE AUTTOPA

(~800 kcal, 50% Mmapd) dev ennpéace o€ KAVIKA oNUavTIKO BaBlo Tig cuvoAKEG ekBEGELG 6TO
tenofovir alafenamide (mepimov 15% o 18% vymAdtepn AUC pe éva ehappd yedpa 1] €voL YEOULO LE
VYNAN TEPLEKTIKOTNTO GE AP, CVTIGTO(O, EVOVTL TV GUVONKAOV VNOTELNG).

Karavoun

To elvitegravir cuvdéetan katd 98-99% oTig TPWTEIVES TOV VOPOTIVOL TAAGULATOG KOt 1) GUVOEDT)
gtvar aveEApTnTn 0o TN GUYKEVTIPWOOT] TOV PAPLAKOL 6T gVpoc amd 1 ng/ml €wg 1,6 pg/ml. O Adyog
™G HEONG CLUYKEVTPMOOTG TAAGLATOG TTPOG T GLYKEVTPMGT] Papudiov oto aipa ftav 1,37.

To cobicistat cuvdéeton Katd 97-98% oT1c TpMTEIVES TOL AVOPOTIVOL TAACLOTOG Kot 0 AGYOG TNG
LEOMG GLYKEVIPMONG TAAGLLOTOG TTPOG TN CLYKEVIPOGT] PAPLAKOL GTO alipto fTav 2.

H in vitro covdeon g emtricitabine pe T1g TpmTEIVES TOL AVOpDTIVOL TAGGHATOG Tay < 4% Ko 1
ave&apm amd ™ ovYkEVTIpwon 6to gvpog 0,02-200 pg/ml. Ztnv avdTatr GUYKEVIP®GT) GTO
TAAGLLO, 0 AOYOG TNG LEOTG CLYKEVIPMOOTG GTO TAAGLE TPOG TN CUYKEVTPMOT POPUAKOD GTO CLIpLOL
nrov ~1,0 ko 0 Adyog g HEONG CUYKEVIPMONG GTO GTEPLLO. TPOG TI CUYKEVTIPWOT) POPLAKOV GTO
mAdopo fray ~4,0.

H in vitro cdvdeon tov tenofovir pe tig Tpwteiveg Tov avBpodnivov TAdopatog etvar < 0,7% kot etvot
aveEdptnTn and T GVYKEVTPWOT 610 gupog 0,01-25 pg/ml. H ex vivo chvdeon tov tenofovir
alafenamide pe T1c TpoTEIVEG TOV AVOPAOTIVOL TAACLATOG GE JELYLOTA TOV GLAAEYOMN KOV KATA TN
SapKE TV KAVIK®OV peretdv tav mepinov 80%.

Blouetaoynuotiopoc

To elvitegravir vrokertan Kvuping o€ 0&e1d@Tkd petaforiopod pécsm tov CYP3A kot dgutepevdvtmg
yYAvkovpovidiovetar péow v evivpwov UGT1A1/3. Metd T yop1iynor| eVIGYUHEVOL
['*Cl-elvitegravir, to elvitegravir fjtov To Kupiopyo idog 610 TAGGHO, avTiTpoconEdovTag T0 ~94%
NG KUKAOPOPOLGAG padilevipyelng. MeTaBoAITeS apOUATIKNG KOl OAEIPOTIKNG VOPOELAI®ONG I
YAVKOLPOVISIOTg givan TapovTEG G€ TOAD YoUNAL eTineda, ERPAVIiOVTOG ONUAVTIKA XOUNAOTEPT
avTukt] dpaoctikodtTa katd Tov HIV-1 kot 8 GUVEIGEPEPOVY BTN GLVOAIKT AVTIKT OPAGT) TOV
elvitegravir.
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To cobicistat petafolriletor pécm pecorafovpevng amd 1o CYP3A (kvprac) ko CYP2D6
(devtepevovcag) o&eidmong kot dev vrofdideton o YAvKovpovidimor. Metd t yoprynon
['*C]-cobicistat, 99% tng KukAOOPOVGaAG PaSIEVEPYELNG 6TO TAGGHE Tav apueTdBAnTo cobicistat.

In vitro peléteg vrodeucvhovy 6TL 1 emtricitabine dgv gival ovasToAéns TV ovEpOTIVEOV

eviopov CYP. Meté ) yopiynon [*Cl-emtricitabine, mAfpng avéimon g Séong g emtricitabine
emetevyn ota ovpa (~86%) kot ota koOmpava (~14%). To 13% g doong avaktinke oto 0Opa g
Tpelg Bempovpevor petaforitec. O Propetaoynuotiopdg g emtricitabine mweptloppdaver v ofeidwon
TOV OOKTLALOL T®V Bel0A®dV Kot Tov oynuoTicpd Twv 3’ -sulfoxide diaoctepeopepdv (~9% g d60MQ)
Kot T 6VCevén pe yAvkovpovikd o0& yio va oynuoticet o 2°-O-yAvkovpovido (~4% g 66omg). Aev
avayvopiomray GAAOL LeTABOAITEC.

O petaforopog etvar pra Koplo 006¢ amofoing yia to tenofovir alafenamide otovg avOpomovg,
avVTITPOSOTELOVTAS > 80% NG amd TOV GTOLATOG YOPTYOVUEVNG OOONG. In Vitro PehéTeg Exouv
ratadei&el 6T To tenofovir alafenamide petaforileran o€ tenofovir (kOprog petaforitng) amd v
kaBeyivn A ota PBMCs (cupmeptAapBovopévmy Tmv AEUPOKLTTOP®Y Kol GAADY KUTTAP®V-GTOY®V
tov HIV) ko ota pakpopdya kot omd v kKappo&vioeotepdon-1 oto nratokvttapa. /n vivo, 10
tenofovir alafenamide vdpoivetan eviog Twv KuttdpwV oynuatiovtag tenofovir (KOplog petafoArirng),
TO OTOI0 PMGPOPVAIDOVETIL GTOV EVEPYO LETAPOAITN dpwspopikd tenofovir. ZTig KAVIKEG HEAETEG GE
avBparovg, pio awd Tov otépaTog 06om 10 mg tenofovir alafenamide oto Genvoya eiye wg
AOTEAEGLLA VO EMTEVYOODV CUYKEVTIPDGELS TOL dUPOSPOPIKOL tenofovir > 4 popég vynhdtepeg oTa
PBMC:s ka1 > 90% younAotepeg GLYKEVIPAOOELS TOV tenofovir 6To TAAC O 6€ GUYKPLOT| [LE L0 OO
Tov oTOpaTOog ddom 245 mg tenofovir disoproxil (wg fumarate) ota E/C/F/TDF.

In vitro, to tenofovir alafenamide o6& petaforiletor omd 1o CYP1A2, CYP2C8, CYP2C9, CYP2C19 7
CYP2D6. To tenofovir alafenamide petoforiCeton eddyiota and to CYP3A4. Katd t cuyyoprynon
pe to efavirenz, to omoio etvar évag pétplag 1oyvog enaymyéac ov CYP3A, n ékBeon oto tenofovir
alafenamide dev ennpedoke onpavtikd. Metd ™ yoprynon tov tenofovir alafenamide, n
["C]-padievépyeta mhdopotog emédeite ypovoeEaptmuevo Tpo@id e To tenofovir alafenamide va sivon
70 710 dpOovo €idog GTIg TPMTEG Alyeg MPEG KOl TO OLPIKO 0EL KaTd TNV VITOAOITN TEPi0dO.

Amofoin

Meté v amd Tov otopatog yopiyynon [*Cl-elvitegravir/ritonavir, 94,8% g 560mg avaxTiONKe oToL
KOmpOva, T0 0moio GLVADEL LE TNV NTATOXOAKT otékKpLlon tov elvitegravir, evad 6,7% g
yopnyovuevng d6ong avaktOnke ota ovpa. H didpeon tehikn nuicewa {on tov elvitegravir oto
mAdopo petd ™ yoprynon twv E/C/F/TDF eivor mepimov 12,9 dpec.

Meté v amd Tov oTopatog yopiymon [*CJ-cobicistat, 86% kar 8,2% g §60mMG avaKTiONKE GToL
KOTpOva Kot 6oL 00pa, ovtioToryo. H didpeon telkn nuicew {mn tov cobicistat 6To TAGCHA LETA TN
yopnynon twv E/C/F/TDF eivon mepinov 3,5 dpeg kot ot oyetikég ekbéoelg oto cobicistat mapéyovv
Cirough TOV elvitegravir mov etvan tepinmov 10 opég méve amd TV TPOGUPLOGLEVT Y0 SEGUEVOT
wpoteivng ICos Yo Tov pun petaddoypévo tomo tov 100 HIV-1.

H emtricitabine ameKkpiveTol TPOTOPYIKA LEGD TOV VEPPAOV LE TANPT AVAKTNOT TG dOONG 0o Ta
ovpa (mepimov 10 86%) Kot ota Kompava (mepimov 10 14%). To 13% g ddong g emtricitabine
avoKTNONKE GTO OVPA LLE TN LOPPT TPLOV peTafortdv. O LEGOG OPOG TNG GUGTNULATIKNG KABUPoNG
g emtricitabine ftav 307 ml/min. Metd v omd Tov GTOLATOC YOPNYNON, O XPOVOS Nuiceag {oNng
v v aoPoAn ¢ emtricitabine fjtav mepinov 10 mpeg.

H veppum anékkpion tov avarioimtov tenofovir alafenamide amotelel devtepevovoa 086 pe < 1%
™G 600mg va anoPdiieton ota ovpa. To tenofovir alafenamide amoBdAieton Kuping petd omod
petafoiopod og tenofovir. To tenofovir alafenamide kot to tenofovir £yovv didpeon nuiceia {on oto
midopa 0,51 kan 32,37 dpeg, avtiotorya. To tenofovir anoPdAieton amd 10 GO0 and TOVG VEPPOVG
HEC® OTEPAPATIKNG S1MONONG Kot EVEPYNG COANVOPLOKNG OTEKKPLONG.
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DopUoKoKVNTIKN G€ £101KOVC TANOVGLOVC

Hlixia, pdlo ko eBvidtyra

Agv €xet evtomoel KAMVIKG oNULavTIKY S10(pOPOTOiNGT| OTI PUPLUKOKIVIITIKT) 60OV apopd TO GUAO 1)
v eBvikotnTa Yo 10 evioyvuévo pe cobicistat elvitegravir, to cobicistat, Tnv emtricitabine 1} To
tenofovir alafenamide.

O1 exBéoeig ota elvitegravir, cobicistat, emtricitabine, tenofovir kot tenofovir alafenamide wov
enetedyOnoav og 24 epnPovg acbeveic nhikiog 12 éwg < 18 etd@v o1 onoiol Eafav Genvoya ot
Melém GS-US-292-0106 frav mapdpoteg pe Tig ekféoelg mov enetedydnoay oe
TPOTODEPATEVOLEVOVG EVIAIKEG PETA amd TN yoprynomn tov Genvoya ([Tivakag 5).

ivaxag 5: ®appaxkoxivnTik TV elvitegravir, cobicistat, emtricitabine, tenofovir ko tenofovir
alafenamide og TpMTOOEPATELONEVOVS IUE AVTIPETPOILKY] Oy @Y1 €PN POVG KL EVI|AIKES

"Epnpow nukiog 12 éo¢ < 18 eTav, > 35 kg Evijlkeg
Genvoya Genvoya
EVG* COBI" FTC* TAFP | TFVP EVG COBF FTC® TAF°" | TFV®®
AUCay 23.840,1 | 8.240,8 | 14.424, | 242,87 | 2758 | 22.797, | 9.459,1 | 11.714, | 206,4 | 292,6
(ngeh/ml) (25,5) (36,1" | 4(23,9) | (57,8) | (18,4) | 0(34,7) | (33,9) | 1(16,6) | (71,8) | (27.4)
Cinax 2.229,6 | 1.2024 | 2.265,0 | 121,7 14,6 | 2.113,1 | 1.450,3 | 2.056,3 | 1622 15,2
(ng/ml) (19,2) (35,0) (22,5) | (46,2) | (20,0) | (33,7) | (284) | (20,2) | (51,1) | (26,1)
Ciau 300,8 25,0 102,4 A/ 10,0 287,3 20,6 95,2 A/ 10,6
(ng/ml) (81,0) | (180,0 | (38,9 | epopp. | (19,6) | (61,7) | (85,2) | (46,7) | epapu. | (28,5)

EVG = elvitegravir, COBI = cobicistat, FTC = emtricitabine, TAF = tenofovir alafenamide fumarate, TFV = tenofovir
Alepapp. = dev gpappoletol

Ta dedopéva mapovordlovrar og péoeg Tipég (%oCV).

n =24 épnpfor

n =23 épnpot

AUClast

n =15 épnpfor

n =19 evikeg

ot n=>539 (TAF)n 841 (TFV) evijhikec.

m =™

O péoec iég €xbeong Tov elvitegravir, cobicistat, emtricitabine, tenofovir kot tenofovir alafenamide
oV eneTEVYONCAV o€ mod1d niuciog 8 £mg < 12 etav (> 25 kg, n = 23) ta onoia Elafav Genvoya

150 mg/150 mg/200 mg/10 mg ot perérn GS-US-292-0106 fjrav vymiodtepeg (20 £mg 80%) amd Tig
péoec Tipég €xbeomng mov emetevydnoav og evijhikeg (Iivaxag 6).

Mivaxag 6: PappaxokivnTiKy TV elvitegravir, cobicistat, emtricitabine, tenofovir ko tenofovir
alafenamide o€ 10hoyikd kKateoTaApéve Tardtd (Mikiog 8 £mc < 12 gTdv, > 25 kg) Kot gvijAikeg

Howowa niakiog 8 £mg < 12 gtadyv, > 25 kg Evijlikeg
Genvoya Genvoya
EVG* COBI* FTC* TAF* | TFvV* | EVG® | COBF | FTC® | TAF°* | TFV™®
AUCay 33.813,9 | 15.890,7 | 20.629,2 | 332,9° | 440,2 |22.797,0 | 9.459,1 | 11.714,1| 206,4 | 292,6
(ngeh/ml) | (57,8) (51,7y (18,9 | (44,8) | (20,9) | (34,7) | (33,9) | (16,6) | (71,8) | (27,4)
Cinax 3.055,2 | 2.079,4 | 3.397,4 | 3133 | 26,1 | 2.113,1 | 1.450,3 | 2.056,3 | 162,2 | 15,2
(ng/ml) (38,7) (46,7) (27,0) (61,2) | (20,8) | (33,7) | (284) | (20,2) | (51,1) | (26,1)
Crau 370,0 96,0 114,9 A/ 15,1 2873 20,6 95,2 A/ 10,6
(ng/ml) (118,5) (168,7) (24,1) | epapp. | (24,9) | (61,7) | (852) | (46,7) | epapu. | (28,5)

EVG = elvitegravir, COBI = cobicistat, FTC = emtricitabine, TAF = tenofovir alafenamide fumarate, TFV = tenofovir
Alepapp. = dev epappdletor

Ta dedopéva mapovoidlovrar mg péoeg Tipég (%CV).

n =23 modid

n =22 woudid

n =20 Toudid

AUClast

n =19 evikeg

ot n=>539 (TAF)n 841 (TFV) evijhikec.

m = ™
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O péoeg Tipéc éxbeong v elvitegravir, cobicistat, emtricitabine, tenofovir kot tenofovir alafenamide
nov enetevydnoav oe modld nhkiog > 2 etov (> 14 éog < 25 kg, n = 27) ta onola érafov Genvoya
90 mg/90 mg/120 mg/6 mg ot perétn GS-US-292-0106 Ntav yevikd vyniotepes (Aryotepo amd di-
TAAO1ES) amd TIC HEGEG TIHES EkBeoTg TOL emeTevyONcOV G EViAieG Ol omoiot EAafoav Tn S6oT TV
150 mg/150 mg/200 mg/10 mg tov Genvoya (Ilivaxog 7).

Mivaxag 7: ®appoxoxivnTiky ToV elvitegravir, cobicistat, emtricitabine, tenofovir kou tenofovir
alafenamide og 10loy1kd KateoToApéve TadLE (MMKiag = 2 €TV, > 14 £mg < 25 kg) ko evijhikeg

Hodd nkioc > 2 etov, > 14 £émg < 25 kg EvijMkeg

Genvoya Genvoya

EVG* COBI* FTC® TAF* | TFV® | EVGt COBE FTC* TAF" | TFV"

AUCue | 33.245,6 | 144852 | 19.468,1 | 327,8% | 334,9 | 22.797,0 | 9.459,1 | 11.714,1 | 206,4 | 292,6
(ngeh/mL) | (46,6) | (49,50 | (28.9) | (59,5) | 22,9) | (34,7) | (33,9) | (16,6) | (71.8) | (27.4)

Cinax 3.297,2 | 1.525,5 | 3.007,4 | 286,6 | 19,6 | 2.113,1 | 1.450,3 | 2.056,3 | 162,2 | 15,2
(ng/mL) (52,2) (51,7) 37,8) | (72,2) | 24,1) | (33,7) (28.,4) (20,2) | (51,1) | (26.1)
Ciau 277,5 23,0 82,5 A/ 11,4 287,3 20,6 95,2 A/ 10,6

(ng/mL) | (80,5) | (1002) | (32,1) |epapw. | 232) | (61,7) | (85.2) | (46,7) |epapu. | (28,5)

EVG = elvitegravir, COBI = cobicistat, FTC = emtricitabine, TAF = tenofovir alafenamide fumarate, TFV = tenofovir
Alepapp. = dev gpappoletol
Ta dedopéva mapovordlovrar mg péoeg TG (%CV).
n =27 ntoudid.
n =24 toudid.
n =22 noudid.
n =21 toudid.
n =18 moudid.
T AUClast.
n = 19 evlikec.
n n=539 (TAF) 1 841 (TFV) evihikec.

X M <= ™ R

Negppiki dvalertovpyio,

Agv mopatnpiOnKoy KAWVIKG ONUOVTIKEG O10(POPES GTI PAPUAKOKIVITIKY Tov elvitegravir, Tov
cobicistat, Tov tenofovir alafenamide 1 Tov tenofovir peta&d VYOV aTOUOV Kot 060evaV e coPapn
veppikn dvciettovpyia (ektipdpevn CrCl = 15 ml/min kot < 30 ml/min) otig peréteg ®dong 1 tov
EVIOYLUEVOL LiE cobicistat elvitegravir 1 Tov tenofovir alafenamide, avtiotoyo. Xe GAAN pedé
®donc 1 g povobepameiog e emtricitabine, 1 péon cvotnuotikn £ékBeon otnv emtricitabine ftov
vynidtepn o€ acbeveig pe coPapn veppikn duoiertovpyia (ektipdpevn CrCl <30 ml/min)

(33,7 pgeh/ml) amd 6,1 o€ acBeveic pe puororoyun veppikn Agttovpyia (11,8 pgeh/ml). H acpdieia
tov Genvoya dev &gl tekunpuwbel oe acbeveig pe coPapn veppikn dvcAieitovpyio (EKTILOUEVN

CrCl > 15 ml/min ko < 30 ml/min).

On exBéoeig Tov emtricitabine kot Tov tenofovir og 12 acBevelg e veppikn vOGo TeEAMKOV 6Tadion
(extipodpevn CrCl < 15 ml/min) o€ ypdvia aypodviton tov Elofav Genvoya oty Melét
GS-US-292-1825 tav onpovTikd vynAoTepes 6€ GXEON LE TOVG OGHEVEIG LLE PUGIOAOYIKT VEPPIKT
Aertovpyia. Agv TapatnpnOnkoy KAVIKA oyeTKEG dOPOPEG OTN PAPLOKOKIVITIKT Tov elvitegravir,
Tov cobicistat 1 Tov tenofovir alafenamide o acBevelg pe veppikn vOGo TeEAIKOD GTOBI0V GE YPOVIA
OLLOSTOALGT) GUYKPITIKA e TOLG 0GHEVELS [LE PUCIOAOYIKT VEPPIKT AETovpyia. Agv gviomioTnKay véa
{nmpata aceaielng oe aohevelg e veppikr vOoo TEAKoD 6Tadiov o€ ¥povia OlodAIST) Tov Aoy
Genvoya (BA. mapdypago 4.8).

Agv vapyovv pappokokvntikd dedopéva yia ta elvitegravir, cobicistat, emtricitabine 1) tenofovir
alafenamide og aoBeveic pe veppikn voco telikov otadiov (extipdpevn CrCl <15 ml/min) mwov dev
vrofdiAiovTol og xpdvia apodtdion. H acedieia tov elvitegravir, cobicistat, emtricitabine 1
tenofovir alafenamide dev éxetl texunpuwbel oe awtovg TOoLC OIGOEVEIC.

Hrotixn dvolertovpyia

Toco 1o elvitegravir 660 kot To cobicistat petaforilovror Kupimg Kot amofdiiovtor amd to Nrap. Mo
QOPUAKOKIVITIKT) LEAETT TOVL EVIGYVIEVOD e cobicistat elvitegravir digvepyndnke oe acbeveic yopig
HIV-1 doipwén pe pétpra nratiky duvciertovpyio (Child-Pugh Katmyopia B). Agv mapatnpndnkav
KAMVIKG GNUOVTIKEG O10pOPES GTN POPUOKOKIVITIKT TOL elvitegravir 1) Tov cobicistat peta&d acbevaov
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e LETPIOL NTOTIKT SUGAEITOVPYIiL KOl OTOULMV LE PUGIOA0YIKN Nratiky) Asttovpyia. H enidpaon g
cofapng nratikng dvoiertovpyiog (Child-Pugh Katnyopia C) ot @appakokvntiky tov elvitegravir
1M Tov cobicistat dev £xel peletnOei.

H @apuaxoxvntikn tng emtricitabine dev &yel pehetn el oe aobeveig pe nratikn Sucieitovpyia.
Evtovtoig, 1 emtricitabine d¢ petaforileton onpoaviikd omd to nratikd EVEVLLL, GUVETHG Ot
EMITTMOCELS TNG NTATIKNG OVGAEITOVPYiOG Oa Tpémel va elvan TEPLOPIGUEVEC.

Agv mapatprinkoy KAWVIKE onUavTikéG HeTAPOAES OTI PapHOKOKIVITIT Tov tenofovir alafenamide
N Tov petafolritn tov tenofovir oe acheveic pe Nmio 1 péTpla nratikny dSucAettovpyia. Xe acbeveic pe
cofapn NraTIKY SUGAELTOVPYIO, 01 CUVOAIKEG GLYKEVTIPMGELG Tov tenofovir alafenamide kou Tov
tenofovir 6to TAdopa gival YoUnAOTEPES OO EKEIVEG TTOL TAPATNPOVVTOL GE ATOUO [LE PUGIOAOYIKT
Nratikn Agttovpyio. Metd omd d10pHwon Yo TV TPOTEWVIKY| SEGUEVGT), 0L GLYKEVIPMGCELS TOL 1)
deopevpévou (eletBepov) tenofovir alafenamide 6to mAdopa oe cofopn nratikn Sucieitovpyia Kot
G€ PLOLOAOYIKT MTOTIKT| AELITOVPYIO EVOL TOPOLOLEC.

2vvorapyovoo. Aoiuwn omo v 10 ¢ nratitioos B #/xou nrotitidos C

H poappoxokivntikn g emtricitabine kot tov tenofovir alafenamide dev £yl a&rohoynBei TAnpwc oe
acBevelg pe cuvumdpyovsa Aoipmén ard Tov 10 g nratitdag B f/xor C. Tleplopiopéva dedopéva
oo po TANOVGLINKT EOPLOKOKIVITIKT avaAvon (n = 24) vrédei&av 6TL 1) GUVLTAPYoVGa Aoipmén
amd Tov 10 g Nratitivag B 1/kot C dev giye kKAviKd onpavtiky enidpacn oty ékfeon oto
evioyvpévo elvitegravir.

Kdnon xor wepiodog uetd tov toketo

Ta amoteréopata mov avaeépnkav oe pia tpoontikn perétn (IMPAACT P1026s) £de1&av 0t
Oepamneio pe oynuaTo TOL TEPLEYOLY cobicistat kot elvitegravir Katd tn didpkeLn TG KUNONG 00NYEL G
yopunAotepeg ekBéoelg oto elvitegravir kot oto cobicistat (ITivakoag 8).

Iivaxag 8: Metaporic @upprakoKivi|TIKOV TapopéTp@v Tov elvitegravir ko Tov cobicistat ot
peréty IMPAACT P1026s o€ yovaikes mov Ehafav oyjpota to omoio wepieiyav cobicistat kot
elvitegravir Katd ™0 OLGPKELX TOV SEVTEPOV KOL TOV TPITOV TPIUNVOV TI|G KV GG GE GUYKPLOT] NE
Cevyomompéva dedopéva amd TNV TEPLOOGO PETA TOV TOKETO

XOyKpon pe Méon petoforn (%) Méon petoforn (%)
Cevyomompéva dedopéva QOPUOKOKIVIITIKAV TOPAUETPOV TOV | QOUPUOKOKIVIITIKAV TOPAUETPOV TOV
amo TNV TEPL000 PETA TOV elvitegravir® cobicistat”

TOKST(), n AUC24 Cmax C24 AUC24 Cmax C24

2T/PP,n =14 1 24%P 1 8% | 81%P | 44%P 1 28%P 1 60%P

3T/PP,n =24 1 44%P 1 28%F 1 89%P 1 59%° 1 38%° 1 76%P

2T = dgvtepo tpipmvo, 3T = 1pito tpipunvo, PP =petd tov tokeTd
o ovykpioelg Levyomompévav dedopévav
B P<0,10 oe chykpion pe v nepiodo PETE TOV TOKETO

5.3 IIpoxiivikd dgdopéva yro TV ao@areLd

To elvitegravir oV apynTikd og pio in vitro PaxTnplokn Sokiacio peToAlaKTIKOTNTOS (doKILacio

KoTd Ames) Kol apvnTiKO G€ Lol in Vivo dOKIIT LMKPOTLUPVO GE 0POLPIOVS G€ 0OGEL £MG KOt

2.000 mg/kg. Ze o in vitro S0KIUN YPOUOCOUKOV EKTPOTAOV, TO elvitegravir ftay apvnTiko e
petaforkn evepyomoinor). Qo1660, Tapatnpnonke (o apeiBoAn aviomokpion xopig evepyomoinon.

To cobicistat dev o petoAhosl0yovo 1 ToYOvo og CUUPATIKEG SOKILAGIES YOVOTOEIKOTNTOG.

Meléteg ex vivo g KOUVEMO KO LEAETEG in VIVO 6€ GKVAOLG DTTOJEVDOVV OTL TO cobicistat £yet
YOUNAO duvopkd yio exypikuvor tov QT ko propel va mopateiverl ehappd to didotnpa PR kot va
LELDCEL TNV APIOTEPT KOTMOKT AELTOLPYIO G€ GLYKEVIPAOCELS TOVAdYIoTOV 11 popéc vymAdtepes amd
mv avBponivn ékbeon ot cUVIGTOHEVN MHEPNOL0 dO0oM TV 150 mg. Ze o KAVIKT PHeEAETT e

35 vyu) dTopa, To VITEPTNYOKOPIIOYPUPNLOTO TOL S1EVEPYNONKAY 0pyYKa Ko HeTd ™ Anyn 150 mg
cobicistat pio popd v nuépa yia TovAdyiotov 15 nuépec dev £de15av KAVIKE GNUOVTIKT LETAPOAN
GTNV 0PLETEPT] KOIMOKT) AELITOVPYidL.
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Meléteg TOEIKOTNTOG GTNV OVOTOPAYOYIKT IKAVOTNTO O 0POVPOIOVG Kol KOUVEALX LE TO cobicistat
dev Katedel&ay Kopia ETOPACT] OTIS TOPAUETPOVS TOV (EVYOPMLATOC, TG YOVILOTNTIG, TNG KUMNoNS 1
0TI PP puikéG mapapéTpous. QoTOGO ToPaTNPNONKE, CLENUEVT OTOAELL LETA TNV ELEVTEVOT] KOt
pelopéva Bapn epufpdov 6Tovg apovpaiovs, GLoYETILOUEVO LE CNIAVTIKEG LEIDCELS GTO, GOLOTIKA
Bapn Tov untépov ota 125 mg/kgmuépa.

Ta pn KAwvikd dedopéva oxeTikd pe Trv emtricitabine 6gv amoKaAOTTOLV 15104TEPO KIVOUVO Y1t TOV
avBpomo pe Bdon Tig cuUPATIKEG LEAETEG PAPLUKOAOYIKNG ACPAAELNS, TOEIKOTNTOG
emavolopBavopevoy 666emVY, YOVOTOEIKOTNTOC, EVOEXOUEVNC KAPKIVOYOVOL dpdong, ToEIKOTNTOS OTNV
OVOTOPAY YK KOVOTNTO KO avamToén.

To elvitegravir, to cobicistat ko1 1 emtricitabine £yovv OAo KoTadEiEeL yopnAn evogyopevn
KOPKIVOYOVO dpAcT GE TOVTIKOVS KO 0povPaions.

O1 un Khvikég perétec Tov tenofovir alafenamide 6e apovpaiovg kot GKOAOLG ATOKAAVY AV OTL TO
00Td Ko 01 VEQPOL givat Ta kupla dpyava-otdyot tosikdmrag. H ootk to&uotnto tapatnpndnke g
EAMATTOON TG OOTIKNG TUKVOTNTOG GE OPOLPAioNg Kol GKOAOVLG o€ ekBECEIG 0To tenofovir TovAdyioToV
TEGGEPLS POPEG LEYOAVTEPEG AT EKEIVEC TTOV OVOLLEVOVTOL LETA TN YopNynon Tov Genvoya. Mia
eAGYIoTN S ONOT ITIOKVTTAP®Y NTAV TAPOVGO GTOV 0PHUALO GE GKVAOVG Gg ekBEcELg oTo tenofovir
alafenamide kot oo tenofovir mepimov 4 ko 17 Qopég peyarvtepeg, avtiotorya, and eKEivVeg TOL
avapévovtol petd m yopnynon tov Genvoya.

To tenofovir alafenamide dev fjtav peToAAaE10YOVO 1] LUTOYOVO GE GUUPATIKEG OOKILAGTES
YOVOTOEIKOTNTOG.

AOY® T0V OTL VTAPYEL YoUNAGTEPN £KBEGM TOL tenofovir 6 aPOLPAIOLE KOl TOVTIKODE LETA TN
yopnynon tov tenofovir alafenamide oe cykpion pe 1o tenofovir disoproxil, peréteg kapkivoyéveong
KO L0 TTEPT- KO UETAYEVVITIKT LEAET GE Opovpaiove dievepyndnkay wovo pe to tenofovir
disoproxil. Agv amokaAveOnke Wwaitepog Kivouvog yia tov dvBpwmo oTig cupPatikég Peréteg
EVOEYOUEVTG KOPKIVOYOVOL dpAomg Kol TOEIKOTNTOG GTNY OVOTOPAY®YIKT IKAVOTNTO KOl AVATTUEN.
Melétec TOEIKOTNTOGC TNV AVATOPOYDYTIKT IKKVOTITO GE OPOLPAIOVE KOl KOLVEALN OV KaTEdEIEOY
Kopio enidpaoT GTIg TAPAUETPOVS TOV (EVYOPMLOATOC, TNG YOVILOTNTAS, TNG KU ONG 1 0TI EUPpuiKéc
napouéTpovs. Qotdco, to tenofovir disoproxil peinwoe o deiktn ProoudTnTag Kot to Bapog TV
KOLTOPIDV OE 10 TEPL- KO LETAYEVVITIKT LEAETY TOEIKOTNTOG GE SOGEIS TOEIKES Y10 TN UNTEPQL.

6. ®APMAKEYTIKEX ITIAHPO®OPIEX
6.1 Koatdroyog ekdoymv

Ivprvag diokiov

Aoxtoln (og povoddpn)
Mukpokpuotarhikn kuttapivy (E460)
KappeAroln vorpiovyog dtoctavpovpevn
Ydpo&urpomvuiikt| kuttapivn (E463)
A0&gidio Tov moprtiov (ES51)
Aoavporo-Beuxo vatplo

X1eaTikd Loyviolo
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Emwcdioyn pe vpévio

IToAvBvoiikn aikooin (E1203)

Ao&gidio Tov titaviov (E171)

[HoAvarBvievoyivkoin (E1521)

TéAxnc (ES53b)

Kitpwvo 0&eidio tov conpov (E172)

Adxa apythodyov wdwokappviov (E132) (diokia Genvoya 150 mg/150 mg/200 mg/10 mg poévo)
Mavpo o&eidro tov cdnpov (E172) (dwokia Genvoya 90 mg/90 mg/120 mg/6 mg povo)

6.2 Aocvpfatétnreg

Agv gpapuoletor.

6.3 Awpkewa {onig

3 ypévuo.

6.4 Iowitepeg TPpoUAGEEIS KATA TN VALY TOV TTPOIOGVTOG

Dvraooete GTNV OPYIKT] CLGKELAGIM, Y10 VO TPOGTATEVETAL OO TNV VYPAcic. Alampeite T ELAAN
KOAQ KAEIGUEVT).

6.5 @von KoL CLGTOTIKA TOV TEPLEKTY)

D1aAn oo morlvaBvrévio vyming tukvotrag (HDPE), pe g0 ntopa aoporeiog yio moudid
GLVEYODC OCTELPDOUOTOS QTILYUEVO OO TOAVTPOTVAEVIO, EXEVOVUEVO LE OAOVUIVEVIO PUALO
EVEPYOTMOMUEVO UE EMAY®YN, TOL TePLEyeL 30 emkaivppéva pe Aento vuévio dtokio. Kabe pirén
TEPLEYEL ATOENPAVTIKT YEAT] TUPLTIKOD 0EE0C KOl TOAVESTEPIKO OIEIPMLLOL.

Ot mopakdtm cuokevocieg etvar dwabéorpeg: Kovtud mov mepiéyouvv 1 oradn pe 30 emkaivoppéva
UE AETTO LUEVIO d1oKin Ko KouTid Tov epEyovy 90 (3 puiiec tov 30) emtkaivuuévo pe Aemtod
vuévio dokia.

Mmopel va unv KukAo@opovv OAEC 01 GUCKELOGIES.

6.6 Iowitepeg mpouraters amdppryng

Kd&be aypnoylomointo eopuokevtiko Tpoidv 1 VITOAEYLLO TPETEL VO, OTOPPITTETAL COUPOVA UE TIG
KOTA TOTOVG 1Y VOVCEG GYETIKES O10TAEELC.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Gilead Sciences Ireland UC

Carrigtohill

County Cork, T45 DP77

Iphovdia

8. APIGMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1061/001

EU/1/15/1061/002

EU/1/15/1061/003
EU/1/15/1061/004
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9. HMEPOMHNIA INPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX
Hpepounvia mpotng £ykpiong: 19 Nogufpiov 2015

Hpepounvia tehevtaiog avavéwong: 17 Zentepfpiov 2020

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENQY

{MM/EEEE}

Aentopepeic mAnpoeopieg Yo to Tapdv OPUAKEVTIKO TPoidV givar S100EG1LEC GTOV SIKTLOKO TOTO
tov Evponaikod Opyaviopod @appdxwv hitp://www.ema.europa.eu.
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ITAPAPTHMA 11

HNAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'A THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI ATAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H HEPIOPIXEMOI XXETIKA ME THN AX®PAAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
HAPTIAQN

Ovoua ka1 d1evfuven Tov(Tev) TePUoKELOSTN(MV) TOV gival VITEVOVYVOG(OL) Y10 TNV OTOSECUEVCT TOV
TOPTId®V

Gilead Sciences Ireland UC

IDA Business & Technology Park
Carrigtohill

County Cork

IpAavdia

B. OPOI'H HEPIOPIXMOI XETIKA ME TH AIAGEXH KAI TH XPHXH

DopprokevTikd TPOIOV Yo 10 omoio amatteitan Tepropiopévn wtpikn cvvtayn (BA. mapdptua L
[Mepiinym tov Xapakmnpiotik®v tov [1poidvtog, Tapdypopog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THE AAEIAY KYKAO®OPIAX
o Ex0éoe1g Teprodikiig mapaxorovdnong g aocpaieros (PSURS)

O1 anautioelg yo v voPoin twv PSURS yio to v Adym @appoxevtiko mpoiév opifovtot
GTOV KOTAAOYO e TIC Nrepopunvieg avapopds g Evmong (katdioyog EURD) mov mapatifetan
oV Topdypapo 7, Tov apBpov 107y, g odnyiag 2001/83/EK kan kébe emaxdrlovdng
EMKOLPOTOINONG ONMG ONLUOGIEVETOL GTIV EVPOTAIKT] SIKTVAKT TOAN Y10l TO PAPLLOKOL.

A.  OPOI'H HEPIOPIXMOI ZXETIKA ME THN AXPAAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Xyéo10 drayeipiong Kivovvou (XAK)

O Kdroyog Adetag Kukhopopiag (KAK) o dieEaydyet Tig amattodevVEG dpacTnpLOTNTEG Kot
TapeUPAcelg eapaKoenoypOTVNONG OTMg Tapovstalovial 6to supewvniév ZAK nov napovcialeton
otV evotnra 1.8.2 g adetag KUKAOPOPIOG KoL OTOIEGONTOTE ENAKOAOVOES EYKEKPIUEVEG
avaBempnoeig Tov ZAK.

'Eva emicaporomuévo TAK 0o wpémet vo kototedet:

o Metd and aitnuo Tov Evpondikod Opyaviopod Oopudkov,

o Omnotednmote tpomonoleitan To0 cHGTNUA O1oYEIPIONG KIVOUVOD, EOIKE (G OTTOTEAEGHLO AMYNG
VE®V TANPOPOPLOV TOV LUITOPOVY VO ETMPEPOVY GTLLAVTIKT OAAXYT| 0TI GYECT] 0PEAOVG-KIVOUVOL
N O ATOTEAEG LA TNG EMITEVENG EVOG CTULOVTIKOD OPOCTILOL (POPLOKOETOYpOTVNOT 1)
EAUYLOTOTOINGT KIVOHVOUL).
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO KOYTIOY KAI ETIKETAY ®PIAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Genvoya 150 mg/150 mg/200 mg/10 mg exucodvppéva pe Aemtd vpéVo diokio
elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide

2.  XYNGOEXH IE APAXTIKH(EX) OYXIA(EX)

Kabe emcaivppévo pe Aemtd vpévio diokio mepiéyel 150 mg elvitegravir, 150 mg cobicistat, 200 mg
emtricitabine ko tenofovir alafenamide fumarate mov 1odvvapel pe 10 mg tenofovir alafenamide.

3. KATAAOI'OX EKAOXQN

[Mepiéyer povotidpikn Aaktdln, BPAETE QUAAO 0ONYIOV YPNOTG Y10 TEPIGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emikoAVPLPEVO LE AETTO DUEVIO S1OKiaL
30 dwkia

90 (3 pidiec tov 30) emkodvppéva pe AETTO VUEVIO J10Ki
90 (3 giareg tov 30) drokia

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote To PUALO 0ONYIDY ¥PNONG TPV OO TN (PNOT.

Amo otopaTog ¥pron

6. EIAIKH NPOEIAONOIHXH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEINIOYN KAI
AEN ITPOXEITIZOYN TA ITIAIAIA

Noa puAdocetar og B€o, TV omoia dev PAETOLV KoL dev mTpoceyyilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX YXYNOHKEX ®PYAAZHX

Dvrdooete GTNV OPYIKT] CLOKEVAGIM, Y10l VO TPOGTATEVETAL OTd TNV LYpacia. Atatnpeite T erdin
KaAd KAewopévn.

10. TAIAITEPEX IIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIIOAEIMMATQON IOY INIPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
Iphovdio

12. APIGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/15/1061/001 30 emkaAvupEVEL LE AETTO DUEVIO O10KIO0!
EU/1/15/1061/002 90 (3 @idreg tov 30) enucaivppévo pe Aemtd vpévio dtokio

13. APIOMOX I[TAPTIAAX

[Maptida

‘ 14. TENIKHKATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

Genvoya 150 mg/150 mg/200 mg/10 mg [E€wtepikn cvokevacio povo]

17. MONAAIKOX ANATNOQPIETIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160106TATOC YPOUU®TOS KOdIKOS (2D) Tov @épet Tov mepINEBEVT LOVASTKO OVayVOPLGTIKO KOOIKO.

[E€wtepikn ovokevacio povo

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {opBuoc}
SN {ap1Bpoc}
NN {oapiOuoc}t
[E€wtepikn ovokevacio povo
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ENAEIZEIX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO KOYTIOY KAI ETIKETAY ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IMPOIONTOX

Genvoya 90 mg/90 mg/120 mg/6 mg emkaAvppéva pe AemTod LUEVIO d1oKin
elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

KéBe emxaivppévo pe Aemto vpévio diokio mepigyet 90 mg elvitegravir, 90 mg cobicistat, 120 mg
emtricitabine ko tenofovir alafenamide fumarate mov 1odvvaypel pe 6 mg tenofovir alafenamide.

3. KATAAOI'OX EKAOXQN

[epiéyel Aaxtoln, PAEme GUALO 0INYIDV YPNONG Y10 TEPIGGOTEPES TAT|POPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

30 emicoAVLPEVO LE AETTO DUEVIO S1OKIaL
30 dwokia

90 (3 piarec tov 30) emtkoAvppéva e AETTO DUEVIO O10Kia
90 (3 gidiec Twv 30) diokia

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfdote T0 QOAAO 0ONYIOV YPNONG TPV Amd TN XPNOoN.

Amo otdpaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXH XYM ®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATIA

Noa puAdocetar og B€o, TV omoia dev PAETOLV Kot dev Tpoceyyilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) MPOEIAOTIOIHEH(EIE), EAN EINAI ATTAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX YXYNOHKEX ®PYAAZHX

Dvrdooete GTNV OPYIKT] CLOKEVAGIM, Y10l VO TPOGTATEVETAL OTd TNV LYpacia. Atatnpeite T erdin
KaAd KAewopévn.

10. TAIAITEPEX TIPO®YAAEEIZ I'TA THN AIIOPPIYH TQN MH XPHEIMOITIOTHOE-
NTQN ®APMAKEYTIKQN [IPOIONTQN 'H TQN YIIOAEIMMATQN HOY TPO-
EPXONTAI AIIO AYTA, E@OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
Iphovdio

12. APIOMOX(OI) AAEIAY KYKAOD®OPIAX

EU/1/15/1061/003 30 emikaADULEVO LE AETTO DULEVIO O1OKIN
EU/1/15/1061/004 90 (3 @idAeg tov 30) emkoivppéva pe Aentd vuévio drokia

13. APIOMOX [TAPTIAAX

[Moprioa

‘ 14. TENIKHKATATAZH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

Genvoya 90 mg/90 mg/120 mg/6 mg [EEmTepikn cvokevacio povo]

17. MONAAIKOX ANATNOQPIETIKOZ KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TATOC YPOUU®TOS KOdUKOS (2D) Tov pépet Tov mepnEBEVTa LOVASIKO OVayVOPLGTIKO KOOKO.
[E€wtepikn ovokevacio povo

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {ap1Budc}
SN {ap1Buoc}
NN {opBpoc}
[E€wtepikn ovokevacio povo
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B. PYAAO OAHI'TQN XPHXHX
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®viro odnav yprong: IIAnpogopisg yia Tov ypfioty

Genvoya 150 mg/150 mg/200 mg/10 mg emkolvppéva pe Aewtod vUEVIO OLoKia
Genvoya 90 mg/90 mg/120 mg/6 mg emkaivppéva pe Aemté vpévio dokia
elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide

AwfdoTe TPOoGEKTIKA OAOKAN PO TO GVALO 0O YLAV (PN ONG TTPLV UPYICETE VU TOIPVETE AVTO TO
(pap paxo, 1011 nsplkupﬁuval cnpavrlksg TANPOPOPIES Y10 GaC.
DvraEte avTd To EOALO 0dNyLdV Yprione. Towg ypelaotel va to dwufdoete Eavd.

- Edv €xete mepartépm amopieg, poTHOTE TOV Y10TPO 1] TOV GUPLOKOTOLO GOC.

- H cvuvtayn yio avtd to appoko yopnynonke amokAEoTIKd yio 6oc. Aev TPEMEL VO SMGETE TO
QAappoKo o€ GAAOLG. MTopel va Toug TPokaAEGEL PAGPN, OO KO OTOV TOL GUUTTMOUOTO TG
acBévelag Toug etvar 01 pe To d1Kd oag.

- Edv napatmpnoete kdmola avemBOUnTn EVEPYELL, EVILEPDOTE TOV YIAULTPO 1] TOV (OPLAKOTOLO
00G. Avtd 1oyvel Kou 1o ke TBavi) avemBounn evEPYELX TOV dEV OVAPEPETOL GTO TAPOV
@OAAO 00TV Yprione. BAéne mapdypago 4.

T wepréyet 10 Ta POV PULAO 00N YLOV:

Tt etvon To Genvoya Kot ota givai 1 xp1on Tov

Ti mpémer va yvopilete mpv ndpete 1o Genvoya

[og va mapete 1o Genvoya

[MBavéc avemBounteg evépyeleg

[log va purhdocete to Genvoya

[epreydpeva g cvuokevaciog Kol AOUEG TANpoPopieg

AN N AW -

Edv to Genvoya éxel cuovtayoypan0si Y10 To 010l 060G, TAPAKUA®D VO CNUELOCETE 6TL OAES OL
TANPOPOPiEg TOL TEPLEYOVTAL GTO TAPOV GUALO 00NYLAV aTEVOVVOVTOL 6TO TANOL 60C (GE AVTV
NV TEPITTOON, TUPIKIA®D OEOPNGTE OTL AVOPEPETAL KOTO TALOL GO AVTI OE KEGA).

1. T eivon To Genvoya kou oo, ival 1) yp1)o1| ToV

To Genvoya mepiéyel TE60EPIC SPASTIKES OVGIEG:

. elvitegravir, éva avTipeTpoitkd EAPUAKO YVOGTO MG OVACTOALNS TG VTEYKPAOT

. cobicistat, £va evioyvtiko (evioyvTig) Tev dpdoemv tov elvitegravir

. emtricitabine, £&va avTipeTpoitkd QAPHLOKO YVOGTO G VOUKAEOGIOIKOS OVAGTOAENS TNG
avdotpoong petaypoaedons (NRTI)

. tenofovir alafenamide, £évo avtipeTpoitkd EAPUAKO YVOGTO MG VOLKAEOTIONKAS OVOGTOAENS TNG

avaotpoeng petaypapdacng (NtRTI)

To Genvoya givar £va diokio yuo ) Ogpameio g AoipmEng amwd Tov 16 avipomivig
avocoaverapkealag 1 (HIV-1) oe evijlikeg, epnfoug kot madid nikiog 2 etdv Kot dvo, fapovg
TovAhdyotov 14 kg.

To Genvoya peidvetr v tocdtta tov HIV 610 odpa cog. Avtd B BeATIdoEL TO 0vOGOTOMTIKO Galg
ovoTNUO Kot Oa PEIDoEL ToV Kivouvo avamtuéng Ttabnocewv mov cuvdéovtar pe tnv HIV Aoluwén.

2. T péner va yvopilete apv napete 1o Genvoya

Mnyv napete To Genvoya

. Y nepintoon arrepyiag oo elvitegravir, oto cobicistat, ctnv emtricitabine, 6to tenofovir
alafenamide 1| o€ 0mo10dMTOTE AAAO OTO TOL GUGTATIKA AVTOV TOV PAPUAKOL (AVOPEPOVTOL
oTNV TAPAYPAPo 6 avToD TOL EUAAOL 0O YLDV XPNONG).
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Eav naipvete éva amd avtd To gappoxa:

- al@ovlocivn (ypnoomoteitol yio tn Bepaneio Tov S1OYKOUEVOD adEVE TOV TPOGTATT)

- dafryatpavn (ypnowomoteiton yio Trv TpdANY” Ko T Oepomeio v Opdpufov aiporog)

- apL@OapévY), KIvidivy (xpnoiponolovvTal yio T d10p0mor aKovOVIGTOV KapdoKdY
TOALDV)

- Kappapalemivy, pavoPappfrtdin, garvutoivny (ypnoylomoteitol yio TV TpoOANY
EMANTTIK®V KPIGEMV)

- proopmkivy (ypnolornoteitor yio v TpdAnyn Kot Oepameio TG upaTioong kot AoV
AoumEewv)

- owdpogpyotapivn, epyopeTpivn, epyotapivn (ypnoyLomotovvron yio n Bepameio g
NUIKpoviog)

- oL6amPion (YpNOYOTOEITAL Y1 TV OVAKOVPIOT] OPIGUEVOV GTOLOYIK®OV TPOPANLATOV)

- St. John’s wort (Hypericum perforatum/vrepucd/Baricapdyopto, Eva Botavo mov
YPNOLOTOIEITAL Y10 TNV KOTOTOAEUNOT] TNG KOTAOAYNG Kot TOL AyYovg) 1 TPoidvTo ToL
T0 TTEPLEYOLV

- Aoprtamion, Aopactativy, sypuPactartivy (xpnoyorolovvtal yuo T peimon g
YOANOTEPIVIG TOV OHLLOITOC)

- AovPao1d6v, TRoion (YpPNOLOTOI0VVTOL Y10 TV OVTILETMIOT 1] GUGIOAOY KMV
OKEYEMV 1] GUVUICONULAT®V)

- ooevapiln (6tav yprnoyomoteitot yio T Oepameio TG TVELHOVIKNG OPTNPLOKTG
VREPTOONG — LI TTVELHOVIKT TAON O™ Tov KaH1oTA SUGKOAN TNV OVAITVOT])

- YOPNYOVLLEVT] OTO TOV GTOUATOC PdaCoraun, Tpralorapun (YPNCUYLOTOOVVTOL Y10, VO GOG
BonBnoet va koyunOeite 1/Kot yio TV AVTILETOTION TOL AYYOVG)

=> Edv 0m01081mote 06 T0 Tapandve 1oYHEL Yo TV TEPITTMOT 60G, uny wapete To Genvoya Kot

EVI|LEPAOTE APUECMOS TOV Y1UTPO GAC.

Iposdomomoelg kon TPpoPLAGEELS

[Ipénetl va Ppiokeote vd T PPOVTION TOL YLOTPOV GOG Y10 OGO YPOVIKO SLAGTNLLO TAIPVETE
to Genvoya.

To edppoxo avtd de Bepamedel v HIV Aoipwén. Eve Aapfavete to Genvoya, punopel vo avortd&ete
akoun Aoywméelg | dAleg acbéveleg mov oyetiCovran pe v HIV doipwén.

Amnegv0uvleite aTov TwaTpd cag mpwv mapete To Genvoya:

Av &yete mpopfinpa pe To NAOp 060G N v £YETE LIGTOPLKO NTTATIKIG VOGOV,
ovumepriappavopsivig g nrotitidas. Acbeveig |Le NTaTIK VOGO GLUTEPIAAUPOVOUEVIG TNG
yxpoviag Nratitidag B 1 C, o1 omoiot Aapfavouy avtipeTpoitkn] aywyn], epeoviovv avénpévo
Kivduvo gpedviong cofapdv kot SuvnTikd BavaTneopmV NITATIKOV avVETIOOUNTOV EVEPYELDV.
Av &yete holpwén amd nratitidoa B, o yiatpdg cag Ba kpivel pe Tpocoyn oyeTKd e TO TOo10
gtvoi To KaAOTEPO BEPOTEVTIKO GYNLLAL Y10 GOG.

Av éyete hoipotn amé nrortinidoa B, ta nrotikd tpofAnpote propei va emdevmboiv apoh
otapatioete va taipvete to Genvoya. Eivol onpavtikd va In oTopatoeTe vo TaipveTe To
Genvoya yopic va. MANGETE GToV Y1aTpod 600G PA. mopdypago 3, Myv otauatiocte vo. Taipvete
70 Genvoya.

Av éyete veQpLKI] vO60 1] av o1 eEgTdoeg oag dsiovv veppikd mpofipoata. O yatpds Gog

umopei va {ntnoet aiatohoyikég eEETAGELS Y10, TNV TapoKoAovOnon g Aettovpyiog TV
VEQPOV GOG KATA TNV £vapErn Kot katd T didpkela g Oepaneiag pe to Genvoya.
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Evéoo naipvere 10 Genvoya

A@ov Eexvnoete va aipvete to Genvoya, vo €l6TE TPOGEKTIKOT Yo

e Inpsio greypovig ) Aoipming
. IIévo Tov apBpacemv, dSvokopyia 1 Tpofipoatae ota 06Td

= Eav napompf6ETE 0TOLUONTOTE 0T0 AUTH TO CUUTTONATA, EVI|LEPDGTE AUEGOS TOV YLOTPO
coc. [ meprocotepeg mAnpopopies, PA. Tapdypapo 4, [hfavés avemBountes evépyeieg.

Yrdpyet n mBavotnta vo eLeaviceTe veppikd TpoPfAnuata 6tov maipvete To Genvoya yio Leydio
ypovikd dSotnua (BA. Ilpoeidomoinoeis kou mpopvlalerg).

owowa ko Epnpor

Mn d06ETE AVTO TO PAPUOKO OE TOLOLA NAKIOG KAT® ToV 2 £TMV 1 BApovg pucpdtepov and 14 kg
aveapmtog nAikioc. H xpnon tov Genvoya cg maudid niikiog kdto tov 2 eTdv 1 BApovg LiKpoOTEPOL
oo 14 kg dev £yel axopa peletndet.

Alro pappoxa kor Genvoya

Evnuep®ote 10V YIOTPO 1] TOV QUPUOKOTOLO GOS EAV TAIPVETE, £YETE TPOGPUTA TAPEL 1] UTOPEL VO
napete ahla eappoxe. To Genvoya pmopet va oAANAemdpacel e AL @dppaka. Qg anotélecpa,
o1 TocoTNTEG ToL Genvoya 1 GAA®Y QOPUAK®OY GTO Oipla 6o¢ UTopel va exnpeactoby. Avtd umopei va
KOVEL TO, QAPLLOKOL VO GTOLATCOVV VO AELTOVPYODV GOGTA 1| UTOPEL VAL ETOEIVMCEL OTOIEGONTOTE
avemBOuNTeg EVEPYELES. XE OPICUEVES TEPITTACELS, O YIOTPOG UG UTOPEL VOL YPEINCTEL VoL
AVOTPOGAPLOCEL TN 600M Gag N va eAEYEEL Ta emineda 6TO QLo GO,

D appoxae wov dogv wpémel moté va Aappavovron poli pe To Genvoya:

- arpovlocivn (yproyonoleitat yio ™ Ogpameio TOL S10YKOUEVOD adEVA TOV TPOCTATN)

- oL@ PV, KIVISive (p1CLLLOTOoVVTAL Y10 T SOPOMCT T®V AKAVOVIGTMOV KOPIOKMY
TOALDVY)

- KapPBapoelenivny, gawvoPapPrrdin, @arvotoivy (xpnoILOTOIOVVTOL Y10 TV TPOANYT TOV
EMANTTIK®OV KPIGEMV)

- dafryatpdvn (ypnoyomoteiton yio TNV TpOANY Kat tn Ogpaneia tov OpoUPmv aipatog)

- proapmkivny (ypnoonoteiton yio v TpdAnym kot Oepaneio TG QLUHATIOONG KO GAADY

roumEewmv)
- orvdpoepyoTapivy, gpyopeTpivy, epyotapivy (ypnoiponoodvio yio tn Oepameio g
nuiKpaviog)

- oL aTPioT (XPNOOTOLEITAL Y10 TNV AVOKOVPICT] OPICUEVOV GTOUOYIKAOV TPOPANLATOV)

- St. John’s wort (Hypericum perforatum/vrepicd/Balcapdyopto, Eva Botavo mov
YPNOCLOTOIEITAL Y10l TNV KOTOUTOAEUNOT] TNG KATAOAYNG Kot TOL GyYovg) 1 TPoidvTa Tov
TO TTEPLEYOLV)

- Aoprtamion, Aopactativny, syupactotivy (xpNoYWoTo0vVTAL Y10, T HEimOoN T™E
YOANOTEPIVIG TOL OilLATOC)

- AOVPaGIBOVI, TLR0LioN (YPNOIULOTOIOVVTOL Y10 TIV AVTILETOTICT 1] PUGIOAOYTIKOV
okéyemv 1 cuvasONUATOV)

- odevailn (6tav yprnoyonoteiton yio tn Oepameio TG TVELUOVIKAG OPTNPLOKNG
VREPTOONG — LI TVELHOVIKT TAON o™ Tov KaH1oTA SUGKOAT TNV OVaITVON))

- YOPTYOVEVN OTO TOV GTOLOTOC POa0AGUY, TPLaloraun (YpNCUYLOTOOVVTOL Y10l VO GOG
Bonbnoetl va kowunBeite /Kot Yo TV QVTIHLETMOTIOT TOV AY(OVG)

= Edv naipvete omowadnmote amd avtd to appoka, pny wapete 1o Genvoya Kol EVI|LEPDOTE
apécOg TOV TLaTPO Goc.
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D appoka Tov yprcpomorovvIon 61| Ogpancio Tng Aoipwéng and nratitidoa B:

Agv mpénel va mapete 1o Genvoya e QAPILOKO TTOV TEPLEYOLV:

tenofovir alafenamide
tenofovir disoproxil
Aapifovdivy

adefovir dipivoxil

2> EMuepdoete Tov Y10tpo 60g £Gv TaipVETE OTOLUONTOTE OO CVTE TO. PAPLLOKL.

Allor TOTTOL QUPRAK®OV:
Evnpepaote tov yiotpd cog edv maipvete:

OVTLUKN TLOGLKA, YPTCLOTO00VTOL Yo T Ogpameio puknTiocikdv AoU®EEDY, Onmg:

- KeToKOVaOAN, 1tpakovaloin, fopicovaloin, Tocakovaloin Kot AOVKOVALOAN

avTIfloTiKd, ypnoiponolovvial yio  Bepaneio Poaktnplokdv Aoiuaéemy,

CUUTEPTAAUPAVOUEVTG TG PUUOTIOONS, TOV TEPLEXOLV:

- prpapmovtivy, KAoppopukivn kot teMbpopokivn

avTIKOTOOMTTIKG, Y prioylomolovvTat Y1 T Bepoameia Tng KoTaOAWYNG:

- (QAPLLOKO TTOV TEPEYOLY TPOLOSOVN 1 EGITOAOTPALN

NPEUOTIKE KOl VTVOTIKA, YP1OLOTOI00vVToL Yia T Oepameia Tov dyyovg:

- Bovomipdovn, yhopoalendrn, dwlendun, estaloidun, provpalenaun, LoAmdEun Kot
hopoalemaun

UVOGOKUTUGTUATLKA, YPTOYLOTOIOVVTOL Y10 TOV EAEYYO TNG AVOGOAOYIKTG OITAVTNONG TOV

CMUOTOC LETE OO LETAUOCYELOT), OTMG:

- KukAoomopiv, sirolimus kot tacrolimus

KOPTIKOGTEPOELDI], GTO OTTOl0 TEPIAAUPAVETAL:

- N Bnropebaldvn, n Povdecovidn, n provTikalovn, 1 LopeTalovn, N Tpedviiovr Ko
TPIUC VOOV,

Ta gv MOyo @appaka ¥pnoiorolodvol yio ) Oepomeio oAlepyidv, AcOLATOG, PAEYLOVAOI®OV

VOO®V TOL EVIEPOL, PAEYLOVMOGV TOBNCEWDY TOV SEPUATOC, TOV HLATIOV, KOODS Kot GAA®Y

QAEYLOVOO OV TOONGEMVY TV apBpDoEDY KOl TOV UMV, AVTA To PAPLOKE YEVIKA AapBdvovTot

a6 TO GTOO, HEGM EIGTVONG, EVEGTG 1] EPAPLOYNG 6TO dEPHA 1 6To patt. Edv dev etvon duvatn

N XPNON EVOAAUKTIKDV TopayovImv, 8o Tpénet va ypnoiponomfody toévo Katomy Tptkng

EKTIUNOMNG KO KAT® OO TN GTEVI TOPAKOAOVONGT TOV Y10TPOD GOG Y10 AVETIBVUNTEG EVEPYELEG

amd T0 KOPTIKOGTEPOELDT).

PAPLOKO TTOV YPNGLLOTOLOVVTHL Y10 T1) Ogpameia Tov dwafnitn:

- HETQOPIVY

OVTIGCVAM|TTTIKO YT, YPTCYLOTOLEITAL Y10 TV TPOANYN TNG EYKVLOGUVNG

(PAPLOKO VIO TI) OTUTLKY] OVGAELTOVPYLA, YPTGLOTOOVVIOL Y10 TNV OVIYLETMTIOT) TNG

AVIKOVOTNTOG, OTMG:

- o\devapiAn, Tadaiapiin Kot fopdevapiin

KOPOLOAOYIKE pappaKa, Onmg:

- dryo&ivn, droomupapion, pAekaivion, Mookaivn (evéoiun), HeEAeTiv, TpoTapevovn,
HETOTTPOAOAT, TILOAOAN, aphodimiv), StATialénn, peAodutivn, vikapdimiv, vipedurivn Kot
Bepamopiin

PAPLOKO. TTOV YPNGLUOTOLOVVTOL Y10 T1) Ogpameia TG AIVEDROVIKI G CPTNPLOKI S VAEPTACG:

- Booevtdvn kot tadodapiin

OVTUTKTLKG, YPNCYLOTOI00VTAL Y10 TNV TPOANYM kot T Bgpomeio tav Opoufov aipotog, 6nwc:

- am&afavn, edoafdvn, pipaposafdvn kot Bappapivn

BpoyyodractaiTikd, yproyworolovvtal Yo T Oepaneio Tov AoOpatog Kot GAAOY TPoPANUATOV

7OV oYeTICOVTaL LLE TOVG TVEDUOVEC:

- GOAUETEPOIN

QOaPLUKa YI0 TH RELOON TG YO GTEPOING, OTMG:

- atoppactativn Kot Titafactativn

QOaPLAKa TOV YPNGIROTOLOVVTAL Y10 T Ogpameia ™S ovpikig apOpitidag:

- KOAykivn
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. OVTLOPLOTETUALOKA, TTOL YPTCYLOTOIOVVTOL Y1a TN UEIWOT) TOL KvdOVoL avamtuéng Opopupav
aipatog, 6TMS:
- KAOTOOYpEAN
. QPappraKae 1 aré Tov oTOPATOS AAPPAVOPEVE GOUTANPAUATO TOV TEPLEYOVY LYVOGTOL(ELN
(6nmg givar To poyvijoro, To apyilo, 1o acPéoTio, 0 GidNPOS, 0 YEVLIAPYVPOC), OTTWC:
- CUUTANPOUATO LYVOoTOLYEI®V, Priapives (GUUTEPIAAUBOVOUEV®Y TV TOALBITOUVOV),
avVTIOEIVOL KO VITOKTIKG
= Eav naipvere @dppaxa, amo tov otéparog Aappfavopeve coprinpopato, ovrioéivoe 1
VTOKTIKA, TO 0TTOL0 TEPLEYOVV LYVOGTOLYELD (O™ Eivan TO payvijolo, To apyilo, To acféoTio,
0 610N P0G, 0 YEVIAPYVPOC), TAPTE TO TOLAAYIGTOV 4 MPEG TPV 1] TOLAAYIGTOV 4 MPEC LETA TO
Genvoya.

= Evuepdote Tov Ylotpo 60 £av maipvete avTd 1) omoladnmote dAha gappoxa. Mn
OTOLATAOETE TN Bepameio 0O YMPIG VO EXKOIVOVIGETE LLE TOV Y10TPO GOG.

Kdmon ko nioopog

Edv eilote éyxvog 1 Onidlete, vopilete 6TL propel va giote £YK00g 1) 6YESALETE VO OMOKTAOETE Tod,
{nmote T GVUPOVAR TOL YIOTPOL 1] TOV POPLOKOTOIOD GG TPV TAPETE CVTO TO PAPLLOKO.

. Evwpepdote apéocng Tov y1atpd cog £dv eiote £yKvog, vopilete 0T propel va glote £ykvog
1 oyedalete va amokTioeTe TOLdi. O1 £yKveg yuvaikes dev mpémet va Aapdavovy to Genvoya.
Kotd ™ dudpkelo g eyKLHOGHVNG, 1] TOGOTNTO CVTOV TOV GUPUAKOV GTO Ol 0O UTOpPEl va
pewwbei, pe mbovo amoTELEGLO TO PAPLLOKO VO, GTOLATAGEL VO AELTOVPYEL CMOOTA.

. XPNGIUOTOLEITE ATOTELECPATIKI] AVTIGVAM YN evOcm Ttaipvete To Genvoya.

. Mnyv OnidCete katd ™ Nvapkera g Oeparneiog pe Genvoya. Avtd amorteiton 10Tt
OPIGUEVEG OO TIG OPOCTIKEG OVGIEG TOV PAPULAKOV OVTOD amekKpivovTan 6To unTpikd yéia. O
Onhaopog dev cuviatdrol og yovaikes mov {ovv pe tov 10 HIV, kabdg 1 Aoipwén and tov
10 HIV pmopeti va petadobei oto Bpépog pésm tov puntpikov yaroktos. Eav Onialete N edv
okénteote va Onhdoete, Oa Tpénel va 10 GVINTIGETE NE TOV Y1ATPO GOS TO GUVTONOTEPO
ouvaTov.

Oonynon kKo xEpropds pnyovnudTov

To Genvoya pmopel va mpoxoiécetl (An. Av vidoete (dAn dtav mtaipvete Genvoya, pnv odnyeite Kot
L1 YPNOLOTOELTE TOOANTO, EPYAAELD 1] LITYOVILLOTAL.

To Genvoya wepiéyel vaTplo

To @dpuoxo avtd mepiéyet Aryotepo amd 1 mmol vatpiov (23 mg) avd diokio, givorl ovtd TOV
ovopdlovpe «ehedBepo vazpiov».

To Genvoya mwepiéyel AakToln

Av oag £xeL TEL 0 Y1OTPOG Gag OTL £xeTe ducavesio € OPIGUEVO GAKYOPO., ETIKOVOVIOTE LLE TOV Y10TPO
G0G TPV AAPETE TO PAPLLOKO OVTO.

- Edv ono108Mtote omtd to Topandve 1oy el Yo TV TEPITTmoT oac, amevBuvlsite 6Tov yiaTpo cog
npw wapete To Genvoya.
3. og va mapete 10 Genvoya

[Tévtote va ToipVETE TO PAPLLAKO CVTO OVGTNPE COLP®VO. LLE TIG 0dNYIES TOL YiaTpoL GoG. Edv £xete
apePoAieg, p@TAGTE TOV Y1ATPO 1] TOV QUPLAKOTOO GOG.
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Yrdapyovv dvo mepiektucotnteg diokiov Genvoya. O yatpog cog 8o GuVTaYOYPaPNGEL TO KOTOAANAO
d1oKio yuo TV nAKia kot to fapog Gag,

H ovvietdpevn 60on givon:

Evijlkeg, épnpor kon tondd apovg tovridyretov 25 kg: éva diokio v nuépa pali pe eaynto (éva
dwokio tov 150 mg/150 mg/200 mg/10 mg)

Hoord 2 eT®v Ko ave, papovg tovidyiotov 14 kg aild pukpotepov tov 25 kg: £va diokio v
nuépa pali pe eaynto (éva diokio Twv 90 mg/90 mg/120 mg/6 mg)

AOY® NG TIKPNG YEVGTG, GLUVIGTATOL VO. 11| LOOATE 1} Vo, un ordlete To d1okio.

Edv dvokoAgveoTe va KaTamieite 10 610Ki0 OAOKAN PO, UTOPEITE VA TO YwpiceTte ot péon. [1apte Kot
T 600 péEPM TOL d1oKioL TO éva UeTE To AAAO, OOTE va AdPete TV TANPN 060oM. Mnv amobnkedete To
Sl mPIGUEVO d1oKTO.

H eykonn oto diokio tv 90 mg/90 mg/120 mg/6 mg vrdapyetl uovo yia va, cag fondnoet otn Opadon
TOL 010K10V G€ TEPINTWOT TOL TO MO GG OVCKOAEVETOL VO, TO KATATLEL OAOKANPO.

[évtote va Taipvere T 6001 TOL 60G 6VVEGTNGE 0 Y1OTPOS 60G. E1o1 Oa eEacpalicete Ot 10
QAapIaKO Gog ival TANP®G amoteAecLoTIKO Kot Oa peidsete v mlavoéTTo avAmTuENG avToyng oty
aywyn. Mnv aAldgete T docoroyia ympPig TNV EVTIOAN] TOL YLOTPOV GOG.

Mnyv naipvere avrioéiva ] morvPrrapives Tavtoypova pe 1o Genvoya. Edv naipvete gappoka, amo
TOV 6TONATOG AOPPAVOPEVE CUUTANPONATA, OVTLOELVA 1] VITOKTIKG TOV TEPLEYOVY L(VOCTOLYELD
(6nmg payvioro, apyilo, acféotio, 6ionpog, YEvdapyvPOg), TAPTE T0 TOLVALYIOTOV 4 MPEC TPV 1
TovAdylotov 4 dpeg petd to Genvoya.

Eav vrofdrreote og apokdBapon, 0o tpénel va naipvere v Kabnuepvn d6o1 tov Genvoya PETA
TNV OAOKANP®GCT TG OoKdOapong.

Eav napete peyorvtepn 6601 Genvoya 06 TV KOVOVIKI

Edv mépete katd AdBoc peyardteprn d6on Genvoya amod Tr GUVIGTOUEVT], UTOPEL VoL dLOTPEYETE
avénuévo Kivouvo Vo, TapoLGLIcETE TOAVEG avemBOUNTEC EVEPYELEC LE 0LTO TO Papuaxo (BA.
nwapbypapo 4, [hifavéis avemOvuntes evépyeles).

Yvppovievteite opESMG TOV Y1OTPO GAG 1) TO TANGIEGTEPO TUNLLOL EMELYOVTOV TEPIGTATIKMOV. Nat
Kpatdte T LAAN pe ta dlokia pali coc, £101 doTE Vo umopeite €OKOAN VO TEPTYPAVETE Tt £XETE TAPEL.

Eav Egydoete va mapete To Genvoya
Etvar onpavtikd va unv napaieiyete kopio 06omn Genvoya.

Edv mapareiyete kdmolo doon:

o Edv to mapatnpiocere evrog 18 ompdv amd v dpa mov cuviBwg taipvete to Genvoya, Tpénet
Vo TAPETE T0 O10K{0 660 T dLVaTO Yp1YopoTepa. Na maipvete mavtote To dokio pall pe
QayNTo. LN cLVEXELD TAPTE TNV EMOLEVT TPOYPUUUATIGUEVT] 006N OTG cLVIOMG.

o Edv to mapoatnpricete petd ané 18 dpeg )| meprocoTepo and v opo tov cuvnbwg taipvete
to Genvoya, tote Unv mapete T 060M oL Tapoieiyarte. Ilepypuévete Ko mapte TV endUeVN
d0om, pali pe payntd, otn cuvndiopévn e dpa.

Av kavete gueto péoa og 1 @pa amwd T Ayn tov Genvoya, wapte Eva GAlo diokio pali pe eoynto.
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Mnyv ctapamicete vo naipvete To Genvoya

Mnyv ctopatiosete vo. Taipvete 70 Genvoya yopig vo evi|uepOGETE TOV T10TP6 cag. H diakonr tov
Genvoya pmopet va ennpedost cofapd Ty avtamdkpion oog o€ peAlovtikn Oepaneia. Edv to
Genvoya S10KOTEl Y10 0To1oVONTOTE AOY0, WANGTE LE TOV YIUTPO GOG TPV OPYICETE VO TaipveTe Eova
ta dwokio Genvoya.

‘Otav to amddepa cag Tov Genvoya apyilel va Eavrieital, tpoundevdeite emmiéov @apraKo amod
TOV Y10TpO 1] TOV QAPLIKOTOL0 6aG. AVTO £ival TOAD GNUAVTIKO S10TL 1) TOGOTNTA TOV 100 UTOPEL VoL
apyloel va av&avetal dv To eapuoxo dlakomel akopo kot yio pikpd ypovikd didompa. H voocog
LTopel TOTE vaL Yivel SUGKOAOTEPO VO, AVTILETOTIGTEL.

Eav éyete pali HIV hoipoén kol nratitivoe B, sivar mold onpoavtikd va pn dtaxdyete ) Oepaneio
pe to Genvoya ypic va evnuep®oete Tov ytpd oag. IIiBavov va yperaotel va kdvete eetdoelg
alpLoTog Yo apKeTohe PveG PLetd T dlokonn g Bepaneiog. Ze Kamowovg acbeveic pe Tpoympnuévn
NTATIKY VOGO M KippmoT, 6€ GLUVIGTATOL 1] S10KOTT TNG AY®YNG, KAODS TBAVOV Vo EYEL OG ATOTELEGLLO
NV EMOEIVOOT TG NIATITIONS GO, 1 ool pmopel va eiva ametdntien yio ) o).

=2 EVpuepdote opéoms Tov YlaTpo 60 o Topatnpioete vEa 1] acVVNOIGTO GOUTTOUATO LETH TN
dlaKomn G oy®YNGS, 101G CLUTTOWOTA TOV TIGTEVETE OTL G)eTICOVTaL pE TN AoipwEn amd
nratitdo B.

Edv éxete mep1ocOTEPEG EPMTNGEIS GYETIKA LLE T (PNON CLTOD TOL POAPUAKOV, POTHGTE TOV YIOTPO 1
TOV POPULOKOTOLO GOG.

4. MOavéc avemBOunTEg evépyereg

Onwg 6Aa To. PAPLLOKO, £TGLKOL CVTO TO PAPLLAKO UTOPEL VO TPOKOAEGEL AVETIOVUNTEG EVEPYELES, OV
KoL 08V Tapovc1dlovTal 6e OAOVG TOLS OVOPOTOLG,.

IOavéic cofapég avemBOUNTES EvEPYELES: EVIIUEPDOGTE APEGCAS TOV YLATPO GOG

. Omnowadnmote onpeia reypoviis 1] Aoipméne. Ze oplopévous acBevels e TpoympnUEVN
HIV hoipwén (AIDS) kot 1otoptkd gvkoplok®dv Aonasemv (Aonanéelg mov eueavilovial o
dropo pe adOVOLO OVOGOTOMTIKO GUGTILLEL), GMLELD KOl COUTTOLOTO QAEYLOVIG oI
TPONYOVLEVEG AOLDEELS PTOPEL VoL ELPOVIGTOUV Aiyo petd v évapén g Bepameiog Katd Tov
HIV. ITioteveton 6Tt 00T T0 GLUTTMOROTO OPEIAOVTAL GE 0L BEATIOOT GTNV AVOGOAOYIKT
OAVTIOT] TOL GOLOTOG, 1 OTOI0L EMTPENEL GTO CMLLO, VO, KATATOAEUNGEL AOILADEELS TOL UTOPEL
Vo TaV TAPoVcEG YOPIC EKONAN GUUTTOUATO.

. AvTtodvooeg oo TapayEc, OTAV TO OVOSOTONTIKO GUCTNUO EXTIOETOL O VY] COUATIKO 10TO,
umopet emiong va LovVIGTODV apov apyicete va maipvete eappoka yo v HIV Aoluwéng coc.
Avtodvoceg drotopoyég umopel va cuUPodv TOAAOVG pnveg petd v évapén g Oepameiog.
[Ipocéyete Y10 OTOIONTOTE CUUTTAOUOTO AOTLMENG 1] GALN CUUTTOUATO OTWG:

- Ptk advvapio

- advvapia Tov apyilel amd o yEplo Kot oo Kol TPOYMPEL TPOG TO TAV® GTOV KOPUO TOL
COUOTOC

- aicOnua ToApdV, pHoikKo TPOLO 1| VITEPKIVITIKOTITA.

- Edv mapompi|6ete TIC avemOOUNTEG EVEPYELES TOV TEPLYPAPOVTUL TAPUTAVE®, EVI|LEPDCTE
opécOG TOV YLOTPO Goc.

oAb ovyvég avemOOuNTEG EVEPYELES

(umopet va exnpeacovy weproootepa oo 1 oro 10 dropa)
. aicOnua adbeciag (vavtia)
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Yoyvég avemOUuNTES EvEpyaLES
(umopeti va exnpeacovy éwg 1 oo 10 droua)
. U1 QUGIOA0YIKE GveElpa
TOVOKEPUAO

Can

dlappota

éuetog

GTOUOY KOG TTOVOG

aépra (UETEWPLOUOG)
e&avonua

KOO

Oy ovyvéc avemBOpunTeg evépyereg

(umopet va exnpedoovy éwg 1 ota 100 dropa)

. YOUNAG einedo epuOpdV ayospapimv oto aipa (averuio)

. OVTOKTOVIKEG OKEWELG KO amOMELPa. avTokToviag (og acbeveic mov eiyov oto mapeAdov
KATAOAYN 1 TPOPANLOTO YOYIKNG VYELNG), KaTdOAnym

TPOPAULATO GTNV TEYN TOV £YOVV MG OTOTEAEG O SLGPOPIN LETA amd To YeLUATA (Jvomeyin)
TPNEYO 6TO TPOSOTO, YEIAN, YADGSH N Ao (ayysiooidnua)

KVNGOUOG

Kvidwon

- Edv onoredfmote 0o o0Tég TIG avemBounTtes evEpysieg yivel cofapi, EVIILEPDGTE TOV Y10TPO
coc.

Aldrec avemBOuNTEg evEpYELEG TOV PTopel va TapaTnpnBovv katd T didpkera Tg Oepameiog
Tov HIV

H ovuyvémra tov axdrovbwv avemiBountmv evepyeldv dev gival yvoot (1 ovyvotnta dg umopei va
exTiunOei pe Paon ta Swwbéoyo dedopévar).

o HpoPrpata pe ta 061d. Opiopévor aceveig Tov TaipvoOLY GLVOVLOGUO AVTIPETPOIKAOV
QoppaKov 6mws To Genvoya PUropel vo ovarmtoEouy pa Tahnon TV 0oTdV ToL ovopdleTol
oateoveékpwaon (VEKPWOOT) TOV 0CTITN 1GTOL TOV TPOKOAEITAL A0 EAAEYT] AULATOOCTG TOV 0GTOV).
H paxpoypdévia Aqym eoappdkmv ovtod Tov THToL, 1 AT KOPTIKOGTEPOEWMV, 1| KOTUVAA®GT)|
OAKOOA, M VTOPEN TOAD aSVVALLOV OVOGOTOUTIKOD GUGTHILATOS KO 1] TOYVCAPKio LTopel va
gtva optopévol amd Tovg TOAALOVG TOPAYOVTEG KIVOUVOD Y10l TV ELPAVIOT 0VTNS TG TAONoNS.
Ta onpeia g ootEOVEKP®ONG EVAL:

- dvoxkopyio apBpicemv
- &VOYANGCELG Kol TOVOL ToV apBpdcemv (10waitepa 6To 10)i0, YOvaTH Kot MLO)
- dvokoMia otnVv kivinon
- Edv mapomp1)6£te 0T01000TE 06 AVTA TO CUUTTONOTA, EVI|LEPDGTE TOV YLOTPO GOC.

Katd ™ didpkeia g Oepomeiog katd tov HIV gvdéyetan va Tapovsiaotel av&non Tov Gopatikon
Bépovug Kot TV emmédwv TV Mmdimv Kal g YAVKOING 6To aipta. AVTO GuVOEETOL €V LEPEL LLE TNV
OTOKATAGTAOT TNG VYELNG Kot TOL TPOTOL {MNg, EVGM GTNV TEPITT®MON TV AMISImV TOV CipLaToC,
OPIGUEVEG POPEG oPeiLeTAL GE aTA KaBowTd To Pappaka Katd Tov HIV. O yiotpdg oag Ba
TPOYLOTOTOMOEL EEETAGELG Y10 TG LETAPOAEG QVTEG.

Ava@opd avemOOUNTOV EVEPYELDV

Edv mapatnprioete kdmota ovemBOunTn EVEPYELL, EVILEPDGTE TOV Y1IATPO 1] TOV (POPLLAKOTOLO GOC.
AvTo 1oyvet kot Yo kB mhav avemBOUNTN EVEPYELD TOV OEV OVAPEPETAL GTO TAPIY GUALO OONYIDY
yponG. Mropeite emiong va avapépete avemBounteg evépyeileg omevbeiag, péEcm Tov eBviKoy
GULGTILOTOS OVapOopas Tov avaypdpetar 6to Hapaptpa V. Méoo g avapopds avertBountov
gvEPYELDV pmopeite va fondnoete 0T GLALOYT TEPIGTOTEP®Y TATPOPOPIDV CYETIKA LLE TNV OCPAUAELL
TOVL TOPOVTOG POPLLAKOV.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. og va puracoete 10 Genvoya
To @dpuoxo avtd TPEMEL Vo QLAACCETOL G€ PLEPT) TOV OEV TO PAETOVY KoL OV TO PBAVOLV Ta TOdLA.

Noa pn xpnoponoleite autd 10 PAPHOKO LETO TNV NUEPOUNVIE ANENG TTOL AVAPEPETOL GTO KOLTL KOl
ot QAN petd v {AHZEH}. H nuepounvio AMéng eivar 1 teAevtaio nUéP TOL LVO TOL AVOPEPETOL
eKet.

DuAdooETE OTNV OPYIKT] GLOKELOGIN, Y10l VO TPOGTOTEVETAL OO TNV VYpATic. Alatnpeite T QLOAN
KOAQ KAEIGUEVT).

Mnv metdte eappoke 6To vepd NG amoy£TELONG 1] 0T OKloKd amoppiparta. Potiote tov
(QOPLOKOTOL0 GOG Y10 TO TAG VO TETAEETE T PAPLLOKO TOV OEV YPNOOTOLETE 1oL AVTA ToL HETPAL Bal
Bonffcovv oty mTpoctacio Tov TEPPEALOVTOG.

6. Iepreyéueva TG GVOKELAGING KO LOLTEG TANPOPOPIES
T tepiéyer To Genvoya

O dpacTikég ovoieg givan to elvitegravir, to cobicistat, n emtricitabine kot To tenofovir alafenamide.

o  Kd0Oe emxoivppévo pe Aemtd vuévio dokio Genvoya 150 mg/150 mg/200 mg/10 mg nepiéyet
150 mg elvitegravir, 150 mg cobicistat, 200 mg emtricitabine xou tenofovir alafenamide fumarate
7ov 1oodvvopet pe 10 mg tenofovir alafenamide.

o KdBe emaivppévo pe Aemtd vpévio diokio Genvoya 90 mg/90 mg/120 mg/6 mg mepiéyet 90 mg
elvitegravir, 90 mg cobicistat, 120 mg emtricitabine kot tenofovir alafenamide fumarate mov 1co-
dvvaypel pe 6 mg tenofovir alafenamide.

Ta aAho 6VETATIKG Eivor

Tvpnvag dioxiov:

Aaxtoln (og povodidpikn), rikpokpuotailikn kuttapivn (E460), kappeAholn vatpiodyog
draeTavpoduevT, vopo&urporvAkn kuttapivn (E463), d10&eid10 Tov Tupttiov (ES51), Aavpuro-Oeuxod
VATP10, GTENTIKO LOYVIG1O.

Emrdioyn pe vuévio:

IToAvBvoiikn adkooAn (E1203), dro&eidio tov tiraviov (E171), moAvabvievoyivkorn (E1521),
tdAxng (E553b), kitpvo 0&eidio tov adnpov (E172), Adka apytiovyov wdwokapuiviov (E132 —
dwokio Tov 150 mg/150 mg/200 mg/10 mg uévo), pavpo o&gidto tov cdnpov (E172 — diokio tov
90 mg/90 mg/120 mg/6 mg novo).

Epeavien 1ov Genvoya Kon TEPLEYOUEVU TG CVOKEVOGLOG

To Genvoya 150 mg/150 mg/200 mg/10 mg givar emkorlvppéva. ue Aemtd LUEVIO d10KIM, TPAGTVO
YPDUOTOG KO GYNIOTOG KAWAKIOL TOV PEPOLY G piol TOLS TAELPE yopaypuévn v vdelEn « GSD» kat
GTNV GAAT TOVG TAEVPE TNV EVOEIEN «510%».

To Genvoya 90 mg/90 mg/120 mg/6 mg sivor emkaAvppéva pe Aentd vpévio diokia, Tpactvov
YPDOUATOG KO GYNLOTOC KAYAKIOL TOV GEPOLY GTI) [io TOLC TAEVPE yopayuévn v Evdelén « GSI» kot
oTNV GAAN TAEVPA TOL S1oKIOL EYKOTN.

To Genvoya mapéyetal oe prares tv 30 diokinv (Le amoénpavtikn YEAN Tupttikod 0£E€0g ToL TPETEL

VO TOPOUEVEL LEGH OTN OLAATN Y10 va. PonBncel oty Tpoctacic Tov diokimv cog). H amoénpovtikn
YEAN Tupttiko 0&€og TepLEyeTan o€ EexmploTo PakeAAOKO 1) doyElo Kot deV TPEMEL VO, KOTOIVETAL.
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O mapaxdTm cvokevaoies eivar drbéoipec: Kovtid mov mepiéyovv 1 orodn pe 30 emucoivppéva pe
AenTo VUEVIO dokin Kot KouTid Tov meptEyovy 90 (3 prdiec Tmv 30) emkaAvpUpEVA pLe AETTO VUEVIO
dtokia. Mmopel vor unv KuKAoPopovV OAEG 01 GLOKEVAGIES.

Karoyog docrog kukhopopiag
Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
Iphovdia

Hapaockevactiig

Gilead Sciences Ireland UC

IDA Business & Technology Park
Carrigtohill

County Cork

Iphovdia

Mo omoladnmote TANPOPOPIn, GYETIKA LLE TO TOPOV PUPUOKEVTIKO TPOIOV, Tapakoieice va
angvBuvleite 61OV TOTIKO AVTITPOGMTO TOL KATOYOL TNG AOEL0S KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

Gilead Sciences Belgium SRL-BV Gilead Sciences Poland Sp. z o.0.
Tél/Tel: +32 (0) 24 01 35 50 Tel: +48 22 262 8702
Bbuarapus Luxembourg/Luxemburg
Gilead Sciences Ireland UC Gilead Sciences Belgium SRL-BV
Ten.: +353 (0) 1 686 1888 Tél/Tel: +32 (0) 24 01 35 50
Ceska republika Magyarorszag

Gilead Sciences s.r.0. Gilead Sciences Ireland UC

Tel: +420910 871 986 Tel.: +353 (0) 1 686 1888
Danmark Malta

Gilead Sciences Sweden AB Gilead Sciences Ireland UC

TIf: + 46 (0) 8 5057 1849 Tel: +353 (0) 1 686 1888
Deutschland Nederland

Gilead Sciences GmbH Gilead Sciences Netherlands B.V.
Tel: +49 (0) 89 899890-0 Tel: +31 (0)20 718 36 98

Eesti Norge

Gilead Sciences Poland Sp. z o.0. Gilead Sciences Sweden AB

Tel: +48 22 262 8702 TIf: +46 (0) 8 5057 1849
EX\Goa Osterreich

Gilead Sciences EALdg M.EIIE. Gilead Sciences GesmbH

TnA: +30 210 8930 100 Tel: +43 1260 830

Espaiia Polska

Gilead Sciences, S.L. Gilead Sciences Poland Sp. z o.0.
Tel: +34 91 378 98 30 Tel.: +48 22 262 8702

France Portugal

Gilead Sciences Gilead Sciences, Lda.

Tél: +33 (0) 146 09 41 00 Tel: +351 21 7928790
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Hrvatska Romaénia

Gilead Sciences Ireland UC Gilead Sciences (GSR) S.R.L.
Tel: +353 (0) 1 686 1888 Tel: +40 31 631 18 00
Ireland Slovenija

Gilead Sciences Ireland UC Gilead Sciences Ireland UC
Tel: +353 (0) 214 825 999 Tel: +353 (0) 1 686 1888
island Slovenska republika

Gilead Sciences Sweden AB Gilead Sciences Slovakia s.r.o.
Simi: +46 (0) 8 5057 1849 Tel: +421232 121 210

Italia Suomi/Finland

Gilead Sciences S.r.1. Gilead Sciences Sweden AB
Tel: +39 02 439201 Puh/Tel: +46 (0) 8 5057 1849
Kvbnpog Sverige

Gilead Sciences EALdg M.EIIE. Gilead Sciences Sweden AB
TnA: +30210 8930 100 Tel: +46 (0) 8 5057 1849
Latvija United Kingdom (Northern Ireland)
Gilead Sciences Poland Sp. z o.0. Gilead Sciences Ireland UC
Tel: +48 22 262 8702 Tel: +44 (0) 8000 113 700

To mwap6v OAL0 00N YLV yp1ons avaBempr)Onke Yo TEAEVTAIN QOPd GTIC

Aentopepeic mAnpogopieg Yo To pAaprako ovtd etval S108€01Leg 6TO SICTLOKS TOTO TOV
Evporaikod Opyaviopod @appdkov: http://www.ema.europa.eu.
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