ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Truvada 200 mg/245 mg emtkaivpupéva pe AETTO LUEVIO d1oKiO

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe emcodoppévo pe Aemtd vpévio diokio mepiéyel 200 mg emtricitabine kot 245 mg tenofovir
disoproxil (mov 1codvvayeil pe 300 mg tenofovir disoproxil fumarate 1 136 mg tenofovir).

"Exdoyo ue yvootn dpaon:

Ka0e diokio mepiéyet 91 mg haxtdln (og povovdpikn).

IMoa tov TAnpn katdloyo TV ekddywv, PA. Tapdypapo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
EmkoAivppévo pe Aemtd vpévio diokio.
Emwoloppévo pe Aemtod vpévio diokio, yolallov ypdUOTOG KOl SN Kayokiov, S100Tacemv

19 mm x 8,5 mm mov @épel otn pio Tov TAEVPA Yapayrévn Ty EvoelEn « GILEAD» katl otnv dAAn
TOV TAELPE TNV EvOelgn «701».

4. KAINIKEX IAHPO®OPIEX
4.1 OgpamevTikég evdsitelg

Ocporeio tne HIV-1 loiuwing:
To Truvada gvdgikvutol, @G GUVOLAGUEVT AVTIPETPOIKT| aymyn, Yo T Bepameio evniikmv mov €xouvv
pocPindet amd tov 16 HIV-1 (BA. mapdypago 5.1).

To Truvada evdeikvotal emiong yio ™) Oepameio eprifav Tov &xovv npocPfinbdei amd tov 10 HIV-1, pe
avtoyf o€ NRTI 1 to&ikdtreg mov amokieiovy ) xpron Tapayovimv TpmTng Ypouuns (BA.
mapaypdeovg 4.2, 4.4 ko 5.1).

Tpogpdloén mprv aro v éxbeon (PrEP):

To Truvada gvdeikvutol 6e GLVOVAGUO e TPAKTIKEG ACPAAESTEPOL GEE Y1l TNV TPOPVAAEN TPV Ao
TNV €kbeon pe oKomo TN UEI®GT TOV KIVODVOU EUEAVIONG TN GEEOVAALKY LETAOIOOUEVNG

HIV-1 Moipméng og evidikeg kot eprifovg vymAod kivddvov (BA. Tapaypdeovg 4.2, 4.4 kot 5.1).

4.2  Aocoloyio Kol TPOTOS LOPNYNONS

Tnv évapén tov Truvada npémel va avarapPfdvel yratpdg e epnelpio 6To XEPIoUO AoUdEemV omd TovV
10 HIV.

Aocoloyia

Ocporeio tov HIV oe evijdikeg kot epnifovg nlikiog 12 etwv kot avw, ue fapog 35 kild tovldyiotov:
"Eva diokio, pia popd nuepnoing.

LHpolnyn tov HIV oe evijlikeg kot epnifovg nhikiog 12 etwv kat avw, ue fapog 35 kild tovidyiotov:
"Eva dwokio, pio popd nuepnoing.



AwtiBevton pepovopéva okevdopoto ¢ emtricitabine kot tov tenofovir disoproxil yio t Oeponeio
g HIV-1 Aolpwéng edv kpivetan omapaitntn 1 dtokonn| 1 Tpomonoinon tng 66ong evoc omd o
ovotatikd tov Truvada. [Mapakadid, avoatpééte oty [epilnyn tov Xapoaktnpiotikdv tov [Ipoidvtog
Y10 TA QOPUOKEVTIKA QLT TPOIOVTAL.

Edv maparerpbel kdmowa 6om tov Truvada evidg 12 opdv amd TV Kavovikn dpa Aqyng g d6ong,
1o Truvada wpémnel va AneBel 660 0 dLVOTO YPNYOPHTEPA KO VO, GUVEYLOTEL TO KOVOVIKO SOGOAOYIKO
apoypoppa. Edv maporeipei kamoa 66om tov Truvada yio mepiocdTepo amd 12 dpeg kKo TAnc1alel
Opa Yo TV EMOEVN SO0, OV TPEMEL va. ANeOel 1 d00T TOL TTapareipOnKe, dALE TPEmEL va
GUVEYLIOTEL TO KOVOVIKO SOCOAOYIKO TPOYPOLLLLOL.

X mepinton guetov eviog 1 mpag amd ) Aqyn tov Truvada, npénet va Anedet éva dAAo diokio. Edv
0 gUETOC ekONA®OEL 0oV Tepdioetl meplocdTePO amd 1 dpa petd t Aqyn tov Truvada, dev Tpémel va

Ano0el devtepn d6o.

Ewdwoi minbvouoi

Himawuévor: Agv amonteitol tpocsappoyn ot doon (PA. evotnra 5.2).

Negpixn dvolertovpyio. H emtricitabine kot to tenofovir amopokpbivovTol Le VEQPIKT OTEKKPIOT KOl 1
éxbeom otnv emtricitabine kot 610 tenofovir avédvetal o€ Atopa pe veppikn dvcoiettovpyia (BA.
Tapaypaeovg 4.4 kot 5.2).

Evnlikec ue veppixn dvalertovpyio:
Xe dropa pe kdBapon kpeatvivng (CrCl) <80 mL/min, to Truvada mpénet va ypnoiponoeital povo
€ Bewpeitat 6Tl To EVOEXOUEVE OPEAT VIEPTEPOVY TMV EVOEXOUEV®V KIvduvav. BA. TTivaxa 1.

Mivakag 1: A06oLoYIKEG CVGTAGELS GE EVIIMKEG IE VEPPLIKT] dvoAerTovpyia

Ogpaneio g HIV-1 hoipméng Mpo@viatn wpiy amd Tnv £kOeon

"Hma veppikn| duciertovpyia
(CrCl 50-80 mL/min)

[epropiopéva dedopéva omd KAMVIKEG
pelétec vmootpilovy Vv £QaTOE
nuepnota d6on (PA. mapdypago 4.4).

[epropiopéva dedopéva and
KAviKéG pedétec vmootnpilovv v
epdmaf nuepnota d6on o dropa
yopic HIV-1 doipwén pe CrCl
60-80 mL/min. H ypnion dgv
GUVICTATOL GE ATOMO XWPig
Aoipwén amo tov HIV-1 mov
napovotalovv CrCl < 60 mL/min,
KkaBdg dev €xel pehetOel otov v
AOY® TANBvopd

(BA. mapaypdpove 4.4 ko 5.2).

Métpra veppikn ducieitovpyia
(CrClI 30-49 mL/min)

Yuviotdtol 1 yoprynon kabe 48 mpeg,
pe Baon t dStpdpewon tov
QOPULOKOKIVITIKOV OES0UEVOV Y10 TNV
emtricitabine kot To tenofovir
disoproxil amd tn yoprynon povinpovg
doong o€ dtopa yopic HIV Aoipwén pe
Stapopetikd Pabud veppikng
dvciettovpyiog (BA. mapdypaeo 4.4).

Agv GuvieTtdtot 1) gp1on oToV
OULYKEKPLEVO TANBLGO.

YoBapn veppikn ducAettovpyia
(CrCl <30 mL/min) xo
acBeveic vd apokabopon

Agv cuvietdton Ko’ Ott pe To diokio
GLVOVAGHOV dgV UTOPOVV VO

emTeLy 00OV 01 KOTAAANAES HELDOGELS
o1n 06oM.

Agv cvvietdrtol 1 gprion oToV
GLYKEKPIUEVO TANBLGO.

Houdiozpixoc tAnBoouoc us veppixi dvolsitovpyio.:

Agv cuviotdTol yio yprion o€ dropa nAkiog kdTo Tov 18 e1dv pe veppikn duciettovpyia (BA.

Tapdypoeo 4.4).




Hrozixn dvoleirovpyio: Agv amorteiton avampocoapuoyn e 60omg oe acheveic e nmatikn
dvoiettovpyia (BA. mapaypdpovg 4.4 kot 5.2).

Houdorpiog ninBvouog:
H acpdlelo ko 1 amotelecpatikotnto tov Truvada o modid niwiog Kato tov 12 etdv dev £xovv

tekunplwbet (PA. mopdypoeo 5.2).

Tpomog yoprynong

Amd otopartog yoprynon. Eivaw mpotiudtepo to Truvada va Aaufavetor pali pe tpoon.

To emkaivppévo pe Aemto vpévio diokio pmopet va daavdei o mepimov 100 mL vdatog, yvpov
TOPTOKAALOD 1 GTAPVALOD Kot voL ANeOel apécmd.

4.3 Avtevosigeg

YrepevarcOnoio oTig OpacTiKEéS 0VGieg 1) 6€ KAmolo omd Ta £KS0Y0 TOL AVAPEPOVTAL GTNV
Topaypapo 6.1.

Xpnon o¢ TpoOAaln mpv and v ékbeon oe dtopa e dyvaooto 1 0etikd amotéreopa yio HIV-1
Aotpwén.

4.4 E101kég TPOELOOTOIMGELS KUl TPOPVAAEES KATA TN Yp1ion

AcOeveic ue HIV-1 Aoipwén and otedéyn mov mepraufdvoov petoAldEeic

To Truvada mpénet va amopevyetar o€ acbeveig pe HIV-1 Aoipwén amd otedéyn mov
nepropfavoovyv v K65R petdAloén ot omoiot £xovv AGPEL TPONYOLUEVOS OVTIPETPOTKT Oepameio
(BA. mapdypago 5.1).

2uvoAMKn TpoAnmtiky otpornykn Evoavit tng HIV-1 Aoipuméng

To Truvada dev givor TavTo ATOTEAEGLATIKO TNV TPOANYN NG LOALVENG amd Ttov HIV-1. Aev givar
YVOGTO TO XPOVIKO SLAGTNUO E®G TNV EVapén TNE TAPOYNS TPOGTAGING apov EEKIVIGEL | ANy
tov Truvada.

To Truvada mpénel va ypnoiponoleital mg TpoPOANEN TPV omd TV EkBeoT LOVO 6TO TANICIO UG
GUVOAKNG TPOANTTIKNG aTpatnykng évavtt g HIV-1 Aoipwéng, n omoia meptiapfaver dAlha pétpa
TpoAnyng tov HIV-1 (m.y. cuemnuotiky kot opbn xpron TpoeuANKTIKOD, YVAOOT TG KOTAGTACTG TOL
aoBevoivg o¢ mpog v HIV-1 Aoluwén, toktikn e&€taon yio dAdeg 6e£0VOAIKA PLETAOIOOUEVEC
AOUDEELS).

Kivovvog avartoéne avroyis oe mepintwon un oviyvedoruns HIV-1 lotuwlng:

To Truvada mpémel va yp1GILOTOIEITAL OTOKAEIGTIKA Y10 TN LEIMOT TOV KIVOIVOL HOAVLVGNC 0TTd TOV
HIV-1 og dropa mov €yxet emPePforwbdei 611 givar apvnricd otov HIV (BA. mapdypago 4.3). [Ipénel va
emPePordverar ek véov 0TL Ta dtopa cuveyilovv va givar apvntikd otov HIV avé taktd ypovucd
dtotipata (.. TOLALYIGTOV KABE 3 UVEC) e XPTION UG GUVOLOGTIKNG e€ETaOMG
avTyovov/avticoudtov evoco Aappavouy to Truvada g mpopoialn wpwv amod v ékbeon.

To Truvada amd pévo Tov dev amotedel TANPN aymyn yia tn Oepoaneio Tov HIV-1 kon €xet epeaviotel
avtoyn o€ petaAraelc tov HIV-1 og dropa pe pn avigvevoiun HIV-1 Aoipwén mov ehdpfovoy
povo Truvada.

Av vdpyovv KAVIKG CUUTTOUATO TOV GLVASOVY Le o&eia 10yevr Aoipmén kat TlavoAoyeiton

ot Tpoékvyay Tpoceates (< 1 uiva) ekBéoeig otov HIV-1, n ypron tov Truvada mpénet va
KaBvoTEPELTAL Y10 TOVAGYLOTOV £VOL UNVO KO 1] KATAGTOOT TOL acfevoig g pog tnv HIV-1 Aoipwén
va emiPePaidveTon €K vEov Tpwv Ty Evapén tov Truvada g mpopviaén mtptv amd v £kbeon.



H onupaoio e ovpuoppwong:

H amoteleoparikotnta tov Truvada otn peiowon tov kivddvov poivveng and tov HIV-1 givar otevd
GUVVQOCUEVT UE TN CUUUOPPOOT] GTNV OY®DYT] OTTMG KOTASEIKVIETOL OO T LETPN GO ETITED TOV
eappaxov oto aipa (PA. mapdypoeo 5.1). Zta dropa ywpig HIV-1 Aolpwén Bo npénet va cuvictdron
VA TOKTA YPOVIKE SLACTNOTO VO KOAOVOOUV 0VGTNPE TO GUVIGTOUEVO UEPTOLO SOGOAOYIKO
mpdypappa tov Truvada.

AoBeveic pe Aoipwén omd tov 16 e nratitdac BN C

Ot acBeveic pe HIV-1 Aoipmén kot xpovia nratitido B 1 C ot omoiot AapPdvouy avtipeTpoikni aywyn
£yovv avénuévo Kivouvo eupaviong cofapav Kot SuvnTikd BavatneopOv NIATIKOV avemBOUNT®OV
gvepyeldv. Ol y1aTpol TPEMEL VO AVOTPEYOVV OTIG TPEYOVOES KATEVOVVTNPIEG 00NYIEG TV OYMYDV KATH
tov HIV yia ™ Bértiom dwayeipion g HIV Aoipwéng o acbeveig pe cuvomdpyovoa Loipwén omd
tov 10 g nratitwag B (HBV) 1 tov 16 g nratitag C (HCV).

H acpdieia kot n amotelecpotikotnta tov Truvada oty mpo@OAasn mpv and v ékbeon oe
acBeveic pe HBV 1 HCV Louaéerg dev Exovv amoderyDel.

e mepinTon mov yopnyeitar tavtdypovn avtukn Bepancio yio v nrotitida B 1 C, avatpéte
eniong omv avtiotoyn [epiknyn tov Xapoktnpiotikdv Tov [1poidvtog antdv TV QapuiKmy.
BA. eniong mapokdto oto Xprjon ue ledispavir kai sofosbuvir i sofosbuvir kou velpatasvir.

To tenofovir disoproxil evdeikvutat yio ) Ogponeio tov HBV ko ) emtricitabine €yet katadei&et 0t
dpa kotd tov HBV og pappokoduvapikeés LeAETES, OOTOGO 1) ACQAAELN KOL 1] ATOTEAECUATIKOTN T
tov Truvada dev €xet amoderybel cuykekpyéva yia acBeveig pe ypdvia HBV Aoipwén.

H dwakom g aywyng pe Truvada oe acBeveic pe Aoipwén and tov HBV umopei va cuoyeticbei pe
ocofapég ofeieg e€dpoeic nratitdog. Acbeveic pe HBV Aoipwén mov dwaxodntovy to Truvada, npémet
Vo TOPUKOAOVOOVVTOL GTEVA LLE KALVIKO KOl EPYOSTNPLOKO ETAKOAOVO0 EAEYYO Y10 TOVAGYIGTOV
OPKETOVG UNVES HETA TN dlakomh TG ayoyns. Edv ypelaletal, uropel va dikatodoyeitar 1 cuvéyion
g Oepoaneiog yio nrotitida B. Ze acbevelg pe mpoywpnuévn nrotikny vocso 1 kippmon, 1 S1oKomr| TG
Oepamnciog dev cuvicTatal, EpOcov 1 £apon TG Nratitdag Letd ™ Bepaneia pwmropei va, 0dnyNnoel o
EXAEYN NTATIKNG AVTIPPOTNOTG.

Hrotwn vécog

H acpddeio kon ) amoterespotikotnto tov Truvada oe acbeveig pe onpovtiKég VTOKEIEVEG NTATIKES
dwotapayég dgv Egovv amoderybei. H papuaxoxvntiky tov tenofovir £yl peketnOei oe acbeveic pe
NTATIKT OLGAELITOLPYIO KOl OEV ATALTEITOL AVATPOGAPLOYT TG d0onc. H papuakokivntikn g
emtricitabine dev €yel pelet0ei oe acheveic pe nratikn dveiettovpyia. Me Bdon tov eAdyioto
NTaTKO peTafoAlcud TG emtricitabine Kot T VEQPIKT] 000 OTOUAKPLVONG TNG, OV gival mhovi N
OVAYKN OVOTTPOCUPLOYNG TG 000G Tov Truvada og acBeveic e nratikny dvoiettovpyia (PA.
mapaypdeovg 4.2 kot 5.2).

Aocbeveig pe HIV-1 Aoipmén kot Tpoimapyovca NroTtikn SVGAEITOLPYio, COUTEPIAAUPAVOIEVIC TNG
YPOVIOG EVEPYOD NTATITIONG, EXOVV AVENLEVT GLYVOTNTO ELPAVICNC OLOTAPAY MDY TNG NTATIKNG
Aettovpyiag Kotd T dudpkela cuvdvacuévng avtpetpoikng aywyng (CART) kot mpémel va
TOPOKOAOVOOVVTAL GOUPOVOL [LE TNV KOOIEPMUEVT] TPOKTIKY|. 1€ TEPIMTMON EMOEIVOGONG TNG NTATIKNG
vOGOoL GTNV Kot yopia auth TV acdevav, Tpénet vo eEetdletarl 1 S10KomTN 1) N OPLOTIKY TAVGT TNG
ayoyne.

Neppkéc emdpAoelc Kot EMOPAGELC OTO 00TA 0 EVAMKEC

Negpirég emopaoeis
H emtricitabine kot To tenofovir anekkpivovtat Kupiwg amd TOVG VEQPOVS, HECH CTEPOUATIKNG
dmOnong Kot evepyoh COANVAPLOKNG ATEKKPIONG. NEQPIKY| EKTTOON, VEPPIKN dSuoAELTOVPYia,



avénUévn Kpeatviv, VTOPOCEOTALLIN KOl KEVTIPIKT SOANVAplonddela (cupmeptAapovouévon Tov
ouvdpopov Fanconi), éxouv avapepbel otny Khvikn| Tpdén pe tn xpnon tov tenofovir disoproxil (BA.
Topaypapo 4.8).

Negppixn waparxolovbnon

IIpwv amd v évapén tov Truvada yia v avrpetomion g HIV-1 hoipméng 1 yuo yprion g
TPOPOAAET TPV amd TV €KBEGT, GLVIGTATOL O VITOAOYIGLAC TG KABapong Kpeatvivig o€ OAa
T0. GTOLLOL.

e aropa yopic mapdyovieg Kivdohvou Yo VEQPIKN VOGO GUVIGTATOL 1 TAPAKOAOVON G TNG VEPPIKNIG
Aertovpyiag (kdBapon KpeaTviving Kot pOCPOPOG 0pov) LETE ard dV0 Emg TEooeplg EfdoUAdES

YPNONG, LETE 0md TPELG UNVEG (PTG KOl OTT GLVEXELN KUOE TPElS £m¢ 61 PNVeg.

Y dropa Tov KvOuVELOLV amd VEPPIKT VOCO, aToLTEITOL GUYVOTEPT] TAPAKOAOVONGT TNG VEPPIKNG
Aertovpyiag.

BA. eniong mapakdtom 6To 2uyy0pnynon GAA®V QOpUOKEDTIKOY TPOIOVIWY.

Negpixy owoyeipion oe aobeveic ue HIV-1 Aoiuwin

Av 10 entinedo poc@dpov 0pod givar < 1,5 mg/dL (0,48 mmol/L) | n kGOapomn kpeatvivig petmvetot
o€ < 50 mL/min € onolovonmote acbevn Aappdavel Truvada og mpoedriaén mpv amd v Ekbeom, M
veppikn Agrtovpyia Tpénetl va enovaSloloyeital eviog piag eOopadas, CUUTEPIAAULPBOVOLEV®Y Kot
LETPNCEMY TOV GVYKEVTPMOCENDY YAVKOING ailatog, KaAiov aipatog Kot YAvkolne ovpwv (PA.
Tapdypoeo 4.8, kevipikn coinvaploradeia). Oa mpémel va Anedel vToy”N 1 KO TG YPNONG TOL
Truvada og acBeveic pe peioon g kKabapong kpeatvivig oe < 50 mL/min 1 peiwon Tov POSEOPOV
opov o¢ < 1,0 mg/dL (0,32 mmol/L). H dwakomn g xpiiong tov Truvada Bo mpémnel emiong va Anebei
VIOYN GTNV TEPIMTOOT TPOOSEVTIKNG LEIWGNG TNG VEPPIKNG AelTovpyiag OTav dev EXEL avayvoploTel
Koo AN artio.

H veppin acodAeia pe to Truvada €yel peretn el pévo oe mold mepropiopévo Pabuo oe acbeveic

pe HIV-1 hoipwén pe éxntmon g veppikng Asttovpyiag (kdBapomn kpeatvivig < 80 mL/min).
AvompocapproyEég TOL S0GOA0YIKOD LEGOJIGTHILOTOG GuVIcTMVTAL Yo acBeveig pe HIV-1 Aoipwén
Kot kaBapon kpeatwviving petald 30 kot 49 mL/min (BA. Tapdypago 4.2). Ilepropiopéva dedouéva amd
KAMVIKEG HEAETEG KOTAOEUKVVOVY OTL TO TOPATETAUEVO OOGOAOYIKO PLEGOJACTN IO OEV Elvar 10aVIKO Kot
0o umopovicoe va €xel ¢ amoTEAESUA AVENUEVT] TOEIKOTNTO KO EVOEXOUEVMG OVETAPKT OVTOTOKPLOT).
EmmAéov, og pia pukpn kKAvikn peAétn, pio vrooudoo achevav e kabapon Kpeatviving pnetald

50 kou 60 mL/min ot omoiot éAaPav tenofovir disoproxil oe cuvdvacud pe emtricitabine Ka0e 24 dpeg,
glyav 2-4 popég peyalvtepn £kbeon oto tenofovir kot emideivmon g veepikng Asttovpyiag (PA.
Tapdypapo 5.2). Q¢ ek TovToV, amotTeiton Lio TPOGEKTIKT EKTILNON 0QPELOVG-KIVOUVOL OTAV TO
Truvada ypnoiponoteital o acbeveic e KaBapon kpeatvivng < 60 mL/min Kot 1 veQpiKn Agttovpyia
npémnel va mapakorovdeitan otevd. EmmAéov, 1 KAVIKN avTamOKpIon 6TV oy®yn TPETEL VO,
napakolovbeital otevd o€ acbeveig mov Aappdavovv Truvada yio mapatetapévo 6060A0YIKO
pecodidotnua. H xpion tov Truvada dev cuvictdrtal og acBeveic pe cofopn veppikn dvciertovpyia
(kaBapon kpeatwviving < 30 mL/min) kot og ac0eveic mov yperdalovtal apodoMac, EPOCOV LE TO
d1oKio cVVIVAGHOD eV UTOPOVV Vo EMLTEVYHOVV 0L KATAAANAEG LEIDGELS GTN dOCT

(BA. mapaypapovg 4.2 ko 5.2).

Negpixn owoyeipion otyv mpopdlaln mpwv omo v éxbeon

To Truvada dgv éxel peketnBei oe dropa yopic HIV-1 Aoipwén pe kadBapon kpeatvivng < 60 mL/min
KOl KATO GUVETELD, OEV GLVIGTATOL YL YP1GT) GTOV GLYKEKPLUEVO TANBVGUS. AV Ta emineda
@o@Opov opov eivar < 1,5 mg/dL (0,48 mmol/L) i 1 kdBapor kpeativivig HEIBVETOL

o€ < 60 mL/min o€ onotodnmote dtopo Aappavetl Truvada wg mpoeviaén mpv amod v €kbeon, 1
veppikn Aettovpyia Tpémel va enovasloloyeitan viog piog eBOoUadas, COUTEPIAOUPAVOUEV®V Kol
LETPCEMV TV GLYKEVTPMGEMY YAVKOING aliplatog, KaAiov aipatog Kot yAvkolng ovpwv (PA.
napdypaeo 4.8, Kevipikn coinvaplonadeia). Oa wpénel va Anedel vToyN 1 S1aKoTH TS YPNONG TOL
Truvada og dropa oto omoia 1 kdBapon kpeatTvivig €xet peimbel e < 60 mL/min 1 pe PHEIDOELS OTA
emimeda pmapopov opov og < 1,0 mg/dL (0,32 mmol/L). H diaxonr| tng Bepaneiag pe to Truvada Ba



npénel emiong va AneOel vTOYT GTNV TEPITTMOON TPOOSEVTIKNG PEIDOTG TNG VEPPIKNG AEITOVPYIOG
otav Ogv €YEL AVOYVOPLOTEL KATOW AAAT otTia.

Emopdoeic ara oota

Ootikég datapay€s, OTmG 00TEOUAANKIN, 01 0Toleg LTOPOVV Vo eKINAMBOVV ®G EMifloVo 1
EMOEWVOVEVO 0GTIKO AAYOG KOl O1 OTTOIEG LITOPOVV Vo SUUPBAAAOVY OYL GLUYVE GE KATAYUATO, UTOPEL
va oyetiCovtot pe emaydpevn omd to tenofovir disoproxil kevipikn veppikn coAnvaplonddeio (BA.
Tapdypopo 4.8).

Eni vtévolog 1 aviyveuong ooTiK®VY dlaTapaydV TPETEL vo AAUPBAVETOL 1] KATAAANAN YVOUATELON.

Ocpameio tne HIV-1 loiuwéng

Mewwoelg g ootikng mukvotntag (OI) £xovv mapatnpndei pe to tenofovir disoproxil ce
TUYOLOTTOMUEVES EAEYXOUEVES KAMVIKES OOKIUEC dLapkelag Emg kot 144 efdonddwv oe acheveic pe
hoipwén and Tov 10 HIV 1 tov 10 HBV (BA. mopaypagovg 4.8 kat 5.1). Avtéc o pewwoerg g OI1
yevikd PBedtimbnkav PeTd Tn dlakomn tng Bepaneiag.

e dhheg peAETeG (TPOOTTIKEG KOl GUYYPOVIKES), Ol Lo £vioveg pewmoelg otnv Ol mapoatmphonkay o
aoBeveic mov vwoPAnOnKav og Bepanceia pe tenofovir disoproxil mg pépog evog BepamevTiKon
GYNHOTOC IOV TTEPLELYE EVaAV EVIGYVUEVO OVOGTOAEN TPMTEACNG. ZVVOAKA, AAUBOVOLEVEOY VTOYT] TV
0GTIK®V dlotapaydv oL cuvdéovtal e To tenofovir disoproxil Kot TV TEPLOPIGUEVOV
pokpompodespmv dedopévav yio v enidpaot tov tenofovir disoproxil otnv vyelo TV 06TOV Kot
GTOV KivOuvo KaToyUdToVv, Oa tpémel va e£eTalovTol eVOALAKTIKA BEPATEVTIKA GYNUATA Y10 AoOEVELG
LLE 0GTEOTOPWOOTN 1 LLE IGTOPIKO KATAYUAT®V TV 0CTMOV.

Tlpopdloln mprv omo v éxbeon

Xe kKMvikég peréteg og dtopa yopic HIV-1 hoipmén, tapoatnpndnkay pikpés peiwoeig oty OIL.

e pia perét 498 avdpav, ot péoeg petaforég otny OIT amd v Evapén g peAétng Emg v
gfdopdda 24 kopaivoviav and — 0,4% éwg — 1,0% o710 10yi0, T GITOVOLAIKY GTHAT, TOV AVYEVA
UNpLaiov Kot Tov TpoyavTipo o avopec mov eAduPavay kadnuepwvd Truvada og tpoeoraén (n = 247)
évavtt eKovikov eapudiov (n = 251).

Neoppkéc emdpAoelc Kot EMOPAGELC 0TO 06TA 0TOV TadTPKO TANOvoud

Yrdpyovv acaeeleg Tov cuoyeTilovtal Ue TIG LOKPOYPOVIEG EMOPAGELS TOL tenofovir disoproxil 6tovg
VEQPOVG Kol 6Ta 00T kaTd TN Oepameio g HIV-1 Aolpwéng otov madtatpikd TAnbucspod Kot Tig
HaKpoypovieg emdpdoelg Tov Truvada otovg veppovg Kot 6T 06TA, OTOV YPTCLLOTOLEITAL (G
TpoeVAAEN TPV amd v £kbeon og un TpocPePAnuévoug epnpoug (BA. Tapdaypapo 5.1). Emmiéov,
dgv pumopel va SmoTodel TANPOG 1) AVOSTPEYIHOTNTO TNG VEPPIKNG TOEIKOTNTOG LETA TN SLOLKOTT TOV
tenofovir disoproxil yia tn Oeponeio Tov HIV-1 1 petd ) daxomn tov Truvada wg mpo@diatn mpv
amo Vv ékbeon.

ZUVIGTATOL TOADTAEVPT TPOGEYYIOT) TPOKELUEVOL Vo oTafoTel To 160{HY10 0pEAOVC/KIVOHVOL TG
ypnong tov Truvada yio ) Oeponeia g HIV-1 Aolpwéng 1 Yo v Tpoeoraén mptv and v £kBeon,
Vo 0moQOCIoTEL | KATAAANAN TopakoAovON o Katd T didpkela tng Oepameiog
(cvumepriapfovouévng e amdeaong dtakomng g Bepaneiog) kot vo peietn0ei n avaykn
GUUTANPMOTG KATA TEPITTOON.

Ortav 1o Truvada ypnoiponoteiton yio tnv mpo@Oratn tpv anod v Ekbeomn, ta dropa Oo npémet va
vrofdAlovTol o ETAVIANTTIKY a&loAdyNo o8 KAOE emioKEYN TPOKEYLEVOL VO SLOTICTOVETUL ALV
eEaxorovBotv va dratpéyovv vymAd kivouvvo HIV-1 Aoipméng. O kivovvog g HIV-1 Aoipwéng Ba
npémel va. otabpiletar évavtt Tov mBavav EmOPAGEDY GTOVS VEPPOVGS KoL Te 0GTA ad T
HaKpoypovia ypnon tov Truvada.



Negpixég emopaoeis

Neppikéc avemBounteg evEPYELEG TOV GLVASOLY UE TNV EYYVG VEPPIKT] COANVOPLOTTADELD EYOVV
avaeepBel og madaTpIkovs asbeveic mov £xovv TpocPAndel amd tov 16 HIV-1 nliog 2 émg
<12 et@v oy KAk pehétn GS-US-104-0352 (BA. mapaypdaeovg 4.8 kot 5.1).

Negppixn woparxorodOnon

H veppikn Aettovpyia (kdBapor kpeativivng Kot @dcpopog opov) Ba mpénet va a&loroynbel mpwv amd
v évapén tov Truvada yia tn Ogpaneia Tov HIV-1 1 yia v mpoeoiaén mpwv amod tnv £kbeon kot Oa
TPEMEL VA TapaKoAoLOsiTal KOTd TN S1dpKela TG ¥PNONG, OTMOC OTNV TEPIMTTOON TOV eVNATK®OV (BA.
TOPATAV®).

Negpirn owoyeipion

Edv o pdcpopog opo¥ emiBeParmbel 11 avépyetal o < 3,0 mg/dL (0,96 mmol/L) oe onolovdnmote
nadlatpikd acBevi Aappdaver Truvada, n veppikn Aettovpyio Bo Tpémet va emaveKTUATOL EVTOS Hiog
gfdopddag, cuumephaptfavouéveoy Kol LETPHOEMY TOV GUYKEVIPMOGE®DY YAVKOLNG aiplatog, KaAiov
aipatoc kat yAvkolng ovpwv (BA. mapdypago 4.8, kevipikn cwAnvaplonddeia). Ent aviyvevong
VROVOLOG VEQPIKAOV dtotapoydv, Tote Oa mpémel va Aapfavetot yvopdtevon ond veppoidyo, yio va
peietnOei n draxomn g xpnong tov Truvada. H diaxonn tng ypnong tov Truvada Oa mpénel emiong
va ANeOel VITOYTN GTNV TEPITTO®ON TPOOSEVTIKNG LEIMONG TN VEPPIKNG AELTOVPYING, OTOV OgV £XEL
avayvoplotel Kamota GAAN ottia.

2vyyopnynon Koi Kivovvog Veppikng Tol1kOTHTOC
Ioyvovuv ot idieg ovoTdcelg e Toug eviAKeS (BA. TAPOKAT® «XVYYopNyNon GAL®DY QOPLOKEVTIKOV
TPOIOVIMVY).

Neppixn ovolertovpyio.

H ypnon tov Truvada dev cuvictdton o€ dropa nAtkiog KAt Tov 18 etmv e veppikn duoiettovpyia
(BA. mapdypago 4.2). H yopriynon tov Truvada dev Oa mpénet va Eekiva o mandiatpikovg aceveic e
veppikn duciettovpyio Kot Ba TpENEL VoL S10KOTTETAL G TOS1OTPIKOVG acBeveic mov eppavilovv
vePpikn ducAertovpyio Katd T didpkela e ypnong tov Truvada.

Emidpadoeic ora oota

H ypnon tov tenofovir disoproxil propei va tpokarécet peiwon g ootikng mtukvotntag (OIT).
O emdpdoeig tov petofordv oty Ol mov oyetilovron pe to tenofovir disoproxil ot
pokporpdesun vyelo TOV 0GTMOV Kol TOV LEAAOVTIKO Kivouvo Kataypdtmv ogv eivar PEPateg (PA.
napdypaeo 5.1).

Enti aviyvevong 1 vmovolog ooTIK®V dlotapaymy Katd T xpnon tov Truvada cg omolovonmote
OO TPIKO 000gvT, Bo TpEmerl va AapPaveTol Yvoudatevon and evooKptvoAdYo 1/Katl VEQPOAGYO.

Bapoc kot petaforkéc mapduerpot

Koatd ) didpreta T avTipeTpoiikng Oepomeiog evOEETAL VO TAPOVGLAGTEL ADENCT) TOL COLUTIKOV
Bapovug kabmg Kot TV EMESOV TV AMmidinv Kot T YAvkolng 6to aipa. Ot aAAayéc avTég pumopet,
€V LEPEL, VOL GLUVOEOVTOL LLE TOV EAEYYO TNG VOGOL Kot Tov Tpomo {ong. Avapopikd pe To Amidia, o€
OPICUEVEG TEPITTACELS VILAPYOLV VOEIEELS Yo eMidpao TG Bepameiog, evd 660V apopd TNV avénon
TOVL COUOTIKOV BAPOVG dEV LITAPYOVV 1GYLPESG EVOEIEEIS TOL VOl TN GLGYETILOVV LIE OTTOONTOTE
ovykekpévn Bepamneio. H mopakoiovdnon tov Amdiov kot tng yYAvkolng oto aipa Tpénet va
Baoiletar otig kabiepmpéves kKatevBuvnpieg 0dnyieg Bepaneiog Tov HIV. Ot Statapoyés teov Amdiov
Oa mpénetl va avtipetonilovtal Onwg evosikvuTol KAVIKAL.

Mutoyovdprokn dvoiertovpyio petd od Exbeon in utero

NovkAeoo(T)181kd avAAOYo EVOEYETOL VO EXNPEACOVY T LUTOYOVIPLOKT] AELTOVPYiQ G€ TOIKIAO
Babuo, To omoio ivar evtovotepo pe ™ otafovdivn, ddavoacivn kot {idoPovdivn. ‘Exet avapepbel
pitoyovoplakn dvciertovpyia o HIV apvntikd Bpéon ta onola eiyav extebel in utero f/ikon petd
TN YEVVNON G€ VOUKAEOGIOKA avAAOYa” Ol avapOpES AVTEG apopovoay Kuplmg tn Bepomeia pe



Oepamevtikd oynuata wov mepieiyav {idoofovdivn. Ot KOpieg avemBounteg evEPYELEC Ol OTTOlEg
avaépOnKav, eival apatoloyikés dtotapayés (avaipio, ovdeTepomEVin) Kot HETOPOMKESG SLOTAPOYES
(VyMmAG emimedo yoAaKTIKOV 0E£0G 0T0 aipta, VYNAO eninedo AMmdong oto aipa). Ot evépyeleg avTég
oLYVA NTaY ToPodtKES. 'Exouv avapepOel omivia VELPOAOYIKES SLoTapayEc OWIUNG EVAPENG
(vmeptovia, oTAGOL, U1 PLGIOAOYIKY] GUUTEPIPOPA). AgV Eival YVOOTO €Tl TOV TAPOVTOG, EAV TETOLES
VEVPOAOYIKEG dtaTapayEg eivar mapodikég 1 povipes. Ta svprjpato avtd Oa Tpémetl va AapPavovon
VITOYT Y10, OTOLOONTOTE TOLST TOV EKTEOMKE in utero o€ voukAeoo(T)101kd ovaloya, T0 0moio
TOPOVGIALEL GOPapd KAVIKE ELPTLOTO OYVAGTOV OITIOA0YI0G, 110G VELPOAOYIKA EVPNLOTA.

Ta svprjpata avTd dev eTNPealovv Tig TapoHOEC E0VIKEG GUGTAGELS Y10 TN PO UVTLPETPOTIKNG
Oepamneiog o £yxveg yovaikes, Tpokelévou va mpoinedei n kdbetn petddoon tov 1oV HIV.

Yovopouo Eravepyomoinonc tov AvoGomouTikod ZVGTAULATOC

e HIV opobBetikovg acbeveic pe cofopn avoGoAOYIKY OVETAPKELN EVOEYETOL VO ELPUVIOTEL, KATO TNV
évapén g CART, pio reypovaddong ovtidpaot 6€ ACVUTTOUATIKG 1) DVTOAELUUATIKO EVKALPLOKEL
mafoyova Kal va TpokAn0ovv cofapéc KMVIKEC KATAGTAGELS 1) EXOEIVOOT TOV CUUTTOUATOV. TETOEG
OVTIOPAGELS £YOVV TUTIKA TAPOVGLAGTEL EVTOG TV TPATAOV EROOUASMV 1| UNVOV amd TV Evapén g
CART. Zyetikd mapadetypota eivar  ap@BAnctpoeditida omd KUTTOPOUEYAAOTO, YEVIKELUEVES 1Y/KaL
€0TIOKEG AOUMEEIC ad LuKOPaKTNPidia Kol TVEVHOVIO OQEINOLEVT GE Preumocystis jirovecii. Oa,
TPEMEL VO EKTYLMVTOL OTOLAONTOTE PAEYLOVAOIT CUUTTAOUATO Kot Vo opileTon Bepameia, OTov
amorteitat. Avtodvooeg dtatapayég (0nmg 1 vocog tov Graves kal 1 6uTodvocT Nratitida) EXouv
emiong avagepbel 611 cupPaivouy katd T PLOUICN TNG ETAVEPYOTOINGNG TOV OVOGOTOUTIKOV
GLOTAHOTOC. 26TOCO, 0 AVAPEPOIEVOC YPOVOS EmG TNV Evapén elval mePIGGOTEPO UETAPANTOC Kot
oVTA TO YEYOVOTO Pmopel va cupovv ToAAOVE Piveg PETA TV Evapén g Bepameiag.

Evkaiprokéc AowwdEeic

Acbeveig pe HIV-1 Aoipwén ot omoiot eAdpupavav Truvada 1 dAAn avtipetpoikn Oepameio pmopel vo
e€akoAoVBNCOVY VO AVOTTOGGOVV EVKALPLOKEG AOIUADEELS Ko GALeG emmAokég Tng HIV Aolpwéng kot
GUVETMG TPETEL VO, TOPAUEVOLY VIO GTEVY] WOTPIKT TOPAKOAOVON O™ amd YLoTPOG LE EUTEPio oTN
Oepaneio acbevov pe vosoug cuoyeT(Oueveg pe Tov 10 HIV.

Ooteovékpmon

AvoépOnkay TEPIMTMOCELS 06TEOVEKPMOOTG KVPImG o€ acbeveic pe mpoywpnuévn Aoipwén HIV

n/xon poaxpdg dapketog €kBeon oe CART av kot 1 arttodoyia Oewpeitan moAvTapayovTiKn
(ovumepriapfdavovtal n ¥pMoTN KOPTIKOGTEPOEW DV, 1 KATAVAA®OGCT) AAKOOA, 1| coPapn
OVOGOKOTAGTOAN, 0 VYNAOTEPOG deikTng nalag copatog). Ot acbeveig Ba mpénet vo (NTodV 1TpIky
oLpPovAn edv TapoLSLALOVY EVOYANGELS Kot GAyog oTig apBpdoels, dvokapyio dpBpwong 1 Svokoiio
otV Kivnon.

20YyYopNyNo” GAA®V QOPUOKEVTIKOV TPOTOVIMV

H ypnon tov Truvada npénetl va amo@edyetol e cuyyopnynomn 1 tpdcseatn xpnon veppotolukoh
QOPUOKEVTIKOD TPOioVTOG (PA. Tapdypao 4.5). Av 1 TaVTOYPOVN YOPNYNOT KE VEPPOTOEIKEG OVGIES
glval avamoPevKTn, 1 vepikn Aertovpyia Ba tpémel va mapakorovbeitor oe efdopadiaio Baomn.

[Meprrtmoeic o&elog veppikng avemdpKelog LETE TNV Evapén LYNANG d06NG 1 TOAAATADY U
GTEPOELODV AVTIPAEYLOVOODV pappikov (MEAD) éxovv avapepbel og acBeveic pe HIV-1 Aoipmén ot
omoiot éhafoav Bepameia pe tenofovir disoproxil kot elyov mwapdyovieg KivoHVoL Yo VEQPIKN
dvodettovpyia. Edv to Truvada cuyyopnysiton pe éva MEAD, 1) veppikn Asttovpyia Oo pémet vo
TapoKolovdeitan ETopKAOC.

YynAdtepog kivouvog veppikig ducsiettovpyiag Exetl avapepbel o acbeveic pe HIV-1 Aoipwén mov
é\oPoav tenofovir disoproxil 6 GUVOVAGUO LLE AVOGTOALN TPMTEACNG EVICYLUEVO UE Titonavir 1
cobicistat. Arouteiton otev mapaKoloHONoN TG VEPPIKNG AElToVvpYiong 6€ avTovs Tovg acbeveig (BA.
mopaypapo 4.5). Xe acOeveic pe HIV-1 Aolpwén kot veppikoc mapdyovieg Kivovvov, 11 Guyyopnynon



tov tenofovir disoproxil pe évav evioyvuévo avactoréa Tpmtedons O mpénel va a&loloyeitan
TPOGEKTIKAL.

To Truvada dev Tpémel va cuyyopnyeitar pe GAAL POPUAKEVTIKG TPOIOVTO, TTOV TEPLEYOVY
emtricitabine, tenofovir disoproxil, tenofovir alafenamide 1} ¢AAa avdioya kvTidivng, 6nwg N
AapBovdivn (BA. mapdypago 4.5). To Truvada dev mpémel va cuyyopnyeiton pe adefovir dipivoxil.

Xpnon e ledispavir xai sofosbuvir, sofosbuvir ko velpatasvir 1 sofosbuvir, velpatasvir kou
voxilaprevir

‘Exet dSwomotwbel 611 1 cvyyopnynon tenofovir disoproxil pe ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir avédvel tig cuykevipdoelg tov tenofovir
07O TAAGLO, EWIKOTEPO GTNV TEPITTOOT OV Ypnoiponoteital poli pe kdmowa aymyn yo tov HIV mov
nepéyel tenofovir disoproxil Kot kémolov goppokoKivnTikd evicyvtn (ritonavir 1 cobicistat).

Agv €yel amoderyfel n acpdiela Tov tenofovir disoproxil dtav cuyyopnyeitan pe ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1| sofosbuvir/velpatasvir/voxilaprevir Kot KATO10V QUPLOKOKIVITIKO EVICYLTH.
®a mpémnel va Aappdvovtol veoyn ot mhavoli kivduvor kai to moavd opEAN mov GyeTilovTat e
cuyyopnynon, wiaitepa o acheveic pe avénuévo kivovvo veppikig duciettovpyiog. Ot acbeveig Tov
AapBavouv ledipasvir/sofosbuvir, sofosbuvir/velpatasvir 1| sofosbuvir/velpatasvir/voxilaprevir
tavtoypova pe tenofovir disoproxil kot Kamowov evieyvuévo avactorén tpotedong tov HIV Oa mpémet
va TapakolovBovvtal yio avemBounTeg evépyeleg mov oyetiCovtot pe to tenofovir disoproxil.

2vyyopnynon tov tenofovir disoproxil ue didovoaivy
H ovyyopiynon tov tenofovir disoproxil pe didavooivn dev cuvietdtor (PA. mapdypaeo 4.5).

Ayoyn tpumlod cuvoVOGLOD VOUKAEOGLOIMV

"Exovv vap&et avapopég e LYNAO T0GO0TO LOAOYIKNG ATOTVYIOG Kol OVATTUENG AVTOYXNG OE TPAOLUO
014010 o acbeveic pe HIV-1 Aolpwén, 6tav to tenofovir disoproxil cuvdvdotnke pe Aapupfoudivn kot
afaxofipn, 6mwg eniong kot pe AapPoovdivn kot ddavosiviy wg BepoamenTicd oynua €@’ dmas
nuepnoing. Yrapyel oTeEV] opLotOTNTO 0d TAELPAG dopng petald Aapiovdivng kot emtricitabine wg
EMIONG KOl POPLOKOKIVITIKES KO POPULOKOOVVOUIKEG OLOOTNTEG LETAED QVTMV TV 600 POPUAK®V.
Enopévag, pumopei va mapatnpnodv ta idia tpoPfinuota, av to Truvada yopnynOei pe éva tpito
VOUKAEOG1O1KO OvVaAOYO.

Hlkwopévor
To Truvada dev éxel peietnfei o dtopa nhikiag dvo tov 65 etdv. Ta dropo nAkiog dve Tov 65 eTdv

glvar o mhavo va €0V HELUEVT VEPPIKT AELTOVPYiD, MG EK TOVTOL OMALTEITOL TPOGOYN KATH T1)
yopnynon tov Truvada ce nMKI®UEVE ATOLLA.

"Exdoya

To Truvada mepi€yet povotidpikn Aaktoln. Ot acOeveic pe ombvia kKANpovouka TpofAnuota
dvoave&ing otn yohaktoln, TANPN AVETAPKELN AOKTAOTG 1] KOKT amoppoPnor| YAVKOING-yolaktolng
dgv mpEMEL VoL AaPAVOLY aVTO TO POPUAKEVTIKO TPOTOV.

To @appaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd dickio, lvarl ovTd TOV
ovopdlovpe «erevBepo vatpiovy.

4.5 Almiemopdocseig pe GAA0 QOPRUKEVTIKE TPOTOVTOE KoL GAAES pOPPES aAAnAemiopaong
Meléteg aANAETIOPACEDY £XOVV TPAYUATOTOMOEL LOVO GE EVIIAIKEC.
E@odcov 1o Truvada mepiéyel emtricitabine ko tenofovir disoproxil, omolecdnmote GAANAETIOPAGELG

£YOVV OVAYVOPLOTEL LELOVOUEVA LE OVTEG TIC OVGIEG EVOEYETOL VO ELPAVIGTOVV Kot e To Truvada.
Meléteg aAnAemidpdoey £xovv TpayuaTonombel povo 6e eVIjAIKEC.

10



H pappokokivntikn g emtricitabine kot Tov tenofovir katd tn otafepomompévn Katdotaor OTov 1
emtricitabine kot To tenofovir disoproxil yopnynOnkay tavTdypOove NTOV 310 LIE TN QOPUAKOKIVITIKA
OVTOV TOV QOPUOKEVTIKOV TPOTOVIMV KOTA TN LELOVOUEVT YOPTYNOT] TOVG.

KAwikég ko in vitro pehéteg QUPUAKOKIVITIKNG GAANAETIOpaoNC £d€1Eav OTL TO EVOEXOUEVO TOV HECH
tov CYP450 aAinienmidopdoewy mov eumiékovy v emtricitabine kot to tenofovir disoproxil pe dAia

(QOPUOKEVTIKG TPOTOVTA, Elvar yaunAo.

H cvyyopnynon dev cuvictdTol

To Truvada dgv mpémel va cuyyopnyeitor pe GAAL POPUOKEVTIKA TPOTIOVTO TTOV TEPLEYOVY OTOLUONTOTE
oamd TIG EVAOoELG, emtricitabine, tenofovir disoproxil, tenofovir alafenamide 1} dGAAa avdAioya Kutidivig,
omg Aappovdivn (PA. Tapdypago 4.4). To Truvada dev mpémel va cuyyopnyeitan pe to adefovir
dipivoxil.

Adavooivy: H cuyyopriynomn tov Truvada pe didavooivn dev cuviotdton (BA. mapdypago 4.4 kot
[Mivaxa 2).

DopUaKevTIKd TPOIOVTO TOD ATEKKPIVOVTAL 00 TH Veppixh 000. Epdoov 1 emtricitabine kot to
tenofovir anekkpivovtal Kupimg amd Tovg vEPPOLS, 1| cuyyoprynon tov Truvada pe papuokevTiKd
TPOIOVTO TOV EAUTTMVOLV TN VEPPIKT| Agttovpyia 1} avtaywovilovTol yio TV evepyd OANVAPLOKN
amékkpion (m.y. cidofovir) pumopei va avENGEL TIC GLYKEVTPHOOELG TNG emtricitabine, Tov tenofovir /Kot
TWV GLYYOPNYOVUEVAOV QAPUAKEVTIKOV TPOTOVI®MY GTOV 0pO.

H ypnon tov Truvada npénetl va amo@edyeTol e Guyyopnynomn 1 Tpdcseatn xpnon veppotolikon
QOPUOKELTIKOD TTPoToVToG. Optopéva Tapadeiypota couneptlappdvovy, aAld yopic va tepropilovrot
G€ 0T, OUIVOYAVKOGIOES, appotepikivn B, pookapvérn, ykavewkiofipn, teviopudivn, favicopvkivn,
cidofovir 1| vtepAevkivn-2 (BA. Tapdypao 4.4).

Allec aAAnAiemidpdoelc

Ot oAAnAemdpaoelc peta&d tov Truvada 1 HELOVOUEVOV GUCTOTIKMY TOV Kol GAA®Y QUPLOKEVTIKOV
poldvtav mtoapatifevral otov [ivaxa 2 Tapakdto ( avénon vrodeikvietal ®g «T», 1 Heiwon g
«}», kapio peTafodrn mg «—>», 600 Eopic NuePNGimg o¢ «b.i.d.» kot pio popd nuepnoing g «q.d.»).
Edv elvan d100éc1pa, ta Stootipata epmictooivng 90% divovion o mapevBéoerc.

Mivakag 2: Adiniemopaocels petalv Tov Truvada 1 HEROVOUEVEOV GVOTATIKOV TOV KOl GAAL®V
POPRUKEVTIKAV TPOTIOVTOV

DoproKEVTIKG TPOIGV aAva Emdpdoeig 61a emineda X00TOOoN GYETIKA pe TN
OepamevTikny meproyn Quppdxov ovyyopnynon pe Truvada
Méon mocootioio petafoin 6Tig (emtricitabine 200 mg, tenofovir
TIpéG AUC, Cmax, Cmin pg 90% disoproxil 245 mg)

0100 THOTA EPTLETOGVVG,
£@Ocov gival Swubiopna

(mmyaviepde)
ANTI-AOIMQAH
AVTIPETPOIKE
AVUGTOAEIS TPOTEACOV
Atazanavir/Ritonavir/Tenofovir Atazanavir: Agv cUVIGTATAL OVATPOGOPLOYT TNG
disoproxil AUC: | 25% (| 42 ¢og | 3) doong. H avénuévn éxbeon tov
(300 mg q.d./100 mg q.d./245 mg Crax: | 28% (] 50 émg 1 5) tenofovir Ba propovoe va evioyboet TIG
q.d.) Chin: | 26% (] 46 ¢é0¢ 1 10) oyetilopeveg pe to tenofovir
avemBounteg evépyeteg
Tenofovir: GUUTEPILAUPAVOLLEVOV KOt TMV
AUC: 1 37% vEQPIK®V dtotopoaydv. H veppikn
Cmax: T 34% Aertovpyio Tpénet va mapakoAovdeitan
Chin: T 29% otevh (PA. mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
O10oTNHOTA EPTLETOGVVG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)

Atazanavir/Ritonavir/Emtricitabine H aAdnenidpaomn dev éyxet

ueretnOel.
Darunavir/Ritonavir/Tenofovir Darunavir: Agv GUVIGTATAL OVATPOCOAPLOYN TNG
disoproxil AUC: & d6om¢. H avénuévn éxbeom tov
(300 mg q.d./100 mg q.d./245 mg Chin: < tenofovir Ba. pmopovce va evieyboet Tig
q.d.) oyetilopeveg pe to tenofovir

Tenofovir: AVETIOVUNTEG EVEPYELEG

AUC: 1 22% GUUTEPIAAUPAVOUEV®V KoL TV

Chin: 137% veppikdv dwatapoydv. H veppikn

Darunavir/Ritonavir/Emtricitabine

H aAAnenidpaomn dev Exel
peietnOsi.

Aertovpyio Tpénet va mapaoAovdeitan
otevd (PA. mapdypago 4.4).

Lopinavir/Ritonavir/Tenofovir
disoproxil

(400 mg b.i.d./100 mg b.i.d./245 mg
q.d.)

Lopinavir/Ritonavir:
AUC: &
Cmax: >

Cmin: «

Tenofovir:
AUC: 1 32% (1 25 émg 1 38)
Cmax: Ad

Coin: 1 51% (1 37 éwc 1 66)

Lopinavir/Ritonavir/Emtricitabine

H aA\nenidpoomn dev Exel
ueietnOsi.

Agv GUVIGTATOL AVATPOGAPLOYT] TNG
d6omg. H avénpévn éxbeon tov
tenofovir Ba. pmopovoe va evieyboeL Tig
oyetilopeveg pe to tenofovir
avemBOunTeg eVEPYELEG
GUUTEPILAUPAVOLLEVOV KOt TMV
vEQPPIKOV dtoTopaydv. H veppikn
Aertovpyla mpémet va mapaorovdeiton
otevh (PA. mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov

Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%

OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

(umyoviopdc)

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

NRTIs

Awavooivn/Tenofovir disoproxil

H ovyyxopfynon tenofovir
disoproxil pe ddavoasivn odnysl
og Kot 40-60% avénpévn
cvotnuatiky ékbeon ot
ddavoaivn.

Awdavocivn/Emtricitabine

H aA\nenidpoom dev Exel
peietnOsi.

H ovyyopfiynon tov Truvada pe
dudavoacivn dev cvviotdton (PA.
mapdypago 4.4).

H avénpévn cvetnuotikn éxbeomn ot
dudavooivn pmopet va avénoet Tov
Kivouvo avemiBOuNTOV EVEPYEIDY
ovoyeTilopevmv pe ) ddavoacivn.
Ymavia, Exovv avaeepel
TOYKPEATITION KO YOAOKTIKT 0&EmON,
gviote potpaia. H ovyyopnynon tov
tenofovir disoproxil pe didavocivn ce
5601 400 mg nuepnoing cuoyeTioTnKe
He onpovTikn peioon tov apBpov
kuttépwv CD4, mbovdg Aoym
gvdokLTTapLaG aAANAETidpaong €&
attiag g omoiag avénonke
POGPOPLAM®UEVT (ONA. 1 dpOCTIKT)
d1davoaoivi. Mo pelopévn 60om TV
250 mg d13avocivng GUYXOPNYOOLEVTS
pe Oepomeia tenofovir disoproxil
GLOYETIOTNKE LE AVOPOPEG LYNAOD
TOGOGTOV LOAOYIKNG OTOTVUYIOG LLE TOVG
S314(popoVE GLVIVAGHOVG TOV
dokydotniay yuo ) Ogpameio g
Aoipméng amd tov 10 HIV-1.

AopiBovdivi/Tenofovir disoproxil

Aappovdivn:

AUC: | 3% (| 8% éwg T 15)
Cmax: | 24% (| 44 éwg | 12)
Chin: AY

Tenofovir:

AUC: | 4% (] 15 émg 1 8)
Cmax: T 102% (| 96 éwg T 108)
Cmini AY

H Xopipovdivn kon to Truvada dev
TPETEL VOL YOPTYOVVTOL TOVTOYPOVA.
(BA. Topaypogo 4.4).

Eopoafpévin/Tenofovir disoproxil

Eopafpévin:

AUC: | 4% (] 7émg | 1)
Cinax: | 4% (1 9 é0c 1 2)
Cmini AY

Tenofovir:

AUC: | 1% (| 8 ¢wc 1 6)
Chax: T 7% (] 6 €0¢ 1 22)
Chin: AY

Agv amotteiton avompocaproyny e
d60mg g epafrpéving.
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov

Méon mococTioia peTaforr] 6Tig

Tipég AUC, Cmax, Cmin pg 90%
O10oTNHOTA EPTLETOGVVG,
€@ocov gival Srobiopna

(umyoviopdc)

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

ANTI-AOIMQAH

AvVTIuKoi TopayovTeS yio. Tov 16 TS nratitioag B (HBV)

Adefovir dipivoxil/Tenofovir
disoproxil

Adefovir dipivoxil:

AUC: | 11% (| 14€mg | 7)
Crax: | 7% (] 13 o6 | 0)
Cmini AY

Tenofovir:
AUC: | 2% (| 5 éw¢g 1 0)
Cimax: | 1% (] 7 é0¢g 1 6)

To adefovir dipivoxil kot o Truvada
dgv mpémel va yopnyohvTol TauTdypova
(BA. mopaypago 4.4).

Chin: AY
AvTtukoi Tapayovteg Yo tov 16 s nroritioag C (HCV)
Ledipasvir/Sofosbuvir Ledipasvir: Ot avENUEVES GLYKEVTPDGELG TOV

(90 mg/400 mg q.d.) +
Atazanavir/Ritonavir
(300 mg q.d./100 mg q.d.) +

Emtricitabine/Tenofovir disoproxil

(200 mg/245 mg q.d.)!

AUC: 1 96% (1 74 éog 1 121)
Conax: 1 68% (1 54 oo 1 84)
Conin: 1 118% (1 91 4w 1 150)

Sofosbuvir:
AUC: &

Crnax: <

GS-331007%
AUC: &
Cmax: Ad

Coin: 1 42% (1 34 $0g 1 49)

Atazanavir:
AUC: &
Cmax: Ad

Cunin: 1 63% (1 45 éwc 1 84)

Ritonavir:
AUC: &
Chnax: <>

Conin: 1 45% (1 27 éwg 1 64)

Emtricitabine:
AUC: &
Cmax: >

Cmin: «

Tenofovir:

AUC: &

Cmax: T 47% (1 37 éwg 1 58)
Chin: T47% (1 38 éw¢ 1 57)

tenofovir oto TAGopa TOL ivort
ATOTELEGLOL TG GLYYXOPNYNONG
tenofovir disoproxil,
ledipasvir/sofosbuvir ko
atazanavir/ritonavir, dOvortal va
AVENGOLV TIG OVETOVUNTEG EVEPYELES
mov oyetilovton pe to tenofovir
disoproxil, copmepthapovopévay Tmv
VEQPPIKDV dloTopoydv. Agv €xet
amodeydei n acedieio tov tenofovir
disoproxil 6tav ypnoponoteiton pali
e ledipasvir/sofosbuvir kot kémotov
POPHOKOKIVITIKO gVioYLTN (TT.X.
ritonavir 1 cobicistat).

O ovvdvaopog Ba tpémet va
XPNCUYLOTOLEITOL [UE TTPOCOYN KOl [LE
GLYVN VEPPIKN TapakorovOno,
€QOGOV dgv vITapyovv dtabécipeg GAleg
EVOALAKTIKEG ETAOYES (PA.

Tapaypopo 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)
Ledipasvir/Sofosbuvir Ledipasvir: Ot avENUEVES GLYKEVTPDGELG TOV
(90 mg/400 mg q.d.) + AUC: < tenofovir oto TAdopa Tov etvor
Darunavir/Ritonavir Crhax: < ATOTELEGLOL TG GLYYXOPNYNONG
(800 mg q.d./100 mg q.d.) + Chnin: <> tenofovir disoproxil,
Emtricitabine/Tenofovir disoproxil ledipasvir/sofosbuvir kot
(200 mg/245 mg q.d.)! Sofosbuvir: darunavir/ritonavir, dOvatot va

AUC: | 27% (| 35 éoc | 18)
Cumax: | 37% (| 48 éac | 25)

GS-331007%
AUC: &
Cmax: >

Cmin: «

Darunavir:
AUC: &
Chnax: <>

Chin: <

Ritonavir:
AUC: &
Cmax: «>

Conin: T 48% (1 34 éwoc 1 63)

Emtricitabine:
AUC: &
Cmax: Ad

Chin: <

Tenofovir:

AUC: 1 50% (1 42 ¢wg 1 59)
Crax: T 64% (1 54 éwg T 74)

Chin: 159% (1 49 é0¢ 1 70)

aLENGOLV TIC UVETIOVUNTEG EVEPYELES
mov oyetilovtot pe to tenofovir
disoproxil, copmepthapfovopévay Tmv
VEQPPIK®V dloTopoydv. Agv €xet
amodeydei n acedieio Tov tenofovir
disoproxil 6tav ypnoomroteiton pali
e ledipasvir/sofosbuvir kot kémotov
POPUAKOKIVNTIKO evicyvTy (T.Y.
ritonavir 1 cobicistat).

O ovvdvacpodg Ba Tpémet v
YPTCLOTOLEITOL LLE TPOGOYN KO LE
GLYVN VEQPIKN TTapoKorlovON o,
€pOGOV dgv vITapy oLV dtabEcEG GANEG
EVOALAKTIKEG ETAOYEG (PA.

mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

(umyoviopdc)

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

Ledipasvir/Sofosbuvir

(90 mg/400 mg q.d.) +
Efavirenz/Emtricitabine/Tenofovir
disoproxil

(600 mg/200 mg/245 mg q.d.)

Ledipasvir:

AUC: | 34% (| 41 éwg | 25)
Cax: | 34% (] 41 éwg T 25)

Chnin: l 34% (l, 43 é(Dg T 24)

Sofosbuvir:
AUC: &

Cmax: g

GS-331007%
AUC: &
Cmax: >

Cmin: «

Efavirenz:
AUC: &
Chnax: <>

Chin: <

Emtricitabine:
AUC: &
Cmax: «>

Cmin: «

Tenofovir:

AUC: 198% (1 77 éoc 1 123)
Cmax: T 79% (1 56 éwg 1 104)
Chin: T 163% (1 137 é00¢ 1 197)

Agv cuVIGTATAL OVATPOGOPLOYN TNG
d6om¢. H avénpévn éxbeon oto
tenofovir Ba pmopovce va evieyboet Tig
oyxetopeveg pe to tenofovir disoproxil
avemBounTeg evépyelec,
GUUTEPIAAUPAVOUEVDV TOV VEPPIKOY
Swtopoaydv. H veppikn Aettovpyio Oa
mpémeL va Tapakolovbeital oteva (PA.
mapdypago 4.4).

Ledipasvir/Sofosbuvir

(90 mg/400 mg q.d.) +
Emtricitabine/Rilpivirine/
Tenofovir disoproxil

(200 mg/25 mg/245 mg q.d.)

Ledipasvir:
AUC: &
Crnax: <

Cmin: >

Sofosbuvir:
AUC: &

Cmax: Ad

GS-331007%
AUC: &
Cmax: Ad

Chin: <

Emtricitabine:
AUC: &
Cmax: «>

Cmin: «

Rilpivirine:
AUC: &
Crax: &

Chin: <

Tenofovir:
AUC: 1 40% (1 31 £og 1 50)
Cmax: Ad

Cuin: 1 91% (1 74 0 1 110)

Agv GUVIGTATOL AVOTPOGAPLOYY TNG
doomc. H avénuévn ékbeon oto
tenofovir Bo. pwopovGe va EVIGYVGEL TIG
oyetilopeveg pe to tenofovir disoproxil
avemBOuNTEG EVEPYELEC,
GUUTEPIAAUPAVOUEV®V TOV VEPPIKOV
Swtapaydv. H veppkr| Asttovpyio Oa
mpémel va Tapakorovbeitar oteva (BA.
mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)

Ledipasvir/Sofosbuvir Sofosbuvir: Agv amotteitot avampocaprLoyy e
(90 mg/400 mg q.d.) + Dolutegravir | AUC: < d6om¢. H avénpévn éxbeon oto
(50 mg q.d.) + Crhax: < tenofovir Ba pmopovce va evieyboet Tig
Emtricitabine/Tenofovir disoproxil oyxetopeveg pe to tenofovir disoproxil
(200 mg/245 mg q.d.) GS-331007? AVETBVOUNTES EVEPYELECS,

AUC: & GUUTEPIAAUPAVOUEVDV TOV VEPPIKOY

Crnax: < Swtopoaydv. H veppikn Agttovpyio Oa

Chin: < mpémeL va Tapakolovbeitar oteva (BA.

mapdypago 4.4).

Ledipasvir:

AUC: &

Cmax: >

Cmin: «

Dolutegravir

AUC: &

Chnax: <>

Chnin: <>

Emtricitabine:

AUC: &

Crax: <

Cmin: «

Tenofovir:

AUC: 1 65% (1 59 éoc 1 71)
Cuax: 1 61% (1 51 é0c 1 72)
Coin: 1 115% (1 105 o 1 126)
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)

Sofosbuvir/Velpatasvir Sofosbuvir: Ot avENUEVES GLYKEVTPDGELG TOV
(400 mg/100 mg q.d.) + AUC: < tenofovir oto TAdopa Tov etvor
Atazanavir/Ritonavir Crhax: © ATOTELEGLOL TG GLYYXOPNYNONG
(300 mg q.d./100 mg q.d.) + tenofovir disoproxil,
Emtricitabine/Tenofovir disoproxil GS-331007% sofosbuvir/velpatasvir kot
(200 mg/245 mg q.d.) AUC: & atazanavir/ritonavir, dOvatot vo

Crax: < aLENGOLV TIC UVETIOVUNTEG EVEPYELES

Conin: 1 42% (1 37 éwg 1 49)

Velpatasvir:

AUC: 1 142% (1 123 éoc T 164)
Ciax: T 55% (1 41 éog 1 71)
Chin: T 301% (1 257 éo¢ 1 350)

Atazanavir:
AUC: &
Chnax: <>

Conin: 1 39% (1 20 wg 1 61)

Ritonavir:
AUC: &
Cmax: «>

Cunin: 1 29% (1 15 0 1 44)

Emtricitabine:
AUC: &
Cmax: Ad

Chin: <

Tenofovir:

AUC: &

Ciax: T 55% (1 43 éwg 1 68)
Chin: 739% (1 31 éw¢ 1 48)

mov oyetilovtot pe to tenofovir
disoproxil, copmepthapfovopévay Tmv
VEQPPIK®V dloTopoydv. Agv €xet
amodeydei n acedieio Tov tenofovir
disoproxil 6tav ypnoomroteiton pali
e sofosbuvir/velpatasvir Kot kémotov
POPUAKOKIVNTIKO evicyvTy (T.Y.
ritonavir 1 cobicistat).

O ovvdvacpodg Ba Tpémet v
YPTCLOTOLEITOL LLE TPOGOYN KO LE
GLYVN veEpikn mapoakorovOnor (BA.
mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

(umyoviopdc)

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

Sofosbuvir/Velpatasvir

(400 mg/100 mg q.d.) +
Darunavir/Ritonavir

(800 mg q.d./100 mg q.d.) +
Emtricitabine/Tenofovir disoproxil
(200 mg/245 mg q.d.)

Sofosbuvir:
AUC: | 28% (| 34 éwg | 20)
Crax: | 38% (| 46 éng | 29)

GS-331007%
AUC: &
Chnax: <>

Cmin: «

Velpatasvir:
AUC: &
Crax: § 24% (| 35 émg | 11)

Cmin: «

Darunavir:
AUC: &
Chnax: <>

Chin: <

Ritonavir:
AUC: &
Cmax: «>

Cmin: «

Emtricitabine:
AUC: &
Cmax: Ad

Chin: <

Tenofovir:

AUC: 1 39% (1 33 ¢wg 1 44)
Crax: T 55% (1 45 éwg T 66)

Chin: 1 52% (1 45 é0¢ 1 59)

Ot avENUEVES GLYKEVTPDGELG TOV
tenofovir oto TAdopa Tov etvor
ATOTELEGLOL TG GLYYXOPNYNONG
tenofovir disoproxil,
sofosbuvir/velpatasvir kot
darunavir/ritonavir, dOvorton vo
aLENGOLV TIC UVETIOVUNTEG EVEPYELES
mov oyetilovtot pe to tenofovir
disoproxil, copmepthapfovopévay Tmv
VEQPPIK®V dloTopoydv. Agv €xet
amodeydei n acedieio Tov tenofovir
disoproxil 6tav ypnoomroteiton pali
e sofosbuvir/velpatasvir Kot kémotov
POPUAKOKIVNTIKO evicyvTy (T.Y.
ritonavir 1 cobicistat).

O ovvdvacpodg Ba Tpémet v
YPTCLOTOLEITOL LLE TPOGOYN KO LE
GLYVN veEpikn mapoakorovdnor (BA.
mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

(umyoviopdc)

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

Sofosbuvir/Velpatasvir

(400 mg/100 mg q.d.) +
Lopinavir/Ritonavir

(800 mg/200 mg q.d.) +
Emtricitabine/Tenofovir disoproxil
(200 mg/245 mg q.d.)

Sofosbuvir:
AUC: | 29% (| 36 émg | 22)
Crax: | 41% (| 51 ég | 29)

GS-331007%
AUC: &
Chnax: <>

Cmin: «

Velpatasvir:

AUC: &

Crax: § 30% (| 41 éwg | 17)
Chin: T 63% (1 43 ¢wg 1 85)

Lopinavir:
AUC: &
Chnax: <>

Chin: <

Ritonavir:
AUC: &
Cmax: «>

Cmin: «

Emtricitabine:
AUC: &
Cmax: Ad

Chin: <

Tenofovir:
AUC: &
Crax: T42% (1 27 éwg T 57)

Cmin: «

Ot avENUEVES GUYKEVTPDGELG TOV
tenofovir oto TAdopa Tov etvor
ATOTELEGLOL TG GLYYXOPNYNONG
tenofovir disoproxil,
sofosbuvir/velpatasvir kot
lopinavir/ritonavir, dvvozot vo
aLENGOLV TIC UVETIOVUNTEG EVEPYELES
mov oyetilovtot pe to tenofovir
disoproxil, copmepthapfovopévay Tmv
VEQPPIK®V dloTopoydv. Agv €xet
amodeydei n acedieio Tov tenofovir
disoproxil 6tav ypnoomroteiton pali
e sofosbuvir/velpatasvir Kot kémotov
POPUAKOKIVNTIKO evicyvTy (T.Y.
ritonavir 1 cobicistat).

O ovvdvacpodg Ba Tpémet v
YPTCLOTOLEITOL LLE TPOGOYN KO LE
GLYVN veEpikn mapoakorovdnor (BA.
mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)

Sofosbuvir/Velpatasvir Sofosbuvir: Agv cuVIGTATAL OVATPOGOPLOYN TNG
(400 mg/100 mg q.d.) + AUC: < d6om¢. H avénpévn éxbeon oto
Raltegravir Crhax: < tenofovir Ba pmopovce va evieyboet Tig
(400 mg b.i.d) + oyxetopeveg pe to tenofovir disoproxil
Emtricitabine/Tenofovir disoproxil GS-331007% AVETBVOUNTES EVEPYELECS,
(200 mg/245 mg q.d.) AUC: & GUUTEPIAAUPAVOUEVDV TOV VEPPIKOY

Crax: < Swtopoaydv. H veppikn Agttovpyio Oa

Chin: < mpémeL va Tapakolovbeitar oteva (BA.

mapdypago 4.4).

Velpatasvir:

AUC: &

Cmax: >

Cmin: «

Raltegravir:

AUC: &

Chnax: <>

Conin: | 21% (] 58 éwc 1 48)

Emtricitabine:
AUC: &
Cmax: «>

Cmin: «

Tenofovir:

AUC: 1 40% (1 34 éog 1 45)
Crax: T 46% (1 39 éo¢ 1 54)

Chin: T 70% (1 61 é0c 1 79)

Sofosbuvir/Velpatasvir

(400 mg/100 mg q.d.) +
Efavirenz/Emtricitabine/Tenofovir
disoproxil

(600 mg/200 mg/245 mg q.d.)

Sofosbuvir:
AUC: &
Cmax: T 38% (1 14 éwg 1 67)

GS-331007%
AUC: &
Cmax: >

Cmin: «

Velpatasvir:

AUC: | 53% (| 61 éng | 43)
Cmax: | 47% (] 57 éwg | 36)

Chin: | 57% (| 64 g | 48)

Efavirenz:
AUC: &
Cmax: «>

Cmin: «

Emtricitabine:
AUC: &
Cmax: Ad

Chin: <

Tenofovir:

AUC: 1 81% (1 68 £w¢g 1 94)
Crax: T 77% (1 53 éwg T 104)
Chin: 1 121% (1 100 g 1 143)

H ovyyopnynon sofosbuvir/velpatasvir
kot efavirenz ovapéverat vo, LELOOEL
TIG CLYKEVTPAOGELS TOL velpatasvir 6to
mhdopa. H cuyyoprynon
sofosbuvir/velpatasvir pie OepanevtiKd
oynrata ToL TEpLE ovV efavirenz dev
GLVICTATOL.
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)

Sofosbuvir/Velpatasvir Sofosbuvir: Agv cuVIGTATAL OVATPOCAPLOYN TG
(400 mg/100 mg q.d.) + AUC: < d6om¢. H avénpévn éxbeon oto
Emtricitabine/Rilpivirine/Tenofovir | Cpax: <> tenofovir Ba propovoe va evicyHoEL TIG
disoproxil oyxetopeveg pe to tenofovir disoproxil
(200 mg/25 mg/245 mg q.d.) GS-331007% AVETBVOUNTES EVEPYELECS,

AUC: & GUUTEPIAAUPAVOUEVDV TOV VEPPIKOY

Crax: < Swtopoaydv. H veppikn Agttovpyio Oa

Chin: < mpémeL va Tapakolovbeitar oteva (BA.

mapdypago 4.4).

Velpatasvir:

AUC: &

Cmax: >

Cmin: «

Emtricitabine:

AUC: &

Chnax: <>

Chnin: <>

Rilpivirine:

AUC: &

Chax: <

Cmin: «

Tenofovir:

AUC: 1 40% (1 34 éoc 1 46)
Cunax: T 44% (1 33 éwc 1 55)
Coin: 1 84% (1 76 wc 1 92)
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

(umyoviopdc)
Sofosbuvir/Velpatasvir/ Sofosbuvir: Ot avENUEVES GLYKEVTPDGELG TOV
Voxilaprevir (400 mg/100 mg/ AUC: & tenofovir oto TAdopa Tov etvor
100 mg+100 mg q.d.)* + Darunavir Cax: | 30% QTOTELEG AL TNG GLYXOPTYNONG
(800 mg q.d.) + Ritonavir (100 mg Chin: N/A tenofovir disoproxil,
q.d.) + Emtricitabine/Tenofovir sofosbuvir/velpatasvir/voxilaprevir Kot
disoproxil (200 mg/245 mg q.d.) GS-331007% darunavir /ritonavir, dOvatot va
AUC: & aLENGOLV TIC UVETIOVUNTEG EVEPYELES
Crax:e> mov oyetilovtot pe to tenofovir
Chin: N/A disoproxil, copmepthapfovopévay Tmv
VEQPPIK®V dloTopoydv. Agv €xet
Velpatasvir: amodeydei n acedieio Tov tenofovir
AUC: < disoproxil 6tav ypnoomroteiton pali
Crax: < e sofosbuvir/velpatasvir/voxilaprevir
Chin: < KOl KATOLOV POPLOKOKIVITIKO
gvioyvtn (m.y. ritonavir 1 cobicistat).
Voxilaprevir:

AUC: 1 143%
Coax:T 72%
Conin: 1 300%

Darunavir:
AUC: &
Cmax: >

Conin: | 34%

Ritonavir:
AUC: 145%
Crax: T 60%

Chin: <

Emtricitabine:
AUC: &
Cmax: «>

Cmin: «

Tenofovir:
AUC: 1 39%
Chnax: T 48%
Chin: T47%

O ovvdvacpodg Ba Tpémet v
YPTCLOTOLEITOL LLE TPOGOYN KO LE
GLYVN VePPIKN TtapoakorovOnomn (BA.
mapdypago 4.4).
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D oppoKEVTIKO TPOIOV ava
OepamevTikny meproyn

Emopaoceig oto eminedo
Quppdxov
Méon mococTioia peTaforr] 6Tig
Tipég AUC, Cmax, Cmin pg 90%
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

(umyoviopdc)

YV0TOGT GYETIKA pe TN
ovyyopnynon pe Truvada
(emtricitabine 200 mg, tenofovir
disoproxil 245 mg)

Sofosbuvir

(400 mg q.d.) +
Efavirenz/Emtricitabine/Tenofovir
disoproxil

(600 mg/200 mg/245 mg q.d.)

Sofosbuvir:
AUC: &
Crmax: { 19% (] 40 éog 1 10)

GS-331007%
AUC: &
Cmax: § 23% (] 30 éwg 1 16)

Efavirenz:
AUC: &
CHIB.X: g

Cmin: «

Emtricitabine:
AUC: &
Cmax: Ad

Chin: <

Tenofovir:
AUC: &
Crax: T 25% (1 8 éwg 1 45)

Cmin: «

Agv amotteitot avampocaprLoyy e
do0omg.

Ribavirin/Tenofovir disoproxil

Ribavirin:

AUC: 1 26% (1 20 éwg 1 32)
Cmax: | 5% ({ 11 ég T 1)
Cmini AY

Agv anotteiton Tpocapoyn g 06ong
Tov ribavirin.

AvVTIUKOL TOPAYOVTES Y10. TOV 16 TOV £pANTO.

Famciclovir/Emtricitabine

Famciclovir:

AUC: | 9% (| 16 émg | 1)
Crax: | 7% (] 22 éoc 1 11)
Chin: AY

Emtricitabine:

AUC: | 7% (| 13 éwg | 1)
Crax: | 11% (]} 20 émg 1 1)
Chin: AY

Agv amouteiton avompocapproyy e
d6ong tov famciclovir.

DaPRUKO KOTA TOV PUKOBaKTNpi®Y

Rifampicin/Tenofovir disoproxil

Tenofovir:

AUC: | 12% (] 16 éoc | 8)
Crax: | 16% (| 22 éwg | 10)
Chin: | 15% (| 12 €éw0¢ | 9)

Agv amotteital ovomposapLoyn g
doomg.

AIIO XTOMATOX ANTIXYAAHIITIKA

Norgestimate/Ethinyl oestradiol/
Tenofovir disoproxil

Norgestimate:

AUC: | 4% (] 32 éwg 1 34)
Crax: | 5% (] 27 éoc 1 24)
Chin: AY

Ethinyl oestradiol:

AUC: | 4% (] 9 éwg 1 0)
Cax: | 6% (| 13 émg 1 0)
Chin: | 2% (1 9 €00¢ 1 6)

Agv amotteitot avompocaproyy e
d0omg Tov norgestimate/ethinyl
oestradiol.
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D oppoKEVTIKO TPOIOV ava Emopaoceig oto eminedo YV0TOGT GYETIKA pe TN
OepamevTikny meproyn Quppdxov ovyyopnynon pe Truvada
Méon mococTioia peTaforr] 6Tig (emtricitabine 200 mg, tenofovir

Tipég AUC, Cmax, Cmin pg 90% disoproxil 245 mg)
OLUGTI AT EUTLGTOGVVIG,
€@ocov gival Srobiopna

(umyoviopdc)

ANOXOKATAXTAATIKA

Tacrolimus/Tenofovir Tacrolimus: Agv amotteiton avampocaproyy e
disoproxil/Emtricitabine AUC: 1 4% (| 3 éwg T 11) d06omng Tov tacrolimus.

Cmax: 13% (| 3€wg19)
Cmini AY

Emtricitabine:

AUC: | 5% (1 9émc | 1)
Crax: | 11% (] 17 éwg | 5)
Chin: AY

Tenofovir:

AUC: 1 6% (| 1 éwg 1 13)
Cmax: T13% (1 1 ¢ T 27)
Cmini AY

OlI0YXA ANAAT'HTIKA

MebBaddovn/Tenofovir disoproxil MeBadovn: Agv amorteiton ovamposaupuoyn TG
AUC: 15% (] 2 éog 1 13) d60mg ¢ nebaddvnge.

Crax: T 5% (| 3 émg 1 14)
Chin: AY

AY = dgv vmoloyiotnke.

N/A = dev epapudletar.

I Agdopévo mov mpokdTovy amd T yopiynon S6ong tavtdypova pe ledipasvir/sofosbuvir. H kApakot yopiymon (ue
Spopd 12 mpav) £dmaoe mapdLoo. OTOTEAEGLATAL.

2 O kdpiog Kukhogopdv petaBolritng tov sofosbuvir.

3 Melétn mov mpaypatomodnke pe emmAéov voxilaprevir 100 mg yio va emtevyfovv ekbéoeig voxilaprevir mov
avapévovtar og acbeveic pe Aoipmwén HCV.

4.6 Tovipétnra, kKONon ko yorovyio

Kvnon

Ta dedopéva amd peydio aptdpd eykvwv yovoukov (teptocotepeg amd 1.000 meputtdoeic EkPoong
EYKVLOGVVNC) JEV KATASEIKVOOLV TNV VIOPEN GLYYEVAOY SloapapTIdV 1 ToEIKOTNTAG 6TO £UPPLo/veoyvo
oyxeti{opevng pe tnv emtricitabine kot to tenofovir disoproxil. MeAéteg og {da pe tnv emtricitabine
Ko To tenofovir disoproxil dev Katéder&av avomapoymykn ToEkdtnto (PA. mapdypapo 5.3). Zvvenng
N xpnon tov Truvada o pmopovoe vo amoPacioTel Katd T SAPKELN THG EYKLHOGVVNG, AV OVTN
Kpivetal amopoitnn.

Oniaopdc

H emtricitabine kot To tenofovir £yel anoderyel 0T1 amekkpivovial oto avBpomivo yéia. Yrdpyovv
OVETOPKEIS TANPOPOPIEC GYETIKA LE TNV eMIdpaoT TNG emtricitabine kot Tov tenofovir ota
veoyévvnto/Ppéen. Zuvenmg to Truvada dev mpémel va Yp1oILOTOLEITaL KATO TNV J1APKELN. TOV
Oniaopov.

Ipokeévov va amopevydei n petadoon tov 100 HIV 610 Ppépog, cuviatdtal ot yovaikeg mov {ovv pe
tov 10 HIV va unv nAdalovv ta Bpéen tovg.

Tovipdtra

Agv vtapyovv drabécipa dedopéva Yo ovOpAOTOLG GYETIKG LE TIC EMTT®OElS Tov Truvada. Meléteg oe
o dev KoTEdEIEOV EMIKIVOLVEG EMIMTMOGELC TG emtricitabine 1 Tov tenofovir disoproxil ot
YOVILOTNTAL.
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4.7 Emdpdaosig 6TV IKavVOTNTA 001]Y1]61S KO (EPICHOV UNYAVIRLATOV

Agv mpaypotomoOnioy HEAETEC GYETIKA UE TIG EMOPACELG Tov Truvada oty KavoTnTo 001 YNoNG KOt
YEWPOUOD unyovnuatwov. Ev todtolg, ta dropa mov to Aappavouy Tpémel va TANpoeopovvTaL 0Tl KATd
T dbpkela aymyng pe emtricitabine kot tenofovir disoproxil avaeépOnke {aan.

4.8 AvemOoOunTeg evépyereg

TIepiAnyn Tov TPOQPIA AGEAAELNC

HIV-1 Aoiuwén: Orvmiéov ouyva avapepbeioeg avemBounteg evépyeieg mov BewpnOnkay oyetilopeveg
N mBavog oyxeTilopeveg pe v emtricitabine 1)/kon to tenofovir disoproxil fjtav vavtia (12%) kot
duappota (7%) oe pia TuyotomompEVN KAVIKT LEAETT] 0VOLY TG EMoT|ovong o€ evijaikeg (GS-01-934,
BA. mapdypaeo 5.1). To mpoeik acedielog Tng emtricitabine kot Tov tenofovir disoproxil ot
GUYKEKPUEVT] LEAETN NTOV COUPMVO LE TNV TPOTYOVLEVT] EUTELPIN LLE ALTOVE TOVE TUPAYOVTIES, OTOV
0 kabévog yopnyndnke pali pe GAAOLG avTIPETPOTKOVE TAPAYOVTEC.

LHpopvlaln mpiv amo v éxbeon: Aev evtomiotnray avemBounteg evépyetec oto Truvada cg dvo
TUYOLOTIOMNUEVEG, EAEYYXOUEVEG LE EKOVIKO Pappako peléteg (iIPrEx, Partners PrEP) oto mlaicio twv
omoiov 2.830 eviiikeg yopig HIV-1 Aoipwén éhapav Truvada pia popd nuepnoing wg tpodAacn
npwv and v £kbeom. Ot acBevelg tehovoay VLo TapakoAovONoN Y Sidpeso dtdoTnpa

71 eBdopadwv kot 87 efdopddwv, avtictoryo. H mo cuyv avemBountn evépysia mov avapépdnie
oV opado tov Truvada otn perérn iPrEx ftav n xepaiodyio (1%).

2 UVOTTIKY TEPIANWYN OVETIOOUNT®V EVEPYELDV

Ot avemBOunTeC EvépYeleg o1 omoieg BempnOnKoy TOLAAYIGTOV TBUVDG GVCYETILOUEVEG LE TA
ovotatikd Tov Truvada and KAvikég peréteg Kot amd v gumelpio Letd v KukAopopia o€ acbeveig
pe HIV-1 Aoipwén, xataypdeovtot otov [ivaka 3, mo kdtw, avé Kotryopio opyovikoh GUGTHHOTOS
TOV GMUOTOG Kol GuYvOTNTA EUPAVIons. Eviog kabe katnyopiog cuyxvotntag epeaviong, ot
avemBounteg evépyeleg mapatifevion katd edivovcsa cepd coPopotntag. Ot cuyvoTnTeg
wpocdropifovral mg ToAd cuyvég (= 1/10), cuyvég (= 1/100 €mg < 1/10), oyt cuyvég (= 1/1.000 £mg

< 1/100) /) omévieg (> 1/10.000 g < 1/1.000).

Mivaxog 3: Xovortiki) TEPIANYN TOV AveEMOVUNTOV EVEPYELDV TTOV Gy eTiOVTAL IE T
pepovopéva 6vetaTikd Tov Truvada Pacel TOV KMVIKOV HELETAOV KOL TG EPTEPIOG NETA TNV
KuKLo@opio

oyvétnTo | Emtricitabine | Tenofovir disoproxil
A10T0p0YES TOV AUOTTONTIKOD KO TOV ASUPIKOD OVOTHUOTOS:

Yoyvéc: ovdetepomEVia,

Oyt cvyvéc: avoipio’

A10T0p0YES TOV OVOTOTOINTIKOD COGTHUOTOS:

Yoyvéc: | OAAEPYIKN avTiOpOoN |

Awazopoyés tov uetofloriouod kar g Opeyng:

TToAD cuyvéc: vropooporaio
Yoyvéc: VIEPYAVKOULIO, VITEPTPIYAVKEPLO QLI

Oyt cvyvéc: vrokahopio!
Xraviec: YOAOKTIKY 0E€mon
Poy10TpIKES OLOTOPOYES:

Yoyvéc: abmvio, Un eUOI0A0YIKE OVELPOL |

A1aT0poyes 100 VEVPIKOD oLOTHUOTOS:

TToAD cuyvéc: KEQAAOAYiO (6n

Yoyvéc: (6n KEQAAOAYiO
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oyvétnto | Emtricitabine Tenofovir disoproxil

A10T0poYES TOD YATTPEVIEPIKOD:

IToAb cvyvéc: duappoto, voutio dudppota, EPETOG, VaUTioL
avénpéva mimedo apvAdong
‘. ovHTEPTh UL B GVOHEVIS TS . KOWMOKO GAYOG, KOIAMOKY| dtdTaoT,
Yoyvéc: TOYKPEATIKNG OUVAAOT|C, VENUEVA

emineda Mmaong opov, ELETOC, UETEMPIGUOG

KOWMOKO GAyog, duomewia

Oy ovyvéc: TOYKPEATITION

A10T0p0yeS TOL NTATOS KOL TWV YOANQPOPV:

avENUEVA ETUTESOL ALOTALPTIKNG
apwotpavoeepdong (AST) otov opd
Yuyvéc: N/kot avénpéva enimeda AVENEVA ETUTES QL TPAVGOULVOCDV
QLLLVOTPAVGPEPAOT|S TG AAVivIG
(ALT) otov opd, vepyorepudpvorpio

Xrdviec: NTOATIKN OTEATWOT, NTATITION
A10T0poyes TOL OEPUATOS KOL TOD DIOIOPIOV 10TOD.
TToAb cvyvéc: eEhvOnua

KUGTIKO-QUGOAMOOTO £EGVON LA,
PAVKTOVOOES £EAVON L0,
KnAdoPAaTIOMdEG EAvON L,

ZOLVES: eEavonua, kvnouds, ovptikdpia,
ATOYPOUATIONOC TOV SEPUATOG
(umepuerdyypwon)®
Oy ovyvéc: ayysooidnua’
Xrdvieg: ayyelooidonua

A1070p0yES TOL UDOTKEAETIKOD GVOTIUOTOS KOL TOVD OVVOETIKOD 1GTOD.

avénpéva emimedo Kvaong g

IToAd cuyvée: KpeaTivic

Xuyvec: LELOUEVT] OCTIKT] TUKVOTNTO

Oyt suyvéc: paBdouvdivon!, wikn advvapio!
00TEOHOAKIO (TOV EKONADVETAL G

Yravieg: 00TIKO AAyog Kot cupfardet yt cuyva

oe xordynota)', pvomddsia!

A10T0POYES TV VEQPODV KOL TWV 0DPOPOPDY 00WV.

avENpEVN Kpeatvivn, TpoTEivovpia,
KEVTPIKN VEPPIKN COANVaplondadeia,

Oyt ovpvée: coumeptlapfavopévov Tov cuvdpdLov
Fanconi
veppikn avendpkela (o&eia kot
xpdvia), ofela cwAnvaplakn vEKpwon,

Yravieg: veppitig (cvumeptiapfoavopévng
Sapeong veppitdag)’, veppoyevig
Gmoto¢ drafntng

TeviKég O10T0p0YES KOl KOTAOTAOELS TS 000V YOPHYNONG:

IToAb cvyvéc: KatafoAn

Suyvéc: oOVOG, KaTafoAn

1 Avti N avem@0OpumTn evépyEia UTOPEL VoL ELPAVIGTEL G GUVETELD, TNG KEVIPIKNIG VEPPIKNS cwAnvaplonddeiog. Asv Oswpeitar
atiwddg cvoyeTilopevn e to tenofovir disoproxil otny mepinTwon amovsiog avTHG TG GLVONKNC.

2 EmmAéov, cuyvi fTav N oveipio Kot moAd cuyvog 0 amoypopoTiondg Tov déppatog (avénuévn vrepuedyypoon), dtov n
emtricitabine yopnynnke oe TodoTpikovg acbeveic.

3 Avti 1 ovemBOpUN TN eVEPYEIN OvayVOPIGTHKE HEG® TG TopoKoAoDONoNG HETE TV KukAopopio, 0AAG Sev mapatnprOnke
OE TUYOOTOUNUEVES, EAEYXOUEVES KAVIKEG LEAETEC 08 EVIAIKEG 1 08 KAWVIKES peAéteg Tov HIV yia tnv emtricitabine og
TodL0TPIKOVG 0o0eVEIG 1 08 TLYAOTOMUEVEG KAMVIKEG LEAETEG 1] GTO SleEVPLUEVO TPOYpapa TpdsPaong 6to tenofovir
disoproxil yiwa to tenofovir disoproxil. H katnyopia cuyvotntog extipinke and Evov 6ToTIoTIKO VITOAOYIGUO [E BdoTn To
GLVOAKO aplBud Tav acbevdv Tov giyav extedel oty emtricitabine o€ TvyooTOMpUEVES KAWVIKEG peAétes (n = 1.563) 1 oto
tenofovir disoproxil o€ Tuyatomompéveg eEreyyOUEVES KMVIKES HEAETEG KOl TO d1EVpLLEVO Tpdypappo TpocPacng (n = 7.319).

Teprypaon emreypévav avemdunTtov EVEPYELDV

Neppixn dvoiertovpyio. Kabmg to Truvada pmopel va mpokarécel veppikn BAAPT cuvicTdTol | 6TEVY
TapakolovOnon g veppikng Aettovpyiog (PA. mapdypago 4.4). H kevtpikn veppiky
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ocoAnvoploradeio yevika emivOnke 1 fertimdnke petd amod tn diakonn tov tenofovir disoproxil.
Qo1600, o€ opropévovug acbeveic pe HIV-1 Aoipmén, ot peidoeig otnv kdBapon kpeatvivig dev
eMADON KAV evieA®c mapd T dlakonr tov tenofovir disoproxil. AcOeveic pe kivouvo veppikng
dvuodettovpyiog (6mwe 0obeVEIg e VEPPIKOVG TOPAYOVTEG KIVODVOD KOTA TNV EVOPEN, TPOY®PTLEV
Aoipwén HIV 1 acbeveig mov Aapfdavouv Tantdyxpove veppotoSikd QopUaKeLTIKA TPoiovTa) £YOVV
aLENUEVO KIVOLVO VA TOPOVCIACOVY EAMIN AVAKTNOT TG VEQPIKNG AEITOVPYioG Tapd T O10K0T TOV
tenofovir disoproxil (BA. Tapdypago 4.4).

Todaxtikn o&éwon: Exovv avaeepbel meprotatid yoarakTikng o&éwong pe to tenofovir disoproxil mg
povobBepaneio 1 oe cuvdvacUS e AL avTipeTpoikd. Ot acbeveig ue mapdyovieg mpodidbeong, Omwe
aofeveig e un avTppoToVUEVN NTOTIKY VOGO 1| acBeveic Tov AapPdvouy TanTOXpOVa GAPLLOKA TO
omoia gival Yv@oTod OTL EXAYOLV YOAUKTIKY 0EEMOT], SLATPEYOLV ALENUEVO KivOuvo eppdvions Papidg
YohokTIKNG 0&Emong KoTa TN didpketa TG Oepaneiog pe tenofovir disoproxil, copmepiiapfoavopuévav
Bavatneopwv ekPdoemv.

Merofolikéc mopouetpor: To cowpotikd Bapog kal ta enimedn TV Amdioy kot g yYAvkolng oto aipo
gvoéyetor va ovénbovv katd tn didprela tng avtipeTpoitkng Oepaneiag (BAEne Tapdypapo 4.4)

2ovopouo Eravepyoroinong tov Avocomoitikotv Zvotiuotos: e HIV opobetikoic acbeveic e
cofapn AVOGOAOYIKT| OVETAPKELD EVOEYETOL VO ELPAVICTEL, Katd TV évapén g CART, pia
QAEYLOVAOONG AVTIOPOOT] O UCVUTTOHUOTIKG 1| VTOAEUUOTIKA EVKALPLOKA TaBoYOVa. AVTOGVOGEG
dratapoayés (6mmg 1 vocog Tov Graves Kot 1 avtodvoon nratitida) £xovv eniong avapepbei. Qotdco0,
0 OVOPEPOLEVOC XPOVOG EmG TNV Evapén elval TePIocOTEPO PETAPANTOC Kol aVTA Ta YeYovOTa LITopEl
va ooy moAroOG punveg petd v Evapén g Bepamneiog (PA. mapdypapo 4.4).

Oareovéxpwaon: 'Exovv avoeepBel Tepimtdoelc 00Te0vEKp®ONG Kupimg o€ acbeveic pe yvmotoig
YEVIKA TopdyovTeg Kivohvov, mpoympnuévn Aoipmén HIV i pokpdc diapketag ékbeon oe CART.

H ovyvomnta avtav givar dyvootn (BA. mapaypago 4.4).

TToudrazpucdc TAnOvopde

H a&toldynon tov ovembountwv evepyeidv mov oyetilovtal pe to emtricitabine Paciletor otnv
gumelpio amd TPelg ToudoTpikéc peréteg (n = 169) otig omoieg TpmToHepamevLOUEVOL TALSIATPIKOL
aoBeveic (n = 123) kou moudratpikoi acbeveic mov giyav Adpel Tponyovuévag Bepareio (n = 46),
niiog 4 unvev éng 18 etdv, o1 omoiot iyav tpoosPinbei and tov 10 HIV, éhafav to emtricitabine og
oVVOLAGUO HE BALOVG aVTIPETPOiKOVE TapdyovTes. Extoc amd Tig avemBOunteg evépyeteg mov
avapépOnkav 6Tovg evihikeg, N avopia (9,5%) kat o amoypopaticpog tov dépuatog (31,8%)
TOPOVCIAGTNKOV CUYVOTEPO OTIC KAWVIKEG LEAETEG OE TAdLATPIKOVG a.cBeveis amd 0Tl o€ evihikeg (PA.
mapaypapo 4.8, ITivaxac wepiinyng avem@ountwv evepystadv).

H a&iohdoynon tov avemBountev evepyeidv mov oyetiloviot pe to tenofovir disoproxil faciletot o
dv0 Tuyaomomuéveg dokipég (peréteg GS-US-104-0321 ko GS-US-104-0352) og 184 moudiatpikovg
aocBeveic (Mlkiag 2 €mg < 18 etmdv) mov TposPAndnkav and tov 16 HIV-1, ot onoiot éAaPav Oepancio
ue tenofovir disoproxil (n = 93) 1 eikovikd/evepyd cuyKplTikd eappako (n =91) g GLVOVAGUO pE
GAlovg avtipeTpoikovg mapdyovteg yio 48 efdopadeg (BA. mapdypapo 5.1). Ot avemounteg evépyeteg
OV TTOPATNPNONKAY GE TAdATPIKOVG aoBeveic mov Edafav Bepameia pe to tenofovir disoproxil
oLVAdOLV e gKElvEG TOL TTapatnpNONKay o KAviKEG peréteg Tov tenofovir disoproxil og eviiikeg
(BA. mapaypapovg 4.8 Iivaxag mepidnyng avemBountawv evepysiwv ko 5.1).

Mewwoeig g OIT &yovv avapepbel oe madiatpikovg acdeveis. e epnPovg (Mikiag 12 g < 18 etdv)
7oV pooPAnOnKay amd tov 16 HIV-1, o1 fabuoroyieg Z g OIl mov mapotnphnkay og acbeveic mov
éhafav tenofovir disoproxil ftav yapnidtepeg and exeiveg mov mapotnphnkay oe acbeveic Tov
éloPav To eikovikd eappoko. Xe mwodtd (nAkiog 2 €wg 15 etdv) mov TposfAndnKoy and Tov 10
HIV-1, ot BaBporoyieg Z g OI1 mwov mopatnpndnkov oe acbeveic mov aAra&av oto tenofovir
disoproxil rav yaunAdtepes and eketveg mov mapatnpndnkay oe aoheveic mov mapéuevay oTo GynuUa
7oV epielye otafovdivn 1 {idofovdivn (BA. mapaypdeovg 4.4 ko 5.1).
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¥ peiétn GS-US-104-0352, 89 maudwotpikoi acbeveic mov mposfindnkay omd tov 10 HIV-1 pe
dudpeon nikia 7 etmv (e0pog amd 2 £mg 15 €tn) extébnkav oto tenofovir disoproxil yia didpeco
Suotnua 331 gfdopddmv. Oktd and tovg 89 acbeveic (9,0%) diékoyav to PAPHAKO TNG LEAETNG
AOY® veppikdv avemBountov evepyelov . [1évte acbeveig (5,6%) giyav epyactnplokd eopiuaTa TOV
NTav KAvIKG cupPatd e KEVIPIKY vEPPIKT coAinvaplonddeia, 4 ek Tov omoimv diEkoyav tn Oepameio
ue to tenofovir disoproxil. Extd acOeveic elyav Tyéc eKTILOIEVOL pLOLOD CTEIPAATIKNG dONoNG
(GFR) petaéd 70 xon 90 mL/min/1,73 m?. And avtodg Tovg acdeveic, 3 Tapovsiosay KAVIKG
onuavtikn peimon tov extipudpevov GFR katd tn didprela g Oepaneiog, o onoiog PeATiddnke petd
T dtaxonn| tov tenofovir disoproxil.

A)\\ot g1d1kol TAnfvuopoi

Artoua ue veppixn ovalertovpyio: epdoov 1o tenofovir disoproxil pmopel va TpokaAEécel veQpPiky
T0&IKOTNTA, GLUVIGTATAL GTEVT] TOPAKOAOVON O™ TNG VEQPIKNC AELTOVPYING GE OTOOVONTOTE EVIIAIKA, LIE
veppikn dvuciettovpyia mov AopPavel Truvada (BA. mtapaypdpovg 4.2, 4.4 ko 5.2). H yprion tov
Truvada dev cuviotdtal oe dTopo NAKiNG KATo TV 18 eTmVv e veppikn duoisttovpyia

(BA. mopaypapovg 4.2 kon 4.4).

Aobeveic ue ovvomdpyovoo HIVVHBV n HCV Aotuwln: To Tpo@ik TV avemBOUNTOV EVEPYELDV TNG
emtricitabine kot Tov tenofovir disoproxil o€ évav meplopiopévo apBuod acbevav ue HIV Aoipmén ot
omoiot eiyav cuvumdpyovsa HBV (n = 13) 1 HCV (n = 26) Aoipwén ot perétn GS-01-934, nrav
TapOUO10 LE VTO OV TopatnpnnKe og acbeveic mov giyav poivvOel amd tov 10 HIV yopig
cvvurdpyovca HBV loipwén. Ev tobdtolg, 0nwe Ba avapevotay yio avtdv Tov tAnducud twv
acBevav, ot avénoelg tov AST kot ALT mapatnpodviav cuyvotepa omd 0Tl 61O YEVIKO TANBLoUO e
HIV Xoilpwén.

E&dpoeic nrazitidog ueta t oidpxeio e Beporeiog: Xe acbeveig pe Aoipmén ond tov 10 HBV,
TOPOVOIAGTIKE KAVIKY KO EPYOSTNPLOKT amddelén TG NroTitidag, Letd ™ dtokom g Oepameiog

(BA. mapdypapo 4.4).

Avopopb mOavoloyoduevev avemOOUNTOV EVEPYELRY

H avaeopd mBovoroyodpevemy avemiBounT®y evepyelmy HETd amd T YopnyNn o adetog Kukhopopiog
TOV QUPUAKELTIKOD TPoidVTOG eivan onpavtiky. Emxitpénet  ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVODVOD TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTEITaL 0O TOVG ETYYEAUATIEG LYELOG VO
avVaQEPOVY OOLEGONTOTE THAVOAOYOVLEVES OVETIOVUNTEG EVEPYELEG LEGM TOVL £0VIKOD GLGTNLATOG
ovopopdg Tov avaypdeetot oto [Hapdptnpa V.

4.9 Ynegpoocoioyio

X mepinton vrepdocoAoYing, TO ATopo TPEMEL va Tapakolovdeitat Yo evdeitelg to&kdtrag (PA.
Tapaypopo 4.8) Kot TPEMEL VAL EQAPUOCTEL 1] GLVHONG VTOGTNPIKTIKY Ay®YN, OTWOG omatTeiTOL.

ITocoo16 ém¢ 30% g ddomn¢ g emtricitabine ko mepimov 10% 1tng d6omMg ToL tenofovir pmopel va
amopakpLuvOel pe aipodiion. Aev gival yvmoto edv 1 emtricitabine 1 to tenofovir propodv va
amopakpvvhohv pe mepitovaikn kdbapon.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX

5.1 ®@oppokodvvopIKES 1O10TNTES

DopuoKoBePATELTIKT KT Yopio: AVTUKS Y100 GUGTNUATIKY XPIOT, avTUKE yio T Oepaneio tov HIV
rodEemv, ocuvovaopos. Kwduog ATC: JOSARO3
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Mnyovionoc dpdonc

H emtricitabine gival voukAieooidtko avaioyo g kutdivng. To tenofovir disoproxil petatpénetot
in vivo og tenofovir, évo, avaloyo HOVOQ®SEOPIKOD VOUKAEOT13{0V (VOUKAEOTIO0) TNG
LOVOP®G(POPIKNG adevocivng. Toco 1 emtricitabine 660 kot to tenofovir gpeavifovv eEedikevpévn
dpdion Evavtt Tov avOpmdmIvov 10V TG avocoovendpkelag (HIV-1 kot HIV-2) kot Tov 100 ¢
nratitdog B.

H emtricitabine kat to tenofovir pocopvAt@vovtal amd kuttaptkd évivpa kal oynuatiCovv
TPLPOGPOPIKN emtricitabine kKot dSipmac@optkod tenofovir, avtictouyo. Meléteg in vitro £dei&av 0T1L TGO
1N emtricitabine 660 kat to tenofovir pTopovV Vo PGPOPLAI®OOVY TANPmG 6Tav Ppickovtal
TAVTOYPOVA GE GLVIVAGHO HECH 6T KOTTapo. H Tpipwopopikr emtricitabine kot to dStpmcpopikod
tenofovir avasTEALOVY OVTAYWOVIGTIKA TNV avASTpoen LeTaypapdon tov HIV-1 e arotélecpa tov
TepUaTIond g oAvcov tov DNA.

H tprpwcpopikn emtricitabine kot 1o d1pmo@opikd tenofovir sivar acBeveic avactoreic tov DNA
TOAVUEPACHV TOV ONAACTIKOV Kot dev vInpée €voeln Yo ToEIKOTNTO 6TO LITOYOVOPLO EITE in Vitro

gite in vivo.

Avtiikn dpacTikdTnTO. i1 Vitro

[Mopatnpndnke cvvepyn avtiikn dpdon e to cuvdvacud emtricitabine kot tenofovir in vitro.
IToapatnpnOnkav eminpocBETmg cuVEPYIKA OMOTEAECUATO OE LEAETEG CUVOVAGLOV LLE OVOCTOAEIG
TPMTEACNC KOl LE VOVKAEOGIOIKOVE Kot U1 VOLKAEOG1O1K0VG avacTtoAeic g HIV avdotpogng

LLETOY POLPAOTG.
Avtom

In vitro: lapoatnpnOnke avtoyn in vitro Kot 6€ opiopévoug acbeveic TpocfefAnuévovg amd tov 10
HIV-1 A0ym g avantuéng g petdiraéng M184V/I pe tnv emtricitabine 1 tg petdAroéng K65R
ue 1o tenofovir. loi avBektikoi otnv emtricitabine wov épepav ) petdAraén M184V/I, eppdvicav
dtaoTavpovpevn avtoyn otn Aopiovdivn, aAld datnpnoay v gvatcOncia Tovg oty ddavoasivn,
T otofovdivn, To tenofovir kot T {idoPovdivn. H petdAraln K65R pmopei va emheyel Ko pe 1o
abacavir 1 ™ d1davocivn Kot TpokaAel petmpévn evacinoio oto EAPLOKE AVTH OC KAl 6T
AapBoudivn, Tnv emtricitabine kot oto tenofovir. To tenofovir disoproxil npémet va amopevyetan o
aoBevelc e spmelpio TPONYOOUEVNG AVTIPETPOIKNG Oepameiag pe otedéyn Tov HIV-1, mov
nepthapfavoov v K65R petdiroén. Emmiéov, o K70E vrokatdotocn oty ovacTpoon
petaypapdon HIV-1 éyel emieyei and to tenofovir kot 0dnyel e younAiov emmédon peEl@UEVN
evaonoia oto abacavir, emtricitabine, AapiBovdivn kot 6to tenofovir. [leputtdoeig pe HIV-1 mov
epepavifovv 3 N TeplocoTEPE peTaALGEelc mov cuoyetilovtal pe avdloya Boudivng (TAMs) kot
nepropfavovv v M41L 7 L210W petdAroén g avacTpopng LETAYPAPAONS, EXESEEAV PLELOUEVN
gvaodnoio otV aywyn pe tenofovir disoproxil.

In vivo — Ogpameio ths Aotuwlne amd HIV-1: Xe Toyoomotnpévn KAMVIKT LEAETN avOLyTHG EMIGNLOVONG
(GS-01-934) e TpmTOHEPATEVOUEVOLG LLE AVTIPETPOIKT 0y@Yn acbevelg, d1e&nyOn yovotumiog
éheyyog ot detypota mAdopatoc HIV-1 and 6Aovg toug acheveis e emPeforopéva emineda

HIV RNA > 400 avtiypaeo/mL tnv 48", 96" 1] 144" gfdoudoa 1 Katd T oTiyun T Tpodmpng
SLOKOTNG TOV PApUAKOL TNG HEAETNC. Ztnv 144" efdoudda:

. H petdihaén M184V/I avantoybnke o 2/19 (10,5%) delypota mov avorvdnkav amd acOeveig
otV opdada emtricitabine/tenofovir disoproxil/epafipéving kot oe 10/29 (34,5%) delypata mov
avaAbOnkay omd acbeveic oty opdada Aapfovdivne/zidovudine/spapipéving (tyun p < 0,05,
doxyacia Fisher Exact 1 omoia cuykpivel tnv opdda emtricitabine+tenofovir disoproxil pe tnv
oudoa AapPovdivinc/zidovudine oe 6Aovg Tovg acbeveic).

. Koaveic 160¢ mov avalvdnke dev mepieiye tnv K65R 1 v K70E petdAroén.
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. T'ovotumiky avtoyn oty eeafipévin, pe kopiapyn v K103N petdrioln, eEeliynke og 10 og
13/19 (68%) acBeveig oty opdda emtricitabine/tenofovir disoproxil/epafipéving kot o 16 o€
21/29 (72%) acBeveic oty opdda chykpilone.

In vivo —zmpopdlaln mpiv oro v éxBeon: AvaldOnkav delypota TAAoUATOG amd 2 KAVIKEG LEAETEG
oe acBevelg yopig HIV-1 Aoipwén, tig pehéteg iPrEx kon Partners PrEP, ywa 4 mapaiiayéc tov HIV-1
oL eKEPAlovV vtoKaTacTAGES aptvoEEmy (dnA. K65SR, K70E, M184V kot M1841), ot onoieg
UTopoHY SLVNTIKG Vo TPOKOAEGOVY avtoyn oto tenofovir 1} Tnv emtricitabine. Xtnv kKAvikn perétn
iPrEXx, dev aviyvevdnkav tapariiayég tov HIV-1 mov va exppdalovv tic petorraéeig K65R, K70E,
M184V 11 M184I1 1 otiyun TG 0pOUETATPOTNG 0TOVG aoBeVeElG ToV poAvvOnkay amd tov 16 HIV-1
petd v évtaén ot peAét. Xe 3 and tovg 10 acbeveic mov ekdiwcav oeia HIV Aoipwén katd v
évtaln ot perétn, oviyvevdnkav petaArageig M 1841 kot M184V otov 16 HIV o¢ 2 anod tovg 2 oty
opada Tov Truvada kot og 1 amd 8 otV OHAdE TOV EIKOVIKOD QUPUAKOV.

Ymv khvikn peémn Partners PrEP, dev aviyvenOnkoav tapaiiayéc tov HIV-1 mov va ekppdalovv Tic
petarraéerg K65R, K70E, M184V 11 M 1841 ) otryun| tg 0poUETATPOTNG OTA GTOLA TOV
poAvvOnkav omd tov 10 HIV-1 kotd ) didpketa tng peréng. e 2 amod tovg 14 acbeveig mov
ekdnAwoav oeia HIV Aolpwén katd v Evtaén ot perétn aviyvevdnke n petdAialn K65R (mov
ocvoyetiletal pe avtoyn oto tenofovir) otov 10 HIV oe 1 and toug 5 acbeveic oty opdda tov
tenofovir disoproxil 245 mg kot 1 petdAraén M184V aviyvevdnke otov 160 HIV g 1 and tovg 3
acBeveic oty opdda Tov Truvada.

KAwvikd dedouéva

Ocporeio tne HIV-1 loiuwlng: e Toyoomotnuévn KAVIKT LEAETT oot TG EMICTLOVOTC
(GS-01-934), mpmwtobepamevopevor e avtipeTpoikn aywyn eviiikes acbevelg pe HIV-1 Aoipwén
éloPav site oynuo emtricitabine, tenofovir disoproxil kot epafipéving (n = 255) pa popd nuepncimg
gite otabepd cuvdvaoud AoptPovdivng kat zidovudine dVo Qopéc Nuepnoimg kot epafipévin pia eopd
nuepnoing (n = 254). Ot acBeveig oty opdda Tev emtricitabine kot tenofovir disoproxil Edafav
Truvada kot gpafipévin amod v 96" efdopdda Emg v 144" efdopdda. Katd tnv Evapén g
Bepamneiog, otig TVYAOTOMNUEVES OpddeG Ta emimedo HIV-1 RNA mhdopartog (5,02 ko

5,00 logo avtiypaga/mL) kat o apBpoc kuttdpov CD4 (233 kot 241 kdttapa/mm?) Rrav mapdpota.
To Tp®TOYEVES KATOANKTIKO OMUEIO OMOTEAECUATIKOTNTOG Y10 VTN T LEAETN NTOV 1| EMITEVEY Ko M)
Sdwatpnon emPefatopévov cvykevipocewv HIV-1 RNA <400 avtiypago/mL otic 48 gfoopdoss.
Agvtepoyeveig avalvoelg amotehecuatikdTTag otic 144 efdouddeg cvumepiélafay To T0G0GTO TOV
acBevav pe ovykevipmoeig HIV-1 RNA <400 1 < 50 avtiypapo/mL kot tn petafoin tov apt@pod
kuttdpwv CD4 and v évapén e Bepameiog.

Ta 6edopéva 48 efOOUAd®Y Y10, TO TPMTOYEVEG KATOANKTIKO orueio £de1&av, 6Tl 0 GLVIVAGHOG
emtricitabine, tenofovir disoproxil kot epafipéving mapeiye avIuiKy anoTEAEGUATIKOTITA TOV
VREPTEPOVGE GE GVYKPIOT UE VTN 0mtd T0 6Tafepd cuvdvacud AapBovdivng kot zidovudine pe
epaPipévin onwg eaivetal otov [Mivaxa 4. Ta dedopéva tov 144 eBSOUASDV Y10 TO SEVTEPOYEVES
KATOANKTIKO onpeio Tapovoidlovtar emxiong otov [ivaka 4.

ivaxog 4: Agdopéva amotereopatikdotntog 48 kot 144 efoopddomv amwd T perétn GS-01-934
otnv omoia 1 emtricitabine, To tenofovir disoproxil kol 1 epafipévin yopnyndnkav ce
TPOTOOEPUTEVONEVOVS HE OVTIPETPOIKN oYy acOeveic pe HIV-1 hoipmEn

GS-01-934 GS-01-934
O¢gpoaneio 1o 48 foonddeg O¢gpaneio Y10 144 gfoopndoeg
Emtricitabine+ Lamivudine+ Emtricitabine+ Lamivudine+
tenofovir disoproxil + | zidovudine+ | tenofovir disoproxil | zidovudine+
epafpévin epafipévin + epafipévin® epafipévin
HIV-1 RNA 84% (206/244) 73% (177243) | 71% (161/227) 58% (133/229)
<400 ovtiypaeo/mL (TLOVR)
T p 0,002** 0,004**
% dapopd (95%CI) 11% (4% éw¢ 19%) 13% (4% $wg 22%)

31




GS-01-934 GS-01-934
O¢gpoaneio Y10 48 foonddeg O¢gpoaneio Y10 144 gfoopndosg
Emtricitabine+ Lamivudine+ Emtricitabine+ Lamivudine+
tenofovir disoproxil + | zidovudine+ | tenofovir disoproxil | zidovudine+
epafpévin epafipévin + epafipévin® epafipévin
HIV-1 RNA < 50 avtiypago/mL 80% (194/244) 70% (171/243) | 64% (146/227) 56% (130/231)
(TLOVR)
Ty p 0,021** 0,082%**
% dpopd (95%CI) 9% (2% éwg 17%) 8% (-1% éwg 17%)
Méon petafoin ot pétpnon +190 +158 +312 +271
TV Kuttdpmv CD4
(x0tTape/mm?) amd v évapEn
T p 0,002 0,089*
Awpopd (95%CI) 32 (9 éwc 55) 41 (4 £0g 79)

*  Xe aobeveig mov eddppavay emtricitabine, tenofovir disoproxil kot epapipévin 366nke Truvada ko pafipévin and v
96" efdopada Emc v 144" gfdopdda

** H tyn p paciomnke ot dokipacio Cochran-Mantel-Haenszel otpopatornompévn yo ) pétpnon tov kouttdpov CD4
Katd v évapén.

TLOVR = Time to Loss of Virologic Response (Xpovog péxpt v Andieia lohoyikng Avtamdkpiong)

a: Aoxipoocio Van Elteren

e TuYaomoUEVN KAVIKY pedétn (M02-418), 190 TpotobepamevOUeVOL LLE OVTIPETPOTKT YY)
eviihkeg éhaPav emtricitabine kot tenofovir disoproxil pio popd nuepncimg og GLVOLACTUO e
lopinavir/ritonavir pio 1 600 popég nuepnoing. Tnv 48" efoopdada to 70% twv acbevodv ce oynua
AomvaBipn/pirovafipn pio popd nuepncing kot 1o 64% twov acbevav oe oynuo lopinavir/ritonavir
V0 popéc nuepnoimg, £dei&av HIV-1 RNA < 50 avtiypaga/mL. Ot péoeg petaforég otov apbuo
Kuttdpov CD4 and v évapén e Bepomeiac rav +185 kottapo/mm?’ kat +196 kotTapa/mm?,
avticToya.

H nepropiopévn kKhvikn epmelpio and acBeveic pe cvvomapyovoa HIV kot HBV Aoipmén vrodeikviet
ot M oywyn pe emtricitabine 1 tenofovir disoproxil wg cuvévacuévn avtipeTpoikn Oepameia Yo TV
katamoréunon e HIV Aoipwéng, éxel og amotéleoua ) peioorn tov HBV DNA (peimon 3 logio 7
peimon 4 €wc 5 logio avtiotoya) (PA. mapdypapo 4.4).

Tlpogpdlaén mprv aro v éxbeon: H pelét iPrEx (CO-US-104-0288) a&loroynoe to Truvada 1 To
€IKOVIKO QdapuaKo ot 2.499 avdpeg (1 dapuAucég yovaikec) xopig HIV Aoipmén mov £yovv
6€EO0VOMKTN emaPN LE AVOPES KOt 0L 0TToiol BE@POVVTAV VYNAOD KIVOUVOD Yo ELPAVIOT

HIV Loipwéng. Ot acBeveig telovcav vd mapakorovdnon yia 4.237 avBpomroét. Ta
YOPOKTNPLOTIKG KOTA TNV Evapén ¢ neAétng cuvoyilovtot atov [ivaxa 5.

ivaxoeg S: IIAn0vopég g perétng CO-US-104-0288 (iPrEx)

Ewoviké Truvada
PappoKo (n=1251)
(n=1248)
Hlxia (ét), péoog 6pog (SD) 27 (8,5) 27 (8,6)
Doy, N (%)
Mapn/AQpoapepikaviKy 97 (8) 117 (9)
Agvki 208 (17) 223 (18)
Mukt)/AAAn 878 (70) 849 (68)
AcoTikn 65 (5) 62 (5
Ioravui)y/Aativikn g0vikéotnra, N (%) 906 (73) 900 (72)
XeE0vaMKol TOPAYOVTEG KIVOUVOL KOTA TN S10A0Y1
ApBudc Xvvipdowv tig Terevtaieg 12 EBdounddec, Méosog Opog (SD) 18 (43) 18 (35)
URAI 11 TeAevtaiec 12 EBdopddeg, N (%) 753 (60) 732 (59)
URAI pe Zovtpogo HIV Betikd (+) ] Gyveoto omoTELEGHO Vi TNV 1009 (81) 992 (79)
HIV hoipwén tovg Terevtaiovg 6 Mnveg, N (%)
Toppetoyn og Tuvorhaktikd ek toug Tedevtaiovg 6 Mnveg, N (%) 510 (41) 517 (41)
ZHvTpopog mov givat yvootd ot eival HIV+ toug Tehevtaiovg 6 32 (3) 23 (2)
Mnveg, N (%)
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Ewoviko Truvada
PAapPoKo (n=1251)
(n=1248)
Opoavtidpaon yro ZOeian, N (%) 162/1239 (13) 164/1240 (13)
Aoipwén Opob amd tov 16 tov Anhov Epanta Tomov 2, N (%) 430/1243 (35) 458/1241 (37)
®etikog og Agvkokvtropikn Eotepdion ota Ovpa, N (%) 22 (2) 23 (2)

URAI = mofntikn mpoKTikn emaen xopig TpoQLANKTIKO

Ytov [Tivaka 6 gpeavifovtal ot emmtmoelg g HIV opopetatponrg cuvorikd Kabmg Kot To
VTOGVVOLO TTOL OVOPEPOVY TTOONTIKY TPOKTIKY TP YOPIC TPOPLAAKTIKO. H amoteAespoticOTnTO
NTOV GTEVE GUVLPAGUEVT] LLE T1 CUUUOPPOGCT GTNV AY®YT, OT®G aloloyndnke and v aviyvevon
TOV EMTEd®V PUPUAKOV GTO TAACLO 1) EVOOKVLTTAPIKA G€ ol PeAETN aoBevav-paptopev (ITivakag 7).

Mivaxkeg 6: Amotereopatikétnto otn peréty CO-US-104-0288 (iPrEx)

| Ewoviké @appako | Truvada | T p*P

Avéivon mITT

Opopetotporéc / N 83/1217 | 48/ 1224 0.002
Meinon yetucod Kivdvvov (CI 95%)° 42% (18%, 60%) ’

URALI gvt6g 12 gfdopadmv Mprv amé T Avoroyi), Avaivony mITT

Opopetatponés / N 72/753 | 34/732 0.0349
Meinon yeticod Kivdvvov (CI 95%)° 52% (28%, 68%) ’

* Twég p Paoet dokyung Aoyopdukng koatdtaéng (log-rank). Ot tyég p yro v URAI avagépovtotl 6tn undevikn vmdbeon
OTL M amoTELEGHOTIKOTNTA S1EPEPE PHeTOED TV oTpopdtov Tov vroopddv(URAL yopic URAI).

P H peiwon tov oyeticod kivddvov vroroyiomxe yio v mITT Baocet TG eueEvVIoNG OPOUETHTPOTNC, SNA. OV TPOEKVLYE
LeTd TV Evapén g HeAETnG LEXPL TV TpdTN emickeyn petd ) Bepaneio (tepimov 1 piva petd v televtaio Stavourn Tov
QOPLLAKOV TNG LEAETNG).

Iivakag 7: AT0TEAECRATIKOTNTO KOl GOUROPO®ON 6TV oyoYN] ot peréty CO-US-104-0288
(iPrEx, avtictoylopuév avaivet) ac0evav-papTopomv)

AviyvedOnke | Agv aviyvevOnke | Meimon 6yeTiko) Kivovvou
Koéptn PapNoKo OapNOKO (ap@imievpo CI 95% )*
Acbeveic HIV Betikoi 4 (8%) 44 (92%) 94% (78%, 99%)
Avtistoryiopévor pdptopeg HIV apvnrucoi 63 (44%) 81 (56%) —

* Melmon Tov GYETIKoD KIvOHVOL VTOAOYIGUEVT OO TNV EREAVION (LeTA TNV Evapén TG LEAETNG) OPOUETOTPOTNG ATd TNV
nepiodo ANyng g Bepaneiog vd STAd TVEAS GYedloopd Kat Emg TNV TEPiodo mapakoroHOnons 8 efdouddwv.
A&ohoynOnkay povo deiypoto omd acbeveic mov tuyatomomOnkay oto Truvada wg mpog ta aviyvedoipo eninedo tenofovir

disoproxil-DP oto midopo 1 evéokvTTapticd.

H xdwun perétn Partners PrEP (CO-US-104-0380) a&oAdynoe to Truvada, 1o tenofovir

disoproxil 245 mg 1 10 gikovikd eappako og 4.758 acbeveic yopig HIV Aoipwén and v Kévoa 1§ v
Ovykdvta og opoacsvpparta etepouAoeiia (evydpia. Ot acBeveic TeAoVGAV VO TapaKOAOVON O YO

7.830 avBpwmo-£tn. Ta yapaktnplotikd kot v Evopén g pelétng cvvoyilovtar otov Ilivaxa 8.

IMivaxag 8: IIinBvopdc g perétng CO-US-104-0380 (Partners PrEP)

Tenofovir
Ewoviké ¢dppoxo | disoproxil 245 mg Truvada
(n = 1584) (n = 1584) (n=1579)
Hhkia (é11), dudpecog (Q1, Q3) 34 (28, 40) 33(28,39) 33 (28, 40)
Dv)o, N (%)
Avdpeg 963 (61) 986 (62) 1013 (64)
IMovaikeg 621 (39) 598 (38) 566 (36)
Baowkd yopaxtnprotikd Cgvyaprov, N (%) 1 Avapeosog (Q1, Q3)
Ze YOO e CUVTPOPO TOV GUUUETEYEL OTN 1552 (98) 1543 (97) 1540 (98)
peAét
"Etn cvpPioong pe cHVTPOPO TOv GUUUETEYEL 7,1 (3,0, 14,0) 7,0 (3,0, 13,5) 7,1 (3,0,
oTN HeEAET 14,0)
"Etn mov givat yvoot 1 opoacopfatn 0,4 (0,1, 2,0) 0,5 (0,1, 2,0) 0,4 (0,1,
KOTAGTAOT 2,0)
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2rov Iivaxa 9 eppavifeTon n enintwon g HIV opopetarponnic. To mocootd g HIV-1
OPOUETATPOTNG 6TOVG Avopeg Nty 0,24/100 avBpwmo-£tn ékbeong oto Truvada kot 10 T0G06TO TNG
HIV-1 opopetatponng otic yovaikeg tav 0,95/100 avOpwmo-£tn ékBeong oto Truvada. H
OTOTEAECULATIKOTNTA NTOV GTEVA GUVVQOCUEVT LE TN CUUHOPPMOCT GTNV AY®YT], OT®G a&loAoynOnke
o TNV AViYVELOT| TOV EMITEIMV PUPLAKOL GTO TAAGLE 1] EVOOKLTTUPIKA Kol 1TOV VYNAOTEPT GTOVG
GUUUETEXOVTEG TNG VTOUEAETNG TTOV €AoY evePYN CLUUPOVLAEVTIKY O€ BELATA CLUHOPPOCNC, OTTMG
eaivetal otov [livaxa 10.

Mivaxog 9: Amotereopatikétnto otn peréty CO-US-104-0380 (Partners PrEP)

Ewoviké Tenofovir disoproxil
PaPNOKO 245 mg Truvada
Opopetatpomss / N* 52/1578 17/1579 13/1576

Enintoon avd 100 avBpwno-£t (CI 95%) 1,99 (1,49, 2,62) 0,65 (0,38, 1,05) 0,50 (0,27, 0,85)
Meimon Zyetikod Kiwvdvvov (CI 95%) — 67% (44%, 81%) 75% (55%, 87%)

* Meimon tov oyetikod Kivdvvov vroroylopevn yio v kodpt mITT Baoetl tng eppdaviong opopetatponng (LeTd TNV
&vapén g perémg). [paypatoromOnikay cuykpicels yio TG Opddes TG HEAETNG TTOV AQUPAVOVY EVEPYO PAPHOKO EVOVTL
EIKOVIKOD QOPLAKOL.

Iivakag 10: AnotelecpaTikdéTnTo KoL coppudpeon oty aymyn ot perétn CO-US-104-0380
(Partners PrEP)

Extipopegvog kivouvvog yio.
npoctacio ané HIV-1:
ApOpoc atop®V 6TO 0TToi0 AVIYVEDONKE aviyvevon évavt un aviyvevong
tenofovir /ZOvolo dsrypdtov (%) tenofovir
I[ocotikomoinon oo Mzeiwon Tov TyeTiKov
QOPLOKO TNG HEAETNG AcBeviig Kobdpt Kwévvov (CI 95%) Ty p
Ondda FTC/tenofovir 3/12 (25%) 375/ 465 (81%) 90% (56%, 98%) 0,002
disoproxil®
do.““5°‘ tenofovir 6/17 (35%) 363 /437 (83%) 86% (67%, 95%) | <0,001
isoproxil
TOUPETEYOVTEG GTNV VTOREAETN
ovppdpemaeng®
Ewkoviké Tenofovir disoproxil Meimon Tov 6YETIKOV
Ynopehétn coppuopeoons | @appoKo 245 mg +Truvada Kwvovvov (CI 95%) Twn p
Opopetatponég / NP lé /51‘/?)4 0 /745 (0%) 100% (87%, 100%) < 0,001

* «AoBevioy = eppdvioe HIV opopetatpony, «Kodpmm» = 100 coppetéyovieg mov emdéydnkay toyoio and kabepio amd tig
opddeg tenofovir disoproxil 245 mg kot Truvada. A&oroynOnkav povo deiypata acbevdv 1 KOOPTNG Ad GUUUETEXOVTEG OV
TuyonomomOnkav yo ™ Aqyn tenofovir disoproxil 245 mg 1 Truvada ywa aviyvedoipo enineda tenofovir 6to TAGGUAL.

P O1 cvppetéyovieg oty vopelé TehovoaV VIO EVEPYTH MOPOKOAOVONGT TNG CUUUOPEMOGTIG GTNV GYWYT, T.X. ATPOCHEVEG
EMOKEYELG GTO GTITL KO KOTAUETPGELG YOOV, KOODS Kot GUUPOVAELTIK Yl TN PEATIOOTN TG CUUUOPPMONG GTO PAPLLAKO
™G HEAETNG.

Towwarpikde tAnbvoudc

H acpddeio kor 1 amotelecpatikotnto tov Truvada og modid nikiog K&t tov 12 et@v dev £xovv
Tekunprwoei.

Ocporeio tnc HIV-1 Joiuwlng otov moudiatpixo tinboouo
Agv &yovv devepynBel Khvikég pehéteg pe to Truvada otov mandiotpikd tAnboouod pe HIV-1 Aoipwén.

H A amoteleopatikotnto Kot 1 ao@daieia, tov Truvada tekpumpiodnke amd peléteg mov

devepynOniay pe To emtricitabine kot to tenofovir disoproxil 6tav yopnyohviol ®g HELOVOUEVOL
TOPAYOVTEC.
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Meléreg ue emtricitabine

e Bpéon kot Todd nAkiog dve Tov 4 unvav, 1 TAsloymoeio Tov acdevaov mov Edafov emtricitabine
méTuyxav 1 datpnoav AP katactoAn tov HIV-1 RNA oto mhdopa yuo 48 efdopades (89%
métuyov < 400 avtiypoeo/mL kot 77% wétvyav < 50 avtiypapa/mL).

Meléteg ue tenofovir disoproxil

X perétn GS-US-104-0321, 87 acBeveic, nhikiag 12 éwg < 18 gtdv, mov eiyov ntpocPindei and tov
10 HIV-1 ko giyov AaPet mponyovpévmg Oepameia, Elafav Oepancio pe tenofovir disoproxil (n =45) 1
€IKOVIKO pdppoko (n = 42) e cuvoLUSHO Le o BEATIoT vrokeipevn Bepaneio (OBR) yo

48 gfdoudoeg. AOY® TV TEPLOPIGLMV TNG LEAETNG, dgV KaTadelyTnKe OpeAog Tov tenofovir disoproxil
0€ GY£0T] L€ TO EIKOVIKO appako pe Baon ta eninedo HIV-1 RNA ot0 mAdopo tv gfdopdada 24.
Qo61660, avapEVETOL OQELOG Yo TOV €PNPBikd TANOLGUO Pdoel TNG TapPEKTAOTC TOV dedOUEVOV
EVNMK®V Kol TOV GUYKPITIK®OV 0E00UEVOV PapuakokvnTikng (BA. Tapdypago 5.2).

e aoBeveic mov Ehafav Bepaneia pe tenofovir disoproxil 1 gikovikd eappoko, n péon Pabuoroyia Z
¢ OIT ocpvikng poipag nrav -1,004 kot -0,809, ko péomn Padporoyio Z tmg OIT oAdKANPOL TOV
ocmpoartog Nrav -0,866 kot -0,584, avtictowya, Katd v Evapén g pekétng. Ot péoeg petaforéc tnv
gfdoudoa 48 (téhog g dumAng TveANg edonc) nrav -0,215 kot -0,165 ot Baduporoyio Z g OI1
00QVTKNG poipag, kot -0,254 kat -0,179 otn fadporoyio Z g OIT 0AOKANPOL TOV CAOUOTOC YN TIG
opdoeg tenofovir disoproxil kot eikovikod pappdakov, avtictoryo. O pésog puudg avénong g OI1
nTav pikpotepog oty opdda tenofovir disoproxil oe cOYKpPIoN HE TNV OLADO EIKOVIKOD QAPUAKOV.
Tnv efdopada 48, £€1 £pnPot g opddag tenofovir disoproxil kot évac £pnpog g opdadag e1Kovikon
pappaxov giyav onuoviikn ondielo OIT oceuikng poipag (opiletor wg andAiela > 4%). Xtovg

28 acbeveic mov EhaPav Bepameio 96 efdopddwv e tenofovir disoproxil, ot Babporoyieg Z g OIT
petmdniay katd -0,341 yio v oo@uikn poipa kot -0,458 v 0AOKANPO TO CAOUC.

2 perétn GS-US-104-0352, 97 acBeveic mov eiyav AdPet mponyovpévag Bepaneio, nAtkiog 2 €wg

< 12 et@v pe otabepn], 1OAOYIKN KATAGTOAN AapuPdvoviag Oepamevticd oynuaTo 1oL TEPLEiyay
otafovdivn 1 {idofovdivn, Tuyotomodniay yio avtikatdotaon g otafovdivig 1 g {idofovdivng
ue tenofovir disoproxil (n = 48) 1| cuvéyion Tov apyKold Bepamevtikol oynpatog (n = 49) o

48 gfdoudoeg. Tnv efoopada 48, 83% tov acbevav ot Bepamevtikn opdado tenofovir disoproxil kot
92% 1oV acBevav otn Bepamevtikng opdda otafovdivng 1 {idoPovdivng eiyav cvykevipmoeig HIV-1
RNA <400 avtiypaga/mL. H diapopd otnv avaroyio tov aclevdv mov datnpnoay

<400 avtiypaeo/mL v efooundda 48 ennpedotnke Kupimg amd Tov LYNAOTEPO AP SLOKOTMV 5T
Oepamevtikn opudda tenofovir disoproxil. Otav eEapébniay ta dedopéva mov Eremay, 91% tov
acBevav g Bepamevtikng opddag tenofovir disoproxil kot 94% tov acBevdv g BepamevTikng
opdoag otafovdivng 1 LdoPovdivng eiyov cvykevipmoelg HIV-1 RNA <400 avtiypaeo/mL v
gfdoudoa 48.

"Exovv avapepbei peidoeig g OIl oe mondiatpicos acbeveic. Xe acbeveic mov haPav Oepaneia pe
tenofovir disoproxil 1 otapovdivn 1 {idoPovdivn, N pnéon aduoroyio Z g OIT oceuikng poipag
ntav -1,034 kot -0,498, ko n péon Paduoroyio Z tng OIT oAdKANpov TOL 6MdpaTog NTav -0,471

xat -0,386, avtiotoyya, katd v évapén g perétng. H péon petafoin v efdopdada 48 (téhog tng
Toyoomompévng eaong) ntav 0,032 kot 0,087 otn Pabuoroyia Z g OIl oceuikng poipoag kot -0,184
kot -0,027 ot Baduoroyio Z g OIT 0AdKANpOL TOL GONOTOC Yia TIG opddeg tenofovir disoproxil kot
otafovdivng 1 {idoPovdivng, avtictoyya. O pécog puOUdc aOENGNG 0GTAOV TG OGPLIKNG Loipag TNV
gBdopada 48 Nrav mopdpotog petatd g Bepamevtiknig opadag tenofovir disoproxil kot tng
Oepamevtikng opddag otafovdivng 1 {idoPovdivng. H adénon ootd@v 0AOKANPOL TOV GOUATOS TV
pikpdtepn ot Bepanevtikn oudda tenofovir disoproxil oe cOykpion pe ™ Bepomevtikng opddo
otafovdivng 1 {idofovdivng. ‘Evag acBeviig mov éhafe Bepaneia tenofovir disoproxil kot kavévag
aoBevic mov éhaPe Bepameio otafovdivng 1 (idoPovdivig dev mapovciace onuaviiky (> 4%) ondAsio
OIT oc@vikng poipag v efdopada 48. Ot fabuoroyieg Z tng OIT peiodnkav koatd -0,012 yuo tnv
00PLiKT poipa kot kotd -0,338 Yo 0AOKANPO T0 oL 6ToVG 64 ncbeveig Tov Elafav tenofovir
disoproxil yia 96 gfdopddeg. Ot fabporoyieg Z e OII dev mpocapudotnray Katd HVyog Katl fapog.

> peiétn GS-US-104-0352, 8 and tovg 89 mandiatpikovg acbeveic (9,0%) mov ektébniayv oto
tenofovir disoproxil diékoyav T0 PAPLLOKO TN LEAETNG AOY®D VEPPIKDV AVETIBOUNTMV EVEPYELDV.
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[Tévte acbeveig (5,6%) eiyov epyacTnploKd EVPNUOTO TOL NTOV KAVIKG GUUPOTE LE KEVTIPIKT VEQPIKN
cwinvoplondadelo, 4 ek Twv omoimv diEkoyav TN Oepamneia pe To tenofovir disoproxil (Sidpeon €xbeon
oto tenofovir disoproxil 331 eBdoudoeg).

Tpogpdloacén mprv axod v éxbeon arov mairdiotpixd winBvouo

H oanoteleopatikdtnTa Kot n acedieio tov Truvada yio tnv Tpo@vraén Tptv amd v £kbeon oe
€QNPOVE TOL GLUHOPPDVOVTAL LLE TO UEPTIGLO TPOYPOLLN SOCEMV AVAUEVOVTOL VO EIVAL TOPOLOIEG LE
gxelveg TV evnAik@v 070 1010 eminedo cupupudpemonc. Ot ThvEG ETBPAGELG GTOVS VEQPOVG KOl GTO,
00TA 0o TN HoKpoypoOvia xprion Tov Truvada yio tnv mpo@vAatn mpty amd v Ekbeon o€ eprfovg
dev elval BéPareg (PA. Tapdypapo 4.4).

5.2 ®@oppoxkokiviTIKEG 1O10TNTES

Amoppdonon

H Broicodvvapio evog emikaAvppévou e Aemtd vuévio diokiov Truvada pe éva orkAnpo KoyaKlo
emtricitabine 200 mg kot éva emtkaAvppuévo pe Aemto vuévio diokio tenofovir disoproxil 245 mg
amedelyOn HeETA amd YopnynoT HoVIPOVg dOGNG 6€ YNoTIKOVUS VYieic e0elovtég. Metd TV amd Tov
otépatog yopnynon tov Truvada og vy dropa, 1 emtricitabine kot to tenofovir disoproxil
amoppoPaVTOL ToEMG Kot To tenofovir disoproxil petatpénetan o€ tenofovir. Ot péyioteg
GLYKEVTPMGELS TV emtricitabine kat tenofovir atov opd mapatnpovval eviog 0,5-3,0 @padv petd and
TN yopNyNnon g 600omng oe Katdotaon vioteiag. H yopiynon tov Truvada podli pe yedpo vyning
TMEPLEKTIKOTNTOG G€ MO 1 e APV YL ElYE MG amoTéEAEGHA 45 Aemtn Tepimov Kabvatépnon
g emitevéng uéylotng ovykévipwong tenofovir ko v avénon t@v AUC kot Crax TOV tenofovir kotd
nepimov 35% ko 15%, avtictoya, otav avtd yopnyndnke poli pe yebpa vynAng TEPLEKTIKOTNTOS GE
AMmopd, 6 CUYKPLOT LLE TN YOPNYNON TOL 6 Katdotaon vnoteiag. [Ipokepévon va ertiotonombei n
amoppdenon tov tenofovir, cuvietdrtal to Truvada vo Aapfavetot kotd Tpotiunon pali pe tpoon.

Koatavoun

Metd amd evooAEPLO Yop1yNoN 0 OYKOG KATUVOUNG TG emtricitabine kot Tov tenofovir og
otabeponompévn Katdotaon vroAoyicOnke mepimov ota 1,4 L/kg ko 800 mL/kg, avtictoya. Metd
™V amd Tov GTOOTOG YopTyNnon emtricitabine 1} tenofovir disoproxil to tenofovir katavépetal oe 6A0
t0 oopa. H in vitro ohvdeon g emtricitabine pe T TpmTEIVEC TOV OVOPOTIVOL TAUGUATOG TAV

< 4% won aveEApTNTN NG GLYKEVIPWOTNG Gve Tov evpovg 0,02-200 ug/mL. H in vitro ocbvdeomn tov
tenofovir pe T TpwTEIVES TOL TAACHATOG 1] TOL 0po¥ NTay < 0,7 Ko 7,2%, avTIoTOiY ™S, GE EVPOG
oLYKEVTPMGE®V ToL tenofovir amd 0,01 émg 25 png/mlL.

Buoustaoynuotiopnog

O petaporioudc tng emtricitabine givar mepropiopévoc. O Bropetacynpatiopdc g emtricitabine
weprropPavetl Ty o&eidwon tov dakTuiiov TV BeloAdV Kot To oynuatiopd tov 3'-sulfoxide
dwotepeopepdv (mepimov 10 9% tng d6omg) Kot T o¥levén pe YAvkovpovikd o&D yia va oynuaticet
t0 2'-O-yAvkovpovidio (mepimov 1o 4% g d00NC). Le neAétec in vitro dromot®Onke 6TL 00TE TO
tenofovir disoproxil ovte to tenofovir amotelodv vrocTpopa TV evipmv CYP450. Ovte n
emtricitabine ovte o tenofovir avéotelle in vitro To PETAPOMOUO PUPUAK®OV TOV EMLTEAEITOL OO OAEC
T1¢ peifovec wopopeég tov avlpwmivov CYP450, ot omoieg GUUUETEXOVV GTOV BLOUETACYNLATIGHO
TV pappudkov. Etiong, n emtricitabine dgv avactéAiel TNV 0VPLOVO-5"-S1PMGEOYAVKOVPOVUAIKT
TPOVOPEPAST), TO £VELHO oV eivat vEVBVVO Y TN YAVKOLPOVISI®GN.

Amofoin

H emtricitabine amekkpiveTal TPOTAPYIKE LECH TOV VEQPPOV LLE TANPN OVAKTNOT TS 000NC amd TaL
ovpa (mepimov to 86%) Kot ota KOTPaAva (Tepimov to 14%). To 13% tng 666NC T emtricitabine
avaktOnke ota 0vpa pe TN popen TPLOV petaforttdv. O pHécog 6pog Tng CLGTNUATIKNAG KABUPOoNC
g emtricitabine tav 307 mL/min. Metd v and Tov 6TOUATOG XOp1yNo™, 0 ¥povog nuiceiag Lmng
v TV amofoAn g emtricitabine fjtav mepinov 10 dpec.
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To tenofovir amekkpiveton Kuplwg HESH TV VEPPDV PESH OO ONG Kal EVOG EVEPYOD GLGTILOTOG
cOAMVOPLOKTG petapopds pe mepimov 70-80% tng 06ong va anekkpivetatl apetdfAntn ota obpa LeTd
amo evoopAEPLa yopnynon. O pécog 6pog ¢ pavopevnc kaBapong Tov tenofovir HTav mepinov

307 mL/min. H veppwn kédBapon £xel vroroyichel nepintov ota 210 mL/min, mov givar Tépav Tov
PLOLOV GTEPAUATIKNG O1ONONC. AVTO LTOJSEIKVVEL OTL 1] EVEPYOS COANVAPLOKY] OTEKKPLOT] GUVIGTA
ONUOAVTIKO HEPOC TNG AMEKKPLoTG TOL tenofovir. MeTd TV amd Tov GTOLOTOS YOPTYNGT, O XPOVOC
nuioelog {ong yo v amofoin Tov tenofovir Tav mepimov 12 £wg 18 mpeg.

Hiuopévot

Agv &govv mpaypotomomn el papuokokivTiKEG LEAETEG e emtricitabine 1) tenofovir (yopnyovuevou
g tenofovir disoproxil) oe nMkiwpévovg (NAtkiog Tave amd 65).

doro

H oppakokivntikn tg emtricitabine kot tov tenofovir givat wapopole, oe dvopeg Kot 6€ YOVOIKES
aoBeveic.

Efvicétnra
Agv €yel evtomioBel KAVIKA OMUOVTIKY S10pOPOTOiNGT) OTI QAPUAKOKIVIITIKY] OGOV apopd TNV
€BvikoTTO Y100 TNV emtricitabine. Agv éxovv pehetnBel o1 OPUAKOKIVITIKEG 1010TNTEG TOL tenofovir

(xopnyobduevov mg tenofovir disoproxil) cuykekpluéva 6 d10POPeTIKEG EOVOTIKEG OLLASEC.

TMowwarpikde tAnbvoudc

Agv &govv mpaypotomon el papuokokvnTikég ueéteg pe to Truvada o moudid ko eprifovg (nAuciog
Kéto and 18 etdv). ALloloynonie n pappakokivntiky otabepng cvykévipwong Tov tenofovir 6To
mAdopa (steady-state) oe 8 epfifovg acbeveig pe HIV-1 Aoipmén (mhkiog 12 émg < 18 etmv) pe
ocopatikd Bapog > 35 kg, kabog kat o€ 23 moudid pe HIV-1 hoipwén niwiog 2 éog < 12 etdv. H
éxBeom oto tenofovir mov emtedyOnKe o€ CLTOVG TOVG TAdIATPIKOVS aloBeveig Tov eEAApPavay amd Tov
otépoTOog Nuepnoteg 06aelg tenofovir disoproxil 245 mg 1| tenofovir disoproxil 6,5 mg/kg copoTiKoD
Bapovug émg péytom do6om 245 mg Nrov topouoto e v Ekbeon og eviihkeg Tov eAduPovay
nuepnotieg 60celg tenofovir disoproxil 245 mg. Agv €yovv mpayHaTOTON Ol PUPUOKOKIVITIKEG LELETEG
ue tenofovir disoproxil oe mad1d KAT® TV 2 €TOV. ['EVIKA 1] POPHAKOKIVNTIKY TG emtricitabine o€
Bpéon, madid ko epnPoug (MAtkiog amd 4 pnvov €mg 18 etdv) eltvar mapdpole e aVTH TOV EVIMK®V.

H poppokokivntikn g emtricitabine kot Tov tenofovir (yopnyoduevov mg tenofovir disoproxil)
avapéveral va givor Tapopoto o€ tposfePAnuévong kat un tpooPefinuévoug and HIV-1 epnfoug,
Baocel g Tapdpotog Ekbeong g emtricitabine kot tov tenofovir og tpocsPePfinuévovg and HIV-1
epnPoug kot evilikes kat v mapopole £kfeon g emtricitabine Kot Tov tenofovir og
pocPePAnuévoug kot pn tpooPefinuévoug amd HIV-1 evihikec.

Neepikn dSvoAertovpyio

[Tepropiopéva papuakokvnTikd dedopéva sivor dtabéaipa yio v emtricitabine kot to tenofovir petd
OO GLYXOPNYNOT TOV LELOVOUEVOV oKELOCUATOV 1| oG Truvada, dev €xel peretn0el og acheveic pe
veppikn duciettovpyia. Ot QUPUAKOKIVITIKES TAPAUETPOL TPOSIOPICTNKOY KLPIMG LETE TN
yopnynon pog d6ong emtricitabine 200 mg 1 tenofovir disoproxil 245 mg o€ dtopa yopic HIV
AotlpméEn ko pe d1dpopo Pabud veppikng duciertovpyioc. O Babuog e veppikng dSuoiettovpyiog
mpocdlopioTnke katd v Eviaén copemva pe v kdbapon kpeatvivng (CrCl) (puoioloyikn veppikn
Aertovpyia 6tav CrCl > 80 mL/min, fmo pe CrCl = 50-79 mL/min, pétpia pe CrCl = 30-49 mL/min
kot goPapn pe CrCl = 10-29 mL/min).

H péon éxbeomn omv emtricitabine (%CV) av&nbnke and 12 (25%) pgeh/mL og dropa pe
@LOI0A0YIKN VEPPIKT Aettovpyia o€ 20 (6%) pugeh/mL, 25 (23%) pgeh/mL ka1 34 (6%) ugeh/mL, oe
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dropa pe Nmia, pETpLo Kot coPapn veppikn duciettovpyia avtictorya. H péon ékbeon oe tenofovir
(%CV) avénbnke and 2.185 (12%) ngeh/mL ce dropa pe QUGIOAOYIKY VEQPIKT AstToVvpYit G
3.064 (30%) ngeh/mL, 6.009 (42%) ngeh/mL ko1 15.985 (45%) ngeh/mL, ce dropa pe Nma, uétpo
Ko GoPop1| VEPPIKT SVGAEITOLPYI OVTIGTOLYLA.

H avénon tov docoroyikod pecodiactipatoc tov Truvada o acBeveic pe HIV-1 Aoipmén pe pétpia
VEQPIKT OVGAEITOVPYIO AVAUEVETOL VO £XEL MG ATOTEAEGLLO VYNAOTEPES LEYIOTEG CLYKEVIPDGELS
TAGGHOTOG Kot YapnAoTepa MINESD Crin € GUYKPION e AcOEVELS [LE PLOIOAOYIKT VEPPIKN
Aettovpyia. Xe atopa Pe veppikn voco telMkob otadiov (NNTX) mov ypeidlovion apokdabapon,
HETOED TV GUVEIPLDV 1| £KBECT] GTO PAPLLOKO AVENONKE GNUOVTIKA EVTOC 72 ®PDV OTAVOVTAS TO

53 (19%) pgeh/mL emtricitabine kot evtog 48 opdv etavovtog ta 42.857 (29%) ngeh/mL tenofovir.

Mio pikpn KAVIKT HEAETT dlevepyNONKE Yol TV EKTIUNGON TNG AGPAAELNG, TNG OVTUKNAG OPACTIKOTNTOG
Kol TNG QopLakokvynTikng Tov tenofovir disoproxil og cuvdvacud pe tnv emtricitabine og acOeveig pe
HIV Moipmén pe veppikn duciertovpyic. Mia vroopdda acbevav pe kdbopon kpeativivng peta&d 50
Kot 60 mL/min katd tnv évtaén, ot omoiot eAaupavay epdmras d6on nuepnoing, iyav 2-4 opéc
peyaAvtepn éxbeon oto tenofovir Kot emdEivwoN TNG VEPPIKNG AEITOLPYING.

H @appokokivntiki Tov emtricitabine kot tov tenofovir (yopnyoduevov wg tenofovir disoproxil) og
modLoTpkos acbeveic pe veppikn duciettovpyia dev €xet pedetndel. Agv vtapyovv dabécio

dedopéva, yio. cvotdoelg docoroyiag (BA. mapaypdeovg 4.2 kai 4.4).

Hrotwn dvoiettovpyio

H pappakokivntikn Tov Truvada dev éxet pehetnfei oe acbeveig pe nmatiky Svcieitovpyia.

H oppakokivntikn g emtricitabine dev éxel pekemOei oe acbeveic yopic HBV loipnwén kot
mowkiAhovtec Pabuovg nrotikng avemdpkelag. evikd n eoppokokivntikny g emtricitabine o€
acBeveic ue HBV doipwén ftav mapdpotla pe avtn tov vyidv kot tov acbevov pe HIV Aoipwén.

e aoBeveic yopic HIV hoipwén pe motkidov Pabuod nratikn duciettovpyia, yopnynodnke ep” droé
d6om 245 mg tenofovir disoproxil coppwva pe v katdragn Child-Pugh-Turcotte (CPT). H
QOPUOKOKIVNTIKY TOL tenofovir dev LeETaPANONKE ONUOVTIKA GE ATOUO e NTATIKY SVGAELTOVPYId,
vrodetkviovTag 6Tt 6T dTopa avtd Ogv amatteitol avarposapoyn g doons. Ot péoeg Tpég (%oCV)
Crax kot AUCy. TOV tenofovir ntav 223 (34,8%) ng/mL «ot 2.050 (50,8%) ngeh/mL avtictotya, o€
(QLOIOAOYIKA dTopa 6e cOyKplon pe Tig Tég 289 (46,0%) ng/mL won 2.310 (43,5%) ngeh/mL ce
acleveic pe pétpla nratikn dvciertovpyio kot 305 (24,8%) ng/mL kai 2.740 (44,0%) ngsh/mL o¢
acleveic pe coPapn NTatiKy SueAELTOVPYid.

5.3 IIpoxivikd dedopéva Yo TNV 0.6QAAELN

Emtricitabine: Ta pun kavikd dedopéva oyetikd pe tnv emtricitabine dgv amokoAvmTovy 1310iTEPO
Kivduvo yio Tov dvBpwmo e Baon TiG CUUPATIKES LEAETEG POPIAKOALOYIKNG AGPAAELNG, TOEIKOTNTOG
ETOVOAAUPOVOLEVOV dOCEWMY, YOVOTOEIKOTNTOG, EVOEYOLEVIC KOPKIVOYOVOL dpdong, ToEIKOTNTAG TNV
OVOTOPOY @YK TKOVOTNTO Kot OVATTUED.

Tenofovir disoproxil: Ot pn KAVIKEG LEAETEG POPUAKOAOYIKNG ACPAUAELNG GYETIKA LE TO tenofovir
disoproxil dev amoxodvmTouy Waitepo Kivovvo yio tov avOpamo. Ta svprpato wov TopatnpRonKoy
OTIG LEAETEC TOEIKOTNTOG EXAVOLAUBAVOLEV®Y HOCEMV GE aPOoVPAIOVS, € GKOAOVG KOl GE TLOKOVG
o¢ emineda £kBeong peyaAvTepa amd 1 iod pe To KAMvVIKG enineda kBeong Kal e evOEXOEVN OYEOT LUE
™V KMVIKT P1IOT, COUTEPIAAUBEVOLY VEPPIKT KOl OCTIKT TOEIKOTNTO KOt U0 EAATTMON OTN
OLYKEVIP®OT POoPOPoL 0pov. H ootikn Toikdtnra dayvdcednke mg ooteoparakio (ibniot) kot
ehdttoon g OIT (apovpaiot kat okvrot). H 0otk ToEKOTNTO 08 VEAPOVG EVAAIKES 0LpOVPATONE KOl
oKOLOVG TaPOLGIAGTNKE GE eKBETELS > 5 popég TV ékBeomn oe madlaTpkovs 1| eviiikes acBeveic.
Ootikn| To&IKOTNTO TUPOVOIAGTIKE GE VEAPOVG LOAVGUEVOLS TONKOLG 6€ TOAD VYNAEG ekBETEIC PeTd
amd vodopa yopnynon (= 40 popég v éxbeon oe acbeveic). Ta gvpfpata TV HEAETOV GTOVG
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apOLVPAIOVG KoL TOVS TONKOVE £JE1EUV POPUOKOEEAPTMUEVT] EAATTMON TNG EVIEPIKNG ATOPPOPTONG
OV POCEOPOVL, Ue THav devtepoyevn peiwon tng OIL.

Meléteg yovoTto&ikoTnTog KoTéde&ay 0eTiKd amoTEAEGLOTA TNV iR Vitro SOKLULAGI0 AEUPDUOTOC
TOVTIKOV, apeifolo amoteAécHOTA OE £va OO TO GTEAEYT TOV YPTGLOTOONKOY GTO TEGT Ames,
Ko Aol BeTikd amoteAécpata otn dokipacio UDS oe mpmtoyevi nratokdttopa opovpaiov. Q6to00,
TO, ATTOTEAEGLLOTOL TOLV OPVNTIKG GE L0l i1 VIVO SOKILOGI0 KPOTUPVOV HUEAOD 0GTMY TOVTIKOV.

Meléteg KapKIVOYEVESTG LE OO TOV GTOUATOC YOPYNON O 0POLPAIOVS Kol TOVTIKOVS £5e1E0V LOVO
YOUNAT GUYVOTNTO ELPAVIONG OYKWOV TOV OWOEKAIAKTUAOL G VILEPPOAIKA VYNAT dOCT| GE TOVTIKOVG.
Avtoi o1 6yKkot dev paivetor va oyetilovtal pe avOpdmovg.

Meléteg TOEIKOTNTOC GTIV AVOTAPUYMYIKT KOVOTNTO GE 0POVPAIOVG Kol KOLVEAX eV KATESEEAY
Koo ETidpAoN OTIS TAPOUETPOVS TOV (EVYUPDUOTOC, TNG YOVILOTNTOS, TNG KONGONG 1 OTIG EUPPVTKES
apapéTpous. o1dc0, To tenofovir disoproxil peimoe 1o deiktn ProoipudnTog Kot To Papog Twv
KOLTAPLOV GE L0l TEPL- KOl LETAYEVVITIKT] LEAETT TOEIKOTNTAG 0 OOGEIC TOEKES Y100 TN UNTEPQL.

2vvovoouog emtricitabine xou tenofovir disoproxil: Melétec yovoToEIKOTNTOG Ko TOEIKOTNTOG
EMOVOAUUPOVOUEVOV dOCEDV JLAPKELNG EVOG UNVOG 1) AIYOTEPO LLE TO GUVIVAGHO QLTOV TOV dVO
GUOTOTIKMVY 0eV £3€1E0V EMOEIVMOOT TV TOEIKOAOYIKAOVY EMOPACENDY, GE GUYKPIOT LE LEAETES LIE TO
EEXOPIOTA GLOTATIKA.

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Kataroyog ekdoymv

Tvpnvog diokiov:

KopueArdln vatprovyog dwactavpodpevr (E468)
Movoidpikn Aaktoln

Xteotko payvioto (E572)

Mikpoxpvotariikn kuttapivn (E460)
[Ipolelativomompévo apvro (ywpig yAoutévn)
EmixdAvyn pe vuévio:

Tpro&wn yAvkepoin (E1518)

YrpopeAroln (E464)

Indigo carmine aluminium lake (E132)
Movoddpikr| Aaktoln

Awo&eido tov titaviov (E171)

6.2 AovpparétnTeg

Agv epappdletar.

6.3 Awpkera og

4 ypovia.

6.4 Iowitepeg mpouvrdiers katd T @OLAEN TOV TPOIOVTOG

DduAdocete oTNV OPYIKT) CLGKEVOGIN, Y10 VO, TPOCGTOTEVETAL OO TNV VYpOGio. Alotnpeite T ELaAN
KOAG KAEIOUEV.
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6.5 @von Kol GLVOTATIKE TOV TEPLEKTN

D1aAn arwd roAvatbvAiévio vynAng tokvotntag (HDPE), pe e1016 oo ac@aleiog yio motdid
QTILYLEVO OTTO TTOAVTPOTLAEVIO, TTOL TTEPLEYEL 30 emukoAlvppéva pe Aemtd vuévio diokia, pe
amo&npavTikn YEAN TouptTikov 0&€oc.

O apokdto cvokevaoieg etvar dabéoipeg: Kovtid mov mepiéyovv 1 idin tov 30 emikalvppévoy e
AemTO LUEVIO dloKimV Kot KOVTid oL TtepiEyovy 60 (2 piaieg tv 30) kot 90 (3 prikeg Tmv 30)
EMKOAVUUEVA e AETTTO VEEVIO OloKio. Mmopel va v KuKAOQOPOUY OAEG 0L GUCKEVAGIES.

6.6 Iowitepeg Tpo@LAGEELS amOpPLYNG

Ka0e oypnoipomointo @approkenTikd Tpoiov 1| VIOAELLO TPEMEL VO ATOPPITTETOL COLUPDOVA LE TIC
KOTO TOTOVS 10 DOVGEG OYETIKEG OLOTAEELS.

7. KATOXOX THX AAETAY. KYKAO®OPIAX

Gilead Sciences Ireland UC

Carrigtohill

County Cork, T45 DP77

Iphavdia

8. APIOMOZXZ(OI) AAEIAY. KYKAO®OPIAX

EU/1/04/305/001

EU/1/04/305/002

EU/1/04/305/003

9. HMEPOMHNIA ITPQTHY ETKPIXHX/ANANEQYXHY THX AAEIAX
Hpepopnvia mpadtng éykpiong: 21 defpovapiov 2005

Huepopunvia tedevtaiog avavémong: 20 Iavovapiov 2010

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoPopieg Yo T0 TOPOV PUPUOKEVTIKO TPOoidV gival S100€01L0 GTOV SIKTVAKO TOTO TOVL
Evponaikov Opyavicpod appdkov: http://www.ema.europa.eu.

40


http://www.ema.europa.eu/

ITAPAPTHMA 11

IMAPAXKEYAXTHX(EY) YILEYOYNOZXZ(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ANTIOTEAEZIMATIKH XPHZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

‘Ovopa kat d1evfvven tov(twv) Topackevost(®V) ToL gival vtevhuvoc(o) yio TNV aTodEGUEVCT) TV
TaPTId @V

Gilead Sciences Ireland UC

IDA Business & Technology Park
Carrigtohill

County Cork

Iphavdia

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopUAKELTIKO TPOTOV Y10 TO OTOT0 amalTEiTAL TEPLOPIGUEVN WTPIKn cvvtayT| (BA. Tapdptnua I:
ITepiinyn tov Xapaktnpiotikdv tov [Ipoidvrog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

O Karoyog Adeiag Kvkhopopiag opeiiet va evnuepaoet v Evponaik) Emitponr ya to oyédo
EUTOPLOG TOL PAPLOKEVTIKOD TPOTOVTOC TOV EYKPIVETOL LE TNV TOPOVCO ATOPUCT).

. Ex0£og1g meprodknc mapakorovdnong g acedreras (PSURS)

Ot amoutioelg yia v vwofoin twv PSURS yio 10 v AdY® Qappoakevtikd Tpoidv opiloviatl otov
KOTAAOYO LE TIG NUepounvieg avagopdg e Evoong (katdhoyoc EURD) mov mapatifetal oty
napdypapo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkaiporoinong
OTMG ONOGIEVETAL GTIV EVPMOTAIKT| SIKTVOKT TUAT Y10l TO PAPHOKAL.

A.  OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéor0 owayeiprong Kivovvov (ZAK)

O Kdroyog Adetag Kukiopopiag (KAK) Ba de€aydyet Tig amaitodpeves SpacTtnploTnTES Kot
TapeUPACELS QUPHAKOETOYPOTVIONG OTMG TapoLGLALovTal 6T0 cLHPE®VNBEV XAK oV
napovotdletal otny evotnta 1.8.2 tng ddetog KuKAOPOpPIag Kol 0TOIEGONTOTE EXAKOAOVOEG
gykekpipéveg avabempnoelg tov TAK.

‘Eva emkaiporomuévo XAK Oa wpémel va katotedei:

. Metd and aitnua tov Evponaikod opyavicpov Oapuikay,

o OToTEdNTOTE TPOTOTOLEITOL TO GVOTNUA OLoYEIPIONG KIVODVOV, EI0IKE MG OTOTEAEG L0 ANYNG
VE®V TANPOPOPIDOV TOV PTOPOVV VO EMPEPOVLY GNUAVTIKT AALAYT OTN| GYECT] 0PEAOVG-KIVOHVOL
N ©OC OTOTEAES LA TG EMTEVLENG EVOG GNUAVTIKOD 0POGTHOV (PAPLLOKOETOYPVTVIOT 1}
gloyrotonmoinon Kivduvov).

. EmnpdéocOeta pétpa ehoyrotomoinong Kivovvou
O Kdroyog Aderog Kukiopopiog (KAK) Ba eEacpalicel 6Tt OA01 Ol Y1aTpoi o1 omoiot ovapévetal
va Guvtayoypapovv/xopnyovv to Truvada oe eviiikeg kou pnPoug yio PrEP Oa eivar epodiacpévor

Ue €va eKTadEVTIKO TaKETO Y1aTpov wov Ba mepiéyet v Iepidnyn tov XoapaknpioTikdv Tov
[Ipoidvtog Kot £vo KATAAANAO EKTAOEVTIKO PLAAGSL0, OTMOG TEPLYPAPETAL AETTOUEPDS TAPUKATM:
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Exnadentikd euirhadio PrEP yia tovg cuvtayoypa@odvtes ylotpoig e TITAO «ENUaVTIKT
TANPOPOPI0. AGPUAELNS Y10l TOVG GUVTAYOYPOPOVVTES YIOTPOVG OYXETIKA e To Truvada yio Tnv
"‘Evdeitn [poporaéng mpiv v ExBeon (PreP)»

Alota gléyyov PreP yio Toug cuvtoyoypa@ovvieg yotpods

Exmoidevtcd puArddio PrEP ya to dtopo mov Ppicketal o€ kivouvo e TITAO «ENUOVTIKY
mnpoeopio oyetikd pe to Truvada yia tn peiowon tov Kvddvov poAvveng omd Tov 10 TG
avOpomvng avocoavendpkeiag (HIV)»

Képta vrevBopong PrEP

Exnoadgvtikd ¢uirldoro PrEP yia Tovg cuvtayoypoa@ovvtes yrotpovg:

YrevOouion yuo ™ Bactkn TAnpogopia ac@areiog oxetikd e v ypnon tov Truvada ce PrEP
o€ eVAIKeES Kat gprifovg

YrevOopion tov topayovieov mov fondovv 6Tov Tpocsdlopicd TOV ATOU®Y oV Ppickovtol o8
VYNAO Kivouvo va poivvBovv amd tov HIV-1

YrevBopion oyetikd e Tov Kivouvo avamtuéng avtoyng oto gappako yio tov HIV-1 og un
dwyvoopéva dtopo pe HIV-1 Aoipwén

[Tapéxer mAnpoopieg acpareiog yio T cvppdpemon, Ty e&étaon HIV, v katdotaon tov
VEQPOV, TOV 00TAOV Kot Tov HBV.

Alota eréyyov PrEP 110 6uvtayoypa@oOvTeS yiaTpovg:

YrevOopioeig yio a&loloynoeic/mapoy] GOUPOVADY GTNV apYIKY| ETICKEYT KOl TV
TopoKolovOnon.

Exnadgvtikd guirdoro PrEP ywa to dtopo mov Kivouvedsl (va wapéyetor amd Tov Tdpoyo
vyeiag [ITY]):

YrevBouioeig oxetikd pe 1o Tt 0o wpénel va yvmpilel To Atopo, T060 TP 660 Kol KATd T
duapkelo Aqyng tov Truvada, yio tn peiowon tov Kvddvov porvveng omd tov HIV

YrevBopion yio tn 6movdotdtnTao TS GVoTNPNG CVUUIPPDONS LE TO GUVIGTAOUEVO SOGOAOYIKO
oxnua

Hopéyer TAnpoeopieg yia tov Tpdmo Aqyng tov Truvada

Mopéyer TAnpoeopieg yia Tig TOavVEG avemBouNTES EVEPYELES

Mopéyer TAnpoeopieg yia tov Tpdémo pOA0ENG Tov Truvada.

Kapta vrevOdpiong PrEP ya 1o dropo mov kivovvevel (va wapéyetal ané I1Y):

YrevOopioelg yio coppOpO®ON UE TO SOGOAOYIKO TPOYPOLLLOL
Y7revOopion yuo TopakoAovOno TOV TPOYPOUUATIOUEVOVY KAVIKOV ETICKEYEDV.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO KOYTIOY KAI ETIKETAYX ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Truvada 200 mg/245 mg emkoAvupéva, pLe AETTO LUEVIO d1oKi0L
emtricitabine/tenofovir disoproxil

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Ka0e emcodvppévo pe Aemtd vuévio diokio mepiéyel 200 mg emtricitabine kot 245 mg tenofovir
disoproxil (1codvvapei pe 300 mg tenofovir disoproxil fumarate 1 136 mg tenofovir).

3. KATAAOI'OX EKAOXQN

[Tepéyer povoddpikn Aaktoln, PAEme EOALO 0OMYIDV Y10 TEPICCOTEPEG TANPOPOPIES.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

30 emkalvppéva pe AemTo vUEVIO d1oKia.
60 (2 piarec Tov 30) emtkaAvppéva Le AETTO VUEVIO dloKiaL.
90 (3 piarec Tv 30) emkaAvppéva Le AETTO VUEVIO dloKiaL.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOUATOC YpTIOoN.

AwPaote T0 PUALO 0ONYIOV XPHONG TPV OO TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovy Ta, TOLOA.

‘ 7. AAAH(EY) EIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX

DuAdocete oTNV OPYIKN CLCKEVAGIA, Y0 VO TPOCTUTEVETAL OO TNV VYpAGia. Altnpeite T ELAAN
KOAQ KAEIGUEVT.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY KYKAO®OPIAX

Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
Iphavdia

12. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

EU/1/04/305/001 30 emucalvoppéva pie AEnTO LUEVIO d1oKiN
EU/1/04/305/003 60 (2 x 30) emkoivppévo pe Aewtd vEVIO d1oKia,
EU/1/04/305/002 90 (3 x 30) emkoivppévo pe Aento DUEVIO d1oKia,

13. APIOMOZX ITAPTIAAX

oprioa

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHY

‘ 16. IAHPO®OPIEX XE BRAILLE

Truvada [E€wtepikn cvokevacio povo]

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépel Tov TepIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
[E€mtepikn cvokevacio uovo]
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {op1Ouog}
SN {apOuoc}
NN {ap1Ouoc}
[E€mtepikn cvokevacio puovo]
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B. ®YAAO OAHI'TQN XPHXHX
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®VvAro oYLV ypiong: IIAnpogopisc yro Tov yp1otn

Truvada 200 mg/245 mg emkalvppéva, pe AETT6 VPUEVIO OLoKia
emtricitabine/tenofovir disoproxil

AP AOTE TPOGEKTIKG OAOKANPO TO QPVAAO 0ONYLOV YP1GNGS TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10, GOG.

- DduAidEte avTd TO PUALO 0dNYIDV XpNong. Towg ypelaotel va to dufdcete Eavd.

- Edv éxete mepoartépw amopieg, p@TNGTE TOV YLOTPO 1 TOV PUPLOKOTOLO GOC.

- H ovvtayn yio avtd 10 eapuraKo xopnyndnke omokAEIGTIKA Y10 6aG. Aev TPEMEL VoL ODGETE TO
@apurako o€ AAAovg. Mmopel vo Tovg TPOoKOAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg givat 101 pe ta Sk Gog.

- Edv mapatnproete kdmoto avemBOunT EVEPYELD, EVILEPMDOTE TOV YIATPO 1 TOV QOPUAKOTOLO
c0G. Avtd 1oyvel kot yo kdBe mhovi avemBOUNTN EVEPYELN TOV OEV OVAPEPETOL GTO TAPOV
@OAAO 0ONY1DV ypriong. BAéme mapdypago 4.

T wepLéyel 1o TapoOv UALO 00N YLOV:

T eivan to Truvada kot ol ivat 1 ypnomn Tov

T pénel va yvopilete mpv mapete to Truvada

Iag vo mapete 1o Truvada

MBovég avemBOunTe evépyeteg

[og va puidooete to Truvada

[Tepieydpeva TG GVOKELAGING KOl AOUTEG TANPOPOPIES

AN e

1. Tu givan To Truvada kon wore givan 1 ypfion Tov

To Truvada wepiéyel 600 dpacTiKEG 0VGiES, TNV emtricitabine Ko 10 tenofovir disoproxil. Kot ot
dvo ovaieg elvan aviipetpoixd pappoka Tov ypnotponolovviat ot Beponeio e HIV Aolpwéng. H
emtricitabine gival vovxdeooidikog avaororéog tne avaotpopns uetaypapaons Kot to tenofovir givarn
VOUKAEOTIONKOG OVOTTOAEAS THS avaaTpopns uetaypopaons. Ev 1o00tolg kot ta 600 gival evpémg Yvootd
®¢ NRTIs ko Agrtovpyovv mapepfoivovtag otn puotoroyikn Asttovpyio evog eviOov (avacTpoen
LETAYPAPAOT]) TO OTO{0 £Vl OVGUDOES Y10 TNV AVOTAPAY®YN TOL 100.

. To Truvada ypnoyomocital yio TNV AVTINETOTIGN TG AOIP®ENS 0o Tov 16 AvOpamivng
Avoooaverapkerog 1 (HIV-1) og evijhkeg
. Xpnowponoreiton emiong ywo ) Ogpoaneia Tov 100 HIV og epffovg nhkiog 12 {0¢ kdTm

Tov 18 g1V, pe Bapog 35 Kirha TovAdyioTov Kot o1 omoiot £yovv 1101 AdPet Bepamneia pe dAla
oappoka yo tov HIV, to omoia dev gival tAéov amoteAeopatikd 1 £(00V TPOKOAEGEL
TOPEVEPYELEC.

- To Truvada mpémel mAvTa va XPMGIUOTOIEITOL GE GLVOVAGUO UE GAAD QAPLOKA Yl TV
avtipetdnion ¢ HIV Aolpméne.

- To Truvada pmopei va xopnynOei avti tng emtricitabine xat tov tenofovir disoproxil
AapPavopévev Egxwpilotd otig 1dteg 0OCELS.

To @appoxo avto dgv Oepamever Ty HIV roipwén. Evod Aapfdavere to Truvada, pmopei va
avanmTOOoETE OKOUN AOMEELG | GAAeG acBEveleg mov cuoyetifovton pe v HIV Aoipwén.

. To Truvada ypnowomoireiton eriong yro T pei®on Tov Kivouvov poAvveng oo tov 16 g
HIV-1 hoipming o evijlikes kon o€ epnfovg nhkiog 12 e1®v {0¢ kKdTo TOV 18 £TAOV, pe
Béapog Tovrayrietov 35 Kk, 6tov AapPdavetol kKadnuepvd poll Pe TPOKTIKEG Y10 AGPAAECTEPO
oek:

BA. mapdypao 2 yia évov Katdloyo twv pEtpwv Tpo@oraéng évavtt tg HIV Aoluwénc.
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2. Tvrpémer va yvopilete npw napete To Truvada

Mnyv napete to Truvada ywo v avriperomion Tov HIV 1 10 va pei®@oete Tov Kivovvo péivveng
am6 Tov 16 HIV, av giote alhepywdg oty emtricitabine, 6to tenofovir, oto tenofovir disoproxil,
o10 tenofovir disoproxil 1 6 0m010dNTOTE GALO OO TOL GLGTATIKA AVTOV TOV PAPLAKOL (AVOPEPOVTUL
TNV TOPAYPaQo 6).

2> Av 0vT6 oY0EL Y10 60G, EVI|UEPADOTE APUECMS TO YIUTPO GOC.
Ipw wapete To Truvada yio va pew®@oeTe TOV Kivouvo péivveng amd tov 10 HIV:
To Truvada pmopei va peidoel Tov kivouvo mpocsBoing and tov HIV pudvo mpwv porvvoeite.

. Mpérer va gicte HIV apvntikoei mpotov ekivijoete va Aapfdavete 1o Truvada ywo va
RELDGETE TOV Kivouvo porvveng amd Tov 160 HIV. Ipénel va vrofinbeite oe e€etdoeic yuo va
BePormBbeite 6TL dev €xete NN HIV Aoipwén. Mnv népete to Truvada yio va peidoete tov
Kivouvo ov drotpéyete ektdC av £xel emiPePaiwbdet 6TL eiote HIV apvntucoi. Ta dropa mov
&yovv HIV mpénet va Aapfdvovy to Truvada ce cuvovacud pe dAho QApOKaL.

. MMoArrég e€etaoers Yo HIV pmopei va pnv evromicovv ma apoéceatn roipmin. Av
ekdnimoete o aobévela mov Bupilet ypinm, Oa umopovoe va onpaivel 6Tt £xete pLoAvvoet
npdspato and Ttov 16 HIV.

Ta mopoakdto arotelovv onueio poAVVeNS omd Tov 10 HIV:

Kovpao

TUPETOC

7oVol oTIG apOpDGELG 1] GTOVG HOEG

TOVOKEPOAOG

gnetdc N didppota

eEavonua

VUYTEPIVEC EPLOPADCELG

SLOYK®UEVOL AEPPOSEVEG GTOV A0 1 TN PoLP@VIKT YdPa

Evnpepaote tov y10tpé oog av ekdnriacete acbévera mov Qopiler ypinn — gite Tov

unva tpotov apyicete vo taipvete 1o Truvada 1| omoladnToTe GTIYUN VO AAUPAVETE TO

Truvada.

¢. e 6 o o o o o

IIpocidomomcerg Kot TpoPuAGEelg
Evo LapPavere To Truvada Y10 va pELOGETE TOV Kivouvo porvveong ono tov 16 HIV:

. Noa Aappavete to Truvada kaBnuepva Y10 vor HELMGETE TOV KIVOUVO TOV OO TPEYETE KAl O)(L
povo otav vopilere 611 exTedKATE 6€ Kivouvo gppavieng HIV roipmEng. Mnv nopaieinete
Kapio d6on tov Truvada kot unv otopatdte va to Taipvete. H mapdienyn 60cewmv pumopel va
avénoet Tov kivouvo poAvveng amd HIV oipmén.

. Na eéetaleote Toktikd yio HIV.

. Av vopilete 6tL poAvvOnkate omd tov HIV, evuepdote apéowng tov yatpod cag. Evdéyetar va
oog voPdel og TePLoGOTEPES eEETATES Yo Vo dtacpadicel 0Tt e&akoiovbeite va giote
HIV apvnrikot.

. H Myn tov Truvada omhd Kot pévo evOEYETAL VO, UMV GO TPOSTATEVGEL O.TO T1) HOAVVON

om6 Tov 10 HIV.

o) Mnv €yete 6eE0VOAMKEC EMAPES KAVEVOC TOTOL YWPIC TPOGTAGIO. XPNOLUOTOLEITE TAVTO
TPOKTIKES AGPAAESTEPOV GEE. XPTGIULOTTOLEITE TPOPLAOKTIKA Y10, VO LLEUDGETE TNV EMOPN
LE OTEPUA, KOATIKA VYPA 1 QL0
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o Mn popdleote TPOSOTIKA OVTIKEILEVE, TTOV UTOPEL VO £XOVV Ol 1] COUATIKA VYPE
Vo TOVG, OTWG 000VTOPoVPTOES Kol AeTideg EVPaPLOV.

o Mn popaleote 1 emavaypnoonoteite feAdveg 1| dA o eEOTAMGLO YopIyNoNG EVEGE®V N
VOPKOTIKOV.

o No g€etdleote Y10 dAleg 6EEOVOAKA LLeTAIOOUEVES AOUMEELS, OTMG GVPIAT Kot
yovoppota. Avtéc ot AodEELS KabioTouv eukoAdTepn T puetddoom tov 1ov HIV.

Potote tov ylotpd oag av £t TEPATEP® EPMTNOEIS GYETIKA UE TOV TPOTO TPOANYTG TNG LOAVVOTG
oamd tov 10 HIV 1§ g petdooong tov HIV o€ dArovg avBpdmovg.

Evéoo naipvere To Truvada ywa tnv avtipetodmion tov HIV 1 ywo va pevdoete Tov Kivovvo
poérvveng amod Tov 16 Tov HIV:

. To Truvada evoéyeTon va, eTNPEAGEL TOVS VEPPOVGS Gac. [1pty Kot Katd T ddpKelo TG
ayoYNS, 0 YoTpog cog Ba cag {ntiost evoeyouEvms oplopéves eEETACELS OUATOG Y10 VO,
LETPTNGEL T1] GOGTY AELTOVPYiL TOV VEPPDV 6aG. Evnuep®dote 10 Y1otpd G0g v €iy0Te 610
mopeABOV Kamolo VEQPIKT TiBNon 1 av ot e€etdoelg cag £0e1Eav OTL £XETE VEPPIKA TPOPAN LT,
To Truvada dgev Oo Tpémet va yopmnyeitol o pNPovg pe vadpyovta veepikd tpofinuata. Edv
€xete VEPPIKG TPOPANpaTa, 0 YLoTPOS G0g givar ThavO vo Gog GUUPOVAEVGEL VO GTAUOTNCETE
va AapPavete to Truvada 1 edv €yete oM poAivvOet omd tov HIV, va Aapfdavete to Truvada
Mydtepo ovyvd. To Truvada dev cuvictdton edv €xete coPapn acBévela 6Tovg veepoig 1| edv
vroPaiiecte o€ apokabopaon.

. AmevBuvOeite 0TO T10TPO GOG AV VTOPEPETE TG 0GTEOTOPMOT, £YETE LOTOPIKO
KOTAYRLATOV TOV 06TAV 1| £YETE TPOPMNOTO IE TA 06T GO,

HpoPrpate 06TOV (TOL EKONADVOVIOL MG ETIUOVOG N EMOEIVOVUEVOG TOVOG GTA 0GTA KO
KOTOA YOOV UEPIKEG POPEG OE KaTAypoTa) Umopel va epgavictovv e&attiog g PAAPNS ota
KOTTOPA TOV VEQPPIKOV coAnvapiov (BA. tapdypago 4, ITiBavic avemBOuNTEG EVEPYELES).
Evnuepmote tov yiatpd cog edv Exete TOVO 6T 00TA 1] KOTAYLLOTO.

To tenofovir disoproxil pmopel emiong va tpokaiécel andAeln 06TIKNG TVKVOTNTAC. H o
£VTOVI ATMOAELD OGTIKNG TUKVATNTOC TApoTPNONKE 68 KAVIKEG pLedéte OTav ot acbeveig
éhaPav Bepaneio yio Tov HIV pe tenofovir disoproxil o cuvévacud pe evioyvuévo avocsToréan
TPOTEACNC.

Yuvolikd, ot emdpdoelc Tov tenofovir disoproxil ot pakporpddesun vyeio TOV 0GTMOV Kol TOV
UEALOVTIKO KiVOUVO KOTAYLATOV G€ EVIAKEG KOl TS0 TPIKoNS aobeveig dev etvan PEParec.

. YoinTioTE NE TO YIOTPO 6UG, AV £XETE LIGTOPIKO NTATIKNG VOG0V, cvpmepriapfovopnévng
¢ nroritdos. AcbHeveic pe HIV Aoipwén ot omoiotl mdoyovv kat amd Nratikn vOGo
(cvumepriapfavouévng g xpoviag nratitidag B 1 C), ol omoiot Aapfdvouy avtipeTpoikn
ayoyn, epeavifovv avénpévo kivouvo eppdvions cofapmv kot SuvnTikd Bavatnedpmv
NATIKOV ovemBOLMTOV evepyelmv. Av €xete nmatitida B 1 C, o yiutpdc cog Oa kpivet pe
TPOCOYN GYETIKA LLE TO TOL0 EIVOL TO KOAVTEPO DEPATEVTIKO GYNIA Y10, GUGC.

o MéOete To amotéleopa TG eEETacng Yo Tov 16 T nratitidag B (HBV) npotol apyicete
1o Truvada. Av ndoyete and HBV lolpwén, vmdpyel coPapds kivouvog nratik@dv TpofAnudtmv
otov otapatnoete va AapPavete to Truvada, gite éxete poilvvoei ko amd tov 10 HIV, gite Oy
Eivar onuavtikd va punv otapatioete vo Aappaverte to Truvada yopig va £yete AN oetl otov
ywzpd cog: PA. mopdypapo 3, Mnyv orouatioete va Aaufiavere to Truvada.

. Mujote pe To YoTpod 60 av €icTte Ave TV 65 £Tdv. To Truvada dev €xet pedetndel o
acfeveic Avo TV 65 eTMV.

. Mot pe 0 Y10Tp6 600G €AV dev El0TE AVEKTIKOG 6TV AaKTOLN (Oeite TapaxkdTm o€ avTn
v mopdypaeo to Truvada mepiéyet Aaxtdln).
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Moora ko £pnpor
To Truvada dev poopiletal yuo xpnorn o€ Todid nAkiog Katw tov 12 etdv.
Alha @appoxa kon Truvada

Mnyv naipvete To Truvada, av maipvetre 10M GALQ PAPLOKO TO OO0 TEPLEYOVV TOL GLGTATIKG TOV
Truvada (emtricitabine kot tenofovir disoproxil) 1 omoladNmToTE GALO AVTUKA QAPLOKO TTOV TEPLEYOVLY
tenofovir alafenamide, Aapifovdivn 1 adefovir dipivoxil.

H Mjyn 1ov Truvada poadi pe Ghilo @appaka wov propovv va Aayovv Toug ve@povg cog: gival
101itePO CUAVTIKO VO EVIILEPDGETE TOV YIOTPO GOG oV TVYOV AAUPAVETE OTO00MTOTE QO AVTA TA.
QAPLLOKC, GTO OO0 TEPIAAUPAVOVTOL
o o1 opUvVOyAVKOGidES (Yo Baktnplokn Aoiuwén)
N appotepikivn B (Yo pokntiacikn Aoipmén)
N eookapve (Yia 10yevi Aoipnmén)
N YKovetkAoBipn (Yo 1doeLg)
N mevioudivn (Yo 1oyevi Aoipwén)
1 Pavkopvkivn (Yo Baktnplokn Aoipwén)
N wtepAevkivn-2 (yia T Bepomeio Tov Kopkivov)
1o cidofovir (Yo 10ygvi Aoipmén)
UN GTEPOELDT OVTIPAEYHOVOIN Gapproka (MZAD, yio TV avakovQion TOVEOV TOV 0GTOV
N HUIKAOV TOVAOV)

Edv maipvete kdmota A0 avTukd QAPIOKO LLE TNV OVOLOGIO 0VOCTOAENS TPMOTEAGTC Y10 TNV
avtyetoniorn tov HIV, o yiatpog cag pmopel va cag {Ntnoetl va KAveTe eEETACELS QiOTOG DOTE VAL
TOPAKOAOVOEL GTEVA TN VEQPIKT GO AgtTovpyia.

Eivol ewiong onpaviko vo EVREPDOGETE TOV YW TPO oog v AapPaverte ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir yiwo tn Ogpaneia g Aoipwéng amd
nratitida C.

H Mjyn tov Truvada pali pe drro ¢dppoxa wov TepLEovv S100VOGiv) (Y10 TNV AVTIHETAOTION
¢ HIV Aoipwéng): H Anyn tov Truvada pali pe Ao avTukd QAappoKo Tov TEPLEYOLYV O10avoGivn,
umopet vo avénoet Ta enineda TG 0100vOGTvNG GTO Oipla GOG KOt EVOEXETOL VO, LLELOGEL TOV OPLOUO TV
CD4 rvttapav. GAeypovi ToL TayKpEATOG KOl YOAUKTIKY 0EEmOT (TEPiooELn YOAUKTIKOV 0£E0G GTO
aipa), n omoia gviote mpokadel o Bavaro, £xovv omaving avagephel dTav cuyyopnyovVTOL PAPLAKO
mov meptéyovv tenofovir disoproxil kot 61davociv. O yaTpdg cag Ba Kpivel e mpocsoyn, edv Bo cog
YOPNYNOEL AymYN Ue GUVOLOCHOVG tenofovir Kot d1davosivig.

2>  Evnuep®@cte TOV YTPo 060G 0V maipvete onotodnnote ond avtd ta apuaxa. Evnuepdote tov
YTPO 1) TOV POPUOKOTOL0 GO EAV TOIPVETE, EYETE TPOCPOTU TAPEL 1| LWITOPEL VO TAPETE GALQ
QapLOKaL.

To Truvada pe Tpo@n Kol 10T

. Ormote givan epiktd, to Truvada mpénet vo Aapfaveral pe Tpoen.

Kinon ka1 Oniaopdg

Eav giote £yxvog 1] Onhalere, vopilete 0T pmopel va €icTe £YKVOG 1] 6YEOLALETE VO ATOKTI|GETE

nadi, {ntiote ™) ovpufovin Tov YIITPOY 1] TOV PUPUUKOTO0V CUS TPLY TAPETE VTO TO
PappaKo.
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Edv éyete AaPel to Truvada katd ) didpKelo TG €YKLUOCHVNG GOG, O YIOTPOG 0aG UTopEel va {nthost
VO KAVETE TOKTIKEG EEETACELG AILOTOG KOl AAAOVG Sy VAOGTIKOVG EAEYYOVS TPOKELEVOL VO
TOPAKOAOLOEL TV aVATTLEN TOL TAS100 GOC. Xe Tadld TV omoimv ot unTépeg EAafav NRTIs kotd
1 SLAPKELD TNG EYKLUOGVVIG, TO OPEAOG TNG Ttpoctaciog amd tov HIV vrepeiye tov kivduvov
EVOEYOUEV®V OVETIBOUNTOV EVEPYEILDV.

. Mn OnAalete kata ™ owdpkela TG Ogpaneiog pe Truvada. Avto amorteitol o1OTL Ot
SPOOTIKEC OVGIEG TOL POPLAKOV CVTOV ATEKKPIVOVTUL GTO UNTPIKO YOAQ.

o O Oniaopds dev suvietdrar o€ yovaikes mov Louv pe Tov 10 HIV, xabdg n Aoipwén and tov
10 HIV pmopel va petadofel oto Bpépog LESH Tov pUNTPikol YOAOKTOC.

. Edv OnAalete M edv okénteote va OnAdoete, Oa mpénel va, 10 6VENTNGETE PE TOV Y10TPO GG TO
GUVTOROTEPO OSVVATOV.

001ynon kKo YEPIGUOS POV RATOV

To Truvada pmopei va tpokorésel LaAn. Av vimoete (AN KATA TN SLAPKELD TNG OYMYNG OOG LE
Truvada, pnv odnyeite Kot pn xpNOYLOTOLEITE EpYOAEinL 1] IOV LLOTAL.

To Truvada mepréyer Aaktoln

Av 0 y1otpdg 60, oG EVNUEPMTE OTL £XETE dVGAVESIN GE OPIGUEVO GAKYOPM, ETIKOVMVIGTE LUE TOV
Y0Tpd GG TPV TAPETE OVTO TO PAPLLOKO.

To Truvada wepiéyer vatpro
To eappakxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd diokio, glvat ovtd TOLV

ovopalovpe «erevBepo vatpiovy.

3. Iog va wapete To Truvada

. IIavrote vo TAIPVETE TO PAPROKO CVTO AVGTNPA CORLPOVE PLE TIS 001YIES TOV YIATPOV GUC.
Edv &yete apeiPoiries, potnote ToV yloTpd 1) TOV POPUOKOTOLO GO,

H cvvietopevn 666m tov Truvada yio v avripetdmion Tov HIV sivou:

. Evilkeg: éva diokio trv nuépa, OTOTE givol EPIKTO LE TPOOT).
. "Eenpor nhikiog 12 ¢mg kGtm Tov 18 eTdv, pe Bapog 35 Kiha Tovidyiotov: éva SioKio TNV
NUepa, OmoTE ivot EPIKTO LE TPOPT.

H ovvictopevn 6661 tov Truvada ywo peioon tov Kivdvvov poivveng ané tov HIV givor:

. Evilikeg: éva diokio trv nuépa, OTOTE givol EPIKTO LE TPOOT).
o "Eonpor nhkiog 12 émg kdTo TV 18 £T1®V, pe Bapog Tovrayietov 35 Kihd: £va dickio TV
NUEPQ, OTOTE EIVOL EPIKTO LLE TPOON.

Edv &yete dvokolio oty katdmoo, propeite va Opoppaticete 1o d10Kio e TNV AKpn EVOC
KovtoAoY. Katoémy avapi&te ) oxovn pe nepimov 100 mL (piod motipt) vepo, yupov
TOPTOKAALOD 1] YVLOV GTOPVALOV KOl TLEITE TO AUECWG,.

o [avrote va TaipveTe TN 0661 TOV G6AG GVVESTNGE 0 Y0 TPOS 60c. 'Etol Ba eaopalicete OTL

TO PAPHOKS GO eVl TANPWOS OTOTEAEGUATIKO Kot B0l LedoETE TNV TOAVOTNTO avaATTLENG
aVTOYNG otV aymyr. Mnv aAAddEete T d0G0AOYia YWPIG TNV EVIOAN TOV YATPOV GOG.
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. Av hoppavere ayoyn ywo avtipetdmicn e HIV hoipwéng o yutpdc cog Oa cag
cuvtayoypapnoet o Truvada pe dAla avtipetpoikd edpuaxa. Avatpééte ota GOAAa Odnyidv
Xpnong yuo Tov achevi TV GAA®V OVTIPETPOTKMY PAPUAK®V, Y10l 0OTYIEC GYETIKA LE TO TMOG VAL
AopPavete avTd TOL QAPLLOKA.

. Av naipvete Truvada ywo va pew@ogte Tov Kivovvo poivveng and tov HIV, va maipvete to

Truvada kdBe pépa kot 6y povo 6tav vopilete 0Tt extebnkate og Kivouvo HOAVLVONG OO TOV
16 HIV.

Potote tov y1otpd oag av £(ETE EPMTNGEIS GYETIKA LE TOV TPOTO TPOANYTG TNG LOALVGNG ATTO TOV 10
HIV 7 ¢ petddoong tov HIV og dAlovg avBpaomovg.

Eav wapete peyordtepn 66on Truvada amd tnv Kavoviki

Edv mapete katd Adboc peyarvtepn 66on Truvada amd 1n cuvietdpevr, svpufovievteite 1o yoTpd
00G 1 TO TANGLEGTEPO TUNHO EXELYOVTOV TEPLOTATIKMY. Na kKpatdte Tn laAn pe ta diokia pali cog,
€101 OOTE Vo UTopeite EDKOAN VO, TEPTYPAYETE TL EYETE TAPEL.

Edv Eeydoete va mapete To Truvada
Eivor onuavtikd va punv tapoieinete kopio d6om tov Truvada.

. Edv to mapatnpnoete eviég 12 opav and v dpa mov Ba maipvate kavovikd to Truvada,
TAPTE KOTA TPOTIUNOT TO SIOKIO [E (POYNTO TO GUVTOUOTEPO dLVATO. XTT GLVEXELN, TAPTE TNV
emopevn 800N ot cuvndhopévn mpa.

o Edv to mapatnpioere 12 1 meprocoTepeg @peg peTd v opa mov AapPavere cuvifmg to
Truvada, Egydiote T 8601 mov apaieiyate. [lepuévete kol mipte TNV emdUeEVT OGN, KOTA
wpotiunon pe eayntod, ™ cvvndiouévn dpa.

Av KkaveTe gPETO péoa og pio Opa amd T Myn Tov d1oKiov, Tapte £va AALo diokio. Aev yperdleTat
va mhpete AAAO 010Ki0, av KAveTe gUeTd apov £xel mepdaoet pia dpa amd T Aqyn Tov Truvada.

Mnyv otapoatdare vo taipvere To Truvada

. Edv maipvetre Truvada ywo v avripetomion HIV hoipméng, n dtakomn g Aqyng tov
dtokiov pmopel vo LEtdGEL TNV amoterecpotikotnTog TS ovit-HIV aywyng mov cog €xet
GUOTNGEL O YLTPOG GOC.

o Eév naipvere Truvada ywo vo perdoete Tov Kivoovo péivveng am6 tov 16 tov HIV, punv
otapatdre vo toipvete to Truvada ko unv mapadeinete kopio d6or. H dtakomni g xpnong tov
Truvada 1 n mapdrenyr 60cemv pumopel vo avéNcet Tov kivouvo va TpocPanbdeite and
HIV Moipmén.

2>  Mnyv otapatioste va waipvete To Truvada yopig vo ETIKOWVOVIGETE PE TOV
TwWTpo6 cag.

. Av &yete nrotitioe B, sivol mold onuavtikd va un dwaxoyete ) Beponeio pe to Truvada
YOPIG va evepDOETE TO Y1TPO oag. Evdéyetar va ypelaotel va kivete eEETACELS OiLATOG Yo
OPKETOVG UNVEG HETA TN dlakom TG Bepoameiog. e acbevelg e TpoympPNUEVN NTOTIKN VOGO 1)
Kippmaon, OV GLVIGTATOL 1] SLOKOTH TNE AYMYNG, KOOMG EVOEXETAL VA EYEL (OC ATOTELECLO, TNV
emdeivwon g NroTitiddg cag, | onoio umopel va eivar amenTikn yuo ™ Con.

2>  Evuepdcte opfes 10 Y10TPd 060G oV TapaTnpiosTe v 1} acuviBioTo GOUTTOUATA

UETE TN S10KOTY| TNG Oy ®YNC, 10IMC GCVUTTOUATE, TTOV TLGTEVETE OTL GYETICOVTOL g TNV
nratitdo B.
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Edv éxete meplocdtepeg EpMTNCELG GYETIKA LLE T YPNOT OVTOV TOL PAPUAKOL, POTHCTE TOV Y10TPO 1)
TOV POPUOKOTOL0 GOG.

4.

MOavég avemOopnTes gvépyereg

Onwc 0Aa o paproKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMOVOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AVOPMITOLC.

IMBavég cofapéc avemOOuNTES EVEPYELES:

H yohoxtuay o&Emaon (nepioosia yoraktikod 0&€0¢ 6T0 aipa) eivol pio omavio, aAAd SVVNTIKA
Bavatneopog avemBount evépyeo. H yohoktikn o&éwon epeaviletol cuyxvotepa og yovaikeg,
1¥img av etvar vrépPapeg Kat og dTopa pe nratikn voco. Ta tapoakdto propel va givor onueio
YOAOKTIKNG 0&EmONG:

o Babeia kot Tayeio avamvon

o vvnAio

o aicOnpa adwbeciog (vavtia), adiobeoio (€petoc)
o KOWMOKOG TOVOG

2>  Avvopilere 6TL maoyeTe amd yoloktiKi 0&Emon, {nTioTte opécmd wrpiky Pondsro.

Toyév onpeia @reypoviig 1 AoipmEne. Ze opiopévoug acbeveic pe mpoywpnuévn HIV Aolpwén
(AIDS) kot 16T0p1Kd gvKoplokdv Aouoéemv (Aopnmnéelg mov epeavifovtol € ATopa, e
aOVVOLO GVOCOTOMNTIKO GUGTNLLO), LITOPEL va, ekdNA®OOVY oniEin KOl CUUTTOUOTA AEYUOVIG
ot TPONYOVLEVES AOUMDEELG Alyo petd Tnv Evapén g avti-HIV ayoyng. Osopeitan 611 avtd
TO GUUTTOUATA 0QEILOVTOL GE PEATIOOT TNG AVOGOAOYIKNG OTOKPIOTC TOV GMOTOC, 1) OTOia
TAPEXEL GTOV OPYUVIGUO TN SUVATOTNTO VO KOTATOAELA TIG AOUMEELG TOL EVIEXETAL VL
VILAPYOLV YOPIC EKONAC CUUTTOLOTOL.

AvTodvoosg dtaTapayss, OTOV TO AVOGOTOMTIKO GUCTNUA EMTIOETOL GE VY 1GTO TOV
OOUOTOG, UTOPEL VO ELPAVICTOVV OPOV 0PYICETE VO AAUPAVETE PAPLOKO Y10l TNV AVTIUETOTION
¢ HIV Lolpwénc. Ot avtodvooeg dratapayéc evogyetot va ekdnAwBovv moALoVG WVES LETH
mv évapén g Bepancioc. [Ipocéyete yia cupnTdpato Aoipmwéng 7 dAla copTTOpAT, OTWOC:

. LLIKT adVVOpio

. advvapio wov EEKVA oTa xEpla Kol To TOOLN KoL TPOYWPE TPOG TOV KOPHO TOL GMLLOTOG
. aioOnuo ToAu®V, TPOROG 1 VITEPIIEYEPTT

2>  Edv mopoatnpi6sTe auTO TO. GUUTTONOTO 1] 0TOL00NTOTE COUTTONE QAEYROVIS 1)
roipoéne, {ntote apéomg otpikn fondero.

IMOavéig avemOopnteg evépyereg:

IMoX0 cvyvéc avemBounTeg evépyereg
(umopei vo. exnpeacovy mepioootepo. aro 1 ota 10 droua)

duippota, adiabecio (Epetog), aicOnua adwbeciog (vavtia),
CaAn, keparadyia

eEavompua

aicOnpo advvapiog

O1 eetaoeis umopel emiong va dsiéovv:

UELMUEVO, ETUTEDD, POCPOPOL GTO il
avénuéva eminedo Kvaong e Kpeativig
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2oyvég avemBOUNTEG EVEPYELES
(umopet vo. exnpeacovy éwg 1 ota 10 droua)

. TOVOG, GTOUAYKOG TOVOG

o dVCKOAID GTOV VTVO, T PLGLOAOYIKE OVELPH

o TPOPANLOTO GTNV TEYT] TOV EYOVV MG OTOTEAEG A SLoPOpio LETE 0o TO YEV AT, aicOnpa
TOUTOVIG OV, LETEWMPLOUOG

. eEavOnuata (copmepriapfoavopuévav epuipodv KNSV 1 GTIYUATOV HEPIKES POPEC LUE

dnuovpyic puoaiidwv kot £010Mom ToL dEPHOTOC) TOL UTOPEL va elvar oAAEpPYLKEG
AvVTIOPACELS, KVNOUOS, HETOPOAES GTO XPDLLO TOV dEPUOTOG CUUTEPIAAUPAVOUEVIC TNG
UEAYXP®OONG TOV OEPUUTOC KATA TAUKES

. GAAEG aAAEPYIKES OVTIOPAOELS, TT.Y. OVGTVOLd, OIONUA 1) TACT Yia Almobupio

. OTTAOAELD OGTIKNG TUKVOTNTOG

O1 eetaoeig umopel emions vo, dgiéovv:

o YOUNAG ETTESA AEVK®OV aoc@apimV (1 HEl®OT TOV AEVKOV apocpalpiov odg Kabiotd wo
EMPPENELG OTIG AOIUDEELC)

. avénuévo emimeda tpryAvkepdiav (Mmapdv 0Ewv), Y0ANG 1| CAKYAPOV GTO L0

. TPOPANLOTO GTO TAYKPENASG 1) OTO MO

‘O ovyvég avemBOUNTES EVEPYELEG
(umopei vo. exnpeaoovy éwg 1 arovs 100 droua)

o TOVOG GTNV KOG AOY® PAEYLLOVIG TOV TOYKPENTOG

o o101 o TPOG MOV, YEEDV, YADGCAG 1) AOLLOD

. avorpio (younAd eninedo puOpdV ALLOGPUIPIOY GTO aipla)

. poikn PAGPnN, poikog Tévog N poikn advvapia, Ta onoio umopel va eppaviotody egantiog PAAPNG

OTO KUTTOPO TOV VEPPIKOV SOANVAPinY

O1 eetaoeig umopel emions vo, dgiéovv:

. LEUDGELS GTO KAAO TOV GpLOTOg
. avénuéva emineda Kpeatvivng oTo aipa
o aAhayég oo ovpa

Yravieg avemOOUNTES EVEPYELEG

(umopei vo. exnpeaoovy éwg 1 arovg 1.000 droua)

o ToAaxtikn o&éwon (PA. [li0avég avemBounteg evépyeleg)
o Mmddec Nmap

. KITPIVIGHO TOL SEPHOTOC 1] TOV LATIOV, KVOUOG 1 TOVOG TNV KOWALA AOY® QAEYLOVIG TOV
NTATOG

. QAEYLLOVI TOV VEQPOV, GLYVoOoLpia Kot aicOnua diyag, veppikn avemdpkela, PAAPN ota veppika
coOANVapLL

° HOAGKLVGT 00TMV (TOL GLVOOEVETOL A0 TOVO GTO OGTA KOl KATAANYEL LEPIKES POPEC OE
KOTAYLOTOL)

o TOVOG 6N UEGT] AOYM VEQPIK®DV TPOPANLATOV

H BAGPN ota KOTTOpO TOV VEQPIKOV COANVapimv pumopel vo cvuoyetiCeTon pe poikn PAGPN,
HOAGKVOVGT 0GTAOV (TOV GLVOSEVETAL OO TOVO GTO 0GTA KOl KATUANYEL LEPTIKES POPES GE KOTAYUOTO),
LLiKO TTOVO, HUIKT 0dVuVaio KOl LEWMCELS GTO KOALO 1] GTO POGPOPO TOL CLLOTOC.

>  Eav mapatnpi)6ste 0moradNmote amd TIg avemBOpnTES EVEPYELES TOV OVAPEPOVTOUL
Tapandve i 6Tav Yivel cofapn oworadNToTE 06 TIS AVETOVUNTEG EVEPYELES, EVILEPDOTE
TOV Y10TPO 1) TOV QUPLLOKOTOO GO,

H ocuyvomto TV Topakdto aventdiuntov evepyelmy dev Eival YVoOoT.

o Hpopiqpata ota 06td. Opiouévol acbeveic mov AapPAvovy GLVOVAGHO AVTIPETPOIKAOV
oopudkmv, 6nwg To Truvada evoéyetat va avamtuZovy Hid 00TIKY| VOGO TOL AEYETOL
oateovekpwon (0Avatog 06TIKOV 16TOD TPOKAAOVUEVOG Atd EAAELYT TOPOYNG OULLOTOG OTO
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0070). H AMym avtod 1ov TOTou QapUiK®V Yo LEYAAO YPOVIKO SAGTNUA, 1) Ayn
KOPTIKOGTEPOEOMV, 1| KATAVAAWDGCT) AAKOOA, EVO TOAD adVVALO (VOGOTOMTIKO GUGTN LA Kol TO
emmAhéov Papog pmopel va amoteAohV 0pIGHEVOLS OO TOVE TOAAOVG TAPAYOVTEG KIVOUVOD Yia.
TNV avAmTLEnN aVTNG TG VOoOL. XnUEin 00TEOVEKP®OOTG Eivar To eENG:

o dvokapyio Tov apdpdcemv
. novol otig apBpdcelg (10img Tov 1oyiov, TOV YOVATOV KOl TOV MUOV)
o dvuckoAia oty kivnon

>  Edav mopatnp1)6ETE 0T0100TOTE 0T0 AVTA TO GUUTTONROTO, EVIILEPDGTE TOV YLOTPO GOGC.

Kota ™ didpketa e avipetoniong tov HIV evééyetat va mapovctactel avénen Tov couaTikon
Bapovg Kot TV eMmEdOV TOV MTBI®V Kot TNG YAVKOING 6T0 aipa. AVTO GUVOLETAL EV UEPEL LE TNV
OTOKATAGTAOT] TG VYELOG KOl TOL TPOTOL {MNG, EVO GTNV TEPITTMOCN TOV AMTISI®V TOL OiLATOC,
OpLopEVEG POopEG opeileTan o avTd kaBavtd Ta eapuaka katd tov HIV. O yiatpdg cag Ba
TPOYUATOTOMGEL EEETATELS Y10l TIG LETOPOAEC OVTEG.

AALEG EMOPAGELS GE TOLOLA

. Ta moudid wov éhafav emtricitabine wopovoiacay TOAD cLYVA GAAAYES GTO YPDLO TOV
OEPLOTOC OTT®G
o oKOVPEG KNAISEC GTO dEPUAL

o Ta Tond1d mapovoiccay cuyva xouniod aptud pvdpav apoceaipiov (avopio).
o ovTd umopel va TPpokoAEcEL 6TO TOdi Kovpaon 1 dOGTVOLN

2>  Edav mopatnp1)6ETe 0mo10d|moTE 0md 00T T COUATONATA, EVI|UEPDGTE TO YIUTPO GOC.

Ava@opd avemOounTOV gvepyELOV

Edv mapatnproete kdmola avemBOopuntn evépyela, EVUEPMOTE TOV Y1ATPO 1] TOV QOPLOKOTOLO GOGC.
Av16 1oyveL Kat Yo kéOe mBavr| avemBountn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV GUAAO 0NYIDV
ypnonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeing, Léocw Tov BviKod
GULGTHLOTOG OVAPOPAG TTOL avaypdpeTal oto [Tapaptnua V. Méom tng avaeopds avemountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGTOTEP®V TATPOPOPLAOV GYETIKA LLE TNV AGPAAELD
TOV TOPOVTOG POPUAKOV.

5. I®g va guiaccete To Truvada

To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot HgV TO POAVOVV Ta AL
Noa pn xpnoiponoteite avTod T0 APROKO HETE TNV Nuepounvia AENG TOL avaPEPETOL TN PLAAT Kot
o710 kouti petd v {AHEH}. H nuepounvia Anéng eivar n televtaio nuépa Tov unvo. wov
ovopEPETOL EKEL.

DVAAGGETE GTNV OPYLKN CLCKEVAGIN, Y10l VO, TPOGTAUTEVETAL At TNV VYpacia. Alatnpeite T GLoAn
KOAG KAEIOUEV.

Mnv metdite QAPLAKO GTO VEPD TNG OMOYETEVONC 1 OTA OKIAK( amoppippata. Potiote tov
(QOPLLOKOTTOLO GOG Y10, TO MG VO, TETAEETE TAL PAPUAKO TTOV JEV YPTCILOTOLEITE T AvTd T péTpa Oa
BonBncovv ot Tpoctacio Tov TEPPAAAOVTOG.

6. epreydpeva TS CVOKEVAGIAS KOL AOWTEG TANPOPOPiES

Tvepréyer to Truvada

o O1 dpacTikég ovoieg eivan ) emtricitabine ko 10 tenofovir disoproxil. KéOe emucalvppévo pe

Aemtd vuévio diokio Truvada mepiéyer 200 mg emtricitabine Kot 245 mg tenofovir disoproxil
(toodvvapei pe 300 mg tenofovir disoproxil fumarate 11 136 mg tenofovir).
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. Ta ailo cveToaTIKd givan KopuelAdln voatplovyog dlactavpodpevn (E468), tpro&ikn
yAvkepoAn (E1518), vepoperroln (E464), indigo carmine aluminium lake (E132), povoddpu
Aoktoln, oteatco poyvioto (ES72), pikpokpuotaiiikn kuttopivny (E460),
npolelatvorompévo apvro (xwpig yhovtévn), dto&eidto tov titaviov (E171).

Epedvion tov Truvada kot wepieyépeva Tng 6V6KELOGING

To Truvada ival emucodlvppéva pe Aemtd vuévio diokia, YaAGLIov YPMUATOC Kol GYNUOTOS KOWAKIOD
OV PEPOLY OTY| pio TOVG TAELPA yapaypévn v Evdetn «GILEAD» kot otnv GAAN TOuG TAELPA TNV
évodelEn «701» og 1aAeg Tov 30 diokiov. To Truvada napéyetor oe prirec twv 30 diokiov. Kabe
OLEAN TEPLEYEL ATOENPAVTIKT] YEAN TTLPLTIKOD 0EE0C 1) oMol TPEMEL VoL dlaTnpeital LEG GTI OLIAN Y
va Bonba oty mpoctacio Tev diokiov cac. H amoénpavtikn yéin mupitikod 0&éog Tepiéyetal o
Eexop1oTd QoKEAAIGKO 1| doYElo Kot dEV TTPEMEL VOL KOTATIVETAL.

Ot topakdte cvokevacies eivar dobéoueg: Kovtid mov mepiéyovv 1 grain tov 30 emikolvpupévev pe
AemTO LUEVIO dloKimV Kot KouTid oL TtepiEyovv 60 (2 piaieg tv 30) kot 90 (3 prikeg Tmv 30)
EMKOAVUUEVA, e AETTTO VEEVIO dloKio. Mmopel va v KOKAOQOPOUY OAEG 0L GUCKEVAGIES.

Karoyoc Aderac Kvkrhogopiag:
Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
Iphavdia

Iopoackevaotic:

Gilead Sciences Ireland UC

IDA Business & Technology Park
Carrigtohill

County Cork

Iphavdia

INo omoladnmote TANPOPOPio, GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPAKAAEIGTE VO
amgvBuvbeite otov Tomikd avtimpdésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

bbarapus
Gilead Sciences Ireland UC
Ten.: +353 (0) 1 686 1888

Ceska republika
Gilead Sciences s.r.o.
Tel: +420 910 871 986

Danmark
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Deutschland
Gilead Sciences GmbH
Tel: + 49 (0) 89 899890-0

Lietuva
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Luxembourg/Luxemburg
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

Magyarorszag
Gilead Sciences Ireland UC
Tel.: +353 (0) 1 686 1888

Malta
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Nederland
Gilead Sciences Netherlands B.V.
Tel: +31(0) 20 718 36 98



Eesti
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

E\rada

Gilead Sciences EALGg M.EIIE.

Tnh: + 30210 8930 100

Espaiia
Gilead Sciences, S.L.
Tel: +34 91 378 98 30

France
Gilead Sciences
Tél: +33 (0) 146 09 41 00

Hrvatska
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Ireland
Gilead Sciences Ireland UC
Tel: + 353 (0) 214 825 999

Island
Gilead Sciences Sweden AB
Simi: + 46 (0) 8 5057 1849

Italia
Gilead Sciences S.r.l.

Tel: +39 02 439201

Kvmpog

Gilead Sciences EAAGg M.EIIE.

TnA: +30 210 8930 100

Latvija
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Norge
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Osterreich
Gilead Sciences GesmbH
Tel: +43 1 260 830

Polska
Gilead Sciences Poland Sp. z o0.0.
Tel.: +48 22 262 8702

Portugal
Gilead Sciences, Lda.
Tel: +351 21 7928790

Romaénia
Gilead Sciences (GSR) S.R.L.
Tel: +40 31 631 18 00

Slovenija
Gilead Sciences Ireland UC
Tel: +353 (0) 1 686 1888

Slovenska republika
Gilead Sciences Slovakia s.r.o.
Tel: +421 232 121 210

Suomi/Finland
Gilead Sciences Sweden AB
Puh/Tel: + 46 (0) 8 5057 1849

Sverige
Gilead Sciences Sweden AB
Tel: + 46 (0) 8 5057 1849

United Kingdom (Northern Ireland)

Gilead Sciences Ireland UC
Tel: + 44 (0) 8000 113 700

To mapév pvAiro 0dNYLOV YprioNS avadepOnke Yo TELEVTAIN POPA OTIS.

Aentouepeic TANpopopieg Yo 10 GapproKo avtd sival dabécyeg oto dikTvako TOTo Tov Evponaikon
Opyaviopov @apudrmv: http:// www.ema.europa.eu.
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ITAPAPTHMA 1V

ENNIXTHMONIKA ITOPIEMATA KAI AOT'OI I'TA THN TPOIIOIIOIHXH TQN OPQN
AAEIAXZ(-QN) KYKAO®OPIAX
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Emotnpovika mopiopato

Aoappavovrag vroyn v €kBeon a&tordoynong g PRAC oyetikd pe v (t15) 'ExBeon(-€1g)
[eprodwkng Haparxorovdnong g Acpdieiag (EIITIA) ywa to emtricitabine / tenofovir disoproxil, ta
emotnpovikd mopicpata g PRAC eivon ta €€nc:

Evoyet tov S100£01LmVv 0e00UEVMV GYETIKA e TN LElON TNG 0GTIKNG TUKVOTNTAG OO KAVIKEG
dokég, T Prproypapia kot avBopunteg avapopés, 1 PRAC Bewpei 6T1 pra aitiddng oyéon peta&d
emtricitabine / tenofovir disoproxil kot peimong g 06TIKNG TUKVOTNTAC OTOTEAEL TOLAGYIGTOV LU0
gohoyn mhavotnta. H PRAC ékpive emiong 011 ) tpéyovoa mpoeldonoinon/tpo@Orosn oYETIKA L TIC
Emdpdaoeig ota ootd mpénel va evioyvbel tepartépm. H PRAC cupnépave 6T1 o1 TAnpopopieg
TPOIOVTOG Y10 TOL TPOTOVTA OV TEPLEYOVV emtricitabine / tenofovir disoproxil mpémnet va
tpomomoinfovv avarldywe.

A@o? gnaveEétaoe T ovotaon g PRAC, n CHMP cupemvel pe ta yevikd emotnroviké Topicuoto
™G PRAC ka1 tovg Adyovg S10TdTMoNG GUGTAGE®DV.

Adyol Yo TNV TPOTOTOiN 61 TOV OpOV GOE10g(-OV) KVKALOQOPiog

Me Bdon ta emotnpovikd mopicpoto yio To emtricitabine / tenofovir disoproxil, n CHMP ékpive 6tin
oY£0M 0QPEAOVG-KIVOVVOD TOV (TOV) POPUAKEVTIKOV(-®V) TPoidvTog(-Vv) Tov TEPIEYXEL-0VV)
emtricitabine / tenofovir disoproxil Tapapével apetdfAntn, Vo TV EMPOAAEN TOV TPOTEWVOLEV®V

OAAAYDV OTIG TANPOQOPIES TOL TPOTOVTOC.

H CHMP gionyeitan v tpomonoinon tov 0pmv adelag(-mv) KukAopopiag.
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