ITAPAPTHMA 1

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg enucoloppéva pe Aentd vpuévio diokio

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Ka0e emkaloppévo pe Aemtd vpévio diokio mepiéyel 200 mg emtricitabine kot 245 mg tenofovir
disoproxil (wg maleate ).

"Exdoyo ue yvootn dpaon

Ka0e diokio mepiéyet 93,6 mg Aoktoln (g Lovoddpikn).

T tov TApn Katdhoyo tov ekddymv, BA. mapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Emwaioppévo pe Aemtd vpévio diokio.

AVOIKTOV TPAGIVOL YPDUOTOC, ELKAAVUUEVO IE AETTO VUEVIO, OUPIKVPTO SIOKI0 08 GYNUO KOYOKIOV
dwotdoewv 19,80 mm x 9,00 mm, pe yapoyuévn v EvoeiEn «M» ot pia TAevpd Tov diokiov Kot
v évdeién «ETD» oty dAAn.

4. KAINIKEX TAHPO®OPIEX
4.1 OepomevTiKég Evosielg

Ocpameio e HIV-1 Aoiuwéng:
To Emtricitabine/Tenofovir disoproxil Mylan gvégikvotol ¢ GuvOLacUEVT AVTIPETPOIKT Oy®YN Y1 TN
Oepaneia evnAixov Tov £yovv mpocsPAindel omd Tov 10 HIV-1 (BA. mapdypoeo 5.1).

To Emtricitabine/Tenofovir disoproxil Mylan gvégikvuton eniong yio ) Oepaneio eprfov mov £xovv
wpocPAnbet amd tov 160 HIV-1, pe avroyn oe NRTI 1 to&ikdtnreg mov amoxdeiovy ) ypnon
TapayOVTOV TPpAOTNG YPOUUNS (BA. Tapaypdpovs 4.2, 4.4 ko 5.1).

Tlpopviaén mprv amod v éxbson (PrEP):

To Emtricitabine/Tenofovir disoproxil Mylan gvdsikvototl og cuvdvacud e TPOKTIKES ACPOAEGTEPOV
o€ yuo TNV TPoPOAAEN TPy amd TNV EkBeom pe okomd TN HelmoT Tov KvdUVoL EUPAVIONS TNG
oeEovahd petadddpevng HIV-1 Aolpméng oe eviiikeg Kot pnouvg vyniov kivdvvou (BA.
nmapaypdeovg 4.2, 4.4 ko 5.1).

4.2 Aocoloyia Kol TPOTOS yopynone

Tnv évapén tov Emtricitabine/Tenofovir disoproxil Mylan npénet va avolopfaver yiotpog pe epmerpio
G710 XEWPLoUO AotumEemv amd tov 10 HIV.

Aocoloyia

Ocpameio tov HIV oe evilixeg kat eprnfovg nlixios 12 etwv xor avm, ue fopog 35 kiAa tovidyiotov:
‘Eva dwokio, pio popd nuepnoimg.

Llpolnym tov HIV oe evilixes kou epnfovs nlixiag 12 etov ko dvw, pe fapog 35 kida tovidyiorov:
"Eva dwokio, pio popd nuepnoimg.



Awtifevton pepovopéva okevdopota g emtricitabine kot tov tenofovir disoproxil yia ) Ogponeio
¢ HIV-1 Aolpméng edv kpivetal amapaitntn 1 dtokonn 1 Tpomomoinon g d0omng evog amod to
ovotatikd tov Emtricitabine/Tenofovir disoproxil Mylan. [Tapakaid, avatpéEte oty [epiinym tov
Xapaxtnpiotikav tov [Ipoidvtog yio To popUaKeELTIKE aVTA TPOTOVTO.

Edv moparerpfei kdmoio d6om Tov emtricitabine/tenofovir disoproxil evtdg 12 wpdv amd TV Kavovikn
opa AYNg g 060G, To emtricitabine/tenofovir disoproxil Tpémel va Anedei 660 To dvvaTo
YPNYOPOTEPQ KOl VO, GUVEXLOTEL TO KOVOVIKO 60G0A0YIKO TTpdypappo. Eav mopaieipOel kdmola doom
Tov emtricitabine/tenofovir disoproxil yia tepiocdTEPO 0md 12 MpeC Ko TANGIALEL 1| P Yl TV
enouevN 00N, dev Tpémel va Anedel 1 d6omn Tov TaporeipOnke, aALYL TPETEL VO GUVEYLIOTEL TO
KOVOVIKO OGOLOYIKO TPOYPOLLLLOL.

Xe mepintwon gpetov evtdg 1 dpag omd ™ Aqyn tov Emtricitabine/Tenofovir disoproxil Mylan,
npénel va, AneOel €va dAlo diokio. Edv o gpetdg ekdniwbel apov mepdoetl tepiocdtepo amd 1 dpa

uetd tn Afyn tov Emtricitabine/Tenofovir disoproxil Mylan, dev mpénet vo AngOei devtepn doon.

Ewdwoi mAnbuouotl

Hukiouévor:
Agv amaiteiton Tpocappoyn ot d6on (BA. evotra 5.2).

Neppixn ovolertovpyio.

H emtricitabine kot To tenofovir amoplakpOVovToL Pe VEQPIKT amEKKPIon Kot 1) ékBeon otnv
emtricitabine Kot 610 tenofovir avédvetal o€ dtopa pe veppikn dvciettovpyia (BA. Tapaypdpovg 4.4
Ko 5.2).

Evnlixec ue veppirn dvolerrovpyia

e dropa pe kédBapon kpeatvivrg (CrCl) <80 mL/min, To emtricitabine/tenofovir disoproxil npémet va
ypnoomoteitol povo edv Bewpeital 6Tl To EVOEYOUEVO OPEAT DTTEPTEPOVV TV EVOEXOUEVOV KIVOOV®V.
BA. ITivaxa 1.

Iivakog 1: A06oroYIKEG CVGTAGELS GE ATOUO IE VEQPIKY] OVGAEITOVPYIQ

Ogpancia g HIV-1 Loipmwéng

po@Vdraén mprv amé v
£x0gon

"Hmo veppik Suciettovpyia
(CrC1 50-80 mL/min)

IIepropropéva dedopéva omd
KMVKEC peréteg vootnpilovv
v gpamna& nuepnoto d6om
(BA. mapdypogo 4.4).

IIepropropéva dedopéva omd
KMVIKEC PEAETEG
vrootpilovv TV epdma
nuepnota 6601 o€ dropa
yopic HIV-1 Aoipmén mov
napovstatovv CrCl 60—

80 ml/min. H yprion dev
cuvictdrtol og dropa ywpig
HIV-1 Aoipmén mov
napovctaovv CrCl

< 60 ml/min, koBdmg dev £xet
peietn et otov v AOy®
AnOvopd (BA.
mapaypdeovg 4.4 kot 5.2).




Ozgpancia g HIV-1 Loipmwéng

po@Oraén mprv amé v
£x0gon

Métpia veppikn SusAertovpyio
(CrC1 30-49 mL/min)

Yuvietdton 1 xopnynon kade
48 mdpeg, pe Pdon

SO PP®ST TOV
QOPLOKOKIVI TIK®Y O0EOOLEVMV
Yo TNV emtricitabine Kot
tenofovir disoproxil am6
XOPNYNGM HOVIPOVG OGNS G€
atopa yopic HIV holpwén pe
StopopeTikd Pabud veppikrg
dvorettovpyiag (PA.
Tapdypoo 4.4).

Agv cuvicTdton 1) (p1|oT GTOV
GLYKEKPLUEVO TANBVGUO.

YoBapn veppikn duciettovpyio
(CrCl <30 mL/min) ko
aoBeveilc Vo alpokdBopon

Agv cuviotdton Ko’ OTL pe 10
d1oKio cLuVOVAGHOV deV
Umopovv va, emttevyBoidv ot
KOTAAANAEC LEWDGELS 0N OO0T).

Agv cuvicTdtan 1) (p1|oT| GTOV
GUYKEKPIUEVO TANBVGUO.

Houdiatpikoc tinBovouoc ue veppikn dvalcitovpyio:

Agv cuvioTdtal yio yprion o€ dropa nAtkiog K4t tov 18 etdv pe veppiki duciettovpyio (PA.

Tapdypoo 4.4).

Hrartikn dvolerrovpyio

Agv omonteiton avamposapoy” e 00on¢ o€ aceVElS e NIATIKY dLGAELITOLPYiL

(BA. mopaypagovg 4.4 ko 5.2).

Houdiorpixoc minQvouog

H aocopddeia kot 1 arotelecpaticotnta ToL emtricitabine/tenofovir disoproxil og modid nAciog Kdtw
v 18 etav dev €youv akopa tekunprwdet (BA. mapdypapo 5.2).

Tpomog yopnynong

Amd otopatog yoprynon. Eivar mpotiudtepo to Emtricitabine/Tenofovir disoproxil Mylan va

AapPavetar pali pe tpoen.

To emkaAvppévo pe Aemto vuévio diokio pmopel vo dtaAvdei o mepimov 100 ml Héatog, yorod
TOPTOKOALOV 1 GTAPLALOD Kot v AneOel apéomc.

4.3 Avtevoeigeag

YrepevoioOnoia 6Tig 0paoTIKEG OVGIEC 1| GE KATOL0 ad TO EKOOY 0L TOV AVOPEPOVTOL GTNV

Topaypoo 6.1.

Xpnion g Tpo@Aacn Tpwv amd v £kbeon oe dtoua e ayvooto 1 Oetikd arnotéiespa yio HIV-1

Aotpmén.

4.4 Edkég mpogrdomon)oels Ko TpoQuAGEELS KOTE TN (piom

AoBeveic ue HIV-1 hoiumén omd otedéyn mov mepthauBivovy petoAldEeic

To emtricitabine/tenofovir disoproxil mpénet vo amopedyetal o€ acbeveic ue HIV-1 Aoipmén and
oteléyn mov mepthappdvouy v K65R petddialn, ot omoiotl £govv AAPEL TPONYOLUEV®G OVTIPETPOIKT|

Oepamncio (BA. moapdypapo 5.1).




YuvoMkn wpoAnmrikn otpatnykn Evoavit tne HIV-1 Aoiuméng

To emtricitabine/tenofovir disoproxil dev glvan TavTo ATOTEAEGLATIKO GTNV TPOANYN TNG LOALVONG
amo tov HIV-1. Agv elvar yvawotd 10 Ypovikd dtdotnua £m¢ Ty Evapén Tng TopoyNng TPOCTAGIOS 0(poD
Eexwvnoel 1 Aqyn tov emtricitabine/tenofovir disoproxil.

To emtricitabine/tenofovir disoproxil mpénet va ypnoiponoteital og Tpoediaén mpv and v Ekbeon
HUOVO GTO TAAIGLO OGS CUVOMKNG TPOANTTIKNG oTpatnyikng évavtt tng HIV-1 Aoipwéng, n omoia
nepthapPavel dAlo pétpa mpdinyng tov HIV-1 (7.3, cvotuotikn kot opO1| ypiion TpoeuANKTIKOV,
YVOOT] TNG KATACTOONG TOL acfevodg og tpog tnv HIV-1 Aolpwén, taktikn e€étaon yio dAheg
ceEovahd pHetadiddpeveg AOUMEELS).

Kivévvog avdrroéng avroyns oe mepintwan un aviyvebdoiung HIV-1 loiuwing

To emtricitabine/tenofovir disoproxil mpénet va ypnoiponoteital anokAEIGTIKA Y1 T HEIOT TOV
Kvdvvov poAvveng amd tov HIV-1 oe droua mov €yxetl emPefoiwbdei ot1 givar apvnrikd otov HIV (BA.
napdypoeo 4.3). [pénel va emPePaidveral ek véov dti ta dTopa cuveyilovv va etval apvnTiKd 6Tov
HIV avé toxtd ypovikd dwaotipata (). Tovddylotov kébe 3 pivec) pe xpnon oG CLVIVOCTIKNG
e€étaomc avTLyOVOV/avTiocopdTmv evocm Aappdvouy emtricitabine/tenofovir disoproxil w¢ TpopvAaén
P omo Vv £kbeon.

To emtricitabine/tenofovir disoproxil amd povo Tov dev amoteiel TANPN aymyn yia T Bepaneia Tov
HIV-1 ko éxel eppaviotei avtoyn oe petoirdéelc tov HIV-1 ¢ dropa pe pun aviyvedoun HIV-
1 Aoipwén mov eddpfovay povo emtricitabine/tenofovir disoproxil.

AV VIapyovV KAVIKG GUUTTOUOTO TOL GLVAdOLY Ue o&eia 10yevh Aoiuwmén kot Thovoloyeitat

Ot Tpoékuyay Tpocepatec (< 1 ufva) exbéoeig otov HIV-1, n ypion tov emtricitabine/tenofovir
disoproxil mpénet va kabvotepeital yio TOLAGYIGTOV Eva PivVaL Kot 1] KATAGTOGT Tov ac0evoic g mpog
v HIV-1 Aoipmén va emiPePardverat ek véov tpv v évapén Tov emtricitabine/tenofovir disoproxil
®¢ TPOPVAAEN TPV atd TV £kbeom.

H onuacio ¢ oopuoppwons

H amoteleouarikomta tov Emtricitabine/tenofovir disoproxil ot peiwon tov kivdbvov poALVGNC
amo tov HIV-1 givol otevd cuvu@acpévn LE T GUUUOPO®OOT TNV oy®Yn OTOC KATAOEIKVOETOL OO
TO LETPNOLLN EMIMESD TOL POPHAKOL 6T0 aipa (PA. Tapdypapo 5.1). Xta dropa yopic HIV 1 Lolpwmén
0o TPEMEL VO GUVIGTATOL OVE TOKTA YPOVIKA SIUOTAUATA VO aKOAOVOODY 0VGTNPE TO CUVIGTOUEVO
NuePNolo docoroyiko mpdypappa tov Emtricitabine/tenofovir disoproxil.

AoBeveic pe Aoluwén amd tov 16 e nrotitidoc B n C

Ot aoBeveic pe HIV-1 Aolpwén kon ypoévia nratitida B 1 C ot omoiot Aappdvovy avtipeTpoikn aywyn
€yovv avénuévo kivovvo gppdviong cofapdv Kot SuVNTIKA BovaTnEOPMY NTOTIK®OV AVETIBOUNTOV
gvepyelmv. O Y1oTpol TPEMEL VA, AVOUTPEYOVV OTIS TPEXOVGES KATELOVVTNPLES 001 YIEC TOV AYWYDV KATA
tov HIV yia t Béhtion dwayeipion g HIV Aoipméng o acbeveig pe cuvundpyovca Aoipwén and
Tov 16 ¢ nratitidoag B (HBV) 1 tov 16 g nratitidoag C (HCV).

H acpdiea kot n amoterespatikdtnTa ToL emtricitabine/tenofovir disoproxil oty Tpo@oiatn mpv
amo Vv ékbeon o€ acbeveic ue HBV 1 HCV howum&eig dev £yovv amoderyOei.

X mepintwon mov yopnyeitol tavtdypovn avtikn Bepaneia yio thv nratitda B 1 C, avatpéste
enionc omv avrtiotoyn [epiinyn 1ov XopaktnpioTik®@v tov [1poidvtog autdv Tmv QapudKmy.
BA. eniong mapokdtw oto Xprjon ue ledispavir kot sofosbuvir.

To tenofovir disoproxil gvdeikvuton yio ™) Oepaneio tov HBV kot 1) emtricitabine £xet kotadeilet 0t
dpa katd tov HBV g pappokoduvapikés peAéTes, ®OTOGO 1 OCPALELN KO 1] ATOTEAEGLLATIKOTITO
Tov emtricitabine/tenofovir disoproxil dev éyetl amoderyBel cuykekpuéva yio acheveic pe ypovia HBV

Aotpwén.



H dwokom e aywyng pe emtricitabine/tenofovir disoproxil e acOeveic pe Aoipwén amd tov HBV
umopet va cuoyetiobei pe coPapéc oeleg e€apoeig nratitdag. Acbeveic pe HBV Aoipwén mov
dwakontovy ) Bepameio pe emtricitabine/tenofovir disoproxil, mpénet va maparxoiovBodvtorl 6Teva pe
KAVIKO Ko €pyacTnplokd emakoAov0o EAeyyo Y10 TOLAIYIOTOV OPKETOVS UNVEG UETA TN SLOKOT TNG
ayoync. Eav yperaletar, pwmopet va dikatohoyeiton 1 cuvéyion g Bepamneiag yia nmatitida B. Xe
aoBeveic e TpoywpnUEVN NTATIKY VOGO N Kippwon, 1 dlaKony| TG Bepaneiog dev cuvioTdtal, EQOCOV
N é€apon g nratitidog petd ) Bepomeio pmopel vo 0dNyNoel o€ EAAEWYT NIOTIKNAG AVTIPPOTNONG.

Hnotwn vécog

H aocopddea kot 1 amotelecpatikdtnTo ToL emtricitabine/tenofovir disoproxil og acOeveic pe
ONUOVTIKEC VITOKEILEVEC NTTATIKES StaTapayEg dev Exovv amoderybel. H pappokokvntiki Tov tenofovir
&xel peretnBel og aobeveig pe NIOTIK SVGAELTOLPYIN KoL OEV ATTOLTEITOL AVOTPOGAPUOYT TNG dOOTS.
H pappoakokivntikn tng emtricitabine dgv £yl peketnei oe aobeveic pe nmatikn duciettovpyio. Me
Baon tov eldyioto nratikd petafoAiiond e emtricitabine Kot T VEQPIKN 000 OTOUGKPLVONG TNG, OEV
givar mhovn N avaykn avampocaproyng g d6ong tov emtricitabine/tenofovir disoproxil o acOeveig
pe Nratiky dvsAettovpyia (PA. mopaypdpovg 4.2 kot 5.2).

Acbeveic e HIV-1 Aoipmén kot mpoimapyovca NroTik SVGAEITOVPYi, COUTEPIAAUPOVOUEVIC TNG
YPOVIOG EVEPYOV NTATITIONG, EXOVV OLENUEVT CLYVOTNTO ELPAVIONG SLOTAPUYDV TNG NTATIKNG
Aertovpyiog Katd ) didpkela cuvovacuévng avtpetpoikng aywyng (CART) kot npénel va
TOPUKOAOLOOVVTAL GOUPOVE LE TNV KAOIEPMUEVT TTPUKTIKT). X€ TEPIMTTMOOT EMOEIVOGNC TNG NAATIKNG
VOGOV otV KaTnyopia avtn TV aclevov, tpénet va eEeTdleTon 1 SloKoT 1 1] OPIOTIKY OGN TNG
ayoyne.

Neppikéc emdpaosiC Kol ETIOPACEIC OTO. 00TC, 05 EVIAIKES

Negpires emiopioels

H emtricitabine kot to tenofovir amekkpivovtol kKupiog amd tovg veepois, LECH GTEPALNTIKNG
dmMONoNG Kot EvePYOL COANVOPLOKNG ATEKKPLoNC. NEPPIKT| EKTTMON, VEPPIKT SucAEITOLPYia,
avENUEVN KPEATIVIVT], VTTOPOCOUTALLIN KO KEVIPIKT) COANVAPLOTADELD (GUUTEPIAOUPAVOLEVOL TOV
ouvopopov Fanconi), éxovv avagepbei otny kKhvikn pdén pe ™ xpnomn tov tenofovir disoproxil (BA.
mopaypapo 4.8).

Neppixn waparxolodOnon

Ipwv and v évapén tov Emtricitabine/Tenofovir disoproxil Mylan yio tnv avtuetonion tng HIV-1
Aotpwéne N ya ypron og tpo@driaén mpv and Ty £kbeot), GLVIGTATOL O VITOAOYIGUOG TG KGBapoNC
KpeaTvivig og OAa To. dTopa.

e dtoua yopic Tapdyovieg KvOHVo Yo VEPPIKT VOGO GUVICTATOL 1] TAPAKOAOVON O TNG VEPPIKNG
Aertovpyiog (kdBopon Kpeatvivng Kol @OGEOPOG opov) PETA amd 600 £m¢ TEGoEPIS EfOOUAOESG
YPNONG, METG amd TPELG UIVES ¥PNONG Kol TN SLVEXELD KAOE TPELS £m¢ €€ UNVEC.

e GTOoUa TOV KIVOUVEVOLV OO VEPPIKT VOGO, AIOLTEITOL GLYVOTEPT] TAPOKOAOVONGN TNG VEPPIKNG
Aettovpyiog.

BA. eniong mapaxdto oto 2vyyopnynon 6AAWY gopuakevTIK@Y TPOIOVTWY.

Negpixn owoyeipion oc oc0eveic ue HIV-1 loiuwcn

Av 10 emtineda pmceopov opov givar < 1,5 mg/dL (0,48 mmol/L) 1 n kdBapon kpeoTviving pelidvetan
o€ < 50 mL/min o€ omolovonmote acbevi Aapfdvel emtricitabine/tenofovir disoproxil w¢ TpoedAaén
P amod TV EkBeon, 1 veppikn Asttovpyio Tpémet vo emavasloloyeital evtog pag foopnadag,
GUUTEPIAAUPAVOLEV®Y KOl LETPTCEMY TV GUYKEVIPAOCEWDY YAVKOING aipaToc, KaAiov aipatoc Kot
yAvk6{ng ovpwv (PA. mapdypoeo 4.8, Kevipikn coinvaplonddeia). Oa mpénel va Anedel vToyn n
dloKom NG ypNoNg Tov emtricitabine/tenofovir disoproxil o acOeveig pe peioon g kadBapong
Kkpeatvivig og < 50 mL/min 9 peioon tov pwcedpov opov o < 1,0 mg/dL (0,32 mmol/L). H
dloKom TG ypNong Tov emtricitabine/tenofovir disoproxil Oa péner emiong va Anebei vdyn otV



TEPIMTOON TPOOOEVTIKNG LEIMONG TNE VEQPIKNG AetTovpyiag OTav dev £xel avayvmploTel KAmoto GAAN
ottio.

H veppu acpdrela pe o emtricitabine/tenofovir disoproxil €xet peletndei povo og ol
nepropiopévo Pabuod o aobeveic pe HIV-1 Aolpwén pe Ekmtwon g veepikig Asttovpyiag (kdbapon
kpeatwvivng < 80 mL/min). Avampocoapuroyég Tov S0GOA0YIKOD LEGOIIOGTILLOTOC GUVIGTOVTOL Y10,
aoBeveig pe HIV-1 Aolpwén kot kdBapon kpeativivng peta&d 30 kot 49 mL/min (BA. mapdypago 4.2).
[Tepropiopéva dedopéva amd KAMVIKEG LEAETEC KATAOEIKVDOLV OTL TO TOPATETOUEVO SOGOAOYIKO
pecodidotnua 6gv eivar 10avikod kot Oo pmopovoe va £xel O amoTEAES U, avENUEVT ToEkdTNTa Kol
eVOEYOUEVMG aveTapK avtarokpior. EmmAéov, og pio pikpn kKAwvikn pehétn, pio vroopdda acbevov
pe kaBapomn kpeatviving peta&d 50 ko 60 mL/min ot omoiot ELafav tenofovir disoproxil o
cuvovooud pe emtricitabine kaOe 24 dpeg, elyav 2-4 popég pueyarvtepn ékbeon oto tenofovir Kot
emdeivoon g veppikng Aettovpyiag (PA. mapdypoeo 5.2). Qg ek To0TOL, AMUITEITOL Lio TPOCEKTIKY
€KTIUNOMN 0PELOVG-KIVOUVOL OTOV TO emtricitabine/tenofovir disoproxil ypnoonoteiton o acbeveig
ue k@Bapomn kpeatvivig < 60 mL/min Kot 1 veQPKn Aettovpyia Tpémel vo Tapakoiovdeital oTeva.
Emumléov, n KAVIKT ovTOmOKpIon 6TV 0y®yn TPEREL Vo, Topoakolovdeital 6tevd og acbeveic mov
Aappavovy emtricitabine/tenofovir disoproxil yio mapatetapévo Socoroykd pecodidotnpa. H yprion
Tov emtricitabine/tenofovir disoproxil dev cuvictdton o acbeveig pe coPapn veepikn dvcAettovpyio
(kaBapon kpeatvivng < 30 mL/min) ka1 o€ acbeveic Tov yperdloviol apodAIoT, EPOGOV LUE TO
dtokio cuvoLAGHOV dgv UTOPOHY va EMTELYOOVY 01 KATAAANAES LEIDOELS OTY SO0

(BA. mapaypapovg 4.2 kot 5.2).

Neppixn oroyeipion otyv mpopdlaln mpwv omo v ékbeon

To emtricitabine/tenofovir disoproxil dev £yxel peretn0el oe dropa yopic HIV-1 Aolpwén pe kdbapon
KpeaTwvivg < 60 ml/min kot katd cuvéRELD, dEV GUVIGTATOL Yl YPTIOT) OTOV GLUYKEKPIUEVO TANOLGUO.
Av 10 emineda pmceopov opov givar < 1,5 mg/dL (0,48 mmol/L) 1 n kdBapon kpeoatviving petdvetan
o€ < 60 ml/min ce omolodNToTE dropo AapPdavel emtricitabine/tenofovir disoproxil wg TpopvAaén
P omd TNV €kBeECT, 1) VEQPIKT AetTovpyia Tpémel va emavadloloyeitat evtog pag foopnadog,
GUUTEPTAAUPOVOLEV®VY KO LETPTCEDV TOV GUYKEVIPACEMY YAVKOLNG ailaToc, KaAlov aipatog kot
YAvk6{ng ovpwv (PA. mapdypapo 4.8, kKevipikn coinvaplorddeia). Oa npénel va eEetactel To
EVOEYOUEVO JLAKOTNG TNG YPNOMS TOL emtricitabine/tenofovir disoproxil oe dtopa ota omoia M
KkéBapon Kpeatvivng €xet pelmbel oe < 60 ml/min 1 pe peUdOELS 0TA EMIMESA POGPOPOV 0POY

o€ < 1,0 mg/dL (0,32 mmol/L). H dwakomn g Bepaneiog pe emtricitabine/tenofovir disoproxil Oa
npémnel eniong va eEETOCTEL MG EVOEYOUEVO GTNV TTEPITTMOOT TPOOSEVTIKNG UEIMONG TNG VEQPIKNG
Aertovpyliog 6tav dev €yl avayvoplotel kdmola GAAN oitio.

Emdpdoeic oto 06th

OoTikég daTapayEs, OTME 1) 0GTEOLOANKIN, Ol 0TToiec Lmopohv vo ekONA®OOVY ¢ emiplovo 1
EMOEWVOVUEVO OGTIKO AAYOG KOl OL OTTOIEG UTOPOVY VO GUUPBAALOVY OYL GLYVA OE KOTAYLLOTO, UTOPEL
va oyetilovton pe emayouevn and 1o tenofovir disoproxil kevipikn| veppikn coinvapromddeia (PA.
mopaypapo 4.8).

Eni vmovolag 1 aviyveuong 0oTIK®V Slotapay®V TPEREL Vo, AAUPBAVETAL 1] KATAAANAT YVOUATEVOT).

Ocpomeio e HIV-1 loiuwing

Mewwoelg g ootikng mukvotntag (OI1) éyovv mapatnpndel pe to tenofovir disoproxil oe
TUYOOTOMUEVEG EAEYYOUEVESG KAVIKEG OOKLUES O1dpKelag Emg Kot 144 eBdopddwnv oe acbeveis pe
Aotpwén amod tov 16 HIV 1 tov 10 HBV (BA. mopaypdpovg 4.8 kai 5.1). Avtég o peiwoelg g OI1
YEVIKA PelTiddOnkav petd tn Staxonn tng Bepomeiog.

e GAleg peAéTeg (TPOOTTIKES KOl GUYYPOVIKEG), 0L Lo £vtoveg peidoelg otnv OIl mapatnpndniay o
acOeveic mov vrofANnOnKav og Oepaneia, e tenofovir disoproxil wg puéPog evog BepamevTIKOD GYAILOTOG
IOV TTEPLELYE EVOV EVIGYVUEVO OVOGTOAEN TTPMOTEAGTG. LVVOAIKA, AUUBOVOUEVOV VTTOYN T®V 0CTIKOV
dwatapoydv mov cuvdéovton pe to tenofovir disoproxil kot Tv meplopGUEVEV LokpOTPOPEG LV
dedopévav Yo, Ty enidpaot tov tenofovir disoproxil oTny vyeia TV 0GTOV KAl GTOV KivoLvo
Katoypatov, 0o tpénet va eEetalovton EVOAMIKTIKG OepamenTikd oynuata yio acOevels pe
0GTEOTOPMOT 1] LLE IGTOPIKO KATAYHAT®V TOV 0GTOV.



Tlpopvraln mprv amo v exbson

Xe KMvIKEG pedéteg og atopa yopic HIV-1 Aoipmén, mapatnpndnkov pikpéc peiwoelg otny OI1.

e o perétn 498 avdpav, ot péceg petaforés oty OIT amd v Evapén g peléng €mg v
gpdopdoa 24 kopaivovtav ard —0,4% éwg —1,0% o710 1010, T GTOVOLAIKT GTHAT|, TOV VYEVA
unpeiov kot tov TpoyavTipa o€ Gvopeg mov eAdufovay kabnueptvd emtricitabine/tenofovir disoproxil
¢ TPoPVAOEN (n=247) évavTi TOL €1KOVIKOD QapudKkov (n=251).

Neppikéc emOpAGELC KOl EMOPAGELC GTO 0GTO 0TOV TAdOTPIKO TANOLoUd

Yrdpyovv acapeleg Tov cuoyetilovtal e TIG LaKPOYPOVIES EMOPAcELS ToL tenofovir disoproxil 6tovg
VEQPPOVG Kol 6Ta, 06Td KoTd TN Oepomeio Tng HIV-1 Aolpwéng otov modiatpikd mAnbucud Kot yuo Tig
pakpoypdvieg emdpdoelg tov emtricitabine/tenofovir disoproxil otovg veppovg kot 6Tal 06T, OTAV
YPTOILOTOLEITAL MG TPOPVAAEN TPV otd TNV EkBeom oe un TpocsPefinuévoug epnoug (PA.
wapdypoeo 5.1). EmmAéov, dev umopei va domotwdel mANpOc 1 avosTPEYILOTNTA TN VEQPIKNG
to&kdtnTag petd ) dtokomn Tov tenofovir disoproxil yia t Oepaneio tov HIV-1 1} petd tn dokonn
Tov emtricitabine/tenofovir disoproxil wg wpopvAaén Tpv amd v £kbeon.

SUVIGTATOL TOADTAEV PN TPOGEYYIOT| TPOKEWEVOL VO, oTaOUIGTEL TO 160{0Y10 0QELOVLS/KIVODVOL TNG
yxpNong tov emtricitabine/tenofovir disoproxil yia tn Ogpaneio g HIV-1 Aoipwéng 1 ya tnv
TPOPVAOEN TPV Ao TV £kBEON, VA OTOQAGIOTEL 1] KATAAANAN TapakoAovONoT Katd T d1dpKeLD TNG
Oepaneiog (cupmeprropufavopévne g omdeacnc dlokomng g Oepameiog) kot va peretn0el n avaykn
CUUTANPMOOTG KOTA TEPIMTMOOT).

Orav 1o emtricitabine/tenofovir disoproxil ypnouomoteiton yio tnv Tpo@OAaén Tpv amd v kbeon,
Ta dtopa Oa mpémel va vrofaiiovtal o€ emavoinmtikny a&lohdynon o€ kGbe eTioKEYN TPOKELUEVOL VL,
damotdveral av eEakorovfodv va dratpéyovv vynid kivouvo HIV-1 Aoipwéng. O kivévvog g HIV-
1 Aoipwéne Oa Tpémetl va otabuiletar Evavtt Tov TlavoOVY ETIOPAGEDY GTOVE VEPPOLS KOl TO, 00TH A0
TN pakpoypovia yxpnomn tov emtricitabine/tenofovir disoproxil.

Negpirec exidpdoelc

Neppikéc avemBOUNTEG EVEPYELEG TTOL GLVAOLYV LLE TNV €YYV VEPPIKT COANVOPLOTADELN £XO0VV
avapepbei o TadlaTpikovg acbeveic mov £xovv TpooPfindet amd tov 10 HIV-1 nlikiag 2 €mg
<12 gr@v oty KAwvikn pekétn GS-US-104-0352 (BA. mapaypdpovg 4.8 kot 5.1).

Negppixn roporxorodBnon

H veppu Aettovpyia (kdBapon kpeatvivng Kot pac@opog opov) Ba tpémel va aloloyndel mpv amod
v évapén tov emtricitabine/tenofovir disoproxil yio tn Ogpameio tov HIV-1 1 yio thv mpo@idraén
P amod v Ekbeon kat Oa wpémel va mapakoiovdeital kotd T didpkela TG ¥proNs, 0TS 6TV
TepinTOON TV EVNAIK®V (PA. TapOTAVE).

Negpixn dioysipion

Edv o pocpopog opod emPefaiwndel 611 avépyetar o€ < 3,0 mg/dl (0,96 mmol/l) & omolovonmote
modlaTpkd aobevn Aappaver Emtricitabine/tenofovir disoproxil, 1 veppikn| Asitovpyia Bo Tpémel va
EMOVEKTILATAL EVTOG piaG EOOUASNC, CUUTEPIAAUPOVOLEV®Y KL LETPTICEDY TOV GUYKEVIPDOGEDY
yAvkONg aipatog, kKoAiov aipatog kot YAVKOING ovpwv (BA. moapdypago 4.8, KevIpikn
coAnvaplonddeia). Ent aviyvevong 1 vtovolog veppikdv dtotapaymv, T0te Oa mpénel va Aapupdveton
YVOUATEVCT] OO VEPPOAOYO, Yio va. LeAeTnBel 1 dtakomn TG ¥priong tov Emtricitabine/tenofovir
disoproxil. H dwakom g ypriong tov Emtricitabine/tenofovir disoproxil Oa, wpénet eniong vo, AngOei
VIOYT OTNV TEPIMTOOT TPOOSEVTIKNG LEIMONG TNG VEQPPIKNG AELTOLPYING, OTOV dEV £XEL OVAYVOPLOTEL
Kdmota GAAN outio.

20YY0pnyNon Kot Kivovvog veppikng tol1kotnTog
Ioyhovv ot id1eg cvoTacelg Le Tovg eviAkeg (PA. TOPAKAT® «ZVyYopNYNoN GAL®Y POPUAKEVTIKMV
TPOIOVTOVY).




Negppixy ovoieitovpyio

H ypnion tov emtricitabine/tenofovir disoproxil dev cuvietdrtal o€ dropo nAtkiog Katw Tov 18 e1dv pe
veppikn duciettovpyia (BA. Tapdypagpo 4.2). H xopriynon tov Emtricitabine/tenofovir disoproxil dev
Oa Tpémetl va Eexva og ToudloTpikovg acbevelg pe veppikn ducieitovpyia Kot Bo Tpémel va
dlokomTETOL 08 TOdLUTPIKOVS asBeveic mov eppavifovv veppikr| dushettovpyia KaTd T SLAPKELN TG
¥PHoNG Tov emtricitabine/tenofovir disoproxil.

Emidpdoeic ota oota

H ypnion tov tenofovir disoproxil pmopei va mpokaAécel peiwon g 0oTikng nukvotmrag (OI1).
O emdpdoeic Tov petaforov oty OIl mov oyetiovton pe to tenofovir disoproxil otn
pokporpofecun vyeia TV 06TOV Kol Tov HEALOVTIKO Kivouvo katayudtov oev ivar BEPareg (BA.
mopaypapo S.1).

Eni aviyvevong 1 vmoévolag ooTiK®V SloTapaymy KaTd Tn ¥pnon Tov emtricitabine/tenofovir disoproxil
o€ omolovONmote ToudlaTpikd acevny, Oo mpémet va AapPfavetal yYvoUATenon omd evooKpvoAdyo N/Kat

VEQPOAOYO.

Bapoc kot petaforikéc mapdustpot

Koatd ™ didpreta g avipetpoiikng Bepaneiog evogyetal vo TopovclasTel aENGT TOL COUOTIKOD
Bapovg kabmg Kot TV emmEdV TV Mmidimv Kot T YAVKOINg oto aipa. Ot adAayég avTég pmopet,
€V UEPEL, VO GLVOEOVTOL LE TOV EAEYYO TNG VOGOV Kot Tov Tpdmo {oNc. Avapoptkd pe To Mmidia, o€
OPICUEVEG TEPIMTAGELG LILAPYOVVY eVIEIEELS Yo EMidpaoT NG Bepaneiag, evd 0Gov apopd TNV avénon
TOV GOUATIKOD BAPOVG dEV DTLAPYOLY 1GYLPEG EVOEIEELS TTOV VAL T GLGYETILOVY [l OTOLOONTTOTE
ovykekpipévn Oepameio. H mopakoiovdnon tov Amdiov kot tng YAvkolng oto aipo mpénet va,
Baciletar otig kKobepmpéves katevbuvtnpleg odnyieg Oepameiog Tov HIV. Ot datapoyés tov Mmidiov
Oa mpémel va avtpetonilovol Onwme EVOEikvLTAL KAVIKA.

Mutoyovdpilokn dvoAsttovpyio petd and £kbeon in utero

NovkAeoa(T)IO1KA 0vALOYO EVOEYXETAL VO EXNPEGAGOVY TN UITOYOVOPLOKT AEITOVPYIO O TOKIAO
Babuo, to omoio etvar evrovotepo pe T otafovdivr, dwdavooivn kat {idoBovdivr. ‘Exet avapepbel
utoyovopilakn dvoiertovpyia o HIV apvntikd Ppéen to onoia siyav ektebel in utero xovn petd

TN YEVVNON G€ VOUKAEOGLOIKA aVAAOYa: Ol avapOpPES aVTEG apopovG OV Kuplwg TN Bepameia e
Bepanevtikd oynpata mov mepteiyav {idofovdivn. Ot KOpieg avemBounTeg EVEPYELEG Ol OTTOIEG
avaépnkay, etvar apatoloyikés dtotapayEs (avarpio, ovdeteponevia) Kot LETAPOAIKEG dlaTopoyég
(vymAo erninedo yoloktikob 0&€0g T aipa, VYNAS eninedo Amdong oto aipa). Ot evEPYELEG AVTEG
ovyva NTov Topodikés. ‘Exovv avapepOei omdavio veuporoyikég dtatapayég oOyiung voapéng
(vmepTovia, oTaGHO1, LT PUGIOAOYIKT GUUTEPLPOPA). AgV Eival YVOGTO Tl TOV TAPOVTOG, OV TETOIEG
VEVPOAOYIKEG dlaTapoyég ivarl mapodikég 1 uoviues. Ta svpripate avtd Oo mpénet vo, Aapfdavovtal
VIOYT Y10 0OTOLONTOTE TOST TTOVL EKTEONKE in utero o€ voukheoos(T)101kd avarloya, T0 0Toio
TaPoLGIALEL GOPapd KAVIKE ELPALOTE 0yVAGTOL OLTIOAOYING, 10IMG VELPOAOYIKE EVLPTLOTA.

Ta gupipata avtd dev ennpedlovV Tig TapoHGEG EOVIKEG CLGTAGELS Y10 TN YPTON AVTIPETPOIKNG
Oepamneiog o€ £ykveg yuovaikee, TPokeEVOD va TpoAnedei n kabetn petddoon tov 10d HIV.

2ovopouo Enavepyomoinong 1ov AvocomotnTikoh LUGTHLOTOC

e HIV opobBetikovg acbeveic pe cofapr] avocoloyIKn OVETAPKELL EVOEXETOL VO, EUPOVICTEL, KATH TNV
évapén g CART, pio pAeypovmong avtidpaot 6 UCLUTTOHOTIKG 1] VTOAEUUOTIKE EVKALPIOKA
mafoyova Kot va TpokAnBovv cofapés KMVIKES KOTAGTACELS 1) EMOEIVOON TOV COUTTOUATOV. TéToteg
OVTIOPAGELS £XOVV TLTIKA TAPOVGLUGTEL EVTOS TV TPATOV EROOUAOMV 1| UNVAOVY amd TV Evapén TG
CART. Zyetkd mapodeiypoto givar 1 ap@iPANCTpoeditidn and KuTTOpOUEYOAo1d, YEVIKEVUEVEG KOUM
£0TIOKEC AOTUDEELS amd puKoBoKkTnpidio Kot Tvevpovia opeIlduevn e Preumocystis jirovecii. O,
TPENEL VO, EKTIUDOVTOL OTTOLUONTOTE PAEYLOVADOT GCLUTTOUATO KoL va opiletar Oegpamneia, dtav
amotteitot.



Avtodvooeg dratapayés (6nwg n vooog Tov Graves Kot 1) auTodvoot Nrotitidn) £ovy eniong
avoeepOel 6Tt cupPaivovy Katd T pOOLLGT THG ETOVEPYOTOINGNG TOL (VOGOTOTIKOD GUGTHLLATOC.
Q61660, 0 AVOPEPOUEVOS YPOVOG £MG TNV EvapEN Eivol TEPIGCOTEPO LETOPANTOG KOL AVTA TO YEYOVOTA
umopel va ooy ToALoOG Unveg LeTd v Evapén tng Bepaneiog.

Evkaiprakéc AowwdEgic

Acbeveic ue HIV-1 Aoipmén ot omoior eAdupavay emtricitabine/tenofovir disoproxil 1 GAAN
ovTIpeTPOiKn Bepameio umopel vo eEakolovdcovy va, avarTOcGoUV EVKOIPLUKES AMOUMEELS Kot GAAEG
emmhokéc g HIV Aolpméng kot cuvendg Tpénel va Tapapévouy vd GTEVH 10TPIKT TapaKolovinon
omd yrorpotg pe eumelpia otn Bepaneio acbevav e vOooug cuoyeTiCoueveg Le Tov 10 HIV.

Ooteovékpmon

AvapépnKay TEPITTOGELS 0GTEOVEKPMONG KUPIm¢ o€ acbevelg ne mpoympnuévn Aoipwén HIV

Ko/ pokpdg dwdpketog £kBeon oe CART av kot 1 atiodoyio Oempeiton Tolvmopayovtikn
(ovumepriopfavovtal 1 pnoT KOPTIKOGTEPOEOMV, 1| KATAVAAWDGT) 0AKOOA, 1 GoPapn|
OVOCOKOTOGTOAT, 0 VYNAOTEPOC deiktng nalag ompatog). Ot acBeveig Oa mpémet va {ntovv 1aTpikn
ovuPovin edv mapovctdlovy EVOYANCELS Kol AAYOG oTIC apBpdaoelc, duvokapyia apdpwong 1 SuokoAin
otV xivnon.

2uyyopnynon GAA®V QUPUOKEVTIKAOV TPOTOVTMV

H ypnion tov emtricitabine/tenofovir disoproxil wpémet va amo@evyeTon e GLYYOPTYNOT 1| TPOGPATY
¥PNoN vePpoTtolikol QoapUaKeLTIKOD TPoidvtog (PA. mapdypapo 4.5). Av 11 TOVLTOYPOVY YOPNYNOY| LE
vepPoTo&IKéG 0VGieg Elval OvVATOQEVKTY, 1 VEPPIKN Attovpyia Oa wpénel va mapokolovdeital o
epdopadiaio Baon.

IIepintdoelg o&eglag veQpkng avemdpkelog LETA TV Evapén vynAng 66one | TOAAUTAGY 1N
GTEPOEONDV AVTIPAEYLOVOODOV Qupudkmy (MEAD) éxovv avapepbei o acbeveig ue HIV-1 Aoipmén ot
omototl Erafav Bepameio e tenofovir disoproxil ko elyov mapdyovieg KvoOvVoL Y10 VEQPIKN
dvcierrovpyio. Edv o emtricitabine/tenofovir disoproxil cvyyopnyeiton pe éva MEAD, n veppikn
Aertovpyia Oa Tpémel va mapakolovdeital ETOPKMG.

YymAotepog kivouvog veppikng duciettovpyiag £xel avapepbei oe acbeveig pe HIV-1 Aolpwén mov
élaPav tenofovir disoproxil 6 GUVIVAGHO LE AVAGTOAEN TPOTEACTG EVICYLUEVO UE Titonavir 1)
cobicistat. Aratteitan otV TapaKoAovONGN TNE VEPPIKNG AEITOVPYING 6€ aVToE TOVG acbeveic (BA.
apdypoeo 4.5). Ze acheveig pe HIV-1 hoipmén kot veppikovg Tapdyovieg Kivdvvov, 1 cuyyopnynon
tov tenofovir disoproxil pe Evav evioyvuévo avactorén mpmtedong Oa mpénel va a&loloyeital
TPOGEKTIKAL.

To emtricitabine/tenofovir disoproxil dev mpémel va cuyyopnyeital pe Ao OPUOKEVTIKA TPOIOVTQ
7oV mePEyovv emtricitabine, tenofovir disoproxil, tenofovir alafenamide 1 G Ao avéAoyo KuTidivng,
onwc 1 lamivudine (BA. mapdypago 4.5). To emtricitabine/tenofovir disoproxil dev mpénetl va
ovyyopnyeital pe adefovir dipivoxil.

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

"Eyet Suomiotwbei 6t1 1 cuyyopnynon tenofovir disoproxil pe ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir av&avel Tig cLYKEVTPMOGELS TOL tenofovir
070 TAAGO, EWOKOTEPA TNV TTEPINTOOT OV Ypnoiponoteitorl pali pue Kanowo aywyn yio tov HIV mov
nepiéyet tenofovir disoproxil kot KGO0V OPUOKOKIVITIKO gVioyvTr| (ritonavir 1 cobicistat).

Agv €yel amoderyBel n acedieia tov tenofovir disoproxil 6tav cuyyopnyeiton pe ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir kot KGmTolov QOPUAKOKIVITIKO EVIGYVTH.

O mpénel va Aapfdavovtal voyT ol Thovoi Kivouvol kat ta Thoave o@éAN Tov oxetilovTal pe
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ovyyopnynon, wiaitepa o acbeveic pe avénuévo kivovvo veppikng dusiettovpyiag. Ot acbeveig mov
Aappdavovuv ledipasvir/sofosbuvir, sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir
Tavtdypova pe tenofovir disoproxil Kot Kdmwolov evicyvpévo avactoréa Tpwtedong tov HIV Oa mpémet
va Tapakoiovfodvtal Yo avemBounteg evépyeleg mov oyetilovrat pe to tenofovir disoproxil.

Zvyyopnynon tov tenofovir disoproxil ue didovooivy:
H ovyyopnynon tov tenofovir disoproxil pe didavocivny dev suvictdtot (BA. Tapdypagpo 4.5).

Aywoyn tpmhod cuVOIVOGLOD VOUKAEOGIOIMV

"Exouvv vmdpéet avapopés e VYNAO TOGO0TO 10AOYIKNG OTOTLYING KOl AVATTUENG OVTOYNG GE TPMOLO
o1ad10 oe acbeveic ue HIV-1 Aoipwén, 6tav to tenofovir disoproxil cuvdvactnke pe lamivudine kot
abacavir, 6mwg eniong kot pe lamivudine ko didanosine g Oepamevtikd oynua €@’ droé nuepncing.
Yrdpyel otevn opotdtnta omd TAevpas doung petalv lamivudine ko emtricitabine g eniong Kot
QOPUOKOKIVITIKEG KO QUPLOKOOVVOLUKEG OPOLOTNTEG LETAED OTMV TV 000 pappakwv. Emopévag,
uropel va mapatnpnbodv ta idia mpoPfAnpata, ov o emtricitabine/tenofovir disoproxil yopnyn0ei pe
éva Tpito VOUKAEOO1O1KO OVAAOYO.

Hiwopévol

To emtricitabine/tenofovir disoproxil dev £xet peretn0el o€ dropo nAkiog Tdve omd 65. Ta dropo
nAKiog dvo TV 65 etdv elval mo AV Vo EXOVV LEIMUEVT VEQPIKT] AELTOVPYIM, MG EK TOVTOL
amorteitol Tpocoyn kaTd TN Yop1ynomn tov emtricitabine/tenofovir disoproxil oe nAkiopéva dTopa.

"Exdoya

To Emtricitabine/Tenofovir disoproxil Mylan mepiéyet Aaktoln povoidpukn. Ot acBeveic pe omdvia
KAnpovopkd mtpoPfAnuata dvsavesiog otn Yoraktodln, TANPN AVETAPKELD AOKTAGNC 1] KoK
amoppdPN o YALKOINC-YyoAaKTOING dev TPETEL VO AAUPEVOVY 0VTO TO PUPLOKEVTIKO TPOIHV.

4.5 AlMmiemopdocseig pe GAL0 QUPUUIKEVTIKE TPOTOVTO Kol GAAES pOPPES aAAndemiopaong
Meléteg aAANAETIOPACEWDY EYOVV TPAYLOTOTTOMOEL LOVO GE EVAAIKEG,.

E@ocov ta diokio cuvdvacuod otabeprg 06ong emtricitabine/tenofovir disoproxil mepiéyovv
emtricitabine kot tenofovir disoproxil, omolecdnmote AAANAETIOPACELS EYOVV AVOYVOPIOTEL
HELOVOUEVO LE QVTEG TIG OVGIEG EVOEYETOL VO ELPAVIGTOVV KO UE TOV GLVOVOAGHO oTafepng dOOMC.
Meléteg aANAETIOPACEWDY EYOVV TPAYLOTOTTOMOEL LOVO GE EVAAIKEG,

H gappaxoxivntikn g emtricitabine kot tov tenofovir katd ™ otafepomompévn Katdotaon Otav M
emtricitabine ko to tenofovir disoproxil yopnyndnkov tavtdypova NTav 1010 LE TN POPUUKOKIVITIKT
QVTOV TOV POPUAKEVTIKOV TPOTOVIMV KOTA TN LELOVOUEVT] YOPTYNOT| TOVC.

KhMvucég kan in vitro pehéTec GopUOKOKIVITIKNG OAANAETIOpaoTg £3€1EAV OTL TO EVOEYOLEVO TOV PHECH
tov CYP450 odAnAenidpdoemv mov eumiékovy v emtricitabine kot to tenofovir disoproxil pe Giia

QOPUOKEVTIKG TPOTOVTA, EIval Yo unAod.

H ovyyopnynon dev cuvictdtol

To emtricitabine/tenofovir disoproxil dev mpémel va cuyyopnyeital pue AL QUPUOKEVTIKA TPOIOVTQ
OV TEPLEYOVV OTOLONTOTE ad TIG EVOELS, emtricitabine, tenofovir disoproxil, tenofovir alafenamide
N dAla avaroya kutidivng, onwg lamivudine (BA. mapdypago 4.4). To emtricitabine/tenofovir
disoproxil dev wpémel va cuyyopnyeital pe to adefovir dipivoxil.

Didanosine: H ouyyopnynon tov emtricitabine/tenofovir disoproxil pe didanosine dev cuvictartol
(BA. mapdypoeo 4.4 ko [Mivaxo 2).
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DapraKevTIKG TPOIOVTO TOL ATEKKPIVOVTaL 00 T Veppikh 000: E@doov 1 emtricitabine kot 1o
tenofovir amekkpivovtal Kupime amd TOVE VEQPOLS, 1| CLYYOPNYNON ToL emtricitabine/tenofovir
disoproxil pe oproKELTIKA TPOIOVTO TOV ELATTAOVOLY T1 VEQPIKT Asttovpyia 1} avtaywvilovtol yio
TNV gvepyd cOANVOPLOKY amékkpion (T.y. cidofovir) pmopel vo avENGEL TIG GUYKEVIPMOGELS TNG
emtricitabine, Tov tenofovir KoM T@V GLYYOPNYOVUEVOV PUPUIKEVTIKOV TPOIOVI®MY GTOV 0pO.

H ypnion tov emtricitabine/tenofovir disoproxil mpénet va amo@evyeTon e Guyyopnyno”n 1 TpodsEITN
¥PNON VEPPOTOEIKOD QUPUOKEVTIKOD TPOTOVTOC. Opiopéva, mopadeiypota coumepthapupdvovy, oAl
yopic va mepropilovtar o owtd, aputvoylvkooideg, amphotericin B, foscarnet, ganciclovir,
pentamidine, vancomycin, cidofovir 1j interleukin-2 (BA. mapdypogo 4.4).

Aldec aANAETIOPAGELS

O aAniemdpdoelg peta&y tov emtricitabine/tenofovir disoproxil 1] LEUOVOUEVOV GLGTATIKOV TOV
Kol GAADV QOPUOKEVTIKOV TPoiovTev Tapatifevtol atov [Tivaka 2 mapokdto (n avénon
VITOOEIKVVETOL OC «T», N Lelmom ¢ «|», Kopio petafol ®¢ «<>», 800 popég nuepnoing wg «b.i.d.»
Ko pio popd nuepnoing oc «q.d.»). Edv sivar dtobéopa, ta dteotipate epmotocvvng 90% divovron

o€ mapevOEcels.

Iivaxkog 2: AMniemopdceig petad Tov emtricitabine/tenofovir disoproxil 1 pepovopévov
GUGTUTIK®V TOV KUl GAA®V QUPLIKEVTIK®OV TPOIOVIQOV

DuPPOKEVTIKO TPOTOY ava
OepamevTIiKi TEPLOYN

Emopdocsig 6t enineda
QoppdKov

Méon mocooTioio petafoin

611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EPMLGTOGVVIG, EPOGOV Eivar

2067001 GYETIKA ne TN
suyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

disoproxil
(300 mg q.d./100 mg q.d./245 mg
q.d.)

AUC: | 25% (| 42 éoc | 3)
Conax: | 28% (| 50 é0og 1 5)
Conin: | 26% (| 46 éwoc 1 10)

Tenofovir:
AUC: 1 37%
Ciax: T 34%
Chnin: T29%

Atazanavir/Ritonavir/Emtricitabine

H oAnlkemidopaocn dev £xet
peAetnOet.

owaféopa 245 mg)
(pyeviopdc)
ANTI-AOIMQAH
AvTipETpOoika
AV0GTOAEIS TPOTEACOV
Atazanavir/Ritonavir/Tenofovir Atazanavir: Agv cuvictdton

OVOTTPOCAPLOYN TNG OO0NC.
H avénuévn éxbeomn tov
tenofovir Oa pmopovece va
EVIOYVOEL TIG OYETILONEVECG LE
to tenofovir avemBounteg
EVEPYELEG
cuumePAaUPavoUEVMVY KoL
TOV VEPPIKOV dtatapoydv. H
VEQPIKN AgLTOLPYia TPETEL VO
mapokolovdeitar oteVa

(BA. mapdrypogo 4.4).

Darunavir/Ritonavir/Tenofovir Darunavir:
disoproxil AUC: <
(300 mg q.d./100 mg q.d./245 mg Chin: ©
q.d.)
Tenofovir:
AUC: 1 22%
Chin: T 37%

Darunavir/Ritonavir/Emtricitabine

H aAAnAenidpaon dev €xel
peAetnOet.

Agv cuvioTdton
VATPOGOPLOYT] TG 000G,
H avénpévn €kBeon tov
tenofovir Ba propovce va
eVIoYDoEL TIG OYETILOUEVEG UE
to tenofovir avemBounteg
EVEPYELEG
ouUTEPTAOUPBOVOUEV®VY KoL
TOV VEPPIKQOV dtatapoydv. H
VEQPPIKN AerTovpyin TPETEL VO
mapakolovdeital oTEVA

(BA. mapdypoeo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Lopinavir/Ritonavir/Tenofovir Lopinavir/Ritonavir: Agv cuvieTaTon
disoproxil AUC: & OVOTTPOCAPLOYN TNG OO0NC.
(400 mg b.i.d./100 mg Crnax: < H avénuévn éxbeomn tov
b.i.d./245 mg q.d.) Chin: © tenofovir Oa propovee va
EVIOYVOEL TIG OYETILOUEVECS UE
Tenofovir: to tenofovir avemBounteg

AUC: 1 32% (1 25 éwc 1 38)
Cmax: >

Camin: 1 51% (1 37 é0oc 1 66)

Lopinavir/Ritonavir/Emtricitabine

H oAnlkenidopaon dev £xet
peretnOet.

EVEPYELEG
cLUTEPTAQUPAVOUEVOVY KoL
TOV VEPPIKAOV dtatapoydv. H
VEQPIKN AgLTOLPYi TPEMEL VL
mapakolovdeital oteVa

(BA. mapdypogo 4.4).

NRTIs

Didanosine /Tenofovir disoproxil

H ovyyopnynon tenofovir
disoproxil pe didanosine
oonyet og katd 40-60%
av&nUévn GLGTNOTIKN
£€kBeon ot didanosine.

Didanosine /Emtricitabine

H aAAnAenidpaon dev €xel
peAetnOet.

H ovyyopnynon tov
emtricitabine/tenofovir
disoproxil pe didanosine dgv
ocuviotdrton (BA.

Topaypapo 4.4).

H avénpévn svotnpotikng
éxBeon ot S1davooivn
umopel va avénoet tig
OvVEMBOUNTEG EVEPYELEG TTOV
oyetilovton pe
ddavooivr. Zmdvia, Exovv
avagepbei Toykpeatitido Kot
YOAOKTIKY 0EEWOMN, evioTe
Bavatneopec. H
ovyyopnynon tov tenofovir
disoproxil pe didavocivn o
80601 400 mg nuepnoing
GLOYETIGTNKE LE ONUOAVTIKN
ueimon Tov aptdpov
Kuttdpov CD4, mbavaog
AOY® EVOOKLTTAPLOG
oAAnAenidpaonc €€ artiog
g omoiog avéndnke n
OOOPOPLAIOUEV (ONA. M
dpaotikn) d1davocivr. Mia
pelmpEVN 06om TV 250 mg
Sdavocivng cuyxopMnyoLLEYT|
pe Bepamneia tenofovir
disoproxil cvoyetiotnke pe
avaQopEéG LYNAOD TOGOGTOV
LOAOYIKNG amoTuyiog Le TOoVg
SaPOPOLG GVVIVAGOVE TOV
SOKIHAGTNKAY Y10, TN
Bepamneio g Aoipwéng amd
tov 10 HIV-1.
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Lamivudine /Tenofovir disoproxil Lamivudine: H lamivudine kot o

AUC: | 3% (| 8% éoc 1 15)
Cona: | 24% (| 44 é0oc | 12)

Tenofovir:

AUC: | 4% (] 15 émg 1 8)
Crax: T 102% (| 96 émg

1 108)

Cmin: AY

emtricitabine/tenofovir
disoproxil dev mpénet va
YOPIYOUVTOL TOVTOYPOVA (PA.
mopaypapo 4.4).

Efavirenz /Tenofovir disoproxil

Efavirenz:

AUC: | 4% (| 7Témg | 1)
Crmax: | 4% (] 9 éwc 1 2)
Cmin: AY

Tenofovir:

AUC: | 1% (| 8 éwg 1 6)
Crax: T 7% (| 6 é00¢ 1 22)
Cmin: AY

Agv amoiteiton
OVOTTPOCUPLOYH TNG 0O6oNG
g efavirenz.

ANTI-AOIMQAH

Avtukoi Tapdyovtes yio Tov 10 T nratitwag B (HBVY)

Adefovir dipivoxil/Tenofovir
disoproxil

Adefovir dipivoxil:

AUC: | 11% (| 14 éwg | 7)
Cmax: | 7% (] 13 éog | 0)
Cmin: AY

Tenofovir:

AUC: | 2% (| 5 éwg 1 0)
Crax: | 1% (] 7 €éw¢ 1 6)
Cmin: AY

H adefovir dipivoxil koun
emtricitabine/tenofovir
disoproxil dev mpénet va
yopnyovvrot Tawtdypova (PA.
Topaypapo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
AvTukoi Tapayovteg Yo tov 16 e nratitidoeg C (HCV)
Ledipasvir/Sofosbuvir Ledipasvir: Ot ov&npévec GLYKEVTPMOELG

(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 éo

1 121)

Cmax: 1 68% (1 54 é0oc 1 84)
Crnin: T 118% (1 91 éooc

1 150)

Sofosbuvir:
AUC: &

Crax: «

GS-3310072:
AUC: &
Cmax: >

Coin: T 42% (1 34 éoc 1 49)

Atazanavir:
AUC: &
CITIB.X: Ad

Conin: 1 63% (1 45 é0oc 1 84)

Ritonavir:
AUC: &
Cmax: >

Crnin: 1 45% (1 27 éoc 1 64)

Emtricitabine:
AUC: &
CITIB.X: Ad

Chin: &

Tenofovir:

AUC: &

Crax: T 47% (1 37 é0¢ T 58)
Chin: T47% (1 38 é0¢ 1 57)

Tov tenofovir 6to TAdo U
OV €lval AmOTEAEGLOL TNG
ouyyopnynong tenofovir
disoproxil,
ledipasvir/sofosbuvir kot
atazanavir/ritonavir, dOvorton
Vo ENCOVV TIG
avemBounteg evépyeleg Tov
oyetilovton pe to tenofovir
disoproxil,
GUUTEPTAAUPOVOUEV®V TOV
VEQPIKOV d10TapayDV. AgV
£yel amodeyDei n acpdieto
tov tenofovir disoproxil 6tav
ypnoonoteiton poli pe
ledipasvir/sofosbuvir kot
KATOL0V QOPUAKOKIVITIKO
evioyvtn (m.y. ritonavir 1)
cobicistat).

O ocvvdvacpoc Bo Tpémel va
YPNOLOTOEITOL LE TPOGOYN
KO LLE GLUYVT VEQPIKN
TapaKorlovONon, epdcov dev
VAP oVV S100EGIIEG GANEG
EVOAOKTIKEG eMAOYEG (BA.
Topaypapo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)

(1 aviepoc)
Ledipasvir/Sofosbuvir Ledipasvir: Ot ov&npévec GLYKEVTPMOOELG
(90 mg/400 mg q.d.) + AUC: & Tov tenofovir 6to TAGCHO
Darunavir/Ritonavir Crnax: < 7OV €ivOl ATOTEAEG LA TNG
(800 mg q.d./100 mg q.d.) + Chin: © ovyyopnynong tenofovir
Emtricitabine/Tenofovir disoproxil disoproxil,
(200 mg/245 mg q.d.)! Sofosbuvir: ledipasvir/sofosbuvir kot

AUC: | 27% (| 35 éoc | 18)
Cmax: | 37% (| 48 é0oc | 25)

GS-3310072
AUC: &
Cmax: >

Cmin: >

Darunavir:
AUC: &
Cmax: Ad

Chin: &

Ritonavir:
AUC: &
Cmax: >

Conin: 1 48% (1 34 é0oc 1 63)

Emtricitabine:
AUC: &
Cmax: Ad

Chin: &

Tenofovir:

AUC: 1 50% (1 42 éo¢ T 59)
Crax: T 64% (1 54 éo¢ T 74)
Chin: 1 59% (1 49 é0¢ 1 70)

darunavir/ritonavir, dVvortol
Vo ENCOVV TIG
avemBounteg evépyeleg mov
oyetifovton pe to tenofovir
disoproxil,
GUUTEPTAAUPOAVOUEV®Y TOV
VEQPPIKOV d10TapaYDV. Agv
£yel amodeyDei n acpdaieto
tov tenofovir disoproxilotav
ypnoonoteiton poli pe
ledipasvir/sofosbuvir kot
KATOL0V QOPUAKOKIVITIKO
gvioyvtn (m.y. ritonavir 1)
cobicistat).

O ocvvdvacudc Ba mpémetl va
YPNOLOTOEITOL LE TPOGOYN
KO LLE GLUYVT VEQPIKN
mopoKoAovOn o, EpOGOV dev
VAP oVV S100EGIIEG GANEG
eVOALOKTIKEG EMAOYEG (BA.
Topaypapo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Ledipasvir/Sofosbuvir Ledipasvir: Agv cuvieTaTon

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

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

AUC: | 34% (| 41 éoc | 25)
Crmax: | 34% (| 41 é0oc 1 25)
Conin: | 34% (| 43 éwoc 1 24)

Sofosbuvir:
AUC: &

Crax: ©

GS-3310072
AUC: &
Cmax: >

Cmin: >

Efavirenz:
AUC: &
Cmax: Ad

Chin: &

Emtricitabine:
AUC: &
Cmax: >

Cmin: >

Tenofovir:

AUC: 1 98% (1 77 émg
1123)

Cinax: T 79% (1 56 éo¢ 1 104)
Chnin: T 163% (1 137 g
1197)

OVOTTPOCAPLOYN TNG OO0NC.
H avénuévn éxbeom oto
tenofovir Ba propovce va
EVIOYVOEL TIG OYETILOUEVECS UE
0 tenofovir disoproxil
avemBounteg evépyeleg,
GUUTEPTAAUPAVOUEV®Y TOV
VEPPIKQOV d10TOPOYDV.

H veppikn Aettovpyio B
TPEMEL Vo TapoakoAovOeital
otevd (PA. Tapdypapo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Ledipasvir/Sofosbuvir Ledipasvir: Agv cuvieTaTon
(90 mg/400 mg q.d.) + AUC: & OVOTTPOCAPLOYN TNG OO0NC.
Emtricitabine/Rilpivirine/ Cinax: <> H avénuévn éxbeom oto
Tenofovir disoproxil Chnin: <> tenofovir Ba propovce va
(200 mg/25 mg/245 mg q.d.) gvioyvoel TiG oyeTIOUEVEG UE
Sofosbuvir: 0 tenofovir disoproxil
AUC: & avemBOunTEg EVEPYELES,
Chnax: <> GUUTEPTAAUPAVOUEV®Y TOV
VEPPIKQOV d10TOPOYDV.
GS-331007>
AUC: & H veppikn Aettovpyio B
Chnax: <> TPEMEL Vo TapoakoAovOeital
Chin: < otevd (PA. Tapdypapo 4.4).
Emtricitabine:
AUC: <
CITIB.X: >
Chin: &
Rilpivirine:
AUC: &
Cmax: >
Cmin: >
Tenofovir:

AUC: 1 40% (1 31 éog 1 50)
Cmax: Ad

Cuin: 1 91% (1 74 é0¢ 1 110)
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DappPaKEVLTIKO TPOIOY AVA

OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)

Ledipasvir/Sofosbuvir Sofosbuvir: Agv amoiteiton
(90 mg/400 mg q.d.) + Dolutegravir | AUC: < OVOTPOGOPLOYY] TG OOCTG.
(50 mg q.d.) + Crax, < H avénuévn éxbeom oto
Emtricitabine/Tenofovir disoproxil tenofovir fa propovce va
(200 mg/245 mg q.d.) GS-3310072 evioyVoel TG oyeTIlOpEVEG e

AUC: < to tenofovir disoproxil

Crax: < avemBounteg evépyeleg,

Cinin: <> GUUTEPTAAUPAVOUEV®Y TOV

VEQPIKOV dlatapaydv. H

Ledipasvir: veppikn Asrtovpyia Oo mpémet

AUC: <> VoL TapokoAovOeital 6TeEVE

Conax: > (BA. mapdypogo 4.4).

Cmin: >

Dolutegravir

AUC: <

CITIB.X: >

Cmin: >

Emtricitabine:

AUC: <

CITIB.X: >

Cmin: >

Tenofovir:

AUC: 1 65% (1 59 éoc 1 71)
Cmax: 1 61% (1 51 é00g 1 72)
Conin: 1 115% (1 105 $a¢

1 126)
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)

Sofosbuvir/Velpatasvir Sofosbuvir: Ot avEnpéVEC GLYKEVTPMGELC
(400 mg/100 mg q.d.) + AUC: & Tov tenofovir 6to TAGCHO
Atazanavir/Ritonavir Crax: < 7OV €IVOL ATOTEAEG LA TNG
(300 mg q.d./100 mg q.d.) + ovyyopnynong tenofovir
Emtricitabine/Tenofovir disoproxil | GS-331007% disoproxil,
(200 mg/245 mg q.d.) AUC: & sofosbuvir/velpatasvir kot

Chax: < atazanavir/ritonavir, duvorol

Conin: 1 42% (1 37 éoc 1 49)

Velpatasvir:

AUC: 1 142% (1 123 éog

1 164)

Cmax: 1 55% (1 41 éwg 1 71)
Cuin: T301% (1 257 €oog

1 350)

Atazanavir:
AUC: &
Cmax: >

Comin: 1 39% (1 20 éoc 1 61)

Ritonavir:
AUC: &
Cmax: >

Conin: 1 29% (1 15 éoc 1 44)

Emtricitabine:
AUC: &
Cmax: Ad

Chin: &

Tenofovir:

AUC: &

Crmax: 1 55% (1 43 éwc T 68)
Chin: 7 39% (1 31 éwc 1 48)

va avénoovv Tig
avemBounteg evépyeleg TOv
oyetifovton pe 1o tenofovir
disoproxil,
SLUTEPIAAUPOVOLEV®Y TOV
VEQPPIKOV dlatapoydv. Agv
éxet amoderyfei  acpdiein
tov tenofovir disoproxil 6tav
ypnowomoteiton pali pe
sofosbuvir/velpatasvir kot
KOO0V (POPUOKOKIVITIKO
gvioyvutn (m.y. ritonavir 1)
cobicistat).

O ocvvdvacuoc Bo Tpémel va
YPNOLOTOEITON LE TPOGOYN
KoL [LE GUYVI VEQPLKN
mapokorovOnon (BA.
Tapdypoeo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Sofosbuvir/Velpatasvir Sofosbuvir: Ot avEnpéVEC GLYKEVTPMGELC

(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.)

AUC: | 28% (| 34 éoc | 20)
Comax: | 38% (| 46 é0oc | 29)

GS-3310072
AUC: &
Cmax: >

Chin: &

Velpatasvir:
AUC: <
Cmax: | 24% (| 35 émg | 11)

Chin: &

Darunavir:
AUC: &
Cmax: Ad

Chin: &

Ritonavir:
AUC: &
Cmax: Ad

Cmin: >

Emtricitabine:
AUC: &
CITIB.X: Ad

Cmin: >

Tenofovir:

AUC: 1 39% (1 33 ¢ 1 44)
Cinax: T 55% (1 45 éo¢ 1 66)
Chin: 7 52% (1 45 éw0¢ 1 59)

Tov tenofovir 6to TAGCHO
7OV €IVOL ATOTEAEG LA TNG
ovyyopnynong tenofovir
disoproxil,
sofosbuvir/velpatasvir ko
darunavir/ritonavir, dvvortol
va av&noovv Tig
avemBouunteg evEPYELES TOV
oyetifovton pe to tenofovir
disoproxil,
CLUTEPIAAUPOVOLEVOV TOV
VEQPIKOV dlatapoydv. Agv
éxetl amodeyfei  acpdiein
tov tenofovir disoproxil 6étav
ypnowomoteiton pali pe
sofosbuvir/velpatasvir kot
KO0V (POPUAKOKIVITIKO
evioyvtn (m.y. ritonavir 1)
cobicistat).

O cvvdvacuoc Bo Tpémel va
YPNOLOTOEITON LLE TPOGOYN
KO [LE GUYVT VEQPLKN
mapoakorovOnon (BA.
Tapdypoeo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Sofosbuvir/Velpatasvir Sofosbuvir: Ot avEnpéVEC GLYKEVTPMGELC

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

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

AUC: | 29% (| 36 éoc | 22)
Cmax: | 41% (| 51 é0oc | 29)

GS-3310072
AUC: &
Cmax: >

Chin: &

Velpatasvir:

AUC: <

Cmax: 1 30% (| 41 éwg | 17)
Cuin: T 63% (1 43 éwc T 85)

Lopinavir:
AUC: <
Cmax: >

Chin: &

Ritonavir:
AUC: &
Cmax: Ad

Cmin: >

Emtricitabine:
AUC: &
CITIB.X: Ad

Cmin: >

Tenofovir:
AUC: &
Chnax: T42% (1 27 ¢ 1 57)

Cmin: e

Tov tenofovir 6to TAGCHO
7OV €IVOL ATOTEAEG LA TNG
ovyyopnynong tenofovir
disoproxil,
sofosbuvir/velpatasvir ko
lopinavir/ritonavir, d0vorTon
va ovénoovv Tig
avemBouunteg evEPyELEg TOV
oyetifovton pe 1o tenofovir
disoproxil,
GUUTEPIAAUPOVOLEVOV TOV
VEQPPIKOV dlatapoydv. Agv
éxet amodeyfei  acpdiein
tov tenofovir disoproxil 6tav
ypnowomoteiton pali pe
sofosbuvir/velpatasvir kot
KOO0V (POPUOKOKIVITIKO
gvioyvutn (m.y. ritonavir 1)
cobicistat).

O ocvvdvacuoc Bo Tpémel va
YPNOLOTOEITON LE TPOGOYN
KoL [LE GUYVI VEQPLKN
mapokorovOnon (BA.
Tapdypoeo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)

Sofosbuvir/Velpatasvir Sofosbuvir: Agv cuvioTdTton
(400 mg/100 mg q.d.) + AUC: & OVOTPOGOPLOYY] TG OOCTG.
Raltegravir Crax: © H avénuévn éxbeom oto
(400 mg b.i.d) + tenofovir fa propovce va
Emtricitabine/Tenofovir disoproxil | GS-331007% EVIoYVOEL TIG OXETICOMEVEG e
(200 mg/245 mg q.d.) AUC: < 0 tenofovir disoproxil

Crax: < avemBounteg evépyeleg,

Conin: <> GUUTEPTAAUPAVOUEV®Y TOV

VEQPIKOV dlatapaydv. H

Velpatasvir: veppikn| Aertovpyia Oa mpémet

AUC: <> VoL TapokoAovOeital 6TeEVE

Conax: > (BA. mapdypogo 4.4).

Chin: &

Raltegravir:

AUC: <

CITIB.X: >

Coin: | 21% (| 58 éwoc 1 48)

Emtricitabine:
AUC: &
Cmax: Ad

Cmin: >

Tenofovir:

AUC: 1 40% (1 34 ¢ 1 45)
Crax: T 46% (1 39 énc T 54)
Chin: T 70% (1 61 éw0c 1 79)
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)

Sofosbuvir/Velpatasvir Sofosbuvir: H ovyyopiynon
(400 mg/100 mg q.d.) + AUC: & sofosbuvir/velpatasvir kot
Efavirenz/Emtricitabine/Tenofovir | Cmax: T 38% (1 14 é0g 1 67) | efavirenz avopéveron va
disoproxil LELDGEL TIG GUYKEVIPADGELS
(600 mg/200 mg/245 mg q.d.) GS-331007>% TOV Vvelpatasvir 6To TAGGOL.

AUC: < H ovyyopriynon

Cnax: <> sofosbuvir/velpatasvir pe

Cinin: <> Oepamevtikd oyuoTa OV

nepigyovv efavirenz dev
Velpatasvir: GLVIGTATOL.

AUC: | 53% (| 61 éoc | 43)
Cmax: | 47% (| 57 é00c | 36)
Comin: | 57% (| 64 éoc | 48)

Efavirenz:
AUC: &
Cmax: Ad

Chin: &

Emtricitabine:
AUC: &
Cmax: Ad

Cmin: >

Tenofovir:

AUC: 1 81% (1 68 ém¢ 1 94)
Cmax: T 77% (1 53 éwg 1 104)
Chin: T 121% (1 100 g

1 143)
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DappPaKEVLTIKO TPOIOY AVA

OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)

Sofosbuvir/Velpatasvir Sofosbuvir: Agv cuvioTdTton
(400 mg/100 mg q.d.) + AUC: & OVOTPOGOPLOYY] TG OOCTG.
Emtricitabine/Rilpivirine/Tenofovir | Cmax: <> H avénuévn éxbBeon oto
disoproxil tenofovir Oa propovee va
(200 mg/25 mg/245 mg q.d.) GS-3310072 EVIOYDOEL TIG GYETILOHEVEG [IE

AUC: & to tenofovir disoproxil

Crax: < avemBounteg evépyeleg,

Conin: <> GUUTEPTAAUPAVOUEV®Y TOV

VEQPIKOV dlatapaydv. H

Velpatasvir: veppikn| Aertovpyia Oa mpémet

AUC: <> VoL TapokoAovOeital 6TeEVE

Conax: > (BA. mapdypogo 4.4).

Chin: &

Emtricitabine:

AUC: <

CITIB.X: >

Chin: &

Rilpivirine:

AUC: <

CITIB.X: >

Cmin: >

Tenofovir:

AUC: 1 40% (1 34 éoc 1 46)
Cmax: 1 44% (1 33 é00¢ 1 55)
Coin: 1 84% (1 76 é0oc 1 92)
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owaféopa 245 mg)
(1 aviepoc)
Sofosbuvir/Velpatasvir/ Sofosbuvir: Ot avénuéveg
Voxilaprevir (400 mg/100 mg/ AUC: & OLYKEVTPMGELC TOVL tenofovir
100 mg+100 mg q.d.)* + Darunavir | Cpax: | 30% 07O TAAGLO TTOV Etvat
(800 mg q.d.) + Ritonavir (100 mg | Cpin: N/A OTTOTELEC LA TG
q.d.) + Emtricitabine/Tenofovir cvyyopnynong tenofovir
disoproxil (200 mg/245 mg q.d.) GS-3310072: disoproxil,
AUC: & sofosbuvir/velpatasvir/voxil
Chnax: > aprevir ko darunavir
Chnin: N/A /ritonavir, dOvaTal vo
avénoovy Tig avemiBounteg
Velpatasvir: gvépyeleg mov oyetilovtan e
AUC: & to tenofovir disoproxil,
Chnax: <> CLUTEPIAALPAVOUEVOV TOV
Chnin: <> VEQPPIKAOV dlaTapoydv. Agv
&xel amooeybei n acpaleia
Voxilaprevir: tov tenofovir disoproxil

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

Darunavir:
AUC: &
Cmax: Ad

Conint | 34%

Ritonavir:
AUC: 1 45%
Clnax: T 60%

Cmin: >

Emtricitabine:
AUC: &
CITIB.X: Ad

Cmin: >

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

otav ypnotpomoteitan pali
ue
sofosbuvir/velpatasvir/voxil
aprevir Kot Kamotov
QOPUOKOKIVITIKO EVIGYVTH
(m.x. ritonavir 1 cobicistat).

O cvvdvacpog o mTpémet va
XPNOYLOTOIEITAL LE TTPOGOYN
KO L€ GUYVT VEQPPIKN
mopakolovdnon (PA.
mopaypoo 4.4).
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioia petaforn
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival
owaféopa

(1 aviepoc)

YV0TOOT GYETIKA PE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(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: &
Crax: | 19% (] 40 éwc 1 10)

GS-331007%
AUC: &
Crmax: | 23% (| 30 éwg T 16)

Efavirenz:
AUC: &
Cmax: >

Chin: &

Emtricitabine:
AUC: &
Cmax: Ad

Cmin: >

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

Chin: &

Agv omonteiton
OVOTTPOCAPLOYN TNG OO0NC.

Ribavirin/Tenofovir disoproxil

Ribavirin:

AUC: 1 26% (1 20 émc T 32)
Crax: § 5% (| 11 g T 1)
Cmin: AY

Agv amonteiton TPOcApPROYN
g 060N ToL ribavirin.

AvTuukoi TapdyovTes Yo Tov 10 ToV £pmnTo.

Famciclovir/Emtricitabine

Famciclovir:

AUC: | 9% (| 16 émg | 1)
Crmax: | 7% (] 22 ég 1 11)
Cmin: AY

Emtricitabine:

AUC: | 7% (| 13 émg | 1)
Ciax: | 11% (] 20é0c 1 1)
Cmin: AY

Agv amorteiton
OVOTTPOCUPLOYH TNG 0O6oNG
tov famciclovir.

Dappoxke Katd TOV pukopfaxtnpiov

Rifampicin/Tenofovir disoproxil

Tenofovir:

AUC: | 12% (] 16 éoc | 8)
Crax: | 16% (] 22 éw¢ | 10)
Cuin: | 15% (| 12 é00¢ | 9)

Agv amouteiton
OVOTTPOCAPLOYN TNG OO0NC.
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DappPaKEVLTIKO TPOIOY AVA
OepamevTiKi TEPLOYN

Emopaosig ota emineda
QoppdKov
Méon mocooTioio petafoin
611G TIpES AUC, Cmaxs Crmin
pe 90% owotipata
EUMOTOOVVIG, EQPOGOV gival

YV0TOON GYETIKA pE TN
svuyyopiiynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

Tenofovir disoproxil

AUC: | 4% (| 32 & 1 34)
Conax: | 5% (| 27 é0c 1 24)

Ethinyl oestradiol:

AUC: | 4% (] 9 g 1 0)
Cmax: | 6% (] 13 éwg 1 0)
Cuin: | 2% (] 9 g 1 6)

owaféopa 245 mg)
(1 aviepoc)
AIIO TOY ZTOMATOZX ANTIZYAAHIITIKA
Norgestimate/Ethinyl oestradiol/ Norgestimate: Agv amotteiton

AVATPOGUPLOYT TNG 000G
Tov norgestimate/ethinyl
oestradiol.

ANOXZOKATAXTAATIKA

Tacrolimus/Tenofovir
disoproxil/Emtricitabine

Tacrolimus:

AUC:14% (] 3émg 1 11)
Cmax: 13% (] 3€00619)
Cmin: AY

Emtricitabine:

AUC: | 5% (| 9€émg | 1)
Cmax: § 11% (] 17 éw0g | 5)
Cmin: AY

Tenofovir:

AUC: 1 6% (| 1ém¢ 1 13)
Cmax: T13% (1 1 éog T 27)
Cmin: AY

Agev amortteitan
AVATPOGUPLOYT TNG 000G
Tov tacrolimus.

OIIIOYXA ANAATHTIKA

Methadone /Tenofovir disoproxil

Methadone:

AUC: 1 5% (| 2 éog 1 13)
Ciax: T5% (| 3ém¢ 1 14)
Cmin: AY

Agv amoiteiton
AVATPOGUPLOYT TNG 000G
¢ methadone.

AY = dev vmoAoyioTnKe.
N/A = dev gpoppoletor.

! Agdopéva mov mpokvmTovy 0md TN YopRynon d6ong tavtdypove. pe ledipasvir/sofosbuvir. H khpoxmth yopiynon (ue
Sapopd 12 wpdv) £Edwoe TapOUOLn OTOTEAEGHLATOL.

2 O x0p1og KuKALo@opGOV petaforitng Tov sofosbuvir.
3 Mehé mov mpaypotonomdnke pe emmAéov voxilaprevir 100 mg yio vo emtevy@obv ekbéoeig voxilaprevir mov

avapévovtar og acbeveig pe Aolpmén HCV.

4.6 Tovipétra, kKONoN KM yorovyio

Kvnon

Ta dedopéva amd peydio apBpd eykdwv yovakov (teptocotepeg and 1.000 tepittdoeic EkPaong
EYKVHOGVVNG) OEV KATUDEIKVVOLV TNV VTOPEN CLYYEVAOV SLGUOPPLDV T} TOEIKOTNTAG GTO

éuPpvo/veoyvd oyxetilopevng pe tnv emtricitabine kot To tenofovir disoproxil. Meléteg oe {oa pe v

emtricitabine kot To tenofovir disoproxil dev katédei&av avamapoywytkny To&kotnTo (BA.
Tapdypoeo 5.3). Zuvenmg 1 ypnon Tov emtricitabine/tenofovir disoproxil 8o pwopovoe va
UTOPOCIOTEL KOTA TN SIAPKELD TNG EYKVUOCHVNG, EGV OLT KPIVETOL amapoiTnT.
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OnAacpos

H emtricitabine kot to tenofovir éyet amoderyBei 6T1 amekkpivovion 610 avOpdmvo yaha. Ydpyovv
OVETOPKELG TANPOPOPIES GYETIKA LE TNV EMIOPAICT] TNG emtricitabine kot Tov tenofovir ota
veoyévvnto/Ppéen. uvenmg to emtricitabine/tenofovir disoproxil dev mpénel va ypnoiponoleitol KoTd
™V SdpKELD TOL ONAacov.

IIpokeévou va amopegvybei n petdadoon tov 100 HIV 6to Bpépog, suvictdtal ot yuvaikeg mov {ovv pe
tov 10 HIV va unv nAdlovv ta Bpéen tovg.

Tovuotnta

Agv vapyovv dabécia dedopEVa Yo avOPOTOVG GYETIK LE TIG EMTTOCELS TOV
emtricitabine/tenofovir disoproxil. Mg étec oe {dha dev KATESEIEQV EMKIVOVVEG EMMTOCELS TNG
emtricitabine 1 tov tenofovir disoproxil otn yovipotnra.

4.7 Emopacels 6Ty IKavoTnTo 001Y161NS KUl YELPLEROD UMY OVI|LETOV

Agv mpaypotomomnOnikoy peAETeG GYETIKA [E TIG EMOPACELS TOV emtricitabine/tenofovir disoproxil
OTNV KAVOTNTO 001yNO™G KOl XEPIGHOV unyovnudtov. Ev toutolg, ta dtopa wov to Aapupdvouv
TPETEL VO, TANPOQOPOVVTAL OTL KOTA TN SLAPKELN ayyg Le emtricitabine ko tenofovir disoproxil
avapépOnke (aAn.

4.8 AvemOOuNTESG EVEPYELES

IIepiinyn Tov TPOEIA AGQAAELOG

HIV-1 Aotuawén: Or mhéov cuyvd avapepBeioeg avemBOunteg evépyeteg mov Bempndnkay oyeti{OEVES
N mBavog oxeTilopeveg e TV emtricitabine 1)/kot to tenofovir disoproxil tav vavtio (12%) kot
duappota (7%) oe o Toyoomomuévn KAVIKN peAétn avouytg emtornpavong (GS-01-934, BA.
wapdypo@o 5.1). To mpo@id acpdietlog g emtricitabine kot tov tenofovir disoproxil ot
GUYKEKPIUEVT] HEAETN NTOV COUPMVO LE TNV TPONYOVUEVT] EUTELPIO L€ OLTOVG TOVS TAPAYOVTES, OTAV
o0 kafévag yopnyndnke pall pe dAlovg avTPETPOTKOVG TAPAYOVTES.

Tlpopdraln mpiv amo vy éxbeon: Aev eviomioTnkay avemBounteg evépyeleg and 1o
emtricitabine/tenofovir disoproxil o dV0 TVYOOTOINUEVEG, EAEYYOUEVEG LLE ELKOVIKO QAPUOKO PEAETEG
(iPrEx, Partners PrEP) 6to mhaicio twv omoimv 2.830 eviiikeg ywpig HIV-1 Aoiuwén érapav
emtricitabine/tenofovir disoproxil pia eopd nuepnoimg o TpoPdAacn Tpv amd v Ekbeomn. Ot
aoBeveig teAovoay VIO TapakorlovOnon yia didpeco ddotnua 71 efdouddwv kot 87 efdopddwv,
avtiototrya. H mo ocvyvn avemBountn evépyela mov avaeépbnke oty opdada Tov
emtricitabine/tenofovir disoproxil otn peiét iPrEx fitav n kepoakaiyia (1%).

2 VVOTTIKN TEPIANYN avETOOUNTOV EVEPYELDV

Ot avemBOunTeg evépyeleg o1 omoieg BewpnONKay TOLAGYIGTOV TOAVHOC GLGYETILOUEVEG LE TOL
oLOTATIKA TOL emtricitabine/tenofovir disoproxil amd KAVIKEG LEAETEG KO atd TNV EUTEIPIN LETE TNV
KuKlogopia og acbeveic pe HIV-1 Aoipmén, kataypdeovtor otov [livaka 3, wo kdtw, avd Katnyopio
0pYOVIKOD GLUGTILLOTOC TOV GMUOTOC Kol GLYVOTNTA Eppdvions. Evtog kabe katnyopiag ocvyvotntog
EUOAVIONG, Ol AveMBOUNTES evEPYelec mapatiBevTat katd eBivovca oelpd coPfapdtnroc. Ot
oLYVOTNTEG TPoodlopilovTal ¢ ToAD cuyvég (= 1/10), cuyvég (= 1/100 €wg < 1/10), oyt cuyvég

(= 1/1.000 ém¢ < 1/100) /) ordvieg (= 1/10.000 £wc < 1/1.000).
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Iivakog 3: ZovorTikn wEPiANYN TOV AvemOOUNTOV evEPYELDOY TOV GYeTiOVTOL UE TO
REROVOREVE 6VGTATIKG TOV emtricitabine/tenofovir disoproxil facel TOV KMVIK®OV HELETAOV KoL
NG EPTTEPLOG PETA TNV KVKAOQOpia

YoyvétnTo | Emtricitabine | Tenofovir disoproxil
A1aT0p0YEC TOD QUUOTIONTIKOD KO TOD ASUPIKOD OVOTHUOTOS:!

Xuyvec: ovdeteponevia

Oy ovyvéc: avouuio?

A1070p0YES TOD AVOGOTOTIKOD GVOTHIUATOG:

Xuyvéc | OAAEPYIKT avTidpaom |

Awazopoyég tov uetafoliouod kar s Opéyng:

[ToAV cuyvéc: VITOPOGETAI0
. vrepYAvKapiol,

ZogvES: UnagprMltlsmSmuia

Oy ovyvéc: vrokaAlonpio!

YTOVIEG: YOAOKTIKN 0EEmon

Poylatpirés o1aTapoyes:

Xuyvec abmvia, U QUGLOA0YIKE OVELPA. |

A1070p0oyES TOL VEVPIKOD GUATIIOTOS:

IToAb cvyvéc: KeEQOAaAYiol {aan

Xuyvéc: Can KeQOAQAyiol

A1070p0YES TOD YOTTPEVTEPIKOD.

IToAb cvyvéc: d1appota, vauTtio duappota, ELETOC, VOUTio
ovénuéva enimeda apvLAdoNg
. OUNITEP lm“,ﬁ GVOHEVIS TS KOWAMOKO GAyog, KOWAlaKT oldtaon,
Yuyvéc: TOYKPEATIKNG OLVAACTG, ,
. ; . , LETEDPIOUOG
ovénuéva enimeda Amdong opov,
£UETOC, KOIMOKO GAYOG, duoTEWin
Oy ovyvéc: TOYKPENTITION

A1ozopoyég T00 HTaTog Kol

TV YOAPOpwv:

ovénuéva ETMESH ACTOPTIKNG
apvotpavoeepdong (AST) otov
0po M/kar ovénuéva emineda

Xuyvéc: LVOTPOVOPEpEoTIC TC EAAVIVIC ovEnuévo EMImEd TPAVOUUVACHY
(ALT) otov opd,
vrepyoAepLOpvario
Xraviec: NAATIKNY OTEATOON, NAATITION
A1070poyES TOL JEPUATOS KL TOVD DTOIOPLOD 1GTOD.
IToAb cvyvéc: eEhvOnua
KUOTIKO-QLGUAMOMTO eEAvON L,
QAVKTOVDOES EEAVOM UL,
Suyvéc: Kn?uSoBkanSd)Ssg’ e&avon pat,
eEAvON o, KVNGUOGC, oVPTIKAPLL,
UTOYPMUATIGUOC TOL SEPLLOTOC
(umeppeAdyypmon)®
Oyt cvyvée: ayyeooidnua’
Xravieg: ayyelooionuo

A1070p0YES TOD UDOTKEAETIKOD GVGTAUOTOS KOL TOD GOVIETIKOD 10TOD:!

avénuéva enineda Kivaong g

[ToAb cvyvéc: Kpeativiic

2uyvéc UELOUEVT) OGTIKN TUKVOTNTO

Oy ovyvéc: papdopvorvon!, poikn advvapio!
00TEOUAANKIO (TOV EKONADVETOL

Sméviec: ®G 00TIKO GAY0G Kol GUUPAAAEL

Oy ovyva o Kathypota)',
uvondfeia
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Yuyvotnra | Emtricitabine | Tenofovir disoproxil
AOTOPOYES TV VEPPDY KOL TV 0VPOPOPDY 00DV:

ovénuévn Kpeatvivn,
TPOTEIVOLPLN, KEVTIPIKT VEPPIKN
Oyt ouyvéc: cwAinvoplonddeto,
GLUTEPIAOUBAVOLEVOD TOV
ouvopouov Fanconi

VEQPIKT avemdprela (o&elo Kot
xPOVIa), o&elon COANVAPLOKT
VEKPWOMN, VEPPITIC
(ovumepriapfovouévng Stipeonc
veppitidag)?, veppoyevng Gmotog
drofnng

Xrdvieg:

LT eviKég 010T0pOYEC KOl KOTOOTAOELS THS 000D YOPHYNONG:
[ToAD cuyvéc: KoatofoAn
Yuyvég: TOVOC, KOTABOAN
1 Avti M avem@0OpmTn evéPYELa UTOPEL VoL ELPAVICTEL MG GLVETELD TG KEVIPIKNG VEQPIKNG cwAnvaplonddeiog. Asv Osmpeitar
artwddg cvoyetilopevn pe to tenofovir disoproxil oty mepintmon amovsiog avTAG TG GLVONKIG.
2 EmmAéov, cuyvn firav 1 ovapio, Kot Todd cuyvog 0 amoypoUoTIGHOg TO déppuatog (avénuévn vrepuedyypmon), 6tov N
emtricitabine yopnynnke oe modloTpikovg acheveic.
3 Avth ) ovem@OuN T evépyeia avayvopioTnke pécwm g mapakorovdnong Hetd thv kukhogopio, oAAG Sev mapatnpyOnie
OE TUYOOTOUUEVES, EAEYXOUEVES KAMVIKEG LEAETES O EVIIAMIKEG 1) 6 KAVIKEG peAéteg Tov HIV yia v emtricitabine og
TSLTPIKOVG 0GOEVEIG 1] G TOYOOTOINUEVES KAMVIKES PEAETEG 1] GTO SLEVPLUEVO TPOYpapa TPOGPacg oTo tenofovir
disoproxil yiwa to tenofovir disoproxil. H katnyopia cuyvotrog extunonke amd Evav oTatiotikd vroloyopd pe féon to
ouvoAkd aplind Tev achevmv Tov eiyav extedel oty emtricitabine o€ Tuyotomompéveg kKAvikég perétes (n = 1.563) i) 6to
tenofovir disoproxil o€ Toyaomompéveg eEreyXOUEVESG KMVIKEG HEAETEG Kat TO dlevpupévo Tpdypappa TpdoPaong (n=7.319).

IIeprypaen emieyuévmv ovembountwy EVEPYELMV

Negppixy ovoieitovpyio

Kabmg to emtricitabine/tenofovir disoproxil puropei va mpokoiécel veppikn PAAPN cuvioTdTon 1) 6TEV
TapaKolovOnon g veppikng Aettovpyiag (PA. mapdypaeo 4.4). H kevrpikn veppiky
coAnvaplonddeio yevikd emAbOnke | Peltiddnke uetd amd ) dlakomny tov tenofovir disoproxil.
Qo1660, 6 0pLopEvoug acbeveic, ol petdoelg oty kKdBapon kpeatvivig dev emADONKAY EVIEADG
mapd T dlakomy Tov tenofovir disoproxil. AcBeveig pe kivovvo veppikng duoAertovpyiog (6mwg
aoBeveig [1e VeEQPIKOUG TOPAYOVTEG KIVOUVOL KOTO TNV évopén, mpoywpnuévn Aoipmén HIV 1 acbeveig
7oV AauPavouy Tautdypova veQPoTo&ikd eapUaKELTIKG TPOTOVTa) £xovV owénuévo Kivouvo va
TOPOVGIACOVY EAAITT AVAKTNOT TNG VEPPIKNG Agttovpyiag Tapd tn dtakony| tov tenofovir disoproxil
(BA. mapdypogo 4.4).

Todaxtikn oééwon

"Exovv avaeepbel mepiotatikd yoloktikng o&émong pe to tenofovir disoproxil wg povobepaneia ) og
ouvovaoud e A avTipeTpoikd. Ot acbeveig pe Topdyovieg Tpodidbeong, Onwc aceveic pe un
AVTIPPOTOVLEVT] NTATIKT VOG0 1 acBeveic mov AapuPdvouy Tavtdypova eapuaKe ToL eival YvooTo 6Tt
TPOKAAOVV YOAUKTIKT 0E€man £xovv avénpévo kivduvo va Tapovstdcovy coBapn YOAUKTIKY 0&éwon
Kkatd Tt ddpketa tng Oepomeiog pe tenofovir disoproxil, cuumepiiaupavouévaov tov Bovameopmv
expdoewv.

Merofolixéc mopduetpor
To copotikd Bapog kat to eninedo TV Mmidiov Kot TG YAvKong 6o aipo evoéyetol va ovénbodv
Katd T d1dpKewn TG avtipeTpoikng Bepaneiog (PA. mapdypapo 4.4).

2ovdpouo Erovepyomoinons tov Avooomointikod Zootiuotog

e HIV opobetikovg acbeveic pe cofapr] avoGoAoYIKN OVETAPKELL EVOEXETOL VO, EUPOVIOTEL, KATH TNV
évapén g CART, pia pAeypovdong avtidpact 6& ACLUTTMOHOTIKG 1] VTOAEUUOTIKE EVKALPIOKA
mabfoyova. Avtodvoceg dratapayéc (6mwme 1 vosog Tov Graves Kot 1) 6VTOAVOGsT NTOTITION) £Y0VV
eniong avapepbel. QoT6G0, 0 AVUPEPOUEVOC YPOVOG EmG TNV EVopén ival TEPIGGOTEPO UETAPANTOG
KoL QVTA TOL YEYOVOTO UTtopEl va cupPovv ToALODG punveg petd v Evapén g Bepameiog (BA.
Tapdypoaeo 4.4).
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Ogrteovéxpwaon

"Exovv avaeephel mepintdoelg 06TE0VEKPMONG KLPIOG o€ 0oBEVELG e YVOOTODE YEVIKA TOPAYOVTEG
Kvduvou, Tpoympnuévn Aoipmén HIV 1 paxpdg didpketog éxbeon oe CART. H cuyvotnta avtov
glvan dyvoot (PA. mapdypoeo 4.4).

TMoudwarpikdc TANOvouoC

H a&lohdynon tov avemBountov evepyelmv mov oyetilovtal e To emtricitabine Baciletal oty
gumepio amod Tpelg ToudlaTpikéc pedéteg (n = 169) otig omoieg TpmTOBEPATELOUEVOL TALOIUTPIKOL
aoBeveig (n = 123) xon mandiatpikoi acbeveic mov eiyov Adfet mponyovuévag Bepaneia (n = 46),
niwiog 4 unvav émg 18 etmv, o1 onoiot elyav tpocPinbdei amod tov 10 HIV, élafav to emtricitabine og
ouvdLacud e GALOVG avTipeTpoikog mapdyovies. Extoc amd Tig avemBOunteg evépyeleg mov
avapEpOnKay otovg eviAikeg, 1 avaupio (9,5%) kot 0 amoypoUaTIGHOG Tov dEppatog (31,8%)
TOPOVGIACTNKAV CLUYVOTEPT OTIC KAVIKEG HEAETEG OE TOdLOTPIKOVG aeBeveig amd 0TL o evihikeg (PA.
Tapdypoo 4.8, I[Tivaxas mepilnyns avem@ountwy evepysiamv).

H a&ohdynon tov avemBountov evepyeumv nov oyetilovtan pe to tenofovir disoproxil faciletot og
dvo Tuyanomompéveg dokpég (neréteg GS-US-104-0321 ko GS-US-104-0352) o 184 mardratpikovg
aocBeveic (Mlkiag 2 émg < 18 gtm@v) mov wpocPAndnkay arnd tov 16 HIV-1, o1 onoiot éElafav Oepomeio
pe tenofovir disoproxil (n = 93) 1 eikovikd/evepyd cuykpiTikd dapuako (n = 91) og cuvdVAGUO pe
dAhovg avTipeTpoikovg Tapayovieg Yia 48 efdouddeg (PA. mapdypapo 5.1). Ot avemBounteg evépyeieg
7oV TapatnpHONKay e Toudlotpikovg acbeveic mov ElaPav Bepaneio e to tenofovir disoproxil
GLVAdOLYV LE EKEIVEG TTOVL TTapaTNPNONKAY 68 KAMVIKEG pedétec Tov tenofovir disoproxil oe eviAIKeg
(BA. mapaypaeovg 4.8 Iivaxag mepiinyng avem@ountwy evepyeiwv ko 5.1).

Meiwoeig g OIT éyovv avaeephei o madiatpicoc acbeveic. Xe epnpovg (nAikiog 12 g < 18 etdv)
oL TpooPAnOnkav amd tov 10 HIV-1, o1 Babporoyieg Z tng OII mov mapatnpndnkav oe acheveic mov
éhaPav tenofovir disoproxil rav younAdtepeg and exeiveg mov Tapatnpndnkay o acbeveig mov
ElaPav 1o elkovikd apprako. e modid (MAkiag 2 émg 15 etdv) mov TpocsPAnOnKay amd Tov 10
HIV-1, ot BaBporoyieg Z g OIT mov mopatnpndnkav o acbeveig mov dAla&ov oto tenofovir
disoproxil fjtav younAdtepeg and exeiveg mov mapatnpndnkoy oe acheveic TOL TAPEUEVAV GTO GO
nov mepielye otafovdivn N idoPovdivn (PA. mapaypapovg 4.4 kot 5.1).

X peiétn GS-US-104-0352, 89 ntaudiatpikoi acBeveic mov poosPAnniay and tov 16 HIV-1 pe
duapeon nikia 7 etodv (evpog amd 2 mg 15 étn) extébnkav oto tenofovir disoproxil yuo d1dpeco
dwoua 331 gfdouddwv. Oktd amd Toug 89 acbeveic (9,0%) diékoyay To PAPUAKO TNG LEAETNG
AOYO veppkav avemBountav evepyelmv . [1évte aobevelg (5,6%) eiyov epyactnploxd gvprpote Tov
NTav KAVIKA cupPatd pe KEVIPIKN VEQPPIKT coAnvaplonddeia, 4 ek Tov omoiwv diékoyav T Beponeio
ue 1o tenofovir disoproxil. Entd acOeveig iyav Tipég extipdpevov pubpod orelpapatikng omonong
(GFR) peta&d 70 ko 90 mL/min/1,73 m2. And avtoig toug acdeveic, 3 mopovoiacay kKAvikd
onuavtikn peimon tov ektipopevov GFR katd ) didpkeia g Bepoameiog, o omoiog PeAtidbnke petd
1 Stakonr| tov tenofovir disoproxil.

Aot e01kol tAnBvouotl

Aroua ue veppixn dvolertovpyia: epodcov 1o tenofovir disoproxil umopel va Tpokoiécel veppiky
TOEIKOTNTA, GUVICTATOL GTEVI TOPAKOAOVON O™ TG VEQPIKNG AEITOLPYIOG GE OTO1001TOTE ATOLO [LE
veppikn dvcAettovpyio mov AouBavel emtricitabine/tenofovir disoproxil (BA. mapoypdeovg 4.2, 4.4
xat 5.2). H ypnon tov emtricitabine/tenofovir disoproxil dev cuvictdton og dropo nAkiog KATo® TV
18 etV pe veppikn dvcAettovpyia (BA. Tapaypdpovg 4.2 kai 4.4)

Aadbeveig ue avvomapyovoa HIV/HBV  HCV Aoiuwén: To Tpo@ik TV avemBountov evepyeidv g
emtricitabine Kot Tov tenofovir disoproxil o évav meplopiopévo apBpd acbevov pe HIV Aoipmén ot
omoiot eiyav cuvumdpyovca HBV (n=13) 1 HCV (n=26) Aoipwén ot peiét GS-01-934, ftav
TOPOUO10 [LE 0VTO OV TopatPNOnKe og acbeveic mov giyav poivvOel amd tov 10 HIV yopig
ocvvurapyovcsa HBV doipwén. Ev tovtoig, 6nwc Ba avapevotay yio avtdv tov aAnbucud tov
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acBevav, ot avénoeic tov AST kot ALT mapatnpodviay cuyvotepa omd 0Tl 6T YEVIKO TANBuoUO e
HIV joipwén.

Elopaoeic nmotitiooc peta wy digpreio s Oepancios: Xe acbeveic pe Aoipwén amd tov 16 HBV,
TOPOVCIACTNKE KAMVIKT KOl EPYACTNPLOKY amOSEEN TG NTaTiTIONG, LeTd TN dtokom TG Bepameiog

(PA. mapdypogo 4.4).

Ava@opd ThovoroyoOLUEVOV aVETIOVUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPTYNoN GO0 KLKAOPOPiog
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOV QUPUAKEVTIKOD TPOTOVTOG. ZNTelTol amd TOVG EMOYYEALOTIES TOV TOUEN TG
VYELOVOLIKNG TTEPIBOAYTG VO AVaPEPOVY OTTOIEGONTOTE TOOVOAOYOVUEVES OVETIBOUNTEG EVEPYELES
HEG® TOV €6VIKOD GLOTNUATOG AVOPOPAS TOV avaypapetal 6To [apdptua V.

4.9 Ynepoocoroyia

Xe mepintwon vrepdosoroyiag, To dTopo mpénel va mapakoiovbeitar yio evdeiEelg ToEikdtntog (PA.
mopaypao 4.8) kot TpEmEL Vo EQAPLOGTEL 1) GLVIONG LTOGTNPIKTIKN OyWYN, OTWG ATOLTELTAL.

[Mocooto émg 30% g doong tng emtricitabine ko epinov 10% tng 060om¢ ToL tenofovir pmopei va
amouakpLvOel pe arpoditon. Agv gival yvooto dv 1 emtricitabine 1 o tenofovir pmwopovv va.
amopakpuvlohv Le mepttovaikn kdbapon.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppoxodvvopikEs 1010TNTES

Dappaxobepansvtikn katrnyopio: AvVIuko yio GUGTNUATIKN XPNON, avIukd yia ) Oepaneio tov HIV
rouodEewv, ouvdvacpos. Kwdwkog ATC: JOSARO3

Mnyoviopdc 6pdonc

H emtricitabine gitvat voukAgoo1d1kd avaroyo g kutidivng. To tenofovir disoproxil petatpéneton
in vivo g tenofovir, évo avaAoyo LOVOP®OGPOPIKOL VOUKAEOG1IOV (VOLKAEOTIOW) TNG
LOVOQ®GPOPIKNG adevosivng. Toco n mtricitabine 6o kot to tenofovir epeavifovy e&gidtkevpuévn
dpdon évavti Tov avBpomivov 100 g avocoaverdpkelog (HIV-1 ko HIV-2) ka1 tov 100 g
nratitdog B.

H emtricitabine kot To tenofovir poco@opvAt@voviol amd KutTapikd Evivue, kot oynuoetilovy
emtricitabine triphosphate ko tenofovir diphosphate, avtictoyo. Meléteg in vitro £de1&av 0TL TOGO M
emtricitabine 660 ko To tenofovir pwopovv va @mcPopvAlwbodv TANP®S 6Tov Ppickoviatl Tawtdypova
o€ ouvdLaoUO Héca 6To KuTTapo. H emtricitabine triphosphate kot to tenofovir diphosphate
AVAGTEALOVV OVTOYOVICTIKE TNV ovacTpoen petaypapdor tov HIV-1 pe arotédleopa tov teppationd
g aAboov Tov DNA.

H emtricitabine triphosphate ko1 to tenofovir diphosphate ivan ac8eveic avaotoreic tov DNA
TOAVUEPACHY TOV INAAGTIKOV Kot dev VINPEE EVOEIEN Yo ToEWOTN T 0TOL putoydvopla glte in vitro

gite in vivo.

Avtiikn épacTikdTNTO i1 Vitro

ITapatnpndnke cuvepykn avtiikn dpdon Le To cuvdvacud emtricitabine kai tenofovir in vitro.
[Hopatnpndnkoy emmpocHETm cuVEPYIKE OMOTELEGUATO GE LEAETEG GUVOVOAGHOD LLE AVOCTOAEIG
TPMTEAONG KoL [LE VOLKAEOGIOKOVE Kot [T VOLKAEOG1O1K0VG avactoAgig g HIV avdotpoong

LETOY POPACTG.
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Avtoym

In vitro: TapopnOnke avtoyn in vitro kol 6€ 0plopEVoVg acbeveic TpocPePAnuévong amod Tov 10
HIV-1 A6ym g avamrtuéng g petdAraéng M184V/I pe tqv emtricitabine 1 g petddhaéne K65R
ue to tenofovir.

Ioi avBexticol oty emtricitabine mov £pepoav T petdAiatn M184V/I, epedvicay S106TAVPOVUEV
avtoyn ot lamivudine, oAAd dtotipnoav v evaistneio Tovg ot didanosine, T stavudine, To
tenofovir kot t zidovudine. H petdhiaén K65R umopei va emieyei kot pe to abacavir 1
didanosine ko TpokaAel petopévn evaicnoio ota eappoKa ovtd g Kot otn lamivudine, v
emtricitabine kot 6to tenofovir. To tenofovir disoproxil Tpénel va amopedyeton g acheveic pe
EUTELPLO TPON YOV UEVNC OVTIPETPOTKNG Depameiag pe otedéyn tov HIV-1, mwov mepihappdvovy tnyv
K65R petddiiaén. Emmiéov, o K70E vrokoatdotaon oty avactpoon petoypoedon HIV-1 éxet
emieyel and 1o tenofovir Kot 0dnyel o€ younAod emmédov pelwpévn evoicdnoio oto abacavir,
emtricitabine, lamivudine kot oto tenofovir. [Teputtdoeic pe HIV-1 mov eupaviCovv 3 1| mepiocotepeg
uetaAra&elg mov cvoyetilovian pe oviroya thymidine (TAMs) kot wepthapfavoovyv tqv M41L 7
L210W petdAloén tng avacTpoeng pLetaypapdongs, enédei&oyv peltopévn evaictnocio otny aymyn pe
tenofovir disoproxil.

In vivo Bepaneio ¢ Aotuwéng amo HIV-1: L& To)o10TonpEVI] KAMVIKT LEAETN aVOLYTNG EMCT|LAVONG
(GS-01-934) og mpwTodepancvOUEVOLG LE AVTIPETPOTKT ayyT| acBevels, dieEnydn yovoTumikog
éleyyoc og deiypato mAdopatog HIV-1 amd dhovg tovg acbeveig pe emPePoropéva emninedo

HIV RNA > 400 avtiypagpo/ml tnv 48", 96" 1| 144" gfdopdda 1 katd Tn oTiypn e Tpompng O10K0mTng
TOV PAPUAKOL TNG HEAETNC. Ztnv 144" efdoudda:

e H petdrroén M184V/I avartoydnke og 2/19 (10,5%) deiypota mov avaiddnkay and acbeveic
otV opddo emtricitabine/tenofovir disoproxil / efavirenz kot o€ 10/29 (34,5%) deiypata mov
avaAvdnkav and acbeveic oty opdda lamivudine /zidovudine/ efavirenz (tiun p < 0,05,
dokacio Fisher Exact n omoia cuykpivel tnv oudda sptpiottoumiviict 160mpo&kig
TevoeoPipng pe v opdda didanosine /(ioofovdivng oe OAOVE TOLG 0lGOEVELQ).

o Kaveig 10¢ mov avaivdnke dev mepieiye v K65SR 1 v K70E petdddaén.

o Tovortvmikn avtoyn oty efavirenz , ue kvpiapyn v K103N petddhaén, e&eliybnke o 10 o€

13/19 (68%) acBevelg otnv opdda emtricitabine/tenofovir disoproxil/ efavirenz xon o€ 10 6€
21/29 (72%) acBeveig otnv opdada cOLYKPLONC.

In vivo — mpopdlaln mpiv omo v éxBeon.: Avolddnkav delypota TAAcUaTOg omd 2 KAVIKEG LEAETEG
oe aoBevelg yopic HIV-1 Aoipwén, tic perétec iPrEx xou Partners PrEP, yio 4 mapairayég tov HIV-1
7ov ek@pdlovy vrokatactdoelg apvociémv (onA. K65R, K70E, M184V ka1 M1841), o1 omoieg
UTopohv SUVNTIKA Vo TPOKOAEGOLY avtoyn otnVy tenofovir 1 6To emtricitabine. tnv kKhvikn HeAé
iPrEx, dev aviyvevOnkav maparrayég tov HIV-1 mov va exppalovv tig petaridéerc K65R, K70E,
M184V 1 M184I ) otiyun g opopetatponng 6Tovs acheveic mov poAdvOnkay ond tov 16 HIV-1
petd tnv évtaén ot perém. e 3 and tovg 10 acbeveig mov exdnrimoav ofeio HIV Aoipmén katd v
évtaln otn perétn, aviyyvevnkav petahddleig M1841 kor M 184V otov 160 HIV og 2 and tovg 2 oy
opada Tov emtricitabine/tenofovir disoproxil kot og 1 amd 8 6TV opdada TOL EUKOVIKOD PUPUAKOV.

v kKhvikn pedémn Partners PrEP, dev aviyvevOnkav maparilayég tov HIV-1 mov va exepdlovv Tig
petarraéerg K65R, K70E, M184V 11 M 1841 ) otiyur] g 0poUETATPOTIG GTA GTOLLM TOV
poAOVONKav omd tov 10 HIV-1 kotd ) dudpkeia g perémgc. X 2 amod toug 14 acOeveic mov
ekdnrwoav o&eio HIV Aolpwén katd tnv évtaén otn pedém aviyvevdnie n petdAroén K65R (wov
ocvoyetiletal pe avroyn oty emtricitabine) otov 10 HIV og 1 and toug 5 acbeveic otnv opdda tov
tenofovir disoproxil 245 mg kot 1 petdAiacin M184V aviyvevtnke otov 10 HIV g 1 and tovg 3
acOeveic otV opddo Tov emtricitabine/tenofovir disoproxil.

Khwid dedouéva

Ocpameio e HIV-1 loiuwéng: Xe Toyoomotnévn KMvIKN HEAETN avOLY TG EMGTLOVONG
(GS-01-934), mpmtobepamevdpevor e avpeTpoikn aymyn acteveig pe HIV-1 hoipmén éhafav eite
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oynua emtricitabine, tenofovir disoproxil kot efavirenz (n=255) wo opd nuepnoing gite otabepod
ouvdovaoud lamivudine kon zidovudine dVo Qopég nuepncing kai efavirenz pio popd nuepnoing
(n=254). O1 acBeveic oTnv opdda Tov emtricitabine kot tenofovir disoproxil Elafov
emtricitabine/tenofovir disoproxil kot efavirenz and tnv 96" efdopdda Emg tnv 144" efdopdda. Kotd
™V évapén e Bepameiog, oTig TYatoToNIEVES opddeg Ta emimeda HIV-1 RNA mAdouartog (5,02 kat
5,00 logio avtiypaga/mL) kat o ap1Oudg kuttdpov CD4 (233 kot 241 kdtrapo/mm?) frav mapopoto.
To Tp®TOYEVEG KOTUANKTIKO OTUEIO0 OTOTEAECUATIKOTNTOG Y10l QLT TN UEAETT TV 1) EMITELEN KO ™|
dwmpnon emPeparouévev cuykevipmoemy HIV-1 RNA <400 avtiypapo/mL otig 48 gfoopddec.
Agvtepoyevelg avalvoelg amotehespatikdtnrog otig 144 efdopddec copmeptédafay to T0G06Td TOV
acBevav pe ocvykevipmoeic HIV-1 RNA <400 v < 50 avtiypapo/mL kot tn petaforn tov aptfpov
Kuttdpov CD4 and v évopén g Bepaneiog.

Ta 6edopéva 48 efSoUAd®V Yo TO TPMTOYEVEG KOTUANKTIKO onpeio £6€1&av, OTL 0 GLUVIVAGLOG
emtricitabine, tenofovir disoproxil kot efavirenz mopgiye avtuikn anoTEAEGUOTIKOTITA TOV
VIEPTEPOVGE GE GUYKPIOT LE VT 0o To 6Talepd cuvdvacud lamivudine ko zidovudine pe
efavirenz 6mwc paiveton otov [ivaka 4. Ta dedouéva Tmv 144 gfdopadmv Y10, TO SEVTEPOYEVEG
KATOANKTIKO onpueio mapovoidlovtal eniong otov [livaxa 4.

ivakog 4: Agdopéva amotereopotikotnTog 48 ko 144 efoopddmv amd ™ perétn GS-01-934
otV omoia 1 emtricitabine, To tenofovir disoproxil kol n epafrpévin yopnyMOnkav og
TPp®TOOEPUTELONEVOVG PE OVTIPETPOIKY] aymy] acBeveic pe HIV-1 hoipwén

GS-01-934 GS-01-934
Ozpamneio yio 48 foopdocg Ozpancia yro 144 gfoonadeg
Emtricitabine+ Lamivudine+ Emtricitabine+ Lamivudine+
tenofovir zidovudine+ tenofovir zidovudine+
disoproxil + efavirenz disoproxil + efavirenz
efavirenz efavirenz *

HIV-1 RNA 84% (206/244) 73% 71% (161/227) 58% (133/229)
<400 avtiypapo/mL (177/243)
(TLOVR)
TN p 0,002** 0,004**
% o10popd 11% (4% €wg 19%) 13% (4% €wc 22%)
(95%CI)
HIV-1 RNA 80% (194/244) 70% 64% (146/227) 56% (130/231)
< 50 avrtiypapo/mL (171/243)
(TLOVR)
T p 0,021 %% 0,082%*
% dtapopd 9% (2% €éwg 17%) 8% (-1% éwg 17%)
(95%CI)
Méon petoforn ot +190 +158 +312 +271
pétpnon tov kuttapov CD4
(k0ttapa/mm?) amd v
évapdn
T p 0,002* 0,089
Awgpopd (95%CI) 32 (9 émg 55) 41 (4 ¢ 79)

%*

kot efavirenz amd v 96" efdopdda Emg v 144" gfdopdda
** H tyn p Paciotnie ot dokipacio Cochran-Mantel-Haenszel otpopatorompévn yuo ) pétpnon tov kuttdpov CD4

Katd Vv Evapén.

TLOVR=Time to Loss of Virologic Response (Xpdvog péxpt v Andreia lodoyikng Avtandkpiong)

2 Aoxipacio Van Elteren

Y aobeveic mov eAduPavav emtricitabine, tenofovir disoproxil kot epafipévin 660nke emtricitabine/tenofovir disoproxil

e Toyoomomuévn KAkt perétn (M02-418), 190 mpwtofepamevoOpevol e aVTIPETPOTKT oymYN
gvnAkec ElaPav emtricitabine kon tenofovir disoproxil pio, @opd nuepNoine 6€ GULVILAGUO LE
lopinavir/ritonavir pioa 1 800 opég nuepnoing. Tnv 48" efdopdda o 70% twv acbevav oe oynua
lopinavir/ritonavir pio eopd nuepncing kat 1o 64% tov acdevdv oe oynpa lopinavir/ritonavir 0o
@opéc nuepnoing, £deiéav HIV-1 RNA < 50 avtiypago/mL. Ot péoeg petaforés otov apdud
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Kuttapov CD4 amd v évapén g Oepameiog rav +185 kouttopa/mm? kot +196 khttopa/mm?,
avticToya.

H mepropiopévn khvikn eumeipio amd acbeveig pe cuvomapyovca HIV kot HBV Aoipwén vrodetkviet
oTL M aywyn pe emtricitabine 1| tenofovir disoproxil m¢ cuvévacuévn avtipeTpoikn Depaneio yio TNV
katamoAéunon ¢ HIV Aoiuwéng, éxel o¢ amotéleoua ™ peimon tov HBV DNA (ueimon 3 logio 7
peiwon 4 €wg 5 logio avtictorya) (PA. mTapdypapo 4.4).

LHpopvlaln mpiv omo v éxbeon

H perém iPrEx (CO-US-104-0288) a&oldoynoe v emtricitabine/tenofovir disoproxil 1 to gikoviko
oappaxo o€ 2.499 avopeg (1 drapuikég yovaikeg) yopic HIV Aoipwén mov elyav oefovaikn emaen
He avopeg kal ot omoiotl Bewpovviay VYAl Kivduvov yia gpedvion HIV Aoipwéng. O acbeveic
TeEAOVGOV VIO TapoKoAovOnon Yo 4.237 avBpwmoétn. Ta yopaxtnpiotikd katd v Evapén g
peArétng ovvoyilovtar otov [ivaka 5.

Mivakag 5: IIAn0vopog g perétng CO-US-104-0288 (iPrEx)

Ewoviko Emtricitabine/tenofovir
PapRrOKo disoproxil
(n=1248) (n=1251)
Hhlwia (ét1), orapecog (SD) 27 (8,5) 27 (8,6)
DO, N (%)
Moadpn/A@poaueptkovikn 97 (8) 117 (9)
Agvkn 208 (17) 223 (18)
Mt/ AAAn 878 (70) 849 (68)
Aoctotikn 65 (5) 62 (5)
Ioravuciy/ Aatwviki eOvikotnra, N (%) 906 (73) 900 (72)
2e£0V0MKOL TOPAYOVTES KIVvOUVOL KATA TN OlaAoyn)
Ap1Opog Zovtpoewv tig Tedevtaieg 12 18 (43) 18 (35)
EBdopddeg, Méoog Opog (SD)
URAI 11g Televtaieg 12 ERdouddec, N (%) 753 (60) 732 (59)
URAI pe Xovtpopo HIV Betikod (+) | dyvawoto 1009 (81) 992 (79)
arotéleopa yro tnv HIV Aoipwén toug Terevtaiovg 6
Mnveg, N (%)
Yvppetoyn o Zvvorloktikd Xe€ tovg Tedevtaiovg 510 (41) 517 (41)
6 Mnveg, N (%)
20vTpo@Pog mov gival Yvwotd ot eival HIV+ toug 32 (3) 23 (2)
Televtaiovg 6 Mnveg, N (%)
Opoavtidpaon yio ZOean, N (%) 162/1239 164/1240 (13)
a3)
Aoilpwén Opov and Tov 16 tov Amhod ‘Epanrta Tomov 2, 430/1243 458/1241 (37)
N (%) (35)
Betkog oe Agvkokvttapikry Eotepdon oo Ovpoa, 22 (2) 23 (2)
N (%)

URAI = mafntikn npoktiky enaen xopic tpoctacio

Xtov Ilivaka 6 eppaviovtar o1 emmtdoelg g HIV opopetatponig cuvoikd Kabdg kot To
VTOGVVOLO TTOL AVOUPEPOVY TOONTIKY TPOKTIKY ETOPN YOPIC TPoPLANKTIKO. H amoteAespoticotnTa
NTOV GTEVE GUVLUPAGUEVT] LE TN CUUUOPPOGCT) GTNV AYWYT, OT®G a&loloynOnke amd TV aviyvevon
TOV EMTES®V PAPUAKOV GTO TAACUA 1| EVOOKVTTOPIKE GE o LEAETT) 0GOEVOV-LOPTOP®V

(ITivoxag 7).
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Mivakog 6: Arotedeopotikétnto ot peréty CO-US-104-0288 (iPrEx)

Ewkoviké | Emtricitabine/tenofovir | Tiyun P
QOOPLUKO disoproxil
Avédivon mITT
Opopetatpoméc / N 83 /1217 | 48/1224 0.002
Meinon Zyeticod Kwvdovov (95% CI)P 42% (18%, 60%) ’
URALI &vtdg 12 gfoopadswv Iprv amd
Awhoyn, Avéivon mITT
Opopetatponég/ N 72 /753 ‘ 34 /732 0.0349
Meinon Zyetikod Kwvdovov (95% CI)P 52% (28%., 68%) ’

“ Tipég p Paoet dokiung Aoyapdpikng kordraéng (log-rank). Ot tipég p yia v URAI avagépovtar 6tn undevikn
VO0eo OTL 1 AMOTEAEGLOTIKOTNTA S1EPEPE UETAED TV oTpwdTOV TV vroouddwv (URAL yopic URAI).

B H peiwon tov oyeticod kivddvov vroroyiomke yio tny mITT Péoet g EREEVIONG OPOUETATPOTNG, SNA. TOL
TPOEKLYE LETA TNV Evapén TG HeEAETNG LéYPL TNV TPOTN emiokeyT petd ) Oepaneia (nepimov 1 uqva petd mv

TeAELTOLN SLOVOLT TOV QAPUAKOL TNG LEAETNG).

IMivakog 7: ATOTEAEGRUTIKOTNTO KOl GVRROpOon oty ayoyn otn perétn CO-US-104-0288
(iPrEx, avtictoricpuévn avaiven ac0evav-paptipmv)

AviyvedOnke Agv Meioon oyeTiKov
PaproKo avyvevOnke KIvoUvou
PapRrOKO (ap@imievpo 95%
Kodptn CnH?
Acbeveic HIV Oetucol 4 (8%) 44 (92%) 94% (78%, 99%)
Avtictoriopévorl paptopeg HIV 63 (44%) 81 (56%) -
apvnTIKol

* Melmon Tov GYETIKoD KIvODVOL DTOAOYIGUEVT OO TNV EUEAVIOT (LETA TNV £vapén TG LEAETNG) OPOUETATPOTNG OO TNV
nepiodo AMyng g Bepameiog vd SAd TVEAO GYESOGHO Kat EMG TNV TEPI0d0 TapakoAovONoNs 8 efdonddwv.
A&oloymOnkav povo deiypoto omd acheveic mov TuyatomomOniay oty to emtricitabine/tenofovir disoproxil wg Tpog ta
avyvevoa erinedo tenofovir disoproxil-DP 610 mAdopa 1} evookvTTOPIKA.

H A pedétn Partners PrEP (CO-US-104-0380) a&loAdynoe tov to emtricitabine/tenofovir
disoproxil, tn tenofovir disoproxil 245 mg 1| 1o ewovikd o€ 4.758 acbeveic yopic HIV Aoipwén and
v Kévua 1 v Ovykdvto g opoacsopfota etepo@uia {evydpia. Ot acOeveic teAodoay vd
mapakorlovinon yua 7.830 avBpwmoétn. Ta yapaktnplotikd Katd v Evapén e LeAETNG

ovvoyilovton otov Ilivaka 8.

Iivaxoeg 8: IIAn0vopdég g perétng CO-US-104-0380 (Partners PrEP)

Ewoviko T.en0f0v1.r Emtricitabine/tenofovir
. disoproxil . .
Papproxo 245 mg disoproxil
(n=1584) (n=1584) (n=1579)
Hlxia (ét1), drapecog (Q1, Q3) 34 (28, 40) 33 (28, 39) 33 (28, 40)
®vro, N (%)
Avdpog 963 (61) 986 (62) 1013 (64)
TlMovaixa 621 (39) 598 (38) 566 (36)
Baowkd yapaxtnprotikd Cevyaprov, N (%) 1
Awdpegoog (Q1, Q3)
g YOO UE GUVTPOPO TOV 1552 (98) 1543 (97) 1540 (98)
GUUUETEYEL BTN HEAETT
"Etn ovppPicoong pe ovvtpoeo mwov 7,1 (3,0, 7,0 (3,0, 13,5) | 7,1 (3,0, 14,0)
GUUUETEYEL OTN UEAETT 14,0)
"Etn mov glvat yvooti n 0,4 (0,1,2,0) |0,5(0,1,2,0) |0,4(0,1,2,0)
opoacvuUPoTn KaTdoTao
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Xtov Ilivaka 9 eppaviCetal n enintwon g HIV opopetatponns. To mocootd g HIV-1
OPOUETATPOTNG 6TOVG Avopeg Ntav 0,24/100 avBpomoétn £kbeong o1o emtricitabine/tenofovir
disoproxil, ka1 to Tocootd g HIV-1 opopetatponng otic yovaikeg tav 0,95/100 avBpwmoét
éxbeong oto emtricitabine/tenofovir disoproxil. H amotedesotikdtnTo ToV GTEVH GUVOPUGUEVT LE
TN GUUUOPPOCN GTIV AY®YT], OTMG AEI0A0YONKE A TNV OViYVELON TOV EMTEI®YV PAPILAKOV GTO
TAAo LA 1] EVOOKVTTOPIKE KoL HTAV VYNAOTEPT GTOVG GUUUETEYOVTEG TNG VTOUEAETNG TTOV EAaPay
gvepyn cupuPfovievtikn og Ouata couudpewonc, 6mwg eaivetar otov Iivaka 10.

IMivakag 9: Arotereopatikétnta ot perétn CO-US-104-0380 (Partners PrEP)

Ewcoviké T.e n0f0v1'r Emtricitabine/tenofovir
(PUOKO disoproxil disoproxil
papna 245 mg
Opopetotpomsg / N? 5271578 17 /1579 13 /1576
Erintoon ava 100 avBpomoén 1,99 (1,49,
(95% CI) 2.62) 0,65 (0,38, 1,05) 0,50 (0,27, 0,85)

Meimon Zyetucon Kwvdvvov (95%

®)

67% (44%, 81

%) 75% (55%, 87%)

% Meimon tov oyetikod Kivdvvov vroroyidpevn yo v kodpt mITT Baoet g epodvions opopetatponrg (LeTd

v évapén g peréme). [poypotoromOnikay cuykpicelg yio Tig opddes e HeAETNG TOV AaUBAvOVY EvepYO
PAPLLOKO £VAVTL EIKOVIKOD QAPUAKOV.

Mivakog 10: AToteleopaTIKOTNTO KO GOPPOPP®ON 6TV oyoYN] ot peréty CO-US-104-0380

(Partners PrEP)
Extipdpevog kivouvvog yo
npoctacio and HIV-1:
ApOpég atép®v 6T omoia aviyvevOnke Aviyvevon évavt un
Tenofovir / XOvoio deryparav (%) aviyvevong Tenofovir
IMocoTikomoinom Meimon Xyetikov
OTO QPAPLUKO TG Kivovvov (95%
ReEAETNG AcOevig Koépt CI) Twq p
Oudda FTC/ 1 515 (250 375/ 465 (81%) 90% (56%, 98%) | 0,002
tenofovir disoproxil *
gua&x tenofovir 6/17 (35%) 363 /437 (83%) 86% (67%, 95%) | < 0,001
isoproxil
YUPNETEOVTEG OTIV VTOUEAETY
ovppépomonc’
Tenofovir disoproxil Meimon Xyetikov
245 mg) + Kwvovvov (95%
Ynoperétn Ewkoviko Emtricitabine/tenofovir CD)
CLUNOPOOGNG PapPROKO disoproxil Twnq p
Opopetatpornéc/ N | 14 /404 (3,5%) 0/745 (0%) 100% (87%, 100%) | < 0,001

* «AcBevno» = gpepavice HIV opopetatponr, «Kodpm» = 100 coppetéyovies mov emAéyOnkav tuyaio omd kabepio omod
T1g opadeg tenofovir disoproxil 245 mg kot emtricitabine/tenofovir disoproxil. A&oAoynOnkav povo deiypata acbevav 1
KOOPTNG OTd GUUUETEYOVTEG TOL TUYaoTTOMONKaV Yo T Ayn tenofovir disoproxil 245 mg 1 emtricitabine/tenofovir

disoproxil ywo aviyvedoa enineda tenofovir 6to TAAGHA.
B O1 ouppetéyovreg oty vroperétn TeAOVGAV VIO EVEPYH MOPOKOAOVONGT TNG CUUUOPPOGNG OTNV AYWYY, T.X.
OPOGEVES EMOKEYELG GTO GITL KO KATAUETPTOELG XOTLDV, KAODG Kot GLUPOVAELTIKT Yo TN BeATioN TG GLUUOPE®ONG
GTO PAPLOKO TNG HEAETNG.

TMoudwarpikdc TANOvoudC

H aocpddeia kot n amotelecpatikdtnto Tov emtricitabine/tenofovir disoproxil o€ modid nAkiog Kt
TV 12 g1V dev €youv Tekunplmbet.
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Ocporeio the HIV-1 loiuwléng otov maudiatpixo tAnGoouo
Agv &yovv dievepynbei kKhvikég ueAéteg e to emtricitabine/tenofovir disoproxil otov modaTpikd
mnBvopd pe HIV-1 hoipmén.

H kv amotedeopaticotnta Kot 1 ac@dAeia tov emtricitabine/tenofovir disoproxil texpunpiddnke
omd peréteg mov dtevepynnkoy e To emtricitabine kot To tenofovir disoproxil 6tav yopnyodvtat ¢
UELOVMUEVOL TTAPAYOVTEC.

Meléreg e emtricitabine

e Bpéon kot Tondtd nAkiag dve Tov 4 unvov, n TAsloymeia tov acbevov mov EAapav emtricitabine
wéTuyav 1 Srathpnoay TANpn Kotactodn Tov HIV-1 RNA oto nAdoua yo 48 efdopddeg (89%
métoyav < 400 avtiypapo/mL kot 77% wétuyov < 50 avtiypapa/mL).

MeAéteg ue tenofovir disoproxil

2 peiétn GS-US-104-0321, 87 acBeveic, nAiikiag 12 éwg < 18 etddv, mov giyov tposPindel and tov
10 HIV-1 xou giyov AdaPer mponyovuévmg Bepameia, Elafav Oepaneio ue tenofovir disoproxil (n =45) 1
€IKOVIKO Qdpuoako (n = 42) oe cuvdvacud pe o, BéErtiot vrokeipevn Bepomeio (OBR) yuo

48 efdopddeg. AdYm TV TEPLOPICUOV TNG UEAETNG, OEV KaTadeiytnke O@erog Tov tenofovir disoproxil
0€ OY£0T] LLE TO EIKOVIKO papuako pe Baon ta emineda HIV-1 RNA oto mAdopo v efdopndda 24.
Q61660, avapévetol 0QeLog Yio Tov epnPikd TANBLGHO PAoEL TNG TOPEKTACTS TOV SEOOUEVOV
EVNATK®V Kol TOV CUYKPITIKOV dE00UEVAOV QUPLOKOKIVNTIKNG (BA. Tapdypapo 5.2).

e aobeveic mov Ehapav Oepaneia pe tenofovir disoproxil i) etkovikd eappoko, n uéon Paduoroyia Z
g OIT oopuikng poipag frav -1,004 kai -0,809, ka1 n péon Pabuoroyia Z g OIT oAdKANpov TOV
ocopotoc nTov -0,866 kot -0,584, avtictoya, Katd v Evapén tng pnerétngs. Ot uéceg petaforég v
eBdopada 48 (téhog g SmANg TVEANG eaoc) Ntav -0,215 xat -0,165 o Paduoroyio Z g OI1
0GQLIKNG poipag, kat -0,254 ka1 -0,179 ot Badporoyio Z g OIT 0AOKANPOL TOV GMUATOS YL, TIC
opadeg tenofovir disoproxil kot ewovikod gappdiov, avtiotoya. O pécog puduods avénong e Ol
NTav pKpotepog oty opdda tenofovir disoproxil oe cOykpion pe TNV OpAdH EIKOVIKOD QUPUAKOV.
Tnv efoopdda 48, £€1 EpnpPor e opadag tenofovir disoproxil kot Evag Eenpog tng opuddag eikovikon
eapudxov giyov onuovtikn orxodieia OIT oceuikng poipag (opiletar wg andieto, > 4%). Xtovg

28 aobeveic mov EhaPav Bepameio 96 efdopddmv pe tenofovir disoproxil, ot fabporoyiec Z g OI1
pelmdnkoy xkotd -0,341 yio v ooeuiky poipa kot -0,458 yio oOAOKAN PO TO GO,

Y peiétn GS-US-104-0352, 97 acBeveic mov giyav AdPet mponyovpévamg Bepamneio, nikiog 2 mg
<12 e1®v pe otabepn, LOAOYIKN KATOCTOAN AdpPdvovtag BepamevTiKd oyLOTO TOV TEPIEL OV
otapovdivn 1 {idoPovdivn, TuyaiomomOnkay yio aviikatdotaon g otaPovdivng 1 e {idopfovdivng
e tenofovir disoproxil (n = 48) 1 cuvéyion Tov apyikod BepanevTikov oynpatog (n = 49) yio

48 gfdopadec. Tnv efdopada 48, 83% twv acbevav otn Bepomevtikn opdada tenofovir disoproxil ko
92% 10V acbevav ot Bepomevtikn opdda otofovdivng 1 {idofovdivng eiyav cvykevipmoeig HIV-1
RNA <400 avtiypapo/mL. H dtapopd oty avaroyio tov acfevadv mov dtatnpnoay

<400 avtiypapo/mL v efdopdda 48 enmnpedotnke Kupimg amd Tov VYNAOTEPO aplBud Sl0KOTOV O
Oepamevtikn oudda tenofovir disoproxil. Otav eEapébniay ta dedopéva mov Elemay, 91% tov
acBevav g Bepomevtikng opddag tenofovir disoproxil kot 94% tmv acbevav e OepamevTikng
opadag otaPovdivie 1 CdoPovdivng eiyav cvuykevipooelg HIV-1 RNA < 400 avtiypaea/mL v
eBdopdda 48.

"Exovv avapepbBel peidoeig g OIl oe modrarpikods acbeveic. Xe acBeveic mov EhaPav Bepamneia pe
tenofovir disoproxil | otafovdivn 1 {idoPovdivn, n péon Pabuoroyia Z g OIT ocpuikng poipag
nrav -1,034 kor -0,498, ko n péon Padporoyia Z g OIT oAdKAnpov tov codpatog fTav -0,471

kot -0,386, avtiotoya, katd v évapén g perétng. H péon petaforn v efdopndada 48 (téhog trng
Toyotomompévng edong) nrav 0,032 kor 0,087 o Pabuoroyia Z tng OIT ocpuikng poipag ot -0,184
xo -0,027 o Pabuoroyia Z g OIT oAdKkAnpov Tov cmdUATOG Yo TIc opuddeg tenofovir disoproxil kot
otafovdivng 1 {idofovdivng, avtiotoya. O pécog puOUdc aBENGNE 0GTAOV TNS 0OGPVIKNG Hoipag TNV
gfdoudoa 48 Ntov mopouotog petad g Bepamevtikng opddag tenofovir disoproxil kot tng
Bepamevtikng opdoag otafovdivng i CtdoPovdivine. H avénom ootdv 0AOKANPOL TOV GOUATOC TOV
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HiKpoTEPT o1 Bepamevtikn opdda tenofovir disoproxil oe oOyKpion pe ) BepamevtiKng opdoa
otapovdivng 1 {1dofovdivig. ‘Evac acbevig mov éhafe Oepameia tenofovir disoproxil kot Kavévag
acBevng mov éaafe Bepameia otafovdivig i (1dofovdivng dev Tapovciace onuaviiky (> 4%) anmielo
OIT ocuikng poipog v efdoudda 48. Ot fabuoroyieg Z tng OIT peidbnkav katd -0,012 yuo tnv
0o@VTKY poipa kat kotd -0,338 yio oAdKAN PO TO s 6ToVG 64 nsBeveic mov Elafav tenofovir
disoproxil yio 96 gfdoudadec. Ot pabuoroyieg Z tng OII dev mpocopuocTnKay Kotd Vyog Kot Pépoc.

2 perétn GS-US-104-0352, 8 and tovg 89 mandiatpikovg acbeveic (9,0%) mov ektébnioav cto
tenofovir disoproxil diékoyav 10 APLOKO TNG LEAETNG AOY® VEQPIKMDY OVETLOOUNTOV EVEPYELDV.
[Tévte acBeveic (5,6%) elyav epyaotnplokd evprjpoTa Tov NTov KMVIKG cupuPatd Le KEVIPIKY VEQPLKN
coAnvoplondOela, 4 ek TV onoiwv diEkoyav ™ Bepamneia e to tenofovir disoproxil (Sidpeon éxbeon
o1o tenofovir disoproxil 331 gfoopddeq).

Ipopdraln mpiv amod v éxbeon orov moudiozpixo ninBoouo

H amoteleopatikdta Kot 1 acpdAeio Tov emtricitabine/tenofovir disoproxil yio tnv Tpo@driaén mpiv
amo Vv ékBeom o€ €PNPOVG TOL GLULOPPOVOVTOL LIE TO UEPNGLO TPOYPOULULO OOCEDV OAVOUEVOVTOL VO
glvar TapoOpolEg Le ekelves TV eVAMK®OV 670 1010 emtinedo ouppdpewong. Ot Thaveg eTdPAGELG GTOVG
VEQPOVC Kol 6TA 06T 0td TN LoKpOoYPOvia xp1ion Tov emtricitabine/tenofovir disoproxil yio tnv
TPOPOAAEN TPV amd TV EkBeon oe epnfoug dev eivan BERareg (PA. mapdypaeo 4.4).

5.2 @oppokoKivnTIKES 1O10TTES

Amoppdonon

H Proicodvvapio gvog emkolvupévon pe Aemnto vuévio diokiov emtricitabine/tenofovir disoproxil pe
éva 6KANPO kaydklo emtricitabine 200 mg kot £va EMKAAVUUEVO He AeTTO VUEVIO dlokio tenofovir
disoproxil 245 mg anedeiydn petd and yopnynon Hovinpovg 061G GE VIOTIKOVG LY1ElG E0eAOVTEC.
Metd v amd Tov 6TOUATOS XYopTynon tov emtricitabine/tenofovir disoproxil o vy dToua, M
emtricitabine kot To tenofovir disoproxil amoppo@dvtol ToyEmg Kot To tenofovir disoproxil
petatpénetan o€ tenofovir. Ot péyloteg oVYKEVIpOOELG TV emtricitabine kot tenofovir 6Tov 0pod
mapoTnpovvtal viog 0,5-3,0 @padv petd amd ) yopnynon g 86ong oe katdotaor vnoteiog. H
yopnynon tov emtricitabine/tenofovir disoproxil pali pe yedua VYNANG TEPIEKTIKOTNTOG 6€ Amapd 1
pe eElappd yevua giye og anotéAespo 45 Aemtn mepimov Kabvotépnon g emitevéng Péylotng
ovykévipmon|g tenofovir kot v avénon twv AUC kot Cmax TOV tenofovir katd mepinov 35% won 15%,
avtioctotya, 0Tav avtd yopnynonke poll pe yedpo vynANg TePEKTIKOTNTOGC GE MTTapd, 0€ GOYKPLON LE
TN YopNYNo1| Tov o€ Kataotaot vnoteiag. Ilpokeipévou va Bertiotomombel ) amoppdenon tenofovir,
ouviotdrol To emtricitabine/tenofovir disoproxil va AapBdavetor katd wpotipnon poli pe tpoen.

Koatavoun

Metd amd evoopAEPLa yopnyNon 0 OYKOG KATOVOUNG TG emtricitabine kat tov tenofovir og
otabeponompévn Katdotaon vroAoyicOnke mepimov ota 1,4 L/kg ko 800 mL/kg, avtictorya. Metd
Vv omd oToOUATOC YopTynon emtricitabine 1 tenofovir disoproxil to tenofovir katavéuetor ce OA0 TO
oopa. H in vitro odvdeon g emtricitabine pe 11 TpoTeives Tov avBpdmvoy mAdouatog nrav < 4%
Kot aveEAPTNTN TG SLYKEVTPWOTG Ave Tov gvpovg 0,02-200 pg/mL. H in vitro chvdeon tov tenofovir
LE TIG TPOTEIVEG TOV TAAGHOTOG 1) TOV 0poV NTav < 0,7 kot 7,2%, avtioTolymg, oe e0pog
ovykevipmoemv tov tenofovir amd 0,01 £mg 25 ug/ml.

Bulougtooynuatiopde

O petaforondg g emtricitabine givat mepropropévoc. O Propetaoynuatiopds tng emtricitabine
mepAapPavel Ty 0Eeldwon Tov daKTLAIOL TV BE0ADY Kot To oynuationd tov 3'-sulfoxide
diastereomers (mepimov t0 9% g dO0TG) Kot TN ovLeVEN pe glucuronic acid ywo va oynuaticst to
2'-O- glucuronide (mepimov t0 4% G dOONG). L& UEAETEG in Vitro dSumoTtdOnke 6TL 0VTE ToO tenofovir
disoproxil ovte to tenofovir amotelovv vrdsTpOua TV eviduny CYP450. Obte 1| emtricitabine ovte
t0 tenofovir avéotelre in vitro 10 PeTAPOAICUO POPUAK®OV TOV eMITEAEITOL A0 OAEG TIG peiloveg
oopopeég Tov avBpmmvov CYP4A50, o1 omoieg cupUETEXOVY GTOV PIOUETAGYNUATIOUO TOV QAPUAKDV.
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Eniong, n emtricitabine dev avactéAiel Ty uridine-5'-diphosphoglucuronyl tpaveeepdon, to Evivuo
7oV gival vTEHOBLVO Y1a TN YALKOLPOVIdIWON.

Amofoin

H emtricitabine amekkpivetal TpOTAPYIKE LEGH TOV VEQPPDV LE TANPN OVAKTNGT TNG 060N G amd To!
ovpa (mepimov 1o 86%) Kot ota KOTpava. (mepimov to 14%). To 13% tng d60mg g emtricitabine
avaktiOnke ota 00pa e TN Hopen TPLOV petaforitdv. O LEGOG OPOG TG CLGTNUATIKNG KABaPONG
g emtricitabine ftav 307 ml/min. Metd v 06 Tov GTOUATOC YOPNYNON, O XPOVOS Nuicelag {wng
v TV amofoAn g emtricitabine tav wepimov 10 dpec.

To tenofovir amekkpivetor KVplOG LECH TOV VEPPOV PEGH OHONONG Kot VO EVEPYOD CLUGTAOTOG
COMVAPLOKNG LETOPOPAS pe mepimov 70-80% 1trng 660MG vor amekKpiveTol GUeTAPAN T GTO OV HETE
amo evooEAEPLa yoprynon. O pécog dpoc g eavouevng kdbapong Tov tenofovir NTov mepimov

307 ml/min. H veppin kaBapon £xet vmoroyiobel nepimov ota 210 mL/min, mov eivor mépav Tov
pLOUOY oTEPaUATIKNG OHONONC. AVTO VITOJSEIKVOEL OTL ] EVEPYOS COANVUPLOKT] OTEKKPLGT] GUVIGTA
ONUOAVTIKO HEPOC TNG amEKKPIONG TOL tenofovir. MeTd TV amd Tov GTOUATOC YOPNYNON, O YPOVOG
nuicelag {ong yo v amoPolin tov tenofovir frav mepimov 12 éwg 18 mpeg.

Hlxuwopévol

Agv &xovv Tpaypotonom el papuakokvnTIkéG HeAETe pe emtricitabine 1) tenofovir (yopnyovuevov
og tenofovir disoproxil) oe nAtkiopévoug (MAikiog whve amod 65).

[O1IYN6)

H gappoxoxivntikn g emtricitabine kot tov tenofovir givar Tapdpowe 6€ AVOPES KOl € YUVOIKES
aoBeveic.

Efvikémnta
Agv €yel evtomofel KAVIKA oMUovTIKT S10pO0POTOINGT) OTH QUPUAKOKIVITIKT OGOV apopd TNV
eBvikdTa Y10 TV emtricitabine. Aev £xovv peletn el o1 PopUOKOKIVNTIKES 1010TNTEG TOL tenofovir

(xopnyovpuevov wg tenofovir disoproxil) cuykekpipéva 6€ dLOPOPETIKES EBVOTIKES OUAOEC.

TMoudrarpikdc TANOvoudC

Agv &xovv Tpaypotonombel papuakokvnTIKEG HeAETeC Le To emtricitabine/tenofovir disoproxil og
modLd Kot eprfovg (MAikiog kdtm amd 18 etmv). AEloAoynOnKe 1 oPUOKOKIVNTIKN oTaBEPNC
ovykévTpmong Tov tenofovir oto TAdoua (steady-state) oe 8 eprifovg acbeveic pe HIV-1 Loipwén
(Mixiog 12 émg < 18 etddv) pe copatiko Bapoc > 35 kg, kabaog kot o 23 wondid pe HIV-1 Aoipmén
niikiog 2 éo¢ < 12 etddv. H ékBeon oto tenofovir mov emitevydnke o€ aVTOVG TOLG TOOLATPIKOVG
acBeveic mov ehduPavay amd Tov oTopaToC NUEPNoleg dooelg tenofovir disoproxil 245 mg 1 tenofovir
disoproxil 6,5 mg/kg copatikov Bdpovg £wg péyiotn 66om 245 mg ftav Tapopold Le v EkBeon oe
EVIAIKEC TOL EAauPavoy nuepnotleg dooelg tenofovir disoproxil 245 mg. Agv éyovv TpaypatomomOei
QopraKOKIVITIKEG peAéTeg e tenofovir disoproxil oe Tadid K&t v 2 €Td@v. ['evika n
(OPUOKOKIVITIKY] TNG emtricitabine o€ Bpépn, Taudid Ko eprjfovg (nAikiog omd 4 unvav émg 18 etov)
glval TOPOUOLN [LE OVTH TOV EVIAIK®V.

H pappokokivntiki tng emtricitabine kot tov tenofovir (yopnyoduevov wg tenofovir disoproxil)
avapEVETOL va elvar Tapopotle o€ TpocPefAnuévoug kat un tpocsPefinuévoug amd HIV-1 epnfoug,
Bacel g mopduotag £kBeong g emtricitabine kot tov tenofovir o€ TpocPefinuévovg amd HIV-1
€QNPovg Kol eVAAIKES Kal TV Tapopoto EkBeon g emtricitabine kot Tov tenofovir o€
wpooPePfAnuévoug kat pn mpooPePfinuévoug and HIV-1 evijhike.
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Negpikn dvcietrtovpyio

[Tepropiopéva papparxoxvnTikd dedopéva etvar dtaBécipa yio trv emtricitabine kot To tenofovir petd
OO GLYYOPNYNOT TOV UEUOVOUEVOV GKEVOCUATOV 1| MG CLVOVAGHO aTafepng dOGNGS, deV EYEL
peretn et oe acBeveig e veppikn dvciettovpyia. Ot opUOKOKIVITIKEC TAPAUETPOL TPOGOLOPIcTIKOV
Kupimg PeTd T Yopnynon woeg doong emtricitabine 200 mg 1 tenofovir disoproxil 245 mg ce dropa
yopic HIV Aoipwén kot pe dtdpopo Paduod veppikng duciettovpyiog. O Babuog g veppikng
dvodettovpyiog Tpocdlopiotnke KoTd TNV Evraén copeova, pe Ty kdbapon kpeativivng (CrCl)
(pvooroyikn veppikn Aettovpyia 6tov CrCl > 80 mL/min, fmia pe CrCl = 50-79 mL/min, uétpio pe
CrCl = 30-49 mL/min kot coPBapn pe CrCl = 10-29 mL/min).

H péon éxbeon otnv emtricitabine (%CV) avéndnke and 12 (25%) ugeh/ml ce dropo pe pUGIOAOYIKT
veppikn Aertovpyia o€ 20 (6%) pgeh/ml, 25 (23%) pgeh/ml kou 34 (6%) pgeh/ml, e dtopa pe Mma,
pétpla Ko cofapn veppikn duciettovpyia avtiototyo. H péon ékbeon oe tenofovir (%CV) avéndnke
amo 2.185 (12%) ngeh/ml og dtoua e puololoyikn veeptkn Asttovpyia o 3.064 (30%) ngeh/ml,
6.009 (42%) ngeh/ml xon 15.985 (45%) ngeh/ml, og dropa pe ma, péTplo Kot cofapn veppikn
dvuchiertovpyia avrtictorya.

H avénom tov 6060A0Y1KOD HECOSIOGTILOTOC TOL emtricitabine/tenofovir disoproxil e acOeveic pe
HIV-1 Moipmén pe pétpia veppikn SLGAEITOVPYIO AVOUEVETOL VO £XEL MG OTOTEAEGLO VYNAOTEPEG
LLEYIOTEG GLYKEVTPDGELS TAAGLOTOS Kot YopmAoTepa eninedo Crin € GUYKPLOT] HE acOeVelg e
(PLGLOAOYIKT] VEQPIKT AelTovpyia. X ATOUO [LE VEPPIKT VOO0 TEAKOV atadiov (NNTX) mov
yperalovtar apokdBapon, peta&h Tmv cuvedplidv 1 £kbeon 610 PApPHAKO aVENONKE ONUOVTIKE EVTOG
72 wpav ptavovtag To 53 (19%) pgeh/mL emtricitabine kot evtog 48 @pdv TAvOVTOG TOL

42.857 (29%) ngeh/mL tenofovir.

Mio pucpn] KAvikn peAétn dievepynOnke yio Ty EKTIUNGT TG ACPAAELNG, TNG OVTIIKNG OPACTIKOTNTOG
KoL TG QopUoKoKIvnTIkiG Tov tenofovir disoproxil o cuvdvacuod pe v emtricitabine o€ acOeveic pe
HIV Moipmén pe veppikn dveiettovpyio. Mia vroopddo acbevav pe kabopon kpeativivng petacy 50
Kot 60 mL/min katd Vv éviaén, ot omoiol eAauPavay epdmas 06on nuepncing, elyav 2-4 popég
peyodvtepn ékbeom oto tenofovir Kot emdeivaon Tng VEPPIKNG Aettovpyiog.

H poppoakokivntiki Tov emtricitabine kot Tov tenofovir (yoprnyobpevov mg tenofovir disoproxil) oe
ool TPIKoVC aoBeveic e veppikn ducAettovpyio dev €xel ueretnel. Agv vapyovv dabéoiua

dedopéva yio ovotdoelc docoroyiag (PA. Topaypdeovg 4.2 kot 4.4).

Hratwkn dusAisttovpyia,

H poppoakokivntiki Tov emtricitabine/tenofovir disoproxil dev €xet peretn0el oe acbeveig pe oty
dvodettovpyia.

H oppaxokivntikn g emtricitabine dgv éyetl pekemOei oe acbeveic yopic HBV Aoiumén kot
mowkidAovteg Babpovg nrotikng avendpkelag. [evicd 1 eoppokokivnTiky g emtricitabine oe
aocBeveic pe HBV Aoipmén ftav mopdpota Le avth Tov vyudv Kot Tov actevdav pe HIV doipmén.

e aoBeveig yopic HIV Aoipwén pe mokidov Pabpod nratikn dvcieitovpyia, xopnyndnke ep” anag
d0oom 245 mg tenofovir disoproxil cOpemva pe v katdroén Child-Pugh-Turcotte (CPT). H
QOPUOKOKIVTIKT TOV tenofovir dgv petafAnOnke onUOVTIKG 6 GTOUN [LE NTATIKY dSVGAELTOVPYia,
VIOSEIKVOOVTAG OTL 6TA ATOUN 0LTA OgV amorTeiTan avampooappuoyn g doomng. Ot péoeg tipég (%oCV)
Crax kot AUCy. TOV tenofovir ntav 223 (34,8%) ng/mL o 2.050 (50,8%) ngeh/mL avtictotya, o€
(QLGLOAOYIKA GTOpe GE GUYKPLOT HE Tig TéS 289 (46,0%) ng/mL ko 2.310 (43,5%) ngeh/mL o¢
acBeveig pe pétpla nratikn dvoiettovpyio kot 305 (24,8%) ng/mL ko 2.740 (44,0%) ngeh/mL c¢
aoBeveig pe coPapn nratikny duciettovpyia.

5.3 IIpoxkivikd d€dopéva Y10, TNV 0.6QALELN
Emtricitabine
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Ta un KAvikd dedouéva GYETIKA pe TV emtricitabine dev amokaADTTOVV 1510iTEPO KIVOLVO Yid TOV
avOpomo pe Pdon Tic VUPATIKEG LEAETEG PUPUAKOAOYIKNG ACPAAELNS, TOEIKOTNTOG
EMOVOLOUPOVOUEVOV HOCEMV, YOVOTOEIKOTNTOG, EVOEXOUEVIC KAPKIVOYOVOL dpdong kot ToSkOTNTag
OTNV OVOTOPOY®YIKY] TKOVOTNTO KOt OVATTUED.

Tenofovir disoproxil

Ot un KAvikég HEAETEG POPLOKOAOYIKNG 0oQAAELNG OoYETIKA e To tenofovir disoproxil dev
ATOKOADTTOVV 10l0iTEPO Kivauvo Yia Tov avOpwmo. Ta gvpfjuata Tov mapatnpOnKay 6Tig HEAETES
To&kdTNTaG EMAVOAUUPBAVOLEVOV dOGEMV GE 0POLPAIOVS, GE GKVAOVE Kol 6€ TONKOLG G emineda
€xBeong peyokvtepa omd 1 ioo pe To KAk eminedo EkBeomng Kot e evOEXOUEVT] GYECT] LE TNV
KAWVIKT] (P01, CUUTEPIAAUPAVOVY VEPPIKT KOl 0GTIKT TOEIKOTNTO KO Lo EAUTTOOT) 0T
GUYKEVTPMOT POGPOPoV 0pov. H octikn toéikdtnto dayvmctnke og ooteopaiakio (ibnkot) kot
eldttoon g OII (apovpaiot kot okvAor). H ootk T0E1kdTNTO 68 VEapoHg EVAAIKES 0pOLPATiong Kot
OKOAOVG TOPOVOLAGTNKE OE ekBEGELG > 5 popéc TV £kBeom o€ maudroTpucong 1 eviAikes acBevels.
Oo1ikn To&IKOTNTA TAPOVGIACTNKE € VEAPOVS LOAVGUEVOVG TTiONKOVG 6 TOAD VYNAEG exbécelg petd
amo vrodopia yoprynon (= 40 popéc v ékbeom o acbeveic). Ta svpAUATE TOV LEAETOV GTOVG
apovpaiovg kot Tovg TMNKOVG EGE1EAV PUPULAKOEEAPTDLEVT] ELATTMON TNG EVIEPIKNG OTOPPOPTONG
TOV POGPOPOVL, Ue Thavn devtepoyevn peimon g OI1.

Meléteg YovoToEoTnTog KaTédeEav 0TIk AmoTEAEGLOTO GTNV iR Vitro SOKILAGTO AEUPDUOTOC
TOVTIKOV, apgifola amoteAéopata o€ £vo amd To GTEAEYT OV XPNOLLOTOWOnKav 010 Te6T Ames,
Kot i Oetid amotedéopato ot dokuacio UDS og mtpotoyevh nratokdtropa apovpaiov. Qot0c0,
T OMOTEAEGLOTOL TITALY OPVNTIKA GE U0 i1 ViVo SOKIHOGTIO LUKPOTTUPTVAOV LVEAOD 0GTAOV TOVTIKOV.

MelEéTeC KOPKIVOYEVEST|G LLE OO TOV GTOLOTOG YOPTYNOT GE APOVPOIOVE Kol TOVTIKOVS £de1E0V LOVO
YOUNARY GUYVOTNTO, EUPAVIOTG OYKWOV TOV dMOEKASAKTOAOV GE VITEPPOIKE VYNAT 06T GE TOVTIKOVC.
Avtoi o1 dykot dev paiveton va oyetilovtar e avBpdmovg.

Meléteg TOEIKOTNTOC TNV AVATOPOYDYIKT TKOVOTITO GE 0pOLPAIOVG KOl KOLVEALL OeV KaTEdEIEQY
Kopio enidpAoT GTIG TOPAUETPOVS TOV LEVYOPDUATOS, TNG YOVILOTNTAS, TNG KUNONG 1] OTIS EUPPLIKEG
napopétpovs. Qotdco, To tenofovir disoproxil peiwoe to delktn Proopdrag Kot o Pépog Tmv
KOVTOPIOV GE UL TEPT- KOl LETOYEVVITIKY MEAETN TOEIKOTNTOC GE OOGELG TOEIKEG YiaL T UNTEPQL.

2vvivaouds emtricitabine xou tenofovir disoproxil

Meléteg YovoToEIKOTNTOG KOt TOEIKOTNTOG EXAVOAAUBAVOUEV®Y HOCEMV d1APKELNG EVOC UNVOG N
AYOTEPO LE TO CLVOVAGLO QVTMV TOV SO0 GVOTUTIKMV deV £JE1EAV EMOEIVOOT TOV TOEIKOAOYIKMDV
EMOPACEMV, GE GVYKPLON Ue HEAETEG LE T EEXMPIGTA GLGTATIKA.

6. @®APMAKEYTIKEX IAHPO®OPIEX

6.1 Kaotahloyog ekddymv

TTvpnvog diokiov:

MiKpOoKPLGTAAMKY KOTTOPIV

Y dpo&umpomvuAokuTTopiv, YOUNANG VITOKATACTOCNG
Koxkivo o&eidio aidnpov (E172)

TTvpitio, KOAAOEWES AVVIPO

Aoktoln povoidpkn

ZTEQTIKO LAYVG10
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Emkdivyn pe vuévio:

Aoktoln povoidpikn

YrpopeAdoln

Awoégidro tov Titaviov (E171)Tplacetivn
Brilliant blue FCF Aluminum lake (E133)
Kitpwvo o&eidio oiompov (E172)

6.2 Aocvpparotreg
Agv epapuodletat.

6.3 Awgpkero Lonc
2 ypovia

200KEVOCIA PLAANG
Xpnowponoteite eviog 90 nuep@V HETA TO TPAOTO AVOLYH

6.4 Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

Mn gvlaooete o€ Oeppokpacia ave v 25°C. PVALGCETE GTNV OPYIKT CLCKELOGIA, Y10 VO
TPOGTATEVETAL ATTO TNV VYPACiaL.

6.5 ®@Von Kol GVOTUTIKA TOV TEPLEKTT)

D1 amd ToAvatBvAévio vyning Tokvottag (HDPE) pe Aevkod adiapavic Prowtd ntopa amd
TOALTTPOTVAEVIO 1) AEVKO aSLOPAVES ELOTKO TOUO ACGPAAELNG Y10l TOOLAL OO TOAVTPOTVLAEVIO [UE
mapéuPfoopo Tov TEPEYXEL LEUPPAVT] GTEYAVOTOINGNG CAOVHVIOV EMAYMYIKNG COPAEYIONG Kot
ocvokevaoio Enpavtucon pécov. [lepiéyel 30 M 90 emucolvppéva pe Aemtd vuévio diokia, Kot
ToAvGVokeLaoieg mov mepiEyovy 90 (3 cuokevacieg Twv 30) exucolvppéva pe Aemtd VUEVIO SloKia.

Yvokevacio kKoyeddv (blister) yoypng EAACEDS ETUKOAVUUEVT LLE EVOMUATOUEVO GTPMUO ENPOVTLKOD
HEGOL 6N pio TAEVPA Kol GKANPUUEVO POAAO GAOLUVIOV GTIV GAA).

MeyéBot cuokevacimv: 30 emkaAvppéva pe AETTO VUEVIO 10KIO KOl CUGKEVAGIN KOYEADY LOVAOOG
d0omg mov meptéyel 30 x 1,90 x 1 ko 100 X 1 emucoivppéva pe Aentd vpévio diokia.

Yvokevacio Koyeddv (blister) yoypng erdoewg pe (OPA/Aluminium foil/PVC) ot pio mievpd kon
oKANpeUEVO POALD aAovpviov otV GAAN.

Meyébot cuokevaciov: 30 emkaALUUEVE PE AETTO VUEVIO SIOKIO KOl CUGKEVAGIO KOYEADY LOVASOG
d0oomg mov mepteyel 30 x 1, 90 x 1 emkaAvppéva pe AeTTO LUEVIO dloKia.

Mmropei va, unv KoKAOPOPOLY OAEG Ol GLOKEVAGIEC.
6.6 Iowitepec mpouvrders amdppryng

Kda0e aypnoiponointo eopuokeutiKd Tpoiov 1 VIOAEWLUO TPETEL VO OTOPPITTETOL GOUPOVOL LE TIG
KOTA TOTOVC oY VOVGEC GYETIKEG dLuTdEELS,

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdio
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8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/16/1133/001
EU/1/16/1133/002
EU/1/16/1133/003
EU/1/16/1133/004
EU/1/16/1133/005
EU/1/16/1133/006
EU/1/16/1133/007
EU/1/16/1133/008
EU/1/16/1133/009
EU/1/16/1133/010

9. HMEPOMHNIA NPQTHX EI'KPIZHX/ANANEQXHX THX AAEIAX
Huepounvia mpdg éykpiong: 16 Askepppiov 2016

Hpepounvia tedevtaiog avavémong: 22 XentepPpiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOPIES Y10 TO TOPOV QOPUUKEVTIKO TPOioV gival S10EGIIES GTO SIKTLAKO TOTO TOV
Evponaikod Opyavicpod @oppdkoy http:/www.ema.europa.eu.
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ITAPAPTHMA 11

HAPAXKEYAXTHX(EY) YIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXIMATIKH XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX(EX) YHLEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

Ovouo kot d1ev6vvon tov(twv) ToPaoKeLOoTR(MV) oL ivor VTeLOVVOC(O0L) Y10 TNV OTOSEGLUELCT) TV
ToPTId®V

Mylan Hungary Kft
Mylan utca 1, Komarom, 2900,
Ovyyapia

McDermott Laboratories Limited T/A Gerard Laboratories T/A Dublin Mylan
35/36 Baldoyle Industrial Estate, Grange Road, Dublin 13
Iphovdio

Medis International a.s
Bolatice, Prumyslova 961/16,
747 23 Bolatice,

Togyikn Anpokportio

Mylan Germany GmbH

Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1
Bad Homburg v. d. Hoehe

Hessen, 61352,

I'epuavia

210 évtumo OUAAO 0ONYLOV YPNONG TOV PUPLOKEVTIKOV TPOIOVTOG TPETMEL VOL VOLY PAPETOL TO OVOLLL
Kat 1 S1ebBvvon ToV TAPACKEVAOTY TOL Etval VTEVBVVOG Y10 TNV OTOJEGHUEVOT| TNG CYETIKNG TAPTIOOC.
B. OPOI'H OI HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
DoppokevTikd TPOIOV Yo TO 0TTOI0 OmaLTEITOL TEPLOPIGUEVT 1aTPIKT) cuvTayT| (PA. mapdptnua I
[epiAnym tov Xopaktnpiotikedv tov [Ipoidvtog, mapdypaeog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX KYKAO®OPIAX

o Ex0éoe1g Teprodkig mapakorovdnong g acpdireias (PSURs)

Ot amoitioelg yio v vroPoin towv PSURS yio T0 ev Ady® @apuakevtikd mpoiov opiloviotl otov
KatdAoyo pe Tig nuepounvieg avapopds s Evoong (katdrloyoc EURD) mov mopatifeton otnv

napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emaxdiovdng emukaiporoinong
OT®G OMLOGIEVETAL GTIV EVPAOTAIKT OUCTVAKT TUAT Y10l TO POPLLOKOL.,

A. OPOI 'H ITIEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY IPOIONTOX

. Xyéo10 owayeipiong Kivovvou (XAK)

O Karoyog Adelag Kukiopopiag (KAK) Ba die&aydyet Tig amoitodpeveg SpacTnploTnTESG Kot

TOPEUPACELS POPUAKOETOYPOTVIONG OTTMC TapoLGtdlovial 610 cuppovnév XAK mov

nmapovotdletar otny evotnra 1.8.2 g adetog KukAogopiog Kol omolesdNmoTe EMoKOAOVOEC
gykekpipéves avabempnoelg tov ZAK.
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'Eva emkatpomompévo ZAK Oa mpénet va katotedet:

. Metd and aitnpa tov Evporaikov opyovicpov @appakwov,

o Onotednmote TPOTOMOLEITAL TO GVGTN O SLOYEIPIONG KIVOHVOD, EIOIKE MG ATOTEAEGLLO ANYNG
VE®V TANPOQOPLOV TTOV LITOPOVV VA ETLPEPOVY GTLLOVTIKT] GAAOYT OTN 0XE0T] 0QPELOVE-KIVOVVOL
N ©G 0OTOTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPOTVIION 1
gloyiotomoinon Kvévvov).

EmnpdécOeto pétpa ehayyrotonoinons Kivovvou

O kdroyog adetog kukiopopiag (KAK) Oa eEacpariost 6Tt 6AOL 01 Y1aTpOi 01 070101 AVapEVETAL

Vo cvvtayoypaeovv/xopnyovv To Emtricitabine/Tenofovir disoproxil Mylan ce eviilkeg kot e@nfovg
yw. PrEP Qo etvar epodiacpévol pe éva ekmaidentikd makéto yrotpov wov Ba mepiéyet v Iepiinym
TV XapoKTploTikdv Tov [Ipoidvtog kot £va kKaTdAANAO EKTOSEVTIKO PUALASLO, OTIMG TEPTYPAPETOL
AEMTOUEPDG TAPAKATM:

o Exnoudevticd puAradio PrEP yio toug cuvtayoypagovvtes ylatpolg Le TITAO «EnUavTiKn
TANPOPOPI0 AGPAAELNG Y10l TOVG GLVTOYOYPAPOVVTESG YINTPOVC GYETIKA UE TO
Emtricitabine/Tenofovir disoproxil Mylan yia v ‘Evéeién [Ipopdriaéng nptv tnv ‘ExBeon

(PreP)»
o Alota gléyyov PreP yio toug cuvtayoypagoivieg y1aTpovg
o Exmaidevticd puAradio PrEP yia to dropo mov Ppicketon o€ Kivouvo pe TITAO «EnUavTIKY

TAnpoeopia oxetikd pe to Emtricitabine/Tenofovir disoproxil Mylan yio T peiowon tov
KIvdUuvoLu pOALVGNG oo Tov 10 TG avBpmmivng avocsoavendpkelag (HIV)»
. Képto vrevBopong PrEP

Exnoandgvtiké guriridoro PrEP yio Tovg 6uvtayoypa@ovvtes ylatpovs:

o YrevOopon ya m Bacikr TAnpogopio acpaieiog GYETIKA LE TV (POT TOV
Emtricitabine/Tenofovir disoproxil Mylan o PrEP

o YrevOopion tov mapayoviov tov fondovv 6Tov Tpocdlopicd TOV aTOU®mY Tov Ppickovial o
VYNAO Kivouvo va poAvvBodv amd tov HIV-1

. Y7revOopion oyetikd pe Tov Kivouvo avamtuéne avtoyng oto eapuako yio. tov HIV-1 o un
Swyvoopéva dropa pe HIV-1 Aolpwmén

. [oapéyer mAnpoeopieg acpareiag yia T coppdpemon, v e&étaon HIV, v katdotoon tov

VEPPOV, T®V 06TAOV Kot tov HBV.
Alota ghéyyov PrEP ywa cvvtayoypa@odvres yratpods:

. YrevOupicelg yio a&lohoynoels/mopoyn GUUBOLAMY GTNV OPYIKY| EXICKEYT KOt TNV
TapoKoAovONoN.

Exma1dgutik6 guriraorwo PrEP yia to dtopo mov Kivovvevel (va mapEyetanl 0o Tov tapoyo
vyeiag [ITY]):

. YnevOopioeilg oyetikd pe to T1 o pénel va yvopilel 1o dTopo, 1060 TPV OGO KoL KATH T
duapketa AMymc tov Emtricitabine/Tenofovir disoproxil Mylan, ywo ) peioon tov Kvédvov
péAvvong amd tov HIV

. YrevOopion yo T 6movdatdTnTa TG dVoTNPNS CUUUOPPEOGCTG LE TO CLUVIGTOUEVO H0GOAOYIKO
oMo

. [opéyer TAnpoeopieg yia tov Tpdémo Aymng Tov Emtricitabine/Tenofovir disoproxil Mylan

. [opéyer MAnpoeopieg yia Tig TBavVES avemBounteg evépyeleg

. [opéyer MAnpopopieg yia tov Tpdémo evAaéNg Tov Emtricitabine/Tenofovir disoproxil Mylan.
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Kapta vrevOdpong PrEP Yo to dtopo mov kivovvevel (va tapEyetor amro I1Y):

YmevOuicelg Y10 COUUHOPPOGT [LE TO SOGOAOYIKO TPGYPOLLLLLOL
YrevOopion yia mopakolohino TV TPoyPoULATICUEVOV KAIVIKGOV ETIGKEYEWDV.
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI (I'MA KYYEAEX KAI ®IAAH)
ETIKETA ®TAAHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg enucolvppéva pe Aentd vuévio diokio
emtricitabine/tenofovir disoproxil

2. XYNOEXH XE APAXTIKEX OYXIEX

Ka0e emxatoppévo pe Aemtd vpévio diokio mepiéyel 200 mg emtricitabine kon 245 mg tenofovir
disoproxil (wg maleate).

3. KATAAOTI'OX EKAOXQN

[eptéyet: povodopikn Aaktoln. AvatpéEte 6To PUAAO OOMNYIDV Y10 TEPICTOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Emwaivppévo pe Aemtd vpévio diokio.

2VOKEVOOIES PLOANG
30 emkoAVUUEVO PE AETTTO DUEVIO dloKio
90 emkaAvppEVO PE AETTO DUEVIO dloKio

2vokevaoies kowerwv (blister)

30 emkaAvUUEVO PE AETTTO DUEVIO dloKio

30 x 1 emxaAvppéva pe Aemtd vpévio d1okia (CVGKEVAGIN LOVASOG)
90 x 1 emkaAvUPEVA E AETTO VUEVIO dlOoKiN (CVOKELOUGTO LOVASAG)
100 x 1 emkoivppévo e Aewtd VUEVIO O10Kia (CLOKEVAGI LOVADAC)

5. TPOIIOX KAI OAOX XOPHI'HXHX

Amo6 oTOUATOC YPNIOT).

Awpaote 10 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na pvrdocoetal o€ Béon v omoia dev PAETOLY Kot dev TpoceYyilovy To TodId.
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‘ 7. AAAH(EY) EIAIKH(EYX) [TPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHZEH/ EXP:

[Lovo oT0 eEmTepikd KovTi]
Huepounvia avoiypartog:

2vokrevooia proAng: Aeob avotytel, xypnoyoromote evioc 90 nuepmv.

9. EIAIKEX XYNOHKEX OYAAZEHX

Mn gpuAdooete og Beppokpacio dve Tov 25°C. DVAGCCETE GTIV 0PYIKT GCUGKELOGTIM, Y10, VO
TPOGTATEVETAL OO TNV VYPACIaL.

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdio

12. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/16/1133/001
EU/1/16/1133/003
EU/1/16/1133/004
EU/1/16/1133/005
EU/1/16/1133/006
EU/1/16/1133/007
EU/1/16/1133/008
EU/1/16/1133/009
EU/1/16/1133/010

13. APIOMOX ITAPTIAAX

IMoptida/ Lot
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‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Emtricitabine/Tenofovir disoproxil Mylan

[@a eppaviletorl pdvo 6to EmTEPIKS KOLTI]

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KOOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVoyVOPIOTIKO KMOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO XAPTINO KOYTI IOAYXYXKEYAXJIAY (ME BLUE BOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg smikolvppéva pe Aentd vuévio diokio
emtricitabine/tenofovir disoproxil

2. YYNGEXH XE APAXTIKH OYZXIA

Kda0e emxatoppévo pe Aemtd vpévio diokio mepiéyel 200 mg emtricitabine kon 245 mg tenofovir
disoproxil (wg maleate).

3. KATAAOTI'OX EKAOXQN

ITepiéyet emiong: povoddpiky Aaktoln. AvatpEETe 6TO PUALO 0INYIDV YL TEPICCOTEPES TANPOPOPIEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

[MoAhamdn cvokevacia: 90 (3 cvokevacieg Proimv Tov 30) emtkaivppéva pe AeTto vUEVIO diokio

‘ S. TPOIIOX KAI OAOX XOPHI'HXHX

Ao oTOUATOC (PO

AwBdote 10 PUALO 0INYIDV YPAONG TPV OO TN YPNOT).

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na puAdooetor og 06om v onoia dev PAETOVY Ko dgv Tpooeyyilovv Ta TodLd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH/ EXP:

Ao avouytel, ypnoomromote evtog 90 nuepmv.
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9. EIAIKEX YYNOHKEX ®OYAAEHX

Mn gpuAdooete og Beppokpacio dve Tmv 25°C. DVAGCCETE GTIV 0PYIKT GUGKELOTIM, Y10, VO
TPOGTATEVETAL OO TNV VYPACIaL.

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdio

12. APIOMOX(OI) AAETIAX KYKAO®OPIAX

EU/1/16/1133/002

13. APIOMOZX ITAPTIAAX

Moptida/ Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IIAHPO®OPIEX XE BRAILLE

Emtricitabine/Tenofovir disoproxil Mylan

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOY — AIFAIAZTATOZ TPAMMQTOX
KOQAIKAY (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov gépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX - AEAOMENA ANATI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:

56



ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI IIOAYXYXKEYAZXIAY (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg enucodvppéva pe Aentd vuévio diokio

emtricitabine/tenofovir disoproxil

2. XYNOEXH XE APAXTIKH OYZXIA

Ka0e emxatoppévo pe Aemtd vpévio diokio mepiéyel 200 mg emtricitabine kon 245 mg tenofovir
disoproxil (wg maleate).

3. KATAAOI'OX EKAOXQN

Iepiéyer emiong: povoddpikr| Aaktoln. AvatpéEte 6To EUALO 0OMNYIDV Y10 TEPICTOTEPEG TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 emkolvppéva pe Aemtd vEVIo dtoKia

Mépog ToAAOTANG GLGKEVAGING, OV TMAEITAL YOPIOTA.

‘ S. TPOIIOX KAI OAOX XOPHI'HXHX

Amo6 oTOUATOC YPNIOT

Awfaote 10 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA MITAIAIA

Na pvidcoetal o€ BEomn v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHZHX

AHEH/ EXP:

<uoévo 610 eEMTEPIKO KOLTI>
Huepounvia avoiyparoc:

Aol avouytel, ypnooromote evtog 90 nuepmv.
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9. EIAIKEX XYNOHKEX OYAAZEHX

Mn pvAdocete o€ Beppokpacio Gvo twv 25°C. DVAACCETE OTNV 0PYIKT] CLGKELAGIN, Y10, VO,
TPOGTATEVETAL OO TV VYPACIL.

10. JTAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAIT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdio

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/16/1133/002

13. APIOMOZX ITAPTIAAX

Moptido/ Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IIAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOY — AIFAIAZTATOZ TPAMMQTOX
KOQAIKAY (2D)

A163146T0TOG YPAPL®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVadSIKO avoyVOPIGTIKO KOSIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX - AEAOMENA ANATI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
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EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

®YAAO BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg smikolvppévo pe Aentd vuévio diokio
Emtricitabine/tenofovir disoproxil

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

AHZEH/ EXP:

4. APIOMOZX ITAPTIAAX

optida/ Lot

5. AAAA XTOIXEIA

Amo tov 6TdHTOG XPTIoN
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B. PYAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg emxoivppéva pe Aertd vUEVIo d1oKia
emtricitabine/tenofovir disoproxil

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE GVTO TO

PaPROKO, O1OTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- dordEte avTo To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TO Y10TPO GO 1| TO PAPUOKOTOLO GOC.

- H ocvvtayn v avtd 1o appoko xopnynnke amokAeloTiKd yio oog. Agv TPEMEL VO ODOETE TO
@apuroko og GAiovg. Mmopel va Toug TpokaAéael PAAPN, akoOpa Kot OTav To, oMUElR TNG
acBéveldc Toug ivor 010, e Tor OKa oag.

- Edv mopatnpnoete kamoto avemBOun evépyela, EVINUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0G. Avtd 1oyvel kat ylo KaBe mhoavn avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONY1DV Yprone. BAéme mapdypago 4.

T epLéyel 1o Tapov GUAA0 00N YLOV

T1 eivon to Emtricitabine/Tenofovir disoproxil Mylan kot oo givai 1 ypfion tov
T mpéner va yvopilete mpv mapete To Emtricitabine/Tenofovir disoproxil Mylan
[log va ndpete to Emtricitabine/Tenofovir disoproxil Mylan

[Mbavéc avemBounteg evépyeteg

[log va purdcoete to Emtricitabine/Tenofovir disoproxil Mylan

[lepreydueva tng cuokevaciog Kot AOUES TANPOPOPIES

A

1. T eivar To Emtricitabine/Tenofovir disoproxil Mylan ko owa givan 1 yp1jon tov

To Emtricitabine/Tenofovir disoproxil Mylan wtepiéyel 00 dpactikéc oveisg, TNV emtricitabine
Kot to tenofovir disoproxil. Kot o1 500 ovcieg givar aviiperpoikd QAapIOKO TOL YPNCULOTOLOVVTOL GTY
Bepaneio g HIV Aoipwéne. H emtricitabine gival vovkieoaidikog avaotoléag e avaoTpopns
Hetaypopaons Ko o tenofovir etval vovxleotidikog avaotoléas the ovaotpopns ustoypapacns. Ev
TOVTOLG KoL T0, 000 gival evpémc Yvwotd og NRTIs kot Agrtovpyovv mapepfaivovtag ot puGLoA0YIKN
Aertovpyio evog eviOOL (OVAGTPOPT| LETOYPAPAGT)) TO OTO10 EIVOL OVGLMOES Y10 TNV AVATOPAYWYTN
TOL 100.

. To Emtricitabine/Tenofovir disoproxil Mylan ypnocipomorgital yia TNV aVTIHETOTION TG
roipmEng ané tov 16 AvOpadmivng Avocoavendpkerog 1 (HIV-1) og evijlkeg.
. Xpnowponoreitan emiong ywo T Ogpaneia Tov 100 HIV og epnfovg nhkiog 12 £0¢ kdtm

TV 18 e1®V, pg Bapog 35 Kihd TovAdyLeToV KAl o1 omoiot yovv oM AdPetl Bepameia pe dAla
eappaka yuo. tov HIV, ta omoia dev eivon mAéov amotelecpaticd 1 £(00V TPOKUAEGEL
TOPEVEPYELEC.

- To Emtricitabine/Tenofovir disoproxil Mylan ntpénetl mévto va ¥pnoyLonoleital 6€ GUVILAGUO
pe dAAa apuake, yio Ty avtipetonion e HIV Aoipméng.

- To Emtricitabine/Tenofovir disoproxil Mylan umopei va yopnyn6ei avti tng emtricitabine kot
tov tenofovir disoproxil Aapfavouévev Eexmpiotd otig 1d1eg 60GEIS.

To @dappoxo avto dev Oepamevel v HIV hoipwén. Eved AouPavete to Emtricitabine/Tenofovir
disoproxil Mylan, pmopel vo avantdcoete akoun AMOUGEELS 1| GAAeg acBéveleg mov cuoyetilovtal pe
v HIV Aoipwén.

o To Emtricitabine/Tenofovir disoproxil Mylan ypnowpomoieitor ewiong yio peimon tov
Kivovvov péivveng amd tov 10 tng HIV-1 hoipméng o€ evijlkeg kol o€ pr)fovg nikiog
12 etV {0g KaTo TOV 18 eTOV, ne fapog TovrayisTov 35 Kihd, 6TOV YPNCILOTOLEITOL MG
KkaOnpepvn Bepaneia, pall pe TPaKTKég Yo 0oQOAECTEPO GEE:
BA. mopdypoapo 2 yia Evay katdloyo TV HETPV Ttpo@OAaéng évavtt tng HIV Aoipwméng.
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2. T péner va yvopilete apwy napete To Emtricitabine/Tenofovir disoproxil Mylan

Mnyv napete To Emtricitabine/Tenofovir disoproxil Mylan ywo tqv avripetomion tov HIV 1 1o
VO LELDGETE TOV Kivouvo polvvong amd tov 16 HIV, gav siote adlepykoi oty emtricitabine,
tenofovir, tenofovir disoproxil 1] 6€ 001001 TOTE AAAO ATTO TO. GVGTATIKG AVTOV TOL POPLAKOV
(avapépovtal otnv Tapdypapo 6).

2> AV avT0 I6YOEL Y0 6OC, EVI|UEPDGTE AUEGOG TO YIOTPO GaC.

Mpw wapete To Emtricitabine/Tenofovir disoproxil Mylan yio va pei®dcete Tov Kivouvo péivveng
amté Tov 16 HIV:

AvT106 1O PAppPOKO PTOPEL VO LELDGEL TOV Kivouvo mpocoing amd tov HIV povo wpv poivvbeite.

o Mpéner va giote HIV apvnrikol Tpotod EekiviioeTe va AapPavete avtod 10 QappoKo yio vo.
NELDGETE TOV Kivouvo porvveng amo tov 10 HIV. IIpénet va vroPfinbeite oe e€etdoeic yio va
BeParmbeite 611 dev £xete NN HIV doipwén. Mnv mépete antd T0 GAPUAKO Y10 VO LELDCETE TOV
kivduvo mov dratpéxete ektoc av £xet emPeforwbet 6T elote HIV apvnrikol. Ta dropa wov
&yovv HIV mpénet va Aapfdvouy avtd To pApUoko 6€ GUVIVAGUO LE GALS QAPLOKOL.

. Iolrég e€etdogis Yo HIV pmopel vo unv evromicovv pa apoceatn roipmén. Av
ekdniooete o acBévela wov Bopilet ypinn, Ba uropodoe va onpaivel 6t £xete poAvvOet
wpoceota oo tov 10 HIV. Ta mopokdto amotelodv onueio polvveng omd tov 16 HIV:

Kovpaon

TPETOHG

7OVOoL GTIC apOpDOGELG 1) 6TOVG UOEC

TOVOKEPOAOG

gUeTOHS M dudppota

eEdvnpa

VUYTEPIVEC EQPLOPDCELG

SLOYK®UEVOL AEUQUOEVEG GTOV Aaupd M TN BovPvikn ydpa

Evnuepaote Tov T10Tp6 60¢ av eKkonroeete acOévela mov Qupilel ypinn — gite tov

UAva Tpotol apyicete Vo TaipveTe aVTd TO PAPUAKO EITE OTOLOONTOTE OTIYUN EVAD

Aappdvete awtd 10 PappOKO.

\l/.....'..

Ipocdomounioeis Ko TPoPLAGEELS

Evo LapPavere o Emtricitabine/Tenofovir disoproxil Mylan ywo va peu®dogte Tov Kivouvo
poivveng and tov 16 HIV:

. No Aappdvere avtd 10 PappoKo KadnUEPVE Y0 VO, HELDCETE TOV KIVOUVO TTOV LU TPEYETE KoL
Oy povo otav vopilere 6TL ekTEOKOTE 6€ Kivouvo gn@aviong HIV roipménc. Mnv
nmopoieinete Kapio 06om Tov Emtricitabine/Tenofovir disoproxil Mylan kot unv otopatdte va
to maipvete. H mapdienym ddcewv pmopel va avénoet tov kivovvo poivveng omd HIV doipwén.

. No e€etaleote Taxtikd yio HIV.

. Av vopilete 6t1 poAvvOnkate and tov HIV, evnuepmote apéomg tov yratpd cag. Evoéyetal va
oo voPdAel oe TEPLoGOTEPEG EEETAGELS Yia v dlacParicel 0T eEakolovbeite va eiote
HIV apvnrikoi.
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H 2y tov Emtricitabine/Tenofovir disoproxil Mylan amla kot pévo gvosyetar va pnv
60G TPOSTUTEVGEL 0o TN poéAvvon ané tov 16 HIV.

. Xpnoiponoteite whvTo TPOKTIKEG AGPAAESTEPOL GEE. XPTGILOTOIEITE TPOPVAAKTIKY Y10
VO LEUDGETE TNV EMOQEN LE OTEPLLOL, KOATIKA VYPA 1 QL.
. Mn potpalecte TPOSHOTIKA AVTIKEILEV TOL UITOPEL Vo £xoVV aipa 1] COUATIKE VYPA

Vo ToVG, OTWS 0d0VTOPoVPTOES Kol AETIOEG ELPAPLOV.

. Mn popaleote M| emavaypnoyonoteite feAdvec | aAAo eEOTAIGUO YOPIYNONG EVEGEDV 1|
VOPKOTIKOV.

o Noa e&etdleote yuo dAleg oe&ovalikd HETAOIOOUEVES AOIUDEELG, OTTMG COPIAN KOl
yovoppota. Avtég o1 Aouméelg kabiotobv evkordtepn ™ petddoon tov 1ov HIV.

Potote Tov ylotpd cog av £YETE TEPAITEP® EPMTNCEIS GYETIKA LLE TOV TPOTO TPOANYNG TNG LOAVLVOTNG
amo tov 10 HIV 1 g pnetadoong tov HIV og dAdovg avBpmmovc.

Evoco maipvere 1o Emtricitabine/Tenofovir disoproxil Mylan yie tnv avriper@mon tov HIV 1)
Y10, VO, LEVAGETE TOV Kivouvo péivveng amd Tov 16 Tov HIV:

To emtricitabine/tenofovir disoproxil evoéyeton va exnpeaoel Tovg ve@poig cac. [Iptv ko
KaTd T S1dpKELD TG AYOYNS, 0 Y1oTpOg cag Ba cog {ntrost evoeyouévmg oplopéves eEETACELS
alL0TOg Yo VO LETPTOEL T GMOTH Agttovpyio TV VEQpoV cag. Evnuepdote to yotpd cog av
glyate 010 TopehBOV Kamolo veppikn wdonon N av ot eEetdoelc oag £0e1&av OTL £YETE VEQPIKA
mpoPAnuata. Edv £xete veppucd mpofAnuata, o yiotpog cog ival mhovod vo cag cuuPovAenoet
Vo 6TOHOTNoETE Va AapPavete emtricitabine/tenofovir disoproxil 1 edv &xete 1101 poAvvOet amd
tov HIV, va Aappdvete emtricitabine/tenofovir disoproxil Atyotepo cuyva. To
emtricitabine/tenofovir disoproxil dev cuvictdtol edv £xete coPapn acbévela 6Tovg vePpPolc M
€dv vroPaiiecte o€ arpokaBopon.

AnevBuvOgite 6TO YIOTPO GOUC OV VTOPEPETE UG 0GTEOTOPMOT, EYETE LGTOPLKO
KOTAYROTOV TOV 06TAV 1] £(£1€ TpofAnpata pe to 061d cag.

Hpopiqpota 06TOV (TOL EKONADVOVTUL MG ETILOVOG 1 ETLOEVOVUEVOC TOVOG GTO, 0GTA KO
KOTOAYOUV LEPIKES POPEG OE KaTAypoTa) pmopel va eppavictouy e&attiog g PAaPng ota
KOTTOPA TOV VEQPIK®OV cwAnvapiov (BA. mapdypapo 4, [Ti0ovég avemBountes evépyeieg).
Evnuepdote tov yotpd cog edv £xete mOVO 6T 0GTA 1] KOTAYLATA.

To tenofovir disoproxil pmopel eniong va tpokarécel ammAela 0oTIKNG TVKVOTNTAS. H o
£VTOVT] OTTOAELN OGTIKTG TLKVOTNTOG TapaTPONKe o KAMviKES pedéteg Otav ol acOeveig
éhoPav Bepamneia yio tov HIV pe to tenofovir disoproxil oe cuvovacud Le evioyvpévo
OVOOTOAEN TTPOTEACTG.

YVVoAIKA, o1 emdpdoelc Tov tenofovir disoproxil otn pokporpdesun vyeio TOV 06TOV Kol TOV
HEALOVTIKO KivOLVO KATAYUATOV GE EVIIMKEG KOl T TpLtkovg acbevels dev givan PéPaes.

Yvi{nmiote pe 10 YIOTPO 6AC, OV £YETE LOTOPIKO NTATIKNG VOG0V, cvpmepriapfavopsvig
¢ Nrartitvas. AcOeveic pe HIV Aoipmén ot omoiol thoyovv Kot amd NTaTiK vOco
(ovumepiapfovopévng g xpoviag nratitidag B 1 C), ot omoiot Aapfdvovy avtipeTpoikn
ayoyn, epeavifovv avénpévo kivouvo eppdvions cofapdv kat duvntikd Bavatnedpwov
NATIKOV avemBountov evepyeudv. Av éyete nratitda B 1) C, o yiatpog cag Oa kpiver pe
TPOCOYN CYETIKA LLE TO TO10 EIVOL TO KOAVTEPO DEPATEVTIKO GYNUA Y10 GO,

MéOete o amotéleopna TG eEETaog Yo Tov 16 TG nratitidag B (HBV) npotod apyicete
to Emtricitabine/Tenofovir disoproxil Mylan. Av ndoyete and HBV hoiuwén, vrapyetl coPapodg
KIvVOLVOG NTOTIKGV TPOPANUATOV O0TOV GTOUATACETE Vo AapPdvete To emtricitabine/tenofovir
disoproxil, gite &xete poivvOei kot and tov 16 HIV, gite oyt. Eival onuoavtikd va, unv
otapatnoete vo, AapPdvete to emtricitabine/tenofovir disoproxilyopic va £xete uAnoet otov
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ytpo coc: PA. mopdypago 3, My otauatioete t Ajwn Emtricitabine/Tenofovir disoproxil
Mpylan.

. MiM|6TE 1E TO Y10.TPO 60S av €i6TE AVO TOV 65 eTv. To emtricitabine/tenofovir disoproxil
dev &yel peketnBei og aobeveic avo TV 65 eTMV.

o Mot pe 0 Y1oTpd 060G €av dgv €ioTE aveKTIKOG 6TV AakToln (BA. «To
Emtricitabine/Tenofovir disoproxil Mylan mepiéyet Aaktodln» mopokdt® ce vty TV

TAPAYPOPO).
oo kor £éenpor

To Emtricitabine/Tenofovir disoproxil Mylan dev npoopiletar yia yprion o€ Tadid Kot pnovg
nAkiog K&t Tov 12 etdv.

Alha gappoxe ko Emtricitabine/Tenofovir disoproxil Mylan

Mnyv naipvete To Emtricitabine/Tenofovir disoproxil Mylan, av moipvete 1101 dAAo @appoKa o,
0OTo10 TEPLEYOLV T GLOTATIKA AVTOV TOV PapuUdKoL (Ta omoia ivar 1 emtricitabine Kot To tenofovir
disoproxil) 1 omoladnmote GALO avTUKA QAapLoKa Tov TEPEyovy tenofovir alafenamide, lamivudine 1)
adefovir dipivoxil.

H 2y Ttov Emtricitabine/Tenofovir disoproxil Mylan poli pe Gira @appoxa Tov propovv va
PrLAWOLY TOVG VEQPPOVG GOG: ival 1010MTEPH ONUOVTIKO VO, EVINUEPDGETE TOV YITPO GG AV TUYOV
AopPavete 0mo100MTOTE OO AVTA TO PAPLOKO, GTO OTtoia TEPAaUPavovTa
o 0l apvoyAVK0GideS (Yia Baktnplakn Aoipmén)
1 amphotericin B (yia poknrtiacikn Aoipmén)
n foscarnet (yio 1oyevn Aoipwén)
n ganciclovir (Yo 10GELg)
n pentamidine (yia 1oyev Aoipnmén)
1 vancomycin (ywo foktnpoxi Aoipmén)
n interleukin -2 (ywa tn Ogpamneio Tov Kapkivov)
10 cidofovir (Yo 10ygvi Aoipwén)
UN GTEPOELDN AVTIPAEYUOVDON Qapuaka (MZAD, yio TNV avakodIoT TOVOV TOV 0GTOV
N LOTKOV TOVE®V)

Edv maipvete KOmoto GALO avTUKO QAPIOKO LE TV OVOLOGTN OlVOOTOAENS TPMOTEACNG Y10 TNV
avtetonion tov HIV, o yiatpog cag pmopel va oag {ntnoet va Kavete eE€TA0ELS AioTog DOTE Vol
TOPOKOAOVOEL GTEVE TN VEQPIKT GaG AELTOVPYIaL.

Eivol ewiong onpaviiko va evpepmcete Tov Yotpd oog eav AopPaverte ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1| sofosbuvir/velpatasvir/voxilaprevir yio ™) Oeponeio g Aoipméng and
nratitda C.

Afqyn Tov Emtricitabine/Tenofovir disoproxil Mylan pali pe éAho @éppoxa wov wepréyovy
odavocivn (Yo v avripetomion g HIV hoipméng): H Afyn tov emtricitabine/tenofovir
disoproxil pali pe GAAo avTuKd QAPHOKO TOL TEPLEXOLY dOUVOGTvN, UTOPEL va avENoEL Ta Enimeda
¢ didanosine 610 aipa cag kot vdgyetor va peumaost Tov aplfpd tov CD4 kuttdpov. PAeypovi tov
TOYKPENTOC KOt YOAUKTIKN 0&€wo (Tepiocelo YOAUKTIKOD 0EE0C GTO aipla), 1 OTTOi0 EVIOTE TPOKAAEL
To Bavato, £yovv omaving avagepbel OTaV GLYYOPTYOVVTOL PAPLOKO TTOV TEPEXOLY tenofovir
disoproxil kot didanosine. O yutpog cog Oa kpivel pe mpocoyn, edv Ba cag yopnyNoEL AymYY| Le
cuvdvacpovg tenofovir Kot didanosine.

2>  Evnuepdote Tov yaTpo 60g ov maipvete omotodnmote and avtd ta papuoko. Evuepmote tov

YTPO M TOV PAPUOKOTOL0 GG AV TaipVETE, £XETE TPOSPATA TAPEL | TOAVOV VO TAPETE QAL
QaPLOKOL
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To Emtricitabine/Tenofovir disoproxil Mylan pe Tpo@1] kot Toté

o Ormote givon e@iktd, to Emtricitabine/Tenofovir disoproxil Mylan mpénet vo Aaufdveton pe
TPOPH.
Kinon kot Oniaopog

Eav giote £ykvog 1 Onhalere, vopilete 0T pmopel va €i6Te £YKVOG 1] 6YEOLALETE VO UTOKTI|GETE
nta1di, {nTiote ™) cvpfovin Tov YHTPOD 1| TOV PUPUAKOTOLOV GUS TTPLV TAPETE AVTO TO
PappoKo.

Av éyete AaPet o Emtricitabine/Tenofovir disoproxil Mylan kotd ) didpKeia TG €yKOHLOGHVNG
G0G, 0 YITPOC 60¢ umopel va {NTioEL va, KAVETE TAKTIKEG EEETAGELS OUATOG KO GAAOVE S10yVOGTIKOVG
ELEYYOVG TPOKELLEVOD VO TTAPAKOAOVOEL TNV avamTLEN TOV TAO10V GaG. X TOd1d TV OTOiwV Ot
pntépes Ehafav NRTIs katd ) didprela g eykupooiivng, to 69erog g mpootaciog and tov HIV
VEPELYE TOV KIVOUVOL EVIEYOUEVOV AVETIODUNTOV EVEPYELDV.

. Mn Onralete katd ™) owdpkela g Oepaneiog pe Emtricitabine/Tenofovir disoproxil
Mylan. Avto anotteiton 510TL 01 SPACTIKEG OVGIEG TOV POPLAKOV OVTOD ATEKKPIVOVTOL GTO
UnTPIKod Yoo,

. O Onloopog dev cuviotdtan o€ yovaikeg mov {ovv pe tov 10 HIV, kabdg 1 Lolpwén and tov
10 HIV pmopei va petadobei 6to fpépoc Lo Tov UnTpikov yAANKTOC.

. Edv OnAdlete N edv okénteote va Onrdcete, O Tpémel va To cuiNTIGETE UE TOV YIOTPO GUG TO

ovvTopéTEPO SUVATOV.

001 ynon Ko XEPIGUOS POV RATOV

To emtricitabine/tenofovir disoproxil uropel va npoxorécel {aAn. Av vidoete {dAn katd tn ddpkela
NG AY®YNG GOG UE VTO TO QAPLLOKO, PNV 00N YELTE Kol Un YPTCILOTOlEITE EpyOeia 1 unyoviuaTa.

To Emtricitabine/Tenofovir disoproxil Mylan mepiéyel Aaxtoln

AV 0 Y10TPOG 060G GG £l EVI|UEPDOEL OTL £XETE OVOAVESTN OE OPIOUEVE CAKYUPU, ETIKOIVOVI|OTE
LLE TOV TWITPO G6OC TPLY TAPETE AVTO TO PAPNAKO.

3. Hog va wapete To Emtricitabine/Tenofovir disoproxil Mylan

. IIavtote vo TOIPVETE TO PAPRAKO AVTO AVGTNPE CORPMOVA PE TIS 001YIES TOV YLOTPOV GUC.
Edv éyete apeipolrieg, potnote 10 Yl0Tpod 1| TO POPUAKOTOLO GOG.

H ovvictopevn 6661 tov Emtricitabine/Tenofovir disoproxil Mylan yia tTnv avTipeT@mTION TOV
HIV givo:

. Evijlikeg: éva diokio tnv nuépa, 0ToTe ivol epIKTod LE TPOQN).
. "Eonpor nhkiag 12 émg kdto 1oV 18 £TdV, pe Papog 35 K1hd ToOVLAYLGTOV: £V S10KI0 TNV
Nuépa, OTOTE VUL EPIKTO LLE TPOON.

H ocuvvioct@pevn 66on Tov Emtricitabine/Tenofovir disoproxil Mylan ywa peioon tov Kivévvou
porvveng ané tov HIV givon:

. Evijlikeg: éva diokio tnv nuépa, 0moTe ival ePIKTO UE TPOQT).

. "Eonpor nhkiog 12 émg kdtm Tov 18 £TdVv, pe fapog 35 Kihd Tovrayietov: évo diokio v
nuépoa, Onote etvat EPIKTO e TPOPT).
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Edv éyete duokoiio onv Katdmoon, unopeite va Opuupaticete 1o diokio pe TV aKkpn evog
KovTaAloV. Katomy avapi&te ) oxovn pe nepimov 100 mL (usd motpt) vepod, YuLov TOPTOKUALOD
N YVHOV GTOPVAIOD KOl TIEITE TO AUESMG.

o [avrtote vo TaipveTe TN 0061 TOV 60G GVVEGTNGE 0 YIOTPOS 60G. 'ETol Oa e&acparioete OT1
TO PapLOKO GOg eival TANPOC OTOTEAECUATIKO Kol B0l LEldoETE TNV THOVOTNTO AVATTVENG
avTOYNG otV ay®yn. Mnv aAldéete T S0c0A0Yi0 Y®PIC TV EVIOAN TOV Y10TPOV GO,

o Av hapfavere ayoy yo avtipetomien g HIV hoipméng, o yuotpdg cog Oa cag
ocvvtayoypapnostl Emtricitabine/Tenofovir disoproxil Mylan pe Ao avTipeTpoid QapuoKa.
Avatpé€re ota DuALo Odnyidv Xpiong yia Tov achevi] Tov GALOV aVTIPETPOIKAOY QUPUAK®Y,
Yl 00N YiEG OYETIKA e TO TMOG VO AAUPAVETE AVTA TO PAPHLOKAL.

. AV TTOipVETE GVTO TO PAPUAKO YL VO, LELADGETE TOV Kivouvo porvveng onoé tov HIV, va
aipvete avTo To Pappako kabe nuépa Kot oyt povo otav vopilete 6t ektebnkate og kivouvo
udéAvvong amod tov 16 HIV.

Pwtote tov y10Tpd 00g av EXETE EPOTNOEIS GYETIKA LE TOV TPOTO TPOANYNG TG LOAVVONG amd TOV 10
HIV 1 ¢ petédoong tov HIV og dlhovg avBpmmovg.

Eav népete peyordtepn 66on Emtricitabine/Tenofovir disoproxil Mylan amé tnv kavoviki)

Edv mapete kot Aabog peyorvtepn d6on Emtricitabine/Tenofovir disoproxil Mylan omd ™
GUVIGTOUEVT], CUUPOVAEVTEITE TO YIATPO GOC 1) TO TANCLEGTEPO TUNUO ETELYOVIMV TEPIOTUTIKDOV. Nat
KpOTATe TN PLAAN 1 T cvokevacio pe To diokio pall cag, £T61 MoTE va pumopeite €0KOA Vol
TEPLYPAYETE TL £XETE TAPEL.

Edv Egyaoete va mapete To Emtricitabine/Tenofovir disoproxil Mylan
Eivar onuavtikd va unv topaieinete kapio d6on tov Emtricitabine/Tenofovir disoproxil Mylan.

. Eav to mapatnpioete evrtog 12 op®dv and v dpa wov Oa maipvote Kovovikd to
Emtricitabine/Tenofovir disoproxil Mylan, mépte katd mpotipnon to diokio pe eoaynto to
GUVTOUOTEPO BLVOTO. LT CLVEXELD, TAPTE TNV EMOUEVT OGN 011 cuvNOioUEVN dpa.

. Edv to napatnpijoete 12 1] agprocodTepes apeg petd v opa mov Aopfdavete cuvibwg to
Emtricitabine/Tenofovir disoproxil Mylan, Egydote tn d0om mov mopoareiyate. [lepuévere ko
ThPTE TNV EMOUEVT 0OGT, KATA TPOTIUNGN LE GAyNTO, TN SLVNOIGUEVT DO

AV KGveETE EPETO 6€ MYOTEPO OO pic AP 0Td TN AYN TOV d16KioV, TAPTE £Va AALO Olokio. Aev
ypewdletar va mépete dAAo diokio, av Kavete UETO Aol £xel TEPAGEL Lia dpa 0md Tr ANYT AVTOL TOV
POPUAKOL.

Mnyv otoportdre vo naipvere To Emtricitabine/Tenofovir disoproxil Mylan

. Eév maipvere Emtricitabine/Tenofovir disoproxil Mylan ywa tTnv avripetomion g HIV
hoipmEng, N dlakomn TG ANYNG TV SIoKIOV PUITOPEl VO LELMGEL TNV OTOTEAEGLOTIKOTITO TNG
avt-HIV aywyng mov cog £yl cuotoet o yioutpdg Gog.

. Av naipvete Emtricitabine/Tenofovir disoproxil Mylan ywo va pei@eete Tov Kivouvvo
poivveng ané tov 16 Tov HIV, unv otapatdre vo moipvete avtd 1o gApuaKo Kot unv
mapoieinete Kapio 06om. H dtokon g ypnong avutod Tov opuakov 1 1 Tapdreyr 60cemv
umopei va ovénoet tov kivovvo va tpocsPinbeite and HIV Aoipwén.

2>  Mnyv otopotiocte va hapBavere to Emtricitabine/Tenofovir disoproxil Mylan yopic
VO ETIKOLVOVI|GETE IE TOV Y10TPO GOC.
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o Av &yete naatitidow B, sivol Told onuovtikd va pn dwakoyete T Beponeio cag e To
Emtricitabine/Tenofovir disoproxil Mylan yopic va evnuepmoete o ylotpo cag. Evoéyetat
VoL XPEWOTEL VO, KAVETE €EETACELS AIIATOG Y10 APKETOVE UNVEG LETE T dlaKonY| TG Bepameiog.
e 000eveig e TPOY®PMNUEVI] NIATIKY VOGO 1 KippwoT), SEV GLUVIGTATOL 1) SOKOTH TNG AYOYNGS,
KaODG EVOEXETAL VO EYEL MG AMOTEAEGLLO TNV EMOEIVOOT] TNG NTATITIOAS GOC, 1) OTTOld UTopel va
glvon ameiintikn yuo ™ Lon.

2>  Evuepdote opécg 10 Y10TPd 060G 0V TapaTtnpioETE VER 1| aoVVNBIOTO GUUTTOUATO
UETE TN O10KOTT TG AYMYNC, 10IMG CVUTTOUATO, TTOV TIGTEVETE OTL oYeTIOVTaL pE TNV
nratitda B.

Edv éxete mepiocOtEpEG EPOTNGELG GYETIKE. LLE TT) YPTOT AVTOV TOL PAPUAKOV, POTNOTE TO YTPO 1) TO
QOPUOKOTOLO GOC.
4. IIBavég avemBOUNTES EVEPYELES

Onwg 6Ao To Qappoka, ETCL Kot aLTO TO QAPULOKO UTOPEl va TpokaAEsel avemBOUNTES EVEPYELEG OV
ka1 0gv Tapovctdlovtal 6€ OAOLG TOVG AVOPMOTOVC.

IBavéic coPfapéc avemBounTeg evépyeres:

o H yohaxtikn o&éwon (tepiooeia yoraxtuicod 0&€og 6To aipa) eivor pio omdvia, oAl SUVNTIKE
Oavanedpoc avemBountn evépyela. H yoraktikn o&émon eppaviletol cuyvoTepo GE YOVOIKEG,
10img av glvar vépPapeg Kot og dTopa e nmatiky voco. Ta mapaxdto propei va givor onpeia
YOAOKTIKYG 0EEMONG:

o Babeio ko Tayeio avamvon

o vIVNAia

o aicOnpa adwbeciog (vavtin), adabesio (€peTog)
. KOWALOKOG TTOVOG

2>  Avvopilere 0T ToYETE OO YOAOKTIKY 0EEMON, {NTH6TE OPEGOS LOTPLKY] PorjOsro.

Toyov onueia ereypoviig i AoipmEng. Xe opiopévoug acbeveig pe tpoympnuévn HIV Aoipwén
(AIDS) kot 16T0p1Kd EVKAUPLOKDY AOUDEED®V (AOUDEELS OV gppavilovTal 6€ ATopa Le AoV
OVOGOTONTIKO GUGTNUO), UTOopEl va eKONA®BODY onuein Kol GUUTTOUATO GAEYLOVIG OO
TPONYOVUEVEG AoUMEELS Alyo petd v Evapén g avti-HIV aymync. Bcwpeitat 6Tt avtd To
CUUTTOWNOTE 0OPEILOVTAL GE BEATIOOT TNG AVOGOAOYIKNG OTOKPIGTG TOL COUATOG, 1 07010 TaPEYEL
GTOV OPYOAVIGHO TN SVVOTOTNTO VO KATATOAENA TIG AOIUMEEIC TOV EVOEXETAL VO, DTTAPYOVY YMPIg
£KONAO GUUTTOUOTAL.

. AvTodvooeg S1aTapays, OTOV TO (VOCOTOMTIKO GUGTNUA EMLTIOETAL GE LY 1GTO TOV
OMUOTOC, UTOPEL VO ELPAVIGTOVV apoV apyiceTe Vo AAUPAVETE PAPLOKA YLOL TNV OVTIUETOTION
g HIV Loipwéng. Ot avtodvoces dtotapayés evoEyeTol va eKOMA®OOHY TOAAOVG UMVES PETA
v évapén g Bepancioc. [Ipocéyete yio copntodpata Aoipowéng 1 GALL COUTTOUATO, OTOGS:
. UK advvapio
. advvapio mov EeKva 6T YEPLOL KO TO TOSL KOl TPOYWPE TPOG TOV KOPUO TOL GMOTOC
. aicOnpo TaAU®OVY, TPOUOG 1) LITEPIIEYEPON

2>  Eav mopatnpficete avTd TO COUTTONGTO. 1] 0TOL0ONTOTE COUTTONA PLEYROVIIS 1
roipoéng, intiote apéong oTpikn fondero.
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IMBavéc avemBounTeg evépyerec:

oAb ovyvég avemBOunTeg EVEpYELES

(umopei vo, exnpeaoovy wepioootepo. aro 1 ota 10 droua)

o duappota, adtabecio (Epetog), aicOnua adiabeciog (vavtia),
o CaAn, TOVoKEPOAOG

o eEavonpua

o aicOnpo advvapiog

O1 eetaoeig umopel emions va dgiéovy:
. UELOUEVO, ETITESD POGPOPOV GTO aipa
. avénuéva eminedo Kvaong e KPeaTivig

Yoy vég avemBOUNTES EVEPYELES
(umopet vo. exnpedoovy g 1 ota 10 droua)

. TOVOG, GTOUAYIKOC TOVOG

. dvokoAio GTOV VTTVO, N PLGLOAOYIKG OVELPO.

. TPOPAUATA GTIV TEYT TOL EXOVV MG ATOTEAEGLE SOLGPOPIN LETA amd T yevuaTa, oicOnua
TUUTAVIGHOD, LETEMPLIOUOG

. eEavinuata (copmepriapfovopévov pudpmdv KNAd®V 1 GTIYUATOV LEPIKES POPES e

dnuovpyio pueaiidowy Kot e£0idnor Tov SEPUATOC) TTOL UTOpEl Vo Eival AALEPYIKES
AvTIOPACELS, POYOVPa, LETOPOAES GTO YPMUN TOV SEPLOTOC COUTEPTAAUPBAVOUEVIC TNG
HEAGYYPOGCNG TOV SEPHOTOG KATE TAUKES

. GAAeC OAAEPYIKEG AVTIOPAGELG, TT.Y. OVOTVOLM, 0idNpa 1| TAo™ Yio Attofupia

. OTTMAELN OGTIKNG TUKVOTNTOG

O1 eetaoeig umopel emions va, dsilovy:

. YOUNAG emimEdD AEVKOV oHOSPalpimV (1) LEIDOT TV AEVKOV ocPulpimv 60¢ KabloTd mo
EMPPENEIC OTIG AOUMEELS)

. avénuéva emineda TpryAvkepdiov (Mmapdv 0&Ewv), YOANG 1 GUKYGPOV GTO O

. TPOPANLOTO GTO TAYKPENS 1| GTO NP

‘O ovyvég avemOOUNTES EVEPYELES
(umopei vo, exnpeaoovy éwg 1 ora 100 aroua)

. TOVOG GTNV KO AOY® PAEYOVIG TOV TOYKPEATOG

. oidnua (Tpr&yLo) TPosMOTOL, XEIMMV, YADGSAS 1 OO

. avopio (Yopnid exinedo epuOpdv OOGPAPIOY GTO Olipla)
[ ]

Luik” PAGPN, poikdc Tévog 1 poikn advvapic, To omoio propel va eupavictodv egottiog PAAPNS
OTO KUTTOPO TOV VEPPIKOV COANVOPinY

O1 eéetdoels umopéet emions va, ogiéovv:

. UEUDGELS 6TO KAALO TOV OULLOTOC
. avénuéva eninedo KpeATVIVNG GTO OiplaL
. aAAaYEG oTOL 0VpaL

Y AVIEG OVETOOUNTES EVEPYELES

(umopet va. exnpedoovy éwg 1 oo 1.000 droua)

o Fohoxktikn o&émon (PA. [110ovég avembounteg evépyeies)
o MT®Oeg Nmap

. KITPIVOG YPOUATIOCUOS TOV SEPUATOG 1] TOL AEVKOD TV HOTLDV, GOyoUpa 1] TOVOS TNV KOtAd
AOY® QAEYLOVIG TOV HTTOTOG

o (QAEYLLOVT] TOV VEQPOV, GLYVOoOoLpia Kot aicOnua diyag, veppikn| avemdpkeila, PAAPN ota veppikd
COANVAPLOL
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. HOAGKOVOT] 0GTOV (T0L GLUVOIEVETOL OO TOVO GTA 0GTA KOl KOTOANYEL LEPIKEG POPEG OE
KOTAYLOTO)

o TOVOG 6N LEGT AOY® VEQPPIK®Y TPOPANUATOV

H BAGPN ota kOTTOpa TV VEQEPIKOV cOANVapiny puropel vo cvuoyetileton pe poikn PAGEN,

HOAGKLVGT] 00TMV (TOL GUVOOEVETOL OO TOVO GTO OGTA KO KATUANYEL LEPIKEG POPESG GE KATAYUATA),

LIk TOVO, POTKn advvapio Kot LELMOCELS 6TO KAALO 1) GTO (MGPOPO TOL OiLATOG.

2>  Ed4v mopatnpieste 0moLadnmoTe 0l TIG AvETIOOUNTES EVEPYELES TOV AVAPEPOVTOL
TOPUTAve 1| 0TOV YiveEL cofapn 0Tored1)ToTE 0o TIS AVETIOVUNTEG EVEPYELES, EVILEPDOTE
TOV Y10TpOd 1] TOV POPLOKOTOO GOG.

H ocvyvomta TV mopokdto avemBounTmyv evepyelmy Ogv eival yvooT.

o Hpopijpota ote 06td. Opiopévol acbeveic mov AapPdvouy GUVIVAGHO AVTIPETPOTKAOV
oopudkwev, dnmg to emtricitabine/tenofovir disoproxil evdéyetat va avomtdEOVV U0 OGTIKT
v6G0 oV Aéyetal ooteovékpwan (BEvaTog 06TIKOD 10TOV TPOKAAOVLEVOS 0mtd EAAEIYN TTAPOYNG
aipatog 6to 0010). H Afym avtod tou THToU QapuUdK®V Yo, LEYGAO YPOVIKO SIGGTNIA, 1) Aym
KOPTIKOGTEPOELODV, 1] KATAVAANDOT) OAKOOA, £VOL TOAD 0dVVALO (VOCOTOMTIKO GUGTNUO KoL TO
emumAéov PApog pmopel vo amoTteAoVV OPIGUEVOVE OO TOVE TOAAOVG TOPAYOVTIESG KIvODVOD Yia
TNV avAaTTLén aVTNS TG VOoOoV. Xrueio 00TEOVEKP®ONG elvar Ta €ENG:

o dvokouyia tov apbpoceny
. wovol oTic apbBpmacelg (16img Tov 16Yiov, TOV YOVATOV KOl TOL MUOV)
o dvokoria otnVv Kivion

-2  Edv mapotnpioete 0mo10010oTE 06 GVTA TO GUUTTAONOTA, EVI|HEPACTE TOV YIUTPO GOC.

Katd m dibpketa g aviypetoniong tov HIV evdéyetar va mapovsiactel avénon Tov CoUATIKOD
Bapovg Kot TV emmEdv TV Mmdimv Kot TG YAVKOING 6To aipa. Avtd cuVOLETAL €V LEPEL LIE TNV
QTOKOTAGTOCN TNE VYEING Kot TOL TpOToV (®NGC, EVO OTNV TEPITTO®OT TOV MAISI®V TOL aipuaTog,
oplLopéveg Popég opeiletal e avtd Kabavtd To pappoaka katd tov HIV. O yratpdg cog Oa
TPAYUOTOTOOEL EEETAGELS Y10 TIG LETAPOAES AVTEG.

Addeg EMOPAGELS GE TOLOLA

o Ta wod1d wov Ehapav emtricitabine wapovoiacav TOAD GUYVE OAAAYEC GTO XPDLLO, TOV
dépLaTog OIS

o OKOVPEG KNAdeg 6TO déppa

o Ta mwond1d mapovsiocay cuyva xopnmio apBuod epvbpadv apoceaipiov (avoipia).

o avTd uTopel va TPoKaAESEL 6TO TOdi Kovpaon 1| dOGTVOLN

2>  Eav mapatnpieeTe 0mo1ad|moTe 0md 0Tl T0 COUATONATA, EVIUEPDGTE TO YIUTPO GO,

Ava@opd avemOOunTOV evepyEtdv

Edv mapotnpioete Kamota ovemiBounTn eVEPYELQ, EVILEPDOGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
AvT0 1oyt Kot Yo kde mbavr avemBountn evépyela Tov Ogv avaQEPETAL GTO TAPOHV VAL 0ONYIDV
yphone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, uéow Tov 0vikod
GLOTNLOTOG OVOPOPAS TTOV avaypaeetal 6to [apdptnua V. Méow g avagopdg avemiBountomyv
EVEPYELMV UmOpEite Vo, fon0fceTE 0TI GLAAOYN TEPIGGOTEP®V TAPOPOPIDV GYETIKA LUE TIV OCPOIAELL
TOV TTOPOVTOS POPUAKOL.

5. g va pvracoete 10 Emtricitabine/Tenofovir disoproxil Mylan

To @dppoako avtd TPETEL VO, PUAAGGETOL GE PLEPT TTOL OeV TO PAETOVLY Kot dev TO POEvVOLY Ta TadIdL.
Noa pn xpnoipomoteite avTd T0 PAPUAKO LETH TNV NUEPOUNVIL ANENG TTOV OVOPEPETOL GTI| PLEAAT Kot
o710 kouti petd v AHEH/ EXP. H nuepounvio AnEng sivor 1 tekevtaio nuépa, Tov univol mov

ovVOQEPETOL EKEL.

Yvokevacio EdAng: ypnoiponoteite vidg 90 nuepdV LETA TO TPMOTO AVOLYLOL
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Mn evAdoacete o€ Beppokpacio dvo tov 25°C.

Mnv metdite eApUAKO GTO VEPD TNG ATOYETELONG N OTA OIKIAKA aroppippata. Potmorte to
QOPLOKOTOLO GOG YOl TO TS VO OMOPPITTETE TAL PAPLLOKA, TTOL OEV YPNOLUOTOLELTE oL AVTd TO LETPOL
0o Bondnocovv oy Tpoctacia tov TePPAALOVTOC.

6. Ieprerdpevo TG GVOKEVAGINS KOl AOUTES TANPOPOPIES

T negpréyer to Emtricitabine/Tenofovir disoproxil Mylan

o O dpoaoTikég ovoieg elvan 1) emtricitabine ko to tenofovir disoproxil. Kafe emkoaivppévo pe
Aemto vuévio dokio mepiEyel 200 mg emtricitabine kot 245 mg tenofovir disoproxil
(1oodvvapo pe 300 mg tenofovir disoproxil maleate).

e Ta GAho 6VGTATIKA EIVOL LLIKPOKPVGTAAAIKT KUTTOPIVY, DOPOELTPOTVAOKVTTAPIVT), YUUNANG
VIOKATACTAON G, KOKKIVO 0&€id1o oo pov (E172), mupitio, KoALogWES Avudpo, AakTOlN
povidpikn (PA. mapdypapo 2 «To Emtricitabine/Tenofovir disoproxil Mylan wepiéyet
Aaktoln’»), 6TENTIKO LOoyVio10, VITPOUEAAOLN, dto&eidto tov titaviov (E171), tplacetivn,
Brilliant blue FCF Aluminum lake (E133) ko kitptvo o&gidio oidfpov (E172).

Epeavien tov Emtricitabine/Tenofovir disoproxil Mylan kot epieyopevo g 6V6KELAGING

Ta emucoloppéva pe Aentd vpévio diokia Emtricitabine/Tenofovir disoproxil Mylan gival avotkton
TPAGIVOL YPDUOTOC, EMKOAVUUEVO LE AETTO VUEVIO, AUGIKLPTO SIoKI0 O GYNLLO KOWoKiov
dwotacewnv 19,8 mm x 9,00 mm, pe yopayuévn tnv Evoeién «M» otr pio Thgupd Tov S16KIoL Kot TNV
évoeltn «ETD» otnv dAln.

Av106 10 Papuako drutifetan og mhaoTtikég pradec pe Enpovtiko péco (MHN TPQTE TO
EHPANTIKO MEZO0) mov mepiéyovv 30 1§ 90 emucorvppéva pe Aemtd vpévio diokia Kot o€
TOAVGLOKELOGIEG TV 90 eMKAAVUUEVOVY UE AETTO VEEVIO SIGKIMV OV amoTEAOVVTAL OO 3 PLiAeg
TV 30 emKoAvUPEVOV PE AETTO LUEVIO diokimv 1 kAOe pia, 1 and cvokevacieg kuyelmv (blister) pe
EVOOUATOUEVT oTPpDOON ENpavtikod pécov tv 30, 30 x 1,90 x 11 100 x 1 emkaAvppévoy pe Aentd
vpévio dlokimv kot cuokevacieg koyedmv (blister) Tov 30, 30 x 1, 90 X 1 emucodlvppévov pe Aentd
VUEVIO OloKImV.

Mmopei va unv Kokho@opohv OAEG Ol CUCKEVAGIEC.

Karoyog Adsrog Kvkhogopiac:
Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

HopookevaosTic

Mylan Hungary Kft

Mylan utca 1, H-2900 Koméarom,
Ovyyapia

McDermott Laboratories Limited trading as Gerard Laboratories trading as Mylan Dublin
35/36 Baldoyle Industrial Estate, Grange Road, Dublin 13
Iphavdia

Medis International a.s

vyrobani zavod Bolatice, Prumyslova, -961/16, Bolatice
747 23, Togywn Anpoxpatio
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Mylan Germany GmbH

Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1

Bad Homburg v. d. Hoehe
Hessen, 61352,
I'epuavia

I"o omoladnmote TANPOPOPIo GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOoidV, TapaukaieicOes va
amevBuvleite otov Tomikd aviumpoésmTo Tov Katdyov g Adstoc Kukiopopiag:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: +32 (0)2 658 61 00

Bbarapus
Maitnan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ.s.1.0.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

EALGda
Viatris Hellas Ltd
TnA: +30 2100 100 02

Espaiia

Viatris Pharmaceuticals, S.L.

Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 437257500

Hrvatska
Viatris Hrvatska d.o.o.

Tel: +385 1 23 50 599

Ireland
Viatris Limited
Tel: +353 1 8711600

Lietuva
Viatris UAB

Tel: +370 5 205 1288

Luxembourg/Luxemburg
Viatris

Tél/Tel: + 32 02 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: +36 1465 2100

Malta
V.J. Salomone Pharma Ltd
Tel: +356 212201 74

Nederland
Mylan BV
Tel: + 31 (0)20 426 3300

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Viatris Austria GmbH
Tel: +43 1 86390

Polska
Viatris Healthcare Sp. z.0.0.
Tel.: + 48 22 546 64 00

Portugal
Mylan, Lda.
Tel: +351 214 127 200

Romaénia
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: + 386 1 236 31 80
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island Slovenska republika

Icepharma hf. Viatris Slovakia s.r.o.

Simi: +354 540 8000 Tel: +421 2 32 199 100

Italia Suomi/Finland

Viatris Italia S.r.1. Viatris Oy

Tel: +39 (0) 2 612 46921 Puh/Tel: + 358 20 720 9555
Kvbmpog Sverige

GPA Pharmaceuticals Ltd Viatris AB

TnA: +357 22863100 Tel: + 46 (0)8 630 19 00
Latvija United Kingdom (Northern Ireland)
Viatris SIA Mylan IRE Healthcare Limited
Tel: +371 676 055 80 Tel: +353 18711600

To mapév ¢vALo 00N YLOV YprioNS avade®POnKE Y0 TELEVTAIO POPA OTIS.

Aemntopepeic mAnpoopieg yio 1o pappoko avtd eival d1abéoipeg oto dikTLaKO TOTO ToL Evpmmaikon
Opyaviopov @apudimv: http:/ www.ema.europa.eu.
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