INAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg snucolvppéva pe Aentd vpévio diokio

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

KaBe emucoivppévo pe Aemtd vpévio diokio mepieyel 200 mg emtricitabine ko 245 mg tenofovir
disoproxil (wg maleate ).

"Exdoyo pe yvootn dpdon
Ka0e dioxio mepiéyet 93,6 mg Aoaktoln (g povoidpikn).

IMa tov TANpn KaTdAoyo TV €KdOY®V, PA. Tapdypoeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Emucodoppévo pe Aemtd vpévio diokio.

AVOIKTOU TPAGIVOL YPDOUATOS, ETKOAVUUEVO LE AETTO VUEVIO, OUPTKVPTO O10KI0 GE GYNUO Koyakiov
dwotdoenv 19,80 mm x 9,00 mm, pe yapaypévn v €voeiEn «M» otn pio TAevpd Tov diokiov kot
v évdeltn «ETD» otnv dAAn.

4. KAINIKEX IAHPO®OPIEX
4.1 OepamevTikég evdeitelrg

Ocpamneio tne HIV-1 loiuwéng:
To Emtricitabine/Tenofovir disoproxil Mylan gvégikvutor @g GuvevacUEVN AVTIPETPOTKT Oy®YN Y10 TN
Bepamneio evnAikov mov £yovv mpocsPindel and tov 16 HIV-1 (BA. mapdypago 5.1).

To Emtricitabine/Tenofovir disoproxil Mylan gvésikvuton emiong yia tn Oepaneio epnfmv mov Egovv
pocPAndet amd tov 10 HIV-1, pe avtoyr o€ NRTI 1 to&ikdtnteg mov amoxieiovy n xpnon
TApoyOVTOV TPAOTNG YPoUUNS (PA. mapaypdeovg 4.2, 4.4 kar 5.1).

Ipopiraén mprv amd v éxbeon (PrEP):

To Emtricitabine/Tenofovir disoproxil Mylan gvégikvutol 6€ GUVOLOGUO LLE TPUKTIKEG AGPAAESTEPOV
ce yuo TNV TPoeOAAEN TPy amd TV EkBeom pe okomd TN LElMOT TOV KIVOUVOL EUPAVIONG TNG
ceovahkd petaddopevng HIV-1 hoipwéng oe evijlikeg kar pnovg vyniov Kvévvov (PA.
mapoypaeovg 4.2, 4.4 xon 5.1).

4.2 Aocoloyia Kot TPOTOS Yop1yNoNS

Tnv évapén tov Emtricitabine/Tenofovir disoproxil Mylan npénet va avorlapufavetl yioatpog pe epmeipio
070 YEPIGUO AoudEewv amd Tov 10 HIV.

Aocoloyia

Ocporeio tov HIV oe evijlikes kat epnfoug nlikiog 12 etwv kot avw, ue fapog 35 kilad tovldyiotov:
"Eva dioxio, pio popd nuepnoiong.

Ilpoinyn tov HIV ae evilikes kou epnfoog nlikiag 12 etov ko dvo, pe fapog 35 kida tovAdyiarov:
"Eva diokio, pia @opd nuepnoing.



AwtiBevton pepovopéva okevdopata g emtricitabine kot tov tenofovir disoproxil yia tn Oepaneia
g HIV-1 Aoipméng edv kpivetal amapaitnn 1 Stokonn 1 Tpomomoinon g d06MG evog amd Ta.
ocvotatikd Tov Emtricitabine/Tenofovir disoproxil Mylan. TTapakai®, avatpéEte oty [lepiinyn tov
Xopaktnplotik®v tov [Ipoidvtog yio ta paprakeLTIKE aVTd TPOTOVTOL.

Edv moparerpfei kdmowa d6om Tov emtricitabine/tenofovir disoproxil evtog 12 mpdv amd v kavovik
opa AMync g 060mc, To emtricitabine/tenofovir disoproxil mpémnet va Anedel 660 10 duvoTd
YPNYOPOTEPQ KO VO GUVEYLIOTEL TO KAVOVIKO 00G0A0Y1KO TTpoYpappa. Edv mtapaieipbel kamola 660m
Tov emtricitabine/tenofovir disoproxil ywo tepiocotepo and 12 dpec ko TANG1AlEL N dpa Yo TNV
EMOUEVN OO0, dev TPEMeL va AneBel 1 d6oM Tov TapaleipOnke, dALY TPEMEL VO GLVEXIGTEL TO
KOVOVIKO SOGOAOYIKO TPOYPOLLLLOL.

X mepintmwon gpetov evidc 1 dpoag amd ) Aqyn tov Emtricitabine/Tenofovir disoproxil Mylan,
npénel va AneBel éva aAlo diokio. Edv o guetdg ekdniwmbel apov mepdoet mepiocdtepo amd 1 dpa

petd tn Afym tov Emtricitabine/Tenofovir disoproxil Mylan, 6ev mpémet vo Angbei dedtepn doom.

Ewdwoi mAnfvouoi

Hliwugvor:
Agv anarteital mpooappoyn otn d6on (PA. evotnra 5.2).

Negpirn dvalertovpyio.

H emtricitabine kot To tenofovir amopakpovovTol e VEQPIKN améKkpion Kot 1) €kBeon otnyv
emtricitabine Kot 6to tenofovir avédvetat o dtopa pe veppikn dvoiettovpyia (BA. Tapaypapovg 4.4
Ko 5.2).

Evilikec ue veppixn dvolertovpyia

Ye dropa pe kaBapon kpeatwvivng (CrCl) <80 mL/min, to emtricitabine/tenofovir disoproxil npénet va
YPNOWOTOLEITAL HOVO EGV BEe@pEiTan OTL TOL EVOEYOUEVE OPEAT VIEPTEPOVV TAOV EVOEYOUEVAOV KIVOOV@V.
BA. [Tivaka 1.




Mivaxag 1: A06oroYIKEG GVGTAGELS 6 ATONA IE VEPPIKT] OVGAEITOVPYiM

O¢panegia g HIV-1 hoipméng | [Ipo@vraén wprv amd Tnv

éxOeon
"Hmo veppucn Suciettovpyio [epropiopéva dedopéva amod [Tepropiopéva dedopéva amd
(CrCl 50-80 mL/min) KAMvikég pedéteg vmootnpilovy | KAVIKEG peAETEG
v e@anag nuepnotla d6on vrootnpifovv v epamas
(BA. mapdypago 4.4). nuepnota 66om cg dropa

yopic HIV-1 Aoipwén mov
napovctiovv CrCl 60—

80 ml/min. H ypnon dev
GUVIOTATOL GE ATOMO YOPIGC
HIV-1 doipwén mov
napovctdovv CrCl

< 60 ml/min, kaBag dev Exel
peretn et otov ev AOY®
mAnBouopd (PA.
Tapaypaeovs 4.4 kot 5.2).

Métpra veppikn duchettovpyia | Zvviotdrton 1 yoprynon kabe Agv cuvictdtol 1 xpron oTov
(CrC130-49 mL/min) 48 dpeg, pe Phon GLYKEKPLUEVO TANOVGUO.
Slopope®oN TV
(POPUOKOKIVITIKAOV OES0UEVOV
vl TV emtricitabine kot
tenofovir disoproxil amd ™
XOPTYNOT HOVIPOLG d60NG 6E
dropa yopig HIV Aoipwén pe
Stapopetikd Pabpod veppikng
dvoiettovpyiog (BA.
mapdypoo 4.4).

YoBapn veppikn duciettovpyio. | Agv cuvioTdton Ko’ Ot pe 10 Agv cuvioTdTat 1) ¥pnon oTovV
(CrCl <30 mL/min) kot d1okio cuvovAGHOV eV GLYKEKPLULEVO TANOVGUO.
acBeveic Vo apokdbopon pumopobv va emitevyfovv ot
KOTAAANAES LEUDGELS TN SOON.

Houdrarpixoc mAnBoouog ue veppikn dvoiertovpyio.
Agv GUVIGTATOL Y10 YPTION G ATOU NAKING KAT®O Tov 18 TV pe veppikn dvsiertovpyia (PA.
Tapdypoeo 4.4).

Hratikn dveiertovpyio
Aev amotteitan avamposoppoyn g 00omg o€ acbeveis e nmaTikny dusAeitovpyia
(BA. mapaypagovg 4.4 kot 5.2).

Taudrarpikog ninBoouog
H aopddeio kou 1 amoterecpatikotnTo Tov emtricitabine/tenofovir disoproxil g Toudid nAikiog kdto

v 18 gtov dev &yovv akdua tekunplmdei (BA. mapdypago 5.2).

Tpémog yoprynong

Amd otopartog yoprynon. Eivan mpotinotepo to Emtricitabine/Tenofovir disoproxil Mylan va
Aappdaveton poli pe tpoen.

To emcaivppévo pe Aemtd vpévio diokio pmopei va dtadvbei o mepimov 100 ml v¥datog, yvpov
TOPTOKOALOD 1| GTAPVALOD Kot va Aneoel apécmg.



4.3 Avtevoeigeig

YrepevaicOnoio 611G OpacTikég ovaies 1} 6 KAmolo amd Ta £KO0Y TOV AVUPEPOVTOL GTNV
Tapaypoeo 6.1.

Xpnon o¢ TpoevAaln Tpwv amod v €kbeon oe dtopa pe dyvmoto 1 Betikd amotéiecpa yio HIV-1
Aotpwén.

4.4 E101kég Tpog1domoncelg Kot Ipo@uAGEels Katd n ypion

Metadoon tov HIV

AV Kol 1) OTOTEAEGLOTIKT LOAOYIKT] KOTAGTOAN UE avIIPETPOTlkN Bepaneio £yl amoderyOel OT1 pewdveL
OMUOVTIKA TOV KiVOUVO HETAO0GNC TOV 100 pe GEEOVOAIKT ETAPT), OEV UTOPEL VO OTOKAEIGTEL
VROAEMOLEVOGS KivOUVoG. Oa Tpémel va AapuPdvoviat TpoPLAGEELS Yo TV TPOANYT TG LETAOOGTG TOV

HIV am6 npocfefinuéva dropo odpeva pe 115 €Bvicég katevBuvtipieg odnyies.

AocBeveic ue HIV-1 Aoiuwén amd oterléyn mov mepthaufavouy puetalrdEelc

To emtricitabine/tenofovir disoproxil mpénetl va amopedyetar oe acbeveic pe HIV-1 Aolpwén and
oteléym mov meprapPavoovv tnv K65R petddrhoén, ot omoiot £xovv AdPel TPONYOLUEVOG OVTIPETPOIKT
Oepaneia (BA. Tapdypapo 5.1).

uvoMkn poAnmrikn otpatnyikn Evovtt e HIV-1 Aoipwéng

To emtricitabine/tenofovir disoproxil dev gival mévto amoTEAEGUATIKO GTNV TPOANYT TNG LOAVVOT|G
amo tov HIV-1. Agv elvar yvaotd 10 1povikd dtdotnua mg tnv Evapén Tng Tapoyns TPOSTAGING opov
Eexwvnoel Ay tov emtricitabine/tenofovir disoproxil.

To emtricitabine/tenofovir disoproxil Tpémel va ypnoponoteitol g TpoPvAasn Tptv amd v Ekbeon
LOVO OTO TANIGLO L0 GUVOAKNG TPOANTTIKNG oTpatnyikng évavtt tng HIV-1 Aoipwéng, n omoia
neprropfavel aGAlo pétpa tpdinyng tov HIV-1 (m.y. cvetnuotiky kot opon yp1on TpoeuACKTIKOD,
YV®OON NG KATACTOOTG TOL acfevovg g tpog tnv HIV-1 Aoipwén, taktikn e€étaon yia dAieg
0e£0VAAIKE LETAOIOOUEVEG AOUDEELS).

Kivovvog avartoéne avroyic oe mepintwaon un aviyvevoiuns HIV-1 loiuwéng

To emtricitabine/tenofovir disoproxil Tpémel va ypnoUonolEiTOl ATOKAEIGTIKA Y100 T PEi®OT TOV
Kwvduvou poAvvens omd tov HIV-1 og dropa mov €xel emPBeforwbet 6Tt givon apvnrikd otov HIV (BA.
napaypaeo 4.3). [Ipémer va emPePormveror €k véou OTL Ta dTopa cuveyilovy va gival opvnNTIKE GTov
HIV avd taktd xpovikd doctipata (T.y. TovAdylotov ke 3 Pfveg) Le xpnomn oG GUVOLOGTIKNG
e&€toomg avTyovev/avTticopdtov evocom Aappdavovy emtricitabine/tenofovir disoproxil wg Tpo@viaén
TP amo Vv £kbeon.

To emtricitabine/tenofovir disoproxil amd povo tov dev amotelel TANPN aywy" Yo T Oepaneio Tov
HIV-1 ko éxel epoaviotet avroyn oe petoAraéelg tov HIV-1 o dropa pe pun avivevoyn HIV-
1 Aoipwén mov eAdpPovay povo emtricitabine/tenofovir disoproxil.

AV VTLAPYOVY KAVIKG GUUTTMOUOTO T0V GUVASOLV pe o&eia 10yevi Aolpumén kot mbavoroyeitan

otL Tpoékvyay Tpoceates (< 1 uiva) exbéoeig otov HIV-1, 1 xpion tov emtricitabine/tenofovir
disoproxil mpénet va kaBvotepeital yio TOLAGYIGTOV Eva UiVa Kol 1] KOTAGTOGT TOL aeBevong oG Tpog
v HIV-1 dolpmén va emPePardvetat ek véov pv TNy évapén tov emtricitabine/tenofovir disoproxil
®G TPOPVAOEN TPV oo TNV EkBECT.

H onuacio t¢ oopuoppwons

H amotelecpartikotnta tov Emtricitabine/tenofovir disoproxil ot peimon Tov Kivdbvov pdéivvong
am6 tov HIV-1 givat otevd cuvupaopévn pe T cupUOpemon oty oyoyn OTmg KOTUSEIKVIETAL OO
T LETP O EMIMES A TOV PapUakov oto aipa (BA. mapdypoeo 5.1). Zta dropa yopig HIV 1 Aoipwén



Ba Tpémel va cuVIGTATAL OVEL TAKTE YPOVIKA SLOGTHLOTO VO aKOAOVHOVY VGTIPA TO GUVIGTMUEVO
nuepnioto docoroykd mpodypappe tov Emtricitabine/tenofovir disoproxil.

AocBeveic pue hoipmén omd tov 10 e nratitvoc B 1 C

Ot acBeveic pe HIV-1 hoipmén ko xpovia nratitido B 7 C o1 omoiot Aapfdvovy avtipeTpoikn aymyn
€xouv avénuévo Kivouvo gupaviong cofapdv Kot Suvntikd Bavatneop®v NTUTIKOV AVETBOUNTOV
gvepyelmv. Ot y1otpol TPEMEL VAL AVOTPEXOLV GTIG TPEYOVOESG KATELOVVTINPLEG 0ONYIES TOV AY®YDV KATA
tov HIV yia m Béhtiom dwayeipion g HIV Aoipméng oe acbeveic pe cuvundpyovoa Aoipmén amod
Tov 10 ¢ nratitidag B (HBV) 1 tov 10 g nratitdag C (HCV).

H acedieio ko n amotedeopatikodtnta Tov emtricitabine/tenofovir disoproxil otnv Tpo@viaén mpwv
amo v ékBeon og acbeveig pe HBV 11 HCV Aoméelg dev €xovv amoderybei.

Y mepintwon wov yopnyeitatl tavtdypovn avtiky Oepaneia yio tnv nratitoa B 1 C, avatpééte
eniong omv avtictoyyn [epiinyn tov Xopoktnpiotikedv tov [Ipoidvtog antdv Tov QopriKoy.
BA. emtiong mapaxdteo oto Xpion ue ledispavir kar sofosbuvir.

To tenofovir disoproxil gvdeikvutal yia tn Oepaneio Tov HBV ko 1 emtricitabine éyet katadei&et 6tu
dpa katd tov HBV cg poppakodvvapikég peAéteg, ®oTOGO 1 0CQAAELN KoL 1] ATOTEAEGLLOTIKOTTO
tov emtricitabine/tenofovir disoproxil dev £yl amodeyyBel cuykekpéva Yo acbeveig pe ypovie HBV

holpoén.

H doxonn g aymyng pe emtricitabine/tenofovir disoproxil o€ aofeveig pe Aoipwén and tov HBV
umopel va cuoyetiobel pe coPapéc ofeieg e&dpoeic nratitidoc. Acbeveic pe HBV Aoipmén mov
dwokomrovv T Bepamneia pe emtricitabine/tenofovir disoproxil, mpénet va mapoakorovBovvtal otevd pe
KAMVIKO Ko €pyacTnplokd emakolovbo EAeyyo Yo TOLAGYIOTOV OPKETOVG UNVEG UETA TN SLOKOTT TNG
ayoyns. Edv yperdletar, pmopet va dikatoroyeitor n cuvéyion tng Beponeiog yia nratitida B. Ze
aoBeveic e mpoywpnuévn Nratikny vOGo 1| Kippwon, 1 dtakonn e Oepaneiog 6gv cuvieTdtal, EPOGOV
N €€apon g Nratitidog HeTd T Bepameio pmopel vo 0dNyNoeL 6€ EAAELYT NTOTIKNG AVTIPPOTNONG.

Hrotwm voécog

H acedieio ko ) amotedeopatikotnta Tov emtricitabine/tenofovir disoproxil og acOeveic e
OMUOVTIKEG VIOKEIEVEG NTOTIKES dlaTapoyEg 0V £xovv amodetyel. H pappakokivntikn tov tenofovir
éxel peretndei oe acbeveic e NItk SLGAEITOVPYiL Kot SEV ATALTEITAL AVOTPOSUPLOYN TNG OOGTG.
H @oppakokivntikn g emtricitabine dgv éxel peketbei oe acbeveig pe nrotikn dvsiertovpyio. Me
Baon tov eldyioto nratikd petafoiiopd g emtricitabine Kot T VEPPIKN 000 ATOUAKPVLVONG TG, OEV
gtvon mBavi 1 avaykn avomposapoyng tng 06omg Tov emtricitabine/tenofovir disoproxil g acOeveic
pe nratikn dvciertovpyia (PA. mapaypdeovg 4.2 kat 5.2).

Aocbeveig pe HIV-1 Aoipmén Kot Tpoimdpyovuca NItk SUGAEITOVPYie, GOUTEPIAAUPAVOUEVIS TG
1POVIOG EVEPYOV NTLATITIONG, £XOVV OLENUEVT GLYVOTNTA ELPAVIONG SLOTAPAYDV TNG NTUTIKNG
Aertovpyiag Kot T dtdpkeln cuvovacpévNg avTpetpoikng aywyng (CART) kot npémet va
TAUPOKOAOVOOVVTAL GOUPOVO ILE TNV KAOIEPMUEVT] TTPOKTIKT. XE TEPINTOOT EMOEIVOONG TNG NTATIKNG
vOGOL oTNV Kotnyopia avth Tov aclevav, Tpénet va eEetdleTorl 1) S10KOTH N 1] OPLOTIKY TOVGT TNG
aywyng.

Neopixéc emdpioeic kal EXIOPLOEIS OTO. OOTC, 0 EVAMKES

Negpireg emiopooels

H emtricitabine kot To tenofovir amexkpivovrol Kupimg and Tovg veppols, LEGH GTEPUUATIKNG
dmONnoNg Kot EvEPYOL COANVAPLOKNG OTEKKPLONG. NEPPIKN EKTTMOON, VEQPIKT SVGAELTOLPYia,
avENUEVN KPEATIVIVT], VTOPOCOUTALLIN KOl KEVIPIKT COANVAPLOTAOELd (GUUTEPIAOUPBOVOUEVOL TOV
cuvopopov Fanconi), éxovv avagepbel otnv kKhvikn Tpdén pe ) xpnon tov tenofovir disoproxil (BA.
Tapaypoeo 4.8).



Neppixn wapaxolovOnon

[pw amd v évapén tov Emtricitabine/Tenofovir disoproxil Mylan ywo tv avtipetdmion mg HIV-1
Aolpwéng N ya xpnon og tpoeviaén mptv and v €kbect, cuVIGTATOL O VTOAOYICUOG TG KABOPONS
KpeaTwvivng og OAa ToL ATOUA.

X dropa yopig Tapdyovies Kivdhvou Yo VEPPIKT VOGO GUVIGTATOL 1] TApAKOAOHONGN TNG VEPPIKNG
Aertovpyiag (kdBapon Kpeativivng Kot @OGEopPog opov) HETA amd 600 £m¢ TEGGEPIS EBOOUAOES

APNONG, HETA OO TPELG UVEG YPNOTG KL GTT] GLUVEXELD KAOE TPELS £mG €61 UNVEG.

Xg dToUO TOV KIVOUVEDOLV OTTO VEPPIKT VOGO, ATOLTEITAL GUYVOTEPT] TOPAKOAOVONGON TNG VEQPIKNG
Aertovpyiog.

BA. emiong mapokdto oto 2vyyopnynon GAlwv gopuoKevTIK®OY TPOIOVIWY.

Neppixn owoyeipion oe aobeveic ue HIV-1 loiuwln

Av ta eninedo poopdpov opov givar < 1,5 mg/dL (0,48 mmol/L) 1§ 1 KGOapomn KpeaTIvivig LEWDVETAL
o€ < 50 mL/min o€ onotovonmote acbevi Aapfdvel emtricitabine/tenofovir disoproxil wg TpoevAa&n
pwv amd Vv €kBeom, 1 veppikn Aettovpyia Tpémel va enovasloloyeitan viog piag efdopddac,
GUUTEPTAOUPAVOUEVOVY KOl LETPTGEDV TOV GVYKEVIPOGE®DY YAVKOLNG aliplatog, KaAlov aipatog Kot
YAVKOINnG ovpwv (PA. mapdypapo 4.8, Kevipikn coinvoplonddeiwa). Oa mpénet va Anedei vdyn 1
dacomn TG ¥pNomng tov emtricitabine/tenofovir disoproxil e acOeveic pe peimon g kdBapong
Kkpeatwvivng og < 50 mL/min 7 peioon Tov pocedpov opov o€ < 1,0 mg/dL (0,32 mmol/L). H
dloKomn NG xpNong tov emtricitabine/tenofovir disoproxil 6o mpémet eniong va AneOel vwoéym onv
TEPITTOOT TPOOSEVTIKNG UEIMONG TNG VEPPIKNG Agttovpyiag OTav Ogv EXEL AVAYVOPIOTEL KATO0 GAAN
attio.

H veppikn acpdieto pe to emtricitabine/tenofovir disoproxil €yetl peietn0el povo oe morhH
neplopopévo Pabuod o acbeveic pe HIV-1 Aoipwén pe Ekntwon g veppikng Asttovpyiag (kadBapon
Kkpeatvivng < 80 mL/min). Avarpocapuroyég 1oL S0GOA0YIKOD LEGOSIUCTUATOG GUVIGTMVTOL Y10
acBeveig pe HIV-1 hoipmén kot kédBapon kpeatvivig peta&d 30 kot 49 mL/min (BA. mapdypago 4.2).
[epropiopéva dedopéva amd KAVIKEG LELETES KATASEIKVHOVV OTL TO TAPAUTETOUEVO DOGOAOYIKO
pecodidotnua 6gv givar 10aviKo kol o HTopovce va €€l MG AMOTELEGHLO ALENULEVT] TOEIKOTNTA KO
evdgyopévmg avemapkn avtandkpion. Emmiéov, o€ pio pkpn kKAvikn) pedétn, pio vmoopddo acdevamv
pe kaBapon kpeatwvivng peta&d 50 kot 60 mL/min ot omoiotl éhafav tenofovir disoproxil ce
cuvdvaoud pe emtricitabine kd0e 24 dpecg, elyav 2-4 popég peyarvtepn £kBeon oto tenofovir kot
emdeivoon g veppikng Aettovpyiog (PA. mapdypopo 5.2). Qg ek T00TOV, AmoITEITOL Liot TPOCEKTIKN
eKTiMoM 0pELOVG-KIvdUVOL OTav To emtricitabine/tenofovir disoproxil ypnoyomoieiton og acbeveig
pe kabapon kpeatvivig < 60 mL/min kot 1 ve@pik Agttovpyio Tpémet va Tapakolovdeital 6TEVA.
Emumiéov, 1 KMvik avTamokpion 6TV aymyn TPEMEL Vo TapakoAovdeitol otevd oe aobeveig mov
Aappdvovv emtricitabine/tenofovir disoproxil yia mapoteTapévo docoAoyiko pecodidotnua. H yprion
tov emtricitabine/tenofovir disoproxil dev cuvioTdtol oe acbeveig pe coPfapn veppikr dvcrertovpyia
(xaBapon kpeatvivng < 30 mL/min) kot 6€ acbeveig Tov ypetdlovial apodALST], EPOGOV LE TO
dtokio ocuvoVAGHOV deV UTOPOHV Va. ETTELYOOHV 01 KATAAANAES LEIMOELS OTT 60O

(BA. mapaypagovg 4.2 kot 5.2).

Negpixn dwoyeipion otnv mpopdloln mprv omo v éxbeon

To emtricitabine/tenofovir disoproxil dev €ye1 peletn0el oe dropa ywpic HIV-1 Loipwén pe kabopon
Kkpeatvivng < 60 ml/min Kot KT6 GUVETELD, dEV GLVIGTATOL Y10L YPNIOT) GTOV GUYKEKPIUEVO TANOLGLO.
Av 10 emtineda pmcedpov opov givar < 1,5 mg/dL (0,48 mmol/L) 1§ n kdBapon kpeaTvivng pEIdVETOL
oe < 60 ml/min cg omolodnmote dropo AapPdvel emtricitabine/tenofovir disoproxil mg mpo@OAaEN
7pwv amd Vv €kBean, 1 veppikn Aetrtovpyia Tpénel va enovagloloyeitar vTog piag efdopadag,
GUUTEPTAOUPOVOUEVOV KOl LETPTGEDV TOV GVYKEVIPAOGE®MY YAVKOLNG alLaToc, KOAIOL oipaTtog Kot
vYAvkong ovpav (PA. Tapdypoeo 4.8, kevipiki coinvapronddeir). Oo tpénet va e&etootel T0
EVOEYOUEVO OLOKOTNG TNG YXPNONG Tov emtricitabine/tenofovir disoproxil o€ dtopa oto omoio 1
KkéBapomn kpeatvivig €xet pelmbel e < 60 ml/min 1 Le PEUDGELG 6T EMIMEON POGPOPOV OPOV

oe < 1,0 mg/dL (0,32 mmol/L). H doxonn g Bepameiog pe emtricitabine/tenofovir disoproxil Oa



TPENEL EMIONG VAL EETACTEL MG EVOEYOUEVO OTNV TEPIMTTOGT) TPOOSEVTIKNG LEIMONG TNG VEPPIKNG
Aertovpyiag OTov Ogv EYEL OVOYVOPLOTEL KOO0 GAAT OLTiaL.

Emdpdoeic ota 0616,

OoTtikég datapoyEs, OTMG 1) 0CTEOUOANKIN, 01 0TT01lEg UTOPOVV Vo EKONA®BOVV ¢ emipovo 1
EMOEVOVEVO OGTIKO GAYOG KOt 01 0T0ieg UTopovV va GUUPAALOVYV Oyl GLYVA OE KatdypoTa, Lmopel
va oyetiCovtot pe emoyopevn and to tenofovir disoproxil kevrpikn veppixn coinvaprordadeia (PA.
Tapaypoeo 4.8).

To tenofovir disoproxil pmopet emiong va tpokarécel peimon g ootikng mukvortntag (OIT).
Eni vtovolog 1 aviyvevong ooTiK®V dlatapaydv TpETEL Vo AapUPAVETOL 1] KATAAANAN YVOUATELOT.

Ocporeio tne HIV-1 loiuwing

e gleyyopevn kKAvikn peiétn dudpkelag 144 efdouddwv (GS-99-903) katd Tnv omoia cuykpidnkav o
tenofovir disoproxilpe ™ otafovdivn yopnyodueva ce cuvovacuo pe Aopifoudivn kot epaprpévin

o€ TPMTOHEPATEVOUEVOLG LLE AVTIPETPOIKT Oepameio acOevelg, mapatnpnOnKay WKPEG LEIDGELS TNG
OII o710 16yi0 Ko 6T 6TOVILAMKT GTAAN Kot 6TIS dVo opddeg Bepameioc. Ot pewwoelg g OIT ot
GTOVOVAIKT GTHAN Kot 01 HETOPOAES TV BLOYNUIKAOV SEIKTMV TOV 0GTAOV amd TV EvapEn Tng LEAETNG,
NTOV GNUOVTIKA LeyoADTEPEG oTNV opdda Bepaneiag pe to tenofovir disoproxil oe 144 gfdopddeg. Ot
pewmoets g OIl oto 1oyio NTov oNUOVTIKE peyolvtepes oTnV opdda avth otig 96 efdopddes. Ev
TOVTOLG, Ogv VINPEE AVENUEVOG KIVOUVOG KATAYLATOV 1] EVOEIEN Y10 KAVIKA GLUGYETILOUEVEG OOTIKEG
Swatapayés Kad’ OAn v mepiodo Twv 144 gfdopddmv ot TG HEAETNG.

e dAleg HEAETES (TTPOOTTIKES KO GUYYPOVIKEG), OL TIlo £vtoveg peidoels otny Ol Topatnpndnkov ce
acBeveig mov voPfANOnKav o Oepaneia pe tenofovir disoproxil wg pépog evog Bepamevtiicod GYNUATOG
IOV TEPLELYE EVOV EVIGYVUEVO OVOGTOAEN TTPMOTEAGTG. ZVVOAIKA, AUUPOVOUEVOV VTTOYT TOV OCTIKOV
dTapaymv mov cuvdéovtar e to tenofovir disoproxil kot TV TEPLOPIGUEVOV PaKPOTPODEGU®OY
dedopévav yia v enidpaon tov tenofovir disoproxil oTnv vyeia TV 06TOV KOl GTOV KivdLuvo
Kotaypdtov, 0o Tpémel va eEetalovion eVOAAAKTIKG Bepamevtikd oynpoto yio acOeveis pe
0GTEOTOPOOT] TOL SATPEXOVY VYNAO KivOUVO Yol KATAYLOTO.

Ipogpdrioaln mprv aro v éxbeon

e Khvikég peréteg og atopa yopic HIV-1 Aoipmén, mopatnpndnkoy pikpés peimoelg otny OIL.

e o peétn 498 avdpav, ol péceg petaforég otnv OIT amd v Evapén g peréng £og v
gpdopada 24 kopaivoviav and —0,4% £wg —1,0% oto 16)i0, T1 6TOVOLAIKT GTHAT, TOV QVYEVOL
Unpeiov Kot Tov TpoyoavIipa 6€ avopeg mov eAdufovay kabnuepivd emtricitabine/tenofovir disoproxil
®¢ TPoPUAAEN (N1=247) évavtt TOL €1KOVIKOL Qappdakov (n=251).

Neppikéc emdpacelc Kot EXOPACELS 0T 0T 6TOV Todtotptkd TAnfvoud

YTapyovv achpeleg Tov GLOYETILOVTOL LUE TIG LOKPOYPOVIES EMEPATELS Tov tenofovir disoproxil otovg
veppolg kot 6Ta 00Td katd T Bepaneia g HIV-1 Aoipwéng otov mondatpicd mAnbucud Kot yio tig
Lokpoypovies emdpacelg Tov emtricitabine/tenofovir disoproxil gtovg ve@povg kot 6To 00T, OTAV
YPNOWOTOLEITAL MG TPOPVAOEN TPV 0d TNV ékBeom o€ un TpooPefinuévoug epnfoug (PA.
mapaypoeo 5.1). EmmAiéov, dev umopel va dtomiotmBel TANp®g 1 avasTpeyindTnTa TG VEPPIKNG
To&UOTNTAG HETA T Srakom Tov tenofovir disoproxil yio ™) Oepaneio tov HIV-1 1 petd ) Swoonn
Tov emtricitabine/tenofovir disoproxil og Tpo@OAaén mpv amd v EkBeon.

ZUVIGTATOL TOADTAELPT TPOGEYYIOT] TPOKEUEVOL VO GTOOIGTEL TO 160L0Y10 0PEAOVG/KIVOHVOL TNG
ypNoNG tov emtricitabine/tenofovir disoproxil yia tn Ogpaneia g HIV-1 Aoipméng 1 yo v
TPoEVAAEN TPV amd TV €KOEGN, VO OTOPAGIGTEL 1) KATAAANAN TapakoAoVONoT KaTd T JEPKELD TNG
Oepaneiog (cupmeprlapPavouévng g andpacns dtakonng g Oepanciog) Kot va peletndei n avdykn
GUUTAN POCTG KOTA TEPITTMOT).



Orav 1o emtricitabine/tenofovir disoproxil ypnowomoteiton yio v TpoeLAAEN Tpv amd v £kbeom,
To dropa Bo Tpémet va vwoPdAroviol og ENaVOANTTIKY aEl0AOYNOT| 08 KADE EMIGKEYT) TPOKEUEVOL VL
dwmotdverot av eEakoiovBolv va datpéyovy vynAd kivovvo HIV-1 doipwéng. O kivdvvog tng HIV-
1 Loipwéng Ba wpémetl va otabpileton Evavtt Tov mBavav ETOPAGEDY GTOVS VEPPOVG KL TO 00TA OO
TN poKpoypovia xpromn tov emtricitabine/tenofovir disoproxil.

Negppixéc emdpaoelc

Neppikéc avemBounteg eVEPYELEG TOL GLUVADOLV LE TNV EYYDG VEPPIKN GOANVaplomddela Exouv
avapepBel oe TadloTpikovg acbeveic mov £xovv TpocsPAndel and Tov 10 HIV-1 nhkiag 2 €mg
<12 gr@v oy KAwvikn peiétn GS-US-104-0352 (BA. mopaypdeovg 4.8 kat 5.1).

Neppikn mopaxolobnon

H veppkn Aertovpyia (kdBapon kpeatviving kot pdopopog opov) Ba tpémetl va a&loroyn el pv and
v évapén tov emtricitabine/tenofovir disoproxil yio ™ Ogpoameio tov HIV-1 7 yio v mpoedriaén
pwv amo Vv £kBeon Kot Ba Tpémel va TapakoAovBeitorl KaTd TN didpKeELN TNG YPTONG, OTWS GTNV
TEPITT®ON TOV EVIAIK®V (BA. TapATAvVD).

Neopikn dioyeipion

Edv o poepopog opod emPePaiwbdel ot avépyetar og < 3,0 mg/dl (0,96 mmol/l) ce omolovonmote
modatpkd aobevn Aappdavel Emtricitabine/tenofovir disoproxil, 1 veppikr| Aettovpyia Ba mpémet va
EMAVEKTILATOL EVTOG piog ELSONAdAG, CVUTEPIAAUPOVOUEVOV KL LETPTCEDMV TV CLYKEVIPMDGEWDY
YAVKO{Ng aipatoc, KaAiov aipatog Kot yYAukolng ovpmv (PA. mapdypapo 4.8, Kevtpikn
cwinvaplonddein). Eni aviyvevong 1 vmovolog veppikdv dratopoymdv, Tote o mpénet va Aapupdvetan
YVOUATEVCT| 0O VEPPOLOYO, Yio va pLeetnOel 1 dtokomn| TG ypnong tov Emtricitabine/tenofovir
disoproxil. H dwaxonn g ypriong tov Emtricitabine/tenofovir disoproxil 8a mpénet eniong va AngOel
VIOYT GTNV TEPITTO®OT TPOOSEVTIKNG UEIMONG TNG VEPPIKNG ALTOoVpYing, OTAV OEV EYEL AVAYVOPIGTEL
Kamola GAAT ortia.

20yyopnynon kot kivovvog veppiknc tolikdtnTag
Ioyvouv ot id1ec GLETAGELS e TOVG EVIAIKES (PA. TAPAKAT®O «ZVyyopynon GAA®V QApLOKEVTIKMV
TPOIOVTOVY).

Neppixn ovolertovpyio

H ypnon tov emtricitabine/tenofovir disoproxil 6gv cuvieTdtol 6€ dtopo nAkiog K4t Tov 18 etdv pe
veppikn duciettovpyia (BA. mtapdypago 4.2). H xoprynon tov Emtricitabine/tenofovir disoproxil dgv
Oa Tpémel va Egkva o€ TodLOTPLKOVG aobeveig Le veppikn dusAertovpyia kot Bo Tpémel va
SloKOTTETAL GE TAUdLTPLIKOVG acBeveis Tov eppavifovv veppikr ducieitovpyia Katd tn didpKeLd Tng
y¥pNong Tov emtricitabine/tenofovir disoproxil.

Emidpdoeis aro ootd

H ypnon tov tenofovir disoproxil pmopet va tpokarécetl peimon g ootikng mokvotntog (OIT).
Ot emdpaoelg Tov petofordv oty OIT nov oyetiovtar pe to tenofovir disoproxil ot
HOKPOTPOOEGUN VYEID TOV 0GTAOV KoL TOV LEALOVTIKO Kivouvo kataypdtov oev givar BERateg (PA.
Tapdypoeo 5.1).

Enl aviyvevong 1 vtovolog 06TIKOV dlatapaydy KoTd T (pnomn tov emtricitabine/tenofovir disoproxil
o0& OmOLOVONTOTE TALdLTPLKO 0oBevn, Oa TpEnet va AapPAveTOL YVOUATELOT] OO EVEOKPIVOAGYO 1/KaL

VEQPOLOYO.

Bdpoc kat petafoMkéc TopauUeTpot

Katd ) dibpkeia g avtipeTpoikng Bepameiog evoEyetat va Tapovstactel avno Tov GOUATIKOD
Bapovug Kabmg Kot TV EMESOV TV Mmidimv Kot TS YAvkolng oto aipa. Ot aAlayég avtég Umopel,
€V UEPEL, VO GUVOEOVTOL [LE TOV EAEYYO TNG VOOOV KoL TOV TPOTO {mNc. Avapopikd Le o Mmidia, o€
OPIOUEVEC TEPIMTAOGELG VITAPYOVV eVOEIEELS Y eMidpacm NG Bepameiag, evd 660V apopd v avénon
TOV GOUATIKOD BAPOVG dEV VTLAPYOLV 1GYLPEG EVOEIEELS TTOV VL TN GLGYETILOVV e omOLdNTTOTE
ovykekpipévn Bepaneio. H mapakorohOnon tov Mmdiov Kot TG YAvKOING oto aipa Tpénet va



Baciletar otig kKabepmpéveg kKoTevBuvTipleg 0dnyieg Oepaneiag tov HIV. Ot Satapoyés tav Mmidiov
0o mpémel vo avtipetonifovion 6mwg evogikvuTal KAMVIKG.

Mutoyovdpilaxkn dvoAisttovpyio petd omd £kbeon in utero

NovkAeoo(T)101kd avaAoyo EVOEYETAL VAL EXNPEAGOLY TN UITOYXOVIPLOKT AEITOVPYIO GE TOIKIAO
Babuo, to omoio eivar evtovotepo pe  otafovdivr, dwavocivn kot {idoPovdivn. Exet avapepbel
pitoyovdplakn dvciertovpyia o HIV apvntikd Bpéen ta omoia eiyov extebel in utero kaun petd

T YEVVI|O1 O€ VOUKAEOGIOIKA OVAAOYQ Ol AVOPOPES AVTES ALPOPOVGAV Kupimg TN Bepameia pe
Oepamevtikd oynuata mov mepieiyav (1dofovdivy. Ot kbpieg avemBOUNTEG EVEPYEIEG OL OTTOTEC
avapépOnkav, etvar apatohoyikés dtotapayEs (avario, ovdetepomevia) Kot LETAPOAIKESG SLOTAPAYES
(VynAd enimedo yoraktikov 0&€0g 6To aipla, VYNAO eminedo Amdong oto aipa). Ot evépyeleg ovTég
cuyva Ntav Topodikec. Exovv avapepbei ondvia vevporoyikég dtatapoyg Oyiung Evapéng
(vmeptovia, CTAGOL, L1 PUGLOAOYIKT GUUTEPLPOPA). AgV elval YVOGTO ml TOV TOPOVTOGC, ALV TETOLEG
VEVPOLOYIKEG draTapoyEg etvarl Topodikég 1 povipee. Ta evprpota avtd Oo Tpénet va Aappdvovio
VILOYT Y10 0TO10ONTOTE TTOdL TOL EKTEOMNKE in utero oe VOUKAEOS(T)1O1KA AVAAOYO, TO OO0
TopoLGtilEl GoPapd KAVIKA EVPTLOTO 0yVAGTOV aLTOA0YING, 13Img VEVPOLOYIKAE EVPILLATA.

Ta gupripata ovtd dev emnpedlovy Tig TOPOVGES EBVIKEC GUGTAGELS Y10. T XPNOT| OVTIPETPOTKNG
Bepameiog oe £YKVEG YOVOIKES, TPOKELEVOL VO TpoANQOEl 1 kdBetn petddoon Tov 100 HIV.

2ovdpouo Eravepyomoinonc tov Avocomomtikod SVGTAUATOC

e HIV opoBetikong acbeveic [le coPapr| 0vOGOAOYIKT OVETAPKELL EVOEXETAL VO ELPAVIOTEL, KOTA TNV
évapén g CART, pio pAeypovmong avtidpaoT) G AGUUTTOUATIKA 1] VTOAEIUUOTIKG EVKALPLOKE
nafoyova kot vo TpokAn0obv cofapic KAVIKEG KATAGTAGELS 1] EMOEIVOOT TOV CUUTTOUATOV. TETotEg
AVTIOPACELS £XOVV TUTTIKG TAPOVGLUCTEL EVTOG TOV TPDOTOV ERSOUAS®V 1| VOV otd TV Evapén g
CART. Zyetkd mapadeiypota ivar 1 apu@iAnctpoelditidn amd KuTTapoUeEYOlold, YEVIKEVUEVEG KON
€0TIOKEG AOUMEELG b LUKOPOKTNPIdLo Kot TVEVLOVIL OPENOLEVT G€ Preumocystis jirovecii. Oa
TPENEL VO, EKTIUDVTOL OTOLOONTOTE PAEYLOVAOIT GUUTTOMOTO Kot va opiletan Oepameia, dtav
amorteitot.

Avtodvooeg datapayés (0mmg 1 vocog tov Graves Kot 1 TOAvooT NIATiTIdN) £X0VV EMIONG
avaeepbel 6Tt cupPaivovy Kotd T pOHOUIOT TNG ETAVEPYOTOINGTG TOV OVOGOTOUTIKOD GUGTHLLOTOG.
061660, 0 AVOPEPOUEVOS YPOVOG MG TNV Evapsén elval TEPIGGOTEPO PETAPANTOC Kot QLTA Ta YEYOVOTO.
pmopel va cupfodv moAlodg unveg petd v Evapén g Bepomeiog.

Evkaprakéc Aowwméelc

Aocbeveig pe HIV-1 hoipmén ot omoiot eAdppavav emtricitabine/tenofovir disoproxil 1 AN
avTipeTpoiky Oepancio pmopel va e£akoAovdcovy Vo avarTTiceoVV EVKALPIIKEG AOUDEELS Kot GALES
emumhokég e HIV Aoipméng kot cuvendg npémel va Tapapévouy vd GTEVY 1UTPIKT TapoKoAovONon
amd ytpovs pe gunepio ot Bepaneia aclevav pe vosovg cuoyetiloueveg pe tov 10 HIV.

Oocteoveékpmon

Ava@épOnkay TEPUTTMOGELS 00TEOVEKPMOTG KLPImG og acbeveic e Tpoywpnuévn Aoipwén HIV

Ko/ pokpdg didpketog Ekbeon oe CART av kot 1 artiodoyio Oewpeiton TOAVTOPAYOVTIKY
(ocvumepiiapfdvovtal 1) xproT KOPTIKOGTEPOEWMYV, 1] KOTOVIA®MGT dAKOOA, 1 cofapn
OVOOOKOTAGTOAT, 0 VYNAOTEPOG deiktng nalag ompatog). Ot acbeveig Oa Tpénet va {ntovv oTpikn
cuppovin edv Tapovclalovy EVOYANGELS Kot AAY0G oTIS apfpmaelc, duokapyio apfpmong 1| SuckoAio
GTINV Kivnon.

Zuyyopnynon GAA®V QOPUAKEVTIKAOV TPOIOVIMV

H ypnon tov emtricitabine/tenofovir disoproxil mpénel va amopedyeTan pe Guyxopnynomn 1 TpoceaTN
¥PNON VEPPOTOEIKOD PUPUAKEVTIKOV TPoiovTog (BA. mapdypapo 4.5). Av n TavTtdYpOVN YOPNYNON LE
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veppoToEIKEG OVGIES Elval OVATOPELKT, 1| VEPPIKT Aettovpyio Ba mpénet va mopakoiovbeital o€
epdopadiaio Baon.

[Mepurtmoeic o&eiog veQPIKNG OVETAPKELNS HETA TNV EVOpEN LYNANG SO0 1] TOAAATA®VY Un
GTEPOEIODV AVTIPAEYUOVMOIDV Papprikwy (MEAD) éxouv avapepbei oe acbeveic pe HIV-1 Lolpwén ot
omoiol éAafav Bepamneia pe tenofovir disoproxil kot iyov Tapdyovteg KIVOUVOL Yio VEQPIKN
dvciertovpyia. Edv to emtricitabine/tenofovir disoproxil cuyyopnyeital pe éva MEZA®D, 1 veppikn
Aertovpyia Bo mpémel va mapoakolovbeitat ETOPKMC.

YymAotepog kivovvog veppikng ducsiettovpyiag Exel avapepBet oe acBeveig pe HIV-1 Aoipwén mov
éhapav tenofovir disoproxil 6g GUVSLOGUO pLE OVOGTOAEN TPMTEACTG EVIGYVUEVO LE Titonavir 1
cobicistat. Amouteiton oTEVH TAPUKOAOVONGN TG VEPPIKNG AElToVpYing 6€ avTovg Tovg aobeveic (PA.
mapaypoeo 4.5). Ze acbeveig pe HIV-1 Aolpwén kot veppikovg Tapdyovteg Kivovvov, 1 cuyxopnynon
tov tenofovir disoproxil pe évav gvioyvpuévo avactorén tpotedong Oa Tpénet vo a&loloyeitat
TPOGEKTIKA.

To emtricitabine/tenofovir disoproxil dev mpémet va cuyyopnyeitol pe GALD QOPUOKEVTIKA TPOTOVTA
Tov TepLEyovv emtricitabine, tenofovir disoproxil, tenofovir alafenamide 1 GAAa avaroyo KoTIdivig,
omwg 1 lamivudine (BA. mapdypoeo 4.5). To emtricitabine/tenofovir disoproxil 6gv Tpémet va
cvyyopnyeitan pe adefovir dipivoxil.

Xpnon e ledispavir ka1 sofosbuvir, sofosbuvir ka1 velpatasvir n sofosbuvir, velpatasvir kou
voxilaprevir

"Exetl Suomotwbel 6t 1 cuyyopnynon tenofovir disoproxil pe ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir avdvet Tic GUYKEVIPMOGELS TOV tenofovir
610 TAAGLO, EWOIKOTEPO GTNV TTEPINTOOT OV Ypnotponoteiton pali pe kamow aywyn yio tov HIV mov
nepiéyet tenofovir disoproxil kot kdmolov oppaokvnTikd evioyutr (ritonavir 1 cobicistat).

Agv €yel amoderyBel n acpdAela tov tenofovir disoproxil 6tav cuyyopnyeitar pe ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir kot KOTO10V QOPUOKOKIVITIKO EVIGYVTY.
Oa mpénet va AapPdvovtar vtoyT ot mhovol kivouvol kot ta Thovd oQEAN Tov cyetilovTat pe T
cvyyopnynon, wiaitepa e acbeveic pe avénuévo kivouvo veppikng dusiertovpyiag. Ot acBeveic mov
Aappdavovv ledipasvir/sofosbuvir, sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir
tavtoypova e tenofovir disoproxil kot kdmolov evicyvuévo avaotoréa Tpmtedong tov HIV Ba mpémnet
va mapakolovdovvtal yio avemBounteg evépyeieg mov oyetilovtan pe to tenofovir disoproxil.

2vyyopnynon tov tenofovir disoproxil ue didovooivy:
H ovyyopnynon tov tenofovir disoproxil pe didavosivny dev cuvictatot (BA. Ttapdypago 4.5).

Ayoyn tpmhold cuvdvocUod VOUKAEOGLOIMmY

"Eyovv vtdpEet avapopég e vynAod T0GOGTO 10AOYIKNG OTOTVYING KOl OVATTUENG OVTOYNG OE TPMLO
otdd1o0 og acbeveig pe HIV-1 Aoipmén, 6tav to tenofovir disoproxil cuvdévdotke pe lamivudine kot
abacavir, 6mwg emiong kot pe lamivudine kot didanosine g Oepamevtikd oynua @’ draé nuepncing.
Y7dpyetl otevi opotdtta amd TAeVpdg doung petald lamivudine kot emtricitabine g emiong kot
QOPLOKOKIVITIKES KOl POPUAKOSVVOUIKES OPOIOTNTEG UETAED AVTMV TV 000 Papudkmv. Etouévag,
pmopel va mapatnpnbodv ta idto mpofAnpata, av To emtricitabine/tenofovir disoproxil yopnyn0et pe
éval TPiTo VOUKAEOGIO1KO OVAAOYO.

Hlxiopévot
To emtricitabine/tenofovir disoproxil dev €yetl pehen el o€ dropo nikiog Tove amod 65. Ta dTopa

NAiag avo Tav 65 etV gival 1o TOOVO VoL EYOVV UELMUEVT] VEPPIKN AEITOLPYIQ, MO EK TOVTOV
amoTElTOL TPOGOYN KATA T XOp1ynomn tov emtricitabine/tenofovir disoproxil e nAkiopéva dtopa.
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"Exdoya

To Emtricitabine/Tenofovir disoproxil Mylan mepiéyet Aaxtoln povoddpikn. Ot acbeveig pe ondvia
KAnpovopkd tpofrnpota dvcavesiog otn YoAakTtoln, TANPN AVETAPKELD AUKTAOTG 1] KOKY
amoppoenon YAukolnc-yaraxtdlng dev mpénel va AapuPavouy avtd To QOPUOKEVTIKO TPOIOV.

4.5 AMMAETOPACELG HE AALD PUPRUKEVTIKA TPOTOVTA KoL GAAES HOPQEG aAMNAETIOPOONG
Meléteg aAAnAemOPpAcE®Y £YOVV TPy LOTOTOMNOEL LOVO GE EVAAIKEC.

Epdoov 1o dickia cuvdvacov otabepng d6ong emtricitabine/tenofovir disoproxil mepiéyovv
emtricitabine kot tenofovir disoproxil, omolesdnmote GAANAETIOPAGELS YOV AVAYVOPICTEL
LELOVOLEVA LLE OVTEG TIC OVGIEG EVOEYETAL VAL ELPAVIGTOVV KO LE TOV GLVIVAGHO oTafepng dOONG.
Meléteg aAANAEMOPACE®MY £YOVV TPy LOTOTOMNOEL LOVO GE EVAAIKEC.

H gappoxokivntikn g emtricitabine kot tov tenofovir katd ™ otabfepomonpuévn KoTdotacn 6tav M
emtricitabine kot To tenofovir disoproxil yopnyn0nkav tavtdypova NTav ido Le TN EOPULOKOKIVITIKN
OVTAOV TOV QOPUOKEVTIKAOV TPOIOVIMV KATA TN LELOVMOUEVT] XOPNYNOT| TOVG.

Khvikég kot in vitro pehétec gopuokoKvnTIKNG 0AANAETIdpaong £5e1Eay OTL TO EVOEYOUEVO TOV HECH
tov CYP450 aAAnAemidpdoewv mov eumAékovy v emtricitabine kot to tenofovir disoproxil pe GAia

(QOPUAKEVTIKG TPOTOVTA, EIVOL YOUNAD.

H ovyyopnynon dev cuvictdtot

To emtricitabine/tenofovir disoproxil dev mpémel va cuyyopnyeitol pe GAAN QAPUAKEVTIKA TPOTOVTA
IOV TEPLEYOVV OTOLONTOTE Ao TG EVMGELS, emtricitabine, tenofovir disoproxil, tenofovir alafenamide
N GAAa avarloya KuTidivng, Omwg lamivudine (BA. Topdypago 4.4). To emtricitabine/tenofovir
disoproxil dev mpémel va cuyyopnyeitar pe to adefovir dipivoxil.

Didanosine: H cuyyopnynon tov emtricitabine/tenofovir disoproxil pe didanosine dev cuvietdton
(BA. mapdypapo 4.4 ko [Mivaxa 2).

DapoKevTIKG TPOIOVTO TOD ATEKKPIVOVTAL 00 TH Veppikh 000: E@doov 1 emtricitabine Kot To
tenofovir anekkpivovtal Kupimg amd TOVG VEQPOLS, 1| CLYYOPNYNOT ToL emtricitabine/tenofovir
disoproxil pe opHOKEVTIKA TPOIOVT TOV EANTTMVOLV TN VEPPIKT Agttovpyia N avtaywvilovTol yio
TNV gvepyd cwAnvoplokn anékkpion (m.y. cidofovir) pmopel vo avéENGEL TIG GUYKEVIPAOOELS TNG
emtricitabine, Tov tenofovir Kaun TOV GUYXOPNYOVUEVOV PUPLUKEVTIKOV TPOIOVIWV GTOV 0p0.

H ypnon tov emtricitabine/tenofovir disoproxil mpénet va amopevdyeton pe Guyxopnynon N tpoéceatn
APNOMN VEPPOTOEIKOD POPUAKEVTIKOD TPOiOVTOG. Oplopéva Topadeiyuata cuureptAaupfdvouy, oAAG
yopic va mepropiloviar o€ avtd, apvoylvkooides, amphotericin B, foscarnet, ganciclovir,
pentamidine, vancomycin, cidofovir 1 interleukin-2 (BA. Topdypapo 4.4).

Al ec oMNAETOPAGELS

O aAniemdpaoelg peta&y tov emtricitabine/tenofovir disoproxil 1) pepovopéVOY GUGTATIKGOV TOV
Kol GAA®V QAPUOKEVTIK®V TPoiovTav mapatifevtot otov [livaka 2 mapakdto (1 avénon
VTOJEIKVVETAL ®G «T», 1 HElOT ®G «|», Kopio LETAPOAT MG ««>», dV0 OpEC NUEPNGimg ¢ «b.i.d.»
kot pio popd nuepnoing g «q.d.»). Edv eivat Swobéopa, o dreothpata eumiotooivng 90% divovrat
o€ mapeviEaelc.
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Mivakag 2: AAniemdpaocelg petalv Tov emtricitabine/tenofovir disoproxil 1] pepovopévov
GUGTUTIKAV TOV KOl GAAOV QUPLIKEVTIKDV TPOIOVI®V

DoppoKeLTIKO TPOIGY avVa
OspamevTin meproyn

Emépédosic ota enineda
POPRAKOV
Méon nocooTiaio petafoin
o7 TIHEG AUC, Criaxy Ciin B
90% owotipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAOT GYETIKA PNE TN
GUYYXOPIYNOT pPE
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

owbéopa 245 mg)
(pnyoviepoc)
ANTI-AOIMQAH
AvTipETpOoiKa
AV0GTOLEIS TPOTEACDV
Atazanavir/Ritonavir/Tenofovir | Atazanavir: Agv cvviotdtol

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

AUC: | 25% (| 42 éag | 3)
Conax: | 28% (| 50 é0oc 1 5)
Conint | 26% (| 46 o 1 10)

Tenofovir:
AUC: 1 37%
Cmax: T 34%
Chin: T 29%

Atazanavir/Ritonavir/Emtricitabi
ne

H oAnAenidpacn dev €xet
pehetnOet.

OVATPOGAPHOYT TNG OGN,
H avénuévn éxbeom tov
tenofovir Ba propovce va
EVIOYVOEL TIG GYETILOUEVEG UE
to tenofovir avemBounteg
EVEPYELEG
coumeptAopPavouévey Kat
TOV VEPPIKOV dlatapoydv. H
VEQPIKN AEITOVPYiO TPETEL VO
nopakolovdeital oTeVA

(BA. mapdypago 4.4).

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

Darunavir/Ritonavir/Emtricitabi
ne

H aAnAenidpaon dev €xet
peAetnOet.

Agv cuvictdTot
AVATPOGAPHOYT TNG OGN,
H avénuévn éxbeom tov
tenofovir Oa pmopovoe va
EVIOYVOEL TIG GYETILOUEVEG UE
10 tenofovir avemBounTeg
EVEPYELEG
couneptrapavouévey Kot
TOV VEPPIKAOV droTopoydv. H
VEQPIKN AE1TOLPYiO TPETEL VO
nopakolovdeital oTeVa

(BA. mapdypago 4.4).

Lopinavir/Ritonavir/Tenofovir
disoproxil

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

Lopinavir/Ritonavir:
AUC: <
Chax: <

Cmin: Aad

Tenofovir:
AUC: 1 32% (1 25 éoc T 38)
Chax: <

Cuin: 1 51% (1 37 éwc 1 66)

Lopinavir/Ritonavir/Emtricitabin
e

H oAnAenidpaon dev €xet
pehetnOet.

Agv cuvictdTot
AVATPOGAPHOYT TNG OGN,
H avénuévn éxbeom tov
tenofovir Ba propovoe va
EVIOYVOEL TIG GYETILOUEVEG LUE
10 tenofovir avemBounTeg
EVEPYELEG
couneptAapavouévey Kot
TOV VEPPIKAOV dtoTopoydv. H
veQpIKN Aeltovpyia TpEmeL va
nopakolovdeital oTeVA

(BA. mapdypogo 4.4).

NRTIs
Didanosine /Tenofovir H ovyyopnynon tenofovir H ovyyopnynon tov
disoproxil disoproxil pe didanosine odnyet | emtricitabine/tenofovir

o€ katd 40-60% ovénuévn
GLOTNUOTIKT £kOEOT] OTN
didanosine.

disoproxil pe didanosine dev
ocvviotatan (PA.
mapdypoo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan
ownfécpa

(mmyaviepdc)

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil
245 mg)

Didanosine /Emtricitabine

H oAnienidpacn dev €xel
peAetnOet.

H avénuévn cvetnpotiky
éxbeon ot ddavocivn
pmopet va avénoet Tig
avETBVUNTEG EVEPYELES TOV
oyetiovton pe
ddavoacivn. Zrdvia, Egovv
avapepBel maykpeatitidn Kot
yoroKTiKn 0&Ewon), eviote
Bavaneopec. H
ovyxopnynon tov tenofovir
disoproxil pe didavocivn o
d6om 400 mg nuepnoiong
GUGYETIOTNKE [LE GNUOVTIKT
peimon Tov op1Bpov
kuttdpov CD4, mBavog
AOY® EVOOKLTTAPLOG
aAnAenidopaong €€ autiog
g omoiog awéNdnke M
QP®OGPOPLAIOUEVT (ONA. 1)
dpaotikn) didavocivr. Mo
pewmpévn 66om twv 250 mg
ddavooivng cuyyopnyoluevn
pe Oepameio tenofovir
disoproxil cvoyetiotnke pe
AVOPOPEG LYNAOL TOGOGTOV
LOAOYIKTG ATOTVYIOG [LE TOVG
S1POpPOLG GVLVOVAGLOVG TTOV
SOKIHACTNKOV Y1dL TN
Bepaneio g Aoipwéng amod
tov 10 HIV-1.

Lamivudine /Tenofovir
disoproxil

Lamivudine:

AUC: | 3% (| 8% éwg 1 15)
Cax: | 24% (] 44 é0c | 12)
Cmini AY

Tenofovir:

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

H lamivudine ka1 to
emtricitabine/tenofovir
disoproxil dev mpénet va
yopnyovvrat tovtdypova (PA.
Tapaypoeo 4.4).

Efavirenz /Tenofovir disoproxil

Efavirenz:

AUC: | 4% (| Téng | 1)
Crmax: § 4% (] 9 é00c 1 2)
Cuin: AY

Tenofovir:

AUC: | 1% (] 8 émg 1 6)
Crmax: T 7% (| 6 éwg 1 22)
Cmin: AY

Agv amonteiton
OVATPOGAPHOYT TNG 0OGNG
g efavirenz.
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan
ownfécpa

(mmyaviepdc)

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil
245 mg)

ANTI-AOIMQAH

Avtuikoi mapdyovteg yia Tov 10 g nrartitidas B (HBV)

Adefovir dipivoxil/Tenofovir
disoproxil

Adefovir dipivoxil:

AUC: | 11% (] 14 éwc | 7)
Cmax: § 7% (] 13 é0g | 0)
Chmin: AY

Tenofovir:

AUC: | 2% (] 5émg 1 0)
Cmax: | 1% (] 7€m¢ 1 6)
Chmin: AY

H adefovir dipivoxil kot n
emtricitabine/tenofovir
disoproxil dev mpénet va
yopnyovvrat tovtdypova (PA.
Tapaypoeo 4.4).

AvTtukoi Tapdyovteg Yo Tov 16 s nroaritidog C (HCV)

Ledipasvir/Sofosbuvir

(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.)"

Ledipasvir:

AUC: 196% (1 74 éwc 1 121)
Cmax: T 68% (1 54 ¢ 1 84)
Cuin: T 118% (1 91 g T 150)

Sofosbuvir:
AUC: <

Crax: <

GS-331007>
AUC: &
Cmax: <>

Crin: 1 42% (1 34 éoc 1 49)

Atazanavir:
AUC: &
Cmax: «>

Cuin: 1 63% (1 45 0 1 84)

Ritonavir:
AUC: &
Cmax: «>

Conin: 1 45% (1 27 éwc 1 64)

Emtricitabine:
AUC: &
Cmax: «>

Chin: <

Tenofovir:

AUC: <

Cmax: T47% (1 37 éw¢ 1 58)
Chin: T47% (1 38 é0¢ 1 57)

O1 avénpéveg oVYKEVTPOOELS
Tov tenofovir oto TAdoua
oV givol OmOTEAEGHLA TNG
ocvyyopnynong tenofovir
disoproxil,
ledipasvir/sofosbuvir kot
atazanavir/ritonavir, d0vortal
va av&noovv Tig
avETBVUNTEG EVEPYELES TOV
oyetiCovton pe to tenofovir
disoproxil,
GUUTEPIAOUPOVOUEV®VY TOV
VEQPIKAV dtotopoydv. Agv
&xel amodeybei N acpdAeln
tov tenofovir disoproxil dtav
ypnowonoteitan poli pe
ledipasvir/sofosbuvir kot
KOO0V OPUAKOKIVITIKO
evioyvtn (7. ritonavir 1)
cobicistat).

O cvvdvacuog o Tpémet va
YPNOLOTOLEITON [IE TPOGOYN
KOLL [LE GUYVI VEQPIKN
TapoKoAovON G, EpOGOV dev
vapyovv dabéciueg GALEG
eVOALOKTIKESG EMAOYES (PA.
Tapdypoo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)

(mmyaviepdc)
Ledipasvir/Sofosbuvir Ledipasvir: Ot avénpéveg CUYKEVTPDOGELG
(90 mg/400 mg q.d.) + AUC: & tov tenofovir 6to TAdoLLO
Darunavir/Ritonavir Crnax: <> 7oL givol aTOTELEGLLA TG
(800 mg q.d./100 mg q.d.) + Chin: <> cvyyopnynong tenofovir
Emtricitabine/Tenofovir disoproxil,
disoproxil Sofosbuvir: ledipasvir/sofosbuvir kot
(200 mg/245 mg q.d.)" AUC: | 27% (| 35 énc | 18) darunavir/ritonavir, dvatot

Crax: | 37% (] 48 éag | 25)

GS-331007>
AUC: &
Crax: <

Cmin: A

Darunavir:
AUC: &
Cmax: Ad

Chin: <

Ritonavir:
AUC: &
Cmax: «>

Conin: 1 48% (1 34 0 1 63)

Emtricitabine:
AUC: &
Cmax: «>

Chin: <

Tenofovir:

AUC: 1 50% (1 42 éoc 1 59)
Cmax: T 64% (1 54 éwg T 74)

Chin: 1 59% (1 49 énc 1 70)

va avENGoVV TIg
aVETOVUNTEG EVEPYELES TOV
oyetilovton pe o tenofovir
disoproxil,
GLUTEPIAOUPOVOUEV®VY TOV
VEQPIKAV dtotapoydv. Agv
&xel amodeyDel  acpdieln
tov tenofovir disoproxilotav
ypnoonoteiton poli pe
ledipasvir/sofosbuvir kot
KATOLOV QOPUAKOKIVITIKO
evioyvtn (7. ritonavir 1)
cobicistat).

O cvvdvacpog Bo Tpémet va
ypnoomoteitot pe mpocoyn
KO [LE GLYVN VEQPIKN
napakorovOno, pdcoV dev
vrapyovv dabéciueg GALEG
EVOAMOKTIKEG emA0YES (PA.
Tapdypoo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Ledipasvir/Sofosbuvir Ledipasvir: Agv cuvioTtdTton

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

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

AUC: | 34% (| 41 éwg | 25)
Crax: | 34% (| 41 éwg 1 25)
Crin: | 34% (| 43 éwg 1 24)

Sofosbuvir:
AUC: &

Cmax: Ad

GS-331007>:
AUC: &
Crax: <

Cmin: A

Efavirenz:
AUC: &
Chax: ©

Chin: <

Emtricitabine:
AUC: &
Cmax: «>

Chin: <

Tenofovir:

AUC: 1 98% (1 77 éwc T 123)
Cmax: T 79% (1 56 éwc 1 104)
Chin: 1 163% (1 137 éwg 1 197)

OVOTPOGAPHOYT TNG OGN,
H avénpévn ékbeon oto
tenofovir Oa pmopovce va
EVIOYVOEL TIG GYETLOUEVEG LE
10 tenofovir disoproxil
avemBounTeg EVEPYELES,
GUUTEPIAMOUPOVOLEV®V TMV
VEQPIKOV O10TAPOYDV.

H veppwn Aertovpyio Oa
TPENEL VAL TOLPOKOAOLOETOL
oteva (BA. Tapdypago 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Ledipasvir/Sofosbuvir Ledipasvir: Agv cuvioTtdTton
(90 mg/400 mg q.d.) + AUC: & AVOTPOGapPLOYN TG S00TC.
Emtricitabine/Rilpivirine/ Chax: © H avénpévn ékbeon oto
Tenofovir disoproxil Chin: <> tenofovir Oa pmopovce va
(200 mg/25 mg/245 mg q.d.) EVIOYVGEL TIG GYETILOUEVES [E
Sofosbuvir: 10 tenofovir disoproxil
AUC: & avemBounTeg EVEPYELES,
Cinax: <> CLUTEPIAAUPAVOUEVOV TMV
VEQPIKOV O10TAPOYDV.
GS-331007%
AUC: < H veppwn Aertovpyio Oa
Chax: © TPENEL VAL TOLPOKOAOLOETOL
Chin: <> oteva (BA. Tapdypago 4.4).
Emtricitabine:
AUC: &
Crax: <
Chin: <
Rilpivirine:
AUC: &
Cax: ©
Chin: <
Tenofovir:

AUC: 1 40% (1 31 éwg 1 50)
Cmax: «>

Cuin: 1 91% (1 74 0¢ 1 110)
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Ledipasvir/Sofosbuvir Sofosbuvir: Agv amatteiton
(90 mg/400 mg q.d.) + AUC: & AVOTPOGUPOYT TNG 600T|C.
Dolutegravir (50 mg q.d.) + Ciax: < H avénpévn ékbeon oto
Emtricitabine/Tenofovir tenofovir Oa propovoe va
disoproxil (200 mg/245 mg q.d.) | GS-331007> EVIOYVGEL TIG OYETILOUEVES [E
AUC: & to tenofovir disoproxil
Craxs <> avemBounTeg evEPYELES,
Cinin: <> GUUTEPIAMOUPOVOLEV®V TMV
VEQPIKOV dtatapoydv. H
Ledipasvir: veQpikn Aertovpyio Oo Tpémet
AUC: < va Tapakolovdeital oTeva
Conax: <> (BA. mapdypapo 4.4).
Chin: <&
Dolutegravir
AUC: <
Chax: ©
Chin: <
Emtricitabine:
AUC: <
Chax: ©
Chin: <
Tenofovir:

AUC: 1 65% (1 59 éwg 1 71)
Conax: 1 61% (1 51 éwoc 1 72)
Cuin: 1 115% (1 105 gog 1 126)
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)

(mmyaviepdc)
Sofosbuvir/Velpatasvir Sofosbuvir: Ot avénpéveg CUYKEVIPMOOELG
(400 mg/100 mg q.d.) + AUC: < tov tenofovir 6to TAdoLO
Atazanavir/Ritonavir Chax: < oV givol amOTEAEGLA TNG
(300 mg q.d./100 mg q.d.) + cvyyopnynong tenofovir
Emtricitabine/Tenofovir GS-331007% disoproxil,
disoproxil AUC: & sofosbuvir/velpatasvir kot
(200 mg/245 mg q.d.) Chax: © atazanavir/ritonavir, dUvatol

Cuin: 1 42% (1 37 éwoc 1 49)

Velpatasvir:

AUC: 1 142% (1 123 éo¢
1164)

Cmax: 7 55% (1 41 éog 1 71)
Cnin: T301% (1 257 g 1 350)

Atazanavir:
AUC: &
Cmax: >

Cunin: 1 39% (1 20 0 1 61)

Ritonavir:
AUC: &
Cmax: >

Coin: 1 29% (1 15 éwg 1 44)

Emtricitabine:
AUC: &
Cmax: <>

Chin: <

Tenofovir:

AUC: &

Cmax: T 55% (T 43 é(DC_', T 68)
Chin: 7 39% (1 31 éog 1 48)

va av&noovv Tig
AVEMBOUNTES EVEPYELES IOV
oyetiCovton pe To tenofovir
disoproxil,
GUUTEPIAMOUPOVOLEV®V TV
VEQPIKAV dloTtapoydv. Agv
&yl amoderybei n acpaieia
tov tenofovir disoproxil dtav
ypnowonoteitan poli pe
sofosbuvir/velpatasvir kot
KATOLOV QOPUAKOKIVITIKO
evioyvTn (7. ritonavir 1
cobicistat).

O cvvovacpog Bo Tpémet va
ypnoomoteiton pe mpocoyn
KOLL [LE GLYV VEQPIKN
mapoakorovOnon (BA.
Tapaypoeo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Sofosbuvir/Velpatasvir Sofosbuvir: Ot avénpéveg CUYKEVTPMOOELG

(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 éwg | 20)
Crax: | 38% (| 46 éwg | 29)

GS-3310072:
AUC: &
Cmax: >

Chin: <

Velpatasvir:
AUC: <
Cmax: | 24% (] 35 ém¢ | 11)

Cmin: A

Darunavir:
AUC: &
Cmax: «>

Chin: <

Ritonavir:
AUC: &
Cmax: >

Chin: <

Emtricitabine:
AUC: &
Cmax: <>

Chin: <

Tenofovir:

AUC: 1 39% (1 33 ¢ 1 44)
Cmax: T 55% (1 45 éwc 1 66)

Chin: 7 52% (1 45 g 1 59)

Tov tenofovir 6to TAdoua
oV givoll OmOTEAEGHLA TNG
ovyyopnynong tenofovir
disoproxil,
sofosbuvir/velpatasvir kot
darunavir/ritonavir, d0vatot
va av&noovv Tig
AVETBOUNTES EVEPYELES IOV
oyetiCovton pe to tenofovir
disoproxil,
CUUTEPIAMOUPOVOLEV®V TMV
VEQPIKAV dlotapoydv. Agv
éxel amodeydei n acpaieia
tov tenofovir disoproxil dtav
ypnowonoteitan pali pe
sofosbuvir/velpatasvir kot
KATOLOV QOPUAKOKIVITIKO
evioyvtn (m.y. ritonavir 1)
cobicistat).

O cvvdvacpog Bo Tpémet va
ypnoomoteitol pe mpocoyn
KOLL [LE GLYVI VEQPIKN
mapoakorovOnon (BA.
Tapaypoeo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Sofosbuvir/Velpatasvir Sofosbuvir: Ot avénpéveg CUYKEVTPMOOELG

(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 éwg | 22)
Coax: | 41% (| 51 éwg | 29)

GS-3310072:
AUC: &
Cmax: >

Chin: <

Velpatasvir:

AUC: <

Cmax: § 30% (] 41 éng | 17)
Chin: T 63% (1 43 éwc 1 85)

Lopinavir:
AUC: &
Cmax: «>

Chin: <

Ritonavir:
AUC: &
Cmax: >

Chin: <

Emtricitabine:
AUC: &
Cmax: <>

Chin: <

Tenofovir:
AUC: &
Cmax: T 42% (1 27 éwc 1 57)

Chin: <

Tov tenofovir 6to TAdoua
oV givoll OmOTEAEGHLA TNG
ovyyopnynong tenofovir
disoproxil,
sofosbuvir/velpatasvir kot
lopinavir/ritonavir, d0vatot
va av&noovv Tig
AVETBOUNTES EVEPYELES IOV
oyetiCovton pe to tenofovir
disoproxil,
CUUTEPIAMOUPOVOLEV®V TMV
VEQPIKAV dlotapoydv. Agv
éxel amodeydei n acpaieia
tov tenofovir disoproxil dtav
ypnowonoteitan poli pe
sofosbuvir/velpatasvir kot
KATOLOV QOPUAKOKIVITIKO
evioyvtn (m.y. ritonavir 1)
cobicistat).

O cvvdvacpog Bo Tpémet va
ypnoomoteitol pe mpocoyn
KOLL [LE GLYVI VEQPIKN
mapoakorovOnon (BA.
Tapaypoeo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Sofosbuvir/Velpatasvir Sofosbuvir: Agv cuvieTdTon
(400 mg/100 mg q.d.) + AUC: & AVOTPOGapPLOYN TG S00TC.
Raltegravir Crnax: < H avénpévn ékbeon oto
(400 mg b.i.d) + tenofovir Oa uropovoe va
Emtricitabine/Tenofovir GS-331007% EVIoY0OEL TIG OYETICOUEVEG HE
disoproxil AUC: & 10 tenofovir disoproxil
(200 mg/245 mg q.d.) Chax: < avemBounTeg evEPYELES,
Chnin: <> ovumepAapPavopivey Tov
VEQPIKOV dtatapoydv. H
Velpatasvir: veppikn Aettovpyio Oa mpémet
AUC: & va Tapokolovleitar oTevd
Crax: <> (BA. mapdypapo 4.4).
Chin: <&
Raltegravir:
AUC: <
Chax: ©

Comin: | 21% (] 58 éwc 1 48)

Emtricitabine:
AUC: &
Cmax: >

Chin: <

Tenofovir:

AUC: 1 40% (1 34 ¢wc T 45)
Crax: T 46% (1 39 éwc 1 54)

Chin: T 70% (1 61 é00¢ T 79)
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Sofosbuvir/Velpatasvir Sofosbuvir: H ovyyopiiynon
(400 mg/100 mg q.d.) + AUC: & sofosbuvir/velpatasvir kot
Efavirenz/Emtricitabine/Tenofov | Cmax: T 38% (1 14 éwg 1 67) efavirenz avopéverol vo
ir disoproxil LLEUDOEL TIG GUYKEVIPDOELS
(600 mg/200 mg/245 mg q.d.) GS-331007% T0V velpatasvir 6o TAGGHL.
AUC: < H ovyyopnynon
Crax: < sofosbuvir/velpatasvir pe
Cinin: <> OepamevTIKG GYNILOTA TOV
nepiEyovv efavirenz dev
Velpatasvir: GUVICTATOL

AUC: | 53% (| 61 éoc | 43)
Comax: | 47% (| 57 éwc | 36)
Conint | 57% (| 64 éwc | 48)

Efavirenz:
AUC: &
Cmax: «>

Chin: <

Emtricitabine:
AUC: &
Cmax: >

Chin: <

Tenofovir:

AUC: 1 81% (1 68 ¢mc T 94)
Cmax: T 77% (1 53 éwc 1 104)
Chmin: T 121% (1 100 g T 143)
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Sofosbuvir/Velpatasvir Sofosbuvir: Agv cuvieTdTon
(400 mg/100 mg q.d.) + AUC: & OVOTPOGAPHOYT TNG OGN,
Emtricitabine/Rilpivirine/Tenofo | Cpax: <> H avénuévn ékbeon oto
vir disoproxil tenofovir Oa propovoe va
(200 mg/25 mg/245 mg q.d.) GS-331007% EVIOYVGEL TIG GYETILOUEVES [E
AUC: & to tenofovir disoproxil
Craxs <> avemBounTeg evEPYELES,
Cinin: <> GUUTEPIAMOUPOVOLEV®V TMV
VEQPIKOV dtatapoydv. H
Velpatasvir: veQpikn Aertovpyio Oo Tpémet
AUC: < va TopoakorovBeitar oteva
Conax: <> (BA. mapdypapo 4.4).
Cmin: A
Emtricitabine:
AUC: &
Chax: ©
Chin: <
Rilpivirine:
AUC: <
Chax: ©
Chin: <
Tenofovir:

AUC: 1 40% (1 34 éog 1 46)
Comax: 1 44% (1 33 éwog 1 55)
Coin: 1 84% (1 76 o 1 92)
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil

ownfécpa 245 mg)
(mmyaviepdc)
Sofosbuvir/Velpatasvir/ Sofosbuvir: Ot avénpéveg
Voxilaprevir (400 mg/100 mg/ AUC: & GLYKEVTPMGELS TOV tenofovir
100 mg+100 mg q.d.)* + Crax: | 30% 670 TAGGLLO TTOL Etvat
Darunavir (800 mg q.d.) + Chin: N/A QTOTEAEGLLOL TNG
Ritonavir (100 mg q.d.) + ovyyopnynong tenofovir
Emtricitabine/Tenofovir GS-3310072 disoproxil,
disoproxil (200 mg/245 mg q.d.) | AUC: « sofosbuvir/velpatasvir/voxil
Crax:e> aprevir Kot darunavir
Cmin: N/A /ritonavir, dVvoToL Vo
avénoovv Tig avemBounteg
Velpatasvir: evépyeleg mov oyetiovion pe
AUC: & 10 tenofovir disoproxil,
Cinax: <> CLUTEPIAAUPAVOUEVOV TOV
Chin: <> VEQPIKAV dloTopoydv. Agv
&yl amodeydei n acpaieia
Voxilaprevir: tov tenofovir disoproxil

AUC: 1 143%
Conax:T 72%

Darunavir:
AUC: &
Cmax: >

Conin: | 34%

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

Chin: <

Emtricitabine:
AUC: &
Cmax: «>

Chin: <

Tenofovir:
AUC: 1 39%
Ciax: T 48%
Chin: 147%

otav ypnowponoteitat padi
ue
sofosbuvir/velpatasvir/voxil
aprevir Kot K4mnolov
QOPUOKOKIVITIKO EVIGYVTY|
(m.x. ritonavir 1 cobicistat).

O cvvdvacpog Bo Tpémet va
ypnotponroteitol pe mpocoyn
KOLL [LE GLYVY| VEQPIKT
mapakorovnon (PA.
Tapdypoo 4.4).
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan
ownfécpa

(mmyaviepdc)

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil
245 mg)

Sofosbuvir

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

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

Sofosbuvir:
AUC: <
Cmax: | 19% (] 40 éw¢ 1 10)

GS-3310072
AUC: &
Crax: § 23% (] 30 éwc T 16)

Efavirenz:
AUC: &
Cmax: >

Chin: <

Emtricitabine:
AUC: &
Cmax: <>

Chin: <

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

Cmin: had

Agv amouteiton
OVOTPOGAPHOYT] TNG OGN,

Ribavirin/Tenofovir disoproxil

Ribavirin:

AUC: 1 26% (1 20 éwg 1 32)
Cmax: § 5% (| 11 émg T 1)
Chin: AY

Agv amorteital Tpocapoyn
g 060MG ToL ribavirin.

AVTWIKOIL TOPAYOVTES Y10, TOV 10 TOL $pmINTA

Famciclovir/Emtricitabine

Famciclovir:

AUC: | 9% (] 16 émg | 1)
Chmax: | 7% (| 22 éog T 11)
Cmin: AY

Emtricitabine:

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

Agv amarteiton
OVATPOGAPLOYY] TNG SOONG
tov famciclovir.

Dappoka Katd TOV pukofoktnpioyv

Rifampicin/Tenofovir disoproxil

Tenofovir:

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

Agv amorteiton
AVOTPOGUPLOYT TG SO0TC.
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DoppoKeLTIKO TPOIGY ava
OspamevTin eproyn

Emépédosic ota emineda
POPRAKOV
Méon mocooTidio petafoin
oTig TiéES AUC, Craxy Ciin €
90% owoTipata
EUTLETOOVVIG, EPOCOV Eivan
ownfécpa

(mmyaviepdc)

YV0TAGT] GYETIKA PE TN
cuyyopfynon pe
emtricitabine/tenofovir
disoproxil
(emtricitabine 200 mg,
tenofovir disoproxil
245 mg)

AIIO TOY ZTOMATOX ANTIXYAAHIITIKA

Norgestimate/Ethinyl oestradiol/
Tenofovir disoproxil

Norgestimate:

AUC: | 4% (] 32 ¢mg 1 34)
Crax: | 5% (] 27 éog 1 24)
Cmin: AY

Ethinyl oestradiol:

AUC: | 4% (] 9 €mg 1 0)
Crax: | 6% (] 13 éog 1 0)
Cnin: | 2% (] 9 é0¢ 1 6)

Agv amorteiton
AVOTPOGUPLOYT TNG S00TG
Tov norgestimate/ethinyl
oestradiol.

ANOXZOKATAXTAATIKA

Tacrolimus/Tenofovir
disoproxil/Emtricitabine

Tacrolimus:

AUC:14% (| 3émc T 11)
Crax: 13% (1 3¢m¢19)
Cmini AY

Emtricitabine:

AUC: | 5% (| 9¢éng | 1)
Crax: | 11% (| 17 éwg | 5)
Cmini AY

Tenofovir:

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

Agev amoteiton
OVOTPOGAPHOYT TNG 0OGNG
Tov tacrolimus.

OIMIIOYXA ANAATHTIKA

Methadone /Tenofovir disoproxil

Methadone:

AUC: 1 5% (] 2 émg 1 13)
Cmax: T 5% (| 3 éog 1 14)
Cuin: AY

Agv amouteiton
OVOTPOGAPHOYT] TNG OOONG
¢ methadone.

AY = dev vmoloyioTnke.
N/A = dev gpapuolera.

! AgSopéva TOL TPOKVTITOVY amd TN YopHyNoN d6ong Towtdypova pe ledipasvir/sofosbuvir. H
Kapakmt) xoprynon (pe d1opopd 12 wpadv) £0mwce TopOUOLoL ATOTEAEGILOTA.

O K0prog KukAo@opdVv petafoiitng tov sofosbuvir.
3 Mehétn mov mparypatomomnke pe emmhéov voxilaprevir 100 mg yia va emrevyfody ekEcelc
voxilaprevir Tov avapévovtol og acbeveic pe Aoipwén HCV.

4.6 TovipétnTa, KOO KoL yorlovyia
Kdnon

Ta dedopéva amd peydio aplBpd eykbmv yovakav (teprocotepeg amd 1.000 tepittooelg EkPacng
EYKLLOGVVNC) JEV KATASEIKVOOVV THV VTOPEN GLYYEVAOV SVGLOPPLDV 1} TOEIKOTNTOC GTO

éuPpvo/veoyvo oyxetilopevng pe tnv emtricitabine ko to tenofovir disoproxil. MeAéteg oe {ma pe v

emtricitabine kot to tenofovir disoproxil dev katédei&av avanapaywykn toéudtnta (PA.
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Tapaypoeo 5.3). Zuvendg 1 xpnon tov emtricitabine/tenofovir disoproxil 8o propovce va
AmTOPOGIOTEL KATA TN SAPKELN TNG EYKLHOGVVNG, EAV 0LTH KpiveTon amapaitn.

Oniooudg

H emtricitabine kot To tenofovir £yl amoderyBel 011 amekkpivoviarl 6To avOpomivo yoia. Ymépyovv
OVETOPKELG TANPOPOPIES GYETIKA UE TNV EMLOpaoT TG emtricitabine kot Tov tenofovir ota
veoyévvnto/Bpéon. Zuvenmg To emtricitabine/tenofovir disoproxil dgv mpémet va ypnoiponoleitol KoTd
TNV 61dpKeLe Tov ONAaGHOV.

Q¢ yeviKdG KavOVOS, 0EV GUVICTATAL G€ KON TEPITTMON G Yuvaikes Tov £xovv TpocPindel amd tov
10 HIV va OnAdlovv ta Ppéen tovg, mpokeévou va aropgvydei n petddoon tov 100 HIV oto Bpépog.

Tovotto

Agv vtapyovv dabécipa dedopéva Yo avOpOTOVG GYETIKA LE TIG ETTTOGELS TOV
emtricitabine/tenofovir disoproxil. Mg éteg oe {da dev KatédeEav EMKIVOVVEG EMMTAOCELG TNG
emtricitabine 1 tov tenofovir disoproxil 6tn yovipotnTo.

4.7 EmOpacelg 6Ty tKavOTTo 001YN61G KOl (EIPIGHOD PN UvVI|LaTOV

Agv mpaypotonomdnkoy peAéTeg oYeTIKA e TIC EMOPACELS TOV emtricitabine/tenofovir disoproxil
GTNV KAVOTNTO 00N YNOTG KO XEPIGHOV pnyavnudtov. Ev tovtolg, ta dtopa mov to Aapfdvovy
TPETEL VO, TANPOPOPOVVTOL OTL KOTA TN SLdpKeLlo aywyng Le emtricitabine kou tenofovir disoproxil
avapépOnke {aAn.

4.8 AvemOvunteg evépyeleg

IIepiAnwn Tov TPOPIA ACOAAELOC

HIV-1 lotuwén.: OrmAéov cuyva avoeepbeiceg avemBounteg evépyeteg mov Bewpndnkav oyetilopeveg
N mbavag oyetildueveg pe v emtricitabine v/xon o tenofovir disoproxil frav vavtio (12%) ko
Sdppota (7%) o€ o ToyooTompévn KAVIKN HeAET avolyg emonpavong (GS-01-934, BA.
apdypo@o 5.1). To mpoid acpdieiog tng emtricitabine kot tov tenofovir disoproxil ot
GUYKEKPLUEVT] LEAETN NTOV GOUG®VO LE TNV TPONYOVUEVT] EUTELPIO LLE AVTOVG TOVS TAPAYOVIES, OTAV
0 Kabévag yopnynOnke poli e GALOVG aVTIPETPOTKOVG TOPOYOVTES.

Ipopvialn mprv amo v Ekbeon: Agv vIOTioTNKOV AVETIOOUNTEG EVEPYELEG OO TO
emtricitabine/tenofovir disoproxil o 300 TUYOLOTOUNUEVEG, EAEYYOUEVEG LE EIKOVIKO QAPUOKO HLEAETES
(iPrEx, Partners PrEP) oto mAaicio tov omoiov 2.830 eviiikeg ywpig HIV-1 Aoipwén éhafav
emtricitabine/tenofovir disoproxil pia popd nuepncing g TpoPvAasn Tptv amd v £kbeon. Ot
acBeveic tehovoav Vo mapokorovOnon yia didpeco didotnua 71 efdopddwv kot 87 efdopddmv,
avtiototrya. H mo cuyvn avemBountn evépyela mov avaeépOnie otnv oudda tov
emtricitabine/tenofovir disoproxil ot peiétn iPrEx ntav n xepaiaiyio (1%).

2LVVOTTIKN TEPIANWN avemBOUNTWOV EVEPYEIDV

O1 avemBounteg evépyeleg o1 omoieg BewpnOnay ToLAGYIoTOV TIBAVHS GLGYETICOUEVES LIE TA
GLOTATIKA TOL emtricitabine/tenofovir disoproxil amd KAVIKEG LELETEC KOt OO TNV EUNELPIO LETA TNV
KukAopopia og acBeveic pe HIV-1 Aolpwén, kataypdeovrtal otov [livaxa 3, mo kdtm, avd katnyopia
0pYaVIKOD GLUGTILOTOG TOV GMUOTOC Kol GuYvOTNTa eppdvions. Eviog kdbe katnyopiog cuyvotntog
eppdaviong, ol avemBounteg evépyeleg mapatifevror kotd eOivovca cepd coPapdtnrag. Ot
ovyvotTeS TPocdopifovrar wg ToAd cuyvég (> 1/10), cvyvéc (= 1/100 éwg < 1/10), Oyt cLyVES

(= 1/1.000 ém¢ < 1/100) 1 ombvieg (> 1/10.000 £mg < 1/1.000).
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Mivaxag 3: ZvvonTiki] TEPily) TOV GVETOVUNTOV EVEPYELDV TOV oYeTICOVTAL PE TA
pepovopéve cvotaTikd Tov emtricitabine/tenofovir disoproxil facel TOV KMVIKAOV PEAETOV KoL
TNG EPTELPLAG PETA TV KVKAOQOPId

Toyvotnra | Emtricitabine | Tenofovir disoproxil
A1070p0yES T0V QIUOTONTIKOD KOl TOD ASUQPIKOD GUOTHUATOG:

Yuyvéc: 0VOETEPOTEVIDL

Oy cvyvéc: avopio?

A1070p0YEC TOV AVOTOTONTIKOD GVOTHUATOS:

Xuyvéc: | OAAEPYIKT OVTIOpOIOT |

Awozapoyég tov ustafoliouod kor s Opeyng:

[ToAV cuyvéc: VIOPOGPATOL0
. vrepyAvkauiol,

Togvee: DnaEprkurap@muia

Oyt ouyvéc: vrokaAonpio

YTAVIEG: yolokTikn oEEmon

Poy10TpIKég O1oTopoyes:

Yuyvéc:

| abmvia, un eLGLOAOYIKE OVELPQ

A10T0poyéS T0D VEVPIKOD GUOTIUATOG:

[ToAv cuyvéc: KEQAAOAyioL (éAn
Suyvéc: CdAn KEQOAQAYi0L
A1aTopoyéG TV YaoTPEVTEPIKOD:

[ToAv cuyvéc:

dudppota, vavtio

dudppota, EUETOG, vavTio

avénpéva eminedo apvAGoNG
oopmephapavopévng g

KOtMako GAyog, Kook dtdtaon,

Xuyvéc: TOYKPEOTIKNG ALPUVAACTG, avENUEVEL .
emimeda Mmdong opov, UETOC, HETEOPIOHOG
KO0k dAyog, duormeyio

Oy ovyvéc: TOYKPEOTITION

Aozapoyég Tov §raTog Koi

TV YOAQOpwV:

avénpéva eminedo AGTAPTIKNG
apwotpavepepdaong (AST) otov
opd N/xan ovénpéva eninedo

Yvyvéc: BLLVOTPAVGOEPGONC T GAAVIVIC aVENUEVHL ETITEDD TPAVOAUIVOTDY
(ALT) otov opo,
vepyorepvhpvarpio
YTAVIEG: NTATIKN GTEAT®ON, NIOTITION
A1070p0yEC TOV JEPUATOS KL TOV DITOIOPLOD LOTOD.
[ToAv cuyvéc: eEdvinua
KUOTIKO-QUOOAAMI®OTO eEAVON O,
pAVKTOV®OES EEAVONLLQL,
Suyvéc: Kn?uSoBkan&stg’ €Eavom paL,
eEavOnua, Kvnouods, ovpTiKapia,
OTOYPOHUOTIGLOG TOL OEPHOTOG
(umepperdyypoon)’
Oy ouyvéc: ayyetooidnua’
Ymhvieg: ayyetooionuo

A1070p0YES TOV UDOTKEAETIKOD GUTTHUOTOS KO TOD GOVOETIKOD 10TOD:

avEnpéva emineda Kvaons g

IToAv cuyvéc: KpEaTiviic

Oyt ouyvéc: paBdopvorvon’, wikn advvapio
ooteoporokio (Tov exdNA®VETAL

Sréviec: ®G 00TIKO GAY0g Kot GUUPAALEL oL

ovyva og Katdypota)'?,
pomdfeta
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Toyvotnra | Emtricitabine Tenofovir disoproxil

A10T0p0YES TWV VEQPODY KOL TWV 0VPOPOPWY 00WV.

avEnpévn Kpeativivn,
TPOTEIVOVPIN, KEVIPIKT VEQPIKTY|
Oyt ouyvéc: coAnvaplonddeia,
GUUTEPIAOUPOVOUEVOD TOV
ouvdpouov Fanconi

veppikn avemdpkela (o&ela Kot
xpovia), o&elo cAnvaploknm
VEKP®OT), VEQPITIS

LmoviES; (cvumepiapfovopévng Stipeonc
veppitidog)’, veppoysvig dmotog
dpritng

TeviKég d10T0poyES Kou KOTOTTATELS THS 000D YOPHYNOoNG:

[ToAD cvyvéc: KotofoAn

Yuyvég: TOVOC, KatafoAn

! Avti 1 avem@OpmTn evEPYELD POPEL VOL ELPAVIGTEL (OC GUVETELN TNG KEVIPIKNG VEPPIKNG
ocwlnvoplonadeioc. Aev Bempeitar artimdmg cuoyeTilopevn e to tenofovir disoproxil oty mepintwon
OmOVGIOG OVTG TNG GLVONKTG.

2 Emumhéov, cuyvij RTOV 1 avoipio Ko ToAD GUYVOC 0 AmoXpOUTIGIOS TOL SEPIATOS (owénuévn
VIEPUEAAYYp®OT]), OTav 1 emitricitabine yopnynOnke cg TadlaTpikovg acheveic.

Av 1 avemlBountn gvépyela avayvmpicTnKe HEGH TNG TaPAKoAoVONoNG HETE TV KVKAOPOpia,
OoALG dev TapaTPONKE GE TUYOLOTOUUEVEG, EAEYYOUEVES KAMVIKEG LEAETEG GE EVIIAIKEG 1 O€ KAVIKEG
peréteg tov HIV yia tv emtricitabine o€ maidiotpiicovg acOeveic 1| 6€ TUYAOTOMNUEVES KAVIKES
HeAETEC N 0TO OlEVPVUEVO TPOYpaUae TPOGPacng oto tenofovir disoproxil yuo to tenofovir disoproxil.
H xatnyopio cuyvotntog extypmbnke omd Evav 6ToTIoTIKO LTOAOYIoUO HE BAon To GLVOAIKS aplBud
TV acBevav mov giyav ektebel oty emtricitabine o TuyotomomuEveg KAMvVikéG pekétec (n = 1.563) 1
o1o tenofovir disoproxil o€ ToyotoTOMUEVEG ELEYYOUEVEG KMVIKEG LEAETES KOl TO SIEVPVUEVO
npoypappa TpocPaocng (n = 7.319).

IIeprypon emheyusvav avemBOUNTOV EVEPYEIDV

Negpirn dvalieitovpyio.

Koabmg to emtricitabine/tenofovir disoproxil pnopei va mpokariésel veppikn PAGPN cuvieTdtal 1) oTEVY|
TapakolovOnon g veppikng Aettovpyiag (PA. mapdypapo 4.4). H kevtpikn veppikn
cwAnvaplonddeio yevikd emAbOnke 1 PeATiddnke petd and n dwakonn Tov tenofovir disoproxil.
Qo61660, 68 OpIGUEVOVS 0oBEVEIC, 01 HEIDMGELG OTNV KABOPOT KpeaTivivng dev eMADONKAV EVIEADG
mapd n dakomh Tov tenofovir disoproxil. AcBeveig pe kivovvo veppikng duciettovpyiog (6mwmg
acOevelg pe veepkovg mapdyovteg Kivohvov katd v évapén, Tpoywpnuévn Aoipwén HIV 1 acbeveig
7oV Aapfavovy TavTdypova veepoToEikd GapUAKEVTIKA TPOIOVTA) £xoVV aENUEVO KivOLVo Va
TOPOVGLACOVY EAMTN AVAKTNGT TNG VEPPIKNG AgrTovpyiag mapd T oo tov tenofovir disoproxil
(BA. mapdypago 4.4).

Todoxtikn o&éwan

"Exovv avaeephel mepiotatikd yolaktiknig oE€mong pe to tenofovir disoproxil g povobepamneia 1| og
ouvdvao o pe dAla avtipeTpoikd. Ot acbeveic pe mapdyovteg Tpodidbeong, 6mwg acheveig pe pn
avTIPPOTOOUEVT] NTTOTIKY VOGO M acBeveic mov Aapfdvovy tavtdypova eapuaKe Tov eivatl Yvaotd otl
TPOKAAOVV YOAOKTIKT 0EE@GTM EYovV ALENEVO KiVOUVO Va TapovGLicovy GoBapr YOAUKTIKY 0EEmaon
Katd ™ didprela g Bepameiog pe tenofovir disoproxil, copnepiiappavopéveov tov Bavatneopov
expacemv.

Meroforikéc mopouetpor
To copoatikd Bapog kot ta enineda TV Mmidiov Kot T YAVKOING oto aipa evdéyxetat va avénbovv

Katd T ddpKeln TG avTipeTpoikng Bepameiog (BA. mapdypapo 4.4).

2ovopouo Emavepyomoinong tov Avocomomtikod Lootiuotog
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e HIV opoBetikong acBeveic e coPapr| 0vOGOAOYIKT OVETAPKELL EVOEXETAL VO ELPAVIOTEL, KOTA TNV
évapén g CART, pio preypovddng avtidpoor 6€ CVUTTOUOTIKA 1) VITOAEYLLOTICE EVKOUPLUKA
naboyova. Avtodvooeg dratapayés (Omwg 1 vosog Tov Graves Kat 1) GuTodvooT nratitida) govv
emiong avapepbel. Qotd00, 0 AVOPEPOUEVOS YPOVOG EMG TNV Evapén elval TEPIGEOTEPO LETAPANTOG
KoL VT T YEYOVOTO UTOPEL VoL GUUPOVV TOALOVG pnveg petd tnv Evapén g Bepaneiog (BA.
Tapdypoeo 4.4).

Ooteovékpwon

"Exovv avaeephel Tepttdoelg 06TE0VEKPMONG KLPING 6€ AGOEVELG e YVOGTOVG YEVIKA TOPAYOVTES
Kwvduvov, Tpoympnpévn Aoipwén HIV 1 paxpdg didpketog Ekbeon oe CART. H cuyvotnto avtmv
gtvon ayvootn (PA. mapdypoeo 4.4).

TTodrotpikde TANOvoUOC

H a&ohdynon tov avemBountov evepyeimyv mov oyetilovtal e To emtricitabine facileton otnv
eumepio amod tpelg taudtotpikes peréteg (n = 169) otig omoieg mpmtobepamevdpevol TodtaTpikol
aocBeveic (n = 123) xou mandratpikoi acBeveic mov giyav Adfel mponyovpévmg Bepaneia (n = 46),
nAiog 4 unvav émg 18 e1dv, o1 onoiot elyav tpocPfinbdei amo tov 10 HIV, éhaPav to emtricitabine og
GLVOLAGHO UE AAAOVG AVTIPETPOTKOVG TOPAYOVTEG. EKTOG amtd Tig avemBounteg evEPYELES TOV
avaeEpOnkav otoug eviiikes, n avopio (9,5%) kot o amoypopaticpods tov dépuatos (31,8%)
TOPOVGLAGTIKAY GLUYVOTEPO OTIC KAIVIKEG HEAETEG GE TASLUTPIKOVG 060gVEiS oo OTL 6g evijAikeg (PA.
Tapdypoo 4.8, I[Tivaxag mepiinyng avem@ountwy evepyeLmv).

H a&lohdynon tov avemBountov evepyeumv nov oyetilovrar pe to tenofovir disoproxil Bacileton og
dvo Tuyonomompéveg dokpég (neréteg GS-US-104-0321 ko GS-US-104-0352) og 184 mondiotpikong
acBeveig (Mlkiog 2 émg < 18 etddv) mov mpoosPAndnkay and tov 16 HIV-1, o1 onoior Erafav Oepaneio
ue tenofovir disoproxil (n = 93) 1 ewkovikd/evepyd cuykprtikd eapuako (n = 91) ce cuvévacud e
GALoVG avTIPETPOiKOVG TapdryovTeg yio 48 efdopadeg (PA. mapdypapo 5.1). Ot avemBdunteg evépyeieg
7oV mapoTnpOnKav e TadloTpikovg acbeveic mov ElaPav Oepancio pe to tenofovir disoproxil
cuvadouv e ekelveg mov TapatnpnOnkav oe KAMvikég pekétes tov tenofovir disoproxil oe gviAtkeg
(BA. mapaypapovg 4.8 Iivaxag mepiinyng avemBountwy evepyerdy xou 5.1).

Mewwoelg g OI1 éxovv avagepbei o Toudiatpikovg aobeveic. e eprfovg (MAkiog 12 €wg < 18 etdv)
mov mpocPAndnkayv amo tov 10 HIV-1, ot Babuporoyieg Z g OII mov mapatnpndnkav ce acbeveig mov
élaPav tenofovir disoproxil fjtav youniotepeg amd ekeiveg Tov TapatnpnOnKav ce acheveig mov
Elafav 1o eKoviKd apprako. X modid (MAwiog 2 €og 15 etdv) mov TpocsfAndnkay amd tov 16
HIV-1, ot Babuoroyieg Z g OII mov mapatnpndnkav oe acbeveig mov dAra&av oto tenofovir
disoproxil tav younAdtepes amd exeiveg Tov mapatnpNOnKay o€ aoheveig TOL TAPEUEVAY GTO Gy
mov mepteiye otafovdivn 1 {idoPovdivn (PA. mapaypdeovg 4.4 kot 5.1).

¥t peiétn GS-US-104-0352, 89 nawdiatpikoi acbeveic mov mpoosPAandnkay arnd tov 16 HIV-1 pe
duapeon nikia 7 etV (€0pog omd 2 €wg 15 £tn) extébnkav oto tenofovir disoproxil yio didpeco
dudotuoe 331 efdopadmv. Oxtd amd toug 89 acbeveic (9,0%) diEkoyav To PAPLOKO TNG HEAETNG
AMOYO veppikav avemBountav evepyelmv . [1évte acBevelg (5,6%) eiyav epyaotnplaxd gvprpoto Tov
NTov KAIKG cupPatd e KEVIPIKN VEQPIKT COANVAPLOTAdELn, 4 ek TV omoinv diékoyav T Bepomeio
pe o tenofovir disoproxil. Entd acOeveig giyav Tipég ektiudpevov pupod orelpapatikig dmdnong
(GFR) petaéd 70 kot 90 mL/min/1,73 m?. And avtodc Tovg acbeveic, 3 mopovsiocay KAvIKd
onuovtikn peiwon tov exktpdpevov GFR katd m didprela g Bepaneiog, o onoiog feAtidOnie petd
T dwakony| tov tenofovir disoproxil.

AMot e1d1koi tAnfvopoi

Aroua ue veppixn dvolertovpyia: epocov 1o tenofovir disoproxil puropei va tpokorécel veppikn
ToEIKOTNTA, GUVIOTATOL GTEVI TOPAKOAOVONOT TG VEPPIKNG AELTOVPYIOG GE OTOL0OMTOTE ATOUO UE
VEQPIKT dSucAgrtovpyio Tov AapBaverl emtricitabine/tenofovir disoproxil (BA. mapaypdeovg 4.2, 4.4
kot 5.2). H xpion tov emtricitabine/tenofovir disoproxil dgv cuviotdton g dropa nAkiog KOT® TV
18 etdv pe veppikn dvciertovpyia (PA. mapaypdeovg 4.2 kot 4.4)
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AobBeveig ue ovovomapyovoo. HIV/HBYV 1§ HCV Joiuwén: To mpo@ik TV avemBountov evepyeidv g
emtricitabine Kot Tov tenofovir disoproxil oe évav meplopicpévo apbud acbevov pe HIV Aoipwén ot
omoiot giyov cuvumdpyovoa HBV (n=13) 1 HCV (n=26) Aoipwén ot perétn GS-01-934, rav
TOPOLOL0 LLE OVTO TOL TopatnpnOnKe oe acbeveic mov giyav poivvlel and tov 10 HIV ywopig
cuvurdpyovsa HBV doipwén. Ev tovtoig, dnwg Ba avapevotay yio avtdv tov TAnBucud tov
acBevav, ot avénoeic tov AST koaw ALT mapatnpovvtay cuyvotepa omd 6Tl 6To YeVIKO TANOuGUO L
HIV Aoipwén.

Eldpaoeic nratitidog peta wy digpkeio e Oepanciog: Xe acbeveic pe Aoipmén amd tov 10 HBV,
TOPOVCLACTIKE KAVIKY KoL EPYAGTNPLOKT AmOdEEN TN NTATITIONG, LETA T dtakomh g Oepaneiog

(BA. mapdypago 4.4).

Ava@opd mHovoAoyoOUEVOV OVETIOVUNTOV EVEPYELDY

H avoagpopd miBavoroyodpevav avemBountmy evepyeidv HeTd amd T yoprynon adewug kukAopopiog
TOV QUPUAKELTIKOV TPOIOVTOG glvar onuavtikn. Emtpénet tn cuveyn mopakoAovdnon tng oyéong
0PEALOVG-KIVOVVOV TOV QOPUOKEVTIKOD TPOIOVTOC. Znteital and Tovg eEnayyEALOTIEG TOV TOUEN TG
VYELOVOLIKNG TTEPIOAAYN G VO AVAPEPOVY OTOLEGONTOTE TIOUVOLOYOVUEVES OVETIOOUNTEG EVEPYELEG
UEG® TOL EBVIKOV GLGTHUATOG AVaPOPAG TTOL avaypdpetar oto Hapdpua V.

4.9 Ynepdoocolroyia

X mepintwon vrePd0GOA0YING, TO ATopo TPETEL Va, Tapakolovdeital yia evoegi&elg To&ucotntog (BA.
TapAypoo 4.8) Kot TPEMEL VoL EPAPLOCTEL 1] GLVIONG LIOGTNPIKTIKY AY®YY], OTMG OTOLTELTAL.

[ocootd émg 30% g ddong TG emtricitabine kou mepimov 10% tng 0omg tov tenofovir pnopel va
amopokpLVOEL pe atpodtolon. Agv ivan yvmotd edv 1 emtricitabine 1 To tenofovir pmopodv va
amopakpuvhohv pe mepTovaiKy Kabopon.

5. D®PAPMAKOAOI'IKEX IAIOTHTEX

51 ®appokodvvopikis 1010TNTES

DoppokobepamenTikn Katnyopio: AVIuko yio. GUGTNUATIKY YPNOT, AvTiKd Yio T Oepaneio tov HIV
AodEemv, cuvdvacpog. Kodikoc ATC: JOSARO3

Mnyoviopdg dpaong

H emtricitabine givat voukAgoo1d1ko avarloyo g kutidivng. To tenofovir disoproxil petatpéneton
in vivo og tenofovir, £vo avaA0Yo HOVOP®MGPOPIKOL VOUKAEOG1HI0V (VOUKAEDTIOW) TNG
LovoQ®GSpoptkng adevosivne. Toco n mtricitabine 6co kot to tenofovir eppaviCovv e&gidicevpévn
dpdon Evavti Tov avBpdmivov 100 g avocoaverdpkelag (HIV-1 kot HIV-2) kot Tov 100 g
nrotitdog B.

H emtricitabine kot To tenofovir poc@opvAtdvovTol amd KutTapkd Evivpa Kot oynuotilovv
emtricitabine triphosphate kot tenofovir diphosphate, avtiotoya. Meléteg in vitro £6€1&av 611 1060 M
emtricitabine 660 kot To tenofovir pmopovv va pmceopvAlmBolv TAPS 6TaV Ppickovtal Tawtdypova
og ouvdvaoud péca oto kuttapo. H emtricitabine triphosphate kot to tenofovir diphosphate
OVAGTEALOVV OVTOYOVIGTIKA TNV ovaoTpopn Letaypopdot tov HIV-1 pe anotélespa tov teppatiopd
g aAboov Tov DNA.

H emtricitabine triphosphate kot to tenofovir diphosphate eivar acBeveic avactodeig tov DNA

TOAVUEPUCHV TV ONAacTiK®V Kat dgv vanpée EvOEIEN Y10 TOEIKOTNTO GTO, LLTOYOVOPLYL EITE in Vitro
glte in vivo.
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Avtiikn 6paoTKOTNTA i Vitro

[Mopatnpndnke cvvepykn avttikn dpdon pe to cuvdvaoud emtricitabine kKo tenofovir in vitro.
apatnpnOnkay emmpocdET®c GUVEPYIKA ATOTELEGLOTO OE HELETEG GUVOVAGHOD LLE AVOGTOAEIG
TPMTEACNG Kol L€ VOUKAEOGIO1KOVS Kot [T VOukAeoo1dkovs avactolreig tng HIV avdotpoeng

LETAYPAPACT|S.
Avtoyn

In vitro: TlapotnpfOnke avtoyn in vitro kot 6€ opiopévous aobeveic mpoosPePfinuévoug and tov 10
HIV-1 A0ym g avantoéng g petdiraéng M184V/I pe tnv emtricitabine 1 g petdAiaéng K65R
e to tenofovir.

Iot avBektiKol otnv emtricitabine mov £pepav T petdAraén M184V/I, eppdvicav dtactavpovpevn
avtoyn ot lamivudine, oAAd dtetpnoav v evaicstncia Tovg ot didanosine, T stavudine, to
tenofovir kot tn zidovudine. H petdiiaén K65R pmopei va emeyel kon pe to abacavir 1
didanosine kot TpokaAel petwpévn evacdnoio ota EAppoKe aVTd g kot ot lamivudine, tnv
emtricitabine kot oto tenofovir. To tenofovir disoproxil Tpémel va amopehyeton oe acheveic pe
eumelpio TponyoOUeEVNG avTPETPOikNG Bepamneiag pe oteléyn tov HIV-1, mov mepihapfdvovy v
K65R petariiaén. EmmAéov, o K70E vrokotdotaon oty avactpopn petaypapdacn HIV-1 €yet
emheyel omd o tenofovir Kot 0onyel o€ xaunAov emmédov peiwpévn evoichnoia oto abacavir,
emtricitabine, lamivudine ko1 670 tenofovir. [leputdoeig pe HIV-1 mov gpeoviCovv 3 1 teptocdtepeg
petaAldéelg mov cvoyetilovian pe avaroya thymidine (TAMs) kan mepthapfdavovv tny M41L 7
L210W petdAlaln tng avacTpoeng petaypapdongs, encdel&av petopévn evaicincio otnv aymyn pe
tenofovir disoproxil.

In vivo Gepaneio tg Aotuwéng amd HIV-1: Xe Toxa10mompuévn KAVIKT LEAETT OVOLYTHG EMICTLLOVGTG
(GS-01-934) oe mpmTobHepamELOUEVOLS LUE OVTIPETPOIKT 0y@yn acbeveis, d1e&nydn YovoTumikog
éleyyog o€ delypoto mAdopatog HIV-1 and 6hovg tovg acbeveig pe emPeforopéva enineda

HIV RNA > 400 avrtiypagpo/ml tnv 48", 96" 1 144" gfdopndda 1 kaTd T GTIYUN TNG TPO®PNG OLKOTNG
TOL QOPHAKOV TNG HeEAETNG. Xtnv 144" efdoudda:

o H petdArain M184V/I avantoynke og 2/19 (10,5%) deiypoata mov avarvdnkay amd acdevelg
otV opddo emtricitabine/tenofovir disoproxil / efavirenz kot o€ 10/29 (34,5%) deiypota mov
avaAbOnkay ond acbeveic oty opdda lamivudine /zidovudine/ efavirenz (tyun p < 0,05,
dokpooia Fisher Exact n omoia cuykpivel tnv opdda sptpiottapmivict S160mTpodIAiknig
tevopofipng e v opdda didanosine /{idofovdivng oe GAovg Tovg acbeveis).

Kaveig 10¢ mov avoivdnke dev mepieiye nv K65R 1 v K70E petdAroén.
e Tovotvmiky avtoyn oty efavirenz , pe xopiopyn v K103N petddroln, e&eliybnke og 16 og
13/19 (68%) acBeveig otnv opdda emtricitabine/tenofovir disoproxil/ efavirenz kot og 16 og
21/29 (72%) acBeveig oty opdda chykplone.

In vivo — mpopdloln mprv arwod v éxbeon: AvarbOnkay deiypato TAAGHOTOS 0o 2 KAIVIKEG LEAETES
oe acBeveig yopic HIV-1 Aolpwén, tig perétec iPrEx ko Partners PrEP, yia 4 mapoiiayéc tov HIV-1
ov ekPpalovv vrokatactdoels apvosémv (dnd. K65R, K70E, M184V ka1 M1841), ot omoieg
propohv dSuvnTikd va TPoKaAEGOLY avtoyn otny tenofovir 1 oto emtricitabine. Ztnv KAwvikn HeAéTn
iPrEx, dev aviyvevOnkav maparrayég tov HIV-1 mov va exppdlovv tig petarratelg K65R, K70E,
M184V 11 M184I ) otiypn| g opopetatponi|g otovg acheveic mov poivvinkayv amd tov 16 HIV-1
petd v évraén otn perétn. Ze 3 and tovg 10 acbeveig mov exdniwoay o&eia HIV Aoipumén katd tnv
évtaén otn perétn, aviyvevdnkav petoddla&eig M 1841 ko M 184V otov 10 HIV og 2 and tovg 2 otnv
ouada Tov emtricitabine/tenofovir disoproxil kot og 1 and 8 otV opdda Tov €1KOVIKOD QOPUAKOL.

Ymnv khvikn pedémn Partners PrEP, dev aviyvedOnkav naparrayég tov HIV-1 mov va exkppalovv Tig
petoAraerg K65R, K70E, M184V 1} M 1841 ) otiypr| TG OPOLETATPOTNG GTA (TOLLOL TTOV
poivvOnkav amo tov 10 HIV-1 katd ) dudpkela g pelémc. Xe 2 amnd tovg 14 acOeveic mov
ekdniwoav ofegio HIV Aoipwén katd v éviaén ot pekétn aviyvevdnke 1 petdiracn K65R (mov
ocvoyetiletal pe avroyn otnyv emtricitabine) otov 16 HIV 6¢ 1 and tovg 5 acbeveig otny opdda tov
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tenofovir disoproxil 245 mg kot 1 petdiiacin M184V aviyvevnke otov 10 HIV og 1 and tovg 3
acBeveig oty opddo Tov emtricitabine/tenofovir disoproxil.

KAwvikd 6edouéva,

Ocporeio e HIV-1 loiuwlng: Xe TOY0OTOUEVT] KAMVIKT LEAETN VOLYTNG EMOTLOVOTG
(GS-01-934), tpwtobepamevdpevor Le avTipeTpoikny aywyn acbeveig pe HIV-1 Aoipwén érafav gite
oynuo emtricitabine, tenofovir disoproxil kot efavirenz (n=255) pa @opd nuepnoing gite otabepod
ovvdvaopd lamivudine ko zidovudine 600 Qopég nuepnoing Kot efavirenz pio popd nuepnoiong
(n=254). O1 acBeveic oV opdda Twv emtricitabine ko tenofovir disoproxil érafov
emtricitabine/tenofovir disoproxil ka1 efavirenz a6 v 96" efdopdda £wg v 144" efdopdda. Katd
v évapén g Bepomeiog, otic Tuyatomomuéves opadeg ta exineda HIV-1 RNA mAdopoatog (5,02 kot
5,00 logio avtiypogpa/mL) kot o optdudc kuttdpov CD4 (233 kar 241 kdttapa/mm?) frav mopopoto.
To TpmTOYEVEG KOTOANKTIKO OTUEID AMOTEAESUATIKOTITOS Y10L QVTN TN LEAETN NTav 1) emitevén Ko n
dwtnpnon emPePfaropévov cuykevipooemv HIV-1 RNA <400 avtiypagpo/mL otig 48 gfdopdadec.
Agvtepoyeveig avorvoelg anotelespatikotntag otig 144 efdonddes copmepiérafov 10 T0G00TO TMV
acBevav pe ocvykevipmoeig HIV-1 RNA <400 1 < 50 avtiypago/mL kot tn petafoAin tov apifpov
kuttapov CD4 and v évapén g Bepansiog.

Ta 6edopéva 48 efdopadmv Yo To TPMTOYEVEG KOTAANKTIKO onpeio £d€1&av, 6TL 0 GLVOVAGHOG
emtricitabine, tenofovir disoproxil kot efavirenz wapeiye ovTuiky anOTELEGUOTIKOTNTO TOV
VIEPTEPOVOE GE GUYKPIOT UE avTn oo To 6tabepd cuvdvacud lamivudine kon zidovudine pe
efavirenz 6mwc paivetar otov Ilivaka 4. Ta dedopéva tov 144 gfdopddmv yio 1o devTEPOYEVEG
KaTOANKTIKO onueio Tapovoidlovral emiong otov [Mivaka 4.
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Mivaxag 4: Agdopéva anotereopatikotTnTos 48 kon 144 gfoopddwv amd tn perétn GS-01-934

otV omoia 1 emtricitabine, To tenofovir disoproxil ko n epafipévin yopnynOnkav oe

TPOTOOEPATEVOPEVOVG g AVTIPETPOIKT| aymy1] acBeveic pe HIV-1 hoipwén

GS-01-934 GS-01-934
Ogpamneia yio 48 efoopddeg O¢gpoaneia Y10 144 efdopadeg
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)
T p 0,002%* 0,004**
% Swapopd 11% (4% €wg 19%) 13% (4% £w¢ 22%)
(95%CI)
HIV-1 RNA 80% (194/244) 70% 64% (146/227) 56% (130/231)
<50 avtiypagpo/mL (171/243)
(TLOVR)
TWH p 0,021** 0,082**
% dwapopa 9% (2% €wg 17%) 8% (-1% éwg 17%)
(95%CI)
Méon petofoin ot +190 +158 +312 +271
pétpnon tov kuttdpov CD4
(kOtTopo/mm?®) omd TV
évapén
T p 0,002° 0,089°
Awpopd (95%CI) 32 (9 éwg 55) 41 (4 €0c 79)

*  Ye acbeveic mov eddpPavav emtricitabine, tenofovir disoproxil kot epafipévin 660nke
emtricitabine/tenofovir disoproxil kot efavirenz and v 96" efdopdda Emg v 144" efdopdda

** H tyn p Paciomnke ot dokpacio Cochran-Mantel-Haenszel otpopotorompévn yio ) pétpnon
TV Kuttdpov CD4 kotd v Evapén.

TLOVR=Time to Loss of Virologic Response (Xpdovog péypt v Andreia lodoyikng Avtamokpiong)

a

. Aoxwacio Van Elteren

e Tuyatomompévn KAvikn pekétn (M02-418), 190 tpmtoBepamevopevol tUe avTipeTPoik aywyn
eviAkeg édafov emtricitabine kot tenofovir disoproxil pio popd nuepnoing 6€ GLVOHLAGUO LE
lopinavir/ritonavir pia 1 860 @opéc nuepnciong. Tnv 48" efdopdda to 70% T@v acbeviov ce oxfpa
lopinavir/ritonavir pio. @opd nuepnoing Kot to 64% tov acdevadv o oynua lopinavir/ritonavir 600
@opéc nuepnoing, £dei&av HIV-1 RNA < 50 avrtiypago/mL. Ot péceg petaforég atov apbpd
xuttédpov CD4 omd v évopén g Oepomeiog frav +185 kdttapa/mm? ko +196 kdtrapa/mm?,

avtictotya.

H mepropiopévn khvikn epmepio and acbeveig pe cvvumdpyovca HIV kot HBV oipmén vrodeikviet
OTL 1M oywyn e emtricitabine 1 tenofovir disoproxil g cuvdvacuévn avtipetpoikn Oepaneia ylo Tnv
kataroréunon e HIV Aoipméng, £xet og anotéhespa ) peiwon twv HBV DNA (peiowon 3 logio 1
peimon 4 €woc 5 logio avtiotoya) (PA. mapdypoeo 4.4).

Tlpogpdraln prv arod v éxbeon
H perérn iPrEx (CO-US-104-0288) a&oAdynoe v emtricitabine/tenofovir disoproxil 1 o gikoviko
eappaxo o€ 2.499 avdpeg (M dapuiikég yovaikeg) xopic HIV doipwén mov giyav oe&ovaiikn exaen
pe dvdpeg kat o1 omoiot Bempovvtay vynAov Kvévvov yio epedvion HIV hoipwéng. Ot acbeveig
TEAOVGAV VIO TapoKoAoLONon Yo 4.237 avBpomoétn. Ta yapoktnpiotikd Kotd TV Evapén g
peAétng ovvoyilovral otov [ivaxa 5.
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Mivakag S: ITAnOvopdg g perétng CO-US-104-0288 (iPrEx)

Ewkoviko Emtricitabine/tenofovir
PappaKo disoproxil
(n=1248) (n=1251)
Hhkia (¢t), Sudpecog (SD) 27 (8,5) 27 (8,6)
domj, N (%)
Mobpn/A@poapepikovikn 97 (8) 117 (9)
Agokn 208 (17) 223 (18)
Muwcti)/AA 878 (70) 849 (68)
AcuoTikn 65 (5) 62 (5)
Iomtavua)/Aatvikny edvikotnta, N (%) 906 (73) 900 (72)
XeEovalKol TapayovTes KIvoOvou KaTd T1) dtaioyn
Ap1Ouog Zovtpoepwv tig Tedevtaieg 12 18 (43) 18 (35)
EBdopddeg, Méoog Opog (SD)
URALI 11¢ Tehevrtaieg 12 EBdopddec, N (%) 753 (60) 732 (59)
URALI pe Xovtpopo HIV Betikod (+) | dyvooto 1009 (81) 992 (79)
arotéleopa ywo v HIV doipmén toug Terevtaiovg 6
Mnveg, N (%)
Yvppetoyn oe Xvvarloktikd Ze€ toug Tehevtaiovg 510 (41) 517 (41)
6 Mnjveg, N (%)
2OvTpopog mov givar yvooto ott etvar HIV+ tovug 32 (3) 23 (2)
Tehevtaiovg 6 Mnveg, N (%)
Opoavtidpaon yio Zoeidn, N (%) 162/1239 164/1240 (13)
a3)
Aoipwén Opod amd tov 16 Tov Aol ‘Epmnta Tomov 2, 430/1243 458/1241 (37)
N (%) (3%)
Betikdc oe Agvkokvttapikn Eotepdon ota Odpa, 22 (2) 23 (2)

N (%)

URALI = nafntikn TpoKTiKY En0pn Yopig Tpoctacia

Ytov ITivaka 6 gpeavifoviar ol emmtmoels g HIV opopetatponng cuvolikd kabdg kat to
VTOGVVOAO TTOV AVAPEPOVY TOONTIKT TPWKTIKY ETAPT YOPIC TpopuAaKkTKo. H amotelecpatikotnta
NTOV GTEVE GUVUPAGHEVT LLE TN GUUUOPP®GCT] GTNV Ay®YN, OT®G a&l0A0YNONKE amd TNV aviyvevon
TOV ENMES®V QAPUAKOV GTO TAACLO 1) EVOOKVTTUPIKE GE [ HEAETN AcOEVOV-LopTOp®V

(ITivakag 7).

Mivakag 6: Aroteheopatikotnto ot perétny CO-US-104-0288 (iPrEx)

Ewkovik6 | Emtricitabine/tenofovir | Tyun P%F
PaPLUKO disoproxil
Avaivon mITT
Opopetatponéc / N 83/1217 | 48/1224 0.002
Meimon Zyetikod Kivdtovov (95% CI)P 42% (18%, 60%) ’
URALI gvtdg 12 gfdopdomv Ipw and ™
Awroyi), Avaiven mITT
Opopetotponéc / N 72/753 | 34/732 0.0349
Mzeimon Zyeticod Kivdovov (95% CI)P 52% (28%., 68%) ’

* Twég p Paoet doxung oyapduikng katdtoéng (log-rank). Ot tiuég p yio v URAI
avaPEPOVTOL OTY] UNOEVIKT VITOOEST] OTL 1] AMOTELEGLATIKOTITO SIEPEPE UETAED TOV GTPOUATOV

v vroopddwv (URAIL ympig URAI).

P H peiowon tov oyetticod kivdhvov vroroyiotke yio. v mITT Béoet tng eppdviong
OPOUETATPOTNG, SNA. TOL TPOEKVLYE UETA TNV EVOPEN TNG LEAETNG LEXPL TNV TTPATN EMICKEYT
petd tn Oepaneio (mepimov 1 pva PETA TNV TEAELTOIN SLULVOUT TOV POPUAKOVL TNG LEAETNG).
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Mivaxag 7: ATOTEAEGRATIKOTTO KO sOppépe®on oty ayoyn ot perétn CO-US-104-0288
(iPrEx, avtioctoyiopuévn avdiven ac0evov-paptipmv)

Aviyyvevnke Agv Mzeimon oyeTikov
PapprOKo avyvevOnke Kvovvou
Pappoxo (ap@imievpo 95%
Koopt cp*
Aocbeveic HIV Ogticol 4 (8%) 44 (92%) 94% (78%, 99%)
Avtictoyiopévor papropeg HIV 63 (44%) 81 (56%) -
apVNTIKOL

* Meiwon Tov oeTKoh KivohVoL VTOAOYIGUEV OO TNV EUEAVIOT) (LETA TNV Evapén TN HEAETNG)
OPOLETATPOTNG OO TNV TEPI0S0 AMYNG TG Bepameiog VIO SITAG TVPAO GYESIAGLO KOl EMG TNV
nepiodo mapakorovdnong 8 efdouddwv. Afoloynnkav povo delypata omd acbeveic mov
Tuyoomombnkav oty to emtricitabine/tenofovir disoproxil g mpog ta aviyvevolpa enineda tenofovir
disoproxil-DP oto mAdopo 1 evéokuTTOpIKd.

H hwvikn peAétn Partners PrEP (CO-US-104-0380) a&loAdynoe tov to emtricitabine/tenofovir
disoproxil, tn tenofovir disoproxil 245 mg 1 to gwoviko ce 4.758 acbeveig yopic HIV Aoipwén amo
v Kévua 1 v Ovykdvta og opoacopfota etepoura Cevydpia. Ot acBeveic tehovcav vmod
napakolovOnon yo 7.830 avBpwmoétn. Ta yapakpiotikd Kotd v Evapén TG LEAETNG

cuvoyilovtot otov [Mivaka 8.

Mivaxag 8: IMIAnOvopég g perétng CO-US-104-0380 (Partners PrEP)

Ewoviko T.enofovi‘r Emtricitabine/tenofovir
. disoproxil . .
¢appoko 245 mg disoproxil
(n=1584) (n=1584) (n=1579)
Hhwia (¢111), owdpeoog (Q1, Q3) 34 (28, 40) 33 (28, 39) 33 (28, 40)
®vro, N (%)
Avdpag 963 (61) 986 (62) 1013 (64)
Iovaika 621 (39) 598 (38) 566 (36)
Baowa yopoxtnprotiké Levyaprov, N (%) 1 Avdpecog
(Q1,Q3)
g Yapo pe cuVTPOoQo oL cuppeTExel | 1552 (98) 1543 (97) 1540 (98)
oTN HeAET
"Etn ovpPioong pe cvvtpoeo mov 7,1 (3,0, 7,0 (3,0, 13,5) | 7,1 (3,0, 14,0)
GUUUETEYEL OTN UEAET 14,0)
"Emn mov givan yvooti n opoasoppatn | 0,4 (0,1,2,0) | 0,5 (0,1,2,0) 0,4 (0,1, 2,0)
KOTAOTOOM

Ytov ITivaka 9 gpeavifetor n enintoon g HIV opopetatponnic. To mocootd g HIV-1
OPOLETATPOTNG GTOVG Avdpes Ntav 0,24/100 avBpwmoétn ékbeong oto emtricitabine/tenofovir
disoproxil, ka1 to mocoato g HIV-1 opopetatponng otig yuvaikeg fitav 0,95/100 avOpomodtn
éxbeomng oto emtricitabine/tenofovir disoproxil. H amoteAecpatikdtnTo fTav 6TEVA GUVLQUCUEVT LLE
TN GUUUOPPMOCT) GTNV OYWYTN, OT®G a&loAOYNONKE OO TNV AVIXVELGT] TV EMTESOV PUPIAKOV GTO
TAAo U 1] EVOOKVTTOPIKA Kol TOV VYNAGTEPT] GTOVG GUUUETEXOVTEG TNG VIOUEAETNG OV EAfoV
gvepyn oVUPOLAELTIKN o€ BEpaTO CLUUOPP®ANGS, OTT®S Paivetar otov [Tivaka 10.
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IMivakog 9: Anotereopatikétnta ot perétn CO-US-104-0380 (Partners PrEP)

Ewkoviko T.enofow.r Emtricitabine/tenofovir
GpROKo disoproxil disoproxil
bapn 245 mg
Opoperotpornég / N* 52/1578 17/1579 13 /1576
Enintoon avd 100 avOpmmoétn 1,99 (1,49,
(95% CI) 2.62) 0,65 (0,38, 1,05) 0,50 (0,27, 0,85)
p - ; o
lé/IIz;w)csn Yyetikov Kwvdovou (95% B 67% (44%, 81%) 75% (55%, 87%)

* Meimon tov oyetikod Kivduvov vroroyllopevn yo tnv kooptn mITT Bdcel g epodviong
0pOUETATPOTNG (LETG TNV Evapén Tng perétng). [paypatomomOniay cuykpicels yio 1 opadeg
NG LEAETNG OV AapPAVOVY EVEPYO PAPUAKO EVOVTL EIKOVIKOD QOPUAKOV.

Mivaxag 10: AmotereopoTIKOTNTA KO GVUPOPPOGT 6TV ay®Y] ot perétn CO-US-104-0380
(Partners PrEP)

Extipopevog kivouvvog yia
npoctocia andé HIV-1:

ApOpdg atépmv oto omoia aviyvevdnke Aviyvevon évavtL un
Tenofovir / XOvoio deryparev (%) aviyveveng Tenofovir
MoocoTikomoinon Mzsimon XyeTikov
GTO QAPLAKO TNG Kwdivov (95%
REAETNG AcOeviig Kooptn CI) Twn p
Opada FTC/
tenofovir disoproxil 3/12(25%) 3757465 (81%) 90% (56%, 98%) 0,002
Ondda tenofovir 6/17 (35%) 363 /437 (83%) 86% (67%, 95%) | < 0,001

disoproxil *

Toppetéyovreg 6TV vwopshéTn cvppdpewonc?

Tenofovir disoproxil Meimon Xyetikov
245 mg) + Kwvédovov (95%
Ynoperétn Emtricitabine/tenofovir CI)
GUULOPPOGNG Ewovik6 @appaoxo disoproxil Twn p
A 0
SEO“““TPO“SQ / 147404 3,5%) 0/ 745 (0%) 100% (87%, 100%) | < 0,001

* «AcBevio» = gpedvice HIV opopetotponty, «Kooptn» = 100 coppetéyovieg mov emAéydnkoy
Toyaio amd Kabepio and Tig opdadeg tenofovir disoproxil 245 mg kon emtricitabine/tenofovir
disoproxil. A&oloynOnkav povo delypoata 0cOeVOV 1 KOOPTNG 0O GUUUETEYOVTES TTOV
Toyoomofnkay yuo T ANy tenofovir disoproxil 245 mg 1 emtricitabine/tenofovir disoproxil yia
aviyvevuoipa enineda tenofovir 6to TAAGHA.

P O1 cuppetéyovtec oy LIOPEAETN TEAOVGAV VIO EVEPYT| TAPAKOAOVONGT TNG CLUUOPPOCTC CTNY
Ay®YN, T.Y. OTPOCUEVEG EMCKEYELG GTO OTITL KO KOTUUETPTOELS YOOV, KUODS Kot GUUBOVAELTIKN
v TN BerTion TG CLUUOPPDGNC GTO PAPLOKO TNG HEAETNG.

TToudrotpikde TAnOvouoc

H aopddelo ko 1 amoterecpotikotnTo ToL emtricitabine/tenofovir disoproxil g Toudid nAikiog kdto
TV 12 €10V dgv €yovv TekunplooEi.

Ocporeio tnc HIV-1 Jloiuwlng otov moidiotpid tinBoouo

Aev &yovv dievepynBei kKhvikég peléteg pe to emtricitabine/tenofovir disoproxil otov TodoTpikd
mAnboopd pe HIV-1 doipwén.
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H ki amotelecpotikdtnto Kot 1 ac@dAeia Tov emtricitabine/tenofovir disoproxil TexunpidOnke
amo peAéteg mov dlevepynOnkav pe to emtricitabine kot to tenofovir disoproxil 6tav yopnyodvTol ®¢
HELOVOLEVOL TTAPAYOVTEG.

Meléteg e emtricitabine

e Bpéon kot Todid nAkiog dve Tov 4 unvav, 1 TAeloyneio Tov acbevav tov Elafov emtricitabine
nétuyxav 1 Swrnpnoav TAnpn Kotaotor] tov HIV-1 RNA oto midopa yio 48 efdopadeg (89%
nétuyov < 400 avtiypaeo/mL kot 77% wétvuyav < 50 avtiypaga/mL).

Meiéteg pe tenofovir disoproxil

>t peiétn GS-US-104-0321, 87 acBeveic, nhikiag 12 €wg < 18 etdv, mov elyav tpocfinbdei amod tov
16 HIV-1 ko giyav Aafet mponyovpévac Bepameia, Erapav Bepameio pe tenofovir disoproxil (n =45) 7
EIKOVIKO Qdpuaxo (n = 42) og cuvovaoud pe o féErtiotn vrokeipevn Oepaneio (OBR) ya

48 efdopdoes. AOY® TV TEPLOPIGUMV TNG LEAETNG, Oev KaTadelytnke Opelog Tov tenofovir disoproxil
o€ OYEOT L€ TO EIKOVIKO pappoKo pe Paon ta eninedo HIV-1 RNA ot0 mAdopo v efdopdda 24.
Qo61660, AvOUEVETOL OPEAOG Y10 TOV QN PUKO TANBVoUO BAGEL TG TOPEKTOOTG TOV SESOUEVDV
EVNMMKOV Kol T®V GUYKPITIK®OV SES0UEVOV QUPUAKOKIVNTIKNG (BA. Topdypopo 5.2).

e aoBeveic mov Ehafav Bepaneia pe tenofovir disoproxil 1 ewovikd edappako, n péon Pabuoroyio Z
g OII oopuikng poipag nrav -1,004 ko -0,809, ko 1 péon Pabporoyio Z g OIT oAdKANpoOL TOL
ocopoatog nrov -0,866 kot -0,584, avtictotya, Katd v Evapén tng perétng. Ot péoec petaforég v
efdopada 48 (téhog TG SmANG TVPANG Pdong) Ntav -0,215 kar -0,165 ot Pabporoyio Z g OI1
0GQLIKNG poipag, kot -0,254 kai -0,179 ot Paduporoyio Z tg OIT 0AOKANPOL TOV GOUATOG Y10 TIG
opadeg tenofovir disoproxil kot ucovikov pappdkov, avtictorya. O pécog pududs avénong g OI1
Ntav pikpotepog otnv opdda tenofovir disoproxil oe GUyKpion pe TV OPAS EIKOVIKOD QOPLAKOV.
Tnv efdopdda 48, €1 épnPor g opddag tenofovir disoproxil kot Evag £pnpog tng opddag Elkovikon
eoppakov giyav onuavtikn orxodieia OIT oceuikng poipag (opiletar og andieia > 4%). tovg

28 aoBeveic mov Ehafav Bepaneia 96 efdouddwv pe tenofovir disoproxil, o1 fabporoyieg Z g OI1
pewddnkov katd -0,341 yio tnv oceuikn poipa kot -0,458 yio OAOKANPO TO GO

>t peiétn GS-US-104-0352, 97 acBeveic mov giyav Adfer mponyovpévmg Bepameio, nikiog 2 mg

< 12 gtV pe otabepn], 10AOYIKT KATOGTOAN Aapfdvovtag BEpUTEVTIKA G LOTO TOV TEPLELY OV
otafovdivn 1 {idoPovdivn, TuyaomomOnKay yio aviikatdoTao g otefovdivng 1 g {idopfovdivng
e tenofovir disoproxil (n = 48) 1 cuvéyion Tov apykod BepamevTikod oyfuatos (n = 49) v

48 gfdopaoeg. Tnv efdopada 48, 83% twv acbevov ot Oepanevtikn opdda tenofovir disoproxil kot
92% tov acBevav ot Bepamevtikn opdda otafovdivng 1 Gidofovdivng elyav cvykevipmoelg HIV-1
RNA <400 avtiypaeo/mL. H diapopd oty avaroyio T@v acbevdv mov diutypnooay

<400 avtiypapoa/mL v efdopdda 48 ennpedotnke Kupimg amd Tov vYNAOTEPO aplBud SloKoTdV o1
Bepamevtikn opdda tenofovir disoproxil. Otav e&opédniav ta dedopéva mov Erewmav, 91% twov
acBevav g Bepanevtikng opddag tenofovir disoproxil kKot 94% twv acBevav g OepamevTikng
opadag otaPovdivig N CdoPovdivng eiyav cvuykevipooelg HIV-1 RNA <400 avtiypapo/mL v
eBdoudda 48.

"Exovv avaeepbei peinoeig g Ol og moudiotpikovg acbeveis. Te acbeveig mov Elafav Oepomeio pe
tenofovir disoproxil 1 otafovdivn 1 {idoPfovdivn, n péon Paburoroyia Z g OIT ocevikng poipag nrav
-1,034 xou -0,498, ko1 m péon Pabporoyia Z g OIT oddoxAnpov tov copatog oy -0,471 ko -0,386,
avtiotoya, katd tnv Evapén g perétng. H péon petafoin v efdopdada 48 (téAog tng
toyoomompévng edong) nrov 0,032 kar 0,087 ot Baburoroyia Z g OIT oopuikng poipag kot -0,184
ka1 -0,027 ot Babuoroyio Z g OIT 0AdKANpoL TOV GOUATOC Yo TIC o0padeg tenofovir disoproxil kot
otaPovdivng 1 {idoPovdivng, avtictotya. O pécog puBudg avENGNGC 0GTMV TNG 0CPVIKNG LOipag TNV
efdopada 48 frav mapdpolog peta&d g Bepanevtikng opddag tenofovir disoproxil kot Tng
Bepanevtikng opddag otofovdivng 1 {idoPovdivng. H avénon 06tdv 0AGKANPOL TOL CAOUATOG NTOV
pikpdtepn ot Bepanevtikn opdda tenofovir disoproxil og cuykpion pe ™ Bepanevtiky opdda
otaPovdivng 1 {idoPovdivng. ‘Evac acbevng mov édafe Oepamneia tenofovir disoproxil kot Kavévag
acBevig mov éhafe Bepaneio otafovdivne i {idoPovdivng dev mapovsiace onuavtiky (> 4%) andielo
OII ocovikng poipag v efdopdda 48. Ot fabuoroyieg Z g OIl peidbnkav katd -0,012 yuo v
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00QLiKT poipa kot kotd -0,338 yio oAdKANpo T0 ol oTovg 64 acbeveic mov Elafav tenofovir
disoproxil yu 96 gfdopddeg. Ot Pabduoroyieg Z g OIl dev TpocoprocTKay Kot HYyos Kat BApog.

¥t perétn GS-US-104-0352, 8 and toug 89 naudwatpikovg acbeveic (9,0%) mov extédniav 6to
tenofovir disoproxil diékoyav 10 PAPLOKO TNG LEAETNG AOY® VEPPIKMV AVETIBOUNTOV EVEPYELDV.
[Tévte acBeveic (5,6%) elyav epyacTNPLOKA EVPTLOTA TOV NTOV KAWVIKA GUUPATE [LE KEVIPIKT VEQPIKT|
colnvaplonddela, 4 ek v oroiwv diékoyav T Bepaneio pe To tenofovir disoproxil (diGpeon ékbeon
oto tenofovir disoproxil 331 efdopddeg).

Tpopvialn mprv amo v ékbeon arov moudiatpid TinBvoud

H amoteleopatikotnta Kot ) aspdieio Tov emtricitabine/tenofovir disoproxil yio tnv Tpo@OAaén tpv
amod Vv ékBeon o€ PNPovg TOL GLUUOPPOVOVTAL LLE TO UEPNGLO TPOYPOAULO SOGEDMV OVAUEVOVTOL VO
elvar Tapopoteg pe ekeives v evnAikov oto 1810 eminedo cuppdpemonc. Ot mBavég emdpAcels 6TOVG
veppoUs Kal 6Ta 06TA amd TN LaKpoypdvia xpnon Tov emtricitabine/tenofovir disoproxil ywa tnv
TPoOAOEN TPV oo TV EkBeom og eprfoug dev givan BEPareg (PA. mapdypapo 4.4).

5.2 ®appoxoxiviTikéc 1010TNTEG

Amoppoonon

H Proicodvvapio gvog emkoivppévou pe Aento vuévio diokiov emtricitabine/tenofovir disoproxil pe
éva 6KANpO kaydkio emtricitabine 200 mg kot £va emkaAVUpEVO e AemTO LUEVIO dokio tenofovir
disoproxil 245 mg anedeiydn petd and yoprynon Hovinpouvg d66nG o€ VIOTIKOVG LYIElG e0eA0VTEC.
Metd v and Tov 6TONATOG Yop1YNon Tov emtricitabine/tenofovir disoproxil o€ vy dtopa, n
emtricitabine kot To tenofovir disoproxil amoppopdvton Tay€wmg kat to tenofovir disoproxil
petatpénetar o€ tenofovir. Ot péyloteg GVYKEVIPAOOELS TV emtricitabine kot tenofovir 6tov 0pd
nmapatnpovvral viog 0,5-3,0 @pdv petd amd ™ xopnynon g 66ong o€ katdotacn vnoteiog. H
yopnynon tov emtricitabine/tenofovir disoproxil pali pe yedpa vYnANg TEPLEKTIKOTNTAG G€ MTapd 1
pe e apl yevpa elye g anotédespa 45 Aentn tepimov Kabvotépnon g emitevéng péylotng
ovykévipmaong tenofovir kot tnv avénon tov AUC kat Cmax TOV tenofovir katd mepimov 35% wot 15%,
avtioTorya, 0Ty avtd Yopnyndnke pali pe yedpo vYNnANg TEPLEKTIKOTNTOG G€ AMTapd, GE GUYKPIoN UE
™ Yopnynon tov o€ katdotacn vnoteiog. [lpokeyévou va Bektictonombei n aroppdenon tenofovir,
ocuvviotdrtol to emtricitabine/tenofovir disoproxil va Aappdvetor katd Tpotiunon poli pue tpoen.

Koatavoun

Metd amd evoo@AEPLa xoprynon o 6YKog KaTavoung g emtricitabine kot tov tenofovir og
otabepomompévn Katdotacn vroroyicnke nepinov ota 1,4 L/kg ko 800 mL/kg, avtictorya. Metd
TNV omd GTOUATOG Yoprynon emtricitabine 1 tenofovir disoproxil to tenofovir Katavépetal o Ao T0
oopa. H in vitro obvdeon g emtricitabine pe T1g mpoTeiveg Tov avBpmmivov TAdcpaTog nTav < 4%
Kot oveEAPTNTN TNG GVYKEVTIPOOTG v Tov gvpovg 0,02-200 pg/mL. H in vitro chvdeon tov tenofovir
LLE TIC TPAOTEIVES TOL TAACLATOC ) TOV 0pov NTav < 0,7 kot 7,2%, avTioToiY®S, GE EDPOG
ovykevipmoewv Tov tenofovir amd 0,01 émg 25 pg/ml.

Buouetaoynuatiopog

O petaforiopog g emtricitabine givon mepropiopuévoc. O Propetacynuotionds e emtricitabine
neplopfavel Tnv 0&eldwon Tov daKTLAIOL TV Bgl0A®V Kot To oynuoTicpo tev 3'-sulfoxide
diastereomers (nepimov t0 9% G d60oNG) Ko TN 6VLeVEN e glucuronic acid Yo va oynpatioet To
2'-0- glucuronide (mepinov 10 4% G d60MG). L peAéteg in vitro dumot®bnke 611 0OTE TO tenofovir
disoproxil ovte to tenofovir arotelodv vrdcTpopa Tov evibpnv CYP450. Ovte n emtricitabine ovte
10 tenofovir avEécTelle in Vitro 10 LETAPOMCUO POPUAK®OV TOL EMTELEITOL ATO OAES TIG HEIfoveG
wwopopPég Tov avipmmvov CYP450, o1 omoieg CUUUETEXOVY GTOV PLOUETAGYNUOTICHO TOV QOPUAKOV.
Eniong, n emtricitabine dev avactéAlel v uridine-5'-diphosphoglucuronyl tpaveeepdon, o évivpo
7ov gival vTevBuvo Yo T YAvkovpovidimon.
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AmofoAn

H emtricitabine amekkpivetol TPOTOPYIKA LECH TOV VEPPAOV LLE TANPT AVAKTNGOT TNG SOONG OTo ToL
ovpa (mepimov t0 86%) Kot ota KOTpava (mepimov o 14%). To 13% g doomg g emtricitabine
avakTiOnke ota obpa pe TN Hopen TpLdV petafoltdv. O pécog Opog TG CLGTNUOTIKNG KABUPONS
¢ emtricitabine ftav 307 ml/min. Metd v and To0v GTOHATOG YOPTYNOT, O XPOVOG Miicelog Lmng
v TNV amofoAn tng emtricitabine fjtav mepinov 10 mpeg.

To tenofovir amekkpiveton KVPIOG LECH TOV VEPPDY PECH OHOMNGTG KOl EVOG EVEPYOD GUGTAIATOG
coAnvaplokng petagopdg pe nepimov 70-80% g d0om¢ va amekkpiveton apeTdfAntn oto ovpa LeTd
amo evOoQAEPLa xopnynon. O pHécog 6pog g PavopeEYNS KaBapong Tov tenofovir ftav Tepinov

307 ml/min. H veppikn kaBapon €xel vmoroyisbei mepinov ota 210 mL/min, mov eitvon Tépav Tov
pLOLOV GTEPAUATIKNG S11ONOTG. AVTO VTTOJEIKVIEL OTL 1] EVEPYOS COANVAPLOKT] OTEKKPIOT GUVIGTO
OMUOVTIKO HEPOG TG OMEKKPIONG TOL tenofovir. Metd tnv omd Tov GTOUATOG YOPNYNON, O YPOVOG
nuioelog {ong yo v amoPoin] Tov tenofovir rav nepimov 12 £mg 18 dpec.

Hluxwwpévot

Agv &yovv Tpaypoatonombel pappokokivnTikég peAéTeg pe emtricitabine 1 tenofovir (yopnyovuevov
wg tenofovir disoproxil) og nAikiopévovg (MAkiog méve amod 65).

[OXIYN6)

H @oppoaxokivntikn tng emtricitabine xou tov tenofovir givon mopopolo 6 AVOPES Kol GE YOVOIKEG
aocBeveic.

EbBvikétra
Agv éyel evtomolel KAVIKA GMIOVTIKT S10pOPOTOINGT) OTN PUPUUKOKIVITIKE OGOV 0popa TNV
eBvikdtnTa Yoo v emtricitabine. Aev £ovv peietnBel ot poppokokvnTiKES 1310TNTES TOV tenofovir

(xopnyovpevou wg tenofovir disoproxil) cuykekpipéva o Sropopeticég eBvoTtikég opddec.

TIoudrotpikde TANOvoUdC

Agv €yovv mpaypotonomBel pappakokvnTikég peAétes e To emtricitabine/tenofovir disoproxil ce
moudud ko pNPovg (MAkiog katw omd 18 etdv). A&loroynOnke N PaprakoKvNTIKN oTafepng
cuykévTpmong tov tenofovir oto mAdoua (steady-state) oe 8 epnfovg acbeveig pe HIV-1 Aoipwén
(Mhiag 12 émg < 18 etdv) pe copatikd Bapog > 35 kg, kabmg kot og 23 mondrd pe HIV-1 hoipwén
niwiag 2 g < 12 etdv. H éxBeon oto tenofovir mov emitedynke o€ avtode TOVG TOSIATPIKOVS
acBeveic mov eAduPavayv amd Tov oTopaTOC NUEPNOLeg 00celg tenofovir disoproxil 245 mg 1 tenofovir
disoproxil 6,5 mg/kg copatikov Bapovg £mc péyiotn d6on 245 mg ftav Tapopo Le Ty ékbeon o€
eViAIKeG Tov eEAapPavay nuepnoteg dooels tenofovir disoproxil 245 mg. Agv €yovv mpoypatomomOei
eopporokivntikég peréteg pe tenofovir disoproxil og Toudid katw tv 2 etd@v. [evikd n
(QOPUOKOKIVITIKN TNG emtricitabine o€ Bpépn, Taudid Kot eprfouvg (NAkiog omd 4 unvav émg 18 etdv)
elval TapOHOL [LE QVTT TOV EVIAIK®V.

H poppaxoxivntikn g emtricitabine kot tov tenofovir (yopnyovpevov g tenofovir disoproxil)
avapévetol vo gival mapopown o€ mpocPefAnpévong kot pn TpocPefinpévous amd HIV-1 epnfovug,
Baocel tng Topopotag £kBeonc tng emtricitabine kot Tov tenofovir og TpocsPefinuévovg and HIV-1
epnPoug kot eviikeg kat tnv mapopola kbeon g emtricitabine kot tov tenofovir og
nwpooPePfAnuévoug kar pun tpocsPefinuévong amd HIV-1 eviiikes.

Negpikn dvoiettovpyia,

[Tepropiopéva pappakoxvnTikd dedopéva etvar dtabéoipa yo tnv emtricitabine ko to tenofovir petd
OO GLYXOPNYNOT TOV UELOVOUEVOV GKEVUCUATOV 1| ®G GLVIVAGHO aTafepng dOoNS, dEV ExEL
peietnfei og acbeveig pe veppikn dvorertovpyia. Ot ApUOKOKIVITIKEG TOPAUETPOL TPOGOIOPIGTIKOV
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Koplog petd ) xopnynon g 66ong emtricitabine 200 mg 1} tenofovir disoproxil 245 mg e dropa
yopic HIV holpmén kot pe didpopo Pabpod veppikng duciertovpyiog. O Babuog g veppikng
dvodettovpyiog Tpoodlopictnke Katd v Evtaln copeova pe Ty kabapon kpeatvivng (CrCl)
(puororoyun veppikn Aettovpyia 6tav CrCl > 80 mL/min, Ao pe CrCl = 50-79 mL/min, pétpia pe
CrCl = 30-49 mL/min kot cofapn pe CrCl = 10-29 mL/min).

H péon éxbeon oty emtricitabine (%CV) avéndnke and 12 (25%) pgeh/ml og dtopa pe pUGLOAOYIKN
veppkn Aertovpyia o€ 20 (6%) pgeh/ml, 25 (23%) pgeh/ml xon 34 (6%) ngeh/ml, ce dropa pe o,
pétplo Ko cofapn veppikn duciettovpyio avtiototya. H péon ékbeon oe tenofovir (%CV) avénbnke
amo 2.185 (12%) ngeh/ml o dropa pe uoloroyikn veppikn Aettovpyia oe 3.064 (30%) ngeh/ml,
6.009 (42%) ngeh/ml o1 15.985 (45%) ngeh/ml, oe dropo pe ma, HETPLO KO GOPopn) VEQPIKN
duciettovpyio avtioTorya.

H avénom tov 6060A0y1koV pecodlaoThotog Tov emtricitabine/tenofovir disoproxil o acBeveic pe
HIV-1 Loipmén pe pétpia veppikn SVGAELTOVPYID AVOUEVETOL VO £XEL MG OTOTEAEGLLO VYNAOTEPES
LLEYIOTEG GUYKEVIPAOGEIS TAAGUATOS Kot YoUNAOTEPQ EMIMESA Ciin 08 0VYKPLON pE 0G0EVEIC pe
(UOIO0AOYIKN VEPPIKN AgtTovpyin. Xe AToUa PE VEQPIKN VOGO TEAKOV otadiov (NNTX) mov
yperafovian apokdapon, HETOED TV GLVEIPLDV 1) EKBECT] GTO PAPLOKO ALENONKE ONUOVTIKG EVTOC
72 opov etavovtag to 53 (19%) pgeh/mL emtricitabine kot evtog 48 mpdv TAVOVTOG TOL

42.857 (29%) ngeh/mL tenofovir.

Mio pukpn KAvikn pedétn dievepynOnke yio v eKTiMon e 0oQAIAELNG, TNG AVTIIKNG SPACTIKOTNTOG
KO TNG QapLOKOKIvITIKNG Tov tenofovir disoproxil oe cuvdovacpd pe v emtricitabine ce acBeveic pe
HIV Moipwén pe veppixn dvciertovpyia. Mia vroopdda aclevov pe kabopon kpeatvivng peta&v 50
kot 60 mL/min katd Vv €viaén, ot omoiotl eAapPavav epdmas 06omn nuepncimg, eiyav 2-4 popég
peyodlvtepn ékbeom oto tenofovir Kot EMOEIVOGT TNG VEPPIKNAG AEITOVPYIOG.

H @oppakokivntikn Tov emtricitabine kot tov tenofovir (yopnyovpevov wg tenofovir disoproxil) og
Tod1oTpikong acBeveic pe veppikn duciettovpyia dev €xet peretnel. Aev vdpyovv dabécia

dedopéva yio cvotdoelg docoroyiag (BA. mapaypdpovg 4.2 kot 4.4).

Hrotikn dvoiertovpyio

H @oppakokivntikn Tov emtricitabine/tenofovir disoproxil dev €yel pedetn0el oe acbeveic pe nratikng
dvciettovpyia.

H poppoakokivntikn tng emtricitabine dev £yel peketnbei og acbeveic yopic HBV Loinwén kot
TOKIAAOVTEG Bablovg Nratikng avemdpkelag. ['evikd n oppokokiyntikn g emtricitabine og
acBeveic pe HBV Aoipmén frav mapdpote e auth Tov 1YoV Kot Tov acdevav pe HIV hoipwén.

Y acbeveic yopic HIV Lolpmén pe mowilov Pabpod nratikn dvciettovpyia, xopnynonke ¢’ dmad
doon 245 mg tenofovir disoproxil copeova pe v katdroén Child-Pugh-Turcotte (CPT). H
QOpLOKOKIYNTIKY TOV tenofovir 6gv peTafAnOnKe onuavTiKd 6€ GTOA LE NTATIKT SLCAELITOVPYIa,
VTOSEIKVOOVTAG OTL GTO ATOUN OVTA OEV amoLTEITAL Avampocsappoyn g 06ong. Ot péoeg Tiuég (%CV)
Chax k0t AUCo. Tov tenofovir frav 223 (34,8%) ng/mL xat 2.050 (50,8%) ngeh/mL avtictoa, o
(QVGLOAOYIKA GTOL GE GUYKPLoT He TG TIpéG 289 (46,0%) ng/mL kon 2.310 (43,5%) ngeh/mL og
acBevelg pe pérplo nratiky dSvciertovpyia kot 305 (24,8%) ng/mL o 2.740 (44,0%) ngeh/mL c¢
acBeveig pe coPfapn nratikn dSvcAettovpyia.

5.3 TIIpoxivikd dedopéva yia TV ac@direia

Emtricitabine

Ta pn Khvikd dedopéva GYETIKA pe TNV emtricitabine dgv amokaADTTOVV 110{TEPO Kivovvo Yo TOV
avBpomo pe Baon Tic CVUPOTIKEG LEAETES POPUAKOAOYIKNG AGPAAELNS, TOEIKOTNTOG
EMAVOLOUPOVOLEV®V SOGEWDV, YOVOTOEIKOTNTOG, EVOEXOLEVIG KAPKIVOYOVOL dPACTG Kol TOEIKOTITOS
GTNV OVOTOPOY®YIKN TKOVOTNTO Kot avamTTuén.
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Tenofovir disoproxil

O1 pn KAMviKéG HEAETEG QAPUOKOAOYIKNG ACQALELNG OYETIKG [E TO tenofovir disoproxil dgv
OTOKOAVTTTOVV 1910iTEPO Kivouvo yia Tov dvBpmmo. Ta guprpata Tov mapoatnpidnkay oTig peAéTeg
TOEIKOTNTAG EXAVAAAUPOVOUEVOV OCEMV GE APOVPAIOVS, € GKHAOVG Kl G€ TN KoV o€ emimeda
€xbeong peyodlvtepa amod 1 ioa e To KAVIKG eminedo EkBeomg Kol LLe EVOEYOUEVT] GYECT] LLE TNV
KAWVIKT| (p1oN, CLUTEPIAAUPAVOVY VEQPLKT KOl OGTIKT TOEIKOTNTO KO P EAATTOOT OTY|
GLYKEVTP®ET PSPOPov 0pov. H ootikn to&ikotnta dtayvocinike og ooteopaiaxio (inikot) kot
ehdrtoon g OII (apovpaiot kot okvior). H ootikr to&ikdtnTa 6€ veapohs EVAAIKES apovpaiong Kot
OKVAOVG TAPOVCLAGTNKE G eKBEGELS > 5 popég TV €kBeon og ToudaTpKovs 1 EVALKEG acBeveic.
Oo1ikn To&IKOTNTA TAPOVGIACTNKE OE VEAPOVS LOAVGUEVOVG TTiBNKOVG 68 TOAD LYNAEC EKOEGELG HeTd
a6 vodopla yopnynomn (= 40 popég v ékbeon o acbeveic). Ta supUATA TOV PHEAETDV GTOVG
apOLPAIOVG KOl TOVS TONKOVE £JE1EAV POPUUKOEEAPTOUEVT] EAATTMOON TNG EVIEPIKNG ATOPPOPTONG
TOV POCEOPOV, e Thav devtepoyevn peiwon g OI1.

Meléteg yovoTo&ikotnTog KatédelEav BeTikd amotelécpata otny in vitro SOKILOGio AEUPOUATOG
TOVTIKOV, apU@ifoAa amoTeEAECHOTO OE VoL Ol TO GTEAEXN TOL XPNGLOTOWONKAY 6TO TEGT Ames,
Kot Nma OeTikd anotedéopata otn dokacio UDS og tpmtoyevn nratokvtTapa apovpaiov. Qotdco,
T OTOTEAEGULATO NTAV OPVITIKA GE UL i1 ViVo SOKILAGIO LIKPOTUPVAOV HVEAOD 0GTMOV TOVTIKOV.

Meléteg KapKIVOYEVEST|G E GO TOV GTOUOTOG YOPTYNON OE 0POLPAIOVG KOl TOVTIIKOVG £0e1EaV LOVO
YOLMAT GLYVOTNTO ELEAVIONG OYK®OV TOV dWIEKUSAKTIAOD G€ VTEPPOAIKA LYNAT OO GE TOVTIKOVC.
Avtol o1 6yKot dev paiveTar va oyetilovtal pe avBpdnovg.

MeAléteg TOEIKOTNTOC GTNV AVATOPOYMYIKT] TKOVOTITA GE 0POVPAIONG Kot KOUVEALD deV KATESEIEQV
Kapio enidpacn 6Tig TOPALETPOVS TOV CEVYUPMUATOC, TNG YOVILOTNTAS, TNG KUMONG 1] OTIS EUPPLIKES
TapapéTpovs. Qotdc0, 1o tenofovir disoproxil peimoe to deiktn Prooudtrag Kot 1o fapog Tmv
KOVTOPLOV GE U0 TEPL- KOl LETOYEVVNTIKY LEAETN TOEIKOTNTOG GE OOGEIS TOEIKES Y10 TN UNTEPQL.

2vvovaouog emtricitabine xou tenofovir disoproxil

MeAétec YovoToEIKOTNTAG Kol TOEWKOTNTOS EXOVAAAUPOVOUEVOV OCEMV SIAPKELNG EVOC UNVOG 1|
MYOTEPO LE TO GLVOVAGHO AVTMV TOV OVO GLGTUTIKMV eV E6E1EAV EMOEIVMAN TV TOEIKOAOYIKMDV
eMOPACE®V, GE GUYKPLON LE PEAETES LLE TO EEYMPIGTA GLGTATIKA.

6. OPAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kaoatdroyog ekdoyov

Hvprvog dioxkiov:

MikpokpuGTaAAIKTY KuTTapiv

Y dpo&umpomvuAokuTTopivn, YOUNANG VTOKOTAGTUCNG
Koxkivo o&eido oidnpov (E172)

[Mvpitio, KOALOEWES AVVOPO

Aoxtoln povoidpikn

2TEATIKO LOyVIGlO

Emkddoyn pe vuévio:

Aoktoln povoidpikn

Yrpopehddln

A10&gidio tov titaviov (E171)Tplacetivn
Brilliant blue FCF Aluminum lake (E133)
Kitpwvo o&gidio oiompov (E172)

6.2 Aocvpparotnreg

Agv gpapudletar.
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6.3 Awgpkera Cong
2 xpovia

2voKeDOOIO. PIOANG
Xpnowomnoteite vrog 90 nUEP®V LETA TO TPMTO AVOLYLLA

6.4 Iowitepeg mpourdcers katd ™ @O aéN TOV TPOIdVTOG

Mn gpuAdccete og Beppokpacio dve Tmv 25°C. DVAAGGETE GTNV 0PYIKI GUCKELAGIM, YOl VO
TPOCTOTEVETOL OO TNV VYPAUGIA.

6.5 ®@von Kol GVOTATIKA TOV TEPIEKTY

DA amd moAvoBviévio vyning tokvottag (HDPE) pe Aevkd adiopavic frdwtd topa ond
TOAVTPOTTVAEVIO 1) AEVKO OOL0PAVES ELOTKO TMOO AGOPAAELNG Y10 TOOLAL OTTO TTOAVTPOTVAEVIO LE
mapéuPocpa Tov TEPEYXEL LEUPPAVT] GTEYAVOTOINONG CAOVUIVIOL ETAYOYIKNG COPAYIONG Kot
ocvokevaoio Enpavtikon pécov. [epiéyetl 30 emkaivoppéva e Aemtd vuévio diokia, Kot
TOAVGLGKELOGiEG OV TEPLEYOoLY 90 (3 cuokevacieg Twv 30) emikoivupévo pe AETTO VUEVIO d1oKIA.

Yvokevacio koyeddv (blister) yoypng EAAGEMG ETUKOAVUUEVT IE EVEOUATOUEVO GTPOUA ENPAVTIKOD
pécov otn pio TAELPA Kot GKANPUUEVO GUAAD OAOLUVIOL GTNV GAAN.

YuoKevacio KuyeAdv povadag d0ong yuyxpns erdoemg tov epiéyel 30 X 1, 90 x 1 ko 100 % 1
EMKOAVUPEVD LLE AETTO VUEVIO SLOKIL.

Mmropet va unv KuKAOQOpoUV OAEG 01 GUGKEVOGIES.
6.6 Iowitepes mpoPurdcers amdppryng

Kda0e aypnoiponointo @opuakevtiKo Tpoidyv 1| VIOAEYLLN TPETEL VO, ATOPPITTETOL COLPOVAL LLE TIG
KATO TOTOVGS 16YVOVGEG OYETIKEG JIUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

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

IpAavdia

8. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

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

9. HMEPOMHNIA ITPQTHX EI'KPIXHYX/ANANEQXHY THX AAETIAX

Hpepounvia mpatng €ykpiong: 16 Aekepfpiov 2016
Hpepounvia tekevtaiog avoavémong: 22 ZentepPpiov 2021
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPoPopieg Y10 TO0 TAPOHV POPUAKEVTIKO TPOTIOV etvarl StBECIUES GTO SIKTLOKO TOTO TOV
Evponaikod Opyavicpov @oappdkev http://www.ema.europa.eu.
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IMAPAPTHMA II

INAPAXKEYAXTHX(EY) YIIEYOYNOZX(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

OPOI'H NIEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

OPOI'H IEPIOPIXMOI ZXETIKA ME THN AX®PAAH KAI
ATMIOTEAEZMATIKH XPHXH TOY ®APMAKEYTIKOY ITPOIONTOX
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A. TAPAXKEYAXTHX(EX) YIIEYOYNOZX(OI) I'TA THN AIIOAEXMEYXH TQN
MMAPTIAQN

‘Ovopo kot d1e06vven Tov(Tmv) TopackevacTi(®V) Tov givor VTenBuvoc(ot) Yo TNV OTOdEGUEVCT) TV
TAPTIOOV

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
Iphavdia

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

Togyum Anpokportio

Mylan Germany GmbH

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

Hessen, 61352,

I'epuavia

270 évtumo GOAAO OONYLDV YPNOTG TOV PUPLOKEVTIKOD TPOIOVTOG TPETEL VO, AVALYPAPETAL TO OVOLLOL
Kot 1 81e00vvoT TOV TAPUCKELAGTH TOV Eival VTEVOVVOG Y10 TNV OTOSEGUEVGT TNG OYETIKNG TOPTIONAG.
B. OPOI'H OI ITIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH
DaprokevTIKO TPOIOV Y10, TO OTOI0 ATOLTEITOL TEPLOPICUEVT TP cuvTayn (PBA. Topdptnua I:
[Mepiinym tov Xopaktnpiotikov tov [Ipoidvtog, mapdypapog 4.2).

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX

. Ex0¢oe1g meprodikng wapakorovdnong g acpdirerag (PSURS)

Ot anoitioelg ya v vofoir] twv PSURS ywa to gv Adym @appakeutiko mpoidv opilovtatl 6tov
KATOAOYO e TIg Nuepounviec avapopds e Evaong (katdrioyog EURD) mov mapatibetor otnv

wapdypoeo 7, tov dpbpov 107y, tng odnyiog 2001/83/EK kot ke emarxdAovdng entkalpomoinong
OTOG SNUOGIEVETOL OTIV EVPOTOIKT SIKTLOKT TOAN Y10 TO PAPLLOKAL.

A.  OPOI'H IIEPIOPIXMOI ZXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyéo10 orayeipiong Kivovvou (ZAK)

O Kdroyog Adelag Kvkiogpopiag (KAK) Ba die&aydyet Tig amaitodpeveg dpactnplotTnTes Kot

TOPEUPACELS PAPLOKOETAYPOTVIOTG OTT™S Tapovatifovtatl 6To cuppmvndéy ZAK mov

mapovotdleTar otnv evotnta 1.8.2 g ddelng kuklopopiog Kot 0molesdNTOTE EMOKOAOLOES
gykekpipéves avadempnoelg tov TAK.
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‘Eva emkaiporomnpévo XAK Oa mpénet va kototebe:

Metd and aitnpa tov Evponaikod opyavicpod Ooppdkov,

OnotedNTOTE TPOTOMOLEITAL TO GVGTN O SloyEIPLONG KIVOHVOU, EOIKE OG ATOTELEGHO ANYNG
VE®V TANPOQOPUDY TOV UTOPOVV VO ETLPEPOVY GNUAVTIKY] OAAQYT] OTN GYECT] OQPEAOVG-KIVIUVOL
N ®¢ 0moTELEG A TNG EMITEVLENC EVOG GNUAVTIKOD OPOGTLOL (PAPHOKOETOYPOTVIION 1
glaylotomoinon Kvdvvov).

EmnpocOeto pétpa ehayiotomoinong Kivovvou

O kdroyog adelog kukAoopiag (KAK) Ba eEacparicel 6Tt 6Aot o1 YioTpoi 01 0moioL AvapEVETOL

va cuvtayoypoeovv/yopnyovv to Emtricitabine/Tenofovir disoproxil Mylan gite g epnffovg acBeveig
v Bepoameio Tng HIV-1 Aoipméng eite g eviihikeg ko epnfoug yio PrEP Ba givon epodiacpévor pe
€va eKTandeVTIKO TaKETO Yrotpov o Ba mepi€yet v Tepidnymn tov XapaktnpioTikdv Tov
[poidvtog Kot évo KaTAAANAO EKTOOEVTIKO PLAAGDLO0, OTWC TEPLYPAPETOL AETTOUEPDG TOPAKATM:

Exmoidentikd puAAAS10 GYETIKA LE TN VEPPIKT Agttovpyio og Taudlotpikovg acbeveig pe HIV
Exmodevticd puirddio PrEP yio tovg cuvtayoypa@ovvteg yotpos e TITAO «E1UOVTIK
TANPOPOPin AGPOUAELNS Y10 TOVG GUVTOYOYPAPOVVTEG YIOTPOVG CYETIKA LE TO
Emtricitabine/Tenofovir disoproxil Mylan yia tnv Evdei&n [Ipopoia&ng mpwv v Exbeon
(PreP)»

Alota gléyyov PreP yio Toug GuvtoyoypapovvIes Y1aTpong

Exmoidevticd puAriddio PrEP yuo to dtopo mov Ppicketal og Kivouvo pe TITAO «ZnHovTiKn
mAnpoeopio oyetikd pe To Emtricitabine/Tenofovir disoproxil Mylan ywo ) peioon tov
KvdUvou pOALVON G 0o Tov 10 TG avBpmmvng avocsoavendpkeag (HIV)»

Kdapta vrevopuong PrEP

Exntardevtikéd puirhdoro oyeTikd pe T ve@piki) Aettovpyio o€ TadaTpikovg acdeveig pe HIV:

To ekmadevTIKO LUALASIO GYETIKG LLE TN VEPPIKT AgLTovpyia og Tadtatpikovs acbeveig pe HIV a
TPENEL VAL TEPIEYEL TOL akOAoVOO Pacikd pnvopaTo:

'Ot cuvieTtdton TOADTAELPT TPOGEYYIOT Y10l T SLOYEIPION TAUSLOTPIKDV 0.GOEVDV

Ot vmapyel avénuévog kivouvog veppikng vocou g acbeveig e HIV Aoipwén o omoiog
oyetifeton pe mpoidvta mov mepiEyovv tenofovir disoproxil fumarate, 6Tmg 0
Emtricitabine/Tenofovir disoproxil Mylan

'Ot 10 Emtricitabine/Tenofovir disoproxil Mylan dgv cuvietdtatl yio xpror 6€ TodeTpikons
acOeveig pe veppikn duciettovpyia

O11 00 Tpémer va amopedyetal 1 xprion tov Emtricitabine/Tenofovir disoproxil Mylan pe
TAVTOYPOVT 1| TPOGPATT YPNON VEPPOTOEIKMV PAPUAKEVTIK®V TPoidvtav. Otav to
Emtricitabine/Tenofovir disoproxil Mylan ypncwyomoteiton padi pe veppotoEika popraKeVTIKA
TPoiovTa, Bo TPEMEL VO TapakoAOVOEITOL GTEVA 1) VEPPIKT| AELTOVPYiC, GCOUPOVA, LLE TO
TPOTEWVOLEVO YPOVOILAYPOLLLLOL

Ot o1 mandratpikoi acbeveic Oa mpémel Tpotov Eekiviioovy T Bepoameio pe 10
Emtricitabine/Tenofovir disoproxil Mylan va €govv voPAnOei oe apyikn a&lordynon g
VEQPIKNG TOVG AgtTovpyiog

H onpocio g taxTikng Tapakoiovdnong tng veppikng Aettovpyiog Katd tn S1dpKeld g
Oepameiog pe to Emtricitabine/Tenofovir disoproxil Mylan

ITpotevoeVo YPOVOSIAYPOLLLL Y10 TV TOPUKOAOVONGN TNG VEQPIKNG AEtTovpyiag,
Aappdvovtag vToy”n TNV Tapovcic N Arovsio ETTPOSHETOV TaPAYOVTIOV KIVODVOD Y10 VEPPIKN
dvoiertovpyia

Ot eav 0 pdopopog opov emifeParmbei 6Tt givar < 3,0 mg/dL (0,96 mmol/L) oe omolovonmote
modlaTpkd acbevi mov AapPavet tenofovir disoproxil fumarate, n veppikn Agttovpyia Oa
npénel va emavekTiun0el evtog piag efdopadoc. Eni aviyvevong 1 vwdvolag veppikov
dwtapaymv, Bo Tpémel va AapPaveTol yvoudtevon and VEQPOAOYO Yio Vo LeAETN Ol 1) a0
g Bepomeiag pe to Emtricitabine/Tenofovir disoproxil Mylan
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'Ot 10 Emtricitabine/Tenofovir disoproxil Mylan pnopet va mpokaiécet peimon g OIT ko 611
oL emdpaoels TV oxetilopevov pe to Emtricitabine/Tenofovir disoproxil Mylan petafoidv
otnv OII ywo ™ poaxponpofecun vyeia TV 06TOV Kol TOV HEAAOVTIKO KIVOLVO KATHYUOTOG OEV
eivon BéPateg yo Tovg TandloTpicong acbeveic

Ot eni aviyvevong 1 vdvolag 0GTIKGV dtoTapaymv, Oo Tpémel va Aapufavetol yvoudtevon and
€VOOKPIVOLOYO 1)/KOL VEPPOLOYO

Exnaidgvtiké gurirhddowo PrEP yia Tovg cuvtayoypoa@ovvtes y1oTpovg:

YrevOopon yo t Bacikn TAnpo@opio acQAAEING GYETIKA LE TNV YPNOT) TOV
Emtricitabine/Tenofovir disoproxil Mylan ce PrEP

YrevBbpion tov tapayoviemv ov fonfovv 6Tov Tpocdlopicuo TV aTOU®V oL Bpickoviol g
VYNAS Kivduvo va poAvvBovv and tov HIV-1

YrevOdpion oyetikd pe tov kivduvo avantuéng avtoyng oto eappako yio tov HIV-1 o pun
Swyvoopéva dropa pe HIV-1 Aolpmén

[Mapéyer Mnpopopieg acpareiog yio T cuppudpewon, v e&étaon HIV, v katdotaon tov
VEQPPOV, T®V 00T®V Kat Tov HBV.

Aiota ghéyyov PrEP ywa cvvtayoypa@ovvtes yratpovg:

YrevBupioeis yio a&lohoynoeig/mapoyn cuUPOVAGY GTIV apyIKT ETICKEYT KoL TV
TapoKoAovOon.

Exntadgotiko guriiaorwo PrEP yio to dtopo mov Kivouvelet (va TapEYETOL A0 TOV TAPO)O
vyeiag [ITY]):

YrevOupicelg oxetikd pe 1o T Oa mpénet vo yvopilel 1o dropo, TOG0 TP 0G0 Kot KOTd 1
duapxela AMyng tov Emtricitabine/Tenofovir disoproxil Mylan, yia ) peimon tov kivdbhvov
péAivvong oo tov HIV

YrevOhpion yio T 6TovdatdTnTo TG 0LGTIPNG CLUUOPPMCNG LLE TO GUVIGTMOHUEVO SOGOAOYIKO
oxfpo

MMopéyel TAnpoeopieg Yo tov Tpodmo Ayng tov Emtricitabine/Tenofovir disoproxil Mylan
MMapéyel mAnpoeopies yia Tig MOAVES OvETIBOUNTEG EVEPYELES

[Mapéyer Mnpopopieg yia Tov Tpdémo poAaéng tov Emtricitabine/Tenofovir disoproxil Mylan.

Kapta vrevOopiong PrEP yia 1o Gropo mov Kivovvevel (va tapéyerar amd I1Y):

YrevOopicelg yio GOUHOPPOOT| E TO SOGOAOYIKO TPOYPOLLLLL
YrevObion yio TapakoAovdnomn TV TPoyPOULOTICHEVOV KALVIK®OV ETICKEYEDV.
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ITAPAPTHMA III

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

KOYTI (I'TA KYYEAEX KAI ®IAAH)
ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg enucaAvppévo. e AETTO VUEVIO dloKia

emtricitabine/tenofovir disoproxil

2. YXYNGOEXH XE APAXTIKEX OYXIEX

KdaBe emucoivppévo pe Aemtd vpévio diokio mepiéyel 200 mg emtricitabine ko 245 mg tenofovir
disoproxil (wg maleate).

3. KATAAOT'OX EKAOXQN

[Mepiéyet: povodopikn Aaktoln. AvatpéEte 6To PUALO 001DV Y10, TEPIGCOTEPEG TATPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

Emwodoppévo pe Aemtd vpévio diokio.

2voKevaocies piaAng
30 emkaAvppéEVO LE AETTO VUEVIO dloKin

2voxevaoics koyelav (blister)

30 emkaAvppéva Pe AETTO LUEVIO dloKiol

30 x 1 emkaAvppéva e AETTO LUEVIO dloKia (GLOKELAGTO LOVASAG)
90 x 1 emkaAVUUEVE LE AETTO DUEVIO S1OKIO (GLOKELOGTO LOVASAG)
100 x 1 gmkoivppéva pe Aento VUEVIO O10KI0 (CVOKELOGTO LOVAIOG)

5. TPOITOX KAI OAOX XOPHI'HXHX

Am6 o1oUATOG XPNOT.

Awpdote To EUALO 0ONYIDOV XpYoNG TPV amd TN YPNoT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITOIA TO ®PAPMAKEYTIKO
TIPOION MPEMNEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZETITIZOYN TA ITAIATA

Na pvidoocetar o€ Béon v omoia dev PAEmOVY Kat dev Tpoceyyilovv Ta Todid.
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‘ 7. AAAH(EY) EIAIKH(EY) TPOEIAOITIOIHXEH(EIYX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEHX

AHEH/ EXP:

[Lovo oto eEmTepKd KOLTI]
Hupepounvia avolyparog:

2vokevaoia p1alng: Apol avorytel, ypnoiporomote vioc 90 nuepov.

9. EIAIKEX XYNOHKEX ®YAAZHX

Mn pvAdooete o€ Beppoxpacio dve tov 25°C. DuAGccETE OTNV 0PYIKT) GLCKELAGI, Y10 VO,
TPOCTOTEVETAL OO TNV VYPOGIA.

10. TATAITEPEX TIPO®YAAZEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOINOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY MIPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

DUBLIN
Iphavdio

12. APIOGMOZXZ(OI) AAEIAYX 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

13. APIOMOX [TAPTIAAX

[Moptide/ Lot

14. TENIKH KATATAZH I'TA TH ATAGEXH
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‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Emtricitabine/Tenofovir disoproxil Mylan

[®a gppaviletal povo 610 eE®TEPIKO KOLTI]

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

A163166T0TOG YPAPU®TOS KDdKaG (2D) mov @épel Tov TEpIANEHEVTO LOVASIKO aVOYVOPIOTIKO KOSIKO.

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

PC:
SN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI IOAYXYXKEYAXIAX (ME BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg enucaAvppévo. e AETTO VUEVIO dloKia

emtricitabine/tenofovir disoproxil

2. YYNGOEXH XE APAXTIKH OYZXIA

KaBe emucoivppévo pe Aemtd vpévio diokio mepieyel 200 mg emtricitabine ko 245 mg tenofovir
disoproxil (wg maleate).

3. KATAAOT'OX EKAOXQN

[epiéyer emiong: povoddpkn Aaktoln. AvatpéEtre 6To PUAAO 0ONYUDV Y10 TEPICCOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

[MoAamAn cvokevacio: 90 (3 cvokevacieg ProA®V TV 30) emKaAVUIEVE LE AETTO LUEVIO dtoKin

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Amd otopaTOG XPTION

AwPaote T0 PUALO 0INYIDOV XPNOTG TPV ATd TN YPNOT.

6. EIAIKH IPOEIAONOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEINEI NA ®YAAXXIETAI ZE OEZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetan o€ Béon v omoia dev PAEmovV kot dev Tpooeyyilovv Ta Todid.

‘ 7. AAAH(EY) EIAIKH(EYX) TPOEIAOITIOIHXEH(EIYX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEHX

AHZH/ EXP:
Ao avouytel, ypnoonomote eviog 90 nuepov.
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9.

EIAIKEX XYNOHKEX OYAAZEHE

Mn puAdooete og Beppokpacio dve Tov 25°C. DVAACGETE GTNV 0PYIKT GUOKELOGIM, Y10 VO
TPOCTOTEVETAU OO TNV VYPAUGIA.

10. IAIAITEPEX TIPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY MTPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

IpAavdia

12.

APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/16/1133/002

13.

APIOMOZX ITAPTIAAX

[Moptide/ Lot

| 14.

I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Emtricitabine/Tenofovir disoproxil Mylan

17.

MONAAIKOX ANAINQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A166106T0TOG YPOUU®TOS KDoA (2D) mov pépeL Tov TEPIANPOEVTA LOVASIKO OVAYVOPIGTIKO KOIIKO.
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18. MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC:
SN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI IOAYXYXKEYAXIAY (XQPIX BLUE BOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg enucolvppéva pe Aentd vpévio diokio

emtricitabine/tenofovir disoproxil

2. YYNGEXH XE APAXTIKH OYZXIA

KaBe emucoivppévo pe Aemtd vpévio diokio mepieyel 200 mg emtricitabine ko 245 mg tenofovir
disoproxil (wg maleate).

3. KATAAOT'OX EKAOXQN

[epiéyet emiong: povoddpikr Aaktoln. AvatpéEte 6to PUAAO 0ONYUDOV Yo TEPICCOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

30 emkoAvppéva pe AeTTO LUEVIO dlokia

Mépog molhamAng cuckevaciag, dev TOAEITAL YOPIGTA.

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Am6 otopaTOG XPIION

Awpdote To pUALO 0ONYIDV XpYONG TPV amd TN YPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
TIPOION MPEMNEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No purdooetan og BEon v omoia dev PAETOVV Ko dev Tpooeyyilovv Ta Toudid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXEH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEHX

AHEH/ EXP:

<podvo oto e€mTEPIKO KOLTE>
Hpepounvia avoiypartog:
AoV avouytet, ypnoomomote evtog 90 nuepdv.

9. EIAIKEX XYNOHKEX ®YAAZHX

Mn puAdooete og Oegppokpacio dve Tmv 25°C. DVAACCETE GTNV 0PYIKT GVCKELOGIM, Y10, VO
TPOCTOTEVETAL OO TNV VYPOGIa.

10. TAIAITEPEX TPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOINOIHOENTON ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY MIPOEPXONTAI AITIO AYTA, E®@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

Iphavdia

12. APIOGMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/16/1133/002

13. APIOMOX ITAPTIAAX

MMoptida/ Lot

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

Emtricitabine/Tenofovir disoproxil Mylan
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17. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIZAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163166T0TOG YPAUU®TOS KDdwKag (2D) mov @épel Tov TEpN@HEVTO LoVaSIKO aVoyVOPIOTIKO KOSIKO.

18. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

®YAAO BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

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

2. ONOMA KATOXOY THX AAEJIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

AHEH/ EXP:

4. APIOMOZX ITAPTIAAX

[Moptide/ Lot

5. AAAA XTOIXEIA

62




B. ®YAAO OAHI'TQN XPHXHX
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®VOrAo ooNyIOV xpions: ITAnpogopies yia Tov yprioT

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg emkoioppéva pe Aentd vpévio dokia
emtricitabine/tenofovir disoproxil

AwPaote TPoGEKTIKA 0AOKANPO TO GVALO 03N VLAV YP1)OI|S TPV OPYICETE VA TALPVETE AVTO TO

PaPROKO, OLOTL TEPLAUPUPAVEL GILAVTIKES TANPOPOPIES YU GOC.

- DduiaEre avtd T EUALO 0dNYIBY Yprions. Towg ypelaotel va to dopdoete Eava.

- Edav éxete mepartépm amopiec, poTioTE TO Y1ATPO GO N TO POPUOKOTOLD GOC.

- H ocvvtayn v avtd 1o pappoko xopnynonke amokAelotiKd yio cog. Aev TpENEL va SMGETE TO
QappoKo o€ GAAoVS. Mmopel va Toug Tpokarésel PAAPT, akOpa Kot OTAV To oMUEia TG
aoBéveldc Toug givart 101 [Le ToL O1KA Gag,.

- Edv mopatnpnoete kdmoto avemBountm evépyelo, EVUEPADGTE TOV YLOTPO 1| TOV PAPUAKOTOLO
60G. Avtd 1oyvel kat yio Kabe mhavn avemlBOUNT EVEPYELD TTOV EV AVOPEPETOL GTO TOPOV
@OAAO 0ONYUDV Yprone. BAéne mapdypago 4.

T Tepréyer o mTapév @OALO 00N LAV

T givon to Emtricitabine/Tenofovir disoproxil Mylan kot oo givat 1 gp1ion tov
T mpénet va yvopilete npv ndpete to Emtricitabine/Tenofovir disoproxil Mylan
[Iog va mépete to Emtricitabine/Tenofovir disoproxil Mylan

[MBavég avemBounteg evépyeleg

IMog va purdocoete to Emtricitabine/Tenofovir disoproxil Mylan

[Tepieydueva TG cLOKEVAGING KAl AOUTEG TANPOPOPIES

Uk~

1. Th givar To Emtricitabine/Tenofovir disoproxil Mylan ko mowa givon 1) xp1jon Tov

To Emtricitabine/Tenofovir disoproxil Mylan mepiéyel 600 dpacsTikég ovoiceg, Ty emtricitabine
Ko 10 tenofovir disoproxil. Kot o1 300 oveieg givan avriperpoird @ApLOKE TOV ¥PNGLUOTOIOVVTOL GTN
Oepaneio ng HIV Aoipwéne. H emtricitabine givatl vovxleoaidixog avaaroréas thg aviorpopns
uetaypopaons Kot 1o tenofovir etvan vovxeotidikog avaaroréag ths avaatpopns uetaypapdaons. Ev
TOVTOLG KOt T 600 givat upéws Yvaotd mg NRTIs kot Agitovpyodv mapepfaivoviag 6T QUGIOAOYIKY
Aertovpyia gvog eviOOL (avAGTPOPT| LETOYPOPAGCT])) TO OO0 EIVOL OVGIMOEG Y10 TIV OVATOPOYMYN
TOL 100.

. To Emtricitabine/Tenofovir disoproxil Mylan ypnoipomoigiton yia TV avTipeTOTION TG
MoipmEng and tov I6 Avpamvng Avocoaverapkelag 1 (HIV-1) og evijhikec.
. Xpnowonowcital exiong ywa ) Ogpameio Tov 100 HIV ot gp)pfovg nhkiog 12 {og kdtm

TV 18 g1V, pe Papog 35 Kihd TovAEYLGTOV KOt 01 omoiol Exovv 1ON AdPetl Bepaneia pe dAlo
eappaxa yuo. tov HIV, ta omoia dgv givar TAéov omoTELEGHATIKA 1] £XOVV TPOKOAECEL
TOPEVEPYELEG.

- To Emtricitabine/Tenofovir disoproxil Mylan npénel mévta va ypnoyLonoleital 6€ GLVOVAGHO
pe dAha eappaka yuo v avtipetomion g HIV Aoipméne.

- To Emtricitabine/Tenofovir disoproxil Mylan uropei va yopnyn0ei avti tng emtricitabine kot
tov tenofovir disoproxil Aappavopévev Eexwpiotd otig id1eg 0OGELG.

Ta aropa mwov givan OeTikd otov 16 HIV g£akoiovBolv va propovv vo petad®dcovy Tov 16 HIV
Otav AopPAvouy auTo TO PAPLOKO, 0V KOL O KIVOUVOG LELDOVETUL LLE TNV OTOTEAEGHOATIKT OVTIPETPOIKT
Oepaneio. Zo{NTNOTE UE TO YIOTPO GOG TIG TPOPVAAGEELG TTOV OTTOLTOVVTOL Y10 TNV ATOPLYN TNG
petddoong Tov 100 g AAAOVG avBpdTOVG.

To @dppoxo avto dev Oepamever Tnv HIV rhoipwén. Evd Aopfdavete to Emtricitabine/Tenofovir

disoproxil Mylan, propei va ovantocoete akoun Aoméelg 1 dAleg acBéveleg mov cuoyetiCovran pe
v HIV Aoipwén.
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. To Emtricitabine/Tenofovir disoproxil Mylan ypncipomoireiton ewiong yio peimon tov
KivoOvou porvveng and tov 10 g HIV-1 hoipmEng oe evijhikeg kot og eprfoug nhkiag
12 gtV £m¢ KATO TOV 18 1@V, pe Bdpog TovLaLeTOV 35 KIAG, OTAV YPNCILOTOLEITOL (OC
kaOnuepvn Bepameia, poll e TPAKTIKES Y10 0oPUAESTEPO OEE:
BA. mapdypapo 2 yio évav Kotdhoyo Tov HETp@V Tpo@vAatng Evavtt g HIV hoipwéng.

2. T péner va yvopilete npwv napete 1o Emtricitabine/Tenofovir disoproxil Mylan

Mnyv népete To Emtricitabine/Tenofovir disoproxil Mylan ywa Tnv avtipetomion tov HIV 1 yia
VO LELOGETE TOV Kivouvo péivvong amd tov 16 HIV, gav giote alrepykoi otny emtricitabine,
tenofovir, tenofovir disoproxil 1] 6€ 0101001 TOTE AALO OO TG GLGTOTIKG AVTOD TOL POPUAKOV
(avagpépovtal 6Ty Tapdypapo 6).

2>  Av avT6 16y08L Y10 603, EVNREPADGTE APEGMS TO YIUTPO GAS.

Ipw népere To Emtricitabine/Tenofovir disoproxil Mylan yia va peidcere Tov kivovvo péivveng
omd tov 16 HIV:

AvT106 10 PAppHOKO UTOPEL VA LEIDGEL TOV Kivouvo TpocBoing and tov HIV pévo mpiv polvveite.

. Mpéner va giote HIV apvntikoi Tpotod Eekivijeete vo LapfaveTe avTtod T0 QAPRUKO YLd VO
HELDGETE TOV Kivouvo porvveng and tov 16 HIV. [pénet va vroPindeite og e€etdoeig yia v
BePorwbeite 611 dev £xete oM HIV Loipwén. Mnv mtépete ovtd T0 GAPLOKO Y10 VO LELDGETE TOV
Kivouvo Tov druTpéyete ekTog av £xel emPeforwbei 6Tt eiote HIV apvntkoi. Ta dropa mov
&xovv HIV mpémnet va Aapfdavouy avtd to papLoko 6€ GUVILAGUO [E AALD PAPLLOKA.

. MoAréc eEeTdosi Yo HIV propei va pnv evromicovv o tpés@atn AoipmEn. Av
ekdnidoete o achévelo mov Oupilet ypinn, Oa propovoe va onpaivet 6Tt £xete polvvoei
npocpata ard tov 10 HIV. Ta topakdto arotelodv onpeio poivvong and tov 16 HIV:

Kovpaon

TUPETOG

7TOVOL GTIC apOPDOGELG ) GTOVG POEG

TOVOKEPUAOG

guetdc M didppola

eEavonua

VUYTEPIVES EQLOPADCELG

SL0YK®UEVOL AEPPASEVEG GTOV AdLUO 1 TN PovPmVvikn ydpo

> Evnuepdote Tov Y10tpod 60g av ekdnidoete ac0ivera mov Bopiler ypinn — eite Tov piva

TPOTOV OPYICETE VO TAIPVETE AVTO TO PAPLOKO EITE OTOLAONTOTE GTIYUN EVD AAPPAvVETE
awtd T0 PApLAKO.

Mpocdomon|ceis Kot TPOPVAGEELG

Evo Aappavere To Emtricitabine/Tenofovir disoproxil Mylan ywo va peidogte Tov Kivoovo
porvveng and tov 16 HIV:

. Noa Aoppdavete avtd 10 @apuaKo KaBnNUEPIVA Y10, VO, HELDGETE TOV KiVOUVO TOV SLUTPEYETE KOL
oL povo 6tav vopilete 6T exTedKaTE 08 Kivouvo gpavieng HIV rhoipwéne. Mnyv
nopoieinete kapio 06om tov Emtricitabine/Tenofovir disoproxil Mylan kot unv otopotdte vo

to naipvete. H mopdienymn d6cemv pmopel va avénoet tov Kivovvo poivveng omd HIV Aolpwén.

. Na e€etaleote taxtikd yo HIV.
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Av vouilete 0t1 poAvvOnkate and tov HIV, evnuepdote apéomg tov yatpd cag. Evoéyetal va
oag voPdAel og TepLocOTEPES £EETATELS Y1 Vo, Stoopadioel 6T e&okolovbeite va glote
HIV apvnrikoi.

H MMy tov Emtricitabine/Tenofovir disoproxil Mylan awAhd kot poévo evogyetan va punyv

600G TPOSTATEVGEL Ad TN porvven amd Tov 16 HIV.

o  XPNOWOMOLEITE TAVTO TPAKTIKES ACPAAEGTEPOV GEE. XPNOLUOTOLEITE TPOPLANKTIKA Y10l VOl
UELMGETE TNV EMOPT LE CTEPLA, KOATUKA VYPA 1 aipLa.

e Mn popdlecte TPOSHOTIKE aVTIKEIEVO TOV UTOPEL va £x0VV aiplol ] COUOTIKE VYPA TAV®
TOVG, OIS 060vTOPOVPTCESG KoL AeTidec EpaPLoD.

e M popdleote N emavoypnoonoleite PeAdveg 1 GAAO eEOTAIGUO YOPYNONG EVEGEWDV 1|
VOPKOTIKOV.

o No e&etdleote Yo AAAEG 08E0VOAMKE PETAOIOOUEVEG AOUDEELS, OTMOG GVPIAT KoL YOVOPPOLQ.
AvTég 01 AodEELG KaB1oTOVY guKOAOTEPT T HETAd00T Tov 100 HIV.

Potote Tov ylo1pd 60G 0V £YETE MEPALTEP® EPMTNOELS GYETIKA LLE TOV TPOTO TPOANYNG TNG LOAVVGNG
am6 tov 10 HIV 1 g petddoong tov HIV og dAlovg avBpdmovg.

Evéoo naipvere To Emtricitabine/Tenofovir disoproxil Mylan ywa tnv avriper@mon tov HIV 1
Y0 VO, LELOGETE TOV Kivouvo porvveng amo tov 10 Tov HIV:

To emtricitabine/tenofovir disoproxil gvéoéyerar va exnpedosr Tovg veppoig cag. [Ipwv kot
KaTd T S1APKELN TNG AYWOYNS, O YIHTPOg 060G 0o cog {nTNoset EVOEXOUEVMG OPIGUEVEG EEETAGELG
OilaTOog Y10 VoL LETPTGEL TN OMGTH AEITOVPYia TOV VEQPPOV cag. Evnuepdote 10 yiotpd cog av
glyate 610 TOPeABOV kAol VEPPIKN TABNoM N av ot e&gTdoelg Gag £de1Eav OTL EYETE VEPPIKA
npofAnuata. Eqv £xete veppikd mpofAnpata, o yiotpog cog ivar mbovo vo cog cupfovienost
vo otapotnoete va Aapfdvete emtricitabine/tenofovir disoproxil 1 v €yete 11 pLoAvvOel amd
tov HIV, va Aappaverte emtricitabine/tenofovir disoproxil Atydtepo cuyva. To
emtricitabine/tenofovir disoproxil dev cuvictdrton edv £gete coPapn acbivela 6Tovg veppoic N
€av vofaiiecte og ayokdbapon.

Mpopipate 06TOV (TOL EKINADVOVTOL MG ETILOVOG 1] EMSEWVOVLEVOG TOVOG GTA 00TA Kot
KOTOA YOOV LEPIKEG POPEG OE KATAYLOTO) UTOPEL va eppavicTodv g&attiog tng PAAPNg ota
KOTTOPO TOV VEQPIK®V coAnvapiov (BA. tapdypapo 4, ITi6avés avemBounteg eVEPYEIES).
Evnuepaoote tov yotpd cag edv £xeTe TGVO GTA 0GTA 1 KOTAYLLOTOL.

To tenofovir disoproxil pmopel eniong va TpokaAécel anmAgln 06TIKNG TUKVOTNTaG. H o
£VTOVT OTTMAELN OGTIKNG TUKVOTNTOG TapatnpnOnke o KAvikég peétec 6tav ol acheveic
ElaPav Bepaneio yio tov HIV pe to tenofovir disoproxil oe cuvévacuod e evioyvpévo
OVOGTOAEN TPOTEACTG.

Yuvolikd, ot emdpdoels Tov tenofovir disoproxil otn poakporpdBesun vyela TOV 0GTMOV Kol TOV
LEALOVTIKO KivOLVO KOTAYLATOV GE EVIAMKESG KOl TodL0TPLkovs acbevelg dev givar PEPares.

Evnuepoote tov yotpd cog edv yvopilete 6t1 mhoyete and ooteomdpwot. O acbeveic pe
00TEOTOPMOT] S1ATPEXOVY VYNAOTEPO KIVOLVO Y10l KOTAYLLOTO.

YolntioTe pE 10 Y10TPO GUC, AV £YETE IGTOPIKO NTOTIKNG VOGOV, cupmeEpLAapfavopivng
¢ nratitdac. Acbeveig pe HIV Loipmén ot onoiotl Tdoyovv Kot omd Nratikn voco
(cvumeprapfovopévng g xpoviag nrotitioag B 1 C), ol omoiot Aapufdavouvv avtipeTpoikn
ayoyn, epeavitouv avénpévo kivouvo eppdvions cofapav kot duvnTikd avatnedpwov
NTATIKOV avemBountov evepyelmv. Av éxete nratitida B 1 C, o yiatpog ocag Oa kpivel pe
TPOCOYN CYETIKA LLE TO TOL0 EVOL TO KOAVTEPO BEPATEVTIKO GYNLLA Y10 GOGC.

Ma0ete To amotéreospo TG sEETaong Yo Tov 16 TG nratitideg B (HBV) mpotov apyicete
to Emtricitabine/Tenofovir disoproxil Mylan. Av ndoyete amdé HBV Aoipwén, vrdpyet coPfapdg
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Kivouvog NIOTIKGOV TPOPANUAT®V 0TV OTaUATNCETE Vo, AapPdvete To emtricitabine/tenofovir
disoproxil, gite &yete poivvOei kot omd tov 16 HIV, gite 6yt Eivon onpovtikd va pnv
oTopoTnoeTe va Aappavete to emtricitabine/tenofovir disoproxilywpis va €yete piknoet otov
ywTpd cog: PA. mapdypaeo 3, Mn oroupotioete ty Ajyn Emtricitabine/Tenofovir disoproxil
Mylan.

. Milij6Te pe T0 Y10Tpo 060G av €i6TE AVO TOV 65 TV, To emtricitabine/tenofovir disoproxil
dev &yel pedetn el og aobeveic Avo TV 65 eTMV.

. Mikij6Te pe T0 Y10TpO 060G £Gv dev €i6TE AVEKTIKOG 6TV Aaktoln (PA. «To
Emtricitabine/Tenofovir disoproxil Mylan nepiéyel Aaktoln» TopakdT® G€ aVTHV TNV

TOPAYPaPO).
HModra ko épnpor

To Emtricitabine/Tenofovir disoproxil Mylan dgv mpoopiletar yia yprion o€ moudid kot pnpovg
nliog KaTo Tov 12 etdv.

Alro pappoxa ko Emtricitabine/Tenofovir disoproxil Mylan

Mnyv maipvete To Emtricitabine/Tenofovir disoproxil Mylan, ov maipvete 10m dAla @dppoka to
07010l TEPLEYOVV TO GLGTATIKA AVTOV TOV PaPUAKoL (Ta omoia givar | emtricitabine kot To tenofovir
disoproxil) 1| omowadnmote dALa avtukd eappaka Tov mepiEyovy tenofovir alafenamide, lamivudine 1
adefovir dipivoxil.

H My tov Emtricitabine/Tenofovir disoproxil Mylan peli pe érAha @appoxa Tov propovv va
Prayovv Tovg veQpols cag: gival Wloitepa ONUAVTIKO VO, EVIUEPDGETE TOV YTPO GG AV TUYOV
Aoppdvete 0mo100NTOTE Ao AVTA TO PAPULAKO, T OToia TEPAApPdvovTot

® o1 apvoyAvkoacideg (Yo foaktnprokn Aoipmén)

e 1 amphotericin B (yio pokntiocikn Aoipmén)

o 1 foscarnet (yia 10yevn Aoipwén)

e 11 ganciclovir (Y10 1OCELS)

e 1 pentamidine (ywo 0yevn Aoipwén)

e 1] vancomycin (ywo Baktnplokr] Aoipwén)

e 1) interleukin -2 (yw ) Bepaneio Tov Kopkivov)

o 70 cidofovir (yio 10yevi Aoipwén)

® L1 GTEPOELDN OVTIPAEYLOVAOIT pappoka (MEAD, yio v avaKoOELeT TOVEV TOV 0GTOV 1

UKDV TOVOV)

Edv maipvete kdmota GALO ovTUKO GAPLOKO LIE TNV OVOUAGTO OVAGTOAENG TPMOTEACT| Y10, TV
avtyetonion tov HIV, o yiatpdg oag umopel va cag {ntioet va kdvete e£€TACELG AILOTOS OGTE VO
TapoKorlovbel oTeEVA TN VEQPIKY GOg Agttovpyia.

Eivol ewiong onpavTtiko va eviuEPMOETE TOV YIOTPO 6ag Gv Aappavete ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1 sofosbuvir/velpatasvir/voxilaprevir yio m Oepaneio Tng Aoipwéng and
nratitdo C.

Afqyn tov Emtricitabine/Tenofovir disoproxil Mylan pali pe aAho ¢éppoka wov TepLEyovy
odavocivy (Yo v avripetamon T HIV hoipmEncg): H Afyn tov emtricitabine/tenofovir
disoproxil poli pe dAlo avTukd eappoka Tov TEPLEXOVV ddAvVosivn, uropel va avENGEL T ETITESQ
¢ didanosine 610 aipa cag Kot evogyetal va Letdaoet Tov apfuod tov CD4 kuttdpov. PAeypovn Tov
TOYKPENTOG KO YOAKTIKY 0&€won (Tepiooeta yolakTikov 0£€0¢g 6T0 aipla), | onoia eviote mpokolel
T0 Bdvaro, £xovv omaving avapepbel dTav GuYYOPNYOOVTIOL PAPHOKO TOV TEPEXOLV tenofovir
disoproxil kot didanosine. O yuTpog cag Ba kpivel pe Tpocoyr|, v Ba cag YOpNYNOEL Oy®YN LE
cvvdvacuovg tenofovir kot didanosine.
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>  Evnuepdorte Tov y1oTpo 60g av moipvere omotodnmote and avtd ta eapuaka. Evnuepmote tov
YTPO M TOV POPHOKOTOLO GOG €AV TaipveTe, Exete TPOGPOTO TAPEL 1| TOAVOV VoL TAPETE GALOL
QAapLLOKO.

To Emtricitabine/Tenofovir disoproxil Mylan pe Tpo@1n kor wotd

° Omnote givar epiktd, to Emtricitabine/Tenofovir disoproxil Mylan npénet va Aappdaveton pe
TPOYH.
Kinon kot Oniaocpog

Eav gicte £yxvog 1] Onralete, vopilete 0TI propel va gi6Te £YKVOG 1] 6YEOILETE VU ATOKTIGETE
nadi, LnTioTe T ovpPovii] TOV YIATPOD 1] TOV QUPLAKOTOLOD GUG TPV TAPETE AVTO TO
QPapproKo.

Av éyete MaPer to Emtricitabine/Tenofovir disoproxil Mylan katd tn Siépkeia TG €YKOHOGUVNG
060G, 0 YTPOG 60, Uropel va {NTnoel va KAVETE TAKTIKEG EEETAGELS QOTOG KOt GAAOVG S10yVMGTIKOVG
EAEYYOVG TPOKEWEVOD VA ToPakoAoVBEL TNV avamtuén Tov Todod caG. X madld TV OToimV ot
untépeg Edapav NRTIs koatd ) Sidpkela g eykvpochvig, To 6¢elog g Tpootaciog and Tov HIV
vIEPEiye TOV KIVOOVOL eVOEYOUEVOV AVETIOVUNTOV EVEPYELDV.

. Mn Onralete kot ™ dudpkera TG Oepamsiog pe Emtricitabine/Tenofovir disoproxil
Mylan. Avt6 anotteital 510TL 01 SPUCTIKEG OVGIES TOV PAPUAKOL AVTOV OTEKKPIVOVTOL GTO
UNTPIKO YOO,

. O Onhooudg dev ovviotdtar o€ yovaikeg pe HIV Aoipmén, mpokeipévou va amopevydei 1

petddoon tov HIV 610 veoyvd pécm tov yahaKTog.

O0MyNon Kol YEPIGROS PNYAVILATOV

To emtricitabine/tenofovir disoproxil pmopei vo mpokorécel (An. Av vidoete {aAN Kot T StpKELL
NG Oy®YNG GOG UE 0VTO TO QAPLOKO, PNV 0O YEITE Kol [T XPTCLOTOIEITE EpYyaieio 1] UNYOVILOTO.

To Emtricitabine/Tenofovir disoproxil Mylan wepiéyel Aaxtoln

Av 0 Ywatplg 6ag 6ag £xerL evipepacel 6T £xeTe dvoavetio o€ opIoPEVa GAKYAPU, ETLKOLVOVIGTE
LLE TOV Y1UTPO GOG TTPLY TAPETE AVTO TO PAPLUKO.

3. og va napete To Emtricitabine/Tenofovir disoproxil Mylan

. [MavtoTe vo TOIPVETE TO PAPRAKO AVTO AVGTNPE CORPOVA IE TIS 0ONYIES TOV YIUTPOV GOC.
Edv éxete appifories, potiote 10 Y10TpO N TO PAPLOKOTOLO GOG.

H csvvictodpevn 6601 tov Emtricitabine/Tenofovir disoproxil Mylan ywa tnv avtipet@mion Tov
HIV givar:

. Evijlikeg: éva diokio tnv nuépa, Omote eivat EQIKTO e TPOOT.

. "Egonpor nuikiog 12 éog kdtm TOVv 18 £TdV, pe fapog 35 kKihd TovrayeTOV: £VOl dioKio TNV
nuépa, OTOTE etval EPIKTO LE TPOPT.

H csvvictodpevn 6601 tov Emtricitabine/Tenofovir disoproxil Mylan ywa pgioon 1ov Kivovvov
porvveng amé tov HIV givau:

. Evijlkeg: éva diokio tnv nuépa, Onote elvat EPIKTO LE TPOOT.
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e 'Egpnpor niiog 12 ¢og kédto TV 18 £TdV, pe Papog 35 kKihd TovraieTov: £va diokio TV
nuépa, OTOTE EVaL EPIKTO LE TPOPT).

Edv éyete duckohio otV Kotdmoo, uropeite vo OpuppaTiceTe To S16KI0 e TNV GKPT| EVOG
KovtoAov. Katoémv avapi&te ) oxovn pe nepinov 100 mL (pioed motnpt) vepou, yupod TopTokaAlon
N XVLOV GTAPLALOD KOl TLEITE TO AUECMG.

. [avrtote vo TaipveTe TN 0061 TOL GO GLVEGTIOE 0 YLUTPOS 6ag. 'Etol Ba eEacparicete o0t
TO PAPUAKO GG Elval TANP®G ATOTEAEGHOTIKO Kot Ba petdoete TNV mMOavOTNTA OVATTUENG
avToyNG otV aywyn. Mnv aAldéete tn docoroyia ympic TNV EVTOAN TOV Y10TpoD Gag.

. Av hapfavere ayoyq ywo avripetomion g HIV hoipméEng, o yiotpog cag Ha cog
ocuvtayoypaenoel Emtricitabine/Tenofovir disoproxil Mylan pe dAAa ovTIpeTpOiKA QAPLLOKAL.
AvazpéEte ota PuAla Odnyidv Xpnong yia Tov ac0evi) Tov GAAOV OVTIPETPOTKOV PAPULIK®V,
Yo 00MYIEG OYETIKA UE TO TG VO AAUPAVETE QVTA TOL PAPLLOKAL.

. AV TOipVETE AVTO TO PAPLAKO VLU VO HELAOGETE TOV Kivouvo porvveng andé tov HIV, va
TaipveTe aVTO TO PApHaKo KABe NUEPA Kot OxL LOVo otav vopilete 6T exTeONKOTE G€ Kivouvo
poivveng amo tov 10 HIV.

Potiote Tov yuotpd 060G av £XETE EPMTNOELS GYETIKA LLE TOV TPOTO TPOANYNC TNG LOAVVGNS 0t TOV 10
HIV 1 g petddoong tov HIV ce dhiovg avBpodmovg.

Eav napete peyarvtepn 60on Emtricitabine/Tenofovir disoproxil Mylan am6 Tnv kavovuki

Edv mapete xotd Aabog peyorvtepn d6on Emtricitabine/Tenofovir disoproxil Mylan amd
GUVIGTAOUEVT], GLUPOVAEVTEITE TO YIUTPO GOG 1) TO TANGLEGTEPO TUNLLOL ETELYOVIMV TEPIGTATIKAOV. Nat
KPOTATE TN QLIAN 1 TN Gvokevacia pe To diokio pali oag, £T61 MGTE VO, WTOPEITE EVKOAL VO
TEPLYPAYETE TL EYETE TAPEL.

Eav Eeyaoete va napete 1o Emtricitabine/Tenofovir disoproxil Mylan
Eivai onpoavtikd va unv topaieinete kapio d6on tov Emtricitabine/Tenofovir disoproxil Mylan.

. Eav to mapatnpioete £viog 12 @pav and v dpa mov Bo maipvate Koavovikd 1o
Emtricitabine/Tenofovir disoproxil Mylan, ntdpte katd mpotiunon to diokio pe eayntd 1o
GUVTOUOTEPO SLVOTO. XTT) GLVEXELD, TAPTE TNV EMOUEVT] 0OGT 61N cuvnBiouéVn dpa.

. Eav 1o mapatnpiocete 12 1| TEPLGGOTEPEG MPEG PETE TNV Dpa TOV AapPdvete cuvnOwg T0
Emtricitabine/Tenofovir disoproxil Mylan, Egydote ) 660om mov Tapareiyote. [Tepuévere kot
napte TNV endEVN OGN, KATA TPOTIUNoN HE payntd, T cuvniicuévn mpa.

Av KaveTe EPETO 68 MydTEPO OMO pic Apa amwd TN AyYn Tov diokiov, Tdpte Eva GALO diokio. Agv
yperaleton vo TapeTE GALO S10KI0, 0V KAVETE EUETO 0OV £XEL TEPAGEL piot dpa od TN ARy avToD TOL
(QOpUAKOV.

Mnyv ctapoetare va taipvete To Emtricitabine/Tenofovir disoproxil Mylan

. Eav naipvere Emtricitabine/Tenofovir disoproxil Mylan yiwo Tnv avripetdmon e HIV
roipmEng, n dtakonn g AMyng TV diokimv UTopel va LELDMCEL TNV OMOTEAECUATIKOTNTA TG
avti-HIV aywoyng mov cag éxel GLGTNGEL 0 YIUTPOG GO,

. Av maipvere Emtricitabine/Tenofovir disoproxil Mylan yia va peidcete 10V Kivovvo
poivveng amé tov 16 Tov HIV, unv otapatdrte vo toipvete avtd 10 pAPUOKO KOl UV
napodeinete Kopio 66om. H dtokon tng xpnong avtol Tov oprdkov 1 1 mapdretyr d0cemv
pmopet va avénoet tov kivouvo vo tpocPindeite amd HIV Aoipwén.
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>  Mnyv etapotiocste vo Aapfavere To Emtricitabine/Tenofovir disoproxil Mylan yopig
V0. EMKOLVOVI|GETE ILE TOV YLATPO GOC.

. Av éyete nroritido B, eival moAd onpoavtikd va pn dtakoyete T Bepaneio oog pe to
Emtricitabine/Tenofovir disoproxil Mylan ywpig va evnuepocete 10 yiotpo cog. Evdéyetot va
ypeoTEl va Kavete eEETAGELS ALOTOG Y10 APKETOVG UNVES LETA TN Ol0KOT TG Bepamneioc. Xe
ao0EVEIG [LE TTPOY®PTLEVT] NTTATIKY VOGO 1| Kipp®oT), 6EV GLUVIGTATAL 1] SLLKOTH TNG AYWOYNS,
KaBmG eVOEXETAL VO EYEL MG ATOTELEGHLN TNV EMOEIVOGT TNG NTOTITIOAG GOG, 1) OTTOi0 UTOPEL VoL
glvar ameintiky yo ™ o).

>  Evuepdots opéocms To YIoTpo 060G oV TOPATPNOETE VEL 1] AcVVIHIGTA CLUTTOUNTO.
UETA TN S10KOTT TNG AY®YNG, 10IMC GCVUTTOUATO, TTOV TIGTEVETE OTL oYeTICOVTOL IE TNV
nratitdo B.

Edv €gete meplocOTEPEG EPOTNOELG GYETIKA LE TN YPNON AVTOV TOL PAPUAKOV, POTACTE TO YIOTPO 1 TO
(QOPLOKOTOL) GO,

4. IMOavéig avemOouunTES EVEPYELEG

Onwg 6A0 0. PAPLOKO, ETGLKOL 0VTO TO PAPUOKO PUTOPEL VO TPOKOAEGEL AVETIOVUNTES EVEPYELES OV
Kot 6gv Topovclalovtal 6 OAOVG TOVG AVEPMOTOLG.

MBavéc cofapég avemBouNTEG EVEPYELES:

. H yohaxtiki oE€mon (mepicoeia yolaktikod 0&€og oto aipa) givar pa omdvie, oAAE dSuvnTiKd
Bavatnedpoc avemBountn evépyeta. H yoraktikn o&émon eppaviletol cuyvotepa G€ YOVOIKEG,
1Wimg av elvar vépPapeg Kot og dTopa e nmatiky voco. Ta tapakdto propet va gival onpeio
YOAOKTIKNG 0EEMONG:

o Babeia kon Tayeio avamvon

® VTV AL

o aicOnpa adwbeoiog (vavtia), adrabdecio (EpeToq)
® KOWMOKOG TOVOG

>  Avvopilete 6TL TaoyETE 00 YohakTuKY 0&Eon, {nTiioTte apécmg wrpiki] fordsia.

Toyév enpeia preypovig 1 hoipméne. Ze opiopévoug aobeveis pe mpoywpnuévn HIV hoipmén
(AIDS) kot 1otopid evkoprokmv Aopuméewnv (oyméelg mov eppavifovot o€ dtopo e adhvapo
OVOCOTOUTIKO GUGTNEL), LTopel va ekdNA®BODY onpein Kol GUUTTOUATO PAEYLOVIS OO
Tponyovpeves Aotudéelg Aiyo petd v évapén g avti-HIV ayoync. Oswpeitotl 6tL avtd T
CLUUTTOROTO 0PEiAovTaL 6€ BEXTIDOT TNG AVOGOAOYIKNG OMOKPIGTG TOL GMOUOTOG, 1| OTOio TAPEYEL
GTOV OPYOVIGUO T SLVATOTNTO VO KATOTOAENA TIG AOUMEEIS TOV EVOEXETAL VO VITAPYOVV YOPIg
EKONAL GUUTTAOUOTOL.

. Avtodvooes dratapayés, GTav TO AVOGOTOINTIKO GUGTNUE ETLTIBETAL GE VY 1GTO TOV
COUOTOG, UTOPEL VO EPPAVIGTOVV apov apyiceTe Vo AAUPAVETE PAPLLOKE VIO TNV OVTILETMTLON
g HIV Xoipwéng. Ot avtodvoces dtotapayes evogyetat va ekdNA®mOovV ToALoVG Piveg HETA
v évapén g Bepancioc. [lpocéyete yia copntdpata AOIL®ENG N GAAN CUUTTOUATO, OTMS:
® LUK aduvapio
o advvapio Tov EEKvA oTa ¥EPLN Kot TOL TOS0L KOl TPOYXMPE TPOG TOV KOPUO TOL GOUOTOG
o aicOnpo ToALdV, TPOHOG 1 VITEPILEYEPON

>  Eav mapatnpi6ets 00Tl T0 COPATONATA 1] OTOLONTOTE COUATONA PAEYHOVIS 1
roipméng, intiote apéong wTpiki fordsra.
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MBavéc avemBOuNTES EVépyereg:

oAV ovyvéc avemBOuNTES EVEPYELES

(umopei vo. exnpeaoovy wepioootepo. amd 1 ato 10 drouan)

. duappota, adiabecio (Epetog), aicOnua adwbdeciog (vavtia),
. CaAn, movokEparog

. e&avonpa

. aicOnua advvapiog

O1 eletdoeig umopel emions va ogiéovv:
. LEL®UEVO, ETTEND POGPOPOV GTO OLiLLOL
. avénuéva emineda KIvaons g KpeoTivig

Yoyvég avemOOuNTeg evEPYELES
(umopei vo. exnpeaoovy éwg 1 aro 10 droua)

. TOVOG, GTOUOYIKOG TTOVOG

. dvokoAio GTov VTVO, L1 PLGLOAOYLKE OVELPaL

. TPOPANLOTO OTNV TEYT TOV £X0VV MG ATOTEAECLLA SVGEOPIA PETE 0o TaL yev AT, aicOn o
TUUTOVIGHOD, HETEMPIOUOG

. eEavOnuota (cvpmepiiapfovopsévav eppBpmv KNAd®V 1 OTIYUATOV LEPIKES POPES LE

dpovpyio PuoaAd@V Kot ££010M0M TOV SEPHATOS) TOL UTOPEL VAL ETvOL GAAEPYIKES
avTOPAGELS, Poyovpa, LETAPOAEG GTO YPDOUA TOV HEPUATOG GUUTEPIAAUPAVOUEVNG TNG
LEAAYXPOOTG TOV OEPUATOG KOTE TAGKES

. dAheg oAAEPYIKEG AVTIOPAGELS, TT.). dVGTVOL, 0idN U 1 TGO Yo AoBvpio

O1 eletdoeig umopel emions va ogiéovv:

. YOUNAG ETITEDD AEVKOV apocalpimv (1 HEI®OT TV AEVKOV alploceapiov 6dg kabiotd mo
EMPPENEIS 6TIG AOUMEELS)
. avénuéva emineda TpryAVKepimV (Mmapdv 0&EmV), YOG 1 oaKXEpPOL GTO Oipla

TPOPANLOTA GTO TAYKPENG 1] GTO NTOP

Oy ovyvég avemOopnTeg evépyereg
(umopei vo, exnpeaoovy éwg 1 aro 100 droua)

. TOVOG GTNV KOIALA AOY® PAEYLOVIG TOV TAYKPENTOG

. oidnua (Tp&Lo) TPocOTOL, YEIMDV, YAOCGAS 1 AALOD

. avorpia (younid eninedo epuOpdv apoceapiov cto aiplo)

. poikn PAAPN, puoikdg Tdvog 1 poikn advvapio, To oroio propel va epeavietovv e&attiog PAAPNGS

OT0 KOTTAPO TOV VEPPIKOV COANVOPIOV

O1 éetdoerg umopei emions va dciéovv:

. LELMGELS GTO KAAO TOV OipLOTOg
. avénuéva emineda Kpeatvivng 6To aipa
. oAhay€ég oo ovpal

Yrdvieg avemOOunTEeS EVEPYELES

(umopei vo, exnpeacovy éwg 1 oo 1.000 droua)

. Todaxtikn o&€won (PA. [Ti6avés avemBountes evépyeiss)
. MTmdeS Nrap

. KITPWVOG YP®OUOTIGUOS TOV SEPLOTOC 1) TOL AEVKOD TMV HATIOV, pOyoLpa 1| TOVOG 0TIV KOIALG
AOY® QAEYHOVIG TOV NITATOG

. (QAEYLLOVI] TOL VEQPPOV, cuYVooLpia Kat aicOnua diyoag, veepikr avendpiela, BPAAPN oTa VEPPIKA
ocoANvapLo

. LoAGKVVOT 0GTMV (TTOL GLVOIEVETAL OO TOVO GTA 0GTA KO KOTOANYEL LEPIKEG POPEG OE
Katéypota)

. TOVOG GTN LEGT AOYM VEPPIK®OV TPOoPANUAT@V

71



H BAGPN ota kdTTapa Tov veppikdv coinvapiov propei vo cvoyetiletot e poikn PAARN,
HOAGKVOVEN 0GTAV (0L GLVOSEVETAL OO TOVO GTA 0GTE KOL KOTOANYEL LEPIKEG POPEG OE KATAYLLOTA),
HUiKkd TOVO, PUTKT adVVOUIO KOl LELMGELS GTO KAALO 1) GTO (OGPOPO TOV OiUATOG.

Eév mapatnp1)oete 0T0100NTOTE 0TO TIS AVETIOVUITES EVEPYELES TOV AVAPEPOVTUL TAPATAVE 1]
6Tav yiver cofapr] omToLadNTOTE ATO TIS AVETOVUNTES EVEPYELES, EVILEPMGTE TOV Y1ATPO 1] TOV
(QUPLLUKOTOL GO,

H ocvyvémto tov mopakdto avemBiuntov evepyeidv dev gival yvooT.

. Hpopiqpota ota 06Td. Opicpévol 0o0eveig mov AoUPAVOLY GUVOVAGHO AVTIPETPOIKOV
oopudkwev, 6tmg To emtricitabine/tenofovir disoproxil evdéyetan vo avantvEovy pio 0GTIKN
V060 TOL AéyeTal ooteovékpwaon (BAvaTog 06TIKOD 1GTOV TPOKAAOVUEVOS OO EAAELYN TOPOYNG
aipatog 6to 06t0). H Afym avtod Tov THToU QopUaK®V Yo LeYOAo YpoviKe dtaoTnia, | Aqyn
KOPTIKOGTEPOEWMV, 1| KATOVAA®MGT 0AKOOA, £va TOAD dHVOLO OVOGOTOUTIKO GUGTN LA KOl TO
emmAéov Papog pmopel vo amoTeAoVV 0pIGUEVOVE OO TOVE TOAAOVS TAPAYOVTES KIVOHVOL Yl
NV avarTuén avTng g vooov. Xnueia 00TE0VEKP®ONG glvar Ta ENG:
® duoKapyio TV apdphdoenv
® TOVoL 6T1S apBpmacelg (18imwg Tov 16y {0V, TOL YOVATOL Kol TOL MIOV)
® JuckoAia 6TV Kivnon

>  Eav mapotnpicete 0mo06Maote amd 0vTl T0 COUTTONATA, EVI|ULEPDGTE TOV YLUTPO GOC.

Kotd m dibpkela g avipetomiong tov HIV gvdéyetar va topovciactel adEnomn tov copotikon
Bapovg Kot TV emmédv Tov Mmidiov Kot TG YALKOINg oto aipo. Avtd cuvOEETaL eV PEPEL LUE TNV
OTOKOTAGTAGT TNG VYEIOG Kot TOL TPOTOL M1, EVE OTNV TEPITTMON TOV AMSi®mV TOV aiplaTog,
OPIOUEVEC POPEC 0peileTal g aVTA KaBavTd To Pappaka katd tov HIV. O yuutpog cag Oa
TPOYUATOTOOEL EEETAGELS Y10 TIG LETAPOAES QVTEG.

AMLEG EMOPACELS GE TOLOLH,
e Ta mondid mov érafov emtricitabine mapovsiocay TOAD GLYVA AALAYEG GTO YPDOLLO TOV
SEPLLOTOC OTTMG
- OKOVPEG KNAdES 6TO déPLOL
e Ta mondid mapovsiocay cuyva yaunAd apBpd epubpav apoceapiov (avarpio).
- avtd umopel va TpokaiEéceL 6To Tandi kovpaomn 1 dvemvola
2>  Eav nopatnp1)6ETe 001080 TE 0T6 0VTA TO COUATONATA, EVI|UEPDGTE TO YLATPO GAG.

Ava@opd avemOupnTOV EVEPYELOV

Edv mopoatnpnoete Kamolo avembOountn EVEPYELD, EVIILEPMGTE TOV YIOTPO 1) TOV QUPLOKOTOLO GOG.
AvT0 1oyt Ko Yo kdBe mhavr avemBounTn evépyela mov dev avAPEPETAL GTO TAPOV PVAAO 0ONYLDV
ypNons. Mropeite emiong vo avagépete avembountes evépyeieg amevbeiog, LéEcw Tov EBVIKOD
GULOTNLOTOG AVOPOPAG TToL avaypdpetor oto Hapdpmua V. Méoo g ava@opdg avembountmv
gvepPYEL®V Umopeite va fondnoete 6T GLALOYN TEPLGGOTEPMV TANPOPOPUDY GYETIKA LE TNV ACPAAELN.
TOV TOPOVTOG POPLAKOL.

5. ag va puidaccete To Emtricitabine/Tenofovir disoproxil Mylan

To eappoko avTd TPETEL VO QLAACGETOL GE PEPT TTOV OgV TO PAETOVV Ko deV TO POEVOLV T TodLd.
Na pn ypnoiponoteite 0vtd T0 PAPUOKO LETE TNV NUEpOUNVic ANENG TOL avaPEPETAL GTI PLAAT Kot
610 kouti petd v AHEH/ EXP. H nuepounvia Anéng eivar ) teAevtaio nUEPO TOL UHVO TOV
ovaPEPETOL EKEL

2vokevaoio PiaAng: YpMNOLoTolEite €vTog 90 NUEPDOV LETA TO TPAOTO GVOLYId

Mn pvidcoete o€ Beppoxpacio dvo tov 25°C.
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Mnyv meTdte QAPLOKA GTO VEPO TNG AMOYETELGNG 1| GTA OKLOKA amoppippata. Potiote to
(QOPLOKOTOLO GOG Y10 TO TAG VO ATOPPINTETE TO PAPLLOKO TOV SEV YPNOLUOTOLEITE Tl AVTA TOL LETPOL
Ba Bondnoovv oty tpoctacio tov TePPaAiovtog.

6. Iepreyépevo TS CVLEKEVAGIOG KUl LOITES TANPOPOPIES

T epréyer to Emtricitabine/Tenofovir disoproxil Mylan

o O dpoaoTikég ovoieg givar 1 emtricitabine kot to tenofovir disoproxil. Kafe emkaivppévo pe
Aemto vuévio diokio mepiEyxel 200 mg emtricitabine kot 245 mg tenofovir disoproxil
(1oodvvapo pe 300 mg tenofovir disoproxil maleate).

e Ta @Alo 6VETATIKA EIVOL LIKPOKPVGTAAAIKT] KUTTOPIVY, DOPOELTPOTVLAOKVTTAPIVT), YOUNANG
VIOKATAGTOONS, KOKKIVO 0&gidto adnpov (E172), mupitio, koAlogdég dvudpo, Aaktoln
povidpikn (PA. mapdypaeo 2 «To Emtricitabine/Tenofovir disoproxil Mylan wepiéyet
AakTOln’»), GTEATIKO HoyVIol0, VITPOUEALOLT, 610E€1010 Tov Titaviov (E171), tplacetivn,
Brilliant blue FCF Aluminum lake (E133) ko kitptvo o&gidio oidnpov (E172).

Ep@évion tov Emtricitabine/Tenofovir disoproxil Mylan ko mepieyopevo Thg 6voKeLOGIAG

Ta emucoroppévo pe Aemtd vpévio diokia Emtricitabine/Tenofovir disoproxil Mylan eivot avowkton
TPAGIVOL YPDOUOTOG, EMKAAVUUEVO LE AETTO DUEVIO, OUGIKVPTO S10KI0 O GYNILO KOWYOKIOV
dwotdoewv 19,8 mm x 9,00 mm, pe yapaypévn v EvoeiEn «M» ot pio Thevpd Tov diokiov kot v
évoelén «ETD» otnv GAM.

Avt6 10 pappoKo drotibeTon og mMAaoTIKEG QLiAeg pe Enpoviikd péco (MHN TPQTE TO
EHPANTIKO MEZO) mov mepiéyovv 30 emkaloppéva pe Aentd vpuévio diokia Kot 6€
TOALGLOKELOGiES TV 90 emKaAVUUEVOV e AETTO LUEVIO S1oKI®MV OV amoteAovvToL amd 3 PléAeg
v 30 emkolvppévev pe AemTo LUEVIO dokimv 1 KAbe pia, 1 and cvokevaoieg koyedmv (blister) pe
evoouatOUéVN oTpdon Enpavtikov pécov tv 30, 30 x 1,90 x 11 100 x 1 emkaivppévov pe Aentod
VUEVIO OLoKImV.

Mmopel va. unv KukAo@opohv OAEG Ol GLOKEVAGIEC.

Kéroyog Aderog Kvkrhogopiac:
Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

Hopaockevaoctig

Mylan Hungary Kft

Mylan utca 1, H-2900 Komarom,
Ovyyapia

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

Medis International a.s
vyrobani zavod Bolatice, Prumyslova, -961/16, Bolatice
747 23, Togyukn Anpokportio

Mylan Germany GmbH

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

Hessen, 61352,
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I'eppavia

INo omoladnmote TANPOPOpio GYETIKA LE TO TOPOV PAPLOUKEVTIKO TPOiOV, TapaKaAeiche va
amevBuvbeite otov Tomikd avtimpdowmo Tov Katdyov g Adeog Kvihopopiag:

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

Bwarapus
Maiinan EOO/]
Ten: +359 2 44 55 400

Ceska republika
Mylan Healthcare CZ.s.r.0.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Mylan Healthcare GmbH
Tel: + 49 800 0700 800

Eesti
BGP Products Switzerland GmbH Eesti

filiaal
Tel: +372 6363 052

E)M\ado
Generics Pharma Hellas EIIE
TnA: +30 210 993 6410

Espaiia
Mylan Pharmaceuticals, S.L
Tel: +34 900 102 712

France
Mylan S.A.S
Tel: +33 437 2575 00

Hrvatska
Mylan Hrvatska d.o.o.

Tel: +385 1 23 50 599

Ireland

Mylan Ireland Limited
Tel: +353 1 8711600
Island

Icepharma hf

Simi: +354 540 8000

Lietuva
Mylan Healthcare UAB

Tel: +370 5 205 1288

Luxembourg/Luxemburg
Mylan bvba/sprl

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

Magyarorszag
Mylan EPD Kft
Tel: + 36 1 465 2100

Malta
V.J. Salomone Pharma Ltd
Tel: +356 212 01 74

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

Norge
Mylan Healthcare Norge AS
Tel: +47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1 416 2418

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

Portugal
Mylan, Lda.
Tel: + 351 21 412 72 56

Roménia
BGP Products SRL
Tel: +40 372 579 000

Slovenija

Mylan Healthcare d.o.o.
Tel: + 3861236 31 80
Slovenska republika
Mylan s.r.o.

Tel: +421 2 32 199 100
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Italia Suomi/Finland

Mylan Italia S.r.L. Mylan Finland OY

Tel: +39 02 612 46921 Puh/Tel: + 358 20 720 9555

Kvmpog Sverige

Varnavas Hadjipanayis Ltd. Mylan AB

TnA: +357 2220 7700 Tel: + 46 855 522 750

Latvija United Kingdom (Northern Ireland)
Mylan Healthcare SIA Mylan IRE Healthcare Limited

Tel: +371 676 055 80 Tel: +353 18711600

To mapév @vrro 06N Y1OV ypiioNS avabempi)Onke Yo TELEVTALO POPd oTIC.

Agmtopepeic TAnpopopieg yio 1o papproko avtd eivat dtabécipec 61o dikTvakd 1m0 ToL Evporaikon
Opyaviopot @apudxmv: http:// www.ema.europa.eu.
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