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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Darunavir Viatris 75 mg emkaAvppéva pe AEnTd LUEVIO dioKidl.
Darunavir Viatris 150 mg emkoloppéva pe AemTod vpévio Stoxia.

Darunavir Viatris 300 mg gnucodloppévo, pe Aentd vpévio diokia.
Darunavir Viatris 600 mg gmikolvoppévo pe Aentd vpévio diokia.

2. ITOIOTIKH KAI ITOXOTIKH XYNOGEXH

Darunavir Viatris 75 mg emkoAvpuévo ue Aentd vudvio diokio.

Kabe emucoivppévo pe Aemtd vpévio diokio mepiéyet 75 mg dapovvafipng.

Darunavir Viatris 150 mg smikoivpuuévo, ue Aemtd vuévio diokio.

Kda0e gmcodvppévo pe Aemtd vpévio diokio mepiéyet 150 mg dapovvofipng.

Darunavir Viatris 300 mg emikoivpuévo, pe A£ntd vuévio SioKio.

KaBe emkoroppévo pe Aemto vpévio diokio mepiéyet 300 mg dopovvafipng.

Darunavir Viatris 600 mg smikoAvpupévo, pue Aettd vuévio diokio.

Kdabe emcoivppévo pe Aemtd vpévio diokio mepiéyet 600 mg dapovvafipng.

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

3. OAPMAKOTEXNIKH MOP®H

Darunavir Viatris 75 mg emkoivpuévo pe Aettd vpévio diokia.

Enucodoppévo pe Aemtd vpévio diokio.
Agvkd €mg vTOdevKa, MOEW], ApPikupTa, ETKAAVUUEVA LE AETTO VUEVIO diokia Tepimov 9,7 mm eni
4,6 mm mov £yovv TV €yyxapaén “M” ot pia Tievpd kot “DV1” oty dAAn Tigvpd.

Darunavir Viatris 150 mg emkoivppévo, pe Aentd vuévio StokKio.

Enucoloppévo pe Aemtd vpévio diokio.
Agukd £mg VTOLELKA, MOELDT], APPIKVPTO, EMKAAVUUEVA LE AETTO VUEVIO dloKia Ttepimov 12,75 mm
ent 6,3 mm mov £govv TNV gyydpasn “M” omn pia Tievpd ko “DV2” v dAAN TAgvpd.

Darunavir Viatris 300 mg smikoivpuuévo pue Aettd vuévio dickia.

Ernucodoppévo pe Aemtd vpévio diokio.
AEVKA EmG VTOAEVKA, WOEDN, AUPTKLPTO, ETKOAVUUEVA LE AETTO VUEVIO dtokia mepimov 16,5 mm eni
8,2 mm mov £yovv Vv gyyapoén “M” ot pio TAevpd kot “DV3” oty dAAn TAgvpd.

Darunavir Viatris 600 mg emikoivpuévo, pe Aemtd vuévio SioKio.

Emcoloppévo pe Aemto vpévio d1okio.
Agukd £m¢ VTOLELKA, MOELDT], AUPTKVPTA, ETKAAVUUEVO LE AETTO VUEVIO dlokia tepimov 21,2 mm emi
10,6 mm mov €yovv v eyxdpatn “M” ot pio Thevpd kot “DV5” otnv dAAn mhevpd.



4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikég gvoeitelg

H dapovvafipn, cvyyopnyoduevn pe pkpn d6om prrovafipng evoeikvotal 6 cuvovacud pe GALa
OVTIPETPOTKA POPLOKEVTIKA TPoidvTa Y1 T Oepaneia aoBevdv pe Aoipwén and Tov 10 avBpomivng
avocoavendpkelog (HIV-1) (BAéne mapdypago 4.2).

Ta dwokia Darunavir Viatris 75 mg, 150 mg, 300 mg kot 600 mg umopodv va ypnoiponomnbodyv dote

va TopEYOLV KatdAAnAa docoroyikd oxfuota (BAérne ntapdypapo 4.2):

. INa ) Begpaneio Aoipwéng amd tov 16 HIV-1 og evijdikeg acBeveic mov €govv eumeipia pe
avtpetpoikn Oepameio (ART), counepriappavopévov ekeivov pe peydn tponyovuevn
Oepamevtikn gumeipia.

. o ) Bepomeio g Aoipméng amd HIV-1 og moudiatpikovg aobeveig and v nhikio tov 3 etdv
Kol opatikd Papog tovAdyiotov 15 kg.

Kotd mv emhoyn g évapéng g Bepamneiog pe dapovvaPipn, cuyyopnyoduevng 1e pikpn doom
prrovafipng, mpémel va e€etacbel TpooekTiKA TO 16TOPIKO Bepameiag Tov KaBe acBevovg Kot ot TOTOL
TV peTaArdEewv mov oyetilovral pe dtapopetikong mapdyovtes. H xpnon g dapovvaPipng apémet
va kafodnyeital and YovoTumikd 1 GAvoTLTIKO EAEYY0 (OTav glvar duvatd) Kot amd TO 1TPIKO
10topikod (PAéme mapaypdpovg 4.2, 4.4 kar 5.1).

4.2 Aocoloyio kor TpOTOG YOPNYNONS

H Oepancio mpémel va Egkvnoet amd emayyelpotio vyelog Le EUmTEPia OTNV OVIILETOMTIOT TG
Aoipwéng HIV. Metd v évapén g Bepaneiog pe dapovvafipn, TpEmeL va GUVIGTATAL GTOVG
acBeveic va unv oAralovv ™ docoloyia, TN 00GOAOYIKN HLOpeT| 1} Vo dakdTTovV TN Bepameio ywpic
va 10 cu{NTNCOoVY LE TOV EMAyYEALATIO VYELOG TOVG.

Aocoloyia

To Darunavir Viatris npénet va yopnyeiton mdvta and otopatog pali pe pikpn 66om prrovafipng, n
omoio, YPNOLOTOIEITOL WG EVIGYVTIKOG TOPAYOVTAS TNG POPLOKOKIVITIKNG KOl GE GUVOVLUCUO LE GAAN
OVTIPETPOTKA POPLOKEVTIKA TPoidvTa. ' avtd To Adyo, Tpémel va cupovAievteite v [epiinym
Xopakmnplotik®v tov [Ipoidvtog g prrovafipns npwv apyicel n xoprynon Oepaneiog pe
dapovvafipn.

Evilikeg aoOeveis ue mponyoduevy eumeipio ue avuipetpoixn Oepomeio

H ocvvietopevn d6on givar 600 mg 600 popéc v nuépa Aappavopeva poli pe prrovafipn 100 mg
dvo popéc v nuépa kot poli pe tpoen. Ta diokio Darunavir Viatris 75 mg, 150 mg, 300 mg kot
600 mg pmopodv va ypnoipomomBovv ya vo cuvtedei To docoroykd oynpa Tmv 600 mg 500 popég
™mv nuépoa.

H ypnon tov diokiov 75 mg kot 150 mg yo tnv enitevén g cuVIGTOUEVNC SOOTG EIVOL KOTAAANAN
otav vapyetl duckoAia oty Katdmoon tov dickiwv 300 mg 1} 600 mg. [Ipwv ™ cvvtayoypdenon
dtokiv dapovvafipng yio pkpd modid, TpETEL va 0EI0A0YEITOL 1] IKOVOTNTA TOVG VO KOTATIVOLY
oAOKANpa dtokio. o pikpd mandid mov dev eivan o B¢om va katamobv diokia, Ba Tpénet va
e€etaleton n drobecUdTTO KATAAANAOTEP®OV GKEVAGUATOV TOL TEPLEYOLV dapovvoPipn.

Evilikeg aoOeveis mov mpadtn popd Loufiavovy avipetpoikn Oeparmeio

INoa 11 cvvicTdpeveg docoroyieg o€ acbeveic Tov Aapupdvouy avtipeTpoikn Bepamneio yio TpmTN PopPd
BAéme v [epiinym tov Xopaktnpiotikedv tov [Ipoidvtog yia ta diokia Darunavir Viatris 400 mg
rat 800 mg.



Toudrazpiroi aoBeveis mov dev Eyovv Lafer avtipetpoixny Gepameia oto mopedBov (Whikiog 3 éwg 17 etrv
Kol ouatikod fapovg tovidyiotov 15 kg)

H vmohoyldpevn pe Baon to Bapog d6om g dapovvaPipng Kot g prrovafipng oe ToudaTpikods
ac0evelg mapovclaleTol GTOV TUPUKAT® TIVOKO.

YovieTopevny 0601 Yo Ogponcio-radrarpikoi aceveic (3 £mg 17 eT1@V) mov dgv £xovv Adfer oto Taperdov
owokKia dapovvafipng ko prrovafipn”

Topatiko papog (kg) Adbon (pia @opd TV nuépa pe TPoP1)
> 15 kg é0g <30 kg 600 mg dapovvafBipn/100 mg prrovofipn pio opd v nuépa
>30 kg g <40 kg 675 mg dapovvafipn/100 mg prrovaPipn pio eopd v nuépa
>40 kg 800 mg dapovvafipn/100 mg prrovafipn pio popd v nuépa

o moo1o ddivpo prrovafipng: 80 mg/ml

THoudratpiror aobeveic ue mponyoduevn eumeipio e avipetpoixy Gepameio (Wlikiog 3 éwg 17 etwv ko
owuatikod fapovg tovldyiotov 15 kg)

H dapovvapipn cuvietator cuvibmg vo Aappdavetal 600 opég v nuépa poli pe prrovafipn kot
TPOOT.

To docoroyikd oynua g dapovvaPipng Aappavouevo pio eopd v nuépa pali pe tpoen pmopel vo
yPNOoToIN0el 6TOVG 0GOEVEIG LE TPOTYOVUEVT] EUTEIPIN LLE OVTIPETPOTKA QPOPLAKEVTIKA TPOTOVTA
aALG yopig petodraéels mov oyetilovion pe avtoyn ot dapovvoPipn (DRV-RAMSs)* kat ot onoiot
&yovv HIV-1 RNA < 100.000 avtiypaga/ml oto mAdcpa kot apfud kuttdpov CD4+

> 100 xvtTopa x 10%/L.

*DRV-RAMs: V111, V32I, L33F, 147V, I50V, I54M, I54L, T74P, L76V, 184V xo1 L8OV

H vroloyllopevn pe Baon to Bapog d6omn g dapovvaPipng kot g prrovafipng o ToudiaTptkong
aocBeveic mapovoidleTar oTov mapokdato nivaka. H cuvictodpevn 660m g dapovvafipng pe pikpn
doon prrovaPipng dev mpémel va vaepPaivel T GUVIGTOHEVN 3061 Yo ToVg evijatikeg (600/100 mg dvo
@opéc v Nuépa 1 800/100 mg pio popd TNV NuéPa).

YXovictapevny 06on Yo Ogpareio og mardraTpikovg aobeveig pe mponyovpevn epnepia (3 éog 17 eTdv)
pE T d1oKio dapovvafipng ko ) prrovefipn”

Yopatiko papog (kg) Adon (pia @opd TNV Nuépa pe Aobon (000 Qopég TNV Nuépa pe
TPOQTY) TPOY1})

600 mg dapovvaPipn/100 mg 375 mg dapovvafipn/50 mg

>15kg<30kg . . . ; P . .
prrovafipn pio eopd v nuépa prrovafipn 300 eopég v nuépa

> 30 ke—< 40 ke 675 mg ?apopvaBtpn/lOO mg 450 mg ?apO})vaBLpT]/60 mg
prrovafipn pio eopd v nuépa prrovafipn 300 eopég v nuépa

> 40k 800 mg dapovvaPipn/100 mg 600 mg dapovvaPipn/100 mg

- & prrovafBipn pio opd v nuépa prtovoBipn 600 popéc TV NUEPO

¢ mooo Sdivpo prrovafipng: 80 mg/ml

Mo Tondratpikodc acbeveig pe mponyolpevn eumelpia pe ovTipeTpoikn Bepaneio cuvictdtaon o
yovotumikog Eleyyog yia tov HIV. Qo1600, 6Tav dev elvat QIKTOG O YOVOTUTIKOG EAEYYOGC Y10, TOV
HIV, 10 docoloykd oynpa dapovvafipn/prrovafipn pic opd tnv nuéPa GLUVIGTATAL GE
TodlaTpikong acbeveic mov dev £xovv AdPel avaotoréa tpmtedong tov HIV ato maperdov kat to
d000AOYIKO e 000 POPES TNV NUEPA CLVIGTATAL GE cOEVELS e TPONYOVLLEVT] EUTEIPLN OF
avaoToréa Tpotedong tov HIV.

2Zopfovlés o mepintwon mopaleryng docewv

X mepintwon mov pia doom g dapovvafipng kavn g prrovaPipng dev Anedel péoca og 6 dpeg and
TN YPOVIKY| GTLYUN TTov cuviBmg Aapfavetal, mpénet va divoviar 0dnyieg 6Tovg acbeveis va Adfovv
GLVTAYOYPOPOVLEVT dOGT TG dapovvaPipng Kot TG prrovafipng Le TPOPN TO GLVTOUOTEPO SVVATOV.
Edv avto damiotmbet apyodtepa amd 6 dpeg amd T ¥Ppovikn otiyp] Tov cuvndwog Aappdvetal, 1 66om
7oV TapareipOnke dev mpénel va AneBel kat o acBevig TPEmEL Vo Guveyioel e To GuVNOIGUEVO
d0COAOYIKO GO,




H odnyia avt Paciletar otov ypodvo nuicelog Long 15 opodv g dapovvafipng mapovsio tng
prrovafipng Kot 6To CLVIGTOLEVO SACTNHO LETOED TV SOGEMVY OV givan Tepinmov 12 dpec.

Ye mepintwon Tov o achevig KAveL EPETO EVTOC 4 ®PAOV 0o T Ay TOL Qupldiov, Ba Tpénet va
AnoBel pio GAAN d60om Tov Darunavir Viatris pe prrovafipn pali pe tpoen to cuvtopdtepo duvato.
Edv 0 acBevng kdvel epetd og dStdotn o LEYAADTEPO TOV 4 POV UETA TN ANYT TOV PAPUAKOL, dEV
ypewaletan va Adfetl GAAN 06on Darunavir Viatris pe pirovafipn £og v emoOUEVT KOVOVIKA
TPOYPOUUATICUEVT] YPOVIKT] GTIYUT.

Ewdwoi tAnfvopoi

Hliouévor

e avtd Tov TAnBuopd givar Stobéoiun TePLOPIoUEV] TANPOPOPTON KA, Y10 TO AOYO AT, 1
dapovvafipn TPETEL VO XPNCLOTOLEITOL LE TPOGOYN GE VTN TNV NAKLOKT opdda (PAéme
mapoypaeovg 4.4 kat 5.2).

Hrozixn dvalerrovpyia

H dapovvafipn petaporiletor amd to nratikd cOoTNUE. AEV GLVIGTATOL TPOGAPLOYN TG dOONG GE
aocBeveic pe o (Child-Pugh xoatmyopia A) 1 pétpia (Child-Pugh xatnyopia B) nrotikn
duoiettovpyia, ®OTOGO, 1 dopovvafipn TPETEL VA YPNGILOTOLEITAL LLE TPOGOYT GE GVTOVG TOVG
acBeveic. Agv vapyovv SLBESILA PAPUOKOKIVIITIKG dedopéva o€ 0oBevelg pe coPapn Nmatikn
dvuciettovpyia. Zofapn nrotikn Svciertovpyia pmopel va 0dNyNoeL og e avénon g £kbeong oe
dapovvafipn kot pia emdeivoon Tov Tpopil acpaleiog. 'Etot, n dapovvafipn dev mpénet va
ypnowomnoteitan o€ acbeveig pe cofapn nrotikn Svoiertovpyia (Child-Pugh xatnyopia I') (BAéne
mapoypaeovg 4.3, 4.4 xon 5.2).

Negpirn dvaliertovpyio,
Aev amotteitol Tpocapoyn g 60oms o€ acbeveig pe veppikn duciertovpyia (PAETE TopaypAPOVS
4.4 ko 5.2).

Toudrarpiog ndnBoouog

H dapovvafipn/pirovafipn dev mpémet va ypnolLonoteital o€ Todid e couatikd BApog wkpoOTEPO
v 15 kg kaBdg 1 866M Yo ToV CLYKEKPIUEVO TANBVGHO dev €xel Tekunplobel oe emapkn apBOud
acBevav (BAéne Tapdypagpo 5.1). H dapovvafipn/prtovafipn dev mpémel va ypnoyLomoteitotl 6€ modtd
nAwiog pikpdtepng twv 3 €TV, AOY® TPOPANUATICUOV OC TPOG TNV acPdieia (PAETe Tapaypapovg
4.4 ko 5.3).

To docoAroyKd oyfua pe Bhon To copatikod Bapog yo ™ dapovvaPipn kot ™ prrovaPipn mapéyeton
GTOVG TOPOTAVE® TIVAKEG.

Konon kou Aoyeia

Agv amarteital mpocappoyn g 66omng yia dapovvaipn/pirovafipn Katd tn S1dpKeLn TG KUNONG Kot
petd tov toketd. H dapovvafipn/pirovafipn mpémnel va ypnopomoteitor Katd T SLGPKELD TNG KUNGNG
povo gdv to mbavo 6perog avtiotadpilel Tov mbovo kivovvo (PAEne Topaypdpovg 4.4, 4.6 ko 5.2).

Tpoémoc yoprynong

Ot acBeveic Tpémel va kabodnyodviol dote va Aappdvovy to Darunavir Viatris pe pukpn d6om
prrovafBipng evtog 30 Aemtdv and Tnv oAokAnpmaon evog yevpotog. To 16oc tng tpogng dev ennpedlet
v ékBeon ot dapovvafipn (PAéne Tapaypdapovg 4.4, 4.5 ko 5.2).

4.3 Avrtevoseiteag

YrepevaioOnoio 6t dpactikn ovoia 1| 6 KATO10 amd T £KO0Y0 TOV AVAPEPOVTOL GTNV TAPEYPAPO
6.1.

Aobeveig pe ocoPapn (Child-Pugh Katnyopia I') nmatikn dvciettovpyio.



ZVVEVOOHOG TNG PUPOUTIKIVIG LE TN dapouvapipn Le cuyxopnyovpevn Hikpn d6on prrovafipng (PAéme
Tapaypoeo 4.5).

Zvuyyopnynon Ue 1o Tpoidv cuvdvacpol AomvaPipng/prtovafipng (PAéme mapdypapo 4.5).

Zuyyopnynon Ue QUTIKE TapUcKELAGHATO TOL TEPLEYOLY TO St. John’s wort (Hypericum
perforatum/Balooucyopro) (Préne mapdypapo 4.5).

H ovyyopnynon g dapovvafipng pe pukpn doon prrovafipng, e SpacTikég 0VGIES TV OTOImV M

k6Bapon e&aptarton og peydio Babud and o CYP3A kot TV onoi®v ot VYNAES GUYKEVIPAOGELG GTO

T doua oyetilovtar pe coPapd kavm emkivovva yio ™ {1 cupPava. AVTEC 01 OPUCTIKES OVGIEG

mepthapfavouv m.y.

- aApovlocivn

- apodapovn, Bempidiin, dpovedapdvn, Papmpadivn, Kvidivn, pavoralivn

- aoteuloAn, Teppevadivn

- KoAykivn 0Tav ypnoonoteital og acBeVEIS e VEQPPIKT KoM NTOTIKY SucAgitovpyio (PAEme
mapdypapo 4.5)

- mopaywyo. epyotapivig (m.y. Stidpogpyotapivn, epyoustpivn, epyotauivn, uebviepyovofivn)

- elunacBipn/ykpalonpefipn

- olompion

- damo&etivn

- doumepdovn

- vaAo&eyKoan

- Aovpaciddvn, molidn, kovetamiv, ceptivoorn (PAEre mapdypagpo 4.5)

- TproloAaun, daloAdun xopnyodUEVT arnd GTOUATOG (Y10 TPOPVANET OVOPOPIKE. [LE TNV
TOPEVTEPIKA yopnyoupevn udalordun, PAEne mapdypaeo 4.5)

- GIVTEVAQIATN - OTOV ypNoIoTolEiTa Yo T Bepaneio TG TVEVLOVIKNG OPTIPLOKTG VITEPTACTG,
afovaeiin

- owPactativn, Aopactativn kot Aopttanidn (PAére Tapdypopo 4.5)

- TiKaypehopn (BAéne mapdypago 4.5).

4.4 E01Kég TPOELOOTOUM|GELS KO TPOPVAAEELS KATA TN (p1]oN)

ZUVIGTATOL TOKTIKT 0E0AGYNOT TNG LOAOYIKNG OVTOTOKPIONG. Z€ GUVONKES EAAEYNG 1] ATADOAELNG TNG
LOAOYIKNG AVTOTOKPIONG, TPEMEL VA YIVETAL EAEYYOG Y10 OVATTVET OVTOYNG.

H dapovvafipn npémet va yopnyeitol wévto amd 6TOUATOS e Likpn 3001 prrovafipng o EVIGYVTIKO
TAPAYOVTO TNG PAPUOKOKIVITIKNG KOl GE GUVOLOGUO UE AAAL OVTIPETPOTKA POPUAKEVTIKG TPOTOVTOL
(BAéme mapdypopo 5.2). T avtd to Adyo, Tpénet vo cupovievteite KatdAinio v Ilepiinyn
Xoapakmnplotik®v tov [Ipoidvtog g prrovafipng npwv apyicel n xoprynon Oepaneiog pe
dapovvafipn.

H av&non g d60ng g prrovafipng amd T cuVIGTOUEVN GTNV Topdypapo 4.2 dev ETNpéace
OTLOVTIKA TIG GUYKEVIPMGELG TNG dapouvaPipng. Aev cuviotdtol 1 Letaforn g d6omg g
prrovaBipne.

H dapovvafipn decpeveton kupimg otnv al-6&wvn yAvkompmteivn. Avth 1 TPOTEIVIKN dEopuevon
e€apTdTal Ao T GLYKEVIPMOOT OV givorl EVOEIKTIKN Yol KOPEGUO NG déopevons. [a 1o Adyo avto,
dev Umopel VoL amoKAEIGTEL TPOTEIVIKY EKTOTION PAPUOKEVTIKMDV TPOIOVTOV TOV HEGUELOVTAL IGYVPA
pe v al-6&wvn yAvkompwteivn (PAETe mapdypapo 4.5).

AocBeveic ue Tponyov eV EUTELPIQ UE OVTIPETPOTKN Oepameio — yoprynon pio @opd tnv nuépo

H ypnion dapovvafipng oe cuvdvacud pe Koumoiotdrn 1 uikpn 66om prrovafipng pia eopd v
Nuépa og acheveic [Le TPONYOVLEVT EUTTELPIO LE OVTIPETPOIKT| Oepameio dev mpEmeL va ypnoponoleiTol
o¢ acbeveig pe pio N TeprocdTepeg peTalAGéelg mov oyetiCovtan pe avtoyn otn dapovvafipn



(DRV-RAMs) 1 pe HIV-1 RNA > 100.000 avtiypaga/ml 1 pe apud CD4+ kvttdpav

<100 xotrapo x 10%/L (BAére mopdypagpo 4.2). Zvvdvacpoi pe Bédtiom aywyr vwofddpov
(Optimised Background Regimen,OBRs) extog and > 2 NRTIs dev égovv peretndel otov minbucpod
avTo. Yapyovv meplopiopéva dedopéva o€ aobeveis pe dAlovg vrotomovg HIV-1 ektdg amd B (Bréne
Tapypoeo S.1).

Ioudrotpikde TAnOvoudg

H ypnrion g dapovvafipng dev cuvictdtol o Tadlatpikovg acheveic nAikiog pKpoTepNs TV 3 £TMV
N copatikov Bépovg pkpotepov Tov 15 kg (BAéne mapaypdpovg 4.2 ko 5.3).

Kdnon

H dapovvaipn/pirovafipn mpénet vo xpnotponoleitol Kot ) Sidpkela e komong Hoévo edv to
mBovo 0perog avtiotadpuilel Tov mBavo kivouvo. Ilpémet va ypnoomoteital e TPOGOYN OTIG £YKVES
YOVaiKeG e GUYYOPNYOVUEVES POPUOKEVTIKEG OYMYEC Ol OTOIEG UITOPEL VO LELDOGOVV TEPALTEP® TNV
éxbeomn ot dapovvafipn (PAéme mapaypdeovg 4.5 kot 5.2).

Hliopévor

Eme1dn vrdpyovv mepropiopuéves Stabéoileg mAnpopopieg oXETIKA Le TN XP1HoN TG dapovvapipng o€
aoBeveic nlikiag 65 etV Kol Avm, 1 dapovvafipn TPETEL va YOPNYELTAL LE TPOGOYN GE NAKIOUEVOLG
acBeveic, Aappdvoviag vToy”n TN LEYOUADTEPT GLYVOTNTA TNG HELWUEVIS NTOTIKNG AELTOVPYING KOl TMV
oLVOdmV VOcmV 1 A wV Bepameidv (BAEre Tapaypdpovg 4.2 kot 5.2).

2oPapic dpUATIKEC OVTIOPAGELS

Katd ) dibpkeia Tov Tpoypappatog KMVIKNAG ovamtuéng g dapovvafipng/prrovafipng (N=3.063),
avapépOnkav cofapéc deppotikég avtidpacelg oto 0,4% tov acbevov, ol omoieg pumopel va
oVVOdEVLOVTAY OO TVPETO KA avEnpéva emineda Tpaveapvacdv. Papprokentikd eEdvomua pe
NoowoPirio Kot cvotnuotikd cvurtopate (Drug Rash with Eosinophilia and Systemic Symptoms,
DRESS) kot cOvdpopo Stevens-Johnson éyovv avagepdet omdvia (< 0,1%) ko katd tn dibpkea g
eumepiog petd v Kuklopopio Exovv avapepbel To&ikn emdep Ky vekpoAvon Kot o&eia yEVIKEVUEV
eEavOnuotikn erluktaivoon. H dapovvafipn mpénet va S10kOnTETOL AUECHS EAV ELEOVIGTOOY onpEin
N CUUTTONOTA COPAP®V SEPUATIKOV avTOpdcemv. Avtd purmopel va mepthappdvouy aArid dev
neplopifovtar oe coPapd e&avOnua 1 eEGvONLO GLVOSEVOUEVO OO TVPETO, YEVIKELUEVT] KakOovyia,
KOO, poadyieg N apBpadyies, pAoktaves, otopatikés PAdPes, emmepukitidn, nratitido Kovn
NOGWoEIAia.

To eEavOnua eppaviotnke mo cuyva o acbevelg pe eunepia otn Bepaneio mov AdpPavay oynpota
mov mepteiyav dapovvafipn/pirovafipn + paiteykpafipn oe cuykpion pe acbeveic mov Adpfovay
dapovvafipn/prrovafipn yopic parteykpafipn 1 paiteykpaPipn xopic dapovvafipn (PAére
Tapdypoo 4.8).

H dapovvaipn nepiéyet éva tunpa covieovapidng. To Darunavir Viatris mpémet vo ypnoylomoteiton
Ue Tpocoyn o€ acheveic pe yvmoth oAlepyia 6T GOVAPOVOUIOT.

Hrototofikdtnto

Hrotitido mpokaiovpevn amd eappoia (T.y. o&eio nrotitida, KUTTOPOALTIKY NTOTITION) £XEL
avapepbel pe dapovvaPipn. Katd m didpkela Tov Tpoypappotog KAVIKNG avantuéng g
dapovvafipng/prrovafipng (N=3.063), avapépOnke nratitida oe 1060616 0,5% TV 060eVHY TOL
AGupavav cuvdvaouévn avtipetpoikn Oepaneia pe dapovvaPipn/prrovafipn. Ot acOeveic pe
Tpobmdpyovoa Nratikn ducAiettovpyio, couneptAapfavopévng g xpoviag evepyol nratitidag B 1 C,
Exovv aENUEVO KIvOLVO Y1oL S1OTAPOYEG TNG NTOTIKAG AEITOVPYING, CLUTEPILOUPAVOUEVOY GOPapOY
Kot SuvNTIKAE BovaTNEOPOV NIATIKOV AVETIOOUNTOV EVEPYELDV. L€ TEPIMTMOOT] TAVTOYPOVIG OVTLIKNG



Bepaneiog yio nratitida B 1 C, mopakaiolie avatpEéETe 0TI GYETIKES TAT|POPOPIES YO VT TOL
(QOPUAKEVTIKE TPOTOVTAL.

[pw v évapén g Bepameiog pe dapovvafipn/prrovafipn mpénet va de&dyovran KatdAAnAot
gpyaoTnplokoi EAeyyot kot ot acbeveic mpémel va mapakolovBovvtar katd tn ddpkela tng Bepaneiog.
[péner va e€etaotel 0 evdeydpevo avénuévng mapoakorovtnong tov AST/ALT oe acBeveic pe
vIoKeipEVT YpOVIC Nratitida, Kippmaon, 1| 6€ acbeveic mov giyav mpwv T Oepomeio avENUEVEG
TPOVOUUIVAGEG, 101(0¢ KATA TN S1APKELN TOV TPOTOV UEPIKOV UNVAOV TNG Bepameiog e
dapovvafipn/pirovafipn.

Edv vrdpyovv evdeilelg veogppavicheiong 1 eTOEVOOUEVTIG NTOTIKNG SVGAEITOVPYIOG
(cvumepiapfovopévng KAVIKG onuovtikig avéEnong Tov NTatik®v VIOV KoV GOUTTOUATOV
OGS KOTWGT, avopetia, vavtia, IKTEPOG, GKOVPOXP®LLO 0VPO, NIATIKN gvalcincia, nrotopeyoiio) o
acBeveic wov Aapfavovy dapovvaPipn/prrovafipn, Tpénel va eEETAGTEL AUEGA 1) AVOGTOAN 1] SLOKOTT|
g Bepamneiog.

AocBeveic ue cvvundpyovces ToNoELS

Hrozixn dvolerrovpyio

H aopdhela kot 1 amotelecpatikotnTa e dapovvaPipng dev Exovv tekunplodel oe acbeveic pe
oc0Papég VIOKEIIEVES NTATIKEG SOTAPAYEG KOL Y10, TO AOYO 0vTd, 1 dapovvaPipn avtevdeikvotal o€
aocBeveic pe coPapn nratikn dvciertovpyio. E&attiog piog adénong t@v cuyKeVIpOGE®Y TNG 1N
deopevpévng dapovvafipng oto TAdcua, 1 dapovvafipn TPEMEL VAL ¥PNCLOTOLEITAL LLE TPOGOYN GE
aocBeveic pe o N pétpro nratikn dSvcoiertovpyia (PAéne mapaypdeovg 4.2, 4.3 kar 5.2).

Negpixn dvolerrovpyio

Agv amontovvTot 101KEG TPOPLAAGEELS 1| TPOCAPUOYES TG OOGNC Yl T dapovvafipn/prtovafipn oe
acOeveig pe veppikn duchertovpyio. Emeldn n dapovvafipn kot n prrovafipn deopevovial o€ vyniod
TOGOOTO LLE TIC TPOTEIVES TOV TAACUATOG, ival amifavo va amopakpuviouy enuavTikd HEGm
a1podtOAong 1 TEPLTOVAiKTG Stodong. ['a To Adyo awtd, dev amarttovvTol EWIKES TPOPLAAEEIS 1)
TPOCAPUOYEG TNG 006G 6€ aVTOVG TOLG 0iebevelg (PAEre Tapaypdpovg 4.2 kat 5.2).

Apopilikot aobeveic

Ymp&av avapopic avénuévng apoppayiog, COUTEPIAAUBOVOUEVOY CVOOPUNTOV OHLOTOUATOV TOV
déppotog kot opdpBpwv og aobeveig pe apogiiia Tomov A kot B, otovg omoiovg yopnyndnkav
OVOLGTOAELG TNG TPOTEAOTG. e PEPIKOVG acBeveic yopnynnke npochetog mapdyovrag VIIL. X
TEPLocOTEPA AN TA UG OvaPEPOEVTA TEPIOTATIKA, 1) Oy®YN LE OVAGTOAELS TNG TPWTEACTG
ovveyiomke 1 Eavapyloe, og Tepintwon mov eiye dakomel. Exel avapepBel 6Tt umopei vo vdapyst
OTIOAOYIKT] GYEOT], TOAPOAO TOL O UNYAVIGUOC dpAomng Oev EXEL SIEVKPIVIOTEL. LVVETMG, Ol OULOPIAIKOL
acBeveic mpémet va vnepdvVoVTaL Yo TNV TOAVOTNTO AVENIEVIG ALLOPPAYinS.

Zopatiko fopog kor UETOPOMKES TOPaUETPOL

Kotd ™ didpkela g avTpetpotlikig Oepameiog EvOEXETAL VO TOPOVGLUGTEL ADENGT TOV GOUOTIKOD
Bapovug Kabmg Kot TV EMrEdV Tov Mmidiov Kot TG YAVKONG oto aipa. Ot aAlayég avtég umopei, ev
LLEPEL, VO, GUVOEOVTOL LLE TOV EAEYYO TNG VOGOV Kol TOV TpOTo (NG, Avapopikd e o Mmtidia, o€
OPIOUEVEC TEPITTAOGELG LILAPYOVV eVOEIEELS Y emidpaom TG Bepameiag, evd dGov apopd v advénon
TOL COUATIKOV BAPOVG deV VITAPYOLVY 1oYVPES EVIEIEELS OV VO TN GLGYETILOVV LIE OTO10ONTTOTE
ovykekpévn Bepamneio. H mopakoiovdnon tov Mmidiov kat tng YAvko{ng oto aipo tpémet vo
Baociletar otig kKabepmuéveg KatevBuvtipleg odnyieg Oepaneiag Tov HIV. Ot datapoyés twv Mmidiov
0o mpémel vo avtipetonifoviot 6mwg evogikvuTol KAMVIKG.

Oocteovékpmon

[Mopdro mov 1 artoroyia Bempeitan 6TL elvar TOAVTOPAYOVTIKY] (GUUTEPIAAUPAVOLEVIG TNG XPTIONS
KOPTIKOGTEPOEIDDV, KOTAVAAMANG AAKOOA, coPapnic avoGOKOTAGTOMG, VYNAGTEPOL dgikTn palag
OMOUOTOG), £Y0VV avoPEPDHEL TEPIOTAUTIKG 0CTEOVEKPMONG 110iTEPU GE 0IGOEVELG LIE TpOY®PMUEVT VOGO
HIV xovn poxpoypovia ékbeon og cuvdvacpévn avtipetpoikn Oepomeioa (CART). [lpénet va diveton



odnyia otovg aobeveig va avalntnoovy 1atpiky] GuUPovAn edv aicBavBoldv Tovo otig apbpdaoels,
dvokapyio Tov apbpdcewv 1 Suokorio oty Kivion.

DAEYULOVDIEC GUVOPOLLO OVOGVGTOGNC TOV GVOGOTOLTIKOD

e aoBeveig pe Aolpmén HIV pe cofapn avocoroyikn avemdpkelo evOEYETOL VO ELPAVICTEL, KATH TNV
&vapén g cvvdvacpévng avtipetpoikng Bepameiog (CART), pia preypovodng avidpaon o€
OCVUTTOUOTIKG 1 VTOAEIUHOTIKG guKALPLOKA TaBoyova Kot va TpokANBo0v coPapég KAvikEg
KATOOTACELG 1] EMOEIVOOT] TOV CUUTTOUATOV. TUTIKA, TETOEG AVTIOPACELS EYOVV TOPOVGLUCTEL
Kuplog eviog TV TpdTOV Rdouddwv 1 pnvav amd v Evapén g CART. Zyetikd napadetypota
gtvon 1 apePANoTpoeditida amd KVTTAPOUEYHAOTO, YEVIKEVUEVES KOUT ECTIOKEG AOIUDEELS OTTO
pokofaktnpidta Kot TVELUOVIO OPEIMOUEVT GE Pneumocystis jirovecii (TponyoOUEV YVOGTH ®C
Pneumocystis carinii). IIpémel vo eKTILOVTOL OTOIONTOTE PAEYLOVMON COUTTMOUOTA Kot VoL opileTan
Oepameio 6tav amorteitar. Emmpocheta, oe khvikég pehéteg e dapovvafipn cuyyopnyoOuevn Le
pkpt| doom prrovafipng, £xel mapatnpnBel emavevepyomoinon Epan amiov kot £pmn CooTthpa.

Avtodvooeg datapayés (0mmg 1 vocog tov Graves Kot 1) avTodvoot NaaTitido) £XouV EMIoNG
avapepBel 6Tt cupPoivovy KOTA TNV EMAVEVEPYOTOINGT TOL OVOGOTOLNTIKOV GUGTHATOS. 26THG0, 0
AVAPEPOLEVOG XPOVOC £MC TNV Evapén gival TEPIGTOTEPO PETOPANTOG KOl AVTA TO YEYOVOTO UTOPEL VAL
cupuPolv moArovg punveg petd v Evapén g Bepaneiag (BAéne mapdypapo 4.8).

AMNAETIOPACEIC UE QAPUOKEVTIKG TPOTOVTQ

"Eyovv d1e&oy0el d10.popeg LeAETEC OAANAETIOPAGEWDV LE SOGELS dapovvafipng LKPOTEPES OO TIG
cuvictdpeves. Ot eMOPAGELG TOV GLYYXOPNYOVLEVOV QUPUAKEVTIKMY TPOTOVTOV PUTopel yio To Adyo
owTo Vo, VoL VTOEKTIUMUEVES KOl GUVIGTATOL KAVIKT TOpakoA0VONoN TG ao@aietag. o mAnpn
TANPOPOPNOT G TPOG TIG AAANAETIOPAGELG PE GAAN POPLOKEVTIKA TPoiovTa PAETE TOpdypao 4.5.

H epafipévin oe cuvovacud pe evioyouévn dapovvafipn pio eopd Ty nueEpa UTopel va 0dNYNHoEL GE
VROPREATIOTN Cin S0povvafipng. Edv vdpyel mpdbeom va ypnoponombei epaPrpévin oe cuvdvacpd
pe dapovvafipn, TOTE TPEMEL vaL YpNOILOTONOEL TO SOGOAOYIKO GYNUA TNG XOPYNONG
dapovvafipn/prrovafipn 600/100 mg dbo popég v nuépa (PAErE Tapdypagpo 4.5).

"Exovv avaeephel ameiintcég yio ) {on kot 0ovatneopeg oplaKeLTIKEG OAANAETIOPAGELS OE
acBeveic mov AdpPavay Bepaneio pe kodyukivn Kot 16xvpovg avacstoreic Tov CYP3A xon g

P-yAvkorpateivng (P-gp, PAéme mapaypdpovg 4.3 ko 4.5).

To Darunavir Viatris mepi€yet vérplo

Ta emukaioppéva pe Aemtd vuévio diokio Darunavir Viatris 75 mg, 150 mg, 300 mg ko 600 mg
mepEYovy Myotepo and 1 mmol vatpiov (23 mg) ava 66om, gival avtd mov ovopdalovue “elebtepo
vatpiov”.

4.5 AMAiemopacelg pe GALO QUPRUKEVTIKA TPOTIOVTA Kol GALES HOPQOEG AAMNAETIOpOONG

Meléteg aAANAETIOPACEDY EYOVV TPy LOTOTTONOEL LOVO GE EVAAIKEC.

DappokevTiKd TPoidvto Tov gvoéyetor vo exnpealovtal amd tn dopovvafipn OTov EVIGYVETOL UE

prtovofipn

H dapovvaipn kot 1 prrovafipn eivar avactoreic tov CYP3A, CYP2D6 kot P-gp. H cuyyopniynon
dapovvafipng/ prrovafipng pe appokeuTikd Tpoidvto mov petaforiovrar kupimg omd to CYP3A
ka1 to CYP2D6 1 petagpépoviat amd tnv P-gp pnopei va 0dnynoet oe avénpévn GuGTUOTIKN
éxBeomn o€ AVTA TA POPUAKEVTIKE TPOTOVTA, Kot AVTO VO £YEL MG AMOTEAEGLA TNV aOENCN 1) TV
TapdTooT TG DEPUTEVTIKNG TOVG OPACNC KOl TOV AVETIOOUNT®V EVEPYELDY TOVG.



H ovyyopnynon dapovvaBipng/prrovafipng pe pappoka mov £xovv evepyo(ods) petaforitn (eg) mov
oynuatiCetor(ovtar) amd o CYP3A pmopel vo HEUDGEL TIC GVYKEVIPAOGELS AVTMV TOV dPUCTIKOV
LETABOMT®V 6TO TAAGUA, 00N YDVTOG EVOEXOUEVOS GE ATDOAELN TOV BEPATELTIKOD TOVG ATOTEAEGLOTOG
(BA. mapaxdto [Mivaka AANAETISpAcEDY).

H dapovvafipn cvyyopnyovuevn pe pikpn doon prrovafipng dev mpémetl va cuvovdleTon pe
QOPUAKEVTIKG TPOTOVTA TV omoimv 1 Kabapon e€aptatat o peydio Padud amd to CYP3A kot yio ta
omoia 1 avénpévn cvotnuatikn £kBeon cuvdéetar pe coPapd kavn emkivovva yia tn {on cvpuPavta
(otevo Bepanevtikd 0poc) (BAéne Tapdypago 4.3).

H cvvolikn| evicyvomn Tng eoproKoKvnTiKng dpdaong amd tn pirovaPipn frav pia nepimov 14-midoia
avénon g cveTuaTiKng EkBeomng otn dapovvafipn dtav xopnyndnke amd to oToU pio EPamas
d0om 600 mg dapovvafipng oe cuvdvacuod pe prtovaPipn 100 mg dvo popég v nuépa. I'a to Adyo
awtd, 1 dapovvafipn Tpémel va divetal LOvo 6€ GLVIVAGHO U piKpT| dooT prrovafipng mg
EVIOYLTIKOG TOPAYOVTAG TNG PaprakokvnTiKNG (PAETE mapaypdpovg 4.4 kar 5.2).

Mio KAviK LEAETN OTNV OTTolo. XPTOLUOTOWONKE VO KOKTEIAL QUPHOKEVTIKOV TPOIOVI®V TOL
petafoiifovrat amod ta kvtoypopato CYP2C9, CYP2C19 kot CYP2D6 £d¢e1&e pia avénon otnv
dpaotikotnta v CYP2CI kar CYP2C19 kot avactoAr g dpactikdtntag tov CYP2D6, Tapovcia
dapovvafipne/prrovafipng, mov pmopel va opeilovior oIV Tapovsia yaunAng 66ong prrovaPipne. H
oLvyxopNynon g dapovvafipng kot prrovafipng He eupUaKELTIKA TpoidvTa Tov petaforilovTol
Kkupiong amd To CYP2D6 (0mmg 1 oAekaivion, 1 TPOTAPEVOV KOL 1] LETOTPOAOAT) UTOPEL VO OO YNOEL
o€ AVENUEVEG GUYKEVIPADGELS GTO TAAGLLO QVTMV TOV POPUAKEVTIKMV TPOIOVI®V, TOV UTOPEL Vo
avénoel N va mapateivel ™ Ogpamentikn Tovg dpacn Kot Ti¢ avemounteg evépyeleg. H cuyyopnynon
dapovvafipng kot prrovaPipng e eappaKevTiKd tpoidvia tov petaforilovtat kupimg amod to
CYP2C9 (6mwg n Papeapivn) kot to CYP2C19 (6mmwg 1 pebaddvn) pumopel vo 00NyNoeL GE PEIMUEVT|
GLOTNUOTIKY EKOECT GE VT TO PAPUOKEVTIKA TPOIOVTO, TOV UTOPEL VO LELDMGEL ) Vo Pporyhvel T
BepamevTikn TOVG dpdo.

[aporo mov 1 dpdomn tov CYP2C8 éyer pedetn el wovo in vitro, n cuyyopnynon dapovvafipng kot
prrovaPipng Kot QopUAKEVTIKGV Tpoidovimv mov petaforilovral kupimg and 1o CYP2CS (6mwg n
makMtagén, n pootykAtalovn, n pemaykAvidon) umopel vo 00N yNoEL GE LELOUEVT] GUGTILLOTIKY
ékbeon o€ AVTA TA POPLOKEVTIKE TPOIOVTA, TO OTTOT0 LTOPEL VO LELOGOLVV 1] Va. fpaydvouv
OepamevTikn Tovg dpaom.

H prrovaBipn avactédderl toug petagopeig P-yhvkonpwteivy, OATP1B1 kot OATP1B3, koun
GULYYOPNYNON LE VTOCTPAOLATO QVTMV TOV LETAPOPEMV UTOPEL VoL 0dNYNCEL G ALENUEVES
GUYKEVIPMGELG OVTOV TV OVCLMOV 6TO TAAGHA (T.). £Te&MKT dafryatpdvn, dtyo&ivn, otatives Kot
umolevtavn, PAEne Tivako aAANAETIOPACE®Y GTN GLUVEKELD).

Dapuoxevtikd Tpoiovra wov exnpealovy v éxbean oe dapovvofipn/prtovofipn

H dapovvafipn xor 1 prrovafipn petaforiloviot amd to CYP3A. Ta poppokeutikd tpoidvia mov
gndyovv 1 dpaoctnpomta tov CYP3A avapéveral vo avéncovy v kdbapon dapovvafipng kot
prrovaPipng, odNymVTAG 68 PELMIEVEG CLYKEVIPMGELS TG dapovvafipng kot prrovafipng oto TAdoua
(m.x. prpopmikivn, veptkd/Borcapdyopto, Aomvofipn).

Svuyyopnynon g dapovvaPipng Kot prrovaPipng Kot GAAOY QApUOKEVTIKM®Y TPOTOVTOV TOV
avaotélovv to CYP3A pmopei va peiwoet v kabopon dapovvafipng kot prrovafipng kot pmopei vo
001 YNGEL G€ AVENUEVEG CLYKEVTPOGELG TNG dapovvafipng kat prrovafipng oto TAdoua (..
wowaBipn, avtipvknriacikd tomov aldAng onwg KAoTpaloin). Avtég ot aAAnAemdpacelg
TEPLYPAPOVTUL GTOVG TIVOKES AAANAETIIPACEDV TOPUKAT®.

ITivokac oAANAETIOPACEDV

O aAniemdphoelg peta&y dapovvafipng/prrovaipng Kot TV oVIPETPOTKMOV KOl [UT] AVTIPETPOTKMV
QOPUAKEVTIKOV TPOiOVI®V Tapatifevial otov mopakdto mivaka. H katevbuven tov BELovg yio kaOe
eoppoxokiyntikn mapduerpo Paciletor 6to 90% TOoL S10GTNLLATOG EUTIGTOGVVIG TOV YEWMLETPIKOD
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pécsov 0pov to onoio Ppiokerar evtog («=), kKt (|) N ave (1) Tov edpovg 80-125% (1 un
npocdoplopevn avaypdeetat og “ND ).

Apxetéc omd Ti¢ peréteg alniemdpdoeny (mov eppavifovtol pe” otov mivaka TapakdTm) Exovy
de€ayOel og younAOTEPEG OO TIG CLUVIGTMUEVEG OOGELS TG OaPOLVAPIPNG 1] LE OLOPOPETIKO
docoloyiko oynua (BAEre Tapdypagpo 4.2 Aocoroyia). Etot, ot dpdoeig ota cuyyopnyovueva
QOPUOKEVTIKG TPOTOVTA UTOPEL VO, EIVOIL DVTOEKTIUNUEVEG KO UTOPEL VOL EVOEIKVLTOAL KAVIKT|
TapoKolovOnon g acParelas.

O TopakdT® KOTAAOYOS TOPASELYUAT®V OAANAETIOpAcE®V HETAED TV Papudk®V eV givarl TANPTG

KOl G €K TOVTOV Ba Tpémel vaL GUUPOVAELTEITE TNV EMGHLOVOT KAOE PAPUAKOL TOV GLYXOPTYEITONL e
dapovvafipn yio TAnpopopieg oxeTIKd pe TNV 000 TOL PETAPOAIGHOD, TIG 000VG AAANAETIOPACTG, TOVG
duvnTiKovg KIvduVoUg Kol GUYKEKPLLEVA LETPA TOL TTPETEL v ANPBoVY GGOV apopd GTN GLYYOPNYNON.

AAAHAEIIAPAXEIEX KAI AOLOAOTIKEY YEXTAXEIE ME AAAA ®PAPMAKEYTIKA ITPOIONTA

DopPoKELTIKA TPOTOVTO.
v 0gpomenTIKG TONED,

AlMAemiopaon
Merafoln] yempeTpikov pécov 6pov (%)

Xv6TdoEIS TOV APOPOVY TN
svyyopiiynen

ANTIPETPOIKA HIV

AvaoToAsls HETAPOPUS ALVGOV IVTEYKPAOoNS

Nrorovteykpafipn vtohovteykpafipn AUC | 22% H dapovvafipn cuyyopnyoduevn pe
vrorovteykpafipn Cosn | 38% pkpn d6om prrovafipng Kot
vtorovTeYkpafipn Crax | 11% VTOAOLTEYKPOPIPNG LTOPOVV VO
dapovvafipn «>* xpnoporonbodv ywpig Tposappoyn
*X PN OLOTOLDVTOG GLYKPIGELG ™g¢ d6omG.

S1GTAVPOVEVNG HEAETNG OE 1GTOPIKG
Sed0UEVO, PUPLLOKOKIVINTIKAG
PoAteyxpafipn Opropéveg kKAvikég pedéteg vrodekvoovy | Emi tov mapdvrog dev paivetat va

ot paAteykpafipn pumopei vo
TPOKOAECEL LETPLOL LEIMOT TOV
GUYKEVIPMGEMV TNG dapovvafipng oto
TAQG L.

VILAPYEL KMVIKOG CUGYETICUOG e
v emidpaon g parteykpafipng
GTIG GUYKEVIPMGELS TNG
Sdapovvafipng oto mhdopa. H
dapovvafipn cuyyopnyovueVN HE
puepn d6om prrovafipng ko
porteykpofipn pmopei va
ypnoporombel ywpic Tpocapuoyés
g doomg.

Novkigoo1d1koi avactoleic g avaotpoons puctaypapdons (NRTIs)

Awdavooivn
400 mg pio popd v
nuépa

duwdavocivn AUC | 9%
ddavocivn Cmin ND
518avooivn Crax | 16%
dapovvafipn AUC <
dapovvafipn Cmin <
dapovvaPipn Cmax <>

H dapovvafipn cuyyopnyoduevn pe
ppn d6om prrovafipng ko
Sdavooivn pumopei va
xpnoporonbel ywpic TpocapUoyEg
g doong.

H d18avocivn mpénet va yopnyeitot
He GOEI0 OTOUGYL, CUVERMG TPEMEL
va yopnyeiton 1 dpa mpwv 1 2 dpeg
HETA amd T AT TOL GLVOLAGHOD
dapovvafipng/prrovaPipng pe
TPOPT.

Awconpo&ihikn tevopoPipn
245 mg pio popd v
nuépalt

tevoeofipn AUC 1 22%
evo@ofipn Cmin T 37%
evo@ofipn Cmax T 24%
#Sapovvapipn AUC 1 21%
#dapovvaPipn Cmin T 24%
#SapovvaPipn Cmax T 16%

(1 TevopoPipng amd ™ dpdomn ot
petapopd MDR-1 oto veppikd
coAnvapl)

H mapaxorobbnon g veepikig
Aerrovpylog pmopet va gvdeikvoton
otav 1 dopovvofipn
GUYXOPNYOVLEVT UE HIKPT dOON
prrovafipng yopnyeitot og
GLUVOVOCUO e S1G0TPOEIMKT
TevopoPipn, iaitepa o€ aobeveig
LLE VTTOKELLEVT] GUOTNUATIKN 1
VEQPIKT VOGO 1 6€ 0obeveig mov
Aopfavouv veppoto&ikong
TOPAYOVTEC.
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AAAHAEIIAPAXEIX KAI AOLOAOTIKEY YYXTAXEIE ME AAAA ®PAPMAKEYTIKA ITPOIONTA

DopPoKELTIKA TPOTOVTO.
ava 0spomenTikd Topéa

AlMAemiopaon
Meraforn] yempeTpikov pécov 6pov (%)

XV6TAoEIS TOV APOPOVY 6TN
cuyyopiiynon

Eptpioitafivn/revopofipn
aAoPEVAUION

TevopoPipn alapevapion <>
Tevopofipn 1

H cvvictdpevn d6on
sutprottafivng/tevopoPipng
aAapevapidng etvar 200/10 mg pio
Popa v Nuépa 6tav
ypnoonoteitol pe dopovvafipn pe
pikpn 86om prrovafipng.

APoxafipn
Eutpiorafivn
Aapupovdivn
Ytapovdivn
Z1d0Bovdivn

Aev éyel peremBei. Me Baon tig
SPOPETIKES 0600G AMEKKPLONG TOV
MA@V VOUKAEOGIOIKMDV AVOGTOAE®V TNG
avdotpoong petaypapdong (NRTIs)
C1doPBovdivn, eptpiotafivn, otafovdivn,
Aapoudivn, mov amekKpivovTal Kupimg
oo TOVG VEPPOVG kat NG afakafipng tng
omoing 0 LETOPOMGOG OEV YiveTaL LIE TN
pecolafnon tov CYP450, dev
OVOULEVOVTOL OAANAETOPAGELS Y10 QVTEG
TIG POPHOKEVTIKEG OVOIES KOt TN
dapovvaPipn cuyxopnyoduevn He pKpn
doon prrovofipne.

H dapovvafipn cuyyopnyoduevn pe
ppn d6om prrovafipng umopei vo
ypnoporonel pe owtohe T0Vg
NRTIs yopig mpocappoyn g
doonc.

Mpy vovxigoaidikoi avactoleis tins avaaTpopns ustaypopdons (NNRTIs

Eopapipévin epafipévin AUC 1 21% Mmopel va evdeikvotor kKAvikn
600 mg pio opd v €puPpévin Cuin T 17% TOPUKOA0VON O Yo TOEWKOTNTO TOV
nuépa €aPpEvln Crmax T 15% KEVIPLKOV VEVPIKOL GUGTHHOTOG OV
#5apovvapipn AUC | 13% oxetiletar pue ovénuévn ékbeon oty
#SapovvaBipn Cmin | 31% epafipévin 6tav n dapovvafipn
#dapovvaPipn Cmax | 15% GUYXOPTYOULEVT LE pKpT) d6om
(1 epaPrpéving amd v avacToAn Tov prrovafipng divetar e cuvdLOGUO
CYP3A) pe epaprpévin.
(] dapovvafipng amd v eraywyn Tov
CYP3A) H epafipévin oe cuvdvacpd pe
dapovvafipn/prrovafipn
800/100 mg pio popd v nuépa
pmopet va 0dnynoel o vITOPEATIOT
Chin TG dapovvafipne. Edav
mpOKELTAL VoL Ypnoonotndei
epafipévin oe cuvdvacuod pe
Sdapovvafipn/prrovafipn, tote
npémel va ypnoipomom el o
80G0AOYIKO Gy TG YOPTYNONG
Sapovvafipng/prrovaPipng
600/100 mg dvo Popég TNV NuUEPa
(BAéme mopdypago 4.4).
Etpafipivn etpafipivn AUC | 37% H dapovvafipn cuyyopnyoduevn pe
100 mg Vo opég v etpofpivn Cuin | 49% puepn d6om prrovafipng ko
nuépa etpofpivn Cumax | 32% 