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MNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 100 mg/25 mg emkalvppéva pe Aento vuévio diokio
Lopinavir/Ritonavir Viatris 200 mg/50 mg emucaAvppévo e AeTTO VUEVIO d1oKia

2. IIOIOTIKH KAI ITOXOTIKH XYNOGEXH

Lopinavir/Ritonavir Viatris 100 mg/25 mg smkoiloppéva pe Aertd vuévio diokio

KaBe emxoloppévo pe Aemto vpévio diokio mepiéyerl 100 mg Aomvafipng oe cuvdvoaoud pe 25 mg
prrovaPipng og apUAKOKIVITIKO EVIGYVLTY.

Lopinavir/Ritonavir Viatris 200 mg/50 mg smikoioppéva pue Aertd vuévio diokio

KaBe emxoloppévo pe Aemto vpévio diokio mepi€yet 200 mg Aomvafipng o cuvdvaoud pe 50 mg
prrovaPipng oG QopUAKOKIVITIKO EVIGYVTN.

IMa tov TANpn KoTAA0Y0 TOV EKOOY®V, PAETE Tapdypa@o 6.1.

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

Lopinavir/Ritonavir Viatris 100 mg/25 mg smkoioppéva pue Aertd vuévio diokio

[epimov 15,0 mm x 8,0 mm, AEVKOV YPOUATOG, EMKOUAVUUEVO LE AETTO VUEVIO, WOELDES, AUPIKLPTO
dwokio pe otpoyyviepéva dxpa, To omoio pépel v emtonpaven « MLR4» ot pia mievpd kot Kopio
EMONLOVON GTNV GAAN.

Lopinavir/Ritonavir Viatris 200 mg/50 mg emkaiopuéva pue Aentd vuévio diokio

[Mepimov 18,8 mm x 10,0 mm, AevkKoD ¥POUATOC, EMKAAVUUEVO LE AETTO VUEVIO, MOELDES, AUPIKLPTO
dwokio pe otpoyyviepéva dxpa, To onoio pépel TNV emonpoavon « MLR3» ot pia mievpd kot kopio
EMGNUOVOT OTNV GAAN.

4. KAINIKEX IAHPO®OPIEX

4.1 OgpamevTikég gvosigelg

To lopinavir/ritonavir gvogikvutol o€ GuVOLAGHO LE AANOVG OVTIPETPOTKOVG TAPAYOVTES Y1dL TN
Oepaneio acBevov mov Eyovv Aolpwén omd 16 avBpomvng avocoavendpkelog (HIV-1) tadiov dveo
TV 2 €TOV, EpNPOV Kol VNAIK®V.

H emidoyn tov lopinavir/ritonavir yio TV avIyletdnion tov acdevav pe Aoipmén HIV mov £xovv nom
AGBel avactodelg Tpoteacv mpénet vo foaciletot o€ EATOMKEVUEVES EEETAGELS Y10 TNV AVTOYH GTOV
10 Kol 670 16T0pKd Oepamneiog twv acBevav (PAEne mopaypdpovg 4.4 kot 5.1).

4.2 Aocoloyio kor TPOTOG YOPNYNONS

To lopinavir/ritonavir Oa Tpénel va cuvtayoypapeital amd 10Tpods Tov EXovv eumelpio otn Oepaneio
g Aoipuméng HIV.

Ta dwokia lopinavir/ritonavir TPEMEL VO KATATIVOVTOL OAOKAT PO KOLL VOL LIV LOCOVTOL, GTOVE N
Opvppatilovrat.



Aocoroyia

Evilikeg kou épnfor

H ouvnbng cuvictopevn docoroyia twv diokiov lopinavir/ritonavir eivar 400/100 mg (600 diokia tv
200/50 mg) 500 popéc nuepnoing pe 1 xopig tpoen. I'a evilikes acbevels, o€ TEPITTOGEIS OTOL 1
docoloyia TV diokimv pio popd NUePNGime KpiveTal amapoitnn yio T dlayeipion Tov achevoig, ta
dwokia lopinavir/ritonavir pmopovv va yopnynbovv og 800/200 mg (técoepa diokio Tmv 200/50 mg)
amaé nuepncing pe 1 yopic tpoen. H xpion tov doc0Aoyikod oynuatog pic popd nuepncing Oo
TPENEL VAL TEPLOPIOTEL GTOVG EVIAIKEG 00BeVEIS TOV EYovV HOVO TOAD Alyeg PeTOANAEELG oYeTILOUEVEG
pe avoaotoreic tpateacmv (PI) (m.y. Myotepeg amd 3 petodrhaéels otovg Pl coppmva pe ta
OTOTELECUOTA KAVIKOV PEAETAOV, BAETE TOpdypapo 5.1 yio v TANpN TEPLypapn Tov TANBVoUOY) Kot
Ba pémet va Aopfavetor v’ Oy o Kivouvog yio PikpoTePT) IKavOTNTA S1ATPNONG TNG LOAOYIKNG
KkataoToAg (BAéne mapdypapo 5.1) kot vynAotepo kivduvo didppotag (PAére mapdypopo 4.8)
GUYKPIVOLEVO LLE T GLUVIGTMOUEVT] LV BN docoroyia S0 POpPEC NEPTGLOG.

Toudrazpiros minBoouog (2 etav kar dve)

H d6om evnAikov tov diokimv lopinavir/ritonavir (400/100 mg 600 gopéc nuepnoimg) pmopel va
ypnowomon el ko og mwandld pe Papog 40 kg kot dvm 1 pe Empdaveln Zopotog (EX)* ueyodlvtepn tov
1,4 m?. T moudid mov Quyilovy Arydtepo omd 40 kg 1 éxovv emedveio cdpotog petald 0,5 kar 1,4 m?
KOl LTOPOVV VO, KATATIVOUV S10Ki0, TOPOKIAOVUE ovapepheite oTiG SOGOA0YIKEG 0ONYIEC TAPUKATM.
Me Bdon ta mapovta Swabéciua dedopéva, To lopinavir/ritonavir dev mpénet va, yopmnyeiton amal
nuepnoing oe madatpikovs acbeveic (PAEne mapdypapo 5.1).

[Ipwv and ™ cvvtayoypaenon twv diokiov lopinavir/ritonavir 100/25 mg, Ba npénet va agloloyeito n
KOVOTNTO KATATOOTG OAOKANp®V dtokiov and Bpéen kot pikpd moudid. o fpéen kot pikpd Toidid
7ov dgv givar o€ BEon va katamovy diokia, Ba Tpénet va eetaletan | drbecuoTnTOL
KOTOAANAOTEP®V CKEVAGUATMV TOL TEPEXOLV lopinavir/ritonavir.

O akdrovBog mivakag mepiéyel docoroyikég odnyieg yo ta diokia lopinavir/ritonavir 100/25 mg Pdoet
TOV GOUATIKOD BAPOVG KOl TNG EMPAVELNG COUATOG.

Odnyieg madroTpIKi|g 0060A0Yi0G YOPIS TAVTOYPOVY YopiyNon efavirenz 1] nevirapine*
Bapog (kg) Emedveio Zopatog (m?) SuvioTdpEVOS 0pLOLOG d1oKimY
100/25 mg 600 popég nuepnoimg
15 émg 25 >0,5 émg<0,9 2 dwokia (200/50 mg)
> 25 émwg 35 >0,9 éog< 1,4 3 dwokia (300/75 mg)
> 35 >1,4 4 dioxio (400/100 mg)

* o1 ovoThoelg Yo T docoroyia Bacel Tov Papovs Pacilovtar oe Teplopiopéva dedopuéva

Edv eivon mo mpaktikd yuo toug aceveic, ta diokio lopinavir/ritonavir 200/50 mg pmwopovv va
yopnynbovv pdva Tovg 1 6€ GLVOVAGHO pE To dtokia lopinavir/ritonavir 100/25 mg wpog enitevén g
GUVIGTAOUEVNS OOCTG.

* H Emoedvelo Xopatog (EX) umopel va vroroyisbei pe v axoiovdn eicmon
EX (m?) =V (Yyog (cm) X Bapog (kg) / 3600)

Toudia pikpotepo twv Vo ety

H aopddeio kot 1 amotelecpatikdTnTo TOL lopinavir/ritonavir 6€ ToIdld KATO TOV 2 €TV OEV EYEL
axoun anoderyfel. Ta péypt onpepa dwbéoipa dedopéva Teptypdpovtal oty mapdypopo 5.2 aArd
dev pumopovv va 6000Hv cueTAGELS Yia T docoA0Yia.

Tovtoypovy Oeparncio.: Efavirenz i nevirapine
O ax6Aovbog Tivakag mepEyel S0GOA0YIKEG 00MYieg Yo Ta diokia lopinavir/ritonavir BAcel Tng
EMPAVELNG GOUOTOG OTOV YOpNYEiTOL 6€ GUVOLAGUO e efavirenz M) nevirapine o€ mod1d.
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Odnyieg madoTPIKIG 0060A0YiAG HE TAVTOYPOVY Yopriynon efavirenz 1] nevirapine

YovioTopevog apBpog diokimv lopinavir/ritonavir (mg) dVo Qopég nuepncimg
Emodveio Topotoc (m?) H enitevén enapioig d0omg pumopel va eEac@arloTel e Tig 600 dtabéotpeg
TEPLEKTIKOTNTEG T®V d1okiwv lopinavir/ritonavir: 100/25 mg ka1 200/50 mg.*

>0,5 éwg<0,8 200/50 mg
>0,8 éog<1,2 300/75 mg
>1,28wc<14 400/100 mg

>1,4 500/125 mg

* Ta d1okia Ogv TPEMEL VL LACOVTOL, Vo 6TtAve 1| va Bpvupatifovor.

Hrozixn dvalerrovpyio

Ye acbeveic pe Aolpmén HIV pe qmia éog pétpla nratiky dvorertovpyia, mapatnpnonke pio adénon
katd 30% g €kBeomng ot Lomwvafipn aAAd dev avapéveron va gtvat kKAvikng onpaciog (BAéne
TapaypopoS.2). Aev vrapyovv dwwbéoipa otoryeia o acbeveig pe coPfapn nratikn dSvciertovpyia. To
lopinavir/ritonavir dgv Tpémel va yopnyeitatl € avtovg Tovg acbeveic (BAéne mapdypago 4.3).

Neppixn ovolertovpyio

E@odocov n veppucn kaBapon tng Aomvafipng kot tng prrovaPipng eivar apeintéa, dev avapévovol
QVENUEVES GUYKEVIPAOGELG 0TO TAAGHO 0€ aoBeVeiS Le veppikn dvoettovpyia. Exedn n Aomwvafipn
Kot 1 prrovaPipn Egovv peydro Babud cuvoeonc e TIC TPOTEIVES, dev paiveTat THAvVO va gival
GNUOVTIKN 1) ATORAKPLVGT TOVG e alpoKaBapon 1 mepttovaikn Kabapon.

Eyxopocivy kou petd tov toketo

. Agv amaiteitol mpocappoyn g 66ong yia to lopinavir/ritonavir katd Tt ddpKeLo TNG
EYKLHOOUVNG KOl LETA TOV TOKETO.
. Agv cuviotdton 1 yopnynon lopinavir/ritonavir pio eopd nuepncing oe £ykves yovaikes, Aoy

EALEWYNG QAPLOKOKIVITIKAOV Kol KAIVIKAV dE30UEVAOV.

Tpoémoc yoprynong

Ta dwokia lopinavir/ritonavir xopryobvtol omd To GTOH KOl TPEMEL VO KATATIVOVTAL OAOKAN PO Kot Vol
un pacovtol, va omdve 1 vo Opvupatiovtor. Ta diokio lopinavir/ritonavir pmopovv va Aappdavovtot

pe N xopig Tpoen.
4.3 Avrtevosieg

YrepevaicOnoio 611 OpacTIKEG OVGIEC 1) G€ KATO10 amd TO EKOOYA TOV AVOPEPOVTOL GTNV
Tapdypoeo 6.1.

Acbeveig pue cofapn nratikn Svciertovpyia.

Ta dwokia Lopinavir/Ritonavir Viatris mepiéyovv Aomvafipn kot prrovaPiprn, 00 ovoieg ot omoieg
elvar avactoieig tov woopopeov CYP3A tov kutoypodpatog P450. To lopinavir/ritonavir dev Ba
TPETEL VO GLYYOPTYEITAL TOVTOYPOVA LLE POPUAUKEVTIKA TPOTIOVTO TV 0moimv 1 kaBapon e&aptdror o
peydro Boduod and o CYP3A kot tv omoimv o1 VYNnAEG GVYKEVIPOGELG TAAGHOTOG oyeTilovTan e
cofapd kKaun emikivovva yia ) L1 cupPdvra. Tétola pappakevTikd Tpoidvta Teprapavouv:



Katnyopia
DopuaKEVLTIKOD
Ipoidvtog

®oppaxkevtikd Ipoidvra g
Katnyopiog

Awtodoyia

Avénuéva eminteda cvyyo

NYOVUEVOL QUPUIKEVTIKOD TPOIOGVTOG

a1-Adpevepykol
AvtaymvioTtég

Alfuzosin

Avénuéveg ovykevipmoelg alfuzosin
GTO TAUGLO TTOV UTOPEL VL
08nyncovy 6 coPapfg HopeNg
vrotaon. H tavtdypovn yopnynon pe
alfuzosin avtevdeikvotol (PAEne
mapdypo@o 4.5).

AvtiotnOayyucd

Ranolazine

Avénuéveg ouykevipmoelg ranolazine
070 TAAGLO TOL UTOPEL VoL vENGOLY
70 eviEXOLEVO GoPapdv 1/Kot
areNTIKOV Yo ) (0N avTidpaceny
(BAéne mapdypago 4.5).

Avtiappoduika

Amiodarone,
dronedarone

AvENUEVEG GUYKEVTPOOELG
amiodarone kot dronedarone cto
TAAGHO. ZVVETDC, aDENGT KIvODVOL
v appvOpio 1 dAheg coPapég
avemBounteg evépyetes (PAéme
Tapdypoo 4.5).

Avtiflotikd

Fusidic Acid

Avénuéveg ovykevipooelg fusidic
acid oto mAdopa. H tavtoypovn
xopnynon pe fusidic acid
AVTEVOEIKVLTOL OE SEPUATONOYIKEG
rowméerg (BAére mapdypago 4.5).

Avtikopkivika

Neratinib

Avénpéveg GuYKeVIPOGELS neratinib
670 TAAGO TTOL UTOPEL v avéNGovy
T0 €VOEXOLEVO cOoPapdv /Kot
ATENTIKAV Y10, T {01 ovTIdpacE®V
(BAéme mapdypago 4.5

Venetoclax

Avénpéveg ouykevipdoelg venetoclax
610 TAdopa. AvEnuévog Kivouvog
GLVOPOLLOV ADOTG OYKOV KaATE TNV
€vapén g 006MC KoL KATd, T
duapxela g paong fadaiog
avénong (BAéme mapdypago 4.5).

Koatd g ovpikng
apBpitidag

Colchicine

Avénuéveg ovykevipooelg colchicine
oto mAdopa. [TIiBavn Tpodxinon
GOBOpMOV KON OTEMNTIKOV Y10, T
Con avemBOUNTOV EvEPYELDV OE
0c0EVEIC [LE VEQPIKN KOUT NTATIKN
dvodettovpyia (PAéne mapaypapovg
4.4 ka1 4.5).

Avtiictapvikd

Astemizole, terfenadine

AvEnuéveg ouyKevIpdoelg astemizole
kot terfenadine oto mAdopo. Xvvendc,
avénon Kvdvvou Yo coPapn
appvbuio amd Tovg Tapdyovieg
avtovg (BAéme Tapdypago 4.5).

Avtiyvyotikd /
Nevponmrikd

Lurasidone

Avénuéveg ovykevipaoelg lurasidone
670 TAAGHO TTOV Umopel va avEcovv
TO EVOEYOUEVO GOPapdv 1/Kot
ameNTIKOV Yo ) {on avTidpdceny
(BAéme mapdypago 4.5).




Katnyopia
D oppoKeLTIKOD
Ipoidvtog

®oppaxkevtikd Ipoidvra g
Katnyopiog

Awtodoyia

Pimozide

Avénpéveg ouykevipmoelg pimozide
070 TAAGUO. ZUVET®OG, avEnon
KLvoUVOUL 1ot GOPAPES ALATOAOYIKES
avouoAieg 1 GAAES avemBOUNTEG
EVEPYELEG OO TOV TAPAYOVTA OVTO
(BAéme mapdypago 4.5).

Quetiapine

Avénuéveg ouyKevIpdoELg quetiapine
GTO TAUGLO TTOV UTOPEL VoL
odnynoovv og kopa. H tavtdypovn
XOpNYNoN Le quetiapine
avtevoeikvotal (PAEme

mapdypa@o 4.5).

Alxorogldn Tapaywya
gpyotapivng

Dihydroergotamine, ergonovine,
ergotamine, methylergonovine

AvENUEVEG GLYKEVTPOOELG
TOPOYDY®V EPYOTARivNG TOL 001 YOOV
o€ 0&D gpyoTiouo,
cupmepAappavouévov
ayYEWOoTacov kot woyoipiog. (BAEne
Tapdypo@o 4.5).

TaotpokivnTIKAOG
TOPBAYOVTOG

Cisapride

Avénpéveg cvyKevTpmoelg cisapride
670 TAAGHO. ZUVETMOG, avénon
Kvovvou Yo coPapés appubuies and
oV Ttapdyovto avtd. (PAEme
Tapdypo@o 4.5).

Avtiukd apeong opacng
KOTA TOV 100 NG
nratitdog C

Elbasvir/grazoprevir

AvEnpuévog kivduvog avénoewv g
Tpavoapvacng g aiavivng (ALT)
(BAéne mapdypago 4.5).

Ombitasvir/paritaprevir/ritonavir
pe M xopig dasabuvir

AvEnpéveg GLYKEVIPAOGELS
paritaprevir 6To TAACUA. XVVETMG,
avénon KvdHvov Yo avENGELS TG
Tpavoapvacng g ahavivng (ALT)
(BAéne mapdypago 4.5).

Iopdyovrteg Lovastatin, simvastatin Avénpéveg ouykevtpdoelg lovastatin
TpoTOTOinoNg AMmdimv Kot simvastatin 610 TAGGHO. ZVUVETMG,
AvooTtokeic e avénomn KvdHvov Yo LuoTadeio
Avayoyaong HMG Co-A ovpmePLAHBaVOpEVNS TG
pafdopvorvong (Préme
mapdypo@o 4.5).
Avootoléag g Lomitapide Avénuéveg ovykevipaoelg lomitapide
HUIKPOGOUIKNG TTPOTEIVIG oto TAdopo (BAéne Tapdypago 4.5).
LETAPOPAG
tprylvkepdiov (MTTP)




Katnyopia ®oppaxkevtikd Ipoidvra g
D oppoKeLTIKOD Katnyopiog
Ipoidvtog

Awtodoyia

AvaoToAeic Avanafil
Dwopodiectepdong
(PDES)

Avénpéveg ouykevipaooelg avanafil
oto TAdopa (BAéne mapaypdpovg 4.4
ka1 4.5).

Sildenafil

Avtevdgikvoton povo otav
xpnowomoteitat yia tn Oepameio g
TVEVLLLOVIKTG 0TI PLOKTG VITEPTUCNG
(PAH). Avénpévec cuykevipmdoelg
sildenafil oto TAdopa. Zvvenmg,
aLEAVEL TO EVOEYOUEVO AVETLOOUNTOV
EVEPYELDY OV oyYeTI{OVTOL [IE TO
sildenafil (o1 onoieg meprapPfavooy
VIOTOGT KOl GUYKOTY]). BAéme
mopdypoeo 4.4 ko 4.5 yuo
ovyyopnynon tov sildenafil ce
acbeveig [le oTVTIKN SUGAELITOVPYIQ.

Vardenafil

Avénpéveg ovykevipwoelg vardenafil
oto mAdopa (PAéne Tapaypapovs 4.4
ka1 4.5).

Hpepotwed / Yavayoyd | Amd otopatog midazolam kot
triazolam

AvENUEVEG CLYKEVTPDOCELG OO
otopatog midazolam ko triazolam
070 TAAGLO. ZUVET®OG, avEnon
KvOOVoL Y10 vEPPOAIKT KATAGTOAN
KOl OVOTTVEVGTIKT KOTOGTOAN OO
TOVG TOPBEYOVTEG QLTOVG.

Mo TpouAdEelc oyeTikd pe v
TOPEVIEPLKE YOPYOOLLEVN
midazolam, BAéne mapdypogo 4.5.

Mewopéva emineda ToV QUPPOKEVTIKOD TTPoiovTog lopinavir/ritonavir

dutikd Xxevdopato St. John’s Wort

DutiKd oKELAGHOTO TTOL TTEPLEYOLV St
John’s wort (Hypericum perforatum)
AOY® TOL KIVOHVOL pelmoNg TV
GUYKEVIPAOGEMV GTO TAAGLO KOL TNG
pelmong TG KAVIKNG
OTOTEALEGLATIKOTNTOG TOV lopinavir
Ko ToV ritonavir (PAéme

mapdypa@o 4.5).

4.4 E101kég TPOEOOTOM|GELS KL TPOPVAAGEELS KATA TN (p1]oN)

AobBevels ue coVOTGPYOVOES KATAOTATELS

Hrotikn dvosieitovpyia,

H aopddela ko 1 amotelecpatikotnTo ToV lopinavir/ritonavir dev £xel tekunplodel og acbeveig pe
vrokeipeves Nrotikés dwatapayéc. To lopinavir/ritonavir avtevdsikvotar o acbeveig pe cofopn
nratikn dveAertovpyia (PAEre mapdypapo 4.3). Ot acbeveig pe ypovia nratitida B 1 C mov tovg
YopNYELTAL GUVOLOCUOG AVTIPETPOTKNG Bepameing Exovv avénpévo kivouvo yia cofapés kot mhavadg
BovaTnOpEg NIATIKEG AVETIOVUNTEG EVEPYELEG. XE TEPIMTOOT TAVTOYPOVNG YOPTNYNOTG OVTUKNG
Bepaneiog yuo tnv nratitda B 1 C, mtapakaiolue avatpéETe 6T0 aVTIGTOLO PUALO 0INYLOV QVTMV

TOV QOPUOKEVTIKAOV TPOTOVIMV.

Acbeveig pe Tpoimdpyovca NItk SVGAEITOVPYIO GLUTEPIAAUPOAVOUEVNG KOL TNG YPOVILG NTOTITIONG
eppaviouv avéEnuévn cuXvOTNTO SLUTAPUYDV TG NTATIKNAG AELTOLPYING KOTA TV SIPKELL




GLVOLOCEVC OVTIPETPOTKNG Bepamneiog kot Ba mpémel va mapakolovbodvtal GOPP®VO e TNV
kaBiepopévn tpoaktikn. Edv vmapyet Evoeién yio emdeivmon Tng NTaTIKNG VOGOL G€ QVTOVS TOVG
aocBeveic, Oa mpémel va Aappavetar vrdyn tpocwpivi 1| povn drakomi g Bepomeiog.

AvEnuéveg tpavoapivdces pe N xopig avénpéva eninedo xohepvBpivng Exovv avapepbel oe acbeveic
pe Aoipwén povo omd HIV kar og dropa mov Aappdavouvy mpopuiaktiky Oepaneio petd omd tnv
€xbeomn. Avto pmopet vo gppaviotet amo v 7T nuépa 1 Kot apyotepa amod v Evapén Bepaneiog pe
lopinavir/ritonavir 6 cuVOVAGUO Pe GAAOVG OVTIPETPOTKOVG TOPAYOVTEG. LE OPICUEVES TEPIMTMGELG 1
Nratikn ducAgttovpyio Tav cofopn.

Kotahinieg epyaoctnplokéc e€etdoeic Oa mpémel va de&ayBovv mpv amd v évapén g Oepaneiog pe
lopinavir/ritonavir ko 6tevi Tapakoiovdnon Ba Tpénel va Tpoypatomoleitol Katd T SidpKeld Tng

Oepameiog.

Neopikn dveAiettovpyio,

Epdcov n veppikn kaBapomn tng Aomvafipng kou g prrovafipng ivar opeintéa, dev avapévovol
aLENUEVEC GLYKEVTPMGELS 6TO TAGGHA 6 060gVElg pe veppikn dvoiertovpyia. Emeidn n Aomvafipn
Kot 1 prrovaPipn cvvdéovtar o peydio Pabud pe tig tpwteives, dev paivetor mhavo va givar
OTUOVTIKN 1) ATOUAKPUVGT TOVG LE alpokabapon 1 mepttovaikn kabapon.

AyloeiMa

Yanpéav ava@opec avEnpévng apoppaytkng o160eonc, cuUTEPILUUPOVOUEVOY OVTOLOTOY
OLLOTOUAT®V TOV dEPRATOG Kol apdpOpwv e apoppopiiikodc acbeveig Tomov A kot B, 6tovg
0moiovg YopNYNONKAV AVOCGTOAELS TPWTEACHOV. L€ HEPIKOVS acbeveig yopnynOnke mpdcbetoc
napayovtag VI Xe mepiocdtepa amd o Lol avapepBEvio TEPIGTATIKA, 1] OYWOYT LLE OVUCTOAEIS
TPWTEACOV GUVEXIGTNKE 1 EAVApPYLOE, OE TepinTon oL giye dokomel. Exet avapepbel 6Tt pmopei va
VILAPYEL OLTIOAOYIKT] GYECT], TAPOAO TOV O UNYAVIGUOG Opaomng Oev €lye SLEVKPIVIOTEL. ZVUVETMG, Ol
aLLOpPOPIAKOL aoBEVEIS TPEMEL VAL EVILEPDOVOVTAL Y10l TNV TOAVOTNTA QLENUEVIC OLLOPPAYIKNG
déBeong.

Haykpeatitida

"Exovv avaeephei mepittooelg maykpeatitidog oe acbeveig mov Edafov lopinavir/ritonavir,
GUUTEPIAOLPOVOLEV®VY Kol EKEIVOV TOV ELOAVICHY VTEPTPLYAVKEPLOALUIA. X TN TAELOVOTITO TOV
TEPUTTMGEWMV 01 00OEVEIG lyav TPONYOVHEVO 16TOPIKS TOYKPEATITIONG KOV GuYypovn Bepameia e
A0 poPUOKEVTIKA TPOTOVTA OV GYeTi{oVTal e TOyKpeATITION. ZNUAVTIKT aOENOT] TOV
TPIYAVKEPLOI®V EIVOIL TAPAYOVTOG KIVOUVOL Y10l TV ELPAVIOT] TayKPeoTiTidog. Acbeveig pe
Tpoywpnuévn voco HIV pmopel va Exovv kivovvo yia adénon TpiyAvkepidiov Kot ToyKpeaTitidags.

Oa mpénel vo, AapPAVETOL VITOYT 1 TEPITTMOOT TAYKPEATITIONG EAV ELPAVIGHOVV KAVIKE GUUTTONOTO
(vavtio, EpETOL, KOTMOKO GAYOG) N} LN PUGLOAOYIKES EPYOCTNPLOKEG TIHEG (OTTMG AVENUEVEG TYUEG
Mmdong Kot ApvAAcnG 6TOV 0p0) OV LTOdNABVOLY TayKpeotitida. Ot acbeveic mov gpeavilovv avtd
Ta onpeia | ovurtopate Oa Tpénet va agtoAoyovvtar kot 1 Oepaneia pe lopinavir/ritonavir O Tpémet
VoL avooTEALETAL GV Yivel Sidyvoon TayKpeatitidog (PAEre mapdypapo 4.8).

Preyuovmdeg 20vopoo AvocHoTaonc Tov AVoGOoTOTIKOD

e aoBeveic pe Aoipmén HIV kot pe cofapr] ovoGoroyikn avendpKelo eVOEYETAL VO ELPAVIGTEL, KOTA
v €vapén g ocvvdvacpévng avipetpoikng ayoyng (CART), pla pieypovadng avtidpacn oe
OGVUTTOUOTIKA 1) VTOAELLOTIKG EVKOPLoKA Tafoyova Kot vo TpokAN0obv coPapic KAVIKEG
KOTOOTACELS N EMOEIVOOT) TOV CUUTTOUATOV. TETO1EC OVTIOPACELS £XOVV TUTIKA TOPOVCLOCTEL EVTOG
TOV TPOTOV £fdopddmv 1 unvev ord v évapén g CART. XZyetikd topadsiypota sivor 1
ApEIPANCTPOEWITION OO KUTTOPOUEYAAOTO, YEVIKEVUEVEG KO/ ECTIOKEG AOIUDEELG ATTO
pukofaktnpidia kot Tvevpovia opeMdpevn 6€ Pneumocystis jiroveci. @a TpENEL vl EKTILAOVTOL
OTOWONTOTE PAEYLOVAOIT] CUUTTOLATO Kot Vo opiletan Oepameio 6tav amaiteitot.
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Avtodvooeg datapayés (6nmg n vosog tov Graves kot ovtodvoon Nratitidn) £xovv emiong ovapephet
OTL gppavifovtal Katd TNV avacHGTAGT] TOL OVOGOTOTIKOV. 26TAC0, 0 OVAPEPOLEVOG YPOVOG £WG
v évapén mokidet Ko pmopel va cupPel ToOAAOVG uveg Petd v Evapén g Bepameiog.

Ooteovékpmon

Avapépinkay TEPTTMGCELG 00TEOVEKPMOTG KVping oe acbeveig pe mpoympnuévn Aoipwén HIV kou /M
Hokpag o1apkelag Ekbeom oe cuvdvacpo avtipetpoikng Oepameiag (CART) av kot 1 artoloyia
Bewpeitar ToATOPAYOVTIKT (CUUTEPIAAUPAVOVTOL 1) YPTOT] KOPTIKOGTEPOEWOMV, 1| KATAVIAWOT)
OAKOOA, N GOPopn AVOGOKOTAGTOAT, 0 VYNAOTEPOG deiktng pnalag copatog). Ot acbeveig Ba mpémet va
{nrovv wtpkr] cupPovAn edv Tapovcldlovv evoyANcELS Kal AAyos oTig apBpdacels, duokopyio
apBpwong N duskoria GTNV Kivnom.

Iapdroon dwaotuatoc PR

"Exel amodeyBel 611 10 lopinavir/ritonavir Tpokadel (et AVEL CLUTTOUATOV TAPATACT] TOL
dwotipotog PR g pepkois vyteig evihikes. Zmavieg avapopég 2 kat 3°° fabpod koAmokothokoh
OTOKAEIGHOD € 00OEVELG LLE VTOKEIUEVT OUIKT KapdlaKT VOGO Kol TPOVTAPYOVGEG AVIOUUAIEG TOV
GLOTNLLOTOG HETOPOPAS NAEKTPIKOD gpebicpatog N o acBeveig mov eAGUPavay EApUOKA YVOGTA Yio
v mapdroot tov dacthuatog PR (0nmg verapamil 1 atazanavir) éyovv vadpéel o€ acOeveic Tov
elapPovav lopinavir/ritonavir. To lopinavir/ritonavir O Tpémnel va ypnoyLomoleiTal e TPOCOYN O
TS ToVG acbeveig (PAéne Tapdypapo 5.1).

Zouotiko Bapoc Kol ueToBoMKES TOPAUUETPOL

Kotd m dibpkela g avtipetpoikng Bepaneiog evogyetal va TpokvuyeL adENCN TOL GOUATIKOD BApOovg
KaO®G Kot TOV ENImed®V TOV Mmdimv Kot TG YAVKOING 6To aipa. AvTég ot aAhayEg eV uépeL pmopel
Vo GLVOEOVTOL LE TOV EAEYYO TNG VOCOU Kol Tov Tpomo (wng. Ocov apopd otnyv avénon tov Mmidiov,
0€ OPLOUEVES TEPMTMGELG VIAPYOLV EVOEIEELS Yl eMidpaoT Tng Bepameing, Evd OGOV apopd TNV
avEnon Tov ceUATIKOD BAPovs deV VIAPYOVV 1oYLPEG eVOEIEEIS TOV Va TN cLoYETILOVV e
omotadnmote cuykekpluévn Bepaneio. H mapakoiovdnon tov Mmdiov kot tng yAvkolng oto aipa,
npémel va. Pacileton og Kabiepwpéveg kKoTevBuvenpieg odnyieg yo tn Bepameio Tov HIV. Ot
SlTOPaYEG TOV MTSI®MV TPETEL VAL AVTIUETOTILOVTOL OT®G EVOEIKVLTAL KAVIKA.

AMNAETIOPAGELS UE QUPUOKEVTIKA TTPOTIOVTO,

Ta dwokia Lopinavir/Ritonavir Viatris mepiéyovv AomvaBipn kot prrovaPipn, d0o ovoieg ot omoieg
etvon avactolreic Tov 166poppov CYP3A tov kutoypopatog P450. To lopinavir/ritonavir ovapévetot
va 0ENGEL TIG GUYKEVIPMOGELG GTO TAAGO PAPHOKEVTIKOV TPOTOVTOV TOL KLpimg petaforilovton
a6 o CYP3A. Avtéc o1 avENGELS TOV GUYKEVIPDOGE®MY GTO TAAGLO TOV GUYXOPTYOVLEVOV
QOPUAKEVTIKOV TPOIOVI®V PTopel vo, avRoouvy 1 va Tapateivouy Ty Oepamentikn Toug dpaon Kot Tig
avemBounteg evépyelég toug (PAéne mapaypapovg 4.3 ko 4.5).

Ioyvpoi CYP3A4 avactoleig, OTmMG Ol AVAGTOAELS TOV TPOTENCHV, Eivol TOAVOV Vo LENCOVY TO
Babuod éxbeonc g bedaquiline, av&dvovtag £T61 TV TOAVOTNTA ELPAVICTG AVETIOVUNTOV EVEPYELDV
g bedaquiline. Enopévac, o cuvdvaoudg bedaquiline kat lopinavir/ritonavir 0o tpémet vo
amoevyeTal. Q6TOGO, EAV TO OQEAT VILEPVIKOVV TOVG KIVOUVOUG, 1| cuyyopnynon tov bedaquiline kot
lopinavir/ritonavir Oa TpEmeL va YIVETOL LE TPOGOYT. ZVVIGTATOL TTIO GLYVY TOPAKOAOVON o
NAEKTPOKAPIIOYPAPTLOTOG KOl TOV TIHDV TOV Tpaveopvacov (BAEre mapdypapo 4.5 kot bedaquiline
SmPC).

H ovyyopnynon tov delamanid pe évav woyvpd avactoréa oo CYP3A (6nmg o lopinavir/ritonavir)
umopei va avénoet v ékbeon oto petafolritn Tov delamanid, o omoiog €yel cuoyeTicbel pe mapdTaon
tov dtaotipatoc QTc. Qg ek TtovTOoL, EGV 1| GLYYXOPNYNOT Tov delamanid pe lopinavir/ritonavir
Bewpeitar amopaitnTn, cuVIeTATOL TOAD GV Ttapakorovdnon pe HKI kab’ 6An v nepiodo



Oepanciog pe delamanid (PAéne mapdypago 4.5 kar avatpésre oy Iepinyn tov Xapaxtnpiotikdv
tov [Ipoidvrog delamanid).

e aoBeveic mov Ehafav Bepaneia pe colchicine kot 1oyvpoic avactoreig tov CYP3A, 6mtwg o
ritonavir, £yovv avapepBel anetAntikés yro T {on Kot Bovatneopeg PUPUAKEVTIKEG AAANAETIOPACELC.
H tavtoypovn yopnynon pe colchicine avtevoeikvotal o€ acBeveic pe veQpIKn KauM NIaTiKy
dvoiertovpyia (BAéne Tapaypdpovg 4.3 kot 4.5).

O cvvdvacpog Tov lopinavir/ritonavir pe:

- tadalafil, mov gvdeixvoton yio T Bepameio TG TVELHOVIKNG OPTNPLOKNG VIEPTAONG, OEV
ocvviotarol (PAEre Topdypao 4.5)

- riociguat 6gv cuvietdton (PAéne mapdypago 4.5),

- vorapaxar dgv cuviotatotl (BAEne Tapdypago 4.5),

- fusidic acid o115 0oTE0-0pOpIKES AoUDEELG deV cuvicTdtat (BAEne Tapdypapo 4.5)

- salmeterol dev cuvictdral (PAEme mapdypapo 4.5)

- rivaroxaban dgv cuvictdrtot (BAEne mapdypao 4.5).

O ocvvdvacpdg Tov lopinavir/ritonavir pe atorvastatin dev cuviotdtat. EGv n ypron tov atorvastatin
Oewpeitar avotnphg anapaitn, 0o Tpénet va yopnyeital n yaunAidtepn dvvarn 6o atorvastatin pe
TPOGEKTIKT TOPOKOAOVONGN OC TPOG TNV AGPAAELN. TE TEPIMTMOGN TAVTOYPOVNG YPTIONG TOV
lopinavir/ritonavir pe rosuvastatin eplotdTon €TiGNG TPOcOoYN Kot Ba mpémetl vo e€etdletan peimon Tov
docemv. X mepintmon mov gvdeikvotol Bepaneia pe avaotorén g HMG-CoA avaymydong,
ocuviotdrtal pravastatin 1 fluvastatin (BAéne mapdypoeo 4.5).

Avaoroleic PDES

E@iotdrton aitepn tpocoyn dtav cuvtayoypaesiton sildenafil v tadalafil ywa tn Oepameio g
GTLTIKNG ducAertovpyiag og acbeveic mov Aapfdvovv lopinavir/ritonavir. H cuyyopfynon tov
lopinavir/ritonavir pe 0T To. QOPHAKEVTIKA TPOTOVTA OVOHUEVETOL VO 0VENGEL GTLOVTIKA TIG
GLYKEVTPMGELS TOVG KOl AVTO PTOPEl VoL 00N yNoeL 6€ oyeTI OUEVEG aVETIOOUNTEG EVEPYELEG OTIMC
VIOTAGN, CLYKOTN, OAAAYEG GTNV OpaoT Kol Tapatetapévn otvon (BAéne Tapdypago 4.5). H
Tavtoypovn ypNon avanafil | vardenafil pe lopinavir/ritonavir avtevosikvoton (BAéne mapdypaeo 4.3).
H tavtoypovn ypnon tov sildenafil mov cuvtayoypagpeital yio m Bepomeio TG TVELHOVIKNG
ApTNPLOKNG VIEPTACNG avTevdegikvutar Le lopinavir/ritonavir (BAEme mapdypapo 4.3).

Epiotdrton daitepn tpocoyn dtav cuvtayoypapsitat lopinavir/ritonavir e opUOKELTIKA TPOIOVTA
7oV gival YvooTo 0Tt endyovv emunikuven tov dtaotnuatog QT omwg: chlorpheniramine, quinidine,
erythromycin, clarithromycin. I[Ipd&ypatt, To lopinavir/ritonavir 8o propodce va avENcEL Tig
GUYKEVTPMGELS TOV GLYXOPTYOVLEVAOV OVTAOV PAPUAKEVTIKMOV TPOTOVIOV KOl 0VTO UTOPEL VoL EYEL G
amoTEAECUO o aENON TOV GYETILOUEVOV PE OVTA KAPIOK®OV aVETIOOUNTOV ovTIOpAcE®V. X
TPOKAMVIKEG LeAéTe Exovv avapepBel kapdiokd copPdavta pe To lopinavir/ritonavir, wg €K TOVTOV Ot
mBaveg kopdlakég emdpAcelg Tov lopinavir/ritonavir 6gv HTOPOLV TPOG TO TAPOV VO ATOKAELGHOVV
(BAéme mapaypapovg 4.8 kat 5.3).

H ovyyopnynon tov lopinavir/ritonavir pe rifampicin dev cuviotdral. H rifampicin 6 cuvévacuod pe
lopinavir/ritonavir TpoKoAEl LEYALEG LEIDGELS TOV GUYKEVIPAOCEMV lopinavir mov evAEYETAL e TN
GELPE TOVE VO, LEIMGOLV GTHOVTIKG T Bgpamevtikn dpdon tov lopinavir. Erapxnic ékbeon oto
lopinavir/ritonavir pmopei va emtevydel Otav ypnotpomnoieiton pio VYNAGTEPN d601 lopinavir/ritonavir
oA 0vTd cUVOEETAL e AVENUEVO KivOUVo TOEIKOTNTOS 0Td TO NP KOl TO YOOTPEVTEPIKO. QG €K
TOVTOV, 1 GLYYOPNYNON AT Ba TPETEL Vo AMOPEVYETOL EKTOG AV KPIVETOL QVGTNPMG ATAPOITNTY|
(BAéme mapdypago 4.5).

Agev ouviotdTol 1) TavTdYpOVN XPN oM Tov lopinavir/ritonavir Kot tng Aovtikalovng 1 GAAwv
YAVKOKOPTIKOEW®V Ta omoia petaforilovtar amd to CYP3A4, 6nmg ta budesonide kon triamcinolone,
eKTOG €0V TO EVOEXOUEVO OPENOG TG Bepameiag vIepTEPEL EVAVTL TOL KIVOUVOL EUPAVIONG
GLOTIUOTIKOV EKONADCEDV 0O TOL KOPTIKOGTEPOELDT], CUUTEPIAAUPOAVOUEVOD TOV GUVOPOLLOV
Cushing kot g KataoToANg TV entveppidiov (PAEne mapdypagpo 4.5).
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Aleg
To lopinavir/ritonavir dev amnoterel Oepomeia Yo ™ Aoipwén HIV 1 yuo to AIDS. Atopa mwov
Aappdvovuv lopinavir/ritonavir puropei va cuveyicovv va avanticoouy AOUMEELS 1| GALEG acBEveLeg

nov oyetilovran pe v voco HIV kat to AIDS.

To Lopinavir/Ritonavir Viatris epi€yst vaTplo

To @dppako avtd mepiEyel Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio, givatl ovtd Tov
ovopalovpe «ehevbepo vaTpiovy.

4.5 AMAremOpacelg pe GALO QUPRAKEVTIKA TPOIOVTA KoL GALES POPQEG aAMAETIOpOONG

Ta dwokia Lopinavir/Ritonavir Viatris mepiéyovv AomvaBipn kot prtovaPipr, 0o ovcieg ot omoieg
glvar avactoAeig Tov 16opopeov CYP3A tov kutoypodpatog P450 in vitro. H cuyyopnynon tov
lopinavir/ritonavir pe opHOKEVTIKA TPoidvTa Tov peTofoiilovral kuping omd to CYP3A pmopei va
EYEL OG OMOTELEGLLO. ADENOT TOV GLUYKEVIPOGEDY TAAGLOTOS TOV GAAOV QOPUAKEVLTIKOD TPOIOVTOG,
yeYOVOG oV pmopet va avéNGeL 1 vo Topateivel T Bepamevtikn dpaon Kot Tig avemBOUNTEG EVEPYEIEG
tov. To lopinavir/ritonavir éev avactéilel ta CYP2D6, CYP2C9, CYP2C19, CYP2EIL, CYP2B6 1|
CYP1A2 og khvikd 0modektég cuyKevipmoelg (BAEne mapdypapo 4.3).

"Exer anodeiyBei 611 10 lopinavir/ritonavir endyet Tov i510 T0 LETAPOAIGLO TOV in Vivo Kot OTL avEAVEL
7O PLOUETACYNUOTIOUO KATOIOV QOPLOKEVTIKAOV TPOiOVI®V Tov peToforilovtar amd Ta Evivpo Tov
Kutoypopatog P450 (cupurepiiapfavovtar ta CYP2C9 kot CYP2C19) kot pécw yAvkovpovidimonc.
Av10 pmopel vor el OG ATOTELEGA YOUNAOTEPEG GUYKEVIPADGEL GTO TAACUA Kol EVOEXOUEV LelmoT
NG OPUCTIKOTNTOG TMOV GLYYXOPNYOVUEVOV PAPUOKEVTIKMY TPOTOVTWV.

DoppoKeLTIKA TPOIOVTA TOV AVIEVOEIKVUVTOL E0IKE £EANTIOG TOL AVAUEVOUEVOL LEYEDOLG
aAMNAemIOpAce®V Kot TOOVOTHTOV Yo GOPapéG avemBOUNTES EVEPYELES OVAPEPOVTOL OTN
mopdypoeo 4.3.

Oleg o1 peréteg aAANAETIOPAOTG, EKTOG EAV AVOPEPETAL SLOPOPETIKE EYOVV YIVEL YPTCILOTOLDVTOG
lopinavir / ritonavir koydkie, To onoio mapéyovv pia katd 20% younAdtepn ékbeomn tov lopinavir
ovyKpITIKA pe ta dtokio 200/50 mg.

I'vootég kot Bepntikég AAANAETIOPAGELS LE EMAEYUEVO OVTIPETPOTKA KOL LUN-OVTIPETPOTKA POPLOKOL
avaQEPOVTaL 6TOV Tivaka Tapakat. O KatdAoyog avtdg dev eival TEPIEKTIKOC 1) OAOKANP®UEVOG,.

Ka0e TTXTII Oa mpémet va eEetdleton Eeywpiotd.

ITivaxog oAAMNAETIOpAGEDY

AlMnemdpdoelg peta&d tov lopinavir/ritonavir Kot GUYYOPTYOOUEVOV QOPUAK®OV AVOPEPOVTOL GTOV
mivako Topokdte (n adEnon avaypdeeTot o «T», HElon g «|», Kapio aAlayr] g «—>», pio opd
nuepnoing g «QDy, 300 popég nuepnoing og «BIDy» kot tpelg popéc nuepnoing wg «TID»).

Extog kot edv SNA@VETOL S1LPOPETIKA, 01 LEAETEG TTOL OVALPEPOVTOL TAPOKAT® EYOVV YIVEL LE TNV
TpoTEWOUEVT 0001 lopinavir/ritonavir (dnA. 400/100 mg dvo popéc nuepncimg).

Tuyyopnyovpsva Enidpacn ota enineda Tov Kl 6v6T00m ava@opukd pe
Pappoxa avé POPLAKOV ™ cvyyopiynon

OepamevTiKi I'eoperpikn Méon Metafoin Lopinavir/Ritonavir Viatris
Katnyopio (%) omnv AUC, Chax, Chin

Mnyoaviopndg alinieniopaong

Avnpetpoiroi IHlapayovres

Novxleoaidikoi/Novkleotidikoi avaarolels s avaotpoons uetaypopaons (NRTIs)

Stavudine, Lamivudine | Lopinavir: <> Agyv givol amapaitnt n
OVOTPOCAPLOYN TNG 6OCNG.
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Xuyyopnyovpeva
PapRUKA AVE
Ospamevtin
Katnyopia

Enidpacn ota emineda Tov
POPLAKOV

I'eopeTpikn Méon Metafoin
(%) otnv AUC, Cmax, Crin
Mnyoviepndég alinieniopaong

Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

Abacavir, Zidovudine

Abacavir, Zidovudine:

Ot cvyKevTpmGEIS PTopet va
petmBovv Adym TG avENUEVNG
YAVKOVpOVIdi®mOTNG amd TO

Agv givorl yvooti 1 KAvikn
ONUOCI0 TOV HELWUEVOV
GLYKEVTIPMOGEMV abacavir Kot
zidovudine.

lopinavir/ritonavir.
Tenofovir, 300 mg QD | Tenofovir: Agv glvon amapaitnn n
AUC: 1 32% AVOTPOCAPUOYN TNG 6O0NC.
Chnax: < YynAOTEPES GLYKEVIPMOGELS TOV
Chin: 7 51% tenofovir evdéyeton vo TPOKOAEGOVY

Lopinavir: <

avemBounteg evépyeteg and 10
tenofovir, cupmeptiappavouéveov
VEQPPIKDV SUGAEITOLPYIDV.

Mu-vovrieoagidcol avaotoleic g avaotpopns uetoypopdons (NNRTIs)

Efavirenz, 600 mg QD

Lopinavir:
AUC: | 20%
Cmax: | 13%
Chin: | 42%

Efavirenz, 600 mg QD

(Lopinavir/ritonavir
500/125 mg BID)

Lopinavir: <
(Avéroyo pe 400/100 mg BID
XOPNYOVLEVO HOVO TOV)

H d60on 10V dickiov
Lopinavir/Ritonavir Viatris 6a
npénel va, avénbet og 500/125 mg
dv0 Qopéc nuepnoing 6tav
cuyyopnyeital pe efavirenz.

To Lopinavir/Ritonavir Viatris dev
TPENEL VaL yopnyeital pio popa
NUEPNOIMC GE GLVIVAGHO UE
efavirenz.

Nevirapine, 200 mg Lopinavir: H d60m t0v dokimv
BID AUC: | 27% Lopinavir/Ritonavir Viatris Oa
Cumax: | 19% npénel va, avénbdet og 500/125 mg
Chin: | 51% dv0 popéc nuepnoing dtav
GLYYOPNYELTOL LE Nevirapine.
To Lopinavir/Ritonavir Viatris dev
WPENEL VO, yopnyeital pio popd
NUePNGIWG 6€ GLVOVAGHO LE
nevirapine.
Etravirine Etravirine: Agv givon amapaitnn n
(Lopinavir/ritonavir AUC: | 35% TPOGUPLOYN TNG dOGNG.
dokio 400/100 mg BID) | C;n: | 45%
Conax: | 30%
Lopinavir:
AUC: <
Crnin: | 20%
Cmax: «
Rilpivirine Rilpivirine: Toavtodypovn yprion Tov
(Lopinavir/ritonavir AUC: 1 52% Lopinavir/Ritonavir Viatris pe
Koydxio 400/100 mg Coin: 174% rilpivirine Tpokaiel avénon tov
BID) Coc: 129% GLYKEVTIPMGE®V TNG rilpivirine 6to

Lopinavir:
AUC: <
Cmin: l« 11%
C

=
max-

(avaotoAn Tev eviopwov CYP3A)

TAGGHO, OAAG Oev amarteiton
TPOCAPLOYN TNG 6OCTG.
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Xuyyopnyovpeva
PapRUKA AVE
Ospamevtin
Katnyopia

Enidpacn ota emineda Tov
POPLAKOV

I'eopeTpikn Méon Metafoin
(%) otnv AUC, Cmax, Crin
Mnyoviepndég alinieniopaong

Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

HIV CCRS - Avioywvietég

Maraviroc

Maraviroc:
AUC: 1 295%
Cmax: T 97%

Aoy® ™ avactodng tov CYP3A
amo to lopinavir/ritonavir.

H 860m tov maraviroc Oa mpénet va
pewwvetatr o€ 150 mg dvo popég
NuepNoime Katd N d1dpKeLn
GLYXOPNYNONG pE
Lopinavir/Ritonavir Viatris
400/100 mg dvo Qopég nuepncimg.

AvootolEig vieykpaong

Raltegravir

Raltegravir:
AUC: &
Cmax: >

Cia: l 30%

Lopinavir: <

Agyv givon amapaitntn n
OVOTTPOCHPLOYN TNG OOCTG.

2vyyopnynon ue drlovg HIV avaoroleis mpwteaowv (Pls)
ZOHHemVa LE TIG VITAPYOLGES Kotevbuvthpleg odnyieg yio T Oepameio, dSimhn Oepaneio pe ovactodelg
TPMOTEACDV YEVIKMG OEV GUVIGTATOL.

Fosamprenavir/
ritonavir (700/100 mg
BID)
(Lopinavir/ritonavir
400/100 mg BID)

Ul

Fosamprenavir
(1400 mg BID)
(Lopinavir/ritonavir
533/133 mg BID)

Fosamprenavir:
Ot ovykevtpmoelc Amprenavir
LELOVOVTOL GTLLOVTIKA.

H ovyyopnynon avénpévev d6cemv
fosamprenavir (1400 mg BID) pe
lopinavir/ritonavir (533/133 mg
BID) o¢ acBeveig
TPOBEPATEVUEVOVG UE OVOGTOAEIS
TPOTEACDV EIYE MG ATOTEAEGLOL
avENUEVT cuyvoTnTa aVvETBOUNTOV
EVEPYELDMV OO TO YOOTPEVTEPIKO Kot
AVENCELS TV TPLYAVKEPIOI®V LE TO
GUVOVAGUEVO Gy XOPIG avENcELg
NG LOAOYIKNG
OTOTEALEGLATIKOTNTOGC, OTAV
GLYKPIONKAY e KOVOVIKEG dOGELC
tov fosamprenavir/ ritonavir. H
TAVTOYPOVT YOPNYNON AVTAV TOV
(POPUUKEVTIKMV TPOIOVI®V HEV
GuvicTdTol.

To Lopinavir/Ritonavir Viatris dev
TPENEL VO yopnyeital pio popd
NUEPN OIS GE GLVOVAGUO LE
amprenavir.

Indinavir, 600 mg BID

Indinavir:

AUC: &

Chin: T 3,5-¢opéc

Cmax: l

(avéroyo pe indinavir 800 mg
TID povo)

Lopinavir: <

(avdAoyo g 10TOpIKN oVYKPIoN)

Ot KotdAANAeg dOGELS Yol VTO TO
GLUVOLOCUO, CYETIKA LE TNV
OTOTEAEGUOTIKOTNTO KOL TNV
aCPAAELD, OEV £YOVV TEKUNPLOOEL.

Saquinavir
1000 mg BID

Saquinavir: <

Agv glvor amoapaitntn n
OVOTPOCHpUOYN TNG SO0,
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Xuyyopnyovpeva
PapRUKA AVE

Enidpacn ota emineda Tov
POPLAKOV

Kl odctaon avagopikd pe
™ vy opiYno

Ospamevtin I'eopeTpikn Méon Metafoin Lopinavir/Ritonavir Viatris
Katnyopia (%) otnv AUC, Cuax, Cmin
Mnyoviepndég alinieniopaong
Tipranavir/ritonavir Lopinavir: H tovtoypovn xoprynon autodv tov
(500/100 mg BID) AUC: | 55% QOPHLOKEVTIKAOV TPOIOVIWV deV
Chin: | 70% GUVIOTATOL.

Conax: | 47%

THopayovteg mov pueicovovy v oldtnta

Omeprazole (40 mg Omeprazole: < Agv gtvor amapaitnn n

QD) Lopinavir: < OVOTPOCapUoYN TG 60omNG.

Ranitidine (150 mg Ranitidine: < Agv givon amapaitnn n

gQamaé d6on) OVOTPOCHpUOYN TNG 6O0MNG.

a-Adpevepyikol Aviaywvioreg

Alfuzosin Alfuzosin: H ovyyopnynon tov
Aoyo g avactoAng tov CYP3A | Lopinavir/Ritonavir Viatris pe
amo 1o lopinavir/ritonavir, ot alfuzosin avtevdeikvoton (PAéne
ovykevipoaoelg alfuzosin mapdypoeo 4.3) kabwog n
avapévetal va avEndoiv. to&otnTa TOoV CYETICETON e TO

alfuzosin, copmneptlopfovopévng
g vdtacnc, Uropei va avénbei.

Avodyntika

Fentanyl Fentanyl: [Mpocexticdg Ereyyog TV
AvEnpévog kivovvog avemlBupMToOV eVEPYEIDV (E11KA TNG
AVETOOUNTOV EVEPYEIDV OVOTTVEVGTIKTG KOTOGTOANG OAAG
(OVOTTVELOTIKT KOTAGTOAN, KOl TG KOTOGTOANG) GUGTNVETOL
KOTOOTOAN) AOY® vYMASTEP®V otav to fentanyl yopnysiton
GUYKEVIPOGEMV GTO TAAGUA TOV | TALTOYPOVA LLE TO
opeilovtal otV oVaGTOAT TOV Lopinavir/Ritonavir Viatris.
CYP3A4 and 10
lopinavir/ritonavir.

AvuotnBayyika

Ranolazine Aoy® ™ avactorng tov CYP3A | H ouyyopriynon

amd 1o lopinavir/ritonavir, ot
GLYKEVTPMOGELG ranolazine
avauévetol va avEnboiv.

Lopinavir/Ritonavir Viatris Kot
ranolazine avtevdeikvotal (PAEme
mopaypaeo 4.3).

AvuoppvOuird

Amiodarone,
Dronedarone

Amiodarone, Dronedarone:

Ot cvyKeVTPMGELS PUTOpEL va.
avENBoHY AOY® avaGTOANG TOV
CYP3A4 and 10
lopinavir/ritonavir.

H ovyyopnynon tov
Lopinavir/Ritonavir Viatris pe
amiodarone 1 dronedarone
avtevoeikvutal (PAETE mopdypapo
4.3), xaBdg pmopet va avénbet o
kivduvog yo appuBpio 1§ dAreC
cofopéc avemBounteg eVEPYELES.
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Xuyyopnyovpeva
PapRUKA AVE

Enidpacn ota emineda Tov
POPLAKOV

Kl odctaon avagopikd pe
™ vy opiYno

Ospamevtin I'eopeTpikn Méon Metafoin Lopinavir/Ritonavir Viatris
Katnyopia (%) otnv AUC, Cuax, Cmin

Mnyoviepndég alinieniopaong
Digoxin Digoxin: Amauteiton mpocoyn Kat, EGv

O1 CVYKEVTPDOGELS GTO TAAGLOL
pmopei va avénbovv Adyw
avaoToAng g P-glycoprotein axo
7o lopinavir/ritonavir. To
avénuévo enimedo digoxin pmopel
VO LELOVETOL LLE T1 TAPOSO TOV
XPOVOL KaBMOG avaTTOGGETAL
gmrdyvvon g Pgp.

VILAPYEL SVVATOTNTOL, GLGTIVETOL O
€Leyyoc TV BepATELTIKMV
ovykevipooemv digoxin og
MEPIMTOOT GUYYOPNYNONG
Lopinavir/Ritonavir Viatris kot
digoxin. Idwitepn Tpocoyn Ba
mpéneL va. epappoletar Otov
GLVTAYOYPOPEiTOL
Lopinavir/Ritonavir Viatris og
acbBeveig mov Aapfdavovv digoxin
a@ov 1 ofelo avaoTaATiKn dpdon
7OV ritonavir oto Pgp avopévetat va
aVENGEL GIUOVTIKA TO ETITESOL TOV
digoxin. 'Evapén Bepamneiag pe
digoxin og acbeveig mov oM
Aappdavovv Lopinavir/Ritonavir
Viatris givon mBavov va £xel ©g
amotélecpa LKpOTEPT avénon ano
TNV OVOUEVOLEVT TOV
cvykevipooemv digoxin.

Bepridil, Systemic
Lidocaine, kat

Bepridil, Systemic Lidocaine,
Quinidine:

Amauteiton mpocoyn Kat, EGv
VIAPYEL SUVOTOTNTO, GUGTIVETAL O

Quinidine Ot cvyKevTpmGEIS UTopet va €Leyyoc TV OepATELTIKMOV
avénbovv dtav cuyyopnyoLvTa GUYKEVIPAOGEDV TOV PAPLAK®V.
ue lopinavir/ritonavir.

Avufiotixa

Clarithromycin Clarithromycin: Mo acBeveic pe veppikn

Métpieg avénoeig g AUC g
KAopBpopvkivng avapuévovtot
MOY® ™G avactoing tov CYP3A
amo to lopinavir/ritonavir.

dvorertovpyia (CrCL < 30 ml/min)
npénel va, &etaleTon 1 peiwon g
doong g KhapBpopokivng (BAéne
mapdypaeo 4.4). Epiotdtot
TPOGOYN Katd TN Yoprynon
clarithromycin pe
Lopinavir/Ritonavir Viatris o¢
acBeveic pe dusiertovpyia g
NTOTIKNAG N VEQPIKNG AELTOLPYIOG.

AVvTveoTAaouoTIKOL TOPCYOVTES KOL OVATTOAEIS KIVATHS

Abemaciclib

Ot oVYKEVTPMOGELS GTOV 0pd
umopei va ovénbovv Adyw®
avaoctoAng tov CYP3A ond 1o
ritonavir.

H ovyyopnynon tov abemaciclib
ka1 tov Lopinavir/Ritonavir Viatris
Ba mpémetl va amopevyetot. Edv 1
ovyyopfynon avty kpbel
avamodeevkrn, avatpeéte otnv IIXIT
Tov abemaciclib yio cvotdoelg
GYETIKA LE TNV TPOCAPUOYN TNG
docoroyiag. [TapakorovBeiote yia
AE mov oyetifovton pe 1o
abemaciclib.
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PapRUKA AVE
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POPLAKOV

Kl odctaon avagopikd pe
™ vy opiYno

Ospamevtin I'eopeTpikn Méon Metafoin Lopinavir/Ritonavir Viatris
Katnyopia (%) otnv AUC, Cuax, Cmin
Mnyoviepndég alinieniopaong
Apalutamide To apalutamide givon évag pétplog | H petopévn éxbeon oe
£0C 1oYLPOG EMAYMYENG TOV Lopinavir/Ritonavir Viatris uropei
CYP3A4 ka1 avtd pmopet va Vo 001 YNGEL GE EVOEYOUEVT] ATDAELNL
00MYNGEL GE UEIMUEVT] EKOECT TOV | TNG LOAOYIKNG OVTOTOKPIGTC.
lopinavir/ritonavir. Emiong, n ovyyoprynon tov
apalutamide ko Tov
Ol CUYKEVTPMGELS TOV Lopinavir/Ritonavir Viatris uropei
apalutamide otov opd pmopei va VoL 001y 0EL 68 GOPapE
avENBoHY AOY® avaGTOANG TOV avemBouNTEG EVEPYELES
CYP3A amo to SLUTEPIAAUPBAVOLEVOVY TMV
lopinavir/ritonavir. OTOCUAOV AOY® TOV DYNAITEP®V
emmédwv Tov apalutamide. H
TanTOYpOVI YpNom Tov Kaletra pe
10 apalutamide dgv cuvictdtat.
Afatinib Afatinib: Eopwotdton mpocoyn kotd
AUC: 1 yopnynon afatinib pe
(Ritonavir 200 mg 600 | Cmax: 1 Lopinavir/Ritonavir Viatris.
QopEC NUepNGimg) Avatpé€re oty TIXII Tov afatinib
H éxtaon g adénong eoptdral | yio GLGTAGELG GYETIKG UE TNV
amd TN XPOVIKN GTIYUN TNG TPOGUPLOYN TNG SOGOAOYINGC.
XOpNynong Tov ritonavir. MapakorovBeiote Yo AE mov
oyetiovtou pe to afatinib.
Aodyw avaotorng g BCRP
(mpwteivn avtictaong otov
KopKivo Tov paotov/ABCG2) kot
oelog avactoAng g P-gp and to
lopinavir/ritonavir.
Ceritinib O1 GLYKEVTPDGEIC GTOV 0pO Eopiotdtor mpocoyn kotd ™

pmopei va ovénbovv Adyw
avaotorng tov CYP3A kot g
P-gp amo to lopinavir/ritonavir.

xopnynon ceritinib pe
Lopinavir/Ritonavir Viatris.
AvarpéEte oty [IXII tov ceritinib
Y10 GUGTAGELG GYETIKAL [LE TNV
TPOCAPLOYN TNG 60GOA0YIOG.
[MopakorovBeiote Yo AE mov
oyetiovtol ue to ceritinib.

Ot teprocoTepol
OVOOTOAELS TUPOGIVIKNG
Kvaong, OTmg Ta
dasatimib ko nilotinib,
vincristine, vinblastine

O1 TEPIGGOTEPOL OVAGTOAEIG
TUPOGIVIKY|G KIVAOTG, OTMG TA
dasatimib ko nilotinib, eriong ta
vincristine ko vinblastine:
Kivduvog avénuévav
AVETOOUNTOV EVEPYEIDV LOY®
TOV VYNAOTEPOV GVYKEVIPDOGEMV
61OV 0pd OV OQEilovVTaL OTNV
avaotoAr tov CYP3A4 and 1o
lopinavir/ritonavir.

[Mpocexticdg EAeyyog TG AVOYNG
GTOVG OVTIKOPKIVIKOUG TOPAYOVTES.

16




Xuyyopnyovpeva
PapRUKA AVE
Ospamevtin
Katnyopia
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Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

Encorafenib

Ot cVYKEVTPMOGELS GTOV 0pd
umopei va ovénbovv Aoy
avaoctoAng tov CYP3A ond 1o
lopinavir/ritonavir.

H ovyyopnynon tov encorafenib pe
to Lopinavir/Ritonavir Viatris
pmopei va avénoet v €kbeon oto
encorafenib, n omoia pmopei va
avéNoet Tov Kivouvo ToEkoTnTag,
GUUTEPILALBAVOUEVOL TOV KIVOLVO
coPop®V OVETIBOUNTOV EVEPYELDV
OTMG M EMUNKVVOT| TOV
dwwompatog QT. H cvyyopnynon
tov encorafenib kot Tov
Lopinavir/Ritonavir Viatris 6o
mpENEL vaL amopevyeTat. EGv o
0pehog Bewpnbei 6TL vVIEPTEPEL TOV
Kwdvvou kat to Kaletra mpémet va
ypnowonondei, ot acheveig Oa
TPETEL VO, TALPAKOAOLOOHVTOL
TPOCEKTIKA Y10 TNV AGOAAEL.

Fostamatinib

Avénon g ékbeong otov
petafolritn R406 tov
fostamatinib.

H ovyyopnynon tov fostamatinib pe
to Lopinavir/Ritonavir Viatris
pmopet va avénoet v €xbeon otov
petaforitn R406 tov fostamatinib,
00N YOVTOG 6 GYETILONEVA [UE TN
doon avemBounto cvpPfavta, OTWG
Nnatoto&koTNTa, 0VOETEPOTEVID,
vréptoon N odppota. AvatpéEte
otv IIXII tov fostamatinib yio
GLGTACELS OYETIKA LLE TN UEI®OTN TNG
300G, GE TEPITTMAT TOV
TPOKVYoLV TéTolo cuuPdvroa.

Ibrutinib

Ot cvYKEVTPOGELS GTOV 0pd
umopei va ovénbovv Aoy
avaoctoAng tov CYP3A ond 1o
lopinavir/ritonavir.

H ovyyopnynon tov ibrutinib kot
tov Lopinavir/Ritonavir Viatris
umopei va avénoet v €kbeon oto
ibrutinib, n omoia pmopei va
avENOEL TOV Kivouvo TOEIKOTNTOG
GUUTEPILAULPBAVOUEVOL TOV KIVOLVO
GLVOPOUOL Abong Oykov. H
Guyyopnynon tov ibrutinib Kot Tov
Lopinavir/Ritonavir Viatris 6a
mpéneL va. amopevyetat. EGv 1o
opelog OempnOel OTL VITEPTEPEL TOV
Kwdvvou kot to Kaletra npémnet va
yxpnoonomn e, peidote ™ do6oN
tov ibrutinib ota 140 mg kot
TOPAKOAOVONGTE GTEVE TOV 0.60EVT
ywo onueia to&kdTnrag.

Neratinib

Ot cVYKEVTPMOGELS GTOV 0pd
umopei va avénbovv Aoy
avaotoAng tov CYP3A ond 1o
ritonavir.

H tovtdypovn xpnon tov neratinib
pe to Lopinavir/Ritonavir Viatris
avtevoeikvutal Ady® cofapmv 1/Kat
ATEMNTIKAV Yo, T {om
avTdpdoemv cupmepiopuavouivng
g NratotokotnTos (PAETeE
mapdypo@o 4.3).
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™ vy opiYno
Lopinavir/Ritonavir Viatris

Venetoclax

Aoy g avactoAng tov CYP3A
a6 to lopinavir/ritonavir.

Ot cVYKEVTPMGELS GTOV 0pO UTOpEl
va glvar auénuéveg Adym g
avactoAng tov CYP3A and 1o
lopinavir/ritonavir, L& AmOTEAEGLOL
avénpévo Kivouvo Yo GOVEpopo
AOoNG OYKOoL Kotd TV £vapén g
d00Mg KoL KOTA TN SIipKELR TNG
@aong padriaiog avénong (PAéme
mapdypoeo 4.3 kat avatpééte otV
[TXTI tov venetoclax).

I Tovg acbeveig Tov Exovv
oAOKANpGOoEL TN Pdon Pabdpiaiog
avénong kot fpickovral oe oTabepn
nuepnoa 6601 venetoclax, peidote
T d6om Tov venetoclax KoTd
TovAdytoTov 75% Otav
yxpnowonoteitan poli pe woyvpoic
avaotoAgic tov CYP3A (Yo
3000A0YIKES 00T Yiec, avatpéite
otv [IXII tov venetoclax). Ot
acBeveic Oo Tpémel va
TapoKoAovdovvtal GTEVA Yl
onpeia mov oyetiloviot pe Tig
10&1KOTNTEG TOV Venetoclax.

Avumnrtikd

Warfarin

Warfarin:

Ot ouyKevTpMOOELG UTOpEl va
petmbovv kaTd TN cLYYopNYNoN
e lopinavir/ritonavir Ady® g
enoywyng tov CYP2C9.

Zouvictdtol 1) TpaKoAovincn Tov
INR (international normalized
ratio).

Rivaroxaban
(Ritonavir 600 mg 600

POpPES NUEPNGINC)

Rivaroxaban
AUC: 1 153%
Cmax: T 55%

A6y g avactoing tov CYP3A
kot tov P-gp amod to
lopinavir/ritonavir.

H ovyyopnynon tov rivaroxaban kot
tov Lopinavir/Ritonavir Viatris
evdéyetan va avénoet v ékbeon
670 rivaroxaban 1 omoio, puwopel vo
avENoeL ToV Kivouvo aipoppayiog.

H ypnion tov rivaroxaban dev
cuviatdrol g acbeveic mov
Aappdvovv tavtdypova Bepameia pe
Lopinavir/Ritonavir Viatris (BAéne
mapdypogo 4.4).

Dabigatran etexilate,
Edoxaban

Dabigatran etexilate,
Edoxaban:

Ot cVYKEVTPOGELS GTOV 0pd
umopei va avénbodv Adym g
ava.oTOANG Tov P-gp amd 1o
lopinavir/ritonavir.

KAk mapakoiovdnen kavn
peimon g 6061MG TOV OVIUTNKTIKOV
dpeong dpdaong mov yopnyovvTal
a6 to otopa (DOAC) Oa mpénet va,
happdvetor vmoyn o6tav éva DOAC
oV peTapépetal omd To P-gp oArd
dev petaforiletar amd to CYP3A4,
GUUTEPIAOULBOVOUEVOV TOV
dabigatran etexilate ka1 edoxaban,
ouyyopnyeitat pe
Lopinavir/Ritonavir Viatris.
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Vorapaxar O1 6UYKEVTPAOGELG GTOV 0pd H ovyyopnynon tov vorapaxar pe
umopei va ovénbovv Aoy Lopinavir/Ritonavir Viatris dev
avaoctoAng tov CYP3A ond 1o ovvictdrol (BAEne Tapdypago 4.4
lopinavir/ritonavir. kot avotpééte oty [IXIT Tov

vorapaxar).
Avuemnnrid,
Phenytoin Phenytoin: Eopiotdton mpocoyn kotd

O1 Steady-state GLYKEVIPMOOELG
NTav LETPIOG UEIMUEVEG AOYM TNG
enaywywng dpaong oto CYP2C9
kot CYP2C19 an6 to
lopinavir/ritonavir.

Lopinavir:

Ot cVYKEVTPOGELG Elvol LELOUEVEG
AOY® NG ETOY®YIKNG OPAGTG OTO
CYP3A amo t phenytoin.

yopnynon phenytoin pe
Lopinavir/Ritonavir Viatris.

Ta enineda phenytoin 6o tpémet va
mapakolovbovvtal katd
ovyyopfiynon pe
Lopinavir/Ritonavir Viatris.

‘Otav ovyyopnysiton pe phenytoin,
Ba mpémetl va TpoPAénetar | avEnon
NG 80G0A0YI0G TOV
Lopinavir/Ritonavir Viatris. H
AVOTPOCAPLOYN TG O0NG OV £xEL
a&lodoynBet oV KAviKn Tpdasn.
To Lopinavir/Ritonavir Viatris dev
TPEMEL vaL yopmyeital pio popd
NUEPN OIS GE GLVOVAGUO UE
phenytoin.

Carbamazepine kot
Phenobarbital

Carbamazepine:

Ot cVYKEVTPOGELS GTOV 0pd
pmopei va ové&nbovv Adyw g
avaoctoAng tov CYP3A ond 1o
lopinavir/ritonavir.

Lopinavir:

Ot cvykevTpmoEIS UTopet va
petmbovv AdY® NG EXAYMYIKNG
dpdong oto CYP3A amd
carbamazepine kot
phenobarbital.

Eopwotdton mpocoyn kotd
yopnynon carbamazepine 1
phenobarbital pe
Lopinavir/Ritonavir Viatris.

Ta enineda carbamazepine Kot
phenobarbital Ba mpémet va
mapakolovbovvtal katd
ovyyopfiiynon pe
Lopinavir/Ritonavir Viatris.

Ortav cvyyopnyeiton pe
carbamazepine 1 phenobarbital, Oa
mpénel va TpoPAEmeTal  avénon
g 00G0A0Yi0G TOV
Lopinavir/Ritonavir Viatris. H
AVOTTPOCAPUOYN TNG SOOTG OEV EXEL
a&lorhoynBet oV KAwvIKN Tpdsn.
To Lopinavir/Ritonavir Viatris dev
MPENEL VO, yopnyeital pio popd
NUEPNGIWG 6€ GLVOVAGHO e
carbamazepine kot phenobarbital.
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Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

Lamotrigine kot
Valproate

Lamotrigine:
AUC: | 50%
Crmax: | 46%
Chin: | 56%

AOY® ™G emaymYNg
YAvKovpovidwong g lamotrigine
Valproate: |

Ot acBeveic mpémel va
TapoKoAoLOOVVTOAL GTEVA Y10 [LaL
pewmpévn enidpacn VPA o6tav 1o
Lopinavir/Ritonavir Viatris Kot T0
BaAmpoikd o0&y M To valproate
XOopNyovVIAL TOVTOYPOVA.

g aofeveic mov Eekvouv 1
dwkonTovy to Lopinavir/Ritonavir
Viatris, evé mapdAinia Aopfdavovv
d6om cuvtipnong pe lamotrigine:
H d60n tov lamotrigine pmopel va
ypewotel va avénbel edv mpootebel
Lopinavir/Ritonavir Viatris, 1| va
pewmBel edv drakomel to
Lopinavir/Ritonavir Viatris. Q¢ ex
To0TOL B0 TPémEL VoL YiveTon
mopakoAovONom Tov lamotrigine
070 TAGGLO, W10iTEPO TPV KOl KOTA
) S1dpkela 2 fOopadmv HETA TNV
Evapén N T dleKom ToLv
Lopinavir/Ritonavir Viatris,
TPOKEWEVOL VO SLTIETOOEL £dtv
OTOLTEITOL TPOGAPOYN TNG dOGNG
tov lamotrigine.

e aofeveic mov Aapfdvovy 116n to
Lopinavir/Ritonavir Viatris kot
Eekwvovv 1o lamotrigine:

Agv givon amapaitntn n
AVOTPOGUPLOYN TNG 600N TN
GUVIGTOUEVT] KAMUOKOOUEVT OO0
lamotrigine.

Avtixarablimtind kor Ayyolvtid,

Trazodone epdmnoé d6on
(Ritonavir, 200 mg
BID)

Trazodone:
AUC: 1 2,4-popéc

[apatnpnnkav avemBOunTeg
gvépyeleg Ommg vatia, (AAn,
VIOTOGT) KOl GUYKOT LETAL TN
ouyxopnynon tov trazodone kot
ritonavir.

Eivar dyvooto gdv o cuvdvaouodg
Lopinavir/Ritonavir Viatris
mpokaiel Tapdpola avénon oty
éxBeon trazodone. O GuVOVAGHOG
0o Tpémer ypnoiponoleital pe
TPOcoyN Kot TPEMEL v AapPaveTat
VIOYN HKPOTEPT] OGN TOV
trazodone.
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Avuuvkntiaoixd,
Ketoconazole kot Ketoconazole, Itraconazole: Agv cuvieT®VTal VYNAEG 0OGELS TOV
Itraconazole Ot ovykevtpmoelg opov umopei va | ketoconazole kau itraconazole
avéNBovy AOYm TG AVaGTOANG (>200 mg/muépa).
tov CYP3A omno 1o
lopinavir/ritonavir.
Voriconazole Voriconazole: H ovyyopnynon tov voriconazole

Ot cvykevtpmoels pnopet va
petmbovv.

KO YOUNAGDV 00EmV ritonavir

(100 mg BID) 6nwg mepiéyetal 6to
Lopinavir/Ritonavir Viatris 6a
TPEMEL VO ATOPEVYETAL EKTOS EAV 1|
EKTIUNOMN TOL 0PEAOVG /KIVOHVOD V1o
Tov ac0gvr] dikaoAoyel T yprion
TOV voriconazole.

Ocporeio. yia v Ovpixn ApOpitido,

Colchicine gpanal
doon

(Ritonavir, 200 mg
BID)

Colchicine:
AUC: 1 3-popég
Cax: T 1,8-00péc

AdY® ™G avaoToAng Tov P-gp
ka/M tov CYP3A4 and 10
ritonavir.

H tavtdypovn yoprynon tov
Lopinavir/Ritonavir Viatris pe
colchicine og ac0evelg e veppikn
KoM Nratikn ducAgttovpyia
avtevdeikvutat Aoym g mhavig
avénong cofapav Koun
ameNTIKOV Yo T Lo
avtidpdoewv Tov oyetilovtal pe tnv
colchicine, 6mwg 1 vevpopvikn
to&wotnTa (cupmeplopfovouévng
g pofoopvdrvong) (PAéme
mapoypapovg 4.3 ko 4.4). Xe
ac0eVEIC LE PLGLOAOYIKT VEQPIKI 1
nmatikn Aettovpyia, eqv amorteiton
Oepameio pe Lopinavir/Ritonavir
Viatris, cuviotdtot peimon tng
docoloyiag g colchicine 1
dwokonn| g Oepaneiog pe
colchicine. Avatpééte otig
GUVTOYOYPOPIKES TANPOPOPIES TNG
colchicine.

Avtuotopivikd,
Astemizole O1 CVYKEVTPDGELS GTOV 0pO H tovtoypovn yoprynomn tov
Terfenadine pmopel va glvat avénpéves Aoy Lopinavir/Ritonavir Viatris pe

g avactoing tov CYP3A amd 1o

lopinavir/ritonavir.

astemizole kot terfenadine
avTEVOEIKVLTAL, KOBMDG EVOEYETOL VAL
avénoet Tov Kivouvo cofapmv
appLOULOV OO TOVG TAPAYOVTES
avtoU¢ (BAéme mapdypago 4.3).
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Avyuxpofioxa
Fusidic Acid Fusidic Acid: H tovtoypovn yoprynomn tov
Ot cvykevtpmoels pmopet va Lopinavir/Ritonavir Viatris pe
avéNBovV AOYm TG AVaGTOANG fusidic acid avtevdeixvotal o€
tov CYP3A ono 1o depuratoroyikéc AoUdEELG AOY® TOV
lopinavir/ritonavir. avENUEVOL KIVOUVOL avVETIBOUNT®V
EVEPYELDY OV oYETI{OVTOAL [IE TO
fusidic acid, 16img g
papdopvodrvong (Préne
mapdypoeo 4.3). Otav
YPTCULOTOLELTAL Y10, 0GTEO-0POPIKEG
AOUDEELG, OTIOV 1] GLYYOPNYNON
glval ovamOPELKT, GLVICTATOL
OTEVH KAMVIKT TopaKoAovOnon yio
avemBOUNTES EVEPYELES TOV HVTKOD
ovotipatog (PAEme
mapdypoeo 4.4).
Avryurpofiaxa
Bedaquiline Bedaquiline: Ady® T0V KIvdHVoL EpPAvVioNg
(epama& d60m) AUC: 1 22% AVETLOOUNTOV OVTIOPACE®MV TOV
Cinax: <> oyetilovtan pe to bedaquiline,
(Lopinavir/ritonavir TPENEL VO ATOPEVYETOAL )
400/100 mg BID, Kotd v mopatetapévn ovyyopnynon bedaquiline kot
TOALOTTAY] 5OOM) ovyyopnynon pe lopinavir/ Lopinavir/Ritonavir Viatris. Edv to
ritonavir propet va wapatnpndei | 6pelog vepTePEl TOL KIvdHVOU, M
peyoAvTEPN EMIdpAON GTNV ouyyopnynon tov bedaquiline pe to
é€kBeon oe bedaquiline 6to Lopinavir/Ritonavir Viatris mpémet
TAQG L. va yivetal pe Tpocoyr|. XovictiTon
O GLYVOG NAEKTPOKAPILOYPAPIKOG
Eivar mBovn n avactoAn tov €\eyyoc kat ELeyyoc TV
CYP3A4 and 1o lopinavir/ Tpavoapvacmv (PAETE
ritonavir. mapdypaeo 4.4 kot avotpéste otV
[Mepidnym tov XopoKTnploTiK®V
tov IIpoidvtog bedaquiline).
Delamanid (100 mg Delamanid: AOY® TOL KIVSUVOL TOPATUCNG TOV
BID) AUC:122% Sdwotipotog QTc mov oyetileton pe
tov DM-6705, og nepintwon mov
(Lopinavir/ritonavir DM-6705 (evepydg petaforitng Kkpivetan amapoitnn n
400/100 mg BID) tov delamanid): ocuyyopfynon tov delamanid pe

AUC:130%

Koatd v mapatetopévn
ovyyopnynon pe lopinavir/
ritonavir propet va mapatnpn el
peyoAvTEPN EMidpaoN GTNV
éxBeon oe DM-6705.

Lopinavir/Ritonavir Viatris,
GLVIGTATOL TTOAD GUYVN
mapoakorovdnon pe HKT kab’ 6An
v mepiodo Bepoameiog pe
delamanid (BAéne Tapdypago 4.4
kot avotpééte oty [epiinyn tov
Xapaktnplotik®v tov [Ipoidvtog
delamanid).
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Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

Rifabutin, 150 mg QD

Rifabutin (unTpikn ovoia kot
gvepyog 25-0O-desacetyl
petafolritng):

AUC: 1 5,7-9opég

Cmax: T 3,5-00pég

Otav yopmyeiton pe
Lopinavir/Ritonavir Viatris, n
ovvictdpevn doon rifabutin etvon
150 mg 3 popég v efdopada o
kaBopropévec nuépeg (m.y. Aevtépa-
Tetqptn-Tlapackevn). H avEnpévn
TapoKoAovONon TV avemBountov
gvepyelmdV mov oyetilovtan e To
rifabutin, copmeprlapfoavopévng g
ovdeTepOTEVING KOt TNG
poyoeditidag, eival amapaitntn
AOY® avapeVOUEVNG aENONG TG
éxBeon¢ oe rifabutin. Xe acOeveic
GTOVG 0TTOIOVE OEV EIVOL AVEKTN 1
doom tov 150 mg tpeig popég v
€POOUAdA, CLUVICTATOL TEPALTEP®
peimon g docoroyiog Tov
rifabutin ota 150 mg 0o popég v
eBdopdda og Kaboplopéves NUEPES.
®a mpénet vo AneOei vrdym 6T
docoroyia twv 150 mg dvo popég
v efdopdda pumopel va unv
mapéxel ™ Pértio ékbeom 6TO
rifabutin, odny®vtag €101 6€
Kivéuvo avtoyxng oto rifamycin Kot
o€ anotvyio tng Oepomeiog. Agv
OTOTEITOL AVATPOGAPLOYT TNG
d6ong tov Lopinavir/Ritonavir
Viatris.
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Rifampicin Lopinavir: H ovyyopnynon tov

Mmnopei va mapotnpnbovv
HEYOAES LELDOELS TMV
oVYKEVTPOGE®V lopinavir AOym
NG EMAYOYIKNG dpdong 6To
CYP3A4 oz t rifampicin.

Lopinavir/Ritonavir Viatris pe
rifampicin dev cuvicTdTon Kabmg ot
HELDGELS TV GUYKEVTIPOCEDY
lopinavir gvdéyetal L TN GEPA TOVG
VO LELWGOVY CGNUOVTIKE T
Oepamevtikn Spdom tov lopinavir.
Mia Tpocappoyn g d6omg
Lopinavir/Ritonavir Viatris

400 mg/400 mg (m.y.
Lopinavir/Ritonavir Viatris
400/100 mg + ritonavir 300 mg) dbo
QOPEG NIEPTGIMG 0d1YNOE OF
AVTIOTAOON TNG ETOYOYIKNG
dpdong oto CYP3A4 g
rifampicin. Qot600, pia TéTol
pvOIoT TG 060OMG HIopEl va
ovvdéeTat Le avENCELS TV
ALT/AST a1 pe avénon tov
YOGTPEVTIEPIKOV daTapoydV. 6 ek
TOVTOV, 1| GLYYOPNYNo” ovtr Ba
TPENEL VO, ATOPEVYETAL EKTOG EAV
Kpilvetol avotnp®g amapaitnT.
Edv n ovyyopnynon ot kpiveton
AVOTOQEVKTY), Uopel va yopnynoet
avénuévn do6on Lopinavir/Ritonavir
Viatris 400 mg/400 mg dvo popég
nuepnoing pe rifampicin vod otEVH
TOPOKOAOVON OGN TNG ACPAAELNG KO
¢ BepamevtiKng opaons Tov
papudxov. H 66om tov
Lopinavir/Ritonavir Viatris 6a
TPENEL VO, TITAOTOLEITOL TTPOG TOL
v Povo HeTd TNV Evapén
yopnynong tov rifampicin (BAéne
mapdypoeo 4.4).

Avuyoywaika

Lurasidone Adyo g avactorng tov CYP3A | H cuyyopnynon pe lurasidone
amo to lopinavir/ritonavir, ot avtevoeikvutan (PAéme
ovykevipwaoelg lurasidone mapdypoeo 4.3).
avauéveral va avEnboiv.

Pimozide Aoy® ™ avaotorng tov CYP3A | H tavtdypovn yopiynon tov

a6 to lopinavir/ritonavir, ot
GLYKEVTPMOOELS pimozide
avapéverol va avénboiv.

Lopinavir/Ritonavir Viatris pe
pimozide avtevdeikvotal, Kabdg
evoéyeTan va av&NoeL Tov Kivouvo
GOBopOV AULOTOAOYIKMV
AVOUOADY 1) GV coPapmdv
AvETOOUNTOV EVEPYEIDV OO TOV
mapdyovta ovtd (PAéne
mapdypo@o 4.3).
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Quetiapine AOY® TG AVOGTOANG TOV H tovtodypovn yoprynon tov
CYP3A4 and 10 Lopinavir/Ritonavir Viatris pe
lopinavir/ritonavir, ot quetiapine avtevdgikvotal Kabdg
GLYKEVIPMGELS TG quetiapine evoéyeTan va avénoetl TNy
avapévetol va avénboiv. to&koTNTO OV GYETICETON e TNV

quetiapine.
Bevioodialemiveg
Midazolam Amo otopatoc Midazolam: To Lopinavir/Ritonavir Viatris dev

AUC: 1 13-popécg

Mopeviepkn Midazolam:

AUC: 1 4- popég

AOYyo g avactoAng tov CYP3A
amo 1o lopinavir/ritonavir.

TPEMEL VL GLYYOPNYEITOL LLE TNV O
TOV GTOLOTOG YOPTYOVLEVT
midazolam (BA. mapdypago 4.3),
EVO AMOLTEITOL TPOGOYT| Y10l T
oLYYopfyNoY TOV
Lopinavir/Ritonavir Viatris kot tng
TOPEVIEPIKE YOPTYOOLEVNC
midazolam. Edv to
Lopinavir/Ritonavir Viatris
GLYYOPNYELTAL [LE TOPEVTEPIKN
midazolam, Oa pénet va yiveton oe
HOVAdOL EVTATIKNG TapaKoAovOnong
(ICU) 1 mopeppepn povada yio myv
eEac@aAIoT 6TEVIG KAVIKNG
TAPOKOAOVONGNG Kal KATAAANANG
TPIKNG OVTYLETMTIONG GE
TEPIMTOON EKTTOGNG TNG
OVOTTVEVGTIKTG AELITOVPYIOG KON
TOPATETOUEVNG KATAGTOANG. Oa.
mpénel vo, e&eTaleTon To EVOEYOUEVO
TPOGOAPHOYNG TNG BOONG TNG
midazolam, €1d1kd dv omorteiton
YOPNYNoN TEPIGGOTEPMOV TNG Uiag
gpanaé d6ong midazolam.

S2-adpevepyixol dieyépteg

(uaxpds opaang)

Salmeterol

Salmeterol:

O1 GUYKEVTPDOOELG AVAUEVETAL VAL
avENBoHY AOY® NG AvaGTOANG
tov CYP3A and 10
lopinavir/ritonavir.

O ocvvdvacudc pmopet va 0dnynoet
o€ vENEVO Kivouvo avemBountmv
EVEPYELDV OO TO KOPILOYYELOKO
ouoTaTOG oV oyetTilovtal pe
salmeterol, cuumeptiappfavopévng
NG TOPATACTG TOV SL0GTLOTOG
QT, tov epUaTOg TOAU®OVY Kal
g eAePokopPixng Tayvrkopdiag.
Qg €k TOVTOVL, 1] GLYYOPNYNON TOV
Lopinavir/Ritonavir Viatris pe
salmeterol dev cuviotdrton (BAEme
Topaypaeo 4.4).

Amoxieiarés Aiodlwv AcPeotiov

Felodipine, Nifedipine,
«ot Nicardipine

Felodipine, Nifedipine,
Nicardipine:

Ot cvykevtpmoels pnopet va
avENBovY AOY® NG AvaGTOANG
tov CYP3A and 10
lopinavir/ritonavir.

Zuvietdrtal KAMVIKN Topakolovinon
TOV BEPOUTEVTIKOV GUYKEVIPDOGEWDV
KO TOV OVETIBOUNTOV EVEPYELDV
OTOV OVTA TO PAPLLOKO YOPTYOVVTOL
TALTOYPOVA LLE TO
Lopinavir/Ritonavir Viatris.
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Koptikootepogion
Dexamethasone Lopinavir: Zuvietdrtal KAMVIKN Topakolovinon

Ot cvykevtpmoels pmopet va
petmbovv AOY® TNG EXAYMYIKNG
dpdong oto CYP3A amd v
dexamethasone.

TOV BEPOUTEVTIKOV GUYKEVIPDOGEWDV
KOl TOV aVETIOOUNTOV EVEPYELDV
OTOV OVTA TO PAPLLOKO YOPTYOUVTOL
TALTOYPOVA LLE TO
Lopinavir/Ritonavir Viatris.

Eonvedpueva, evéoua 1
gvooppwvikd fluticasone
propionate, budesonide,
triamcinolone

Fluticasone propionate, 50 mg

EVOOPPIVIKG 4 QpOPES NUEPNCIMG:

ZVYKEVTIPMOOELS TAGCUOTOG T
Enineda xoptildoing | 86%

Ortav M wpomoviky pAovTikalovn
yopmyeitai 81’ e16mvoNg, HUmopet va,
OVOUEVOVTOL LEYOADTEPES
emdpdoeic. Exovv avapepbei
GUGTNUOTIKEG EMOPACELS Omd
KOPTIKOGTEPOELN
oLVUTEPLOUPOVOUEVOL TOV
ouvdpopov Cushing kot g
KOTOOTOANG TV EMVEQPLOI®V o€
acbBeveic mov edappavav prrtovaPipn
KOl ELOTIVEOLLEVN 1] EVOOPPIVIKADG
YOPNYOVUEV TPOTIOVIKN
pAovTIKaOVN: avTd Ba pmopovoe
va cupel emiong kot pe GAla
KOPTIKOGTEPOELDN T, OTTOi0L
petaforiloviot pEcsm tng 060 TOL
P450 3A m.y. n Povdecovion kot m
Tprapctvordvn. Katd cuvémela, dev
GUVIGTATOL 1] TOLTOYPOVT XOPT YN O
tov Lopinavir/Ritonavir Viatris Kot
AVTOV TOV YAVKOKOPTIKOEWO DV
€KTOG €0V TO EVOEYOUEVO OPENOG
oo TV ay®yn vreptePel EVavTL Tov
KWVOUVOL Y10 GUCTNUATIKES
EKONADOELS OO KOPTIKOGTEPOELDN|
(BAéme mapdypapo 4.4). Oo Tpémel
va eEetacbel To evdgyopevo
peiwong tng d6omg Tov
YAVKOKOPTIKOELDOVG LE GTEVN
TOPOKOAOVONGN TV TOTIK®V Kot
GUGTNUOTIK®V EMOPACE®Y, 1
aALOyn o€ Eva YAUKOKOPTIKOEWEC,
70 07010 SV amMOTEAEL LIOGTPO LA
v 1o CYP3A4 (m.y.
Bexhopebalovn). Emmiéov, otv
MEPITTO®OT ATOGVPONG TOV
YAVKOKOPTIKOEW MV, EVOEXETOL VOl
OTTOLTEITOL TPOOSEVTIKY UEI®GT TNG
d001G Yo LEYaADTEPO YPOVIKO
ot
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Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

Avaoroleic Pwaopodicotepdons (PDES)

Avanafil
(ritonavir 600 mg BID)

Avanafil:

AUC: 1 13-popég

A6y ¢ avactoing tov CYP3A
amo to lopinavir/ritonavir.

H ypfon avanafil pe
Lopinavir/Ritonavir Viatris
avtevoeikvutal (PAéme
mapdypogo 4.3).

Tadalafil

Tadalafil:

AUC: 1 2-popéc

Aoy® ™ avactodng tov CYP3A
a6 to lopinavir/ritonavir.

Sildenafil

Sildenafil:

AUC: 1 11-popég

Adym g avactoing tov CYP3A
amo 1o lopinavir/ritonavir.

INa ) Bepomeio TG TVELUOVIKTG
QPTNPLOKTG VIEPTACTC:

H ovyyopnynon tov
Lopinavir/Ritonavir Viatris pe
sildenafil avtevosikvoton (PAéne
mapdypoo 4.3). H cuyyoprynon
tov Lopinavir/Ritonavir Viatris pe
tadalafil dev cuvictdron.

INa ) otvtiky duchettovpyio:

®a mpénet va epapudletar wraitepn
mpocoyn 6tav cuvtayoyposital
sildenafil 1| tadalafil oe acBeveig
7ov AapBavovv Lopinavir/Ritonavir
Viatris pe av&nuévo €leyyo yia
avemBOUNTES EVEPYELEG TOV
coumeptioppdvovy vtotTao,
GLYKOTN, OAAXYEC GTNV OPOOT| KoL
mapoTETaAUEVT otvom (PAETE
mapdypoeo 4.4).

Otav cvyyopnysiton pe to
Lopinavir/Ritonavir Viatris, ot
d0oc¢e1g Tov sildenafil dev Ba Tpémet
va Egmepvolv To 25 mg o€ 48 dpeg
ka1 ot 06c¢€lg Tov tadalafil dev Ba
npémel vo, Eemepvoiv ta 10 mg Kabe
72 dpec.

Vardenafil

Vardenafil:

AUC: 1 49-popéc

Aoyo g avactoAng tov CYP3A
and 1o lopinavir/ritonavir.

H ypnon tov vardenafil pe
Lopinavir/Ritonavir Viatris
avtevoeikvutan (PAéme
mapdypo@o 4.3).

Alxalogidn mopaywyo. epyoTouivyg

Dihydroergotamine,
ergonovine, ergotamine,
methylergonovine

Ot cVYKEVTPOGELS GTOV 0pd
pmopel va givar ovénuéveg Ady®
¢ avactonig Tov CYP3A and 10
lopinavir/ritonavir.

H tavtoypovn yoprynon tov
Lopinavir/Ritonavir Viatris pe
AAKOAOEIDN TOPAYmYO EPYOTAUIVIG
avTEVOEIKVLTAL, KOOMDG EVOEYETOL VAL
001 YNoEL GE 0ED £PYOTIGUO,
GUUTEPIAAULBOVOUEVOV
OYYEWOCTAGLLOV KOl IoYOLLiog
(BAéme mapdypago 4.3).
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™ vy opiYno
Lopinavir/Ritonavir Viatris

Taotpokivytikog mopdyov

TOG

Cisapride

O1 6VYKEVTPDOOELS GTOV 0pO
pmopel va givar ovénpéveg Ady®
g avactolng tov CYP3A amd 1o
lopinavir/ritonavir.

H tavtdypovn yoprynon tov
Lopinavir/Ritonavir Viatris pe
cisapride avtevoeikvotat, Kobmg
evoéyeTan va av&noet Tov Kivouvo
cofapdv appubudv and Tov
mapdyovta avtod (PAéme
mapdypogo 4.3).

Avuuuka dueons dpaong xard oo HCV

Elbasvir/grazoprevir
(50/200 mg QD)

Elbasvir:

AUC: 1 2,71-popég
Cmax: T 1,87-9popég
Caa: 1 3,58-¢popég

Grazoprevir:

AUC: 1 11,86-0popécg
Cmax: T 6,31-9popég
Cos: 1 20,70-0opég

(cvvdvaopol unyovicpov,
TEPIAOUPOVOUEVNC TNG OVOGTOANG
tov CYP3A)

Lopinavir: <

H tovtdypovn yoprynon tov
elbasvir/grazoprevir pe
Lopinavir/Ritonavir Viatris
avtevdeixvotot (BAEme
mapdypoeo 4.3).

Glecaprevir/pibrentasvir

Ot ovyKEVTPMGELS GTOV 0pO
umopei va ovénbovv Aoy
avaoToAng g P-glycoprotein,
¢ BCRP kot tov OATPIB and
to lopinavir/ritonavir.

H tavtdypovn yoprynon tov
glecaprevir/pibrentasvir e to
Lopinavir/Ritonavir Viatris
avtevoeikvuTal Ady® avénuévou
Kwdvvov avénoewv g ALT mov
oyetifovton pe avEnuévn ékbeon og
glecaprevir.
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Lopinavir/Ritonavir Viatris

Ombitasvir/paritaprevir/
ritonavir + dasabuvir

(25/150/100 mg QD +
400 mg BID)

Lopinavir/ritonavir
400/100 mg BID

Ombitasvir: «»
Paritaprevir:

AUC: 1 2,17-popég
Cmax: T 2’04'(Popég
Ctrough: T 2a36'(|)0pé§

(avaotoAr Tov CYP3A/1mv
UETAPOPEWDY EKPOTG)

Dasabuvir: <>

Lopinavir: &

Ombitasvir/paritaprevir/
ritonavir

(25/150/100 mg QD)

Lopinavir/ritonavir
400/100 mg BID

Ombitasvir: <

Paritaprevir:

AUC: 1 6,10-popég
Cax: T 4,76-90péc
Curough: T 12,33-00pég

(avactol] Tov CYP3A/t00v
LETAPOPEMY EKPOTG)

Lopinavir: <

H ovyyopnynon avtevdeikvotat.

Lopinavir/ritonavir 800/200 mg QD
&xel yopnynOet pali e
ombitasvir/paritaprevir/ritonavir pe
N xopig dasabuvir. H enidpaon tov
avTIKoOV apeong opaong (DAA)
Kot Tov lopinavir NTov mapdpoo pe
LTIV TTOL TapaTNPONKE OTOV
xopnynOnxke lopinavir/ritonavir
400/100 mg BID (BAéne
mapdypoeo 4.3).

Sofosbuvir/velpatasvir/
voxilaprevir

O1 ovykevipdoelg tov sofosbuvir,
velpatasvir kot voxilaprevir otov
op6 pmopet va avénbovv Adym
avaoToAng g P-glycoprotein,
g BCRP xot tov OATP1B1/3
amo 1o lopinavir/ritonavir.
Qot660, PLOVo 1N avénon otnv
ékBeon oe voxilaprevir kpivetat
®¢ KAMVIKG oyeTilOpevn.

H tavtoypovn yoprynon tov
Lopinavir/Ritonavir Viatris pe
sofosbuvir/velpatasvir/ voxilaprevir
dev cvvioTdTol.
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Dutirad Zxevaouato,

St John’s wort
(Hypericum perforatum/
vIEPIKO Potoopoyopto)

Lopinavir:

Ot ovykevtpmaoels pmopet va
petwbodv Adym TG ETAY@YIKNG
dpdong oto CYP3A and ta
@UTIKA okevdopata St John’s
wort.

DVTIKA CKEVAC AT TTOV TEPLEXOVY
St John’s wort dgv mpémet v
cuyyopnyovvtol pe lopinavir kot
ritonavir. Eév o ac6svig Aapfavet
Nnon St John’s wort, 6o Tpénet va
dwokonet To St John’s wort kot €dv
glvar dvvartov va petpnbodv ta
enineda tov 100. Ta enineda ToL
lopinavir kot Tov ritonavir vogyeton
va ovénbobv pe tn dokonr| tov St
John’s wort. H d6om tov
Lopinavir/Ritonavir Viatris propel
va ypewotel puduion. H emayoywm
dpdon pmopet va cuveylotet
TovAdyioToV Yo 2 Bdouddeg petd
1 Srakomn tng Oepomeiog pe St
John’s wort (BAéne mopdypapo 4.3).
Qg ek TOVTOL, M| AYWOYN LE
Lopinavir/Ritonavir Viatris propel
va apyicel pe acpdieio 2
eBdopddeg petd tn dtokonn| tov St
John’s wort.

Avoookatootoltixa

Cyclosporin, Sirolimus
(rapamycin), kot
Tacrolimus

Cyclosporin, Sirolimus
(rapamycin), Tacrolimus:

Ot ovykevtpmoels pmopet va
avéNBovY AOYm NG AVaGTOANG
tov CYP3A omo 1o
lopinavir/ritonavir.

Zuviotdtat cuyvoTEPN
TapoKoAovONoN TV BepamevTIK®V
GUYKEVIPOGEMV PEXPL TNV
6T0bepOnOiNoT TOV ETMES®V TOVG
670 aipa.

Yrolimdayuxoi wapayovieg

Lovastatin kot
Simvastatin

Lovastatin, Simvastatin:
EnuovTikn avénon Tov

GUYKEVIPOGEMV GTO TAAGLA AOY®
g avactolng tov CYP3A amd 1o

lopinavir/ritonavir.

Epocov ot avénpévec
GUYKEVIPMOGELS TOV OLVOUGTOAEDV TNG
HMG — CoA avaymydong pmopet
Vo TPOKOAEGOVY pvomdfela,
oopmepthopavopévng g
pafdopvdivong, 0 GUVIVAGUOC
QVTOV TOV TOPAYOVI®V LE TO
Lopinavir/Ritonavir Viatris
avtevoeikvutal (PAéme

mapdypogo 4.3).

Tlapayovieg tpomomoinons Mmidiwv

Lomitapide

Ot avaotoheic tov CYP3A4
av&avouv v €kbeon Tov
lomitapide, pe 1oyvpovg
avaoTOAElS avEdveTat 1) £kBeon
mepinov 27-popéc. Adym g
avaoctoAng tov CYP3A4 and ta
lopinavir/ritonavir, ot
OLYKEVTPMGELS TOV lomitapide
avauéveral va avEnboiv.

H tavtoypovn xprion tov
Lopinavir/Ritonavir Viatris pe to
lomitapide avtevdeikvotal (PAEme
GLVTAYOYPUPIKES TANPOPOPIES Y1t
to lomitapide) (BAéne Topdypapo
4.3).
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Xuyyopnyovpeva
PapRUKA AVE

Enidpacn ota emineda Tov
POPLAKOV

Kl odctaon avagopikd pe
™ vy opiYno

Ospamevtin I'eopeTpikn Méon Metafoin Lopinavir/Ritonavir Viatris
Katnyopia (%) otnv AUC, Cuax, Cmin

Mnyoviepndég alinieniopaong
Atorvastatin Atorvastatin: O ocvvdvacpudg Tov

AUC: 1 5,9-popég

Cax: T 4,7- 0opég

A6y ¢ avactoing tov CYP3A
a6 to lopinavir/ritonavir.

Lopinavir/Ritonavir Viatris pe
atorvastatin 6gv cvviotdtal. Edv n
¥pMon Tov atorvastatin kpivetal
aVoTNPA amapaitntn, Oo Tpénet va
yopnyeital n xapnAdtepn duvaty
d00M] LE TPOGEKTIKN
TOPAKOAOVONGT G TPOG TNV
acpdAieln (BAéme mapdypoeo 4.4).

Rosuvastatin, 20 mg

QD

Rosuvastatin:

AUC: 1 2-popég

Cmax: T 5-0opég

Av Ko 1 rosuvastatin
petaforiletar avemapkds omd 10
CYP3A, mopatnpndnke pia
aHENOT TOV GLYKEVIPDGEWDV TNG
010 TAdopa. O PNYovIGHOg aLTG
g oAANAETIdpaong puropei va
TPOKVYEL OTTO TNV OVOGTOAN T®V
TPOTEVAV PUETAPOPAEC.

[Ipénet va epiotdror Tpocoyn Kot
0o pémel va e€etacBovv ot
UELOUEVEG DOGELS OTAV TO
Lopinavir/Ritonavir Viatris
ouyyopMYeital e rosuvastatin
(BAéme mapdypopo 4.4).

Fluvastatin or

Fluvastatin, Pravastatin:

Edv evdeixvoton Oepameio pe

Pravastatin Agv avopévetat Kopio KAVIK®G avactoAén g HMG-CoA
GYETIKT OAANAETIdpaoN. avaymyaong, cvviotdtot fluvastatin
H pravastatin dev petafoiileton 1M pravastatin.
and to CYP450.
H fluvastatin petafolileton
pepkdg amd to CYP2C9.
Omiogin
Buprenorphine, 16 mg Buprenorphine: < Agv givon amapoitntn m
QD OVATPOGOPUOYT TNG SOONC.
Methadone Methadone: | Yuviotdrot 1 Topokoiovdnon Tov
GUYKEVIPOGEWV TNG pebaddvng ato
TAQG QL.
Avuoviinmuxd,
Ethinyl Oestradiol Ethinyl Oestradiol: | e TePImTOOT GLYXOPTYNONG TOL

Lopinavir/Ritonavir Viatris pe
OVTIGVAANTITIKA TTOV TEPLEYOVV
ethinyl oestradiol (yio omowndnmote
LOPOT| AVTIGLUAANTTIKOD .. OO
GTOUATOG 1] EUTANCGTPO) TPETEL VAL
¥pMNoonolovvtol Tpdcbeteg
avtioLAATTIKES pEBodot.

Bonbnuazo droxomns komviouorog

Bupropion

Buproprion kot Tov gvepyov Tov
petafoiitn, hydroxybupropion:
AUC ka1 Cmax | ~50%

To amotéAleopa pmopet va
opeiletal 6TV ETAY®YN TOL
petafoiiopon Tov bupropion.

Eév 1 ovyyopnynon tov
Lopinavir/Ritonavir Viatris pe
bupropion kpivetat avamdeevkT,
Oa pémel va Aappavel xydpa vwo
GTEVI] 10TPIKY] TapaKoAovOnon i
TNV OTOTEAEGUOTIKOTITO TOV
bupropion, yopig vrépPacn g
GUVICTONEVNG docoloYing, Tapd
TNV TOPOTPOVUEVT ETAYMOYN.
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Xuyyopnyovpeva
PapRUKA AVE
Ospamevtin
Katnyopia

Enidpacn ota emineda Tov
POPLAKOV

I'eopeTpikn Méon Metafoin
(%) otnv AUC, Cmax, Crin
Mnyoviepndég alinieniopaong

Kl odctaon avagopikd pe

™ vy opiYno
Lopinavir/Ritonavir Viatris

Ocporeio. opuovikng vmoxatdorachs tov Gupeogldois

Levothyroxine

"Exovv avapephel nepintdoelg

HeTd TV KukAopopio Tov
vrodnAmvouv mhavn

aAAnAenidopaon peta&d mpoidvtwv

OV TTEPLEYOVV ritonavir Kot
levothyroxine.

H Bvpeogidotponog opuovn (TSH)
Ba pémel va mapakorovbeitar og
acOeveic mov Ehafav Oepameio pe
levothyroxine TovAdyiotov Katd tov
TPDOTO pUNva. LETE TNV Evopén kaunm
Mé&n g Bepaneiog pe
lopinavir/ritonavir.

Ayyeodiaotoltikol mopayovTeg

umopei va ovénbovv Aoy
avaotorng tov CYP3A kot g
P-gp ano to lopinavir/ritonavir.

Bosentan Lopinavir — ritonavir: [Ipénet va divetan Tpocoyn KOTA TN
Ol GLYKEVTPDOGEIS GTO TAAGLO yopnynon tov Lopinavir/Ritonavir
lopinavir/ritonavir pmopel va Viatris pe bosentan.
av&NBovY AOY® TNG EMAYMYIKNG
dpdong oto CYP3A4 and 10 ‘Otav 10 Lopinavir/Ritonavir Viatris
bosentan. yopnyeitar tavtdypova pe bosentan,

Oa mpémel va mapaxorovbeiton n

Bosentan: OTOTELEGLATIKOTNTO TNG Oepameiog
AUC: 1 5-¢popéc tov HIV xot o1 acBeveic O mpémet
Chnax: T 6- @opég vo TopaKoAovhodvtal GTEVE Yo
Apykd, bosentan Cpin: T kT to&kdTNTO TOV bosentan, 3taitepa
mpociyylon 48-popéc. KaTd TNV TPAOTN Efdopada g
AOY® TG AVOGTOANG TOV GLYXOPNYNOTGS.
CYP3A4 and 10
lopinavir/ritonavir.

Riociguat O1 GLYKEVTPDGELC GTOV 0pO H ovyyopnynon tov riociguat e

Lopinavir/Ritonavir Viatris dev
ovviotatol (PAéne Topdypoeo 4.4
kat avotpééte oty [IXIT Tov
riociguat).

AL popUOKEDTIKG, TKEVBTUATO.

Bdoel tov yvooTtdv HETAPOAIK®Y GUUTEPLPOPDV, OEV AVOUEVOVTAL KAIVIKA GTLOVTIKEG
aAniemdpaoels peta&d tov Lopinavir/Ritonavir Viatris kot towv dapsone,
trimethoprim/sulfamethoxazole, azithromycin 1 fluconazole.

4.6 TovipétnTa, KOO KoL Yolovyia

Kdnon

Kotd yevikd kavova, 6tov amopaciletal va ypnoioroinfovy avilpeTpoikol TopayovTeg yio
Bepaneio g Aoipwéng HIV og gykdovg Kot Katd cuvénela va petwbei o kivdvuvog g kabetng
petadoong Tov HIV oto veoyévvnro, npémet va AneBovv vadymn ta otoyyeio og melpapatolmo Kaddg
KoL 1) KAWVIKT EUTELPie G€ EYKVEG YUVOIKES, £T01 OOTE va eKTiuNOel 1 acpaieia yia to Euppvo.

To lopinavir/ritonavir £yel a&loloyn0ei og tepiocdtepec amd 3000 yvvaikeg KOTd TV €YKVHOCHVT,
couneprrapfavopévev meptocdtepwv amd 1000 katd ) didpKelo TOL TPATOL TPHVOL.

Kotd v mapakoiovdnon petd v kokhoeopio pécm tov Mntpdov Aviipetpoikng Eykopocsvvng,
mov apyioe Tov lavovdpio tov 1989, dev £xel avapepbel avénpévog Kivouvog cuyyeEvVOY aVOUOAM®Y GE
neplocodtepeg and 1000 yuvaikeg mov ektiBevTol KoTd T SIGPKELN TOL TPMTOV TPUNVOL KOTONG G
lopinavir/ritonavir. O EMMOAAGHOG TOV GLYYEVAOV AVOUOAIDOV PETE 0md KAOe EékBgom ot Aomvafipn
6€ 0molodNMOTE TPIUNVO Elval GLYKPIGILOG PE AVTOV TTOVL TaPATNPNONKE GTO YEVIKO TANOLGLO. Agv
TapoTnpNONKe Kavéva HoTiPo GLYYEVOV OVOUAAIDY TOL VO VTOSNAMVEL Uit KOV aLTIOA0YIO.
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Meléteg og nelpapatolma katédelEav ToEIKOTNTA TNV avamapay®ytkotnta (PAEne mapdypoeo 5.3).
Me Baomn ta dedopéva mov avapépiniay, dev eivar mBavoc o kivouvog Suepopeiag yio Tovg
avBporovg. H Aomvafipn pmopel va xpnopomombei kotd T didpkela TG €YKVUOGUVNG €0V givart
KAk omopaitnTo.

Oniooudg

Meléteg oe apovpaiovg £dei&av 0tL 1 Aomvaipn anekkpivetal 6to YaAa. Agv givol YyvooTo av avtd
TO PAPLOKO OTEKKPIVETAL 6TO UNTPKO YaAa. Kotd yevikd kavova, cuvietdtal ot yovaikeg mov (ovv e
tov 10 HIV va unv nAdalovv ta Bpéen toug Tpokeypévon va omoeevydei n petddoon tov 1od HIV.

Covot o

Meléteg og nepapatolma dev Exovv deiéet enidpaon otn yovipotnta. Agv givar dStobéoipa otoryeio o
avOp@dToLG Yo TNV emidpaor Tov lopinavir / ritonavir 6T YoVipoOTNTOL.

4.7 Emopacelg 6Ty tKavOTTe 001Y161)G KOl (EIPIGHOD Py avi|LdTmV

Agv TpayLOTOTOON KOV PEAETEG GYETIKA LLE TIC EMOPACELS GTNV IKAVOTNTO 0O YNGNG KoL YEPICUOD
pnyoavnudtov. Ot acBeveig Ba mpénet va evnuepdvovtal 0Tt £xel avapepBel vavtio KoTd TNV dtdpKeLd
g Bepomeiog pe lopinavir/ritonavir (BAéne Tapdypago 4.8).

4.8 AvemOvunteg evépyereg

IIepiAnyn Tov TPOPIA ACOAAELOG

H aopddela tov lopinavir/ritonavir £yetl diepevvnBel o€ mepiocodTepovs amd 2600 acbeveic oe KAVIKEG
peréteg @aong II-1V, amd tovg omoiovg nepiocoteporl and 700 Erafav d6omn 800/200 mg (6 Kaydakio 1
4 diokia) pio popd nuepnoing. [oapdAinia e TOLE VOUKAEOGISIKOVG OVAGTOAEIG TNG OVTIGTPOPNG
petaypaedons (NRTIs), oe pepucég peléteg, to lopinavir/ritonavir ypnoiponoidnke oe cuvovLOoUO e
efavirenz 1 nevirapine.

H 1o ovyvég avembBopunteg avidpdoeilg oyxetilopeveg pe ) Oepomeio pe lopinavir/ritonavir Kotd )
SLIPKELN TOV KAVIKOV LEAETOV HTAV 1] SIAPPOLD, VOUTIO, EPETOG, VTEPTPLYAVKEPLOALLIO KO
vrepyoAnoteporatio. O kivovvog didppotag propetl va ivar peyaAdtepog pe v 60G0A0Yia TOL
lopinavir/ritonavir pio popd nuepnciong. H didppota, n voutio kot o EPETOg Uropel va cupfoldv KoTd
otV apyn g Bepoaneiog evd n vIepTpryAvKepdaLio Kot 1 VIEpYOANoTEPOLALia pLopel va cupovv
apyoTEPO. AVETIBOUNTEG EVEPYELEG TTOV aVEKLWY AV OO T Bepoameio 00 yncav 6g TPOWPN S10KOTH TNG
peréng yo 1o 7% tov achevav amd peréteg Paong II-IV.

Eivan onpovtikd va emonpoviel 01t avapépnkay Tepintdoelg ToyKpeatitidos o€ acbeveic mov
émopvav lopinavir/ritonavir, copumephapifavopévey Kot EKEIVOV Tov EREAVIGOY
vreptpryAvkepdatpio. EmmAéov, avapépOnikoay ondvieg avénceig tov daothiuatoc PR katd
duapkela g Bepamneiog pe lopinavir/ritonavir (PAEne mapdypapo 4.4).

Alota avemBountov ovtidpiosmv

AvemBounteg eVEPYEIES A0 KAMVIKES UEAETES KO EUTEIPIO UETA. TV KOKAOPOPLO, 0E EVHAIKES KOl
TOUOLOTPIKOVS ATOEVELG:

Ta axdAovba TEPIoTATIKA £X0VV TPOGOI0PIoTEL MG avemBupnteg evépyeteg. H katnyopio cuyvotntog
eUPaviong mepthopfavel Oha To TEPIOTATIKA TOV £Q0LV avapepBel pe pétpro Emg coPapn Eviaon,
aveEApTNTO 0T TV OTOUKT LTIOAOYIKT eKTipnon. Ot avemBounteg evépyeiles Tapovstifovtat avd
Katnyopio opydvov cuotnuatog. Evidc kafe katnyopiag cuyvotntag EHOAVIoNG, ol avemBounteg
evépyeleg mapatifevior Kotd livovca oelpd coPapdtnrag: ToAd cvyvég (= 1/10), cvyvég (= 1/100
€wg < 1/10), 6y ocvyvég (= 1/1.000 €wg < 1/100) omavieg (=>1/10.000 £mg <1/1.000) ko un yvmotég
(0ev pmopovv va exktiunBovv pe Paon ta dwbéoipa dedopéva).
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AvemBOunteg evépysieg o€ KMVIKES PELETES KOL peTd TNV KUKAOQOpio g evijMkes ao0gveic

Katnyopia opydvov Tuyvotnto Avem@ount Evépyera
GULGTILOTOG
AOOEELG KO TOPACGITAOCELG [ToAd cuyvéc Aoluwén Tov avMOTEPOL AVATVEVGTIKOD
GLGTHIOTOG
Yuyvéc Aolpwén Tov KOTOTEPOV AVATVEVGTIKOD
GLGTHLOTOG, AMOUMEELG TOV SEPHOTOG TTOV
ocupmepthapavouy kuttapitida, Buiakitida
kot do0mva,
AloTopayég Tov opomomTikoy | Xvyvég Avoupio, Agvkomevia, ovdeteponevia,
KO TOV AEUOIKOD GLUGTIOTOC Aeppadevoradeia
Al0TOpOYEG TOL OVOGOTOMNTIKOV | XvyvEg YrepevoioOnoio mov cvumeptAapupavet
GLGTNHLATOG Kvidmo™ Kol oyyEL0010M L
Oyt ouyvég Dreypovmdeg Zuvopopo AvacvoTacTg Tov
Avocomomtikol
Evdoxpivikég dtatapoyég Oyt cuyvég Y71oyovadiopog
Awotapayég Tov HeETOPOMSHOD Yuyvég Awtapayéc g YALKOONG aiplotog Tov
Kat g 0péymng cupmepAopUPavovy cakyopmon dapnn,
VIEPTPLYAVKEPLOALULD, VITEPYOANGTEPOA LD,
couoTIKd Bapog puetwpévo, Opeln peltmpévn
Oyt cuyvéc Yopatikd Bapoc avénuévo, dpeén avénuévn
Yoyrotpikég SroTopoyés Xuyvécg Avyyog
Oy ouyvég Avopolo OVEPQ, YEVETNOLN OPUT LELOUEVN
Awtapay£g Tov VEupLKoD Yuyvég Kegparalyio (cupmepropfovopévng
GUGTNHIOTOG NuKpaviag), vevpomadeio
(cvumeplapfovopévng TEPLOEPTIKNG
vevporabdeiag), {dAn, abmvia
Oyt ouyvég Ayyelokd eykeQaAKd eneGOS10, GTAGUOG,
dvoyevcia, aygvaia, TpPOUOG
OopBaipkés dratapoyés Oy ouyvég Ontikr duchettovpyia
Altapay£G TOL OTOG KL TOV Oy cvyvég Eppoéc, iAyyog
AafupivBov
Kapdiaxég dratapoyés Oy ovyvég ApTNPLlocKAPLVOT| OTOG EULPPAYLLO. TOV
HLOKOPOI0V, KOATOKOIALKOG ATOKAEIGUOG,
avemdpkelo TG TpryAdywvog BaAifidag
Avyyelaxég dtatapoyég Zoyvég Ynéptaon
Oyt cuyvéc Ev 1o BdBst phefikn OpopPwon
Awtapayég tov yoorpevrepikov | [ToAd cuyvég Augppoua, vavtio
GUGTNLOTOG Yuyvég Hoykpeotitida', £uetog, YooTpooIGOQAyIKT
TOALVOPOUNON, YOOTPEVTEPITION KO KOAMTIOO,
KOW10KO AAyog (v Kal KATm), didtaocm g
KotMog, SVoTEYIa, OOPPOIdES, LETEMPIGOG
Oy ovyvég Aipoppayio Tov YOoTPEVTEPKOD GUGTHHOTOG
OV GUUTEPIAAUPAVEL EAKOG TOV
YOOTPEVTIEPIKOD GCOANVA, dMOEKASAKTVAITION,
yooTpitida Kot apoppayio tov opHov,
GTOUOTITION KOl EAKOG GTOUOATOC, AKPATELN
KOTPAvV®V, SucKoIAoTNTa, ENpocTopio
Alotapay£G TOL TATOG KoL TV | ZvyvEg Hroztitda mov cvpmeprapfavel avénoceig
XOANQOp®V AST, ALT xou GGT
Oyt cuyvéc "Tktepog, NratiKy oTEdTOGT), NTATOUEYAAld,

yolayyetitida, vepyorepvpvorpio
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Katnyopia opyévov Xoyvotnta Avem@opuntn Evépyera
GUGTILOTOG
AwoTopayég Tov HEPUTOG Kot Yuyvég E&GvOnpa mov cuumepthappdvet eEavomua
TOV VTTOSOPLOV 16TV knAdoPratidmdee, deppatitida / EavOnua
oV cvumeplAapPaver Eklepa kot deppotitidn
LLE OUMYLOTOPPOLLL, VUKTEPIVOL 1OPDTEC,
KVNGUOG
Oyt cvyvég Alomekia, Tpryoeditida, ayyetitido
Ymdvieg YHvdpopo Stevens-Johnson, ToAOHOPPO
gpunua
AloTopayEG TOL HVOGKEAETIKOD | Xvyvég MuaAyia, pLOoKELETIKO GAy0g TTOV
GUGTNLOTOG KOl TOV GUVOETIKOV ovpmeprhappdavet apBparyio kot ocpuaiyia,
16TOV Wik dlatapayn OTmG advvapio Kol 6Tocpol
Oy suyvéc PaBdopvdivon, ooteoviéKpmon
Awtapayés Tov veppdv Kot Tov | Oyt cuyvég Kd&Bapon kpeotvivig peiopévn, veppitida,
0VPOPOPMV 0DV aatovpio
Mn yvootég Neppobioon
AwoTopayég Tov Yuyvég Ytutikn ducAettovpyia, SotapayEg ELUVO
OVOTOPOYWYIKOD GUGTNLLOTOG pooNg, aunvoppota, pnvopporyio
KOl TOV LOGTOV
I'evikég Sratapayég kot Yuyvég Konwon mov cvunepirapfdaver eEachévion
KOTOGTAGELS TNG 030V
XOpMYNoNg

I BMéne mapdypago 4.4: moykpeatitido kot Amidio

IIeprypoon emheyus€vav avembOUNTOV EVEPYEIDV

"Exetr avagpepbei Zovdpopo Cushing’s og acBeveic mov Emaipvav prtovafipn Kot elomvedpevn 1
evdoppvikag yopnyovuevn fluticasone propionate. To idto Oo pmopovce va cvpPetl pe GAro
KopTIKOoTEPOEWDN oL petaforiloviat pécsm tov P450 3A m.y. budesonide (BAéne mapdypapo 4.4 Kot
4.5).

"Exovv avagepBel avénpévn kpeatvopwopokvacn (CPK), pvodyio, poositida kot ondvia
PoPOOUVOAVGT LE TOVG AVOCTOAEIG TPOTENCHOV, WO10ATEPA GE GUVOVAGHO E VOVKAEOGIOIKOVG
OVOLGTOAELG TNG aVTIGTPOPNG LETAYPOPACTIC.

Meroforikég mopouetpor
To copotikd Bapog Kot Ta exineda TV MmTdinv Kot TG YAVKOING oto aipa evogyetat va avénbdovv
Katd T d1dpKeln TG avTIpeTPoikng Oepanciog (PAEme mapdypao 4.4).

Ye acbeveic pe Aoipmén HIV pe coPfopn avemdpkeia Tov ovoconomtikol katd v Evopén
GLVOLOCUEVIC OVTIPETPOTKNG Bepameiog Umopel vor EPPavIoTEL PAEYLOVAOING avTidpaoT £mG Kot
OCVUTTOUOTIKY 1| VTOAEUTOUEVT gukaplok] AoiHwEn. Avtodvoceg dratapayEs (OTmS 1 VOGOS TOL
Graves Kot auTodvoon NroTitida) £xovv eniong avaeepbel. QoT1060, 0 AVAPEPOUEVOS XPOVOG EOG TNV
évapén mowkilel ko pmopel va cupPel ToArovg pnveg petd v évapén g Bepaneiog (PAEne
mapaypaeo 4.4).

"Exovv avagpepbel nepintdcelg 06Te0vVEKPMONG, W10HTEPA GE 0GOEVELS LLE YEVIKA AyVEOGTOVG
TAPAYOVTEG KIVOUVOL, Tpoympnuévn voso HIV 1 pokpoypovia EkBecm e cuvOLAGUEVT] OVTIPETPOIKT|

Oepaneia. (PAEne mapdypapo 4.4).

TToudwotpikoi acOeveic

H ewcova aopdreag oto modid nikiog 2 €TOV Kol Gve givol Tapopotla Le avth Tov evnAikev (PAEte
[Mivaxa oty mapdypago B. Aloto avemBountmv evepyeidv).
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Avopopd TavoAoyoLUEV®V OVETIODUNTWOV EVEPYEIDV

H avagopd mbovoroyodpevov avemBOUnTmv EVEPYELOY HETA A0 TN YOPNYNOT| AOEL0G KUKAOPOPIOG
TOL QOPHOKEVTIKOV TPOIOVTOG givan onpavtiky. Emtrpénetl ) cvveyn napakorodnomn g oxéong
0PEALOVG-KIVODVOL TOV QOPHOKEVTIKOD TPOIOVTOG. ZnTeital and Tovg EnayyeAIOTiEG VYEiNG VO
AVOPEPOVY OTTOLEGINTOTE TOOVOAOYOVUEVES OVETIOOUNTEG EVEPYELEG HECH TOV EOVIKOD GUGTILATOG
ovaeopds mov avaypdestor oto Iapdptnua V.

4.9 Ymnepodocolroyia

Méypt onpepa, 1 epmelpio oand oeio viepdocoroyia pe lopinavir/ritonavir 6tov GvBpmmo givor
TEPLOPICUEVT.

Ta avemBounta Khvikd onueio mTov TapoatnpiOnkay 6e okOAOLE TEPIAAUPAVOLY GlEAOPPOLA, EEDT
Kot O1appota/apOoikes kevoels. Ta onueia ToEKOTNTOGS TOV TOPATPHONKOY GE EMIIVG, APOVPOioVg
N 6KOAOVC TEPIAAUBAVOVY HELOUEVT] SPAGTNPLOTNTA, ATAEIKES KIVIIOELS, Ao VOVOT], APLIATOOCT Kot
TPOUO.

Agv vrtdpyel GUYKEKPIUEVO aVTId0TO G€ TEPITTOOT VILEPdoGoroYiag pe lopinavir/ritonavir. H
OVTETOTION TG LIepPoiikr|g Aqyng lopinavir/ritonavir Bo Tpémet vo. GLVIGTATOL GE YEVIKA
VIOGTNPIKTIKG PETPO OV TEPIAAUPEVOLY TNV TapakoroDOnon TV {oTikdv onpeiov Kot )
TOPOTNPNON TNG KAVIKNG KATAOTOOTG TOL ac0evods. Av evdgikvutat, 1) amofoAr U1 amoppoenuévns
dpacTiKnG ovsiag Bo Tpémel va emTuYYXAvETAL LE TPOKANGN EUESNG 1 LUE TAVGELS cTopdyov. H
yopnynon evepyov avbpaxo pmopel emiong va ypnoomombei yio Ty amopdkpuven SpucTIKng OVGiag
mov dgv €xel amoppopndel. Emeldn| to lopinavir/ritonavir deGpebeTOL GE VYNAO TOGOGTO LE TIG
TpwTEIvES, dev Bempeitarl TOavo 1 apokdBapoTn va ival ATOTEAECUATIKN Y10 GTIUAVTIKT
OmoUAKPLVOT) TG OPUGTIKNG OVGIAG.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
51 ®appokodvvopuikés 1010TNTES

DoppokobepamenTiky KaTnyopio: ovIUKE Y10 GLGTNUATIKY XP1OoN, AVTIKA Yo T Oepaneia
rowméewv amd HIV, cuvdvaopol, kwdikoc ATC: JOSAR10

Mnyoviopudg dpaong

H avtiikn dpdon tov lopinavir/ritonavir mopéyeton amd ™ AomvaPipn. H Aomvafipn eivor avactoréng
tov tpoteacodv HIV-1 ka1t HIV-2. H avactoln tov tpoteacdv tov HIV dev emtpénet tn diyyotounon
NG TOAVTPWTEIVNG gag-pol odnydvtag €161 6TV Tapaywyr| otedeydv HIV avdpiung popporoyiog
7OV OgV €lval IKAVA Vo TPOGyouV VEOUG KOKAOVG LOALVGETG.

Emidpdoeic 610 NAEKTPOKOPIOYPAQN LA,

A&oroynbnke 1o didotnua QTcF og pia tuyoomompévn, pe EIKOVIKO GAPLAKO Kol OPOCTIKY 0vGio
(moxifloxacin 400 mg dnag nuepncimg) eEAeYYOUEVT LE SITAG SLOGTAVPOVUEVO GYESIOGHO KAIVIKY|
perétn oe 39 vyieic evilikeg eBehovtég pe 10 petpnoeig kabe 12 dpeg omnv Hpépa 3. Ot vymAdtepeg
péaeg dtapopég (95% avmtepo opro eumiatoovvng) 6to QTCF cuykpitikd pe o €1KoviKd PApUaKo
ntav 3,6 (6,3) xon 13,1(15,8) v 400/100 mg dvo popég nuepnoimg kot vrepBepaneior 800/200 mg dvo
@opég nuepnoimng LPV/r, avtictorya. H empepopevn napdtacn tov dwactiuotog QRS and 6 ms og
9,5 ms pe vynAn 6601 lopinavir/ritonavir (800/200 mg 600 Popég NuepNoing avTticToryo) cupPaiet
oV mapdrtacn QT. Ta dvo oynuata gixov og anotélecpa ekbéoelg 1,5 kot 3 popéc vymiotepeg v
Huépa 3 exeivav mov mapatnpndnkay LE T GUVIGTOUEVES pia @opd nuepNoing 1| VO PoPEg
nuepnoing docemv LPV/r e otabepn katdotacn. Ovdeic acBeviig epepdvice avénon oto QTcF > 60
ms a6 v apyn g Bepaneiog 1 dStdotnua QTcF mov va vrepPaivel to evdeydpeva oyetilopevo
KAvika 6pro twv 500 ms.
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Emniong mapatnpnbnke fmia napdtocn tov dwwotipatog PR o dropa mov eAdpupavoy
lopinavir/ritonavir otnv idwa perétn v Huépa 3. Ot péoeg arrayég oto didotnua PR amd v
avaeopd kopaivovtay ord 11,6 éog 24,4 ms katd 10 12mpo ddotnpa petd ) doon. To péyioto
dudotnpo PR fjtav 286 ms kot dgv mopatnpndnke Kopdiokog amokAeiopnog 2 1 3%° fabuov (BAére
Tapaypoeo 4.4).

Avtiikn épdon in vitro

H avtukn dpdon g Aomvafipng in vitro £vavtl pYacTnpLOKOV Kot KAVIKOV oteheydv tov HIV
a&lohoynnke o AePQOPAACTIKEG KUTTAPIKES YPAUUES PE 0Eeio AoTHMEN Kol 6€ AEUPOKLTTOP
TEPLPEPIKOV aipoToc, avtiototya. Eni arovsiog avBpomivov opov, n péon ICse tng AomvaPipng Evavtt
TEVTE OLPOPETIKOV EPYACTNPLOKOV oterey®V Tov HIV-1 ftav 19 nM. Exl anovciog kot mapovsiog
50% avBpamvov 0pov,  péon ICso g Aomvafipng évavtt tov HIV-1is og kotTopo MT4 ftav

17 nM kot 102 nM, avtictoyoa. Eni anovciog avOpdmvov 0pod, n péon I1Cse tg AomvaPipng frav
6,5 nM évovTt apkeT®V KAVIKG amopovmbéviov otedeymv tov HIV-1.

Avtoyn

Emidoyn e avroyng in vitro

Yteléym HIV-1 pe peiopévn evarcOnocio omn AomvaPipn emdéydnkav in vitro. O HIV-1 vrofinOnke
og KOAMMEPYELX in Vitro pe Aomvafipn povo kot pe Aomvafipn Kot prrovafipn, og avaroyieg
GLYKEVTIPMGNG OV AVTITPOSMTEDOVV TO EVPOG AVOAOYIDYV CLUYKEVTPMONG TAACLATOG TTOV
TOPOTNPOVVTAL KATA TN OdpKewn TG Bepaneiog pe lopinavir/ritonavir. H yovotumikn Kot povotumikn
avaALON TV 1OV TOV EMAEXONKAY KOTA TIC KOAMEPYELEG AVTEG INADVEL OTL 1] TOPOVGIA TNG
prrovaPipng, oTig GUYKEKPLUEVEG GUYKEVIPMGELS, OeV EMNPeAlel o€ LETPNGLUO Pabud v emloyn
oteleymv avlekTik®V ot Aomvafipn. Ev meptinyet, o in vitro YopokTtnpiopog TG QOIVOTUTIKNG
dlooTOVPOVHEVNS avTOYNG LETAED TG AoTvaPipng Kot GAA®Y OVOGTOAEWDV TPOTEACHV VITOGEIKVIEL
OTL petmpévn evarsnocio otn Aomvafipn cvoyetiletal oteva pe pelwpévn evaiodnoio otn prrovafipn
ka1 670 indinavir, 0AAG dev cuoyetiletal 6TEVA e petdpEVn evaisnoio 6To amprenavir, saquinavir,
xou nelfinavir.

Avalvon ¢ avioyns o€ un mpobepamevuévong e ARV aobeveic

e KMVIKEG LEAETEG LLE TTEPLOPICUEVO APIOUO ATOLOVODEVTMV GTELEXMV TIOL £Y0VV avaALOEl, dev €xet
napotnpnOei emroyn avioyng ot Aomwvafipn oe un tpobepamevpévong acbeveic yopic onpoavtikng
OVTOY1] GTOVG OVOGTOAEIS TPOTEACHV GTNV TIUT OVOPOPAS. AEITE TEPUITEPM TN AETTOLEPT) TEPTYPOPN
TOV KMVIKOV PEAETDV.

Avdivon e avioyng o€ npobepamevuévong e Pl acOeveic

H emtoyn g avtoyng otn AomvaPipn oe acbeveic mov £govv amotvyel oe Tponyovevn Bepaneia pe
OVOLGTOAELS TPMOTEACOV YOPOKTINPICTNKE HECH AVAAVGNC TOV EVIOTIGUEV®V CTEAEXDV amd 19
TPoOEPOTEVIUEVOLC IE VOOTOAEIC TpwTENc®V 060eveic og 2 Ddong 1T kot pia Daong I peré, ot
omoiol it EUPAVICAV LEPIKT] LOAOYIKT KOTOGTOAN 1] OVAIGTPOPT] TNG LOAOYIKNG AVTATOKPLOTG LETA
Ao TNV apyIKN omdvinon oto lopinavir/ritonavir Kot ELeavicay in vitro adénon g avioyns peta&y
g évapéng Bepameiog Kol TG AvaoTPOPNG TNG LOAOYIKNG avTAmOKplong (mov opiletal og 1 ELEAvIon
VE®V LETOAAAEEWDV 1) TPOTOTOINGT TNG PALVOTLTIKYG EvatcOnciog 6to lopinavir katd 2 gopég). H
avénon g avtoyng NTav cvuvnbEéotepn e 06OEVEIS TV OTOIMV GTEAEYN KOTA TNV EvapEn TG
Oepaneiog elyov opketés PETAALAEELS TOV CLVIEOVTAY LLE AVOGTOAEIS TPOTEACHV OAAL LIKPOTEPT QT
40 @opéc petopévn evaicnoio ot AomvaPipn kotd v Evapén g Oepaneiag. O petoAraelg
V82A, 154V xar M46I gppaviomnkav cuyvotepa. Eniong mapatnpndnkav petadraéerg L33F, IS0V
kot V321 og cvvdvooud pe 147V/A. Ta 19 otedéym £dei&av pia avénon g ICso katd 4,3 popég
GLYKPLTIKG e To oTEAEYT Katd TNV évapén g Oepameiog (amd 6,2 £0G 43 PopEG GLYKPITIKG LLE TOV 10
dyptov TOTOV).

T'ovotumikoi cuoYeTIoHOL PLELOUEVIC POVOTVTKY|G vailcOnciog 6tn AomvafBipn o€ 100G Tov

emA&yOnKav amd dAlovg avaotoreis Tpwteac®mv. H avttikn dpdorn g Aomvafipng in vitro
a&loroynonke évovtt 112 Khvikd amopovembéviov oteleydv and acheveilg mov améTuyay Katd Tn
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Oepaneia e Evav N TEPLGGOTEPOVS UVOCTOAEIG TPOTENCHV. LTO TAAIGIO AVTO, 01 0KOAOLOES
petoAraéers g npwtedons HIV cvoyetiotkav pe petwpévn evaicOnoia in vitro otn Aomvofipn:
L10F/I/R/V, K20M/R, L241, M46I/L, FS3L, 154L/T/V, L63P, A711/L/T/V, V82A/F/T, 184V ko
L90M. H didpeon ECso tov lopinavir évavtt oteheydv pe 0-3, 4-5, 6-7 ko 8-10 petarrdéelg otig
avatépm Béoeic apvo&éwv ftav katd 0,8, 2,7, 13,5 kar 44,0 popég vynAadtepn and v ECso évavtt
tov HIV dyprov tomov, avtictorya. Ot 16 101 mov enédei&av petaforn g evacbnaciog > 20 popég
neplelyav 6Aot petoAaéelg otic 0éoeig 10, 54, 63 pali pe 82 kavn 84. Eniong, mepieiyav diapeco
appod 3 petadrdéewv otic Béoeig apvotémy 20, 24, 46, 53, 71 kau 90. EmmAéov tov petaArdéewmv
OV TEPLYPAPOVTAL AVAOTEP®, TapaTnpONKay ot petaAratelg V321 kot I147A o€ 100¢g mov emPiocay
(rebound) pe perwpévn gvaeOnoia otn Aomvafipn TV TPOOEPUTELUEV®V LE AVOTTOAEIG TPOTENCHV
acBevav Tov ehapPovav Bepameio e lopinavir/ritonavir kot ot petaAlaéelg 147A ko L76V o€ 100¢
7o emiPiocayv (rebound) pe pelwpévn evotodnoio ot Aomvafipn oe acbeveic mov erdupavay
Oepaneio pe lopinavir/ritonavir.

Youmepdopoto oxeTlCOUEVA LE TN CUYKEKPLUEVT] LETAAAAEN 1] pe oYU LETOAAAEEDY VTOKEVTAL GE
oAlayEc petd amd TpocbeTa dedopéva Kot GUVIGTATOL VO AAUPEVOVTOL TAVTOTE VI’ OYIV TO TPEXOVTOL
LETAPPOGTIKG GUGTNHLOTO VIO TNV AVAALGT TOV OTOTEAECUATOV TOV SOKILOGIDV OVTOYNS.

Avtiukn dpaon tov lopinavir/ritonavir oc 000eveis mov anétvyay o€ Gepameio. e avooTorels
TPWTEOTDV

H ichvucn onpacio g petopévng in vitro evaicbnoiog ot Aomvafipn eEetdotke Baoet g
A0YIKNG avtamokpilong ot Oepaneia pe lopinavir/ritonavir, ava@opikd pe Tov tpo Bepomneiog
YOVOTLTTO KOl GOVOTLTO TOV 10V, 6 56 acBeveic pe mponyovuevn amotuyio otn Oepaneio pe
ToALamA0VG avactoieic Tpoteacmv. H ECsy tov lopinavir évavti twv 56 oteley®v Tov 100 OV
amopovmdnkav mpo Bepaneiog NTov Katd 0,6 Emg 96 popég vynAdTepn amd v ECsp évavtt tov HIV
dyprov Tomov. Metd amod 48 gfdopadeg Oepaneiog pe lopinavir/ritonavir, pe efavirenz kot
VOUKAEOGIO1KOVG OVAIGTOAELG TNG AVTIGTPOPTG HeTaypapdongs, mtapatnpnonkav < 400 avtiypapa/ml
tov HIV-RNA ¢ 93% (25/27), 73% (11/15) xon 25% (2/8) tov acbevav pe petmpévn evaicbnoio oto
lopinavir < 10 @opég, 10 £mg 40 popég kot > 40 popég mpo Bepanciog, avriotorya. Eniong, 1oAoykn
avtamokplon mopatnprionke og 91% (21/23), 71% (15/21) xar 33% (2/6) tov acbevov pe 0-5, 6-7 kot
8-10 petaArd&elg and T1g avotépo petarlaéelg oy tpotedon HIV mov cvoyetiomnkav pe petopévn
evaodnoia in vitro ot AomwvaBipn. Eedcov o1 acbeveig avtol dev elyav mponyovpévaog Aapet
lopinavir/ritonavir kafdg Kot efavirenz, pépog g avtamdkpiong propel vo amrodobel 6NV avikn
dpaotnprotnta tov efavirenz Wiaitepa 6tovg acheveic e VYNAN avToyn Tov 10V 6t Aomvafipn. H
peAétn ogv meptedapfave opdda eAéyyov acBevav mov dev eAdpfovay lopinavir/ritonavir.

A106TOVPOVUEVT OVTOYN

ApooTnpoTTo GAA®V AVOCTOAE®MV TPOTEAC®V 68 GTEAEYN OV ovETTLEAY aVENUEVN avTOY| OTN
AomvaBipn petd and Bepaneio lopinavir/ritonavir 6g TpobepameLEVOVG IE AVACTOAEIS TPMOTEACTHDV
acBeveic: H mapovoia diactavpodpevng avtoyns Le GAAOVG avacTOAEIS TpmTEAS®OV avorvdnke og 18
oTeAEYM oV emiPimoav T omoia 0oy avanTuén avtoyng otn Aomwvafipn katd tn ddpkeia 3
peAetdv Tov lopinavir/ritonavir ®daong II ko piag ®@dong Il oe acbeveig mpobepamevpévoug pe
avaotoleis mpwteac®dv. H péon i ICso tov lopinavir yia to 18 otedéym oty Evapén g Bepaneiog
kot oty enPioon (rebound) frav 6,9 Kot 63 EOPEG AVTIGTOLYO GUYKPLTIKA LE TOV 10 GyPLOV TOTOV.
I'evikd, 6Aot o1 101 mov emPimoav (rebound) gite dwatnpnoayv (edv giyav S106TAVPOVUEVT AVTOYN CTNV
évapén g Bepaneiog) gite avérTuav onuavtikn dteoTowpovievn avtoyn oto indinavir, saquinavir
kot atazanavir. [oponphOnkav pikpéc avénoelg g dpactnploTnTog TOL amprenavir pe pio péom
avénon tov ICsp amd 3,7 €wg 8 popég otnv évapén g Bepaneiag kot otny emPionon (rebound)
avtiotoyya. Xteréyn dtutnpnooy evaichnoio oto tipranavir pe pio péon avénon tov ICso onv évapén
g Bepomeiog kot 6To oTEAEYN OV emPimaay (rebound) g TéEng Tov 1,9 ko 1,8 popég avricToyo
GLYKPLTIKA pe ToV 10 dyprov Tomov. [Tapakarodpe avatpééte ot [epiinyn tov XopoKTnploTik®v
tov [Ipoidvtog Aptivus yio TEPUTEP® TANPOPOPIEG GYETIKA LE TN YPNOT TOL tipranavir,
GUUTEPTLOUPAVOLEVIIC TNG YOVOTLTIKNG TPOPAEYNC TNG omdvTnong, ot Oepaneio TG avOEKTIKNG 6N
Aomvafipn HIV-1 Aoipméne.
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KMvikd Agdouéva,

Ta amoteréopata Tov lopinavir/ritonavir (o€ GuVOLAGUO e AAAOVG AVTIPETPOTKOVS TaPAyovTES) emi
TV Ploroyikdv deiktdv g vooov (eninedo HIV-RNA mhdopatog kot tinbocpog CD4+T-
KuTTap®V) diepeuvninkay o eheyyoueveg pehéteg e lopinavir/ritonavir dipkelog 48 £wg 360
eBoopddwv.

Xopnynon o Evijlikeg
Acbgvelg yopic TPONYOVLEVT] QVTIPETPOIKT OY®YN

H peré M98-863 ftav pio Tuyaiomonpuévn SImAn-toeAr LeAétn og 653 acbeveic mov dev glyov
AGPel moté avtipeTpoikd yio v a&lohdynon tov lopinavir/ritonavir (400/100 mg dvo @opég
nuepnoing) oe ovuykpion pe to nelfinavir (750 mg tpeig popég nuepnoimg) poli pe stavudine ko
lamivudine. H péon tyu tov mAn6vcpod CD4+ T-kuttdpov frav 259 kbttapo/mm?® (e0pog: 2 émg
949 wotrapo/mm?) kot 1 péon Ty oto mAdopo HIV-1 RNA Jrtav 4,9 logio avtiypaga /ml (sbpoc: 2,6
€mg 6,8 logio avtiypapa/ml).

[Mivaxag 1
Arnoteréoporta oty Epoopnada 48: Merétny M98-863
Lopinavir/ritonavir Nelfinavir
(N=326) (N=327)

HIV RNA <400 avtiypago/ml* 75% 63%
HIV RNA < 50 avtiypago/ml*t 67% 52%
Méomn avénon amd TV T avapopag 207 195
otov TAnfvoud CD4+ T- kuttdpov
(xOtTapa/mm?)

* avéAvon tpdOeonc — mpog — Oepamneio dOmov acbeveig pe eElhumeig TG Bepodvtar 1OAOYIKEG

amoTVYieg

1 p<0.001

Exatov déxa tpeig aobeveic omnv opdda nelfinavir ko efdopnvra técoepig acheveic otnv opdado
lopinavir/ritonavir giyav HIV-RNA nédve ano 400 avtiypaeo/ml kotd ™ Oepancio amd v EBdopdada
24 ¢w¢ v ERdopdda 96. And avtobe, amopovombnkoy oteléyn amo 96 acheveig g opnddog nelfinavir
kot amod 51 acbeveic e opddag lopinavir/ritonavir, To onoia propovcay va vrofAndovv oe dokiun
avtoyns. Avtoyn oto nelfinavir, opiopévn g v mapovcio petaArdéeov D3ON 71 L9OM otnv
TpwTEGON, Tapatnpnonke o 41/96 (43%) acbeveic. Avroyn ot Aomvafipn, opiopévn g mapovoia
0TO10.GONTTOTE TPWTOYEVOVG UETAALOENG 1 LETAAAAENC TOV EVEPYOD KEVTPOL TG TTpwTEGONS (PAETE
napandve), mapatnpndnke oe 0/51 (0%) acbeveic. H amovoio avtoyrg ot Aomvafipn
emPePordOnKe pe aviAvon eovoTHTOV.

H perém M05-730 NTov pio Tuyonomompév, ovotKTr, TOAVKEVIPIKY HEAETT) GUYKPLONG TG OYOYNG
pe lopinavir/ritonavir 800/200 mg pio popd nuepnoing pe tenofovir DF ko emtricitabine évavtt
lopinavir/ritonavir 400/100 mg dvo gopég nuepnoing pe tenofovir DF kot emtricitabine oe 664
aocBeveic un Tpobepamevévong pe avTpeTpoikn aymyn. AeSouévng TG OPLOKOKIVIITIKNG
oAnAenidpaong peta&d tov lopinavir/ritonavir kot tov tenofovir (BAEne Tapdypapo 4.5), evoéyeton va
UMV DTTAPYEL GVOTN PN OVTIGTOLYIO KATO TNV OVOY®YN LE TO ATOTEAEGLATA TNG LEAETNG OTOV AL
Boaoikd S0c0A0YIKA oyNUaTa ¥PNCILOTOl0VVTaL Le To lopinavir/ritonavir Ot acBeveig TuyatomomOnikoy
oe avaroyia 1:1 va mépovv gite lopinavir/ritonavir 800/200 mg pio opd nuepnoing (n =333) 1
lopinavir/ritonavir 400/100 mg dvo gopéc nuepnoiong (n =331). H nepartépo dwuotpopdtoon oe kdbe
opada nrav 1:1 (drokio évavtt podakov kayakiov). Xtovg acbeveic yopnynonke gite 1o diokio gite 10
HoAaKO Kayakio yio 8 fdopddec, petd tig omoieg OAot o1 acbeveig Edafav n popen Tov diokiov pio
Qopa NUePNGimg 1) 600 POPES NUEPTGLMG Y10 TO VIOAOUTO TNG UEAETNG. XToVG acbeveic yopnynonke
emtricitabine 200 mg pio eopd nuepnoing kot tenofovir DF 300 mg pia popd nuepnoing. H
TPOGIOPICUEVT OO TO TPMTOKOALO [UT] KOTOTEPOTNTO TOL SOGOAOYIKOD GYNLOATOG Hia popd

NUEPN OIS GUYKPIVOLEVT] LLE TO OGOAOYIKO Gy 600 Popég nuepnoing amodeiydnke dtav 1o
YOUNAOTEPO Op1O TOV 95% TOV SUGTAHNATOG EUTIGTOGVVNG Y10 T1 SPOPE TNV OvVOAOYio TV
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acBevav mov avtomokpifnkav (pio opd nuepnoing peiov dVvo popéc nuepnoing) eEupovoe to -12%
katd v EBdopdda 48. H péon niikio tov acbevav mov evidydnkov otn peiém frav 39 etov
(evpoc: 19 émg 71), 75% frav Kavkdotot kot 78% ftav dvipeg. O pécog apBpog CD4+ T kuttapawv
mpo Bepamsiog Hrav 216 kottapa/mm3 (svpog: 20 émg 775 kdTTapa/mm’) ko n péon Ty 6to TAdoua
HIV-1 RNA 7jtav 5,0 logio avtiypaeo/ml (gvpog: 1,7 €oc 7,0 logio avtiypapao/ml).

MMivaxog 2

TIoloyun Avroamokpion Tov AcOsvav tne Merétne ™y Efoondda 48 kon Eféondda 96

Efoopéoa 48 Epoopnéda 96

Mio @opa | Avo @opés | Awwgopd | Mia @opd | Avo @opég Awgopd
nuepnoing | nuepnoiog | [95% CI] | nuepnoing | nuepnoiog | [95% CI|

Mn ohokhipwon | 257/333 | 251/331 1.3% 216/333 | 229331 4,3%

= Amotuyia (772%) | (75.8%) | [-5.1.7.8] | (64.9%) | (69,2%) | [-11.5.2.8]
Mopatnpodpeva | 257/295 | 250/280 2,2% 216/247 | 229/248 -4,9%
Sedopéva (87,1%) | (89,3%) | [-7.4.3.11 | (87.4%) | (92,3%) | [-10.2.0.4]
Méon adEnon 186 198 238 254

omo TNV TN
ovapopdg oTov
apBuo CD4+ T
KLTTAP®V
(xbTTopo/mm?)

Méypr v EBdopdda 96, ta amoteAécpata SOKIUNG TNG YOVOTLTIKNG avToyng Ntav dwbéoia omd 25
acBeveig g opdadog mov erdupave Mio popd nuepncing kot and 26 acheveic TG OpAdAg TOV
erapPove Avo popéc NuePNoime, o1 0010l ELYOV ATEAT LOAOYIKT AVTATOKPLOT]. XTIV OUAdSa TOV
erdppave Mia popd nuepnoing, Kavévog acbevig dev enédei&e avtoyn ot Aomvapipn, Kot oty
opada mov elapPave Avo popég nuepnoing, 1 aobevrg, 0 0moiog eiye ONUOVTIKT OVTOYT GTOVG
OVOLOTOAELS TPMTEACMV GTNV TIUN OVAPOPAS, ETESEIEE EMMALOV avTOYT o1 Aomvafipn Katd T
HEAETY.

Hopatetapévn 10Aoyikn avtamokpion 6to lopinavir/ritonavir (o€ cuvdvacud pe
VOUKAE0GIO1KOVC/VOUKAEOTIOIKOVG OVOGTOAEIG TNG OVTIGTPOPNG LETAYPAPACTG) Tapo TP ONKeE emiong
o o pkpn perétn ®aong 11 (M97-720) vy 360 £Bdopndadeg Bepameioc. Exatd acbeveig apyikd
OepanevOnkav pe lopinavir/ritonavir otn peAém (cvumepappavovtar 51 acbeveic mov Erafav
400/100 mg dvo popég nuepnoimg kot 49 acbeveic mov Elafav eite 200/100 mg dvo popéc nuepnoimg
gite 400/200 mg dvo @opéc nuepnoimg). Orot ot acbeveic petéfnoav oto lopinavir/ritonavir avolkKTng
yopnynong otn 60om tv 400/100 mg dvo popég nuepnoing peta&d g efdopddag 48 Kot g
epdopadag 72. Tpravta evvéa acBeveig (39%) diékoyav tn HeAE, copreptiapfavopévav 16 (16%)
SOKOTTOV AOY® OVETIOOUNTOV EVEPYEL®V, Ui €K TV 0moimv cuvdEdnke e Odvarto. EEfvta évag
acBeveic cuuminpooay tn perémn (35 acbeveig Erafav v mpotevopevn d0om twv 400/100 mg 600

QOpEG NUEPNOImG G€ OAN TN SLPKELL TNG HEAETNG).

[Tivaxag 3
Anoteréopota oty Efdopndda 360: Megrétn M97-720
Lopinavir/ritonavir (N=100)
HIV RNA <400 avtiypapo/ml 61%
HIV RNA < 50 avtiypago/ml 59%
Méom avénon amd v Tiun avoeopds otov mAnducud CD4+ 501
T- kvtTépov (KoTTape/mm?)

¥116 360 EBdopddeg Bepomeiog, yovoTumiKy ovAALOT TOV 0TopovoBEviov oteleydv deEnydn ue
emrvyia og 19 and 28 acbeveic pe emPeforopévn HIV RNA néve ano 400 avtiypoaeo/ml
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OTOKOADTTTOVTAG KOO TPMOTOYEVN 1] EvEPYOD oNUEIOV HETAAAMEN otV TpwTedoT (aptvoléa oTig
0éoeig 8, 30, 32, 46, 47, 48, 50, 82, 84 ka1 90) 1| AIVOTLTIKT OVTOYN GTOVG OVOIGTOAEIG TPOTEACDV.

AoBevei ue mponyoduevy avipetpoixn aywyn

H perétn M06-802 NTav pio Toyalomompévn, avotkTi LEAETN CUYKPLONG TNG ACOAAELNG, AVOYNG KOt
OVTUWKNG OpAcTG TOL OGOAOYIKOD GYNLATOG [io pOPa NUEPNGIMS Kal 6V0 POPES NUEPNGIME TV
dwokiov lopinavir/ritonavir o€ 599 acBeveig pe aviyvedoipa tikd eoptia Katd T AQYN TG TPEXOVCAS
avtwkng Oepameiag Tovg. Ot acBeveic dev ehdupavav oto Toperbov Bepancio pe lopinavir/ritonavir.
Ot acBeveic ToyaonomOnkav pe avaroyio 1:1 va AdPovv gite lopinavir/ritonavir 800/200 mg pia
@opd nuepnoing (n = 300) eite lopinavir/ritonavir 400/100 mg 6v0 popég nuepncing (n = 299). Z1oug
aoBeveic yopnyndnKav ToLAdy1oTOV 30 VOLKAEOGIOIKOT/VOVKAEOTIOIKOL AVAGTOAEIG OVTIGTPOPNG
petaypapdong emieypévot omd tov epguvnrr]. O TAnBucpog mov evtdydnke otn peAén Nrav acbeveig
petpiog mpobepanevpévorl pe Pl pe mepiocotepovs amd To0ug oo acbeveig va unv £xovy AdPel moté
Oepamneia e PI ko mepinov 80% tov acbevav va eppavilel otedéyn tov 100 pe Ayotepeg and 3
petoAraéerg otovg PI. H péon nlukio tov acbevav mov evtdybnke otn pedétn nrav 41 ém (gvpoc: 21
€mg 73), 51% frav Kavkdaoiot kot 66% ftav dvipes. O pécog apbpog CD4+ T kuttdpmv npo
Bepansiog frov 254 kotTopa/mm?’ (e0pog: 4 g 952 Kbtrapa/mm?’) kat 1 péon Ty oto mhdopa HIV-
1 RNA ftav 4,3 logio avtiypaga/ml (gvpoc: 1,7 €mg 6,6 logio avtiypaga/ml). I[Tepimov 85% tmv
acBevav giyav 1iko poptio < 100.000 avtiypapo/ml.

[Mivoxoag 4

Ioloyuciy Avramékpion Tov AcOBevov g Merétng v Efdopdda 48 tng Merétng 802

Mio @opa Avo @opég Awgopd
nuepnoiong nuepnoing [95% CI]
Mn oAokApwon = Amotuyia 171/300 (57%) 161/299 (53,8%) 3,2%
[-4,8%, 11,1%)]
Mopatnpovpueva dedopéva 171/225 (76,0%) 161/223 (72,2%) 3,8%

[-4,3%, 11,9%]

Méon avénon amd v Ty 135 122
avapopds otov apud CD4+
T xvttépov (kdTTapa/mm?)

Méypr v EBdopdda 48, to amoteAEGoTa SOKIUNG TNG YOVOTLTIKNG avToxng Ntav dbéotua omd 75
aocBeveic tng opddag mov erapfave Mio popd nuepncing kot and 75 acbeveic Tng opddag Tov
erapPove Avo popéc NuePNoime, ol 0oloL ElY0V ATEAN LOAOYIKY AVTATOKPLIGT]. TNV OUAS0 TOV
erdppave Mia popa nuepnoing, 6/75 (8%) acbevelg encderov veéeg mpmtoyevels HETOAMIEELS GTOVG
avaoToleils Tpwteacov (kodwdvia 30, 32, 48, 50, 82, 84, 90), 6mwg cvvéPn ko pe 12/77 (16%)
acBeveic otnv opdda mov eAauPave Ao Popég NuepNGime.

Xopnynon oc Ioidia

H M98-940 fjtav pio avoiktn HeAétn g vypng Lopeng Tov lopinavir/ritonavir og 100 wondiatpikovg
acBeveig mov dev glyav Aafet avipetpoikd (44%) kon mov giyov AdPet avtipetpoikd (56%). Olot ot
acBeveic NTav pun TpobepamevEVOL e LT VOUKAEOGIOIKOVG AVOGTOAEIS OVTIGTPOPNG LETAYPAPACTG.
O1 ooBeveic Toyaromowidnkay oe 230 mg lopinavir/57,5 mg ritonavir ové m? 9| 300 mg

lopinavir/75 mg ritonavir avd m?. Ot ac0geveic mov dev siyav AaPet aywyr éapov emiong
VOUKAE0G1O1KOVG OVAGTOAELS avTioTpoeng peTaypapdcnc. Ot acBeveig mov elyav AdPet aywyn Erafov
nevirapine poli pe £mg 600 VOuKAE0GI3IKOUS AVOGTOAELS avTioTpoeng HeTaypapdons. H aocepdiein, n
OOTEAECUOATIKOTNTO KOL TO QOPLOKOKIVITIKO TPOPIA TV dV0 SOGOAOYIKMV GYNUATOV
a&loroynOnkav petd ond 3 efdopddeg Bepaneing oe kdOe achevr|. Lt cuvéyeln, OAot o1 acbeveig
cuvéyisay pe ™ 86om 300/75 mg avé m>. Ot aoBeveig eiyav péon niiia 5 £ (svpog 6 pMveg émg 12
1pova) pe 14 acbeveig nikiog pikpotepng Tov 2 etdv kot 6 acbeveic evog £Tovg kot kdtm. O pésog
aplOpog kuttdpov CD4+ T- kuttdpov mpo Bepansiog Rrav 838 kitrapa/mm?’ kot to eninedo RNA tov
HIV-1 mpo Bepanciog ntav 4,7 logio avtiypapa/ml.
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[Mivaxag 5

Anoteréopota otnv Efoopdda 48: Merétny M9I8-940

Mn ntpoBepamevpévor Mze gpumerpia otnv
ac0eveig (N=44) avTIpeTPOiK Ospameia
(N=56)
HIV RNA <400 avtiypaga /ml 84% 75%
Méom avénon amd v Tiun avopopds 404 284
otov TAnfvoud CD4+ T- kuttdpov
(xOtTapa/mm?)

H KONCERT/PENTA 18 givat o Tpoomtiky) mTOAVKEVTIPIKT, TUYOLOTOUEVT], AVOLYTH LEAETT] TOV
a&L0AOYNOE TO PUPLOKOKIVITIKO TPOPIA, TNV ATLOTEAECUATIKOTITO KO TV AGQAAELN TNG YOPTYNOTS
00 QopEc NUEPNCIMG GE GYEoN UE TNV ATaé nuepncimg xopnynon tov diokimv lopinavir/ritonavir
100 mg/25 mg mov yopnyovvtal Katd BAPOC, MG LEPOG TOL GUVOLAGLOV AVTLPETPOIKTG Oepameiog
(cART) o€ 10loykd koTecTOAUEVE TALOLA TOV EYovV Aoipmén HIV-1 (n = 173). Ta mwondid
emAyOnrav otav elyav niia < 18 etmv, Bapog > 15 kg, Aaupavay cART mov nepihdpPove
lopinavir/ritonavir, giyov Tyég HIV-1 pipovouvkieixd o&H (RNA) < 50 avtiypagpo/ml yia tovAdyiotov
24 gBdopddeg ko tav o€ BEon va katomovv diokio. Trnv efdopdda 48, 1 amoTeEAEGHOTIKOTITA KOl )
AcQAAELL TNG XOPNYNOMNS dVO Popég Nuepncing (n = 87) otov madaTpikd TAnBucud mov Adppave
lopinavir/ritonavir 100 mg/25 mg dioxio Ty GUVETNG LE EVPNLOTO ATOTELECUATIKOTITOG KOl
OCQAAELNG TTPOTYOOUEV®V HEAETMV GE EVAMIKEG Kol Tadld wov Adpfovay lopinavir/ritonavir 0o
@opéc nuepnoing. To Tocootd TV acbevav ue emPefaiopévn woroykn vrotponr] > S50 avtiypoago/ml
Katd Tig 48 gfdopddec mapakoroHOnong NToV VYNAOTEPO GTOVG TASLOTPIKOVG 0.c0eVEIG TOL
AapPovay diokio lopinavir/ritonavir dnaé nuepnoing (12%) oe oxéon e toug acbeveig mov Adppavay
N docoroyia 000 Popég nuepnoing (8%, p = 0,19), Kupimg AOY® YOUNAOTEPNC CUUUOPPOONG TV
HeADV NG opadas g anag nuepnoing yopnynons. Ta dedopéva amoTteAesLATIKOTNTAG TOL ELVOOVV
TN YopNYNoM dVO POPES NUEPT|GIMG EVIGYVOVTOL OO EVOL SLOPOPLKO GTIC POPUAKOKIVITIKES
TAPOUETPOVS TOV EVVOEL GNUAVTIKE TO SOGOAOYIKO SN pe dVo Popég nuepncimg xoprynon (PAéme
Tapaypaeo 5.2).

5.2 ®appoxoxiviTikés 1010TNTEG

Ot pappoKoKIvNTIKES 1010TNTES TNG AoTvafipng mov xopnyndnkav cuyypdvamg pe prrovafipn £xovv
a&lohoyn0el oe vyeig evilikeg eBelovtég kan o acBeveig pe Aolpwén HIV. Agv mapatnpnOnikov
OMNUOVTIKES dtopopéc peta&h Tmv 600 oudadwv. Ovolactikd, n AomvaPipn petaforileTar TApwS omd
0 CYP3A. H prrovafipn avactéddrel to petaforiopod g Aomvafipng, avsavovtog €16t To eminedo
T dopatog g AomvaPipng. Ltig didpopeg pekéteg, N xoprynon tov lopinavir/ritonavir 400/100 mg
00 popéc Nuepnoimg divel HEceg GUYKEVIPAOGELS TNG AomvaPipng 610 TAdGa, o€ otafepn
Katdotoot, VYnAdtepeg katd 15 £mg 20 popéc amd ekeiveg tov ritonavir o acOeveig pe Aoipwén HIV.
Ta enineda TAdopatog g prrovaPipng ivar Arydtepo and to 7% exetvov mov Aappdvovral petd ond
d6om ritonavir 600 mg dvo popég nuepnoing. H avtiikn ECso tg Aomwvafipng in vitro givar tepinov
10 popég yaumAdtepn amd ekeivn g prrovaPipne. Zvverdmc, N avtiikn dpact tov lopinavir/ritonavir
opeiietan ot Aomvafipn.

Amoppoonon

H yopnynon mrolhamiov docemv 400/100 mg lopinavir/ritonavir 600 popég nuepnoing yio 2
ePdopddeg Ko Ympic TEPLOPIOUOVG GTA YELLOTA TPOKAAESE PéoT = SD péyiotn cuykévipmon
TAAoPaTOG (Cmax) TG Aomvafipng 12,3 + 5,4 pg/ml, mov onpemdnke oyedov 4 dpeg Petd ™)
yopnynon. H péon ehdyiom cvykévipmon otadepnc KatdoToong Tpy and TV TpOwvn 6661 NIV

8,1 £ 5,7 ng/ml. H AUC 1tng Aomvafipng o S060A0Y1KO pecodidotnua 12 @pov ftav katd Héco 6po
113,2 £ 60,5 pgeh/ml. Aev €yer kabopiotel n amdivTn Prodiabecipuotnta T Aomvafipng oe
ocuvdvaoud e prrovafipn otov avBpwmo.
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Enidpoon g tpoepng otnv and 6TtdUATOC 0moppd@Nnon

H yopnynon piog 86ong dwokiov lopinavir/ritonavir 400/100 mg og Katdotaon Ayng Tpoeng (VYNAL
Mmapd, 872 kceal, 56% and Mmopd) GLYKPITIKA LE KOTACTAGN VI|OTEMG O€ GUVOLONKE UE ONUOVTIKEG
0AA0YEG TV Cax k0L AUCis. Qg €K TOUTOV, TaL S1okia lopinavir/ritonavir propel va Aappdvovtor pe 1
yopisc Tpoen|. Ta diokia lopinavir/ritonavir égovv emiong dei&et PIKPOTEPT] POPLLOKOKIVITIKY|
peTafANTOTTA G€ OAEC TIG KOTOGTAGELG ANYNG TPOPNG GUYKPITIKA LE TO LOAOKA KOOKLO
lopinavir/ritonavir.

Kotavopn

e otabepn| katdotaor, 1 Aomwvafipn deopevetal katd 98-99% mepinov e Tig TpwTEIVEG TOL 0pov. H
Aomvafipn deopevetar otny a-1-acid glycoprotein (AAG) kot 611 Aguk@paTivr, ®GTOG0, EXEL
VYNAOTEPT GLYYEVELD déapevong e TV AAG. Ze otabepn KaTAOTOOT, 1] TPOTEIVIKN dEGUEVOT] TNG
AomvaBipng mapapével otabepn oe OO TO E0POC TOV TAPUTNPOVUEVOV GUYKEVIPMOGEMV LETA OO
400/100 mg lopinavir/ritonavir 600 Qopég niepnoimg, Kot givar Tapdpota peta&d vyiov kot HIV
opofetikov acbevaov.

Blopetaoympatiopog

In vitro mepdpoto pe avOpOTIVO NTOTIKA LIKPOCSHUOTO VTOJEIKVHOLY OTL 1) AoTtvafipn VITOKELTOL
Kupiog og 0&edoTikd petaforopsd. H Aomvafipn petafoiileton og peydro fobpod and 1o nratikd
cLOTNUA TOL KLTOYp®uatog P450, oxedov anoxielotikd amd to woévivpo CYP3A. H prrovafipn
glvar 1oyvpoc avaotoréag Tov CYP3A mov avacstéddet To petafoiiopd g Aomvafipng ko, Kotd
oLVETELD, aVEAVEL To emineda TAAoHATOG TG AomvaBipnc. Mia pedétn pe padievepyd lopinavir “C oe
avBpamovg £de1&e 6T T0 89% NG padlevépyelog TAGOUATOG HETA oo epanal 66om 400/100 mg
lopinavir/ritonavir oQgAOTOV 0T UNTPIKY dpactikn ovsia. Exyovv tavtonombel tovddyiotov 13
o&edmtikoi petaforiteg g Aomvofipng otov avBpmmo. To emypepikd (evyog 4-0x0 Kot 4-
hydroxymetabolite givar o1 kOplot peTAPOAITEG LUE AVTUIKT] SPUCTIKOTNTO, OAAG TEPIEXOVY ELAYIOTEG
LOVO TOGOTNTEG TNG OMKNG padIEVEPYELNG TOV TAAGHaTOS. H prrovaPipr £xetl deryBel 6T emdyet To
petafolikd Eviopa, e OTOTELECUO TNV ETOY®YN TOV 1010V TOV HETAPOAIGHOV TOV, Kot THAVAOG Kot
Tov petafoiopod g Aomvafipne. Katd ) xoprynon moAlomidv d0GE®V, 01 GUYKEVTIPMGELS TG
homwvafipng Tpv omd T S00M HEWDVOVTOL LE TO YPOVO, Yio Vo otafepomotnBovv petd amd 10 nuépeg
€mg 2 efdopadeg mepimov.

Amofoin

Metd amé pio S6om 400/100 mg *C-lopinavir/ritonavir, mepimov 10,4 + 2,3% xat 82,6 +2,5% g
d6omg Tov “C-lopinavir avevpicketor 6Ta 00pa Kot To KOTPAVOL, ovTioTOo. ApstdBAnTn Aomvafipn
avevpiokeTal 6To 0VPO Kot Ta KOTPAvo 6€ T060oTd TTepimov 2,2% war 19,8% tng 66omg mov
yopnynonke, avrictoya. Metd ) xopynomn moALamTAGV d66E®V, Aryotepo amd 3% g 86ong g
Aomvafipng anekkpivetan apetdfAnto ota ovpa. H mpaypatikn (omd ) péyiom £og Ty eAdylotn)
nurepiodog Lowng g AomvaPipng o€ 6060A0YIKO HeGOdAGTN A 12 ©OpdV fTaV KOTE HEGo Opo 5-6
opeg ko M eppavng kabapon (CL/F) g Aomvafipng sivatl 6 émog 7 l/odpa.

Hpepnoto docoroyikd oynuo: H pappokokivntiky tov lopinavir/ritonavir yopnyovuevou pio popa
nuepnoing &xet aglohoyndel oe acbeveig pe Aoipwén HIV pun tpobepamevpévoug pe avipetpoikn
ayoyn. To lopinavir/ritonavir 800/200 mg yopnynOnke o€ cuvdvacuo e emtricitabine 200 mg kot
tenofovir DF 300 mg g pépog tov nuepnoiov docoroyikon oynuotog. [loAlamiés 66celg TOL
lopinavir/ritonavir 800/200 mg pia @opd nuepnoiong yo 2 fdopddes ywpig meplopiopods ota yedpaTo
(n = 16) mpokadiece péon = SD péyiotn ovykévipwon TAaouatog (Cmax) TG Aomvafipng 14,8 + 3,5
+pg/ml, mov onuelddnke oxeddv 6 dpeg puetd ™ yoprynon. H péon eldyiot cvykévipwon otabeprg
KataoToong Tpw and Ty Tpmwn ddon Ntav 5,5 + 5,4 pg/ml. H AUC ¢ homwvaPipng o 3060A0Y1KO
pecodidotnua 24 @padv ftav katd péco 6po 206,5 + 89,7 pug h/ml.

SVYKPIVOLEVO LLE TN XOPNYNoT SV0 POPEC NUEPNGIMG, 1 YopNYNoN Kia popd nuepnoing oyxetileTon pe
peiwon o116 TWEG Crin/Cirough YO0V 50%.
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Edwkoi mAnfuouoi

Houoia

Ynrdpyovv mEPLOPIGUEVO GTOLYELD POPLOKOKIVITIKNG G€ TOdd KAT® TV 2 £1dv. H pappokokivnTiky
10V OGOV Stakdpatog lopinavir/ritonavir 300/75 mg/m? 00 popéc nuepnoing kot 230/57,5 mg/m?
00 popéc nuepnoimg Exel peket el oe 53 Tadlotpikovg acbeveic cuvolikd, pe nikio wov
Kopovotay omd 6 pnvav émg 12 etav. e péon otabepn katdotact, ot AUC, Cmax, Kot Cmin TOU
lopinavir jtav 72,6 + 31,1 pgeh/ml, 8,2 + 2.9 pg/ml ko 3,4 £ 2,1 pg/ml, avtictoryo petd amod
xopynon mécov Stodvpartog lopinavir/ritonavir 230/57,5 mg/m* &bo @opéc nuepnoing xopic
nevirapine (n=12), kot ftav 85,8 £ 36,9 ngeh/ml, 10,0 + 3,3 pg/ml xou 3,6 + 3,5 pg/ml, avrictoyya
netd amd 300/75 mg/m* o popéc nuepncing pe nevirapine (n=12). To 5060A0Y1KO Gy

230/57,5 mg/m? &0 popéc nuepnoing xwpi nevirapine kat 1o docoroykd oynuo 300/75 mg/m? &Ho
QOopEc NUePNoimg e nevirapine mopeiye GLYKEVIPMOGELS TAACULATOS TOL lopinavir mapopoleg pe exeiveg
7oL TapaTPRONKav cg eviikeg acbeveic mov eAdpupavoy to docoroyikd oynue 400/100 mg 6vo
(QOpEC NUEPNCLmG YWpig nevirapine.

Dvlo, oAy kou nlikio

H pappakokivntikn Tov lopinavir/ritonavir dev €xet peretn el oe nAkiopévous aobeveic. Agv Egovv
mTapoTnPNOel POPUOKOKIVITIKEG SL0POPEC MG TPOC TNV NAKia 1) To PUAO cg eviAikeg acbeveic. Agv
€YOVV EVTOTIOTEL PUPLOKOKIVITIKES S10POPES AOY® PUANG.

Eyxopoatvny xaou petd. tov toketo

g [0 ovVOLYTH QUPUOKOKIVITIKY UEAETN, 12 €ykveg yuvaikeg pe Aoipwén HIV mov Ppickoviav ce
nAwia kimong pikpotepn tv 20 efSopAd®mV Kol VIO GUVIVAGTIKY AVTIPETPOIKN aymyn EAafav
apykd lopinavir/ritonavir 400 mg/100 mg (dvo diokio Tov 200/50 mg) dVo Qopég NUEPNGIOG EMG TNV
30m eBdopada komong. Tnv 30m efdopdda kimong, n d6on avénbnke ce 500/125 mg (dHo diokio Twv
200/50 mg ko évo Tov 100/25 mg) dvo popég nuepnoimg uéypt 2 efdopndades petd tov toketd. Ot
GUYKEVIPMOELG TNG AomivaPipng 6to TAdoua LeTpROnKay 6€ TEGOEPLS TEPLOSOVG TOV 12 ®PAOV KATA TN
dupkela Tov 6gVTEPOL TPLYVOL (20M-241 gfdopdda KOHMGNG), TOL TPITOL TPIUVOL TPV OO TV
avénon g 06ong (30M efdopdda kunong), Tov Tpitov TpMVoL peTd arnd v adEnon g d6ong (321
efdopada kbnong), kot 8 efdopadeg petd tov Tokerd. H avénom g d66omg dev 001 yNoE G€ GNLUOVTIKY
avénon g cvYKEVTP®ONGS TG Aomivafipng oto TAdGua.

g o QAT ovOLYTH QOPUAKOKIVITIKT LEAETN, 19 €ykveg yuvaikeg pe Aoipwén HIV éhafav
lopinavir/ritonavir 400/100 mg 300 @opég NuepNGing WG HEPOG CLVIVAGTIKNG AVTLPETPOTKNG ALYWYNG
KT T S1GPKELN TG EYKVHOGHVIG o TPV 0t TN cOAANYN. Agtypota aipotog cuAAEyOnKay Tptv
amd T Aqyn TG 600mMG Kot KoTd dtootnpate Kotd T didpkela 12 wpadv ato 20 kKot 30 Tpipumvo, Katd
TN yévvnon, Kot 4-6 e6ouddeg LETA TOV TOKETO (G€ YUVOAIKEG TTOL GUVEYIOAY TNV OY®YN LETA TOV
TOKETO) Y10 POPUOKOKIVITIKT] OVAALGT] T®V OAMK®OV Kol U1 OEGUEVUEVOV EMTEOWDV TOV
GLYKEVTPMGE®V TOL lopinavir 6To TAAGUO.

Ta pappaxoxvnTikd dedopéva amd £ykveg yovaikes pe Aoipwén HIV-1 nov Aappdvovv diokia

lopinavir/ritonavir 400/100 mg dvo @opég nuepncing tapovcialovtar otov [ivaxa 6 (BAéne
Tapypoo 4.2).

44



[Mivaxkag 6

Méoeg (% CV) Pappaxoxivytikég lapaperpor X1abepiic Kardoraong Tov Lopinavir og
"Eykveg Nuvaikeg pe Aoipwén HIV

@ opPOKOKIVITIKT 20 Tpipnvo n =17* | 30 Tpipnvo n =23 | Metd Tov TokeTd n = 17%*
Hapdapetpog
AUCy.12 pgehr/mL 68.7 (20,6) 61,3 (22,7) 94,3 (30,3)
Cinax 7,9 (21,1) 7,5 (18,7) 9,8 (24,3)
Capw m ropiiynon 1g /mL 4,7(25.2) 4,3 (39,0) 6,5 (40,4)

*n=18 Y Crnax
** 1 =16 Y10 Crpw o yopiynon

Negpixn overapkeio

H poppakokivntikn Tov lopinavir/ritonavir dev €xet peretn0el oe acbeveig Le veppikn avendpkeld,
®6T060, ENEWN M VEPPIKN KaBapon g Aomvafipng eivar apeAntéa, dev avouévetar peimon tng
GUVOMK|G KABOPONG 6TOVG 0GHEVEIG e VEPPIKT] OVETAPKELXL.

Hrozikn avemdpkeia

Ot TopAUETPOL POPUAKOKIVITIKNG TNG Aomvafipng oe otabepn Katdotaon o€ acheveig pe Aolpnmén
HIV pe Ao éog pétpro nmatiky avemdpkelo cuykpidnkay pe ekeiveg aoBevav pe Aoipmén HIV pe
(QULOIOAOYIKN NTOTIKN Agttovpyia og pio peAétn mtolhanidv docemv pe lopinavir/ritonavir 400/100 mg
Vo popéc nuepnoing. [apatnpndnie avénon otic OMKEG GVYKEVTPOGELS AOTVABipNG TEPLOPIOUEV
katd 30% mepimov, n onoia dev avapévetor va etvor kKAvikng onpaciog (BAéne mapdypapo 4.2).

5.3 TIpoxivikd dgdopéva Yo TNV A6QIAELN

Ot peléteg to&kdtTTag pe emavalapPavopreVveg 00GELG G TPMKTIKG Kol GKOAOVG £0e1E0V MG
GMUOVTIKOTEPO OPYAVO GTOYOVG TO NP, TOVS VEPPOVS, TOV Bupeoeidn adéva, ToV GTANVA Kot To.
gpvBpokvTTApO TNG KLKAOPOpPing. Ot nroTikég PeTafoAsc vaEde&ay KuTTOpIK £010M0N LE E0TIOKY
ex@OMon. Evo ot petaforéc avtég mponibav amd éxbeom mapopota pe v KAviKY ékBeon o€
avBpdmovg, ota {dha o1 56ce1g vIepEPatvay KaTE TEPLGGOTEPO ATO 6 POPEG TI GUVIGTMOUEVT KAVIKN
doon. H ekdnlmon oG coAnvoploknig EKPUALCT|G TEPLOPIGTNKE GE ENINVE TOV VITOPAHONKAY GE
éxBeomn tovAdyiotov Simhdcia amod v £kBeon og avBpdTovs. Agv mapatnpndnkoy eTOPAGELS GTOVG
VEQPOLS apovpainy kot okOAwv. H petopévn Bupo&ivn opod 0dnynoe oe avénon g anelevdépwong
TSH pe emaxoiovdn vreptpopia Bviakokvttdpmy Tov Bupeoeld| adéva Tov apovpainv. Ot
LeTAPOAEG AVTEC NTAV AVOSTPEWYIIES LLE TN OLOKOTN TNG dPAGTIKNG OVGING KAt dEV EKONADONKAV GTOVG
EMIIVG KOl TOVG 6KVAOVG. Coombs-apvNTIKN OVIGOKVTTAPMGT Kol TOIKIAOKLTTAPMGT Topatnpnionke
GTOLG 0POVPOiOVG AALA OYL GTOVG ETLPVG 1) TOLG GKOAOVS. ALOYKMGT GTANVA LE IGTIOKLTTAPMGT
TapatnpHONKe 6TOVG APOoVPAiovs aALd o)L o€ dAla €idn. H yoAnotepdin opov ftav avénpévn oto
TPOKTIKG 0AAG Ol KOl GTOVG GKOAOLG, EVD T, TPLYAVKEPISIA NTaV ouENUEVA LOVO GTOVG ETILVG.

Kotd ™ dibpkeia in vitro pehetdv, ot kKhovomompévol 51680t Kariov avlpamivng kapdidg (HERG)
avestainoav kotd 30% otav e€eTdoTnKay GTIC VYNAOTEPES GLYKEVTPAOGELS lopinavir/ritonavir, ot
omoieg avTioTolyovV og £kbeon otn Aomvafipn 610 EXTOTAAGIO TNG OAKNG GLYKEVIPOOTG KOl GTO
OEKOUMEVTATAAGIO TNG LEYIOTNG GLYKEVTP®ONG eAeVBEPNG OVGiaG 6TO TAACUA, 1) OToio ETETEVYON GTOV
avBpwmo pe ™ péylotn cvviotdpevn Bepanevtiky d0or. Avtifeta, TOPOUOIEG GUYKEVIPDGELS
lopinavir/ritonavir dgv £d€1£0v TOPATACT TNG EXAVOTOLMGNG GTO HOVTEAD ETOVATOAMONG VMV
Purkinje xapdidg oxdrov. XopunAiotepeg cuykevipmoelg lopinavir/ritonavir 6V IpoKAAEGOV GNUAVTIKO
amokAelopo tov kodiov (HERG). Melétec katavopng 6TOVG 16TOVG TTOL £YIVAV GE 0,pOVPAIONg deV
€0e1&av onpavTiKn Kopdlokn KaTokpdtnomn g dpactikig ovoiag, 1 AUC 72 wpdv otnv kapdid ntav
nepimov 50% g petpnuévng AUC tov TAGGHOTOS. ZVvenrdg, eivat Aoyikd va avopIEVETOL OTL TO.
enineda Tov lopinavir otnv kopdid dev Oa givar onuavtikd vynAdtepa oo o EXITESQ TAAGUATOG.

e oKOAoLG, £xovv mapotnpn el 610 NAekTpoKapdOYpaen e a&toonpeinTta kKopato U mwov
oyetiCovton pe mapateropévo ddotnua PR kat fpadvkapdic. Exel OewpnBel 6Tt avtéc o1 emdpdoelg
TPOKOAOVVTAL OO NAEKTPOAVTIKES SLOTAPAYEC.
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H ichvucn onpocio out@v Tev TpokAvVIKAY dedopévav ivat dyvmaoTn, gv To0TOLS, EVOEXOIEVEG
KapdloKES EMOPACELS AVTOV TOL TPOIOVTOG GTOV AvOpmTO dev pmopoHv va anokieicBovv (BAEre
eniong mapaypdeovc 4.4 ko 4.8).

e apovpaiovs, £xovv mopatnpnel HETA amd TOEIKES Yo T KVOPOPOLGA UNTEPQ OOGELG,
euppvotolikotnto (0mofoArn, HeEl®pPEV PLOSIHOTNTO TOV EUPPOOV, HEI®ON TOL BApPovg ToL EUPpvov,
aLENUEVN GLYVOTNTA CKEAETIKOV AVOUUAIDV) KOl TOSIKOTNTO GTI) LETOYEVETIKY avATTLEN (LEt®UEVT
emPioon tov veoyvav). H cuotnuatiky ékBeon oto lopinavir/ritonavir o€ to&ikég 00G€1G Katd TV
€YKLLOGUVT KOl TNV avATTLEN NTOV YOUNAOTEPT OO TNV AvoUEVOUEVT BepanevTiky| EkBeon oTov
avOpwmo.

Maxkpoypdvieg peréteg KopkivoyEveons tov lopinavir/ritonavir 6 ETIHVES ATOKAAVYOV 1|
YOVOTOEIKY|, LITOYEVETIKT EXOY®YN OYK®OV HTTOTOG, TOV YEVIKOC Dempeitar 6Tt el YaunAn cvuoyEtion
pe kivdvvo otov dvBpowmo.

MeléTeg KapKIVOYEVEST|G GE APOVPOIOVS ATOKAALYOV L] OYKOYEVETIKA gvuprjnata. To
lopinavir/ritonavir Bpénke vo unv mpokorel peTaALAEELS 1 SLOPECELS GE GELPEG KLTTAP®V KOTA TIG
doKWaGIES in Vivo Kot in vitro, Tov GUUTEPIAOUPAVOLY TN doKlpacio Ames TNG avAacTPOPNG
Baktnpdrakng petdAraéng, tn S0KILAGIo AEUPAUATOS GE EMILL, TN LIKPOTLPNVIKT SOKILAGI0 GTOV
EMIL KO TN SOKIUAGIN TOV YPOUOCOMUK®DY OAAOIDCEDY 0T OVOPOTIVOL AELPOKVTTAPA.

6. DAPMAKEYTIKEX IAHPO®OPIEX

6.1 Kaotaloyog ekdoyov

Ilepieyodueva d1ckiov

YopPrrévng AoovpiKog EGTEPOG
KoAhogdég avudpo mopitio
Komofdovn

NaTp1o 6TENTVAOPOVHAPIKO

Enucédoyn

Yrpopehholn

Ao&gidio titaviov (E171)
Maoxkpoyoin

Y 6po&urpomviokvutTopivn
TéaAxng

KoAhogdég Gvudpo mopitio
[MoAvcopPikd 80

6.2 Aocvpparéotnreg
Agv gpapudletar.

6.3 Awgpkera Cong

3 ypovia.

D1 and moivaBviévio vyning tukvotnrag (HDPE): Metd 1o mpdto dvotypa, xpnoilonoleite
evtog 120 nuepov.

46



6.4 Iowitepes mpo@uAdiers katd v @OAaEN TOV TPOidVTOg
Agv vLapyovV E11KES 0dM YIS SLOTPNONG YO TO PAPUAKEVTIKO AVTO TPOTOV.

IMoa 115 cLVONKeS SLaTPNONG LETA TO TPAOTO AVOLYLLO TOL POPUOKEVTIKOD TPOIOVTOG, BA.
Tapaypopo 6.3.

6.5 ®Von Kol GVGTATIKA TOV TEPLEKTY

Lopinavir/Ritonavir Viatris 100 mg/25 mg emkaivppéva pe AenTo LUEVIO diokKio
Yvokevacio Tomov blister amd OPA/AI/PVC-alovpivio. AatiBevton ta €€ng pueyédn ocvokevaciog:
- 60 (2 xovtid tov 30 1§ 2 kovtid v 30 X 1 povadmv 666MGg) EXKOAVUUEVO e AETTTO
VUEVIO dloKia.

®1oAn and HDPE pe adiagovég Aevkov ypodpatog fdmtd Tdpe amd TOAVTPOTVAEVIO LE VITOGTPMLA
EMAY®YIKNG GLYKOAAN GG AAOVULVIOL KOl apuypavTiKo VALKO. Atatifevton To &g peyeom
GLOKELOCING:

- 1 @18An tov 60 emkoAVppEVOV e AETTO VUEVIO JIoKIMV.

Lopinavir/Ritonavir Viatris 200 mg/50 mg emkaivppéva pe Aento vuévio diokio
Yvokevacio Tomov blister amd OPA/AI/PVC-aiovpivio. AatiBevton ta €€ng neyédn ocvokevaciog:
- 120 (4 xovtud Towv 30 ) 4 kovtid TV 30 x 1 povadwv doomng) 1 360 (12 kovtid TV 30)
EMKAAVUUEVO LE AETTO VUEVIO dioKiaL.

®1oAn and HDPE pe adiagovég Aevkov ypodpatog fdmtd Tdpe amd TOAVTPOTVAEVIO LE VITOGTPMLLA
EMOYOYIKNG GVYKOAANGNG 0AOLUIVIOD KOl apuypavTiKO VAKO. AtatiBevtot ta eEng peyetn
GLOKELOCING:
- 1 e tov 120 emKaAVUPEVOV LE AETTO VUEVIO OLOKIMV.
- IMoAhamAn cvokevacio Tov wepiEyel 360 (3 prikeg Tov 120) emkalvppéva pe Aertd
vuévio dokia.

Mmropet va unv KuKA0QOpovV OAEG 01 GUGKEVOGIES.

6.6 Iowitepeg mpoPurdcers amdppryng

Kopia g1dun vmoypémon.

KaéBe aypnoyptomointo goprokevtikd Tpoiov 1 VITOAEYLLO TPETEL VL OTOPPITTETOL GOUPMOVOL LUE TIG
KOTO TOTOVG 16YVOVGEG OYETIKEG SIUTAEELS.

7. KATOXOZX THX AAEIAYX KYKAO®OPIAX
Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN

Iphovdio

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX
EU/1/15/1067/001

EU/1/15/1067/002

EU/1/15/1067/003

EU/1/15/1067/004
EU/1/15/1067/005
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EU/1/15/1067/006
EU/1/15/1067/007
EU/1/15/1067/008

9. HMEPOMHNIA IPQTHX EF'KPIXHX/ANANEQXHYX THX AAEIAX
Hpepounvia mpatng éykpiong: 14 Tavovapiov 2016.

Hpepounvia televtaiog avavémong: 16 Noguppiov 2020.

10. HMEPOMHNIA ANAOGEQPHYXHY TOY KEIMENOY

AgmTopepeic TANPOQOPIES Y10 TO TAPOV POPLOKEVTIKO TPOTOV Evol S100ECIUEG GTOV SIKTLOKO TOTO
tov Evponaikod Opyoavicuod Gapudkov: http://www.ema.europa.eu
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ITAPAPTHMA 11

MHAPAXKEYAXTHX(EX) YHHEYOYNOX(OI) I'TA THN AITOAEXMEYXH
TQN ITAPTIAQN

OPOI'H NEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI ATAITHZEIX THX AAETAY KYKAO®OPIAX

OPOI 'H NEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATMIOTEAEXZMATIKH XPHXH TOY ®APMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX(EX) YHLEYOYNOZX(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

‘Ovopo kot d1e00vven Tov TOPUCKELAGTA TOL £ival LIELOHVVOCS YO TV OTOSECLEVTT TOV TOPTIOWV

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

210 évtumo GOAAO 0INYIDV YPNCEMG TOL PUPUUKEVTIKOD TPOIOVTOG TPETEL VO, AVOYPAPETOL TO OVOLLOL
Kot 1 d1e0BvveT TOV TAPUCKELAGTH TOV Eival VTEVOLVOG Y10 TNV UTOJEGUEVGT TNG GYETIKNG TOPTIONAG.

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTIKd TPOidV Yo T0 0Tolo amatteital TeEPoPIopéVN Tpiky cvviayn (PA. Ttopaptnua I:
[Tepiinym tov Xopaktnpiotik®v tov [Ipoidvtog, mapdypapos 4.2).

I AAAOI OPOI KAI ATTIAITHZEIX THX AAEIAYX KYKAO®OPIAX
. Ex0¢oe1g Teprodwkig mapaxorovdnong g acpaierac (PSURS)

Ot anoitnoelg yo tnv vrofoir] towv PSURSs yo to gv Adym @appakevtiko Tpoiov opilovtal 6Tov
KaTAAOYO e TIg nuepounviec avapopds e Evoong (katdroyog EURD) mov mapatifetor otnv
Tapdypoeo 7, Tov dpbpov 107y, tng odnyiog 2001/83/EK kot ke emaxdlovdng entkolpomoinong
OTMG SNUOGIEVETOL TNV EVPOTOTKT SIKTLOKY TOAN Y10 TO PAPLLOKAL.

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

. Xyéowo Awayeipiong Kivovvou (ZAK)

O Kdaroyog Adewng Kukhopopiag (KAK) Ba dieaydyet Tig anartodpeves dpaotnploTnTes Kot
TAPEUPAGELS POPLOKOETOYPVOTVIIONG OGS Tapovotdloviotl 6to suppwvnBéy ZAK mov
napovctdleral oty evotnta 1.8.2 g adelog KUKAOQOPInG Kot 0molEcONTOTE EMAKOAOVOES
gykekpipéves avadempnoelg tov ZAK.

"Eva emkaiporompévo XAK Oa npénel va katotedel.

. Metd and aitnpo tov Evponaikod opyavicpod Ooppdkov,

. Omnotednnote Tpomomoteital To VTN Stayeiptong KivdHvov, e0IKE ®G AmOTELEGHO ANYNG
VEQV TANPOPOPLOV TOV UTOPOVV VoL EXLPEPOVY GTUOVTIKT AAAAYT OTH GYEGT 0QEALOVG-KIVOHVOU
N ©G OTOTEAEG O TNG EMITEVENG EVOG GNUAVIIKOD 0POCT|LOL (QOPUOKOETAYpOTVNON N
EAAYLOTOTOINGT KIVODVOL).
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IMAPAPTHMA I1I

EIIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI KYYEAHX (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EX)

KaBe emxoloppévo pe Aemto vpévio diokio mepi€yel 200 mg Aomvafipng o cuvdvaoud pe 50 mg
prrovaPipng og apUAKOKIVITIKO EVIGYVLTY.

3. KATAAOTOX EKAOXOQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emwoadoppévo pe Aentd vpévio dtokio

120 (4 cvckevaoieg Twv 30) exucolvppéva pe Aemntd VUEVIO dloKia
120 x 1 (4 cvokevaocieg Tov 30 x 1) emkoAlvppéva Le AemTO LUEVIO dloKiol
360 (12 ovokevaoies Tov 30) emtkaAlvppéva e AETTO LUEVIO dloKia

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

AwPaote T0 PUALO 0dNYIDOV XPNOTG TPV ATd TN YPNOT.
Amd otépaTOG XPNON.

6. EIAIKH MPOEIAONOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION MPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

No puAdooeton e Béon, v onoia dev PAETOVY kat dev TPooeyyilovv 1o TodLd.

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

| 8. HMEPOMHNIA AHEHX

AHEH/EXP
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9. EIAIKEYX XYNOHKEYX OYAAEHX

10. TATIAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQN ITOY MTPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1067/004
EU/1/15/1067/006
EU/1/15/1067/005

13. APIOMOZX ITAPTIAAX

Hoprida/Lot

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lopinavir/Ritonavir Viatris 200 mg/50 mg

17. MONAAIKOX ANATNQPIEZTIKOZ KQAIKOX — AIZAIALTATOX T[PAMMQTOX
KQAIKAX (2D)

A1631406T0TOG YPAUR®OTOS KOdwkag (2D) mov eépet Tov meptinefévia povadikd avayvopioTikd KoOdKo.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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ENAEIZEIX TTIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
YXQTEPIKO KOYTI KYYEAHYX (BLISTER)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emucaAvppévo pLe AeTTO VUEVIO d1oKia
AomvaBipn/prrovafipn

| 2. YXYNGEXH XE APAXTIKH OYXIA

Kda0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 200 mg Aomvafipng oe cuvdovacuod pe 50 mg
prrovaPipne og apUAKOKIVITIKO EVIGYVLTN.

| 3. KATAAOT' OX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtd vpévio diokio

30 emkaAvppuéva pe AETTO LUEVIO dloKio
30 x 1 emxoAvppéva, pe Aemtd LUEVIO SLoKia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY ATd TN (PN OT.
Amo6 oTtOpaTOC Yp1OT).

6. EJAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dgv Tpoceyyilovv To ToIdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIY), EAN EINAI AMAPAITHTH(EY)

| 8. HMEPOMHNIA AH=ZHX

AHEH/EXP

9. EIAIKEYX YYNOHKEX ®YAAZHX
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12.

APIOMOX AAEIAY. KYKAO®OPIAX

EU/1/15/1067/004 - 120 gmikodivppévo pe AETTO DUEVIO O1GKIaL
EU/1/15/1067/006 - 120 x 1 emkaAvppéva pe Aentd vévio diokio
EU/1/15/1067/005 - 360 emikaivppévo pe AeTTO DUEVIO O1GKIa,

13. APIOMOX [TAPTIAAX
Hoprida/Lot
| 14. TENIKH KATATAZEH I'lA TH ATAGEXH
| 15. OAHTI'IEX XPHXHX
| 16. TNAHPO®OPIEX XE BRAILLE
17. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAYX (2D)
18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

56




EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emkaivppéva pe Aento vpévio diokio
AomwvaBipn/pirovafipn

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Viatris Limited

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (PIAAH)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EX)

KaBe emxoloppévo pe Aemto vpévio diokio mepi€yel 200 mg Aomvafipng o cuvdvaoud pe 50 mg
prrovaPipng og apUAKOKIVITIKO EVIGYVLTY.

3. KATAAOTOX EKAOXOQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emwoadoppévo pe Aentd vpévio dtokio

120 gmxorvoppéva pe Aemtd vuévio diokia

| 5. TPOITIOX KAI OAOX(OI) XOPHTHXHX

AwPaote T0 PUALO 0dNYIDOV XPNOTG TPV ATd TN (PN oM.
Amd otépaTOG XPNON.
MnV KOTOTIVETE TO APLYPAVTIKO DAKO.

6. EJAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dgv Tpoceyyilovv To ToIdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIY), EAN EINAI AMAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH/EXP

Metd to mpadTo dvorypa, ypnoiponoteite evidg 120 nuepdv.
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9. EIAIKEYX XYNOHKEYX OYAAEHX

10. TATIAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQN ITOY MTPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1067/008

13. APIOMOZX ITAPTIAAX

Hoprida/Lot

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Lopinavir/Ritonavir Viatris 200 mg/50 mg

17. MONAAIKOX ANATNQPIEZTIKOZ KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0T0G YPOUUOTOG KOSIKAS (2D) mov Epel Tov TEPIMNPOEVTA LOVOSTIKO 0vVayVOPLGTIKO KOOTKO.

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

PC
SN
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ENAEIZEIX TTIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI IIOAAAITAHY XYXKEYAZXIAY ®IAAQN (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 200 mg Aomvafipng oe cuvévacud pe 50 mg
prrovaPipng oG QopUAKOKIVITIKO EVIGYVTN.

3. KATAAOIrOX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emwoadoppévo pe Aentd vpévio dtokio

[MoAhamAn cvokevacio: 360 (3 eudrec v 120) exikodvppéve pe AETTO VUEVIO dloKia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY ATd TN (PN OT.
Amo6 oTtOpaTOC Yp1OT).
MnV KOTOTIVETE TO APLYPAVTIKO DAKO.

6. EJAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dgv Tpoceyyilovv To ToIdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIY), EAN EINAI AMAPAITHTH(EY)

| 8. HMEPOMHNIA AH=ZHX

AHEH/EXP

Metd to mpaTo dvoryua, ypnoiponoteite evidg 120 nuepdv.
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9. EIAIKEYX XYNOHKEYX OYAAEHX

10. TATIAITEPEX IIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQN ITOY MTPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1067/007

13. APIOMOZX ITAPTIAAX

Hoprida/Lot

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TNAHPO®OPIEX XE BRAILLE

Lopinavir/Ritonavir Viatris 200 mg/50 mg

17. MONAAIKOX ANATNQPIEZTIKOZ KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0T0G YPOUUOTOG KOSIKAS (2D) mov Epel Tov TEPIMNPOEVTA LOVOSTIKO 0vVayVOPLGTIKO KOOTKO.

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

PC
SN
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ENAEIZEIX TTIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI IOAAAIIAHX YYXKEYAXIAY OIAAQN (XQPIX BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 200 mg Aomvafipng oe cuvévacud pe 50 mg
prrovaPipng oG QopUAKOKIVITIKO EVIGYVTN.

3. KATAAOIrOX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emwoadoppévo pe Aentd vpévio dtokio
120 gmxoroppéva pe Aentd vuévio diokia

Mépog TolhamAng GuokeLATiaG, eV TOAEITAL YOPIGTA.

| 5. TPOITIOX KAI OAOX(OI) XOPHTHXHX

AwPaote T0 PUALO 0dNYIDOV XPNOTG TPV ATd TN (PN oM.
Amd otépaTOG XPNON.
MnV KOTOTIVETE TO APLYPAVTIKO DAKO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION MPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudid.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHIH(EIX), EAN EINAI AMAPAITHTH(EX)

| 8. HMEPOMHNIA AHZHX

AHEH/EXP

Metd to mpaTo dvorypa, ypnoponoteite evidg 120 nuepdv.
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EIAIKEYX XYNOHKEYX OYAAEHX

10.

IATAITEPEX TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQN ITOY MTPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12.

APIOMOX AAEIAY KYKAO®OPIAX

EU/1/15/1067/007

13.

APIOMOZX ITAPTIAAX

Hoprida/Lot

| 14.

I'ENIKH KATATAZH I'lA TH AIAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 200 mg/50 mg emucaAvppévo pLe AeTTO VUEVIO d1oKia
romvaBipng/prrovafipng

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

KaBe emcoloppévo pe Aemtd vpévio diokio mepiéyel 200 mg Aomvafipng o cuvdvaoud pe 50 mg
prrovaPipng ™G QapUAKOKIVITIKO EVIGYVLTN.

| 3. KATAAOT' OX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtd vpévio diokio

120 emucoroppévo pe Aemtd vpEVIO diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote To EUALO 0ONYIDOV XpYoNG TPV amd TN YPNOT.
Amd o1épaTOG XPNON.

6. EIAIKH TPOEIAONOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

No puAdoocetol e BEon, v onoia dev PAETOVY Kat dev TPooeyyilovv To TodLd.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHZHX

AHEH/ EXP

Metd to mp®dTO Avoryua, ypnoilponoteite eviog 120 nuepav.

9. EJAIKEYX YYNOHKEX OYAAEHX
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10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12. APIOMOX AAEIAY. KYKAO®OPIAX

EU/1/15/1067/007

13. APIOMOX ITAPTIAAX

Hoprida/Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

Agv gpapuoleral.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

Aegv gpapudletal.
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ENAEIZEIX TTIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI KYYEAHX (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 100 mg/25 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 100 mg Aomvafipn o€ cuvdvacpod pe 25 mg
prrovaPipn ¢ EOPUOKOKIVITIKO EVIGYVTH.

3. KATAAOIrOX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Enuwcoloppévo pe Aemtd vpévio diokio

60 (2 kovtid Tov 30) emtkaAvppuéva pe AETTO LUEVIO dlokio
60 x 1 (2 xovtid tov 30 x 1) emkaAvppéva pe Aemtd vEVIo dioKia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote To EUALO 0ONYIDV XpYONG TPV amd TN (PN oM.
Am6 o1opATOG XPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO

AEN ITPOZETTIZOYN TA ITAIAIA

MPOION MPEMNEI NA ®YAAXXIETAI ZE OEZH THN OITOIA AEN BAEITIOYN KAI

No puAdooeton e BEon, v onoia dev PAETOVY Kot dev TPooeyyilovv To TodLd.

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

| 8. HMEPOMHNIA AHZHX

AHEH/ EXP

9. EJAIKEYX YYNOHKEX OYAAEHX
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10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1067/001
EU/1/15/1067/002

13. APIOMOZX ITAPTIAAX

MMoptida/ Lot

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lopinavir/Ritonavir Viatris 100 mg/25 mg

17. MONAAIKOX ANATNQPIEZTIKOZ KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d140T0TOG YPOUU®OTOC KOdKAS (2D) Tov (pépet Tov TEPIANPOEVTO LOVOITKO OVOYVOPIOTIKO KMOKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQITIO

PC
SN
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ENAEIZEIX TTIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI KYYEAHX (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 100 mg/25 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

| 2. YXYNGOEXH XE APAXTIKH OYXIA

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 100 mg Aomvafipng oe cuvévacud pe 25 mg
prrovaPipng Og PapUAKOKIVITIKO EVIGYVTN.

3. KATAAOIrOX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Enuwcoloppévo pe Aemtd vpévio diokio

0 emaroppéva pe Aemtd vuévio diokia
30 x 1 emkaAvppéva pe Aemtd vpévio diokio

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpdote To EUALO 0ONYIDV XpYONG TPV amd TN (PN oM.
Am6 o1opATOG XPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION IPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

No puAdooeton e BEon, v onoia dev PAETOVY Kot dev TPooeyyilovv To TodLd.

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

| 8. HMEPOMHNIA AHZHX

AHEH/ EXP

9. EJAIKEYX YYNOHKEX OYAAEHX
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12.

APIOMOX AAEIAY. KYKAO®OPIAX

EU/1/15/1067/001 - 60 emkalvoppéva pe Aemtd vuEVo dlokia
EU/1/15/1067/002 - 60 x 1 emkoivppéva pe Aento vuévio diokia

13.

APIOMOZX ITAPTIAAX

Hoptida/Lot

| 14.

I'ENIKH KATATAZH I'lA TH AIAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOZ ANAI'NQPIETIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH (BLISTER)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 100 mg/25 mg emkalvppéva pe Aento vuévio diokio
AomwvaBipn/pirovafipn

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Viatris Limited

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

KOYTI (PIAAH)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 100 mg/25 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 100 mg Aomvafipng oe cuvévacud pe 25 mg
prrovaPipng oG QopUAKOKIVITIKO EVIGYVTN.

3. KATAAOIrOX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emwoadoppévo pe Aentd vpévio dtokio

60 emkaAvppéva pe AETTO LUEVIO dloKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY ATd TN (PN OT.
Amo6 oTtOpaTOC Yp1OT).
MnV KOTOTIVETE TO APLYPAVTIKO DAKO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

No puAdooeton e BEon, v onoia dev PAETOVY Kot dev TPooeyyilovv To TodLd.

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

| 8. HMEPOMHNIA AHZHX

AHEH/ EXP

Metd to Tp®TO Gvorypa, xproilponoteite eviog 120 nuepdv.

9. EIAIKEYX XYNOHKEYX OYAAZEHX
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10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1067/003

| 13. PIOMOX ITAPTIAAX

Hoprida/Lot

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

Lopinavir/Ritonavir Viatris 100 mg/25 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0T0G YPOUU®TOS KDdKaG (2D) mov pépel Tov TEPIANPOEVTO HOVASIKO OVAYVMPIGTIKO KOOIKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQITIO

PC
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

O®IAAH (ETIKETA)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lopinavir/Ritonavir Viatris 100 mg/25 mg emtkalvppéva pe AETTO LUEVIO dloKio
AomvaBipn/pirovafipn

2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 100 mg Aomvafipng oe cuvévacud pe 25 mg
prrovaPipng oG QopUAKOKIVITIKO EVIGYVTN.

3. KATAAOIrOX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Emwoadoppévo pe Aentd vpévio dtokio

60 emkaAvppéva pe AETTO LUEVIO dloKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY ATd TN (PN OT.
Amo6 oTtOpaTOC Yp1OT).

6. EJAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dgv Tpoceyyilovv To ToIdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIY), EAN EINAI AMAPAITHTH(EY)

| 8. HMEPOMHNIA AH=ZHX

AHEH/EXP

Metd to mpaTo dvoryua, ypnoiponoteite evidg 120 nuepdv.

9. EJAIKEYX YYNOHKEX OYAAZEHX
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10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN MIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1067/003

13. APIOMOX ITAPTIAAX

Hoprida/Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

Agv gpapuoleral.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

Aegv gpapudletal.
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B. ®YAAO OAHI'TQN XPHXHX
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®Vrho oonNyIOV xpions: IIAnpogopies yia Tov ypiioy

Lopinavir/Ritonavir Viatris 200 mg/50 mg emkaioppéva pe Aemtd vpévio dokia
Aomwvafipn/prrovafipn

AwPdcTe TPOGEKTIKA 0AOKANPO TO GUALO 00N VLAV YPIIONG TPLV UPYIGETE VO TALPVETE AVTO TO

PaPRUKO, OLOTL TEPLAAPUPAVEL GNUAVTIKES TANPOPOPIES Y10 GAG 1] TO TULOL GOC.

- doraEte avTd TO EUALO 0N YDV Yprione. Towg ypelactel va to dwupdoete Eava.

- Edv éxete mepoartépm amopieg, pOTNOTE TOV Y1OTPO 1) TOV QUPUAKOTOLO GOG.

- H cvvtayn yio avtd 10 @appoko xopnynnke anokAeloTikd yio oag 1 yio 1o odi cog. Aev
TPENEL VAL ODCETE TO PAPLOKO G€ AAAOVG. Mmopel Vo Tovg TPOoKaAEGEL PAAPT, aKOUa Kal OTOV
Ta onpela TG 0oBEvelds Toug etvar idta pe To S1KA oag.

- Edv mapotnpnoete Kamowo avemBOUnTn eVEPYELN, EVIILEPDOTE TOV YLOTPO 1) TOV PAPUAKOTOLO
caG. Avtd oydel kot yio KaBe mhavn avemBOunTn eVEPYELD TTOL OEV AVOPEPETOL GTO TOPOV
@VOALO 00MY1IDV Xprong. BAéme mapdypapo 4.

T Tepréyer 1o mTapév eviro 0dNYLOV:

T eivon to Lopinavir/Ritonavir Viatris kot oo givat 1 ypriomn tov

T mpéner va yvopilete mpwv eogic 1} 1o modi cog mapete 1o Lopinavir/Ritonavir Viatris
[l va mapete o Lopinavir/Ritonavir Viatris

IMBavég avemBounteg evépyeteg

ITog va purdocoete to Lopinavir/Ritonavir Viatris

[Tepreydueva TG CLEKEVAGING KoL AOUTEG TAT|POPOPIES

Uk~

1. Th givar To Lopinavir/Ritonavir Viatris kot wowe giva n yprjon Tov

- O y1atpog oag cvvtayoypaenoe to lopinavir/ritonavir yio va fondnocet atov €leyyo g
Aoipoéng amo tov AvBpamvo 16 Avocoavendpielag (HIV). To lopinavir/ritonavir to
gmtuyyavet emPpadvvovtag tnv e£ATA®OT TG AOTU®ENS GTOV OPYAVIGHO GOC.

- To Lopinavir/Ritonavir Viatris dev elvar Oegpaneia yia tn Aoipwén HIV 1 to AIDS.

- To lopinavir/ritonavir ypnoiponoteitol 6e Todld 2 ETOV KoL GVE, 6€ EPNPOVE Kl 68 EVAAKEG
mov mpocPAndnkav amd tov HIV, tov 16 mov mpokaiei AIDS.

- To lopinavir/ritonavir mepiéxet 11 OpacTIKES ovaies Aomvafipn kot prtovaBipn. To
lopinavir/ritonavir givat évo avtipeTpoikd eappako. Avikel o€ pio opddo eoprAK®V ToL
AEYOVTOL AVOGTOAEIC TPMOTEATDV.

- To lopinavir/ritonavir yopnyeitot yuo yp1on 6€ cuVOLAGHO He GAAD avTuKA Qappaka. O
ytpog cag Ba cuintoet poali cog kot o aToEacicel Tolo PAPHOKa Elval To KOADTEPA Yl
€00G.

2. T péner va yvopilete mpuy €ogic 1 To mTa1di ocog tdpete To Lopinavir/Ritonavir Viatris

Mnyv napete 1o Lopinavir/Ritonavir Viatris og nepintoon:

- alkepyiag otn AomvaBipn, ot prrovafipn 1 o€ 0mo106MTOTE GAAO OO TA GVGTATIKE CLTOV TOV
Qopuaxov (avapépovtal oty Tapdypapo 6).

- 7oV €Y€TE GOPapd TPOPANLATO LE TO GUKMTL GOC.

Mnv népete To Lopinavir/Ritonavir Viatris pe kavévoe om6 to mrapokdto odppokxa:

- astemizole 1) terfenadine (Tov ¥pnGILOTOIOVVTOL EVPEDG Y10l TNV CVTILETOTICT COUTTOUATOV
aAlepyiog — awtd To appaka propel va datedodv ympig wTpikn cvvrayn),

- amd otopatog (Aapfavopevn amod to otopa) midazolam, triazolam (wov ypnoiponoobvior 6TV
OVTUETMMIOT TOV AyYOoLS KauN TpofANUAT®Y VTVOUL),

- pimozide (mov ypnoyomoteitoan otn Bepaneio T oyloppévelng),

- quetiapine (mwov ypnoiponoleitor otn Oepamneio g oxloPpEvelas, TG SUTOAKNG dlotapayng Kot
¢ peifovog katabmtikng datapayng),
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lurasidone (ypnowonoteitat yuo ) Oepameia Tng KOTAOAWYNG),

ranolazine (ypnowonoteitat yio T Oepaneio Tov TOL YPOVIOL TOVOL 6TO 6TNHBOG [oTNBAYYN]),
cisapride (Tov YpMCUOTOIEITAL Y10 TNV AVOKOVPIGT] OPIOUEVAOV CTOUAYIKAV TPoPANUAT®V),
ergotamine, dihydroergotamine, ergonovine, methylergonovine (Tov ¥pnoyLoTolovvIoL yio TV
OVTYLETMTIOT) TOVOKEPAA®V),

amiodarone, dronedarone (Tov ypnoiLonoteitarl 6t Bepaneio TOL U PLGLOAOYIKOD KOPILOKOD
podpov),

lovastatin, simvastatin (Tov ¥pNGYLOTOIOVVTHL TN UEIMOT) TNG YOANGTEPOANG QULOTOG),
lomitapide (mov ypnoomoieitol otn pelmon T YOANGTEPOANG ALOTOC),

alfuzosin (Tov ¥PNOYOTOLEITAL GTNV AVTIHETMOTLIOT TG VIEPTAAGIOG TOV TPOCTOUTIKOD AOEVEL
(kohonOng vrepmhacio Tov TpooTaTn)),

fusidic acid (mov ypnoponoteitor yio ™ Oepaneio LoudEemV TOV SEPUATOG TOV TPOKAAOVVTOL
and Boktnpa Staphylococcus 6T®G poAlvopatiko knpio kot exipoivopévn deppatitida. Fusidic
acid mov ¥pNCIUOTOIEITAL Y10 TNV AVTILETOTICN LAKPOYPOVIOV AOIUDEEDY TV 0GTAOV KOl TV
apBpwdcewv uropei va Aappdvetor kdtw amod wrpikn eniPreyn (PAéne mapdypapo Aria
¢appoxa ko Lopinavir/Ritonavir Viatris),

colchicine (mov ypnoomoteitan otn Bepomeio TG ovpkng apBpitidag) o mepinT®ON TOL £XETE
VEQPIKA KauM nrotikd tpoPAnpata (PAETE mapdypapo Arha @appoKa Kot
Lopinavir/Ritonavir Viatris),

elbasvir/grazoprevir (ypnowonoteitat 6tn Bepaneio g ypdVIG NTOTITIONG ATd TOV 10 TNG
nrozitdag C [HCV]),

ombitasvir/paritaprevir/ritonavir pe 1 yopig dasabuvir (ypnoponoteiton otn Bepomeio g
ypoviog Nratitidog amd tov 10 g nratitdag C [HCV]),

neratinib (mov ypnoyonoieital 6t Oegpaneio TOL KapKivov TOL HOCTOD),

avanafil 1 vardenafil (mov ypnowomoteitar 61N Bepaneio TG GTLTIKNG SLGAELTOLPYING),
sildenafil mov ypnoonoteiton otn Bepameio TG TVELHOVIKNG AP TNPLOKNC VITEPTASNS (VYNNI
mieon aipartog oty mvevpovikn aptnpia). Sildenafil mov ypnoonoteitor otn Bepaneia tng
OTVTIKNG duoAgtTovpying pumopel va Aappdvetor ktw amd wtpikn exifieyn (PAéne
napbdypapo Alra @appoka kot Lopinavir/Ritonavir Viatris),

npoidvta mov mepieyovv St John’s wort (Hypericum perforatum).

Hapakaiodpe o10fdoTe TOV KATALOYO TOV PUPUAIKOV TAPUKAT® 6TNV TAPEYPAPO «Alra
oappoxka ko Lopinavir/Ritonavir Viatris» yio mAnpogopieg oxetikd pe Kamoto GAL0 QApLLOKa TOV
OTOLTOVV W10{TEPT TPOGOYT).

Av emi Tov TOPOVTOG TAIPVETE OTOLOINTOTE OO AVTA T PAPLaKA, {NTAGTE aTd TOV YIOTPO GOG VO
Kével Tig anapaitntes oAhayég eite ot Bepaneia yia Tig dALeG KataoTdoels gite ot Oepaneio cog pe
OVTUKGL.

IIpocidomou|ceis Kar TPOPVAAEELG

AmevBuvbeite oTov Y10Tpd 1] TOV QOpLOKOTOLd Gag Py dpete to Lopinavir/Ritonavir Viatris.

INpovTiKég TApoQopisg

Atopa mov maipvovuv lopinavir/ritonavir uropei va cuveyicovv va ovanticcouy AOUMEELS 1)
e aoBéveteg mov oyetilovtan pe tnv voco HIV kai to AIDS. Qg gk tovToL €lvon oNUOVTIKO
VO TOPAPEVETE VIO TNV EMPAEYN TOL YIATPOV GOG Yot OGO SLACTN O TAIPVETE
lopinavir/ritonavir.

Evnpepoote tov y10tpd cog edv ogic 1| To madi oug éyere/eiyorte

Aypo@rria omov A kot B agov to lopinavir/ritonavir pmopei va avénoet tov kivouvo
opoppayiog.

Awpin aeov &govv avapepbel avinuéveg TiHég cakydpwv 6To aipo oe acbeveic mov
AapBavovv lopinavir/ritonavir.
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Iotopikd wpofinuatev oto Nrap apod acHeVEIS [Le 1GTOPIKO NIATIKNG VOGOV,
ocvpmepapPovopévng yxpoviog nratitidog B 1 C éxovv avénuévo kivovvo yia cofapés kot
mOOVAS BavatneOpeg NIATIKES OVETIOVUNTES EVEPYELES.

Evnuep®ote Tov Y10Tp6 060G £Gv £0EiG 1] TO TOLOL 6UG EPPAVICETE

Noawvtia, guétovg, TOVo 6TV Kotkld, SuGKOAN GTNV avamvon Kot cofapn puikn advvapio ato
O KOl TOVG PPayioveg Yol To GUUTTOUOTH OVTO UTOPEL VoL oTHaivovy avEnpéva eminedo
YOAOKTIKOD 0EEOC.

Atya, cuyvoovpia, BoAn dpacn 1 andrela Pdpous yroti avtd umopel va onuaivel avEnpévo
EMIMESA GUKYAPOV GTO LA

Noawtia, guéTong, TOVo TNV KOG ool PEYOIAEG ALENGELS TV TPLYALKEPLSi®V (AN oTo aip)
€xovv BempnBel mapdyovtag Kvduvou Yo ToyKpeaTiTido (PAEYLOVH TOV TAYKPENTOC) KOl TO
GUUTTMUOTO OVTE LWTOPEL VO LTOSNADVOVV THV KATAGTOOT) QUTH.

e pepkovg acbeveic pe mpoywpnuévn Aoipwén HIV kot pe 161opkd gukaiplak®v AodEewy,
pmopei va GupBovv onpeiol Kol GOUTTOUOTO PAEYLOVIG 0O TPOTYOVUEVES AOUMEELS AUESMG
petd v évapén g HIV Oepanciog. [Tioteveton 6TL T0. GUURTOUATO AVTA OPEIAOVTAL GE pid
Bektioomn g avosoAOYIKTG AVTATOKPLIONG TOV GMUATOS, HIVOVTOG TNV IKAVOTNTO GTOV
0pYAVIGUO VO KATOTOAEUA TIG AOUMEEIS TOV UITOPEL VO VITAPYOVY YWOPIC EUPAVI] CUUTTOUATO.
Emnpdobeta tov gukaiplok®v AOUdEEDY, aVTodvooeg dlatapuyés (Lo KOTAGTAGT Tov
epeavileTor OTOV TO AVOCOTOTIKO GUGTNA ENLTIOETOL GE VYLEIS 10T0VG) Unopel emiong va
TPOKOYOLV HETA TNV Evapén Myng eapprdkov yio ) Oepareia g HIV Aoipméng. Avtodvooeg
dtoTapayég pmopel va ELEOVIGTOUV TOAAOVG PUives petd v évapén g Bepaneioc. Edv
TOPOTNPNOETE CUUTTOUOTA AOTUOENG 1] GAAN GUUATOUOTO OTMG PUVIKN advvapio, ONA.
aduvapio Tov epEaviCETOL OTA XEPLA KOt TO TOSO KO EMEKTEIVETAL TTPOG TOV KOPLO TOL
COUOTOG, AicON I TOAU®Y, TPOUO 1) VTEPKIVITIKOTNTO, TAPUKAUAEIGOE VO EVILEPDGETE AUECHS
ToV Y1Tpd 600G Yo TNV avalntnon g amopoitnng Oepaneiog.

Avokopyio T ApOpwong, EVOYMGELS Kot TOVOVG (1010{TEPA GTO YOPO, TO YOVOTO KoL TOV
®0) Kot Suokorio oTnV Kiviorn aeov kamolol acheveic Tov Aapupdvouy ta eAapproKa aVTd
popet va avamrtuouvy pio 0c0£vELD TOV 06TMV TOV AEYETAL 0GTEOVEKPWOOT (VEKP®OOT TOV
00TiTN 16700 TOL TPOKOAEITOL ATO EAAEWYT ALATOONG TOV 06TOV). H Sidpkeia Anyng tov
GLVOLOGLOV AVTIPETPOTIKNG Bepameiag, 1 ¥pPNON KOPTIKOGTEPOEWMV, 1] KATOVAA®GT AAKOOA, 1|
cofapr] avocokaTasToA (Lelman TG dpacTNPLOTNTOS TOV OVOGOTOMTIKOD GUGTIATOS), O
VYNAOTEPOG deikTNG LAL0G COUATOG UTOPEL VO Vol OPIGUEVOL OO TOVG TOALOVS TALPAYOVTES
KWWOUVOL Y10, TNV EUOAVICT] TG VOGOV.

Mvik6 movo, evaichnocia 1 advvapia, 101KA GE GLVOVAGUO LE TO PAPLOKO OVTA. € CTAVIEG
MEPMTMOGELG 01 PVikEG dratapoyés avtéc vnpEov coPapés.

ZaAn, ehappd TovokEéearo, aicnua Amobopiog 1 Un euctoloykd kapdiokd pudpo. To
lopinavir/ritonavir pmopet va Tpokarécel oAhayég oTov Kapdlokd oag puhud Kol oty
NAEKTPIKN SpacTNPLOTNTA TNG KOPOLIS Goc. AVTES Ol aAlayEg UTOPEl Vo pavovV Gg éva
niektpokapdroypaenuo (HKT).

Alha @appoxo kot Lopinavir/Ritonavir Viatris

Evnuepoote Tov y10Tpo 1] TOV QUPRAKOTOL0 GaS £V €GEIG 1] TO TONIL GOC TOIPVETE, EYETE
TPOCYATO, TAPEL 1] NTOPEL VO TAPETE AALN PAPROKWL:

avtiflotikd (m.y. rifabutin, rifampicin, clarithromycin),

aVTIKOPKIVIKGE Qappaxa (T.y. abemaciclib, afatinib, apalutamideceritinib, encorafenib ibrutinib,
venetoclax, o1 TEPIEGOTEPOL OVAGTOAEIG TVPOCIVIKNG KLvdong, 6mwg ta dasatinib kot nilotinib,
emiong ta vincristine kot vinblastine),

avtunkTikd (m.y. dabigatran etexilate, edoxaban, rivaroxaban, vorapaxar ko1 warfarin),
avtikoTodMnTikd (m.y. trazodone, bupropion),

OVTIEMANTTIKG @dppaxo (.. carbamazepine, phenytoin, phenobarbital, lamotrigine kot
valproate),

avTywknTotka (.. ketoconazole, itraconazole, voriconazole),
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@appaka yuo Tnv ovpikt| opBpitida (m.y. colchicine). Agv mpénel va maipvete to

Lopinavir/Ritonavir Viatris e colchicine, v £yete TpoPAnLaTO 0TO VEQPE KAUT GTO GUKMOTL

(BAéme emiong mapandve «Mnv wapete 1o Lopinavir/Ritonavir Viatrisy),

avtipupatikd eappaxa (bedaquiline, delamanid),

OVTWKG PAPLOKE, TTOV YPTCLLOTOI0VVTAL Y1, TNV Ogpameio g xpoviag AoIpmENG amd Tov 10 NG

nratitdoag C (HCV) og evidikeg (m.y. glecaprevir/pibrentasvir, kot

sofosbuvir/velpatasvir/voxilaprevir),

Qappaka yuo. TN otutikn ducAettovpyia (w.y. sildenafil kon tadalafil),

fusidic acid Tov ¥PNGYOTOLEITAL Y10l TV AVTIUETOTICT LOKPOYPOVIOV AOIUDEEDY TOV 0GTOV

Kol TOV apfpdoemV (TT.Y. 0GTEOUVEAMTION),

KOPOLOAOYIKA QAPLLOKO TOV GUUTEPIAAUPEVOLV:

- digoxin,

- avVTOy®VIeTES OlAwv acPeotiov (m.y. felodipine, nifedipine, nicardipine),

- QAPLOKA TTOV YPNOLLOTOLOVVTAL Y10, TN 010pOwom Tov Kapdiakov pvOuov (m.y. bepridil,
ovotnpartikn lidocaine, quinidine),

HIV CCRS5-avtoyoviotés (m.y. maraviroc),

HIV-1 avactoAéog wvieykpdong (m.y. raltegravir),

QappoKa Tov YpnoiponotovvTat yia T Oepaneia Tov younAov apBpov aporeTormy (T.y.

fostamatinib),

AefoBupo&ivn (yopnyeitar yio TNV avtipetdnion tpoPfAnpdtov Tov Bupeoedoic),

QOPLLOKO TOV HELOVOLV TN XoANoTEPOAN aipatog (T.y. atorvastatin, lovastatin, rosuvastatin 1)

simvastatin),

QApLOKa TTOV XPNOLUOTOOVVTAL Yl T Ogpameio Tov AcOLOTOG Kot GAA®VY TPpoPANpdTOV Tov

oyetilovtal pe ToVg TVELOVEG OTTMG 1| YPOVIC, ATOPPOKTIKY Tvevpovortadela (.. salmeterol),

(QAPLLOKO TTOV XPTCLUOTOOVVTOL Yl TN Ogpamein TG TVEVLOVIKNG CPTNPLOKTG VITEPTAGTG

(vymAn migom aipatog otV TVELHOVIKY aptnpia) (7). bosentan, riociguat, sildenafil, tadalafil),

Qapuoka Tov enNPedovy T0 avocomomTikd cuatnua (.. cyclosporin, sirolimus (rapamycin),

tacrolimus),

(PAPLOKA TTOV YPTCLLOTOLOVVTOL Y1a T1) O10KOTY TOV Kamvicpatog (1., bupropion),

QOPLLOKE Y10, TV OVTILETOMIOT TOL TOVoUL (1. fentanyl),

Qappaka ovaroya tng popeivng (w.y. methadone),

L1 VOUKAEOGIOIKOVG aVaGTOAEIS TG avacTpong petaypapdong (NNRTIs) (n.y. efavirenz,

nevirapine),

OO GTOWOTOG OVTIGVAANTTIKG 1] XP1OT] EVOG GVTOKOAANTOV OVTIGVAANTTIKOV TPOG OTOPUYN

gyKopoovvng (PAéme mapoKAT® TNV TOPAYPAPO UE TITAO AVIIGCVAAMTITIKG),

avaoToAElg mpoteacoV (m.y. fosamprenavir, indinavir, ritonavir, saquinavir, tipranavir),

VIvoTiKd (1.y. midazolam wov yopnyeiton pe éveon),

otepoedn (m.y. budesonide, dexamethasone, fluticasone propionate, ethinyl oestradiol,

triamcinolone).

AwpacTte TOV KATALOYO TOV QUPUAKOV TAPUTAVO 6TV TOPAYPaPo «Mnv TapeTe TO
Lopinavir/Ritonavir Viatris pe kavéva o6 Ta akérov0a @dppoxe» yio TAnpopopieg oyeTIKd e
@AapLOKa TOV OgV TPETEL VA TapVETE e TO lopinavir/ritonavir.

[apaxarovpe evLEPDOTE TOV YIATPO GOG 1] TOV POPLOKOTOL0 GOG GV €GEIG 1| TO TAdi 00 TAIPVETE,
€xete TPOGPATO, TAPEL 1| WTOPEL VAL TAPETE AALD PAPLOKO COUTEPTAOUPAVOUEVOV TOV PAPUAK®V TOV
UTOpElTE VO 0yOpPAGETE YWPIG LATPIKT] GUVTAYT.

D appaxa yio T oTVTIKN dvcsrertovpyia (avanafil, vardenafil, sildenafil, tadalafil)

Mnyv wapete To lopinavir/ritonavir edv Aapfdvete ocvyypovemg avanafil 1) vardenafil.

Agv mpénel vo tapete 1o lopinavir/ritonavir pe sildenafil mov ypnoylomoteitan ot Bepaneio g
TVEVLLLOVIKTG OPTNPLOKNG VEPTACTS (VYNAN Tieon aiplatog 6TV mvevpoviky optnpia) (PAére
eniong mapandve tapdypapo Mnv tdpete To Lopinavir/Ritonavir Viatris).

Xe nepintwon mov naipvete sildenafil v tadalafil ko lopinavir/ritonavir tovtdypova, propet va
KWVOUVEVETE A0 AVETOVUNTEG EVEPYEIEG OTMC YOUNAT OPTNPLOKT TTiEON, amdAELD a1 GE®Y,
HETAPOAEG TNG OPAIOTG KOl OLEPKELD GTVGNG HEYAADTEPT] TOV 4 @POV. AV 1) SIEPKELD TG GTVOTG
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elvar peyarvtepn omd 4 mpeg, Oa mpénel va AdPete emerydovimg wTpikn fondela Tpog amopuyn
poviung PAaPng oto méog oag. O yiotpds oag umopel va oag ENYNGEL AVTE TO GUUTTOLOTA.

AVTIGUAM|TTIKG

- g MePINTOOT OV XPNOLUOTOIEITE £Vl O GTOUATOG AVTIGVAANTTIKO 1 £Va VTOKOAANTO
OVTIGVAANTITIKO Y10 TNV OTOQVYT| EYKVUOGVVNG, B0 TPEMEL VOl Yp1GIHoTOoLEiTE Kot Eva TpOGOETO
N dPopeTkd €160¢ AVTIGOAANYNG (T.). TPOPLAAKTIKO) dedopévov 0Tt To lopinavir/ritonavir
UTOPEL VO EAATTAOGEL TNV OTOTEAECUATIKOTNTO TOV OO GTOUATOG KOl GE LOPPT] AVTOKOAATTOV
OVTIGVAANTITIKOV.

Kinon kot Oniaocpog

- Evnuepoote apéomg tov yotpo cog v oyeddlete va amoktnoete maidi, £l6T€ £YKVOG,
vopilete 6T pmopel va giote £ykvog 1 edv Onralete.

- Edav Onialete N edv okénteote va Onidoete, Bo mpémel va 10 GLINTHGETE L€ TOV Y10TPO GOG TO
GUVTOUOTEPO SLVOTOV.

- O Onroopdg dev cvviotdtar o€ yovaikeg mov {ovv pe tov 10 HIV, kabng 1 Aolpwén and tov 16
HIV pmopel va petadobei 6to Bpépog HEc TOv UNTPIKoD YAAOKTOG.

Odnynon ko YEPLOROS PNYAVRATOV

To lopinavir/ritonavir dgv €xet eheyyBel e101Kd 0G TPOg TIG TOAVEG EMOPAGELS TOV GTNV IKOVOTNTA
001 YNGNG N XEWPLGHOD unyoavnudtov. Mnv odnyeite avtokivnto 1 yewpileote pnyoaviuoTo eav
eppavicete omoladnmote avemBountn evépyela (.. vavtio) Tov exnpedlel Ty KavoTnTd GOG Vol To
Kavete pe ao@ALELD. AVT’ 0LTOV, ETIKOIVOVIOTE LLE TOV YIATPO COG.

To Lopinavir/Ritonavir Viatris mepi1&yel vatpio

To @dppaxo avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd diokio, ivat avtd TOL
ovopdlovpe «erevBepo vatpiovy.

3. og va wapete 1o Lopinavir/Ritonavir Viatris

Eivar onuavtikd ta diokio Lopinavir/Ritonavir Viatris va Katamivovtol oAOKANPa Kot VoL U
pocovtal, vo ortdve 1 va Opoppatifovral. Acbeveig mov £xovv Suokoiio 6TV KATATOGT TV
dwokiov, Oa mpénel va EAéyEovy yio T S1fEGIUOTNTA KATAAANAOTEP®Y GKEVAGUATOV.

[Tavtote va TaipveTe TO QAPLOKO AVTO CLGTNPA COUPOVA LE TIG 0dNYiEG TOV YioTpoL oag. Edv éxete
apPPOAES GYETIKA PE TOV TPOTO AYNG TOL PAPUAKOV GOG POTHOTE TOV YIALTPO 1] TOV POPLOKOTOLO
oG,

IMéco Lopinavir/Ritonavir Viatris 0o tpénel va maipve kot ToTE;
Xpnon o€ evijhikeg

- H ovuving 6601 yo Tovg evihikeg eivar 400 mg/100 mg 0o popég TNV nuépa dnradn kabe 12
MPES, G€ GLVOVOAGHO pe dAla pappaka Katd tov HIV. Evijlikor acBeveic mov dev €xovv mépet
670 TopeABOV dAla eappaka katd tov HIV umopodv eniong va mépouvv ta diokia
lopinavir/ritonavir pio eopd nuepncing pe d6on 800 mg/200 mg. O yiatpdg cag o cag
GLUPOVAEDGEL GYETIKG [LE TOV aplBUd TV dloKimv Tov Tpémel va mdpete. Evijlikotl acBeveic mov
€YOVV TTAPEL GTO TAPEADOV AVTIPETPOTKA PAPLOKE UTOPOVV VO TAPOVV Ta. d1oKial
lopinavir/ritonavir pia eopd npepncing e d6on 800 mg/200 mg dv 0 Y1TpdS TOVG ATOPAGIGEL
OTL AVTO E1vOL KOTAAANAO.

- To lopinavir/ritonavir dev wpénel va AapPdvetor pia opd nuepnoing pe efavirenz, nevirapine,
carbamazepine, phenobarbital kot phenytoin.
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- Ta dwokia lopinavir/ritonavir pmopovv vo Aapfdvovtal Le 1 yopig Tpoen.

Xpijon o€ ool

- INo ta taudid, o yratpds cog Ba amopacicst Towa givol 1 6ot doom (aplBpdg diokiov) e
Béon o vyog kat to Bapog Tov TEd10V.

- Ta diokia lopinavir/ritonavir uropovv vo Aapfdavovtal Le 1 yopig Tpoen.

To lopinavir/ritonavir gniong datifetatl og emtkaivppéva pe Aewto vuévio diokio 100 mg/25 mg.

Edv gogic 1] To modi ocog mapere peyarvrepn d6on Lopinavir/Ritonavir Viatris amé tnv kavovikn

- Av dwmotdoete 0TL £xete TAPEL TEPIGGHTEPO lopinavir/ritonavir an' 6co Enpene,
EMKOWVOVNOTE AUECMG LE TOV YOTPO GOG.

- Av dgv UTOPELTE VOl EMKOIVMVIGETE LLE TOV YIOTPO GOG, TNYAIVETE GTO VOGOKOUETD.

Eav gogig 1] To mondi cag Egydoete vo wapete To Lopinavir/Ritonavir Viatris

Edy raipvete to lopinavir/ritonavir 0o @opéc tny nuépa.

- Edav dwamotdoete 6T mapaieiyate pio S00mM eviog 6 @p®dV Ao TNV KOVOVIKT dpa Ayng
g 060MG GOG, TAPTE T OOGT TOL TOPAAENYOTE TO GLVTOUOTEPO dUVATOV, KOl LETA
oLVEYKIOTE e TNV KAVOVIKT 60G 00GT GTNV KOVOVIKT TNG dpa, OTwms 6og el IodeiEel o
Yitpdg Gag.

- Edv dwamiotdoete 0T Topareiyote pio 0om Y10 TEPIGGOTEPO Ond 6 MPEG UETA TNV
KOVOVIKT] ®pa AN Tng 0006MG 560G, Unv Tapete T 6001 mov nopaieiyate. [Tapte v
emopevn 860N G GuVIHB®G. My TTapeTe SUTA SG0T Y1 VO, OVATANPOGETE TN dOGT TOV
Eexacore.

Edv rmaipvete to lopinavir/ritonavir uio. gopé. tyv nuépao.

- Edv dwamotdoete 6T mapaieiyate pio §0om eviog 12 @pdv and Ty Kovovikr dpo
AYMG NG 0060NG GaG, TAPTE T HOCT TOV TOPUAEIWYATE TO GUVTOUOTEPO SLUVATOV, KOl
HeTd cuveyioTe LE TNV KAVOVIKN 6ag 00GT OTNV KOVOVIKT TNG dpa, 0TS GG EXEL
vrodeiel 0 YloTpog Gag.

- Edv dwamotdoete 6T mapaieiyate pio d6om yio teptocdtepo and 12 dpeg petd mv
KOVOVIKT] ®pa AN Tng 0006MG 560G, Unv Tapete T 6001 mov ntopaieiyate. [Tapte v
emopevn 06omM ®g cuviBwe. Mnv Tdpete SUTAN dOON Yol VO AVOTATPOGETE TN OOCT| TOV
Eexaoare.

Eadv gogig 1] T0 To1di 60g oTopatioeTe vo. woipvete 7o Lopinavir/Ritonavir Viatris

- Mn Swacoyete | unv aAAdEete TV nuepnota d6om tov_lopinavir/ritonavir xopic va
ovppovievdeite TPONYOLUEVOGS TOV YIOTPO GOC.

- To lopinavir/ritonavir Oa Tpénetl TavToTe Vo AapPavetatl dvo Popéc Kabe pépa yio va cag fonbd
otov éAeyyo g Aoipméng HIV, aveédpmta amd 10 660 KoAvtepa aicOdaveoTe.

- H My tov lopinavir/ritonavir copewva pe tig 0dnyieg Oa npénetl va cog eEacparilel tnv
KOADTEPT) SUVATOTNTO Y10 VO KOBLGTEPNGEL 1] OVATTLEN AVTOYNG OTO PAPLLOKO.

- Av kamowo avemBountn evépyeta oag epmodilel va maipvete 1o lopinavir/ritonavir cope@vo pe
TG 0ONYIEG, EVILEPDOTE OUEGMG TOV YIUTPO GOG.

- "Eyete mavto apket dtobéoiun tocotnTo Tov lopinavir/ritonavir @cte va unv cog Aeiyetl. Otav
tagdevete N yperdletal va Tapapeivete oe vosokopeio, Pefarwbeite Ot £yete apketn TocoHTNTA
lopinavir/ritonavir mov emapkel pEYPL va Tpounfevteite véa TooOTITA TOV PAPUAKOL.

- ZuveyloTe va TalpVETE TO QAPLOKO ALTO £0G OTOV AAPETE SLUPOPETIKES 0ONYIES OO TOV Y1OTPO
oG,
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Edv éxete mepiocdtepeg EpOTNCELS GYETIKA LE TN XPTOT] CVTOV TOV PUPUAKOV, POTNOTE TOV YTpd M)
TOV POPLOKOTOL) GOG.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 6ha Ta pappoka, £Tot Kot To lopinavir/ritonavir pmopei va TpoKaAEGEL avemIBOUNTEG EVEPYELES,
av Kot 0gv mapovotdlovral ge GA0VG ToVG avOpdTOLS. MTopet va, gival 3OoKoAN 1 d1dKkpion avaueoa
OT1G AVEMOOUNTEG EVEPYELEG TTOL TPOKOAOVVTAL 0t TO lopinavir/ritonavir Kot ekeiveg mov pmopel v
ekdNA0BoVV e€artiog GAA®Y QUPUAK®V TOV TAIPVETE TOVTOYPOVO 1] AOY® EMTAOK®OV TG AoTmEng
amo6 tov HIV.

Kotd m didpkela g Oepaneiog tov HIV evdéyetorl va mpokdyel adénomn tov copatikod Bapovg
KaOdc Kot Tov eninedmv Tov Mmdilov kot g YAukolng oto aipo. Avto oxetiletal ev pépet Pe v
OTOKATACTAGT TNG VYEING Kot TOL TPOTOL L®NGE, EVO OTNV TEPIMTTMON TOV MMISIOV TOV OiHLOTOC
OPIOUEVES POPEC opeileTan ota 1010 Ta pappaka yio. Tov HIV. O yatpds cog Oa mpaypoatonomost
eketdoelc ya Tig petaforég avtéc.

Or ax6rov0eg avemOOpnTES evépysreg £xovv avapepOel amwd acbeveic mov Ehapfav avtd To
@appaxo. Evnuepmdote apéomg tov yotpd 6ag YU ovTéC ) Yo omolodnmote A0 cvuntodpota. Edv n
KOTAOTOOT EMUEVEL 1] XEPOTEPEVEL, {nTNoTE WTpiKn PorOeia.

oA ovyvég: umopel va ennpedoovy meptocodTeEPoLs amd 1 atovg 10 avBpdmovg
- dugppota,

- vowTio,

- AOlH®EN TOL AVAOTEPOL AVATVEVGTIKOD GLUGTNLLOTOG.

Yuyvég: umopei va emmpedcsovy £0g 1 otovg 10 avlpdmovg

- (QAEYLLOVT TOL TTAYKPENTOG,

- €UETOC, SLOYK®GT KOAiaG, GAYOC 6TV KAT® Kot Gved TEPLOYT TOV GTOUMYOV, 0EpPLa, SOLOTEYI,
opekn petopévn, ToAvopoUN o amd T0 GTOUAYL GTOV 01GOPAY0 Gag 1 ool Umopel va
TPOKAAEGEL TOVO,

- EvnuepdoTte Tov YioTpo 60G €4V eppavicete vavtia, EUETO 1 TOVO GTNV KOWALA 0pov Ta
GUUTTMOUOTO CVTE UTOPEL VO LTOONADVOLV TAYKPENTITION (PAEYLOVT] TOV TOYKPENTOG).

- 0101 LLa 1] PAEYLOVT] TOV GTOUAYOV, TOV EVIEP®V KOl TOV TALYEOG EVIEPO),

- avénuéva emineda YoANGTEPOANG GTO aipa Goc, avEnpéva enineda Tprylukepdiov (Lopen
MmTOVG) 670 Qo GG, VYNAY apTnPLoKT Tieon,

- LELOUEVT] IKOVOTITO, TOV OPYOVIGHOD VO OVTILETMTIGEL TO GAKYOPO TOV CUUTEPILOUPAVEL
caKyopmon dapntn, andisia fapoug,

- YOUNAOG ap1Buog epuBpoKLTTAPOV, YOUNAOG APBOG AEVKOKVTTAP®Y T OTOi YPTCUELOVY
GTNV OVTLETOTIOT] AOUDEEWV,

- eEavonpua, éklepa, GLGGMPELGT GUNYLOTOG GE AMTOPO dEPUA,

- CaAn, dyyoc, duckoAia otov HITvVo,

- aicOnpo kéTOoNg, AmTMAEL SOVOUNG 1| EVEPYELOG, KEQAAXLYIO LLE NUIKPOVia,

- OLUOPPOTdES,

- (QAEYLOVT TOL HTOTOG e ovénpéva nrotikd Evivpa,

- oAhepykn avtidopoon pe eEavinuo Kot pAEYUOVY 6T0 GTO,

- AOIL®EN TOL KOTOTEPOL AVATVEVGTIKOV,

- SOYK®OOoN AEPUPASEVQV,

- 6€E0VOAIKT OVIKAVOTNTA, LT QLUGIOAOYIKE VENUEVT] 1] TOPOATETAUEVT] EUUNVOG pOGT 1] EAAEYT
gupvov pHcemc,

- STOPAYES TOV LAV 0TS 0dVVaio KOl GTOCUOTL, TOVOG OTIG apOpDCELS, GTOVG HVES KOl GTIV
AT,

- KOTOGTPOPT] TV VELP®V TOL TEPLPEPIKOV VEVPLKOD GLGTNLATOG,
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- VUKTEPIVOL OPDTES, KVNGUOG, eEAvON L e endpuaTo TOL dEPUATOG, AoiHmEN Tov dEPHOTOC,
QAEYLOVT OEPUATOG T} TV TPLYOPOP®V BVAAK®OV, GLGGHOPELGT VYPOV GTO KHTTOPO. 1] GTOVG
1GTOVG,.

Oy ovyvég: pumopet va ennpedoovv £og 1 otovg 100 avBpodmovg

- L1 GLGLOAOYIKA OVELPU,

- ammAeln N petafoin g aicnong g yevong,

- OTOAELN LOAALDV,

- pia dwotapayn oto niektpokapdoypaenua (HKI) mov ovoudletor KoAmokothakog
OTOKAEIGHOG,

- dpovpyic TAOK®V OTIC APTNPIEG GOG 0L OTOIEG UTOPEL VAL 00N YNGOLV GE EUOPOAYLA T
EYKEPOUAIKO,

- QAEYLLOVT] TOV OLLOPOP®V YYEI®MV Kol TOV TPLYOEDV,

- QAEYHOVT YOANBOYOL TOPOL,

- un eeyyxopevn kivnon Tov cOUATOG,

- dvokomoTnTa,

- QAeYpHOVT] TV PAEPDOV oyeTlOpeVT pe Opoufo aipatog,

- Enpootopia,

- AVIKOVOTNTO EAEYYOV TOL EVTIEPOV

- (QAEYLLOVT] TOV TPMTOV TUNLOTOG TOV AETTOV EVIEPOL OUECMG LETE TO GTOUAYL, TANYN 1 £AKOG
TOV TENXTIKOV GUOTHLOTOG, OLLoppayic amd To £vTepo 1 o 0pbo,

- gpuBpd KOTTOPO GTA OVPQL,

- KITpivicpa Tov $EPHOTOC 1) TV HaTidv (IkTtepog)

- amobéoelg Almovg 6To YIop, SIOYKMGT NTUTOG,

- OTMOAELN AEITOVPYIOG TV OPYEMV,

- ava{OTOPOGCT] TOV GCUUTTOUATOV TOV GXETICOVTOL PE Un EVEPYN AOIU®EN OTO GOWO GOG
(avocoroyiknovocHeTACT),

- onénpévn 6pedn,

- U euotoAoyKd avénuéva enineda yorepvOpivng (Lo ovcia wov TopdyeTol amd TN S10cTOoN
TOV £PVOPOKLTTAPWYV) GTO AL,

- pelmpévn oe&ovolikn entbopia,

- QAEYHLOVY] TOV VEQPAOV,

- VEKP®OOT] 0GTOV TPOKOAOVUEVN OO LT ETOPKT GLULATMGCT TNV TEPLOYN,

- GTOUOTIKG EAKT], PAEYLLOVI] TOV GTOUAYOV KOl TOV EVIEPOL,

- VEQPIKY| OVETAPKELDL,

- SlIOTOCT PVTKAOV VOV G ATOTELEGHA EKAVGTG TOV GLGTATIKOD (LLOGPALPIVY) TOV HUTKOV
WAV GTNV OULATIKT PO,

- €vOg NY0G 0To £va 1) Kot 6T 600 avTid Tov potdlet pe fountd, KovdouVIGLO 1) GEUPLYLLA,

- TPOUOG,

- L1 LGLOAOYIKT] GUYKALOT Hog K TV BaAPidmv (Tpryldyva PaiPida otnv kapdid cag),

- iAyyog (aicOnon otpofiiiopon),

- 0PBoOALIKES SlaTapayEs, LT PLGLOAOYIKT OpacT,

- avénomn tov Bapovg.

Travieg: pmopei va emnpedoovy £mc 1 otovg 1.000 avBpdmovg
- cofopa i emkivovva yio tn (on egavinuato dEppatog Kot pAvKTaveS (cUvopopo Stevens-
Johnson kot TOAOHOPPO £pVOTLL).

Mn yvooeTtéc: dev pmopovv va ektiunfodv pe Pdon ta dwwbéoipa dedopéva
- TETPEC GTA VEPPQ.

Edv kamoto avemB0ountn evépyela yivel coPopn 1 av Tapatnpioete KAmoo ovemBOunTn EVEPYELD TOV

OEV aVOPEPETAL GTO TOPOV PUALO 0ONYIDV, TOPOKAAEIGOE VO EVILEPDGETE TOV Y1ATPO GAG 1] TOV
(QUPLLOKOTOL GO,
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Ava@opd avemOuunTOV EVEPYELOV

Edv mopoatnpnoete Kamolo avemBOountn EVEPYELD, EVIILEPMGTE TOV YIOTPO 1) TOV QUPLOKOTOLO GOG.
AvT0 1oVt Ko Yo kéBe mhavr avemBounTn evépyela mov dev avapEPETALl 6TO TAPOV PUAAO 0ONyLDV
¥pnong. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeiog, LéEcw Tov eBvikon
GULGTILLOTOG OVAPOPAG TOL ovaypapeTor oto [apdpmua V*. Méow ¢ avagopds averidountov
gVEPYEL®V Umopeite va fondncete 6T GLAALOYN TEPLGGOTEPMV TANPOPOPUDY GYETIKA LE TNV ACPAAELN
TOV TAPOVTOG POPUAKO.

5. Mog va puracoete 1o Lopinavir/Ritonavir Viatris
To @appako ovtd TPETEL VO PUAACCETOL GE PEPT] TOV OEV TO PAETOVV Kol OV TO POAVOLY TO TOdLAL.
Agv vtapyovv €101KES 00N YIS S10TPMONG YOl TO TPOIOV OVTO.

No pn xpnoYomolEiTe AVTO TO PAPLAKO HETE TNV MUEPOUN VIO ANENG TOV OVAPEPETOL GTO KOVTL LETA
) onuaven ‘AHEH/ EXP’. H nuepounvia Anéng sival n tedevtaio nuépa Tov uive Tov avapEPETaL
exel.

IMo Thaotikovg Tepiékteg, ypnoiponoleite eviog 120 nuepmv omd T0 TPMOTO AVOLYLLA.

Mnyv meTdte PAPUOKOA GTO VEPO TNG OMOYETELGNG 1| GTA. OIKIOKA amoppippata. Potiote tov
(OPLOKOTOLO GOG Y0l TO MG VO ATOPPITTETE TO PAPLLOKE TTOV OEV YPT|CLLOTOLEITE T AVTE T HETPOL
0o Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Mepreyépeva TG GVOKEVAGING KU1 AOWTEG TAPOPOPiEg
T epréyer o Lopinavir/Ritonavir Viatris

- O1 dpaotikég ovaieg eivar Aomvafipn kot prtovofipn.

- Ta dAAa cuotatikd givar copPrravng Aaovpikds 6TEPAS, KOAOEWEG Avudpo TTupitio,
KOTOPB130VN, VATPLO GTEATVAOPOVUAPIKS, VIEPOUEALOLN, S10&eidto Titaviov (E171), pakpoyoin,
vdpo&umponviokvTTapivy, TAAKNS, ToAvcopPikd 80.

Ep@davion tov Lopinavir/Ritonavir Viatris kot wepieydpeva tng cuokevooiaog

Ta emkoloppévo pe Aemntd vuévio diokio Lopinavir/Ritonavir Viatris 200 mg x 50 mg givar Agukov
YPOUATOG, ETKOAVUUEVE, [LE AETTO VUEVIO, MOELN, AUPIKVPTA S1OKIM [LE GTPOYYLAEUEVA AKPOL, TO.
omoia épovv v emonpavor «MLR3» ot pio mievpd kot Kopio ETMONUOVOT 6TV GAAN.

AwtiBevton og moAlomAEg cuokevacieg TomoL blister twv 120, 120 x 1 (4 xovtid v 30 30 x 1) 1
v 360 (12 xovtid TV 30) eTKOAVUPEVOV HE AETTO DUEVIO SIOKI®MV, G€ TAUCTIKEG PLAAEG (TTOV
TEPIEXOVV OPVYPOVTIKO VAIKO TO omoio dgv Ba mpémel va Katamivetar) Tov 120 emkalvppuévey 1
Aemtd vpévio SioKimV Kot € pio ToALATAN cvokevacio Tov meptéyetl 360 (3 priieg tv 120)
EMKOAVUUEVO PE AETTO DUEVIO dloKiaL.

Mmropei va unv KuKAO@OpoUV GAEC 01 GUGKEVUGIES.
Kéroyog Adciog Kvkhogopiac:

Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN

IpAavdia

84



Mopackevaotéc:

Mylan Hungary Kft

H-2900 Komarom, Mylan utca 1

Ovyyapia

IMo omoladnmote TANPOPOPio. GYETIKA LE TO TOPOV PAPHUOKEVTIKO TPOIOV, TAPOUKAAEISTE VOl

amgvBuvleite otov Tomiko avtimpoécsmmo tov Katdyov g Adeiag Kvkiopopiag.

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

Bbarapus
Maiinan EOOJ{
Ten: +359 2 44 55 400

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

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti
Viatris OU
Tel: + 372 6363 052

EALada
Viatris Hellas Ltd
TnA: +30 2100 100 002

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

France
Viatris Santé
Tél: +33 4 3725 75 00

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 1 23 50 599
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Lietuva
Viatris UAB
Tel: +370 5205 1288

Luxembourg/Luxemburg
Viatris

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

Magyarorszag
Viatris Healthcare Kft.
Tel.: +36 1 465 2100

Malta
V.J Salomone Pharma Ltd
Tel: + 35621 22 01 74

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

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1416 2418

Polska
Viatris Helathcare Sp. z o.0.
Tel: +48 22 546 64 00

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

Romania
BGP Products SRL
Tel: +40 372 579 000



Ireland Slovenija

Viatris Limited Viatris d.o.o.

Tel: +353 1 8711600 Tel: + 386 1 23 63 180
island Slovenska republika
Icepharma hf. Viatris Slovakia s.r.o.
Simi: +354 540 8000 Tel: +421 2 32 199 100
Italia Suomi/Finland

Viatris Italia S.r.L. Viatris Oy

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

CPO Pharmaceuticals Limited Viatris AB

TnA : +357 22863100 Tel : +46 (0)8 630 19 00
Latvija

Viatris SIA
Tel: + 371 676 055 80

To mapév A0 00N YOV YpRioNS avademp)Onke Yo TELEVTALN POPa oTIG

Agntopepeic TAnpopopieg yio to pappako avtd eivar drabéoipec 610 diktvakd Tomo Tov Evponaikov
Opyaviopov Goppdxev: http:/www.ema.europa.eu
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®VOrho oonNyIOV xpions: IIAnpogopies yia Tov yprioTy

Lopinavir/Ritonavir Viatris 100 mg/25 mg emkaioppéva pe Aemtd vpévio diokia
Aomwvafipn/prrovafipn

AwWPdcTe TPOGEKTIKA 0LOKANPO TO QUALO 00N VLAV YPIONG TPLV UPYIGETE VO TALPVETE AVTO TO

PaPRUKO, OLOTL TEPLAAPUPAVEL GNUAVTIKES TANPOPOPIES Y10 GAGS 1] TO TALOL GOC.

- DdvraEte avTd TO EUALO 0N YDV Yprione. Towg ypelaotel va to dwupdoete Eava.

- Edv égete mepoartépm amopieg, pOTNOTE TOV YIOTPO 1) TOV QUPUAKOTOLO GOG.

- H cvvtayn yo avtd 10 @appoko xopnynnke anokAeloTikd yio oag 1 yio 1o ondi cag. Aev
TPENEL VAL ODCETE TO PAPLOKO G€ AAAOVG. Mmopel Vo Tovg TPoKaAEGEL BAAPT, aKOpa Kal OTOV
Ta cupITOpATE TG acBEVELdS Tovg elvar ida pe Ta dikd Gog.

- Edv mapotnpnoete kKanowo avemBOunTn eVEPYELN, EVIIUEPDOTE TOV YLOTPO 1) TOV POPUAKOTOLO
caG. Avtd oydel kot yio KaBe mhavn avemlBOUNT EVEPYELD TTOV OEV VOPEPETOL GTO TOPOV
@UALO 0dMYDV ¥priong. BAéme mapdypapo 4.

T Tepréyer 1o Tapév viro 0dNYLOV:

T eivon to Lopinavir/Ritonavir Viatris kot oo givat 1 yprion tov

T mpéner va yvopilete npwv mdpete ogig N 10 Toudi oag to Lopinavir/Ritonavir Viatris
[ va mapete o Lopinavir/Ritonavir Viatris

[MBavég avemBounteg evépyeleg

IMog va purdocoete to Lopinavir/Ritonavir Viatris

[epreydueva TG CLOKEVAGING Kol AOUTEG TAT|POPOPIES

IR ol

1. Th givar To Lopinavir/Ritonavir Viatris kot wowe gival n yprjon tov

- O y1atpog oag cvvtayoypaenoe to lopinavir/ritonavir yio va fondnocet atov €leyyo g
Aoipéng amo tov AvBpamvo 16 Avocoavendpielag (HIV). To lopinavir/ritonavir to
emtuyydvet emPpadvvovtag tnv eEATA®OT TG AOTU®ENC GTOV OPYOVIGHO GOC.

- To Lopinavir/Ritonavir Viatris dev elvar Oegpaneia yia tn Aoipwén HIV 1 to AIDS.

- To lopinavir/ritonavir ypnoionoteitol 6e Todld 2 ETOV KOl GVE, G€ EPNPOVE Kl 68 EVAAKEG
mov mpocPAndnkav amo tov HIV, tov 16 mov mpokaiei AIDS.

- To Lopinavir/Ritonavir Viatris mepiéyet 11 dpactikég ovoieg Aomvafipn kot prtovafipn. To
lopinavir/ritonavir givat €évo avTipeTpoikd eappako. Avikel o€ pio opado eoprAK®V Tov
AEYOVTOL AVOGTOAEIC TPMOTEAGDV.

- To lopinavir/ritonavir yopnyeitot yuo yp1ion 6€ uVOLAGHO He GAAD avTKAE eappaka. O
YwTp6g cag Ba cuintoet poli cog kot Bo aropociosl ol PAppoKa Eival To KAADTEPA Y10
€060G.

2. T péner va yvopilete mpuy £ogic 1 To ma1di ocog tdpete To Lopinavir/Ritonavir Viatris

Mnyv népete To Lopinavir/Ritonavir Viatris o€ nepintoon:

- arkepyiag otn AomvaBipn, ot prrovafipn 1 o€ 0mo100MTOTE GAAO OO TO GUGTATIKA CLTOV TOV
QOPUAKOL (OVOPEPOVTAL TNV TAPEYPAPO.

- 7oV €Y€TE GOPaPd TPOPANLATO LE TO GUKDTL GOC.

Mnyv népete To Lopinavir/Ritonavir Viatris pe kavéve omw6 ta mrapokdto ¢appoka:

- astemizole 1) terfenadine (ov ¥pnOILOTOIOVVTOL EVPEDG Y10l TNV OVTILETOTICT COUTTOUATOV
aAlepylog — awtd To eappaka propel va datedodv ympig wTpiky cvvrayn),

- amd otopatog (Aapfavopevn amd to otopa) midazolam, triazolam (wov ypnoiponotodviotl GtV
OVTYETMTIOT TOV AyYOoLS KauN TPofANUAT®Y VTVOVL),

- pimozide (mov ypnoyomoteitoan otn Bepaneio T oyloppévelng),

- quetiapine (mwov ypnotiponotleitor otn Oepamneio g oxloPpEveLns, TNG SUTOAKNG dloTapayng Kot
¢ peifovog katabmtikng datapayng),
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lurasidone (ypnowonoteitat yuo ) Oepameia Tng KOTAOAWYNG),

ranolazine (ypnowonoteitat yio T Oepaneio Tov TOL YPOVIOL TOVOL 6TO 6TNHBOG [oTNBAYYN]),
cisapride (Tov YpMCUOTOIEITAL Y10 TNV AVOKOVPIGT] OPIOUEVAOV CTOUAYIKAV TPoPANUAT®V),
ergotamine, dihydroergotamine, ergonovine, methylergonovine (Tov ¥pnoyLoTolovvIoL yio TV
OVTYLETMTIOT) TOVOKEPAA®V),

amiodarone, dronedarone (Tov ypnoiLonoteitarl 6t Bepaneio TOL U PLGLOAOYIKOD KOPILOKOD
podpov),

lovastatin, simvastatin (Tov ¥pMNGYLOTOIOVVTOL TN UEIWGT) TNG YOANGTEPOANG QULOTOG),
lomitapide (mov ypnoomoieitol otn pelmon T YOANGTEPOANG ALOTOC),

alfuzosin (Tov ¥PNOYOTOLEITAL GTNV AVTIHETMOTLIOT TG VIEPTAAGIOG TOV TPOCTOUTIKOD AOEVEL
(kohonOng vrepmhacio Tov TpooTaTn)),

fusidic acid (mov ypnoponoteitor yio ™ Oepaneio LoudEemV TOV SEPUATOG TOV TPOKAAOVVTOL
and Boktnpa Staphylococcus 6T®G poAlvopatiko knpio kot exipoivopévn deppatitida. Fusidic
acid mov ¥pNCIUOTOIEITAL Y10 TNV AVTILETOTICN LAKPOYPOVIOV AOIUDEEDY TV 0GTAOV KOl TV
apBpwdcewv uropei va Aappdvetor kdtw amod wrpikn eniPreyn (PAéne mapdypapo Aria
¢appoxa ko Lopinavir/Ritonavir Viatris),

colchicine (mov ypnoomoteitan otn Bepomeio TG ovpkng apBpitidag) o mepinT®ON TOL £XETE
VEQPIKA KauM nrotikd tpoPAnpata (PAETE mapdypapo Arha @appoKa Kot
Lopinavir/Ritonavir Viatris),

elbasvir/grazoprevir (ypnolonoteitar 6tn Bepaneio g ypdVIG NTOTITIONG ATd TOV 10 TNG
nrozitdag C [HCV]),

neratinib (mov ypnoylomoieitor 6t Bepaneio TOL Kapkivov ToL HaGTOD),
ombitasvir/paritaprevir/ritonavir pue 1 yopig dasabuvir (ypnoonoteiton ot Bepomeio g
xpoViog Nratitidog amd tov 10 g nratitidag C [HCV]),

avanafil 1 vardenafil (mov ypnoyomoteitar 61N Bepaneio TG GTLTIKNG dLGAELTOLPYING),
sildenafil mov ypnoonoteiton otn Bepameio TG TVELHOVIKNG AP TNPLOKNC VITEPTASNS (VYNNI
mieon aipatog oty mvevpovikn aptnpia). Sildenafil mov ypnoonoteitor otn Bepaneio tng
OTVTIKNG duoAgtTovpying pumopel va Aappdvetor kdto amd wrpkn exifieyn (BAéne
napdypapo Alra @appoka kot Lopinavir/Ritonavir Viatris),

npoidvta wov mepieyovv St John’s wort (Hypericum perforatum,).

Hapakaiodpe o10fdoTe TOV KATALOYO TOV QUPUAKOV TAPUKAT® 6TNV TAPEYPOAPO «Alra
oappoxka kou Lopinavir/Ritonavir Viatris» yio mAnpogopieg oxetikd pe Kamoto GAA0 QApLLoKa TOV
OTOLTOVV W10iTEPT] TPOCOYN.

Av el Tov TOPOVTOG TAIPVETE OTOLONTOTE OO AVTA T PAPLOKA, {NTHGTE aTd TOV YIOTPO GOG VO
Kével Tig anapaitntes oAhayég eite ot Bepaneia yia Tig dALeG KataoTdoels gite ot Oepaneio cog pe
QVTULKGL.

Ipocidomou|ceis Kar TPOPUAAEELS

AmevBuvbeite 6Tov Y10TpO 1] TOV QOPLOKOTOLO Gog TPy Tdpete to Lopinavir/Ritonavir Viatris

INpovTikég TApoQopisg

Atopa mov maipvovuv lopinavir/ritonavir uropei va cuveyicovv va ovanticcouy AOUMEELS 1)
e aoBéveteg mov oyetilovtan pe tnv voco HIV kai to AIDS. Qg gk tovToL €lvon oNUOVTIKO
VO TOPAPEVETE VIO TNV EMPAEYN TOL YIATPOV GOG Yot OGO SLACTN U TAIPVETE
lopinavir/ritonavir.

Evnpepoote tov y10tpd cog edv ogic 1| To madi oug éyere/eiyorte

Awyo@iria tomov A kot B apov to lopinavir/ritonavir propet va avéncel Tov Kivouvo
aoppayiog.

AwpiTn aeov &govv avapepbel avénuéveg TIHEG cakyap®V 0TO aipo o acbeveic Tov
Aappdvovv lopinavir/ritonavir.
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Iotopikd wpofinuatev 6to Nrap aeobd acheveis e 1GTOPIKO NIATIKNG VOGOV,
ocvpmepropPovopévng xpoviog nratitidog B 1 C éxovv avénuévo kivovvo yio cofapés kot
mOoVAS BavatneOpeg NIATIKES OVETIOVUNTEG EVEPYELES.

Evnuep®cte Tov Y10Tp6 060G £Gv £0EiG 1] TO TOLOL 6UG EPPAVICETE

Navtia, gpérovg, TdOvo 6TV Kotd, SueKoAia TNV avamvon Kot cofapn puikn advvapio ota
O Kol TOVG PParyioves Yot To GUUTTOUATA AVTO UTOopEl va onpaivouy avEnpéva emimeda
YOAOKTIKOD 0EEOC.

Atya, cuyvoovpia, BoAr 6pacn 1 amdAE BApovg yroti avutd Propel va onpaivel cvEnuéva
eninedo GaKYAPOL GTO aipa.

Noavtio, gpétove, TOVo TNV KOIAA apol PeYILeG ALENGELS TV TpLyAvKepdiwv (Ann oto aipo)
&yovv BempnOel mapdyovtag KvdOvoL Yo ToyKpeaTitido (PAEYLLOVH TOV TOYKPENTOC) KO TO
GUUTTMOUOTO OVTE UTOPEL VO VTOSNADVOLV TIV KATAGTOCT) QUTH.

e pepkovng acteveic pe mpoywpnuévn Aoipwén HIV kot pe 16topikd gukaiplok®v AoUmdEE®VY,
pmopel va cupfoldv onuein Kot GUUTTOUATO GAEYLLOVIG OO TPOTYOVUEVEG AOIUDEELS AUECMG
petd v évapén g HIV Bepanciog. [Tioteveton 6T1 o supntdpate ovtd opeilovtar o€ pio
Belticomn TG avOGOAOYIKNG OVTATOKPIGNG TOV GMUATOS, SIVOVTOG TNV IKAVOTNTO GTOV
0pYaVIGUO VA KATATOAELA TIG AOUMEELS TOV pmopel va vITdpyovY YWPIg ELPOVI] GUUTTOLATA.
Emnpdcbeta TV gukaiplok®v AOU®EEDY, aVTOAVOoESG dlatapayEs (Lo KOTAGTOGT TOL
eppavifetor 6Tav T0 AVOGOTOINTIKO GUGTNLA ETLTIBETOL OE VYIEIC 16TOVG) Unopel emiong va
TPOKLYOLV PETE TNV Evopén Ayng eapudakov yia ) Bepaneio g HIV Aoipwéng. Avtodvooeg
SloTapayEc PTOpEl Vo EPEOVIGTOUV TOAAOVG UveS PeTd TV évapén g Oepaneioc. Eqv
TOPOTNPNCETE CUUTTOUOTA AOTUOENG 1] GAAD GUUTTOUATO OTMG PLIKN advvapic, ONA.
aduvapio Tov epnEavifETOL GTO XEPLO KOL TOL TOSLO KO EXLEKTEIVETAL TTPOG TOV KOPLO TOL
COUOTOG, aicON I TOAU®VY, TPOUO 1] VTEPKIVITIKOTNTO, TAPAKAAEIGHE VO EVILEPDGETE AUECWOG
TOV YoTpd G0g Yo TV avolnnon g omopoitntng Bepameiog.

Avekapyia g apOpwonc, evoyincsig Ko Tévovg (1d10itepa 6To YOPO, TO YOVATO KOl TOV
®p0o) Kat SuoKoAia oTnV Kiviorn aeov kdmotol acBeveic mov Aapupdvouv ta eappokae avTd
pmopel va avamtHEovy pio 0o0EvELD TMV 00TMY TOV AEYETOL 0GTEOVEKPMGT (VEKPMGT TOV
00TiTN 16700 TOL TPOKOAEITOL A0 EAAELYT] AUATMOOTG TOVL 06ToV). H Sidpkeia Anyng tov
GLVOLOCHOV AVTIPETPOIKNG Bepameiag, 1 ¥pPNON KOPTIKOGTEPOEIIMV, 1| KATOVIAMGT GAKOOA, 1|
cofopn avocokaTasTOAN (LEi®oN TG dPASTNPIOTNTOG TOV (VOGOTOLTIKOD GUGTHIOTOG), O
VYNAOTEPOG OeikTNg LALOG CAOUNTOG UTOPEL VAL EIVOL OPIGUEVOL OTO TOVG TOAAOVG TOPAYOVTEG
KWWOOVOL Y10, TNV EUEAVICT) TG VOGOV.

Mvik6 movo, svaichnocia 1 advvapia, €101KA GE GLVOVAGUO LE TO PAPLOKA OVTEH. XE CTAVIES
TEPMTMOGELG 01 PVTKEG dtatapoyEg avTég vanpéav coPapés.

ZaAn, ehappL TOVOKEPOAO, aicOnua AmoBopioag 1| un eLGLOA0YIKO Kapdiako puBud. To
lopinavir/ritonavir umopei va TPoKaAEGEL CALNYES GTOV KapIlaKd Gag puOUd Kot oty
NAEKTPIKN OpacTNPLOTNTA TG KOPOLAS GOG. AVTEG Ol AAAAYEG UTOPEL VO POVODV GE Eval
niektpokapdroypdonuo (HKT).

Alro oappoxa ko Lopinavir/Ritonavir Viatris

Evnuep@ote Tov Y10TpO 1| TOV QUPRAKOTOL0 GOS EAV EGEIS 1] TO TULOL 60 TAIPVETE, EYETE
TPOGOATH TAPEL 1] PTOPEL VO TAPETE AALA PAPRAK:

avtirotikd (w.y. rifabutin, rifampicin, clarithromycin),

avTIKapKvikd edppaxa (.. abemaciclib, afatinib, apalutamide, ceritinib, encorafenib,
ibrutinib, venetoclax, o1 TEpIGGATEPOL AVOGTOAEIG TVPOCIVIKNG KIvAong, 6mmg ta dasatinib kot
nilotinib, eniong Ta vincristine kot vinblastine),

avtimnktikd (m.y. dabigatran etexilate, edoxaban, rivaroxaban, vorapaxar kot warfarin),
avtikoTobMntikd (m.y. trazodone, bupropion),

AVTIEMANTTIKA Qappakoa (T.y. carbamazepine, phenytoin, phenobarbital, lamotrigine kot
valproate),

avTpknTootka (.. ketoconazole, itraconazole, voriconazole),
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@appaka yuo Tnv ovpikt| opBpitida (m.y. colchicine). Agv mpénel va maipvete to

Lopinavir/Ritonavir Viatris e colchicine, v £yete TpoPAnLaTo 0TO VEPPE KAUT GTO GUKMOTL

(BAéme emiong mapandve «Mnv wapete To Lopinavir/Ritonavir Viatrisy,

avtipupatikd eappaxa (bedaquiline, delaminid),

OVTUKG PAPLLOKE TTOV (PTCILOTO0VVTAL Yio. TNV Bepameia tng xpoviag AoipmEng omd Tov 10 g

nratitdog C (HCV) og evihikeg (1., glecaprevir/pibrentasvir kot

sofosbuvir/velpatasvir/voxilaprevir),

Qappaka yuo TN otutikn ducAettovpyia (w.y. sildenafil kon tadalafil),

fusidic acid Tov ¥PNOYOTOLEITAL Y10 TV AVTIUETOMTICT LOKPOYPOVIOV AOIUDEEDY TOV 0GTOV

Kol TOV apBpdoemV (TT.Y. 0GTEOUVEMTION),

KOPOLOAOYIKA APLLOKO TOV GUUTEPIAAUPEVOLV:

- digoxin,

- aVTOy®VIeTES dOlAwv acPeotiov (m.y. felodipine, nifedipine, nicardipine),

- QAPLOKA TTOV XPNOLLOTOLOVVTAL Y10, TN 010pHwom Tov Kapdiakov pvOuov (m.y. bepridil,
ovotnpartikn lidocaine, quinidine),

HIV CCRS5-avtoyoviotés (m.y. maraviroc),

HIV-1 avactoAéog wvieykpdong (m.y. raltegravir),

QappaKa Tov ypnotponotovviat yia tn Oepaneia Tov youniov apBuov aponeTormy (T.y.

fostamatinib),

AePfoBupo&ivn (yopnyeitar yio TNV avtipetdnion tpofAnpdtov Tov Bupeoedoic),

QOPLLOKE TTOV HELOVOLV TN XoANGTEPOAN aipatog (T.y. atorvastatin, lovastatin, rosuvastatin 1

simvastatin),

QAapLOKa TTOV XpNoLLoTotovVTaL Yl T Ogpameio Tov AcOOTOG Kot GAA®VY TPpoPANpdT@Y Tov

oyetilovtal pe ToVg TVEDOVESG OTTMG 1) YPOVIO, ATOPPOKTIKN TvELOVOTadEL (.. salmeterol)

(QAPLLOKO TTOV XPTCLUOTOOVVTOL Yl TN Ogpamein TG TVEVOVIKNG CPTNPLOKTG VITEPTAGTS

(vymAn migom aipatog otV TVELHOVIKY apTnpia) (7). bosentan, riociguat, sildenafil, tadalafil),

@apuoka Tov ennpedovv 10 avocomomTikd cuatnua (.. cyclosporin, sirolimus (rapamycin),

tacrolimus),

(PAPLOKA TTOV YPTCLLOTOLOVVTOL Y1a T1) O10KOTY TOV KOmviopatog (1., bupropion),

QOPLLOKE Y10, TV OVTILETOMIOT TOL TOVoL (7. fentanyl),

Qappaka ovaroya tng popeivng (w.y. methadone),

L1 VOUKAEOGIOIKOVG aVaGTOAEIS TG avacTpong petaypapdong (NNRTIs) (n.y. efavirenz,

nevirapine),

OO GTOWOTOG OVTIGCVAANTTIKG 1] XP1OT] EVOG GVTOKOAANTOV OVTIGVAANTTIKOV TPOG OTOPUYN

gyKopoovvng (PAEme TapOoKAT® TNV TOPAYPOPO UE TITAO AVIICVAAMTTTIKG),

avaoToAElS TpoTeacoV (m.y. fosamprenavir, indinavir, ritonavir, saquinavir, tipranavir),

VvoTikd (m.y. midazolam wov yopnyeiton pe éveon),

otepoedn (m.y. budesonide, dexamethasone, fluticasone propionate, ethinyl oestradiol,

triamcinolone);

Awpacte TOV KATALOYO TOV QUPUAKOV TOPUTAVO 6TV TOPAYPaPo «Mnv TdpeTe TO
lopinavir/ritonavir Viatris pe kavéva amé Ta ak6rLovda @appaxa» yio TANPoQopies oYETIKA LE
@AapLOKa TOV deV TPETEL VA TapVETE e TO lopinavir/ritonavir.

[apaxoarovpe evLEPDOTE TOV YIATPO GOG 1] TOV POPLOKOTOL0 GOG GV €GEIG 1] TO TAdi 60 TAIPVETE,
€xete TPOGPATO, TAPEL 1] UTOPEL VAL TAPETE AALD QPAPLOKO GOUTEPTAOUPBAVOUEVOV TOV PAPUAKDV TOV
UTOpElTE VO 0yOpAGETE YWPIG LATPIKT] GUVTAYT.

®appaxa yio T oTVTIKN dvcrertovpyia (avanafil, vardenafil, sildenafil, tadalafil)

Mnyv wapete To Lopinavir/Ritonavir edv Aappavete cuyypovog avanafil | vardenafil.

Agv mpénel va tapete 1o lopinavir/ritonavir pe sildenafil mov ypnoylomoteitan ot Bepaneio g
TVEVLLOVIKTG OPTNPLOKTG VITEPTACTS (VYNAN Tieo aiplatog 6TV mvevpoviky optnpian) (PAére
eniong mapandve tapdypapo Mnv tdpete To Lopinavir/Ritonavir Viatris).

Xe nepintwon mov naipvete sildenafil | tadalafil ko lopinavir/ritonavir tovtdypova, pmopet va
KWVOUVEVETE a0 AVETOVUNTEG EVEPYEIEG OTMC YOUNAT OPTNPLOKT TTiEON, amdAElD acOncE®Y,
HETAPOAEG TNG OPAIOTG KOl OLEPKELD GTVGNG HEYAADTEPT] TOV 4 WPOV. AV 1) SAPKELD TNG GTVOTG
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elvar peyarvtepn omd 4 mpeg, Oa mpénel va AdPete emerydovimg wTpikn fondela Tpog amopuyn
poviung PAaPng oto méog oag. O yiotpds oag umopel va oag ENYNGEL AVTE TO GUUTTOLOTA.

AVTIGUAM|TTIKG

- g MePINTOOT OV XPNOLUOTOIEITE £Vl O GTOUATOG AVTIGVAANTTIKO 1 £Va VTOKOAANTO
OVTIGVAANTITIKO Y10 TNV OTOQVYT| EYKVUOGVVNG, B0 TPEMEL VOl Yp1GIHoTOoLEiTE Kot Eva TpOGOETO
N dPopeTkd €160¢ AVTIGOAANYNG (T.). TPOPLAAKTIKO) dedopévov 0Tt To lopinavir/ritonavir
UTOPEL VO EAATTAOGEL TNV OTOTEAECUATIKOTNTO TOV 0O GTOUATOG KOl GE LOPPT] AVTOKOAANTOV
OVTIGVAANTITIKOV.

Kinon kot Oniaocpog

- Evnuepoote apéomg tov yotpo cog v oyeddlete va amoktnoete maidi, £l6T€ £YKVOG,
vopilete 6T pmopel va giote £ykvog 1 edv Onralete.

- Edav Onialete N edv okénteote va Onidoete, Bo mpémel va 10 GLINTHGETE L€ TOV Y10TPO GOG TO
GUVTOUOTEPO SLVOTOV.

- O Onroopdg dev cvviotdtar o€ yovaikeg mov {ovv pe tov 10 HIV, kabng 1 Aolpwén and tov 16
HIV pmopel va petadobei 6to Bpépog HEc TOv UNTPIKoD YAAOKTOG.

Odnynon ko YEPLOROS PNYAVRATOV

To lopinavir/ritonavir dgv €xet eheyyBel e101Kd 0G TPOg TIG TOAVEG EMOPAGELS TOV GTNV IKOVOTNTA
001 YNGNG N XEWPLGHOD unyoavnudtov. Mnv odnyeite avtokivnto 1 yewpileote pnyoaviuoTo eav
eppavicete omoladnmote avemBountn evépyela (.. vavtio) Tov exnpedlel Ty KavoTnTd GOG Vol To
Kavete pe ao@ALELD. AVT’ 0LTOV, ETIKOIVOVIOTE LLE TOV YIATPO COG.

To Lopinavir/Ritonavir Viatris mepi1&yel vatpio

To @dppaxo avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd diokio, ivar avTd TOL
ovopdlovpe «erevBepo vatpiovy.

3. og va wapete 1o Lopinavir/Ritonavir Viatris

Eivar onuavtikd ta diokio Lopinavir/Ritonavir Viatris va Katamivovtol oAOKANPa Kot VoL U
pocovtal, vo ortdve 1 va Opoppatifovral. Acbeveig mov £xovv Suokorio 6TV KATATOGT TV
dwokiov, Oa mpénel va EAéyEovy yio T S1fEGIUOTNTA KATAAANAOTEP®Y GKEVAGUATOV.

[Tavtote va TaipveTe TO QAPLOKO AVTO CLGTNPA COUPOVA LE TIG 0dNYiEG TOV YioTpoL oag. Edv éxete
apPPOAES GYETIKA PE TOV TPOTO AYNG TOL PAPUAKOV GOG POTHOTE TOV YIALTPO 1] TOV POPLOKOTOLO
oG,

IMéco Lopinavir/Ritonavir Viatris 0o tpénel va maipve kot ToTE;
Xpnon o€ evijhikeg

- H ovving 660m yo Tovg eviikeg glvar 400 mg/100 mg 600 popég TNV nuépa dnradn kabe 12
MPES, G€ GLVOVOAGHO pe dAla pappaka Katd tov HIV. Evijlikor acBeveic mov dev €xovv mépet
670 TopeABOV dAla eappaka katd tov HIV umopodv eniong va mépouvv ta diokia
lopinavir/ritonavir pio eopd nuepncing pe d6on 800 mg/200 mg. O yiatpdg cag o cag
GLUPOVAEDGEL GYETIKG [LE TOV aplBUd TV dloKimv Tov Tpémel va mdpete. Evijlikotl acBeveic mov
€YOVV TTAPEL GTO TAPEADOV AVTIPETPOTKA PAPLOKE UTOPOVV VO TAPOVV Ta. d1oKial
lopinavir/ritonavir pia eopd npepncing e d6on 800 mg/200 mg dv 0 Y1TpdS TOVG ATOPAGIGEL
OTL AVTO E1vOL KOTAAANAO.

- To lopinavir/ritonavir dev wpénel va AapPdvetor pia opd nuepnoing pe efavirenz, nevirapine,
carbamazepine, phenobarbital kot phenytoin.
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- Ta dwokia lopinavir/ritonavir propovv vo Aapfdvovtal Le 1 yopig Tpoen.

Xpijon o€ TooLd 2 ETAOV KA1 v

- INo ta taudid, o yratpds cog Bo amopacicst Towa givol 1 6ot doom (aptBpdg diokiov) e
Béon o vyog kat to Bapog Tov TEd10V.

- Ta diokia lopinavir/ritonavir uropovv vo Aapfdavovtal Le 1 yopig Tpoen.

To lopinavir/ritonavir diatifeton exiong 6 LOPPT EXKOAVUPEVOV PE AETTO DUEVIO SIOKIOV TOV

200 mg/50 mg. Kdmoleg GALEG LOPPEG ALTOV TOV PAPUAKOL UTOPEL Vo Elval TO KOTAAANAES Yo

nodud. Potiote tov y10tpo 1 TOV QapHoKoTold 6o,

Eav gogig 1] 10 moudi cag wapete peyarvTepn 06on Lopinavir/Ritonavir Viatris amw6 tnv kavovuki

- Av dwmotdoete 0TL £xete TAPEL TEPIGGHTEPO lopinavir/ritonavir an' 6co Enpeme,
EMKOWMVNGTE AUEGMG UE TOV YIUTPO GOC.

- Av dgv UTOPEITE VO EMKOIVMVIGETE LE TOV YIOTPO GOG, TNYAIVETE GTO VOGOKOUETD.

Eav gogig 1] T0 mondi cag Egydoete vo wapete To Lopinavir/Ritonavir Viatris

Ecv maipverte to lopinavir/ritonavir 6do popéc tny nuépo

- Edv dwamotdoete 0T tapareiyote pio 001 £vIOG 6 @OV amd TNV KAVOVIKT OGP AYnG
NG 060MC GOG, TAPTE TN 0OCT TOL TOPAAEIYATE TO GLVTOUOTEPO dUVATOV, KOl UETA
oLVEYKIOTE e TNV KAVOVIKT 60G 00GT GTNV KOVOVIKT TNG dpa, OTMs 6og el odeiEel o
Yitpdg Gag.

- Edv dwamotdoete 6T mapaieiyate pio S00M Yo TEPIGGOTEPO OO 6 MPEG LETE TNV
KOVOVIKT] ®pa AYNG tng 006M¢ 560G, Unv Tapete tn 6001 mov topaieiyate. [Tapte v
emopevn 866N G GuVIHB®G. MV TTapeTe SUTA SG0T Y10 VO, OVATANPOGETE TN dOGT TOV
Eexaoore.

Ecv raipverte to lopinavir/ritonavir uio. popd. thy nuépo

- Edv dwamotdoete 6T tapareiyote pio 6001 £viog 12 opdv omd TNV KOVOVIKH ®po.
AYNMG NG 0060NG GaG, TAPTE T HOCT TOV TOPUAEIWYATE TO GUVTOUOTEPO SLUVATOV, KOl
HeTd cuveyioTe e TNV KAVOVIKN 6ag 00GT OTNV KOVOVIKT TNG dpa, 0TS GG EXEL
VTOJEIEEL O Y1UTPOG GOC.

- Edv dwamotdoete 0T mapareiyote pio d0om yio meptocotepo and 12 dpec petd v
KOVOVIKT] ®pa ANYNG tng 006MG 560G, Unv Tapete T 6001 mov ntopaieiyate. [Tapte v
emopevn 06omM ®g cuviBwe. Mnv Tdpete SUTAN dOON Yo VO AVATATPOGETE TN OOCT| TOV
Eexaoore.

Edv gogic 1] To mo1di ocog stapaticere vo naipvete To Lopinavir/Ritonavir Viatris

- Mn Swaoyete | unv aAAGEeTe TV nuepnota d6om tov lopinavir/ritonavir xwpic va
ovppovievdeite TPONYOLUEVOGS TOV YIOTPO GOC.

- To lopinavir/ritonavir Oa mpénetl mdvtote va AapPdvetar 600 popés kdbe pépa yia va cog fonda
otov €leyyo g Aoipwéng HIV, ave&aptnta amd 10 1660 KaAdTEPH ooBiveoTe.

- H My tov lopinavir/ritonavir copeava pe Tig 0dnyieg 0o npénel va cog eEacparilel tnv
KOADTEPT) SUVATOTNTO Y10 VO KOBLGTEPNGEL 1) OVATTLEN AVTOYNG OTO PAPLLOKO.

- Av kamowo avemBountn evépyela oag epmodilel va maipvete 1o lopinavir/ritonavir cop@vo. pe
T1G 00MYiEg, EVNUEPDOTE AUEGMS TOV YITPO GOG.

- "Eyete mavta apkem dtbéoiun tocotnTo TOV lopinavir/ritonavir ®cte va unv cog Asiyel. Otav
ta&devete N yperaletal va Tapapeivete o vosokopeio, feforwbeite 6T £yete apretn TocoHTNTA
lopinavir/ritonavir Tov enapkel péxpt va mpoundevteite véa TooOHTNTA TOL PAPUAKOL.
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- Yuveylote va TaipveTE TO QAPLOKO ALTO £0G OTOV AAPETE SLPOPETIKES 0dMYieg amd TOV Y10TPO
oG,

Edv éxete mepiocdtepeg EpOTNGELS GYETIKA E TN XPTOT AVTOV TOL PUPHLAKOV, POTNOTE TOV YTpd 1
TOV POPULOKOTOLO GOC.

4. MOavég avemBOuNTES EVEPYELES

Onwg 6ha o pappaka, £Tol Kot To lopinavir/ritonavir pmopei va TpoKaAEGEL avemIBOUNTEG EVEPYELES,
av kot dev Tapovstifovtal e OAOLG TOVG avOpdTovg. Mmopel va. givat SOUGKOAN 1 ShKPLoT OVAIESO
OTIG AVEMOOUNTEG EVEPYELEG TTOL TTPOKOAOVVTAL 0t TO lopinavir/ritonavir Kot EKEIveg Tov PTopel vo
exdnrmBovv e&ontiog GAADV PAPLAK®OV OV TOIPVETE TAVTOYPOVA 1] AOY® EMITAOK®V TNG AoipnmEng
amo tov HIV.

Katd ) dubpketa g Bepoameiog tov HIV evdéyetan va mpokdyel adEnon tov copatikod Bapoug
KaOdC Kot TV eninedmv TV Mmdiov kot TG YAukolng oto aipo. Avtd oyetiletal v PEPEL PE TV
OTOKOTAGTACT TNG VYElOG Kot TOL TPOTOL LMNG, EVA GTNV TEPINTMOOT TOV MTOIMV TOV OiLOTOG
OPIOUEVEC POPEC 0peileTal oTa 1010 Ta pappaka Yoo Tov HIV. O yatpdc cog Oo mpaypatonomost
eEetdoelc ya Tig petafforég avtéc.

O ax6rov0eg avemOOuNTES EVEPYELEG £Y0VV AvaPePOEL 06 acOgveic mov Ehafav avTd TO
oappaxo. Eviiuepdote apécwmg tov yratpd oag vy’ avtég i) yio omoladnmote dAAa cupntodpate. Edv n
KATOOTOOT EMUEVEL I} XEPOTEPEVEL, {NThoTE WTpIKn PonOgia.

MoAv ovyvég: umopel va ennpedoovy meptocdTepovs amd 1 otovg 10 avBpdmovg
- duappota,

- vowTio,

- AOIH®EN TOL AVAOTEPOL AVATVELGTIKOVD.

Yuyvég: umopei va emmpedcsovy £0g 1 otovg 10 avlpdmovg

- (QAEYLLOVT] TOV TALYKPEATOG,

- €LLETOG, OLOYK®OOT KOG, AAYOS GTNV KAT® KOl AVE TEPLOYT TOV GTOUAYOV, 0éPLa, SOVOTEVID,
opeln petopévn, ToAvopOUN o amd TO GTOUAYL GTOV OIGOMPAY0 GaG 1 0ol UTOpEL va
TPOKAAEGEL TOVO,

- Evnuep®oTte Tov YioTpo 060G €4V ePpavicete vavTia, EUETO 1 TOVO GTNV KOWALA 0pov Ta
GUUTTMOUOTO CVTE UTOPEL VO LTOONADVOLV TAYKPENTITION (PAEYLOVT] TOV TOYKPENTOG).

- oildnua | AEYHOVI TOV GTOUAYOV, TOV EVIEPOV KL TOV TOYEOG EVIEPOU,

- avénuéva emineda YoANGTEPOANG GTO aipa Goc, avénpéva enineda Tprylvukepdiov (Lopen
Almovg) 610 aipa cag, VYNAN apTnpPLoKn Ttieon,

- LELOUEVT] IKOVOTITO, TOV OPYOVIGHOD VO OVTILETMTIGEL TO GAKYOPO TOV GUUTEPILOUPAVEL
caKyopmon dapnn, andisia fapovg,

- YOUNAOG aplOudg epuBpoKkLTTAPOV, YOUNAOS APOIOG AEVKOKVTTUP®Y T OO YPNCILELOVY
OTNV OVTIHETOTIOT AOUDEEWDV,

- e&avOnpa, éklepo, GLGGMOPEVOT GUNYLLOTOG G MTTaPd dEPLL,

- CaAn, dyyoc, duckoAia otov HIvo,

- aicOnpo kéTOoNg, AmTMAELD SOVOUNG 1] EVEPYELOG, KEQAAXLYIO LLE MUIKPOVia,

- OLUOPPOTdES,

- QAEYLLOVT] TOV NTATOG Ue avEnpéva nratikd Eviovpa,

- oAlepykn avTidpaon pe eEvOnUa Kot GAEYHOV] GTO GTOLA,

- AOIH®EN TOL KOTOTEPOL AVATVEVGTIKOV,

- SOYK®OOoN AEPUPASEVOV,

- 6€E0VOAIKT OVIKAVOTNTA, U1 QLUGIOAOYIKE VENUEVT] 1] TOPATETAUEVT) EUUNVOG pOOT 1 EAAEYT
gupvVoL pOGEMG,

- STOPAYES TOV LAV 0TS 0dVuVaLio Kol 6TOoUOl, TOVOG OTIG apOpDGELS, GTOVE PVES KL TNV
AT,

- KOTAGTPOPT] TMV VELPMOV TOV TEPLPEPIKOV VELPLKOD GLUGTIULATOC,
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- VUKTEPIVOL OPDTES, KVNGUOG, eEAvON L e endpuaTo TOL dEPUATOG, AoiHmEN Tov dEPHOTOC,
QAEYLOVT OEPUATOG T} TV TPLYOPOP®V BVAAK®OV, GLGGHOPELGT VYPOV GTO KHTTOPO. 1] GTOVG
1GTOVG,.

Oy ovyvég: pumopet va ennpedoovv £og 1 otovg 100 avBpodmovg

- L1 GLGLOAOYIKA OVELPU,

- ammAeln N petafoin g aicnong g yevong,

- OTOAELN LOAALDV,

- pia dwtapayn oto niektpokapdoypaenue (HKI) mov ovopdletor kKoAmokothakodg
OTOKAEIGHOG,

- dpovpyic TAOK®V OTIC APTNPIEG GOG 0L OTOIEG UTOPEL VAL 00N YNGOLV GE EUOPOAYLA T
EYKEPOUAIKO,

- QAEYLLOVT] TOV OLLOPOP®V YYEI®MV Kol TOV TPLYOEDV,

- QAEYHOVT YOANBOYOL TOPOL,

- un eeyyxopevn kivnon Tov cOUATOG,

- dvokomoTnTa,

- QAeYpHOVT] TV PAEPDOV oyeTlOpeVT pe Opoufo aipatog,

- Enpootopia,

- AVIKOVOTNTO EAEYYOV TOV EVTIEPOV,

- (QAEYLLOVT] TOV TPMTOV TUNLOTOG TOV AETTOV EVIEPOL OUECMG LETE TO GTOUAYL, TANYN 1 £AKOG
TOV TENTIKOV GUOTHLOTOG, OLoppayic amd To £vTepo 1 o 0pbo,

- gpuBpd KOTTOPO GTA OVPQL,

- KITpivicpa Tov $EPHOTOC 1) TV HaTidv (IkTtepog)

- amobéoelg Almovg 6To YIop, SIOYKMGT NTUTOG,

- OTMOAELN AEITOVPYIOG TV OPYEMV,

- ava{OTOPOGCT] TOV GCUUTTOUATOV TOV GXETICOVTOL PE Un EVEPYN AOIU®EN OTO GOWO GOG
(avocoroyiknovocHeTACT),

- onénpévn 6pedn,

- U euotoAoyKd avénuéva enineda yorepvOpivng (Lo ovcia wov TopdyeTol amd TN S10cTOoN
TOV £PVOPOKLTTAPWYV) GTO AL,

- pelmpévn oe&ovolikn entbopia,

- QAEYHLOVY] TOV VEQPAOV,

- VEKP®OOT] 0GTOV TPOKOAOVUEVN OO LT ETOPKT GLULATMGCT TNV TEPLOYN,

- GTOUOTIKG EAKT], PAEYLLOVI] TOV GTOUAYOV KOl TOV EVIEPOL,

- VEQPIKY| OVETAPKELDL,

- SlIOTOCT PVTKAOV VOV G ATOTELEGHA EKAVGTG TOV GLGTATIKOD (LLOGPALPIVY) TOV HUTKOV
WAV GTNV OULATIKT PO,

- €vog NY0G 0To £val 1) Kot 6T 600 avTid Tov potdlet pe fountd, KovdovVIGUO 1) GEUPTYLLN

- TPOUOG,

- L1 LGLOAOYIKY] GUYKALON piog ek TV BaAfidmv (Tprylayva BoiBida otnv kapdid cog)

- iAyyog (aicOnon otpofiiiopon),

- 0PBoOALIKES SlaTapayEs, LT PLGLOAOYIKT OpacT,

- avénomn tov Bapovg.

Travieg: pmopet va emnpedoovy £o¢ 1 otovg 1.000 avBpdmovg
- cofopa i emkivovva yio tn {on e&ovinuato dEpuatog Kot pAvKTaveS (cUVOpopo Stevens-
Johnson ka1 TOAOHOPPO £pVOMLL).

Mn yvooeTtéc: dev pmopovv va ektiunfodv pe Pdon ta dwwbéoipa dedopéva
- TETPEC GTA VEPPQ.

Edv kamolo avemBountn evépyeila yivel coPopn 1 av Tapatnpioete Koo ovemBOpnTn EVEPYELD TOV

OEV OVOPEPETAL GTO TOPOV PUALO 0ONYIDV, TOPOKAAEIGOHE VO EVIUEPDCETE TOV Y1ATPO GAG 1] TOV
(QUPLLUKOTOL GO,
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Ava@opd avemOuunTOV EVEPYELOV

Edv mopoatnpnoete Kamolo avemBOountn EVEPYELD, EVIILEPMGTE TOV YIOTPO 1) TOV QUPLOKOTOLO GOG.
AvT0 1oVt Ko Yo kéBe mhavr avemBounTn evépyela mov dev avapEPETALl 6TO TAPOV PUAAO 0ONyLDV
¥pnong. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeiog, LéEcw Tov eBvikon
GULGTILLOTOG OVAPOPAG TOL ovaypapeTor oto [apdpmua V*. Méow ¢ avagopds averidountov
gVEPYEL®V Umopeite va fondncete 6T GLAALOYN TEPLGGOTEPMV TANPOPOPUDY GYETIKA LE TNV ACPAAELN
TOV TAPOVTOG POPUAKO.

5. ag va purdocete To Lopinavir/Ritonavir Viatris

To pdppaxo avtd Tpémet vo QUAACGETAL GE PUEPT TOL deV TO PAETOVV Kol dev TO POAVOLV Ta TOSLA.

Agv vrdpyovv e1dtkég 0dnyieg dtatpnong Yol To TPoidv ovTo.

Na pn xpnoonoteite 0vtd T0 PAPUOKO LETA TNV Nuepounvio ANENG TOL AVOPEPETAL GTO KOLTI LETA

) onpavon ‘AHEH/ EXP’. H nuepounvia AMEng sivar n tedevtaio nuépa Tov unive Tov avopEpeTal

eKel.

IMo Thaotikovg Tepiékteg, ypnoiponoleite evtog 120 nuepmv omd T0 TPMOTO AVOLYLLA.

Mnyv metdte appoKa 6To vepd TG Amoy£TELONG 1| 6T OKlakd anoppippata. Potiote tov

(OPLLOKOTOLO GOG Y10 TO TMG VO ATTOPPITTETE TO PAPLLOKO TOV OEV YPTCULOTOLEITE Tl AVTA Tl HETPAL

Ba Bondnoovv oty tpoctacio tov TePPaAiovtog.

6. Ilepreyopeva T cvokevaciog Kol AouTEg TANpoPopieg

Ti nepréyer ro Lopinavir/Ritonavir Viatris

- Ot dpaoctikég ovoieg ivarl Aomvafipn kot prrovafipn.

- Ta dAlo cvotatikd givar copPrTdvng AaovpIkdc E6TEPAS, KOALOEWES vudpo TTupitio,
KOO0V, VATPLO GTEATLAOPOVUAPIKO, VIPOUEAAOLT], dro&eidio Titaviov (E171), pakpoyorn,
vdpo&umpomrviokvuttapivn, TdAKNS, ToAvcopPukod 80.

Ep@avion tov Lopinavir/Ritonavir Viatris kol epiegyépeva tng 6uokevooiog

Ta emxaloppéva pe Aemtd vpuévio diokio Lopinavir/Ritonavir Viatris 100 mg/25 mg givor Agvkov

YPOUOTOG, EMKOAVUUEVE e AETTO VUEVIO, WOEDT, appikvupTa SioKia e oTPoYYLAEUEVA GKpa, TO

omoia eEpovv v emonpavon « MLR4» ot pio mhevpd kot Kopio ETGNUOVOT 6TV GAAN.

Awtifevtan o€ moAlomAég cuokevacie TOmoL blister Twv 60 1 60 x 1 (2 kovtid Twv 301 30 x 1)

EMKOAVUUEVOV e AETTO VUEVIO O10KIMV, G TAACTIKEG PLAAES (TTOV TEPIEXOVLV OPVYPAVTIKO VAIKO TO

omoio dgv Ba mpémet va kartamivetor) TV 60 EMKOAVUUEVOV e AETTO VUEVIO S1oKImV.

Mmropet va unv KuKAOQOpovV OAEG 01 GUGKEVOGIES.

Karoyog Adciag Kvkhogopiac:

Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN
Iphovdia
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HMopaokevactic:

Mylan Hungary Kft

H-2900 Komarom, Mylan utca 1

Ovyyapia

IMoa omoladnmote TANPOPOPIn, GYETIKG LUE TO TUPOV PAPUUKEVTIKO TPOIOV, TAPUKAAEIGTE VAL

amgvBuvbeite otov Tomiko avtimpoécsmmo tov Katdyov g Adelag Kvkiopopiag.

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

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

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

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti
Viatris OU
Tel: + 372 6363 052

E\ada
Viatris Hellas Ltd
TnA: +30 2100 100 002

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

France
Viatris Santé
Tél: +33 437257500

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 1 23 50 599
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Lietuva
Viatris UAB
Tel: +370 5205 1288

Luxembourg/Luxemburg
Viatris

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

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

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

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

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1 416 2418

Polska
Viatris Helathcare Sp. z o0.0.
Tel: + 48 22 546 64 00

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

Roménia
BGP Products SRL
Tel: +40 372 579 000



Ireland Slovenija

Viatris Limited Viatris d.o.o.

Tel: +353 1 8711600 Tel: + 386 1 23 63 180
island Slovenska republika
Icepharma hf. Viatris Slovakia s.r.o0.
Simi: +354 540 8000 Tel: +421 2 32 199 100
Italia Suomi/Finland

Viatris Italia S.r.1. Viatris Oy

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

CPO Pharmaceuticals Limited Viatris AB

TnA: +357 22863100 Tel: + 46 (0)8 630 19 00
Latvija

Viatris SIA
Tel: + 371 676 055 80

To mapév vAro 0dNYIOV ypioNs avabempi)Onke Yo TELEVTALO QOPd oTIG

Agmntopepn TANPOPOPLAKA GTOLYXEID Y10 TO TPOIOV 0VTO Eivat S1abEcILe 6TOV SIKTVOKO TOTO TOL
Evpordikod Opyavicpod ®apudkmv: http://www.ema.europa.cu
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