@vAro ooV piong: IIAnpogopics yra Tov ypijotn

REZOLSTA 800 mg/150 mg emkaivppéva pe Aentd vpévio dioKia
dapovvaPipn/Koumciotdrn

Awpdote TPooeEKTIKG 0AOKANPO TO PVIAO 00N VIOV YPT|ONG TTPLV APYICETE VO TAIPVETE AVTO TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépm amopiec, poTNOTE TOV Y1ATPY, TOV PAPLAKOTOLO 1) TOV VOGOKOLO GOG.

- H cvvtayn yio avtd 10 approKo xopnynonke amokAEloTIKA Yio 60G. AgV TPEMEL VO SDGETE TO
@apuoKo o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete Kamolo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO 1|
TOV VOGOKOUO G0C. AVTO 16Y0eL Kot Yo KO mhovn avemBOunTn evEPYELX TOV OV UVAPEPETAL
670 TTapdV PUALO 0dNYIDV Ypiiong. BAéne mapdypago 4.

T epréyel 1o Tapov GUAAO 00N YLOV

T1 etvon to REZOLSTA kot mowa etvar ) xprjon tov

T mpénet va yvopilete npwv mapete 10 REZOLSTA
[log va tapete to REZOLSTA

[MBovég avemBOunTeg evépyeteg

[og va puidooete To REZOLSTA

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

QAP

1. T givar to REZOLSTA ko wowa givan ) ypiion tov

T eivon To REZOLSTA;

To REZOLSTA mepiéyet t1g dpaotikég ovsieg dapovvafipn Kot KOUTIGIGTAT.

H dapovvafipn avikel og pio opdoa HIV @apudkmv mov ovoudlovtal «avacsToleic TG TpmTedono»
o1 omoiot dpovv peidvovtag v tocdtnta Tov HIV 610 codpa cag e Eva modd yaunio exinedo.
AideTon e KOUmIoIoTdT, 1] 0Toio. ALEAVEL TNV TOCOTNTA TNG dapoLVAPIPNG GTO il GOG.

H 0epamneio pe REZOLSTA 0a fektidoel To avocomomTiKo 6ag 6VOTNHA (TN PUGTKN dpvuva Tov
0pYOVIGHOV G0C) Kot 00, LEIDGEL TOV KivOLVO Vo, avarTuEETe VOGOLE TOV GLVOEOVTOL UE TN AOTU®EN
and HIV aAlé to REZOLSTA dev amotelhel inon g HIV Aolpménce.

Iowa givar 1 yp1on TOL;

To REZOLSTA 800 mg/150 mg (dapovvafipn/kouniciotdtn) ypnoyLomroteitat yio tn Oepamneio
EVNATK®V Kol Tadldv pe copatikd Bapog tovddyiotov 40 yildypoppa, ot oroiot £xovv TpocPinbel
a6 HIV (BAéne [oc vo napete to REZOLSTA oto mapdv ¢pOAAO 0dnyidv ¥pMiong).

To REZOLSTA mpénet va Aappavetar oe cuvovaoud pe dira eappoka yio tov HIV. O yatpdc cog
6o cul{ntoet pali oog To10g GVVOILAGUOG PAPUAK®Y Eival 0 KOADTEPOG Y10 EGAG.

2. T ipéner va yvopilete apwy napete To REZOLSTA

Mnyv napere o REZOLSTA

- o€ mepintwon ailepyiog ot dapovvafipn, TV KOUTIGIGTATN 1) G OTOLOONTOTE AALO amd Ta
GLOTATIKA 0LTOD TOV POPLAKOL (avaPEPOVTL GTNV TOPAYPOPO 6).

- o€ mEPInTOON cofup@v NAUTIKOVY tpofinudtoyv. Potiote tov ylotpd cag v dev giote
Giyovpog yia Tn GofapOTNTA TNG NTOATIKNG 60¢ VOGOoL. Mmopel va eival amapaitntol opiopévol
emmpochetor Eleyyot.

Evnuepaoote tov yrotpd 60 Yio OA T0 QAPLLOKE TOV TOIPVETE, CUUTEPIACUPAVOUEVOV QUPUAKOY
7oV Aapfdavovtal amd To GTOLO, EICTVEOVTOL, EviovTal 1] EQapuolovTal 6To dEPLA.



Mn ovvovdlete To REZOLSTA pe kKavéva am6 10 TopoKATO QOpROKO
Edv maipvete kbmolo amd avtd, {Ntote amd Tov Y1aTpo 6og Vo 0ALAEETE GE GAAO PAPLLOKO.

Dappoxo

2KOTTOS TOV UPIAKOV

Aipovloaivy

yw N Bepomeia TG VIEPTPOPiOG TOV TPOGTATN

Auiodapovn, Perpioily, dpovedopovy,
ifoumpadivy, krvidivy, pavotalivny

v N Bepomeio GUYKEKPLUEVOV KAPIOKDV
STOPAYDOV Y. U1 PUGLOAOYIKOG KAPOLOKOG
TIAUOG

KopPoualerivy, parvofapfreain kol parvotoivy

Yo TNV TPOANYN TOV ETANTTIKOV Kpicemv

Aaoreui{oin M| teppevodivn

yio T Ogpomeio. GUUTTOUATOV OAAEPYIOG

Kolyixivy (ebv €xete veQpika/mMmaTikd
mpoPAuaTa)

v N Bepameia TG ovpikrg apbpitidag 1 Tov
01KOYEVOVC LECOYELNKOD TVPETOV

To mpoiov ovvdvaouod Aomvafipng/pirovafipns

@dpuoxko katd tov HIV

Prpoumixivy

v N Bepoameio oplopévav Aotuméemv OTmg N
QupOTioN

Aovpaoioovy, myolion, kovetiomivy M
OEPTIVOOAY

v TN Oepoameion Yo LOTPIKOV KOTOAGTAGEWDY

Alxaloeion e epyotouivyg, OTMG epyoTauivy,
O1DOPOEPYOTOUIVY], EPYOUETPIV] KOL
uebviepyovofiivy

v TN Bepomeio TV TOVOKEPAA®V TNG
nuKpaviog

2ioampion

v TN Bepomeio OPIGUEVOV GTOUAYIKDY
KOTAOTAGEWDY

Yrepuo/potoouoyopro (Hypericum perforatum)

£voL QUTIKO TPOTOV TTOL YPNOLLOTOEITON Yo TV
KaTdOMyn

Elurmoafipn/ykpalompefipn

yw n Bepomeia TG Aolpwéng and nratitido C

AoPaorativy, oiufaototivy Kol Aoprtomion

Y10 TN LEIMON TOV EMITEIDV TNG YOANGTEPOANG

Tpraodaun M| awo oroparos (Aapfovouevn and
T0 0TOUN) Hidaloldun

v va 6og PonBnoet va koyunBeite ko va
OvVOKOVQIGEL TO dryyog

2ildevapiln

ywo T Bepomeio piog KapdoKNG Kot TVEVUOVIKNAG
dTapayng, M omoio OVOUALETHL TVEVOVIKT
ApTNPLOKT VIEPTOOT). YTAPYOVV KOl GAAEG
¥PNOEIC TNG GIAdevaiAng. [Topakaieiote va
avaTpEEETe oTNV TaPAypapo «AAho GApLLOKOL
kot REZOLSTAY.

APovapiiy

v N Oepomeio. TNG GTLTIKNG SVGAEITOLPYIOG

Tixayperopn

v va. fonbnocet tn dlakonn TG GVYKOAANGNG
TV aponeToMov ot Oepaneia achevav pe
16TOPIKO KAPOIOKNG TPOSPOANG

Noloeyroln

ywo T Oepoameio TG 0PEIMOUEVNC GTA OTTLOELON
SVoKOIMOTNTOGC

Aomoletivy

yw N Bepoameio TG TPO®PNG EKCTEPUATIONG

Aoumepioovy

yw TN Bepomeio TNG VAL TIOG KoL TOV EUETOV

IIposgidomou|oelg Kan TPoPLAGEELS

AmevBuvbeite oTov Y10TpO, TOV POPLOKOTOLO 1 TOV VOGOKOUO Gag pwv whpete to REZOLSTA.

Ta dtopa wov Aaufdavovy REZOLSTA evééyetatl va cuveyicouy vo avamtdccouy AOUMEELG 1 GAAES
acBéveleg mov oyetiCovron pe T Aoipwén HIV. [pénet va dwatnpeite ToKTIKN EXKOWV@OVIO LLE TOV

Ywtpd coc.

>10 dropo mov Aappdvovv 1o REZOLSTA evdéyetor va mapovotactel deppatikd eEavinua. Oyt
ovyva 1o e&avOnua pmopet va yivel cofapd 1 duvnTikd ametintiko yio ™ {on. Hapaxorodue
EMKOLVMVNGTE UE TOV YIOTPO GOG OTOTEONTOTE ELLPaViIceTE EAVON AL




Xe acbBeveig mov maipvouv REZOLSTA kot paAteykpafipn (Yo Aoiuwén and tov 16 HIV) umopet va
gppavictovv e&avOnparta (cuvhiBmg N 1 HETPLR) e PEYAADTEPT CLYVOTNTO Amd OTL 6 0oBeVEIS TOV
TaiPVOLV 0TOL0dNTOTE Amd T VO PAPHOKA EEXDPIOTA.

To REZOLSTA éyet ypnoonombei pdvo o mepropiopévo apBud acbevav 65 etdv 1 avo. Edv
OVIKETE GE AVTN TNV NALKIOKT opdda, cu{nTioTE LE TOV Y1TPO GG EAV UTOPEITE VAL YPNCLOTOMGETE
70 REZOLSTA.

Befaiwbeite 011 eléyEarte Ta axdOlovba onpeia kol evnuepdGTE TOV Y1OTPO GOG GV KATOL0 amd ovTd

£xel epaploy”n o€ 006G,

- Evnuepmote tov yiatpd cog edv elyote mponyoduevo TPpofANeTa pe To Nrap 6oc,
copmepthapPavopévng g Aoipméng and nroatitida B 1 C. O yuutpog cag pumopet va
a&loloynoel Toco cofapn ival 1 NTATIKY Gog VOGO TPV OTOPUGIcEL €4V pumopeite v TapeTe
REZOLSTA.

- Evnuepoote tov yratpd cag edv iyote wpofinpata pe tovg veppovg cag. O yotpdg cag Ha
eEetdoel TpooekTiKA GV Ba Tpémet va cag yopnynoet Bepaneio pe REZOLSTA.

- Evnuepaote tov yrotpd cag eav Exete dwapnn. To REZOLSTA umopei va avénoet ta enineda
GOKYOPOL GTO aipa.

- Evnuepdote apéomc Tov yotpo cog eV mapoTpiGETE OTOLUINTOTE COUTTONATA AOIP®ENS
(Y10 Topadety Lol SIOYKOUEVOLG AEUPASEVES KOl TUPETO). Xe KATOLOLG 0GOEVELS LLE TPOY®PMUEVN
Aotpwén HIV kot 1ot0pikd acvuvifiotov Aoudéemv mov opeilovtar o eacbevnuévo
AVOGOTOMTIKO GOoTNUO (EvKaplakt Aoipumén), umopel vo Tpokhyovy onuein KOl GUUTTO AT
QAEYLOVIG OO TTPOTYOOUEVEG AOIUMEELS apESmG HeTA amd v évapén g HIV Oepanciog.
Bewpeiton 6TL TO, GUUTTOUATO, AVTA 0PEIAOVTOL 0TN PEATIOOT TNG OVOGOAOYIKNG OTTAVTNONG TOV
opyavicpov, fonbmvtag Tov opyavicud va KATOTOAEUE TIG AOUMEEIS TOV UTOPEL VOl
TPOVTAPYOLY YOPIg EKONAL CUUTTOUATO.

- Extog amd Tig gukoplokég AOUMEELS, avTOavocEg draTapayés (Uio KaTAoTOoT TOV
gupavifetor 6TaV TO0 AVOGOTOMTIKO GUCTN A EMTIOETAL GE VY 1GTO TOV GMUOTOC) UTOPET
EMIONG VO EPOAVIGTOVV PETE TNV Evapén Aqyng eapudxov Yo ) Oepaneio g HIV Aoipméng.
AVT0AVOGEG OLUTAPOYEG LITOPEL VO ELPAVIGTOVY TTOAAOVE UveS LETO TNV Evapén g Oepamneiog.
Edv mapotnproete omolodnmote COUTTOUATO A0TU®mENGS 1} GALD CUUTTOUOTO, OTTMOG LUIKT
advvapio, advvapio Tov apyilel ota xEplo Kot To TOSO Kot KIVEITOL EMAVO TPOG TOV KOPLUO TOV
OOUOTOC, aicOnua TaAU®VY, TPOUO 1 VIEPKIVITIKOTNTA, TOPUKIAEIGOE VO EVILEPDGETE TOV
YWTPO GOC APECHS TPOKEWEVOL VO 6ag 000&l 1| oapaitnTn aymyn.

- Evnuepdote tov yiotpd cag edv Exete apoppo@iiio. To REZOLSTA pmopet va avénoet tov
Kivduvo arpoppayiog.

- Evnuepmote tov yiatpd cog edv €lote GALEPYIKOS 6E GOVAQOVONIOLY, (TT.). XPNCYLOTO0VVTAL
v va. Oepamedcovy GUYKEKPIUEVEC AOTUDEELS).

- Evnuepdote tov yratpd cog GV TOpaTNPOETE OTOLOONTOTE PVOCKELETIKA TPOPApaTa.
Mepikoi acBeveic mov Aappdvovy cuvdvacuévn avtipeTpoikn Oepaneio pmopei vo, avortoéovv
pia acbéveln Tov 0otdV oV ovopdletal 0oTEOVEKPMOT (BGvaTOg TOV 0GTITN 1GTOV TOV
TPOKAeiTaL OO amMAELD, TOPOYNG OULOTOC 6TO 00T0). Kdtt Té€T010 €lvan mepiocdtepo mbavo pe
paxpoypovia HIV Beponeio, tepiocdtepo coPapic PAAPEC 6TO 0vOCOTOMTIKO GUGTNLAL,
VIEPPOAKO BAPOC 1} xpNOT GAKOOA 1| GAADV QOPUAK®OY TOV 0VOUALOVTOL KOPTIKOGTEPOELDT.
Inueio tng ooteovékpmong ival Suokapyio Tov apbpdoewy, dhyn Kot Tovol (1d1aitepa TV
1olov, TOV YOVATOV KOl TOL OUOV) Kot Suokoria otny kivnor. Edv napatnpnoete onotodfmote
O AVTE TO CLLTTOUATO, TUPUKAAOVE EVILEPDCTE TOV YIUTPO GOG.

Hoowd xon £pnpor
To REZOLSTA 800 mg/150 mg (dapovvafipn/kopmicrotdTn) 0ev TPEmeL va. Yp1CLULOTOLEITAL OF
Aol PE COUATIKO Papog Arydtepo amd 40 uoypoppa.

To REZOLSTA dwtifetan eniong wg diokio tov 675 mg/150 mg pe eykomn yio todid niikiog 6 etcdv
Kol ve pe copotikd Bapog tovAdytotov 25 kg kat Myotepo amd 40 kg (avatpééte 010 Eeymplotod
DvALo Oy Xpnong yia o REZOLSTA 675 mg/150 mg emkadvppéva pe Aemtd LUEVIO dioKia).



To REZOLSTA dwitifetan emiong wg diaomelpdpevo diokio tmv 600 mg/90 mg yio modid nAkiog
3 g1V Kol Qv e copatikd Papog TovAdytotov 15 kg kot Atydtepo amod 25 kg (avarpéEte oto
Eexoprotd GOHALO Odnyiwv Xpnong v to REZOLSTA 600 mg/90 mg dwuoneipoueva diokia).

Alro pappoxa ko REZOLSTA
Evnuepoote tov yratpd 1 Tov goprokomold cag v maipveTe 1) £XeTe TPOGPATO TAPEL AALA PAPLLOKAL.

Yrdpyovv Kamowa @dppoka mov dgv mpémel va. 1a. suvovdoere e 1o REZOLSTA. Avtd ta ¢dppoko
avaPEPOVTOL TAPOTAVE LE ToV Titho «IMn cvvdvdlete To REZOLSTA pe kavéva ané to
TOUPOKATO QAPRAKA:

To REZOLSTA d¢gv mpémet va ypnotponoleitol pe GAL0 avTi-ukd @ApLOKO TOV TEPIEXEL EVIGYVTIKO
TapAyovTa NG OpAong 1 GAAO OVTI-UKO OV AULTEL EVIGYLOT TNG OPAONC. 1€ OPIGUEVEG TEPITTMGELS
umopei va ypelaotel va tporomombei n 6ocoroyio AAA@V eoppakov. ['a to Adyo avtd Tavta
EVILEPDOVETE TOV Y1OTPO GOG 6V maipvete dAla pdppoxa Kotd Tov HIV kot akoAovdnote mpocektikd
T1G 00N YIEG TOL YTPOL GOG AVAPOPIKA LE TO TOL0 PAPLLOK LITOPOVY VO GLVOVAGTOVV.

O emdpdoeic too REZOLSTA pmopei va peiwBotv edv Aappdavete kdmoto omd to axdAovbo
npoiovta. Evnuepdote tov yatpd oag edv AopPavere:

- Boaoevravy (v tn Bepaneio g kapdromadeiog)

- Aeopeboalovn (evéoun) (KOPTIKOGTEPOEIGES)

- Egpofipéviy, etpofipivy, vefipamivy (yio 1 Bepaneia e Aoipwéng amod HIV)

- Piparnevtivy, pipoumovtivy (Yot Oepomeio Tov Paktnplokdy AOUmEEmV).

O emdpdoeic dAA®V eapudkov propel va ennpeactovy dv Aapupdvete REZOLSTA kot o yotpog
cog pmopel va BeANcel va KAveTe KAmoleg emmAEoV eEgTdoel aipatog. Evnuepmote tov yiatpd cog
€av Aappadverte:

- Aulodumivy, kopPevtidodn, diltialéun, dioomvpauion, pelodimive, plexaivion, Aidokaivy,
UETOTPOAOAN, ueliletiv, Vikopdimive, VIQEOITIVY, TPOTOPAIVOVY, TOAOAY, Pepamouiln (Yo, TNV
kapdlomadeia) kabhg 1 OepamevTtiKn exidpacn 1 0l AVETIBVUNTEG EVEPYEIEG AVTMV TOV
Qopuakmv uropei va avénbovv.

- Amiéaumavn, dofryorpovy etelidixn, edoaumavn, piopoloumivy, foppapivy, klomdoypéln (Yo
T peioon g TéENG Tov aipatog) Kabwg n OepamevtiKy Tovg enidpacm 1 ot avemfOUNTES
gvépyeleg umopei va LeTaAntovv.

- Kiovalemoun (yuo tnv TIpodANym TOV EMANTTIKOV KPIGE®V).

- Oppovikd avticoldnmrikd pe Baon ta owotpoyodva kot Bepameia oppovikng vrokatdotaonc. To
REZOLSTA umopei va, LEIOGEL TNV 0OTEAECUATIKOTNTA TOVG. OtV ¥pNGILOTOI00VTOL MG
UEB0S0C AVTIGLAANYNG, GUVIGTATOL 1] YPNOT EVOAAUKTIKGOV UeBOS®V U1 OPUOVIKTG
AVTIGOAANYTG.

- AiBvoloiotpacioin/opooripevovy. To REZOLSTA pmopel va avéncet tov Kivouvo epedviong
aLENUEVOV EMTEOWDV KOALOL AOY® TNG dPOCTIPEVOVIG.

- AropPoactativy, provfactotivy, mrofoctotivy, mpofactativy, pocovfoctotivy (Yo T pelmon
TOV EMTES®V TNG YoANoTEPOANC). O Kivduvog puikng PAAPNG pmopel va etvar avénpévog. O
ywTpds cog Oa aE0AOYNGEL TO10 GYNUN HEIDMONG TOV EMTESMV TNG XOANGTEPOANG Elvarl
KATOAANAO Y10 T S1KT) GO GUYKEKPLUEVT] KOTAGTAGCT).

- Kvrloaropivy, efepoliong, toxpolipovg, aipoiiuong (Yo TNV KATAGTOAT TOV 0VOGOTOUTIKOD
060G CLOTHLOTOC) KOOMG 1) OepamenTiKn EMIOPAOT) 1} OL AVETIOVUNTEG EVEPYELEC OLTAOV TMV
Qopuakev uropei va avénbovv.

- Koptixoatepoeion, aoumepilopfovouévns g pnrousfalovyg, g fovdsooviong, e
plovtikalovng, e uoustalovngs, e Tpedvi{ovie kot ¢ piauctvolovie. To eapuaxo avtd
YPTOLLOTOLOVVTOL Vi TN Ogpomeio aAlepYLDV, GAGOUATOG, PAEYLOVOIDY VOGHOY TOV EVTEPOV,
OAEYLOVOODV KATAGTAGEMV TOV OEPUATOG, TOV LOTIOV, TOV apOpDoE®MV Kl TOV LGV, KAOMG
Kol GAADV QAEYLOVOODY KOTAGTAGE®V. AVTA Ta pApLoka Aappdvoviol cuvibmg amd
oTOMATOG, EIOTTVEOVTOL, Eviovtal 1} epapudlovtal oto dépua. Edv dev eivar duvarh n ypnon
EVOALOKTIK®V TopoyOvTev, 0o Tpénel va ypnoiomonfovy Hovo Katdmy ptkng a&toAdynong
K01 VO GTEVT] TAPAKOAOVON G amd TOV Y10TPO GOG Yo, AVETOOUNTEG EVEPYEIEG OO TAL
KOPTIKOGTEPOELDN.



- Bovrpevoppivy/votoovn, uebadovy (pappoxa yio tn Oepameio e e€dpmong amd ta omloeld)

- 2oduetepoin (phppoxo yia ) Bepaneio Tov dobuatog)

- Apreuebepn/Lovuepavipivy (GUVOLOGHOG PUPLAK®V Y10, TN Bepameio TnG EAoVOsiag)

- Aoooniviumy, ipivotexavy, vilouviuny, frvfraotivy, fivepiotivy (eapuoka, yio T Oepoameio Tov
KapKivov)

- Heppevalivy, piorepidovy, Beiopidoalivy (WoylaTpucd @apoKo)

- Kiopalerarn, oalemaun, earaloloun, plovpalemaun (eappoxa yio t Oepameia v
dTapay®V Tov HTVOL 1 TO AYY0GS)

- 21loevapiln, todoiapily, fapdevopily (Yo T oTLTIKY dSvciettovpyia 1 Yo T Bepameio piog
KOPSLOKNG KO TVEVHOVIKNG SLOTOPOUYNG, 1] OTTOi0. OVOUALETOL TVEVIOVIKT OPTNPLOKT VTEPTOOT))

- T exampefipn/munpeviacfipn (Yo tn Oepaneia g Aoipwéng ard nratitida C)

- Deootepodivy, colipevaoivy (Yo n Bepomeio. OVPOAOYIKADV JLAUTAPAYDV).

O y10tpoc¢ oag umopel va Bednoet vo Kavete kdmoleg emmAéov eEETAGEIC aiplaTog KoL 1| S0GoA0Yia

A oV eapudkov propet va ypelactel va aAAGEel emeldn eite 1 BepanevTiky| TOLG dpdom 1| ot

avemBounteg eVEPYELEC TOVG, gite 1) Bepamevtikn dpdomn N ot avemBounteg evépyeteg tov REZOLSTA

umopei va ennpeactody Ue To cuvovacud. Evnuepdote tov ylotpd cog GV maipvete:

- Aofryazpovy etelidixn, edolaumavn, foppapivy (Yot peloon g méEng Tov aipoTog)

- Alpoavrovidy (evéoipo, 1oyvPNG Kot Gpesns dpaons, TaVGITovo Tov YPNGILOTOLEITL Yol
YEWPOLPYIKEG TTPAEELC)

- Ayocivyy (Yot Bepameios cLYKEKPIUEVOY KOPOOKDV SLTUPUYDV)

- KiapiBpouvkivy (avtifrotikd)

- Kiotpyualoin, plovkovaloly, itpoxovaloln, ioafoviovaloin, molarxovaloly, (€vovil TV
PuKNTIcIK®V Aotudéenv). H fopikovaloln Ba npénel va Aappdvetor povo HeTd omd KAVIKY
a&loldynon.

- Pipoumovtivy (Kot TV Paktnplok®dv AOUOEEDV)

- Tadalowily, aildevapily, fopdevapidn (Yio T oTUTIKN dSuGAEITOVPYio 1 TNV VYNAN TTiEGT TOV
Q{|LOITOC GTIV TVEVUOVIKT] KUKAOPOPia)

- Apuzpirodivy, decimpopdv, yampouivey, VopTpirroAive, Topoletivy, oeptpolivy, tpolodovn (Yo
TNV OVTILETMTION TNG KOTAOAYNG Kol TOV Ayyovc)

- Mapafipoxn (o, Oepaneio Aoipwéng amod tov 16 HIV)

- Kolyixivy (yw ) Bgpameia tng ovptkng appitidag 1 Tov 01koyevohg LECOYELOKOD TUPETOD).
Edv &yete veppin kavn nratikny duciettovpyia deite v mapdypaeo «Mn cvvovdiere To
REZOLSTA pg kavéva amd 1o TopoKdTo @appoxkey.

- Boaoevravny (o tn Begpaneio Tng vynANg mieong Tov aipaTog GTNV TVELHOVIKT KUKAOQOPi).

- Bovaripovy, khopalerdrn, drolemdun, eoraloiaun, provpalemaun, {oAmidéun, wdaloloun otov
xpnoipomoreital w¢ evean (EApuaka, yio. ™ Bepameio TG dOLGKOAING GTOV VIVO KA/ TOL
QyX0Le)

- Merpopuivy (Yo T Beponeio Tov dafntn TomOUL 2)

- Darvravily, olokwdovy, tpouadoin (yio ) Bepameio Tov TOVOL).

Av1og dgv etvan évag mANpng katdloyog papudkmv. Evnuepmote tov emayyelpotio g vyeiog oog
OYETIKA UE OAa TO PAPUOKO TOV AapPAveTE.

Kinon kot Onhaopog
Evnuepaote apéomc tov yiotpo cag edv giote £ykvog 1 oxedldlete va peivete €ykvog. ‘Eykveg
yovaikeg oev mpémel va maipvovy 1o REZOLSTA.

E&atiag g mBavotrag avemBountov evepyeumv ota Bpéen tov Onialovv, ol yovaikeg dev Tpémel
va Inhalovv edv Aappavovvy REZOLSTA.

O Onlaopodg dev cuvioTdtan o€ yovaikeg mov Lovv pe tov 10 HIV, kabbdg 1 Lolpwén and tov 10 HIV
uropei va petadobeil 61o Ppépog Héow Tov PnTpLkov Yaiaktog. Eqv Onialete N edv oxénteote va
Oniaoete, Oa mpémel va T0 cLINTACETE UE TOV YI0TPO GO TO GUVTOUOTEPO SLVOTOV.



0onynon Ko yEPLoROS PNYOVILATOV
Mnv ypnoiponoteite unyaviuota 1 odnyeite ev acbovieite CoAn petd omd ™ Aqyn tov
REZOLSTA.

To REZOLSTA mepiéyel vatpro
To @apuako ovtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio, gival avtd Tov
ovopdtovpe «erevBepo vatpiovy.

3. og va wapete o REZOLSTA

[Tévtote va ypNGILOTOLEITE TO PAPLOKO AVTO QVGTNPA COLPOVA LE TIC 0OTYIEG TOV YILTPOV, TOL
(QOPUOKOTOLOD 1| TOL VOGOKOWUOL Goc. Eqv &xete appiPolieg, pothoTte TOV Y10TPO, TOV POPUOKOTOLO 1|
TOV/TNV VOGOKOLO GOG.

[pénet vo AapPavete to REZOLSTA xoabnuepva kot wévto poali pe tpoer). To REZOLSTA dev
umopel va dpdoet cwotd wpig tpoen. Ilpémel va katavaimvete éva yebua 1 ovak péca og 30 Aemtd
mpw omd ™ ANy tov REZOLSTA. To €id0g tng Tpoeng dev eivat onpavTiKo.

- Koartomeite 0A0KANpo 10 d10Ki0 e £va TOGIO VYPO dTwg vePO N YaAa. Edv duokolebeote oty
katdmoomn tov REZOLSTA, evnuepdote tov yatpd oag. To diokio pmopel vo komel
YPNOULOTOIOVTOG Evay KOQTN dlokimv. Metd tnv Konn Tov diokiov, Oa mpémel va Aapupdavetot
APEG®G OAOKANPM M 600N (Kot To 000 HGa) pe Eva vypod, OTC vepO N YaAa.

- AapBavete o dAla eappokd oag yio tov HIV mov ypnoytomolovvtol 6€ cuvovacuod e 1o
REZOLSTA, 61tmw¢ 60c £l GUGTNGEL O YIUTPOS GOG.

A@aipeon TOV TORATOG ACPULELNS VIO TA TALOLE

@ H mAaotikn euidn éxetl évo modo acaieiog ylo To Todid Kot TpEmeL Vo,
' D avoytel g eENG:
6" - [Téote To TAAOTIKO PLO®MTO IO TPOG T KAT® TEPIOTPEPOVTAS TO
@J apLoTEPOGTPOPA.

- Apapéote 10 EgPOmpEVO TAOUA.

Eév mapete peyorvtepn 66on REZOLSTA a6 TV KOVOVIKY)
Enwcowvovnote apuéosmg Le Tov yiotpd, ToV opUoKoTold 1 TOV VOGOKOLO GOG.

Eav Eeyboete va mapete 10 REZOLSTA

Edv to mapatnpnoete evrog 12 mpdv, npénel va ndpete apéomg 1o diokio. Aapufavete mavta poli pe
tpoon. Edv to mapatnpricete petd amé 12 dpeg, 16t mapareiyte ovth T 0001 Kol AGPETE TIC
EMOUEVEC 0GEIC MG LVNOWC. MNV ThPETE OITAN HOCT Y10 VO VATTANPAOCETE T 00T OV EEYACATE.

Edv kavete epeto perd ™ Myn tov REZOLSTA

Edv xdvete epetd gviog 4 @pdv omd m ANy tov eapudikov, o mpénet vo, Angdel GAAN pio 6o TOv
REZOLSTA podi pe tpoen 1o cuvtopdtepo duvatd. Eqv Kavete uetd o€ O140TNHO HEYOADTEPO TOV
4 @PAOV PETE TN AYN TOL POPLAKOV, TOTE deV Yperaletar vo Adfete dAln d6on tov REZOLSTA émg
TNV EMOUEVT] KAVOVIKA TPOYPOUUOTIGILEVT YPOVIKT] CTUYLL.

Enicowvoviorte pe tov y10tpd cog edv 0gv £i6TE 6lyovpol ylo TO TL TPETEL VO KAVETE €AV TAPOAEIYETE
pio 600m N KAVETE EUETO.

Mnyv otapotioete ™) Myn 100 REZOLSTA yopic vo PANGETE TPOTA ILE TOV YIUTPO GOG
A@ov n Bepomeio Exel EEKIVAGEL, OgV TTPEMEL VO GTAUATHGEL X0Pig 0dNyia amd ToV yloTpo.



Ta eappaxe katd tov HIV umopel va cog kédvoovv va arcBovieite kaAvtepa. AkoOpa Kot otay
aicBavleite kaldtepa, punv otaparioete ™ Aqyn 1ov REZOLSTA. MiAote mpdta pe Tov yorpo
o0,

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPNOT| CLTOV TOV PAPUAKOV, POTHGTE TOV YA TPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOWO GOG.

4. IIBavéc avemOBOunTES EVEPYELEG

Koatd m didprela g Oepaneiog katd tov HIV evdéyetor va mapovstactel avénon Tov GOUATIKOD
Bapovg kKot TV emmédwv TV Mmidinv Kot TG YAuKOING 610 aipa. AVTd GLVOEETAL EV UEPEL LE TNV
ATOKOTAGTOGT TNG VYEING Kol TOL TPOTOV (MNGC, EVO OTNV TEPITTOOT TOV MTIdi®V TOL aipaTog,
OPIGUEVES POPEC OPEiLeTAL GE aVTA KabBavTd Ta pappoka Kotd tov HIV. O yatpdc cog Oa
TPAYULOTOTOGEL EEETAGELS Y10 TG LETAPOAES QVTES.

Onwg 6o Ta eAppOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol Oev Tapovcldlovtal 6 GAOVG ToVS avEpPOTOLG,.

Evnuepoote Tov Y10TpO 60G €AV ELPAVICETE KATOLEG 00 TIS UKOAOVOES avemOUUNTES EVEPYELES
"Eyxovv avaeepbel nroticd mpofAnpato. mov tepLeTacloka uropei va gival coPapd. O yiatpog cag Oa
npénel va SeEayet e€etdoelg aipatog mpwv Eexvioete 1o REZOLSTA. Edv éxete Aoipmén amd ypodvia
nratitda B 7 C, 0 yiatpog cag Oa mpémel va AEyyeL TIG €EETACELS QOTOG GO TTLO GUYVE S10TL
SloTpéyete aLENUEVO KiVOLVO avATTVENG NITATIKAOV TPOPANUATOV. Zu{NTNOTE LE TOV YIOTPO GOG
GYETIKA L€ TOL GNUELN KO TOL CUUTTMOMUOTO TOV NTATIKOV TpofAnudtov. Avtd umopel va
TEPIAAUPEVOLY KITPIVIGHLO TOV SEPUATOG 1] TOV AEVKOD TUNHATOG TV 0POBOAUDY GG, GKOLPOYPMLLL
(070 YPOUA TOV TOAYL0D) 0VPM, AVOLYTOYPOUA KOTPUVO, (KEVDGELS TOV EVIEPOV), VOUTIO, EUETO,
ammAgln TG 0peEng, | TOVo, GAyog, 1 TOVO Kot ducpopia ot de&1d TAeVPE KAT® Ao To TAELPE GOC.

Mia, cuyvn avemBountn evépyela eivat 1o depuatikd e&avOnua. (o cuyvd dTav ¥PNGIUOTOLEITAL 08
ouvdvaoud pe parteykpafipn), eayovpa. To e£avOnuoa eivan cuvnOmg fmo £wg uétpro. Eva
depuotikd eEdvinpa propel emiong va lvan copmtopo picg ondviag copapig Katdotaong. g ek
TOVTOV, EIVOIL ONUOVTIKO VO IAYOETE UE TOV Y1oTpo oag ebv avantuEete Eva eEavOnpa. O yatpog cog
0a oag cLUPOVAEDGEL Y10, TO TAOC VO, AVTILETOTIGETE T0, CLUTTOUATO GOG 1| EAV TPETEL VA S10KOTEL TO
REZOLSTA.

Aleg coPapég avemBOunTeg evépyeleg TOL X0V EUPaVIoTEl o€ ém¢g 1 aobev otovg 10, Tav
dwprtng. H pAeypovn tov naykpéatog (maykpeatitidn) £xel avapepbei oe €mg 1 aobev atovg 100.

IToAb cuyvéc avemBounteg evépyeteg (umopel va emnpedcovy meptocdTepa, amd 1 ota 10 dtopa)
- TOVOKEPUAOC
- dudppota, vavTtia.

Yuyvég avemBounteg evépyeteg (umopel va ennpedoovy £o¢ 1 ota 10 dtoua)

- AAAEPYIKEG OVTIOPAGELG OIS (Oyovpal

- pelmpévn 0peén

- avapola Ovelpa

- £ueTog, TOVOG 1 S10YKMGN TNG KOIAMAC, duomeyia, UETE®PIoUOS

- poiKog Tdvog

- KovpaoN

- U1 QUGIOAOYIKA ATOTEAEGLLOTA GTIC EEETAGELS OHLOTOC, OTMG O€ OPlopéEveS eEETAGELS YO TO
Nmap 1 Tovg veppoig coc. O yotpog cag B cog eEnynoet ovtd To OTOTEAECUATO.

- aOLVOLIL.

Oyt ovyvég avembounteg evépyeteg (umopet va, ennpedoovy Emg 1 ot 100 dtopa)
- CUUTTOUOTE AOTU®ENG 1) CVTOAVOCWOV SATUPUYDV (PAEYHUOVMOOES GUVOPOLO AVOGOAOYIKNG
avacVLGTOOTC)



- 00Te0VEKPWOOTN (BAvVATOC TOV 0GTITN 1GTOV OV OPEIAETOL GE ATMAELN TAPOYNG OULLOTOG GTO
0070)

- SOYK®ON TOV HOCTOV

- U1 QLGIOAOYIKE OTOTEAEGUATO, OTIC EEETAGELG AILOTOC, OTMG OE OPIGUEVEG EEETAGELG YO TO
ThyKpeaS, VYNAQ enineda cakydpov, un ELGIOAOYIKA emineda «Amdimv» (AMmapd). O yaTpdg
cag o cag eENyMoEl aVTA TO ATOTEAEGLOTA.

- AAAEPYIKEG OVTIOPAGELS, OTTMG KVIO®MTIKO e&avinua (kvidwon), coPfapo mprn&yto tov dEpUTOG
Kol GAAOV 16TGV (10 GLUYVE TOV XEEDV 1) TOV LATIOV)

- coPopd eEavOnua pe pAOKTOVES Kot EEPAOVOIGHLA TOV dEPUATOG, WOIMG YOP® amd TO GTOUM, TN
pot, To LATIO KoL T YEVVITIKG OpYoval.

Xravieg avemBounteg evépyeteg (umopel va emnpedoovv €o¢ 1 ota 1.000 dropa)

- pia avtidpaon wov ovopdaletar DRESS [cofapd e£dvOnua mov propel va cuvodevetat amd
TLPETO, KOTMOT], O1OTIL0L GTO TPOCMOTO 1) TOVG AEUPUIEVES, ALENUEVE NOCTVOPIAL (€100G
AgVKOV apoc@apioy), EMOPAGEIS GTO GUKMOTL, TOVG VEQPPOVLG 1| TOVG TVEVLOVEC]

- KPOGTOAAOL dapOLVAPiPNG GTOVG VEQPOVG TTOV TPOKAUAODV VEPPIKT VOGO.

AvemBOunTeg evEpYeleg Le U YvooTh cuyvotnta: éva eEdvinpa propel va yivel cofapd 1 Suvntikd

ameNTIKo Yo T Con:

- eEavOnuo pe EAOKTOIVEG 1 OTOAETLOT TOV JEPUATOG GTO UEYUADTEPO UEPOG TOV GMUOTOG

- gpLOpd e&avOmua pe pkpd Tomom e€oykmpata Tov propel vo e&amiwbel oe OA0 T0 GO,
LEPIKES POPES LE TLPETO.

Opiopéveg avembBOUNTEG EVEPYELEG EIVOL TUTIIKEG TOV QapLAK®VY yio Tov HIV mov avikovy oty id1a

owoyévela pe to REZOLSTA. Avtég givau:

- poikdg movog, evaicncia 1 advvapia. e omAVIES TEPIMTAOGELS, AVTEG O LVTKEG d1ATAPOYES
ntav coPapéc.

Ava@opd avemOOunTOV EvEpyEL®OV

Edv mapotnphoete Kamolo avemBounTn evépyeLa, EVIUEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kKaOe mhav avemBountn evEPYELO TOL OEV AVOPEPETOL GTO TUPOV
@OALO 0ONYIDV Yprone. Mmopeite eniong va avapépete avemBounteg evépyeleg amevbeiag, pécw Tov
EfBvikov Opyaviopod @apudkov, Mecoyeiov 284, GR-15562 Xohapyog, AGnva, Tni: + 30 21
32040337, Iotdtonoc: http://www.eof.gr, http://www Kkitrinikarta.gr. Méo® g avapopdic
avemBouNToOV evePYEIDY pmopeite va Bondnoete 6T CLALOYN TEPLGGOTEP®V TAPOPOPIDV GYETIKA
LE TNV 0CQAAELL TOV TOPOVTOG PUPIAKOL.

5. Ilag va pvrdocete To REZOLSTA

To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOVVY TO, TOLSA.
Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounviol ANENG IOV aVOPEPETOL GTO KOVTL Kot
ot ereAn petd v AHZEH. H nuepounvia AnéEng eivai n tedevtaio nuépa ToU PVo TOL OVOQEPETAL
eKel.

Noa unv ypnoiponoteital ovtd T0 pAPUOKO UETE omd 6 EBOOUASES amd TO TPMTO GVOLyUa TNG PLAANC.
To REZOLSTA &¢gv amaitel Wiaitepeg cuvOnkeg eOAOENS.

Mnv metdite @APUAKO GTO VEPD TNG AOYETELONG 1| OTA OKLOK(A amoppippota. Potiote tov

(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO. PAPUAKO TTOL OEV YPNCIULOTOLELTE T AvTd T pétpa O
BonBnoovv ot Tpoctacio Tov TEPPAAAOVTOG.


http://www.eof.gr/
http://www.kitrinikarta.gr/

6. Iepreydpeva TS GLOKEVAGIOG KO AOLTTEG TANPOPOPIEg

Tvrgpréyer 1o REZOLSTA

- Ot dpaotikég ovoieg givar 1 dapovvafipn kot 1 kopmoiotdrn. Kabe diokio mepiéyet 800 mg
dapovvafipng (wg abavorko eotépa) kot 150 mg KoumeioTaTng.

- Ta GAAa cuotaTikd givar avodpo koAloedéc Tupitio (E551), kuttopivin LiKpoKpOGTOAAKY
(E460(i)), kpoomoP1d6vn, vrpopeAdAdln kot oteatkd poyvioto (E572). H emikddoyn pe Aentd
vuévio mepi€yel toAvarbvievoyAvkoin (macrogol) (E1209), moAvBivolaiicodin - LePIKDS
voporivuévn (E1203), tédkn (E553b), dro&eidio tov titaviov (E171), epubpo o&eidio Tov
cwnpov (E172) ko pérav o&eido tov aompov (E172).

Epeavien tov REZOLSTA kot wepieydpeva TG 606KELOGI0GS

Emwcaioppévo pe Aemto vuévio diokio, pol ypdUaTog, MOEB0VE GYNUATOC, TOL épeL TNV Evoelén TG
ot pio migvpd ko 800 oty GAAN TALLPAL.

30 dokia o€ pio TAOGTIKY GLAAT.

Kéroyog Aderag Kvkrhogopiag
Janssen-Cilag International NV, Turnhoutseweg 30, B-2340 Beerse, Béhyio

Hopackevactiig
Janssen-Cilag SpA, Via C. Janssen, Borgo San Michele, 04100 Latina, ItaAio

INo omoladnmote TANPOPOPio, GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VU
angvBouvbeite otov TomKd avTmpdcwno Tov Katodyov g Adsiog Kukhopopiog:

Elrada

Janssen-Cilag ®oppakevtiky Movonpoéconn A.E.B.E.
TnA: +30 210 80 90 000

To mapév pviro 0dNYLOV Y pfioNS avade®pOnke Yo TELEVTAIO POPa TOV AVyovsTo 2026.

Aentopepeic TANPOQOopies Yio TO TOPOV QOPUAKEVTIKO TPoioV gival 100EGIIEG 0TO SIKTLAKO TOTO TOV
Evpomnaikod Opyoavicpod @apudkev: https://www.ema.europa.cu.



https://www.ema.europa.eu/

