ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Combivir 150 mg/300 mg emxicoAvppévo. pe AemTO DUEVIO SoKidL.

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kabe emkadloppévo pe Aemtd vpévio diokio mepiéyet 150 mg AapPfovdivig kot 300 mg {idofovdivic.

IMa tov TAnfpn katdroyo TV ekddywv PA. mapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Enucoloppévo pe Aemtd vpuévio diokio.

AgvKA Em¢ VTTOLEVKO, GE GYTLLOL KAWOLAUC, STYOTOUOVUEVO ETKAAVUEVO PUE AETTO VUEVIO d10KiM TOL
QEPOLY OVAYALPQ Kot 6TIG 000 TAELPEG TNV €voelen “GXFC3”.

4. KAINIKEX IIAHPO®OPIEX
41 OgpamevTikég gvoeicelg

To Combivir gvdeikvutal 6TV avtpeTpoikn Oepameio suvdvacuov, yio ™ Oepameio g Aoipméng and
tov 16 ¢ Avocsoroyikng Averdpketog tov AvBpdnov (HIV) (BAéne mapdypago 4.2).

4.2 Aocoloyio kor TPpOTOGS YOPYNONS

H évapén g Bepamneiog Ba mpénet va yivetar amod wrpd Eumepo oty avtipetdmon e HIV
Aotpwéne.

To Combivir umopei va. yopryeitar pe 1 xopic oynto.

INa va dtaceaiicBel n yopriynon ohdkAnpng g 60omg, to(a) diokio(a) TPETEL 1OAVIKA VO,
katamivetar(ovtor) yopic va OpvpuaticBei(ovv). INa acbeveic mov dev pmopoldv vo katamovy diokia,
ta dtokia pmopovv va BpvppaticBolv Kot va Tpoctedolv og pia pikpn TocdTNTe NULIGTEPEAS TPOPTS
1 LYPOV, TOV TPETEL VAL KATATIVETAL OAOKAN PN apécwg (PAEme mapdypapo 5.2).

Evijdixor ko épnfor Papoog tovidyiotov 30 Kg: H cvuvictdpevn d6on tov Combivir givon éva, dickio
00 QOpEC TNV NUEPQL.

o016, fépoug uetald 21 Kg éwg 30 kg: n cuvietdpevn omd tov otépatog doon Combivir gival picd
dtokio 1o mpwi Kot Eva 0AOKANPO d10Kio TO Bpadv.

o016, fépovg 14 éwg 21 Kg: 1 UVIGTOWEVT 0O TOL 6TOW0TOG 66on Combivir givat picd diokio 0o
QOPEG TNV NUEPQL.

To d060A0Y1KO GynL Yo TadloTpikovs acbeveig Bapovg 14-30 kg Bacileton mpotictog o
QOPUOKOKIVITIKG LOVTELQ Kol VTTOoTNPIETOL atd SESOUEVH KAMVIKDV UEAETOV YPTCLUOTOIDVTOS TO,
Eexmplotd cvotatikd AautBovdivn kot {idofovdivn. Dappoakokvntikn vrepékdeon ot {1dofovdivn
umopel va eupavicBel, ETopEvmg amatteital 6TEVI TAPAKOAOVONOT TNG AGPAAELNS GE AVTOVS TOVG
acBeveic. Edv eppaviobel yaotpevtepiky dvoavetio oe acbeveic fapovg 21-30 kg, pumopei va
€QupPochel EVOALOKTIKO SOGOLOYIKO GYNMUA. LE GO O16KI0 000 POPES TNV NUEPH GTNY TPOCTADELD VO
BeAtinbdel n avektikdTTO.



Ta dokioo Combivir dev Ba mpémet va, ypnoponotovvtat og Toudid fépovg pkpodtepov tov 14 kg,
€MELON 01 OOGELG OEV LUITOPOLV Vo pLOUIGTOVY KOTAAANAA Y10 TO BEPpOg TOV TOd10V. XT0oVG acbeveig
avtovg 1 Aappovdivn ko 1 {idoPovdivn Ba mpémet va Aappdvovior wg EExmPloTd GKEVAGLOTA
GULPOVE, LLE TIG GUVTOYOYPUPIKEG SOGOLOYIKEG CLUGTAGELS Y1 QLT TO TPOiOVTA. [ LTOVE TOVG
aoBeveic kat yio acOeveic mov dev UTopovV va Kotamoby 01oKia, vdpyovy dabEcIL TOCLOL
StoAvpata AaptBovdivig kat {tdofovdivng.

INo kotaotdoelg Omov amotteital dtakomy g Oepansiog vog amod Tig dpactikég ovaieg Tov Combivir,
N pueimon g 66omg, vapyovy dabéciua Eeywpiotd okevdouata AauPovdivig kot {idoPovdivng ot
dtokio/Koy Ko Kot OGO SdAvLLO.

Neppixn overapreia: O1 GOYKEVIPOOELS TNG Aopovdivne kat g (1dofovdivic avédvovtal o€
aoBeveig e veQPIKT| ovemapKeLo AOY® petopévng kabapone. 'Y avtod, emedn umopel va yperochel
poOIoT TNG 00G0A0YI0G, GLVIGTATAL VO XOPTYOUVTAL EEXMPLOTA TAPACKELAT AT Adpovdivig Kot
{1d0Povdivng oe acbeveig pe petwpévn veppikn Aettovpyia (kabopon kpeativivng < 50 ml/min). Ot
ywrpol Oa mpémet va GuEPOLAEVBOVV TIG EEXMPIOTES GLUVTAYOYPAPIKES TAT)POPOPIES AVTMOV TWV
QOPUAKOV.

Hrozixn averaprera: Tepropiopéva ototyeio og acbeveic pe kippwon deiyvouv OtL umopel va vdpéet
ocvaompevct (16oPovdivng o acbeveic pe NTOTIKY AVETAPKELD AOY® TNG LEIWUEVNS IKAVOTNTAG
yAvkovpovidiwong. To dedopéva ta omoio GVAAEYONKOV amd acbeveig pe pétpla Eog cofapn NmoTikn
OVETIOPKELD, DTOOELKVOOVV OTL 1] POPUOKOKIVNTIKNY TNG AapPovdivng dev ennpedleTol onUavVTIKG amd
TNV Nratikn dveiettovpyia. Q6tdc0, ENEWN Hropel va ypelachel poOuon g d6eMC g
{1doPovdivng, cuvicTdTal va yopnyouviol Eex®plotd mopackevdopota AaputBovdivng kat {idofovdivng
oe acbeveig pe cofapn nratiky| averdpkela. Ot yarpoi Ba tpémel va cupfovievBoidv Tig Eeywplotég
GLVTAYOYPUPIKEG TTANPOPOPIES AVTOV TOV PAPUAK®V.

PoOuion ¢ doooloyiag o acleveic ue oupatoroyikés avembountes evépyeies: Mmopel va etvan
amapaitntn n pOOuen g docoroyiag g LidoPovdivng, av Ta exineda TG ApocEApivng TEGOLV
younAdtepa amd 9 g/dl M 5,59 mmol/l § 0 apdudg Twv ovdetepdPiimy técet kétw omd 1,0x10%1
(PAéme mapaypdoovg 4.3 kar 4.4). Ene1dnq n pvOuon g docoroyiog pe to Combivir dev eivat dvvatn,
Oa mpémetl va ypnoomombodv Egxmpiotd Tapackevdcpata (idofovdivig kot Aaptfovdivng. Ot
yiatpoi Ba mpémel va supuPovievfoiv Tig EeY®PIOTEG CLVTOYOYPAPIKES TANPOPOPIES AVTAOV TOV
QOPUAKOV.

Aocoloyia ge nhikiwuévoog: Agv vapyovv dabéoipa eEeiducevpéva. Eneidn opwmg Aoy niikiog
umopel va vapyovy aAhayES, OTMC HEIMON TNG VEPPIKN AELTOVPYIOG KOl OAANYEG GTIC OULLULTOAOYIKEG
TOPUUETPOLS, Oa Tpémel va dideTal 1O10TEPT TPOGOYT GE QVTH TNV OUAOA NAKIDV.

4.3  Avrtevdcieag

YrepevoioOnoio ot AapBovdivn, {idofovdivn 1} 6 0TO100MTOTE GO TO. GVCTOTIKE TOV AVUPEPOVTOL
otV mopdypo@o 6.1.

H GidoPovdivn avtevdsikvotar o acBevelg pe maboroykd yapnio apBuo ovdetepopirmv (<0,75 x
10%/1), | maBoroyikd younAd enineda oupocparpivng (< 7,5 g/dl 1§ 4,65 mmol/l). To Combivir
avTeVOEIKVLTOL ETOUEVOG GE 0V TOVE TOVG aeBeveic (BAEme mapdypapo 4.4).

4.4  Ew0Kég TPOELOOTOMGELS KU TPOPVAGEELS KATA TN (P10

AV K0l ] 0TOTEAEGLOTIKT LOAOYIKT KOTOGTOAN UE avTIpETPOiky Oepameio £yetl omoderyBel 0T petmdvet
OMNUOVTIKA TOV KivOuvo HETAO00MG TOL 100 pe 6eE0VAMKT ETOQT], OEV UTOPEL VO ATOKAEITTEL
VTOAEMOUEVOC KIVOUVOG. BOa Ttpémel vo AapPavovtal Tpo@uAdEelg cOUQOVA HE TIg Bvikég
Katevbvvnpieg oonyiec.



O1 €101KEG TPOELOOTOINGELS KOl TPOPVAAEELS Tov oyetilovtal pe Tn AapPovdivn kot ) {idofovdivn,
ovumeptlappdvovtal oe aVTO TO TUNUA. AEV VITAPYOLVY EMMPOGOHETEG TPOEIDOTOGEL KO
TPoPLAAEELS oL va oyetilovtat e To cuvovacud Combivir.

ZoviotdTol vo yopnyovvtal Eexymplotd ckevacpata AapiBoudivig kat {idoPovdivng, o€ TepmTOGEL
omov 1 pvOuon ¢ docoroyiag eivar amapaitn (PAéne mopdypoeo 4.2). Xe auTég TIg TEPIMTMOGELS, O
10Tpog Ba mpémet vo supPovAevfel Ta POUAAL 0ONYIOV QVTMOV TOV QAPUAK®V.

H ovyyopnynon otapovdivng kot CidoPovdivng Oa mpénet va amoeedyeton (PAEne Topdypago 4.5).

Evkauprarés loywlers: AcBeveig mov Aapfdavovv to Combivir 1} omoladnmote GAAN avTipeTpoiKn
Oepameia, pmopel va cuVEXIGOVY VO AVATTOGGOVY EVKAIPLOKES AOTUMDEELS Kol GALEG emmAokég TG HIV
Aotpwéne. Zuvendg ol acbeveig o mpémel va mapapeivouy 6€ 6TEVH KAVIKT Topakoiovdnon ard
Tpovg pe gumelpia ot Bepaneio acbevov pe HIV Aoipmén.

Anuoroloyixes avemOounteg evépyeleg: Avapia, ovdetepomevia Kal Aevkomevia, (1 omoio GBS
émetan TG ovdeteponeviag) umopel va supPovv oe acbeveig mov Aappdvovy (idofovdivn. Avtég
gupaviCovrol o ovyva og vYNAOTEPES 06G¢€Lg {doPovdivng (1200-1500 mg/muépa) kol o acbeveig
UE TTOYEC LLEMKEG epedpeiec TTptv amd v Evapén g Oepoameiog, diaitepa og acbeveic pe
apoywpnuévn HIV véco. I'V avtd Ba mpénet va eAEyyovTat TPOCEKTIKA 01 QUOTOAOYIKEG TOPAUETPOL,
(BAéme mapaypagpo 4.3) oe acbeveic mov Aapfavovv Combivir. AvTéG 01 POTOAOYIKESG EKONANDCELS
dev TopatnpovvTol cuvnBme TP omd 4 £mc 6 efdopddeg Oepameiog. o acbeveis pe copnTOUATIKN
HIV véo0o mpoywpnuévov otadiov, GuvieTdtol YEVIKA va YivovTol apotoloyikég eEeTaoelg
TovAdyloToV Kébe 6v0 eRdoUEdES Yio TOLg TPMTOVG 3 pnveg Bepoameiog Kot TOLAGYIGTOV KAOE Unva
GTI GLVEYELQ.

e aoBeveig pue HIV Aolpwén oe mpdipo 61dd10, 01 apatoloyikés avembounteg evépyetes dev givon
ovyvéc. AvaAoya pe T YeVIKY| Katdotoor Tov achevi), pmopel va yivovtol aipotoloyikég eEetdoelg
AYOTEPO CLYVA, Yo TOPAdELY O KAOE Evav pe Tpelc upves. EmmpocBétmg pumopei va ypelacbei
poOomn g docoroyiag tng CidoPovdivng, o mepintwon coPapng avarpiog 1 LVEAOKATAGTOANG KOTA
) Swdpxketa g Oepaneiog pe Combivir, 1| o€ acBeveig pe TpoHimEpyoVGa KATAGTOAY] TOV HVEAOD TOV
06t®V (.. arpocearpivn <9 g/dl (5,59 mmol/l) i ap1Oud ovdetepopiromv <1,0 x 10%1) (Bréne
mapdypoeo 4.2). Exeldn n pvubuion tg docoroyiog pe to Combivir dev givatl duvatov va yivet, 0o
TpENEL VA, ypnoipononfovy Eeymplotd tapackevdopato AaptBoudivng kat {idofovdivie. Ot yatpoi
Ba pémetl va supPovievfoiv Tig EexmPLOTEG CLVTAYOYPAPIKEG TANPOPOPIES AVTAV TOV PUPUAK®V.

Taykpeatitida: eprotaticd maykpeatitidog Tapatnpndnkav ondvia og aceveic mov ehapupavay
Aapupovdivn kot idofovdivn. Ev 1001016 €lvan acapég av avtd Ta TEPIoTOTIKG 0OQEilOVTOY GTNV
avtiikn Oepameia | tnv vrokeipevn HIV voco. H Ogpancia pe to Combivir Oo pénet vo dtaxomel
OUECMG OV TO KAVIKA OTPElD, COUMTOUATE 1] LI PUGIOAOYIKESG EPYOCTNPLOKEG EEETACELG VTTOONADVOLY
TNV Omopén ToyKPEATITIONG,

Todaxctikn oééwon: yohaxTikn 0EE@OT GUVHOME GUVOEOLEVT LE NTOTOUEYOAD KO MTTOTIKY] GTEATMOOT)
€xet avaeepOet pe ) xpnon Gwofovdivng. Ipdiue CLUTTOUATO (CLUTTOUATIKT VITEPYOACKTOLLIN)
TEPAAUPAVOLY ML SVOTETTIKG CVUTTAOUATO, (VOLTIOL, EUETOC Kol KOIALOKO GAY0G), L1 ELO01KN
KOKOUYi, amdAEL0 0pEEEWMC, OTMOAELN BAPOVS, CLUTTMUATO EK TOV OVOTVELGTIKOV (TayOITVold) 1
VEVPOAOYIKE CUUTTOUATO (TEPIAAUPAVOUEVIC KIVITIKNG AOLVApING).

H yoloxtikn o&éwon £xet vynAn BvnoydtnTo Kot Propel va oxetileton Le TayKpeaTitTidn, ToTKn
OVETAPKELQ, 1) VEQPIKT AVETAPKELA.

H yoloxtikn o&éwon yevikd eppavicOnie petd amd Alyovg 1 peptkovg unveg Bepomeiog.
H Bepancia pe {doPovdivn Ba mpémetl va SlakdOTTETOL EAV EUEOVIGOE] GUUTTOATIKY VITEPYAALOKTOLIN

KoL LETOPOMKT/YOAAKTIKY 0EEWMOT], TPOOSELTIKN MNaTopeyoiia, 1 paydaio av&avoueva enineda
OULVOTPOVOPEPACDV.




Xpetbletar mpocoyn dtav yopnyeitar {idoPovdivny oe onotodnmote acOevny (Wdwaitepa e mayboapKeg
YOVOIKEG) e NTaTopeyaiia, NTaTiTdn 1] GAAOLS YVOOTOVG TOPAYOVTES KIVOUVOD Y10 NIATIKY VOGO Kot
NTATIKN OTEATOOT (CUUTEPIAAUPAVOUEVOV OPIGUEVAOV QOPUOKEVTIKOV TPOIOVTI®V Kol AAKOOANG). Ot
aoBeveic mov &yovv emiong poivvoel and nrotitidn C kot kdvovy Bepameio pe vtep@epdvn GAPO KoL
pumoPipivn propel va amotelovv opdda 1aitepov Kivovuvou.

AcBeveig mov dlatpéyovv avENUEVO Kivouvo TPEREL VO TAPUKOAOVOOVVTOL GTEVA.

Mitoyovdplakr duciettovpyia petd and £ékbeon in utero

NovkAeoo(T)IO1IKA avaLoya EVOEXETAL VOL EXTNPEAGOVY T LITOYOVOPLOKT AEITOVPYin o€ TOIKIAO PaBLo,
TO 01010 €lvan EVTOVOTEPO e TN oTaPovdivn, ddavocivn kot {idofovdivn. ‘Exet avapepbel
ptoyovopilakn duciertovpyio oe HIV apvntikd Bpéen to omoia giyov ektebei in utero kavy petd
YEVVION GE VOUKAEOGIOKA GVAAOYO O OVOPOPES AVTES QLPOPOLGY KLPImG TN Bepameia, pe
Bepamevtikd oynpata mov mepieiyav {idofovdivn. Ot KOpieg avemBounTeg EVEPYELEG Ol OTTOIEG
avaépnkav, etvar apatohoyiké StotapayEs (avarpio, ovdeteponevia) Kot LETAPOAIKEG SlaTOPOyEG
(vymAo erninedo yoloktikob 0&€0g 6To aipa, VYNAS eninedo Amdong oto aipa). Ot evEPYELES QVTEG
ovyva NTov Topodikés. ‘Exovv avapepOei omdavia veuporoyikég dtatapayég oOyung voapéng
(vmepTovia, oTAGHO1L, [T PUGIOAOYIKT GUUTEPLPOPA). AgV Eival YVOGTO Tl TOV TAPOVTOG, OV TETOIEG
VEVPOAOYIKEG dlaTapoyég ivarl mapodikég 1 uoviues. To svpripata avtd o mpénet vo, Aapfdavovtal
VIOYN Y10 0TO10dNTOTE Tadi OV eKTEOMKE N Utero oe vovkieoo(T)dikd avaroya, To omoio
TapoLG1ALel coPapd KAVIKE ELPALOTE 0yVAGTOL OLTIOA0YIOG, 10img veEvpoAoykd evprjpata. Ta
gupnuato ovtd dgv ennpedlovy TIg Tapovoeg BVIKEG GUGTAGELG Y10 TN YPNOT OVTIPETPOIKNG
Oepamneiog o€ £ykveg yuvaikee, TPOKEEVOD va TPpoAneOel 1) kaBetn petddoon tov 10d HIV.

Arwmoazpogpia: H Bepaneia pe (100Bovdivn £xel GLGYETIOTEL Le AmMAELD LTOOOPLOL AMTOVG, 1| OTTOla £)EL
ouvdebetl pe prtoyovoplakn to&ikotnto. H cuyvomta epgdviong kot 1 cofapotnto e Mmoatpopiog
oyetilovton pe v afpototikn £kbeomn. Avt 1 andAgla AlTovg, 1) omoio eivol TEPIGGOTEPO EKONAN
670 TPOCMTO, GTO GKPO KOl GTOVG YAOVTOVGS, EVOEYETOL VO LNV gival avasTpEYUn VOTEPA OO
uetdfoomn o€ évo oyxnuo mov dev mepiEyel {idoPovdiv. Ot acbeveic Oo mpénet vo agloloyovvtan
TOKTIKG, Yioo onpeio Atmoatpoeiog katd tn didpkela tng Oepameiog pe {idofovdivn kat Tpoidvta wov
nepigyovv {idoPovdivn (Combivir kot Trizivir). Edv vadpyet vroyia yia avarntoén Mmoatpoiag, Oa
npénel va yiveron petdfoon o€ £va evoAhakTikd BepaneuTikd oynua.

2wpatixo fapog ko puetofolixés rapauetpor: Katd tn dudpkeia g avipetpoitkng Oepameiog
EVOEYETOU VO, TOPOLGLUGTEL AVENGT TOL COUATIKOV PApovs KAODS Kot TOV EMMEI®V TOV MMV Kot
g YAVKOING 010 aipo. O aAroyEg anTéc Umopel, ev UEPEL, VO, GUVIEOVTL UE TOV EAEYYO TNG VOGOV
Kot Tov Tpomo (NG Avapopikd pe To Ao, 6€ OPIGUEVES TTEPITTMOGELG LITGPYOLV eVOEIEELS Yia
enidpaon g Bepamneiag, evd 6Gov apopd TV adénomn Tov cOUATIKOD BAPOVG dEV VTLAPYOLY LGYLPES
gvoei&elc mov va ) cvoyetilovv pe omotadnToTe cuykekpuévn Bepomeio. H mapaxorovOnon tov
Mmdimv kat g YAVKOING oto aipo mpénet vo, faciletorl otig kabiepopéveg katevBuvinpieg 0onyieg
Oepaneiog tov HIV. Ot dwtapayéc tov AMmdiov Ba npénet va aviipetoniloviol Ommg evoeikvotol
KAVIKG.

2ovdpouo Avoooloyikng Amoxatdoraoyg : e HIV opoBetikovg acheveic pe cofapn avocsoroykn
OVETIOPKELN EVOEYETOL VAL ELPOVICTEL, KATA TNV EvapEN TNG CLVOVAGUEVIG AVTIPETPOIKNG YOV
(CART), pio pAeypovmdng avtiopaoT) 6€ ACLUTTOUOTIKG 1| VTOAEUUOTIKA EVKALPLOKE Tafoyova Kot
va TPpokANnBovv Gofapéc KAVIKEG KATAGTACELG 1] EMOEIVMGOT TV CUUTTOUATOV. TETO1ES AVTIOPACELG
£€XOVV TLTTIKA TOPOLGLAGTEL EVTOG TV TPOTOV £fdopAdmV 1 unvev and v évapén g CART.
Xyetikd mopadsiypata eivorl 1 apeBANGTPOESITION OO KUTTOPOUEYOAOTO, YEVIKEVUEVES KOUM
€0TIOKEG AMOUMEELS amd pukoPaktnpidia kot Tvevpovia opethdpevn o Pneumocystis jirovecii
pneumonia (ovyva avapépetar we PCP). ®o mpémet vor eKTILdVTOL OTol0dHoTe GAEYLOVAOI
ovumtdpata kot vo opiletar Oepomeio 6ty amarteitol. Avtodvooeg dratapayéc (dmwg 1 vocog
Graves Kot 1 0vTodvooT| NToTiTdn) £xovv eniong avopepbei oTo TAMIGLO TOV GLVOPOLLOV
OVOGOAOYIKTNG OTOKOTAGTACTC, WGTOCO, O OVAPEPOIEVOG XPOVOG £C TNV ELPAVIOT TOVG, TOIKIAEL
TEPIGGATEPO KO ALTA TO, GLUPAWTA PUITOPEL VO, ELPAVIGTOVY TTOALOVG UVEG LETA TNV Evapén NG
Oepamneiog.




Hromirn vooog: Edv ) Aapifovdivn ypnoyonoteitat tantdypova yio m Bepaneio tov HIV kot tov
HBV, emunpdcbeteg mAnpopopieg oyxetikd e ™ gpnomn g Aappovdivng ot Bepaneio tng AoipnmEng
a6 Nrotitida B eivar Stabéoun oty [epidnym Xopoaktmpiotikdv tov [poidvrog Zeffix.

H acedieia ko n amoterespoticotnta g {10ofovdivng dev Exet tekunplodel oe acbeveig pe
ONUOVTIKEC VITOKEILEVEC NTTATIKEG OVGAEITOVPYIEC.

Acbeveic pe ypovio nratitido B 1 C mov Aaufdavouvv cuvévacud avtipetpoikng Oepaneiog eival og
avénuévo kivéuvo cofapmv Kot SuvNTIKA OavaTnEOP®Y NTATIKMY OVETIOOUNTOV EVEPYEIDV. L€
TEPMTMOGELG TOVTOYPOVNG YOPNYNONS avTiukng Oepameiag yio nrotitida B v C, mapaxadieicde va
avapépeche EMIONG OTIG GYETIKEG CLVTAYOYPUPIKES TAT|POPOPIES Y10 AVTE TO, PAPUAKEVTIKA TPOIOVTOL

Edv to Combivir dwaxonei o€ acbeveic pe tantdypovn Aoipmén omd tov 10 g nratitidag B,
GUVIGTATOL TEPLOOIKOG EAEYYOG Y10t 4 UMVEG TOCO TNG NTATIKNG AELTOVPYiNG OGO KoL TOV JEIKTMOV
moAlomAaciac ol Tov HBV, kabmg diakomn g Aapifoudivng umopei vo, £yl Gov amoTéAeca
mapo&uoud TG NraTiTidug.

Acbeveic pe mpotimdpyovca NItk SVGAELTOLPYiL TEPAAUPAVOUEVNC TNG XPOVIOG EVEPYNS
Nratitidog £xovy avENUEVT GUYVOTNTA OVOUOADV TNG NTATIKNG Aettovpyiag Kotd T SidpKela
GUVOLOCUEVNG OVTIPETPOTIKNG Bepameiog kot Oa mpémel va TapakolovBobvTal GOUPEOVE e TNV KOV
TpakTiK. Edv vmapyetl évoeién emdeivoong tng nmatikng vooovu o€ 1€1o1ovg acbeveic, Tpémetl va
g€etdleton n Tapodikn 1 0ploTIKy dlakomnn Tng Oepomeiag.

Aobeveis ue tavtoypovy loiuwln omo tov 16 s nratitidag C:
H ovyyopnynon prumafipivng kot {idofovdivig dev cuvieTdtot A0y avEnpévon Kivovvou avatpiog
(BAéme mapdypogo 4.5)

Oagrteovéxpwan. AvoeEépONKay TEPUTTOOELS 0GTEOVEKPMOTG KLPIWG G€ aoBeVEIC LIE TPOYOPTLLEVN
Aotpwén HIV ko /M poakpdg dudpkelag ékBeon oe cuvovaoud avipetpoikng Oepanciog (CART) av kot
N artoroyio Bewpeiton TolvTopayovtiky (GuumepAaUPdvovTaL 1] XPTOT) KOPTIKOGTEPOEODV, 1
KATOVOA®MGOT GAKOOA, 1| oPapn 0VOGOKATAGTOAT, 0 LYNAGTEPOG deikTne pnalag cmpatog). Ot
aoBeveic Oa mpémel va {nTodv wtpiki GVEPOLAN £V TapPoVSLALoVY EVOYANGELS KOl GAYOG OTIG
apBpmoeig, duokapyio dpbpwong i dSuokora otny Kivnon.

To Combivir dev mpénet va Aoufdvetar pe omotadnmote GAAA PUPUOKEVTIKG TPOIOVTO, TOV TEPLEYOVV
Aappovdivi 1 EOPUAKEVTIKA TPOTOVTA TOV TEPIEXOVV EUTPIGLTAPIVT).

O ovvdvoouog AapPovdivig ue kKhadpifivn dev cuviotdton (PAéne Tapaypago 4.5).
45  Alnlemopaocsig pe Ao QUPUOKEVTIKA TPOTOVTA Kol GAAEG HOPPES alAeTiopacTg

To Combivir tepiéyet AapBovdivn kar {id6oBovdivn, kot cuvendg Kabe olAniemidpact mov £xet
Tpocdloptodel yio o EMPEPOLS GVOTATIKE 1oYdEL Kat Yo To Combivir, Ot KAvikég SoKIUEG £xoVV
dei&et 011 dev VIAPYOLVV KAWVIKE ONUOVTIKES aAnAemdpdoels petald AapBoudivig kan {idoPovdivng.

H GidoPovdivn petaforiletar kuping amd UGT évlvua. H cuyyopfiynon enaymyémv 1 avooToAE@Y
tov UGT evldpov pmopel va petafdirel tny ékbeon ot {idoPovdivn. H Aapifovdivn amofdiietor dia
TV veppmv. H evepydg veppikn anékkpion tng Aapfoudivic ota ovpa yivetal HEGH OPYOVIKOY
katiovik®v petapopiwv (OCTS). H cuyyopriynon Aopifovdivng pe avaotoreic OCT 7 veppoto&ikd
oappaka propet va avénoet v ékbeor otn AapuPovdivn.

H AapiPovdivn ko n Cidofovdivn dev petoPforilovror onuavtikd oo to, EVOLe ToOV KVTOXPOUOTOS
Paso (6mwg to CYP 3A4, CYP 2C9 1 to CYP 2D6) obte avactéAlovv 1 EXAYOLV dVTO TO GUCTNUA
evQopwv. Qg ek TOOTOL, LLAPYEL KPT TOAVOTNTO VO ELPAVIGTOVV AAANAETIOPACELS e GALD
OVTIPETPOTKA QAPLOKOL, OTME OVOCTOAELS TPOTEAGNG, [N- VOUKAEOGLIOKOVG OVAGTOAEIC KOOMG Ko e
GAAG QOPHOKELTIKE TPOiovTa TToV petaforilovTon amd KOpra evEUUIKA GUGTAHOTO TOV Paso.



Meléteg arinAeniopaonc £xovv Tpaypatonombel povo og eviiikes. O mapakdTm KoTdAoyog dev Oa
mpémeL va. Bempeitar TAPNG OAAN EIVOL OVTITPOCHOTEVTIKOG TMV KATIYOPLDV TOV PEAETHONKAY.

DO appoka avé appuoKevTIKI Aldeniopaocn Y00TOOT GYETIKI UE TN
mepLoy] Méon yeopeTpikn ovyyopfiynon
petapoin (%)
(IIBavog pnyoviepdc)

ANTIPETPOIKA ®APMAKEYTIKA ITPOIONTA

Awdavooivn IAamuBovdivn H oAAnienidopaon dev Agv omonteiton pOOuon
ueAETNONKE. docoloyiag.

Adavooivn /Z180Bovdivn H aAAnAenidopaom dev
peAeThonke.

Zrafovdivn /AapPovdivn H oAAnienidopaon dev O cvvdvacudg dev cuvicTdral.
ueAETNONKE.

Ytafovdivn /Z180Bovdivn

In vitro avtayoviepds g
avti HIV dpdong peta&o
otafovdivng Kot
{1d0Bovdivng pmopel va
001 YNOEL GE UELMUEV
OMOTEAEGLATIKOTITO KO
TV 000 QUPUAK®V.

GAPMAKA KATA TQN AOIMQEEQN

AtoPoxovn /AapPovdivn H aAAnAenidopaon dev
UeAETHONKE.

AtoPaxdovn /ZidoPovdivn Z130Bovdivn AUC 133%

(750 mg 800 gopéc my nuépa pe | AtoBaxévn AUC <>

@oyntd/200 mg tpelg popéc v
NuéPQ)

Koabng eivor dtobéoipa povo
TEPLOPIOUEVA OEOOUEVDL, 1) KAVIKTY
onuocio dev eivat yvooti.

KloapiOpopkivn /AapBovdivn

H oAAnienidopaon dev
UeAETHONKE.

KlapBpopwkivn /Z180Bovdivn
(500 mg 600 @opég v
nuépa/100 myg kébe 4 dpec)

Z1doPovdivi) AUC 412%

Eeympioth yopriynon Combivir kot
KhopBpopvkivng pe dapopd
TOVAGYIOTOV 2 ®P®V.

Tpebompiun/covipopedo&aloin
( Ko-tprpo&alorn) /Aapupovdivn
(160mg/800mg dma& nuepnoing
v 5 nuépeg/300mg povn 66on)

AoBovdivy: AUC T40%

Tpwebompiun: AUC <>
Yovipouebo&aloin: AUC
©

(avaGTOA TOV OPYAVIKOD
KOTIOVIKOD LETOPOPEN)

Tpwebompipun/covipopedolaloin
(Ko-tppo&aloin) /Zidopovdivn

H aAAnAenidopaom dev
peAeTnonKe.

Agv amaiteiton pvOuion docoroyiog
tov Combivir, exktog av 0 acbevrg
€xel veppikn avemdpkela (PAEne
Tapdypoo 4.2).

Otav amatteiton 1 cuyyopynon e
Ko-Tpo&aloin, ol acbeveig Ba
TPENEL VO, TOPOKOAOLOOVVTOL
KAvikd. Ot vynAég docelg
tpebompiung/covipouedo&aloing
v T Bepoameio TG TVELHOViNG

and Pneumocystis jirovecii (PCP)
KoL TNG TOEOTAAG MO G eV EXOVV
peietn et kou Oo Tpémel va
omoPevyovIaL.

ANTIMYKHTIAXIKA

drovkovaldin IAauiBovdivn

H oAAnienidopaon dev
peAETHONKE.

drovkovaldin [Zi5oBovdivn
(400 mg dmo& nuepnoimg
1200 mg tpeig popéc v nuépa)

Z1doPovdivi) AUC T74%

(avaotoin g UGT)

Kabdg eivon dtabéoipa povo
TEPLOPIOUEVA OEOUEVA, ] KAIVIKT
onuocio dev gival yvooT .
ITapakoiovBnon yia onueio
to&iotnrag and ™ {idofovdivn
(BAéme mapdypoeo 4.8).




Dappoxa avi OopprokevLTIK AlAemiopaon 206TOGON GYETIKI| NUE TN
mEPLOYN) Méon yeopeTpikiy ouYopNYNoN
petapoin) (%)
(IIBavog pnyoviopdo)
ANTIMYKOBAKTHPIAKA
Purpapmicivy/ AauBouvdivn H aAAnlenidopacmn dev Avemopkn dedopEVa Y10, GOOTOOT
UeAETHONKE. pvOong ™¢ dosoroyiag.
Prpapmikivn /ZidoBovdivn Z130Bovdivn AUC 148%
(600mg ama& nuepnoiong /200 mg
TPELS POPEG TNV MUEPQ) (emoyoyn tng UGT)
ANTIZIHAZMOQAIKA
DdawvoPopPrrain /Aappovdivn H aAAnAeniopaomn dev Avemopkn ded0pEVa Y10, GOOTOOT
peAETHONKE. pvOLong ™¢ dosoroyiag.
DawvoPopPrrdin /ZidoPovdivn H oAAnienidopaon dev
peAetnonie.
[TBavéTTO EAOPPAC
peiowong tawv
GUYKEVIPMDOEWMY
{160Bovdivng 610 TAGC O
uéowm emaywync me UGT.
davovroivn /Aopifovdivn H aAAnlenidopaom dev [MopaxkorovOnon tov
peAetThonke. GLYKEVIPMOGEMVY TNG PALVLVTOIVT|G.
dawvovroivn /Zidopovdivn dawvvroivif AUC TV
BoAmpoixd o&d /Aappovdivn H aAAnleniopacm dev Kabng givor dtobécipa povo
UeAETHONKE. TEPLOPIOUEVA OEOOUEVDL, 1) KAVIKTY
BoArpoikd o&d [ZidoPovdivn Z130Bovdivn AUC 180% onuocio dev glvat yvoor] .
(250 mg 1 500 mg tpeig popég apakorovOnomn yio onpeio
v NuéPa/100 Mg tpelg popég (avactorn g UGT) to&wdtnrag and T {idofovdivn
NV NUEPQ) (BAéme mapdypao 4.8).
ANTIZETAMINIKA (ANTATQNIEXTEZ H1 YIIOAOXEQN IXTAMINHY)
Povitidivn /Aapupovdivn H aAAnleniopacm dev Agv amonteiton pHOpuon
peAeTnONKeE. docoloyiag.

KMvikd onpovtikn
oAAniemidopacn givor
omiBavn. H pavitidivy
amoBaAAETOL LEPIKAOC LOVO
0 T0 GLOTNO VEPPIKMDV
LETUPOPEMY OPYAVIKOV
KATIOVTOV.

Povitidivn /Z180Bovdivn

H aAAnleniopaom dev

peAeThonke.
Zipetdivn /A apBovdivn H oAAnienidopaon dev Agv amorteiton pOOuon
peAeTnONKeE. docoloyiag.

KMvikd onpovtikn
oAANAeTidOpaon gival
antBavn. H oyetidivn
OTOPAAAETOL LEPIKADG LOVO
0 TO GLGTNLO VEPPIKMDY
LETUPOPEMY OPYAVIKOV
KOTIOVTOV.




Sipenidivn /Z180Povdivn

H aAAnAenidopaon dev
peAETHONKE.

O appoka avé appuoKevTIKI
mEPLOYN)

AlIleniopaocn
Méon yeopeTpiki
petapoin) (%)
(IIBavog pnyoviopdo)

YV0TOGT GYETIK UE TN
ovyyopiynen

KYTTAPOTOZEIKA

Kladprpiviy/ Aapfovdivy

H aAAnleniopaom dev
peAeTnONKE.

In vitro n AapuPovdivn
OVOOTEAAEL TNV
EVOOKLTTOPIKN
POGPOPLAICN TNG

K adp1ivng mov odnyel o
duvNTIKo Kivovvo
OTTMAELOG TNG
QOTEAECLOTIKOTITOS TG
K adp1fivng oe mepintwon
GULVOVOGHOD GTNV KAVIKN
wpa&n. Opiopéva KAviKd
gupnuaTo EMioNG
vrootnpilovv pia whavn
aAAniemidopacn peTa&y

Enopévag n ovyyoprynon
AapiPovdivig kot khadpipivng oev
ovviotatal (BAéne mapdypapo 4.4)

Aopoudivng ko
KAadp1ivig
OIIIOEIAH
MebBadovn /Aapupovdivn H aAAnAenidopaom dev Koabng eivor dtobéoipa pdvo
ueAetThonke. TEPLOPIOUEVO OEOUEVA, T KAIVIKT
MebBadovn /Z180Bovdivn Z130Bovdivn AUC T43% onupacia dev gival yvoorn.
(30 ¢ 90 mg Gra& Mebadovn AUC <> [MopakoriovOnon yio onueia
nuepnoiong/200 myg kabe 4 mpeg) to&dtnrTag amd T {ioofovdivn
(PAéme mapdypago 4.8).
H p0Oon g docoroyiag tng
pebadovne etvar amibovn otovg
mEPLGGOTEPOVC 0oOeVEiC.
[leprotaciokd pmopei va yperocdel
enovopvBIon g 060oMG TG
uefadovnc.
OYPIKOAINIEKKPITIKA
IpoPevesion /Aapfovdivn H aAAnAenidopaon dev Kabng eivor drobéoipa povo
peAeThonke. TEPLOPIOUEVA OEDOUEVD, T) KAVIKT|

IIpoPevesion /ZidoPovdivn
(500 mg téooepic popég v
nuépal2mg/kg tpeic popég v
nueépa)

Z13oPovdiviy AUC T106%

(ovaotodn tng UGT)

onuocio dev eivat yvomorn .
ITapakoiovBnon yia onueio
to&dtnrTag amd T {idofovdivn
(PAéme mapdypago 4.8).

ATA®OPA




Adhopo copPrroang (3,2 g, 10,2 | Movn 866n oGO Omov givan duvatodv, va

0, 13,4 9)/ Aapupovdivn StAdpatog AaptBoudivig | amopebyetar 1) xpdvia
300 mg ovyyxopnynon Combivir pe
POPUOKEVTIKA TPOTOVTO TTOL
Aopupovdivn: mePLEYovv GopPrtoin 1 dAheg

TOAVOAKOOAEC OCUMTIKNG OpAoNg 1
AUC | 14%; 32%:; 36% LOVOGOKYAPIOKEG aAKOOAES (TT.Y.,
Cmax 4 28%: 52%, 55%. ELAMTOAN, LOVVITOAT, ACKTITOAY,
poAtitodn). Na eggtaleton 1o
EVOEYOUEVO GUYVOTEPNG
TOPUKOA0HONGNC TOL UKOV POPTiOV
tov HIV-1 6tav n xpovia
ouYyyopnynon oev propel va
amo@evybei.

Tovropoypagiec: T = Avénon; d=psinon; <>= oyt onuavtiky petafors; AUC=mepioxn kétm amd v
KOUTOAT GLYKEVTIPMOTG EvavTl ¥povov; Cmax=uéyiot napatnpnbdeico cvykévipwon;
CL/F=@awvopuevikn amd 1o otdépatog kdOapon

"Eyet avagepbei enitaon g avaiog Aoym g prumafipivng, 6tav n {idofovdivn amotehel uépog tov
GYAMOTOG OV YpNoLponoleital yio v avtiuetdnion tov HIV, av kot o akptig unyaviepog dev €xet
dtevkpwvicBei. H suyyopnynon piumofipivng kot {doPovdivng 6e cuviotdtor Adym avénpévou
Kivduvou avaipiog (PAéme mapdypaeo 4.4).

Oo mpénet vo, e&etaletan 1o evogyOuUEVO avTikaTdoToong TG {1dofovdivig oe GuVOLACTIKO
Oepamevticd oynua ART, edv avto ypnoiponoleitol oM. Avtd Ba pmopovoe va givol dtaitepa
ONUOVTIKO 6g acheveic Le YV®OTO 16TOPIKd avalpiog exayopevnc amo t (idofovdivn.

H ovyyopnynon, dwaitepa n o&eia Bepameio pe duvntikd vepoto&ikd 1 LDEAOKOTOGTUATIKA QAP LLOK,
(.. SCLOTNUATIKN YOPNYNOT TEVTAUIDIVIG, dayovT, Tupipedaptivn, Ko-Tptluo&aloin, appoTtepikivn,
(QAOVKLTOKIVY, YKavouAoPipn, vtepeepovn, Bvkpiotivn, Pvpractivi kot do&opovpmicivn) pmopel
emiong va avénoet Tov kivduvo Tpdkinong avembountmv evepyeidv and ™ {idoPovdivn. Edv n
ovyyoprynon Combivir pue onotodnmote amd avtd ta eapuaka sivat amapaitntn, T0te Oo TPETEL VO
Aappavovtor emmiéov PETPA EAEYYOL TNG VEQPIKNG AELTOVPYIOS KOl TOV OLLATOAOYIKMV TOPOLETPOV
Kot pocov ypetoctel Oa mpémel va pelwbel  docoroyia VOGS 1 TEPIGGOTEPMV TOPOYOVIMV.
[Tepropiopévog aplBudg dedouévmv amd KAVIKEG dOKIUEG OV Ogiyvouy onUavTIKd avénuévo Kivouvo
avemBountov evepyelidv amd T {idofovdivn katd T cuyyopnynon pe Kotpuo&oaloin (BAéne
AVAOTEP® TANPOPOPIES Yo aAANAETOpaoES AapBovdivng Kot KoTplpuo&aloing), aepoivpa
mTeVTapdivng, moptuedapivn kot actkloPipn o€ 00GELG TOL ¥PNCULOTOIOVVTAL Y10, TPOPVAAED.

46 TovipétnTa, KOON KOt yohovyia
Konon:

Q¢ yevikog Kavovag, KaTA TNV omd@acT) XPNoNG OVTIPETPOIKMOVY Topaydvtov otr Bepamneio g
rotpméng pe HIV og éykueg yovaikeg Kot akoAoVBm¢ ot peimon Tov Kivovvou kdBetng petdooong
tov HIV ota veoyvd, o mtpémet va Aapfdavovtal veoyn ta dedopéva amd {dho kabmg kot 1 KAWIKN
gUTEPi0 amd £YKVEG YOVAIKEG. TNV TPOKEUEVT TEPinT®on 1 xp1on ¢ {idooPovdivng oe eyKvovg
yovaikeg, pe emakorovdn Bepaneio TV veoyEvvitav Ppeav, £yl amodetybel OTL LEIDVEL GUAVTIKA
70 T0600TO peTddoong tov HIV and ) untépa oto éuPpuo. 'Evag peydhog apBpog doedopévaov amod
€yKveg yovaikeg mov Eafov Aapifovdivn 1 {idofovdivn dev vTOdEVOEL SVGUOPPIKT TOEIKOTITA
(meprocotepec amd 3000 ekPaoelg and ekOECELS KOTA TO TPOTO TPiuMVo, 0md Ti¢ omoieg 2000 exPdoeig
nepleldpfovay €ékbeon 1000 oe AapPovdivn 6co kar o {1dofovdivn). O kivévvog ducuopeiog givar
péAadov aniBavog yuo Tovg avBpodmovg Pdcetl Tov avapepBEVTog peydhov aplBpov dedopEVmV.

Ta dpaotikd cvototikd Tov Combivir pmopei va avaoteilovy v avtypaen Tov kuttaptkod DNA
Kot 1 {idoPovdivn dei&et 6Tt etvar SOMANKOVVTIOKE KapPKIVOYOVoG, o€ pia perétn oe {oa (PAéme
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mapdypaeo 5.3). H kAviki onpacio autdv tov eopnudtov sivat dyvooTt).

e aoBeveig mov Eyovv poAvvOEel Kol amd NTATITION GTIG OTTOiE YOPTYOVVTOL POPUUKEVTIKA TPOTOVTA
7oL mepLEyovv Aapoudivr 6mwe To Combivir kot 6N cvvéyelo pévouy £ykueg, Oa Tpénel va
a&roloyeitar 1 mOaVOTNTO ETAVEUPAVIONC TNG NTATITIONG £GV dtakomel 1 AopBovdivn.

Mitoyovopioxy dvaleitovpyic: To VOUKAEOGIBIK Kol TO VOUKAEOTIOWKE avahoya Exovv dei&et in vitro
Kot in Vivo 0t mpokololy ptoyovoplakis PAaPec moikilov Babuod. Yrdpyovv avapopic
ptoyovoplakng dveAettovpyiog oe HIVapvntikd Ppéen ta onoia siyov extedel katd tnv evéountpia
Con ka/ 1 petd ) yEvvnon o€ VOukAeoodkd aviloya (PAéme mapdypapo 4.4).

Talovyio:

H AopBovdivn kon 1 {idofovdivn amekikpivoviol 6To unTpikd YAd 6€ GUYKEVIPDOGELG TOPOUOLES UE
ovTéC oV Ppickovtal 6Tov 0po.

Me Baon meprocodtepa and 200 {evyn untépov/todimy mov Aapupavay Bepaneio yia tov HIV, ot
GLYKEVTPMOELS TNG AdpLPovdivig otov opd og OnAdlovta veoyvd untépmv mov Adppovoy Bepameio yio
tov HIV givor moA0 yapnAés (< 4% yia TIC GUYKEVIPMGELS GTOV 0pO TV UNTEPWOV) KOL TPOOSEVTIKA
LELOVOVTOL GE [T aviyveLoa eTtineda otav To ONAalovia veoyvd @Tavouy v nhikio Tov

24 gfdopadmv. Agv vapyovv dabécia dedopéva Yo TV ao@ArELd TNG Aapiovdiving otav
yopmyeitar o€ Ppéen NAKiNG KAT® TOV TPLOV UNVOV.

Metd ) yoprynon epdnag d6omg 200 mg {idofovdivng o€ yuvaikeg mov £xovv poivvOet amd tov HIV,
N péon ocvykévipwon (18oPovdivng 6To UNTPIKO YEAN KO GTOV 0pO MTAV TAPOUOLA.

ZuvieTdtot o1 yuvaikeg mov £xovv poAvvOel amd tov HIV va un nialovv ta Bpéen Tovg ot Kapio
TePINTMON TPOKELLEVOL Vo amopevyfel  petadoon g HIV Aoipwéng.

Tovipdt o

Ovte 1 QvoPovdivn 0bte N AapuPovdivn €xovv deiéetl ototyeio dratapayig TG YOVILOTNTOC GE LEAETEG
He appeveg kot OnAelg apovpaiovg. Aev vdpyovv dedopéva yio TNV ENIOPUCT] TOVS 6T AVOPAOTIVT
YUVOIKELQ YOVILOTNTOL.

X1ovg Gvopeg 1 CidoPovdivn dev éxetl deiet ot emnpedlet tov aplBuo, T popeoroyia 1 tnv
KIVITIKOTNTO TOV GTEPLLOTOG,

4.7 EmOopacelg 6Ty IKavOTITO 001]YN61)G KOl EIPIGHOD PN avI|HaT®V

Agv mpaypoTomonOnKoy HeAETEG GYETIKA LE TIG EMOPACEIS GTNV KAVOTNTO 001yY1NOMG KOl XEPIGHOD
pnyovnudToy.

4.8  AvemOounTteg evépyeleg

"Exovv avaeepbei avembounteg evépyeieg katd ) didpketo Oepameiag g vocsov HIV pe Aapifouvdivn
ka1 (100Pfovdivn Eexmplotd 1 o€ cuvdVAGHO. o TOAAEG 0md aVTEG TIG EVEPYEIES, EIVOL AGOPEC OV
opeihovtar otn AapPovdivn, ot Lidofovdivn, 6To EVPL PAGLLO TOV PAPHAKGV TOL AapPdvovtal yio
™ Bepameia e HIV vooov, 1 elvan amotéheopa e vnokeipevng vooov.

Ene1d1 to Combivir mepiéyet Aapfouvdivn kan {idoPouvdivn, avapéverar 0Tt o TOTOG Kot 1 GoPapodTnTa
TV avemBOuNTOV gvepyeldv Ba cuvdéeTat pe kKaBe éva cuoTaTikd EexmPloTd. Agv VIAPYEL EVOEIEN
EMITPOGHETNC TOEIKOTNTOC LETA OO TAVTOYPOVT YOPNYNOT TOV dVO GLUGTATIKMYV.

[lepumtmoelg yolokTikng 0EEmong, optopéves popés Bavatnedpes, cuvnbmg cuvdedeveg Le cofapn

NTOTOUEYUAIN KoL NTATIKN OTEATMOT, £xovv avapepbel katd tn ypnon {idoPovdivng (PAEre
mopaypoeo 4.4).
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H Bepancia pe {ooPovdivn €xel cuoyeTioTel e andAgia VITOddpLov Aovg, 1 ool eival TEPIGGOTEPO
£KONA 6710 TPOC®MO, 6TO dKpa Kot 6TOVG YAouTovES. Ot aisbeveic mov Aoupdavovy Combivir/ Oo
npénel va, e£eTALOVTOL KOl VO pOT®VTOL GUYVA Yo onueio Mmoatpopiog. Edv dtamiotwbel n avdmtoén
Mmoozpopiog, n Oepameio pe Combivir dev o mpémet vo cuveyileton (PAEne mapdypogo 4.4).

To copatikd Bapog kot Ta enimedo TV ATSioV Kot TS YALKOINC 6To aipo evogyetal va avEnbodv
Katd T ddpkela ¢ avtipetpoikng Oepaneiog (BAEne mapdypapo 4.4)

e HIV opobetikovg acbeveic pe cofopr] 0voGoA0YIKT OVETAPKELL EVOEXETOL VO, EUPOVIOTEL, KATH TNV
évapén g cvvdvacpévng avtpetpoikng ayoyns (CART), pio pleypovadodng avtidpaocn o
OCLUTTOUOTIKG 1] VITOAEWUHOTIKG gukoplokd Tafoyova. Avtodvoces dtotapayés (OmTmg 1 vOoog
Graves kot 1 cvutodvoot nrotitidn) £xovv eniong avoeephei oTo TAAIGL0 TOVL GLVOPOLLOV
OVOGOAOYIKNG OTOKOTAGTACTC, WGTACO, O OVAPEPOUEVOG XPOVOG £G TNV ELPAVIOT TOVG, TOIKIAEL
TEPIOCOTEPO KOl LT TAL GUUPAVTO UTOPEL VO ELPAVIGTOVYV TOAAOVG UNVEG LETE TNV EvapEn TG
Oepaneiog (PAéme mapdypao 4.4).

"Exovv avagepbel mepimtdoeic 06te0vEKPMONG Kuping o acbevels pe YVmOGTOUS YEVIKA TOPAYOVTES
Kvduvov, Tpoympnuévn Aoipmén HIV 1 paxpdg didpketog ExBeon 6 cLVOVAGHO AVTIPETPOIKTG
Oepaneiag (CART). H cuyvomta avtdv sival dyvootn (PAEre mapdypapo 4.4).

Aampovdivn:

O avemBounteg evépyeteg mov Bempndnkav TovAdyiotov mbavég oxetikd pe T Bepaneio
AVAPEPOVTOL TOPOUKATE OVE OPYAVIKO GUGTILIA TOV GMUATOG Kol amdAvTn cvyvotnta. Ot cuyvotnteg
opifovtar wg moAd cuyvég (>1/10), ouyvég (>1/100 £mg <1/10), oyt cvyvég (=1/1000 Emg <1/100),
onavieg (>1/10.000 £wg <1/1000), woAd omavieg (<1/10.000). Evtog kdbe katnyopiog cuyvotnrog
EUPAVIoNS, ol avemBOunTeg evépyeleg mapatifevral katd eBivovsa celpd cofopoTnTac.

Awtopay£c TOL OATOG KO TOL AEUQOIKOD GUGTHLLOTOG
Oyt ovyvég: Ovdetepomevia kot avaipio (apedtepeg mepiotactokd cofapic), Opouforvttaponevia.
Tlold oravies: Apyng amhocio epuBpdg oelpdg

Alotapoyéc Tov HeTaoAMcov Kot g 0péyng
11020 oravieg: T'ahaxTikn o&Emon

AwTopay£c ToL VELPLUKOD GLGTIUOTOS
2oyvég: Kepaiadyla, abmvia
Tlo1d oravies: Tepupepixn vevpordabdeia (1 TopoucOncior)

Avanvevotikéc, Ompokikic ko necobmpokikic SLoTopoyES
2oyvég: BNyag, pvikd COUTTOHOTO

lactpeviepucés datapayés
2oyvég: Navtio, EHETOG, KOALKO AAYOG 1) KPAUTES, d1appola
2rovies: [oykpeotitida, avENCELS TG AUVAAGTG TOL 0POV

Hrotoyolkég Sratapayég
Oyt ovyvég: Topodikég avénoeig Tov nratikov evivuwov (AST, ALT)
2ravieg: Hrotitida

AwoTapoay£c Tov OEPUOTOC KO TOV VTOOOPIO0L 15TOV
2oyvéc: EEavOnua alomexio
2movies: Ayyelooldonpo

MuookeAeTKEC SLOTOPOYEC KO SLOTOPOYES TOV CUVOETIKMV 10TMV
2oyvéc: ApBpalyia, LOTKEC avmUUATES
2ravieg: Papdopvdivon
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Tevikéc dwatapoyic ko evoyanoeic otn 6€on yopnynong
2oyvég: Alonpa konwong, adiabesio, Tupetdg

Zrdofovdivn:

To TpoPid TV avemBOuNTOV evepyel®V QaiveTal Tl €lval TAPOUOI0 GTOVG EVIAIKES KOl GTOVG
épnpPovc. Xtic mep1ocdTepOo GoPapéc avemBOuNTES evépyeleg meptAapBdvovtor n ovorpio (rov pmopel
VO OTTOLTEL LETAYYIGELS), 1] OVOETEPOTEVIN KoL 1] AEVKOTEVIO. AVTEC ATOVTOVTIOL GUYVOTEPA, KOTH T
yopnynom vymiotepmv d6cewv Tov popudakov (1200 émg 1500 mg/muepnoing) ko oe acbeveig pe
apoywpnuévn HIV voco (1dwaitepa 6tav cuvumdpyel Tty LVEAKN epedpeia mpv amd tn Oeparmeior)
kot aitepa o acheveic pe ap1dud CD4 kuttdpov kKdto Tov 100/mm? (BAéne nopdypago 4.4).

H ocvyvomta epodviong ovdeteponeviag NTav emiong avénpévn e avtovg Toug acbeveic e
TPOVTAPYOVG A 0VIETEPOTEViDL, YOUUNAG eMimESQ atpocPatpivng Kot younAd enimeda Prrapivine Bz
otov 0pd Katd v Evapén g Bepomeiog pe to {idofovdivn.

Ot avemBOuNTEG eVEPYELEg OV BempnBNKoY TOLANYIoTOV TBAVHS CLGYETILOMEVES e TN Bepameia
OVOQEPOVTOL TOPAKAT® VA OPYAVIKO GUGTIO TOL GOUOTOG Kot 0TOALTH cuyvoTNTa. O1 GUYVOTNTEG
opifovtar wg moAd cuyvég (>1/10), ouyvég (>1/100 £mg <1/10), oyt cvyvég (=1/1000 £mg <1/100),
onavieg (>1/10.000 £wg <1/1000), Tohd ordvieg (<1/10.000)

AwTOpay£C TOL OHUOTOG KO TOV AEUPIKOD GUGTHUOTOG

2oyvég: Avarpio, ovdeteponevia Kot Agvkomevia

Oyt ovyvés: OpouforutTaponevio, TOVKLTTOPOTEVIN e LVEAKN VTTOTANGTOL
2rovies: Apyng anhacio epuBpdc oelpdc

1lold oravies: AT ootk ovaipio

Awotapoy€c Tov UeTafoMGHOD Kol TG SLOTPOPHS
2ravieg: ahaxtikn o&Emon amovasio vo&oiag, avopetio

Poyorpikéc datapoyEc
2mavieg: Ayyog kol Kotdolym

AwTopay£c ToL VELPLUKOD GLGTIUOTOS

11020 ovyvéc: Keporahyia

2oyvég: 24

2ravieg: Admvio, mapoioOnoio, vavniio, OTOAELD TG VONTIKTG 0E0TNTAG, OTAGUOT

Kopduakéc dwatapayéc
Zravies: Kapdiopvomabeio

Avanvevotikéc, Ompokikéc kol uecofmpakikéc dtaTapay£c
Oyt ovyvég: Adomvola
2ravies: Biyog

Tootpeviepcéc drotopayés

Tlo1d ovyvég: Navtia

2oyvéc: 'Epetog, kothokd dlyoc kat otdppoto

Oyt ovyvéc: MeTe@piopog

2ravies: YTEPYPMOT TOV GTOUATIKOD BAEVVOYOVOL, dlUTOPAYES YEVOTG KOl QVGTEYI, TOYKPEATITION

Hratoyolkéc dratapayég
2oyvég: AvEnpéva eminedo nratikdv evOU®V Kat yorepvlpiving 610 aipa
2ravies: Hratikég dtotapayéc 0mmg coPapn Nratoueyoiio L GTEATOON

AwoTapoay£c Tov OEPUOTOC KO TOV VTOOOPI0L 1GTOV
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Oyt ovyvég: EEGvON O Kol KVvNOLOG
2rovies: YREPYPWON TOV OVOY®V KOl TOL OEPUATOG, KVIOWON Kot pidpmon

MuookeAeTKEC SLOTOPOYEC KO SLOTOPOYES TOV CUVOETIKMV 10TMV
2oyvég: Muokyia
Oyt ovyvég: Mvomabeia

Awtopay£c TV VEQP®V KL TOV 0OVPOTOUTIKOD GLGTNLLOTOC
2rovieg: Zoyvovpio

Avomopoymyikd OGO KOl SLUTOPUYEC TV LOCTAOV
2rovies: [vvorkopootio

Cevikég datapoyég kon evoyAnoelg ot Béom yopnynong
2oyvéc: Advvapia

O ovyveg: TTupetdg, yevikeLEVO GAYog Kot adtobesio
Zravieg: Piyn, Oopakikd GAyog Kot yputnmoeg cHVOPOLO

Z1otyela oL VITAPYOVY TOGO OO EAEYYOUEVEG LEAETEC LLE EIKOVIKO QAPUAKO, OGO KOl OO OVOIKTEG
UEAETEG, OglyvouV OTL 1] GLYVOTNTO TG VAVTING KOL TOV GAADV GLUYVA AVOPEPOUEVAOV KAMVIKDV
avemBuuNTOV EVEPYEIDV LEI®VETAL 6TAOEPA LE TNV TAPOSO TOL YPOVOV, LETA ATO TIG TPDTES
gPdoudoeg Oepameiog ue {ioofovdivn.

Avapopd mBavoroyovueveov avemBOUNTOV EVEPYELDV

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumv HeTd amd T YopyNnom Adeluc KuKAOPopiag
TOL QPOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEALOVC-KIVOVVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital amd Tovg enayyeAlaTieg vyeiag va
avaPEPOLY OTTOIEGONTOTE TOUVOALOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
avoeopds Tov avaypdeeton oto [Hapdptmua V.

49 Ymnepodocolroyia

Yrdpyel mepropiopévn epmelpio vrepdocoroyiog pe to Combivir. Agv £xovv Tpocdtoptodel e1d1kd
cupnTopota 1| onueio petd amd ofeia vrepdocoroyia pe (dofovdiviy 1 AapuPovdiv, ektog amd avtd
OV OVOPEPOVTAL OTIG AVETIOVUNTEG EVEPYELEG. Agv onueldOnKoy Bdavatot kot 6ol ot acOeveic
avévnyay.

Xe mepintwon vrepfoiiknig ANyng o acbevig Ba mpémet va TapakoAiovBeitar yio toSucotnto (PAERE
Tapdypo@o 4.8) kot Oo pénet vo epapudletar n kabigpmpévn vrootpiktikn Oepaneio. Asdopévon
OTL 1 AapPoudivn amopokpOVETUL Le TNV OokdBapor, o mepintwon vrepPolikng Anyng sivar
duvatov va ypnoiponombel cuveyng opokdbapon, map” 6Ao mov dev Exet peretnOel. H apokdBapon
Ko M TEPLTOVAIKT KAOapon eaivetan 6Tl Exovv TEPLOPIGUEVT EMidpacT) oty KaBapon 1 {idoPovdivn,
oAAG avEavouy Ty kdBapon Tov YAvkovpovikoy petafoiritn. o tepiocdtepeg Aemtopépeieg Oa
TPEMEL 01 1TPOL v, supPovievBovv ta Eeywplotd OAAA 0N YOV TG AapBovdivng kat {idofovdivng.

5. OGAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppokodvvoptkés 1010TNTEG

Doppokobepamentikn katnyopio: Aviukd yuo ) Beponeio tav Loipdemv and tov HIV, cvvdvacypol,
Kmowog ATC: JOSARO0L.

H AopBovdivn kou 1 LidoPovdivn elvar vovkieoodikd avdioya pe dpdon évavtt tov HIV.
EmmpdcBeta n AapPovdivn €xet dpdon Evavtt tov 100 g nratitidog B (HBV). Ko ta dvo
QOPUOAKEVTIKG TPOTOVTA LETOPOMIOVTAL EVOOKVTTAPLN TPOG TO EVEPYA GLGTATIKA TOVG 5™ —
Tprpceoptk] Aapovdivn (TP) kar 5°-TP (idoPovdivn avtictorya. O Bacikdc Tpodmog dpAcng Tovg
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glvo 0 TeEpUATIGUAC TNG aAVGidaG TG UKNG avTioTpoeng petaypaens. H AapiBoudivn-TP ko n
(160Bovdiv-TP &yovv EKAEKTIKY OVAGTAATIKY dpdon évavtl Tng avtrypaenc tov HIV-1 kot HIV-2 in
vitro. H Aapupovdivn givar emiong dpaotiky Evavtt KAvikd evepymv otedeydv tov HIV avlektikdv
ot {doPovdivn. Agv moapatnpniOniay avtay®vioTikég emdpdoelg in vitro pe AapPoudivn kot GAia
avTIpeTPOiKa (eetacBéviec mapdyoviec: afakafipn, owdavocivn kot vefipamivn). Aev
TOPATNPNONKOY avVTOY®VICTIKEG EMOPACELS in Vitro pe (1doPovdivn Kot GAAN avTipeTpoikd
(e€etaobévtec mapdyovtec: afakafipn, didovocivn Kot vteppepdvn AAQ).

H avtoyn tov HIV-1 évavtt g Aapovdivig opeiretar o€ pio petdAroén M 184V, n onoio odnyel
OTNV VTOKOTAGTACT] EVOG AUIVOEEDG, KOVTA GTO EVEPYO KEVTPO TNG AvAGTPOeNG petaypapdons (RT)
Tov 100. H petdAiaén avt sppaviCetarl toco in Vitro, 6o kot o€ acbeveic polvopévoug pe HIV-1 ot
omoiol Exouv avTHETOMICOEL e avTIPETPOikd oynua Tov TeptEyel Aapovdivn. To oteléym ue v
GUYKEKPIUEVT] HETAALAEN £XOVV ONUAVTIKA EATTOUEV evaicincia otn Aopiovdivn Kot
TOPOVGLALOVY HELMUEVO AVOTOPAY®YIKO SuVaKO in Vitro. MeAéteg in Vitro vodeikvoouy 0Tt
oTeEAEYN TOV 100 ovOekTIKA ot {1d0Povdivn uropel va katactoby gvaictnta otov Tapdyovia avtdv
OTOV TOVTOYPOVO, ATOKTNOOVY avToYn EvovTt TG AapuPBovdivig. H kivikh onuacio avtdv tov
ELVPNUATOV TOUPAUEVEL TAVTWS OOLEVKPIVIOTT).

Zrotyeia in vitro, teivouv vo vrodei&ouvv 611 1 GuvEYIoN TG AaPovdivig e avTIpETPOiKd oYU,
apd TNV avantoén g petdiiaéng M184V, umopel va mapéyel VTOAEMOUEVT] OVTIPETPOTKT dPpACT
(mBavmg péow eEachévnong g tikng Aettovpykdtrag). H khvikn cuoyETion autdv Tov upnudtoy
dev el texunprmBet. pdypartt, ta dStabécipa KAvikd ototyeio eivat TOAD mEpLopIouéva Kot
KkafioTobv advvarn TV e€aywyn aglOMOTOV GUUTEPACHATMV AVOPOPIKA LLE TA TAPOTAV® OESOUEVA.
Xe k@0 nepintwon Ba npénel Taviote va mpoTdTol 1 Evapén evaictntov NRTI’S évavtt tng
dtpnong g Oepamneiag pe AapPovdivn. Emopévag, n dwatypnon g epomeiog pe AapPovdivn
Tapd TNV REavion g petdAraéng M184V, Oa mpénel va e&etdleton uOVo 6€ TEPIMTMOGELG OOV OEV
vrdpyovv d1abéciot dArot dpacticoi NRTI’S.

H drootowpoduevn avtoyn Evavtl GAA®V VOUKAEOCIOIK®Y OVTIPETPOTKAOV AOY® TNG LETAAAAENC
M184V tov yovidiov g RT givan mepropiopévn. H GidoPovdivn kar 1 otafovdivn dtatnpovv v
OVTIPETPOTKT dPACTIKOTNTO TOVG €L 6TEAEXDV ToL HIV-1 avBektikdv otn AapPovdivn. Eniong, ta
oTeAEYN ne TNV petdiroén M184V napapévouy evaictnta otnv afaxofipn. Ta petodioyuéva
M184V RT otedéyn mapovstdlovy Ayotepo and 4 popég Letmpévn evatotnoio oty didtovoacivn,
oA M KAMVIKT onuocio Tov VPNUATOV AVTOV TOPAUEVEL AYVOOTY.

O éheyyog ¢ svausOnciog in Vitro dev £yet TumomonBel Kot 10, ATOTEAEGLOTO TTOIKIAOVY avaAOYQ pe
TOVG Topayovieg pebodoloyiag.

H Aopufovdivn deiyver yapnAn kottapoto&ikdtnta in VItro 6To meplopeptkd AepQoKHTTOPa., GTO
KaONA®UEVE AEUPOKDTTAPO, KO LOVOKVTOPIKE LOKPOPAYQ KOl GE [0, TTOTKIAMO TPOIU®V KUTTAP®Y TOL
votwiov puerov. Avtictaon ota avéioya Buopudivng (va ek Tov onolwv etvar ) {idofovdivn), ivar
YVOOoTH Kot amodidetar omd TN oTadtoKn cuvAdpolon Emg 6 EWOIKMOV LETOAAAEEDV GTNV aVTIGTPOON
petaypapdon tov HIV ota kewdwovia 41, 67, 70, 210, 215 kot 219. Ot 101 anoktodyv ¢ovoTumikn
avtiotaon oto avaioya tng Bupudivng pécw cuvdVAGHOD HETOAAAEEDY oTa Kodwkovia 41 kot 215, 1
omd TV cuvABpo1oT TOLVAGYLETOV 4 mC 6 HeTAALAEE®Y. AVTEC O LETOAAGEELS TV AVOAOY®V
Bopdivng amd PoOveg TOVG dEV TPOKOAOVV S1OGTAVPOVUEVT] OVTIGTACT VYNAOD EMTESOL GE KAVEVO A0
T GAAC VOUKAEOGIOLO, EMTPEMOVTAG £TGL TNV ETOKOAOLOT Yp1IOT GAA®V EYKEKPIUEVOV OVOCTOAEWDY

OVACTPOPNG LETAYPAUPACNG.

AVO TpOTOL HETOALAEEWDV TOAVPUPLOKEVTIKNG OVTIOTAONGS, 0 TPMOTOG XApaKTNPLLOUEVOS ATO
petaAlaéelg g avtiotpoeng petaypapdong tov HIV ota koducovia 62, 75, 77, 116 kot 151 kot o
devtepog mov apopd o pia T69S petdAroén kot eloaymyn evog (edyovg 6-Bacewv otny idta Bon,
£€Yovv ooV amOTEAEG LN OVATTTLEY PALVOTLTIKNG avTiotaong 6to AZT, dnwg emiong Kot 6€ GAAOVG
EYKEKPIUEVOVG VOVKAEOGIOKOVG OVAGTOAEIS TNG AvTIGTPOPNG petaypapdong. O kabe Evag amd avtovg
TOVG dVO TPOTOVG UETAAALAEEDV TOAVVOVKAEOGIOIKNG OVTOYNG TEPLOPILEL OCNUOVTIKG TIG LEAAOVTIKEG
OepamevTikég emloyéc.
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Klivikn sureipio

Xe KAMVIKEG SOKIUEG 1) AapuBovdivn og cuvovacuod pe {idofovdivn anédelée 0Tl LEIMVEL TO KO POPTIO
tov HIV-1 kot avédver tov apBpod tov CD4 kuttdpov. To khvikd dedopéva vmodetkviouy OtL n
AapiPovdivn o cuvdvacud pe (dofovdivn £xel C OTOTEAEG LA T ONLLOVTIKY] LEI®OT TOV KvoHVoL
eEEMENC TG vOGOL Ko TG BvnoudTnTag.

H AapuBovdivn kot n {idofovdivn £xovv ypnoiponombet evpéwg ota mAaicta avtipeTpoikng Bepameiog
ue GALOVG aVTIPETPOiKOVG TopayovTeg TG it opddoc (NRTIs) 1) e dopopetikég opudoeg (Pls, un
VOUKAE0G131KO1 OVOGTOAELG TNG AVAGTPOPNG LETAYPOPACTG).

[ToAhamAn @opuroKeLTIKN avTopeTpoikt| Oepaneia Tov mepiéyel Aapiovdivn £deiée va givar
OTOTEAECUATIKN o€ 0.00gVELg OV dev €xouv Eavorafet avtipeTpoikn Oepaneia, OTWG ETioNG Kol G
aoBeveig mov mapovsialovtat pe 100 Tov mepEyovy M184V petorrhasels.

Ta dedopéva amod KAvikéEg pueléteg detyvouv 0Tt ) Aappovdivy kot 1 {idofovdivn emPBpaddvovy thv
eUPAvioT oteleydv aviexTikdv otn {100Povdivr o€ dtopa To 0Toin eV £XOVV TPOTYOLUEVAMS
voPAnOel o avtipeTpoikn aywyn. Atopo wov Aoupdavouvy AautBovdivn kot {idofovdivn pali 1 xopic
EMITPOCHETN GLYXOPTYNOT AVTIPETPOIKAOV OEPATEIDV KOl 1101 £XOVV EUEAVIGEL TOV UETAALUYUEVO 10
M184V eniong mapovctdlovv kabBuoTépnon oty ELPAVIoN TV LETOALAEEWDY OV TapEYovV
avtiotaon otn {idoPovdivn kar otaPovdivn (Metarddéelg Avordymv Ouudivng MAG).

H oyéon peta&d in vitro evaisnoiog tov HIV ot AopPoudivn kot otn {idofoudivn kot 1 KAvikn
avtondkpion ot Oegpaneio mov mepi€yetl AaptPovdivn/Cidofovdiviy Tapapuével vo diepevvnon.

H Aopipovdivn oe 66om 100 mg pio popd tv nuépa Exel derybel enione omoTeELEoHATIKN Y1d TN
Bepaneia evnAikov acbevav pe ypovia Aoipwén HBV (yuo Aemtopépeteg kAvikadv pehetdv BAERE TIg
oLVTAYOYPaPLKEG TANPOPOpieg Tov Zeftix). [1avimg yia ) Bepaneio tng HIV Aoipwéng pévo n 66om
v 300 mg Aapfovdivng nuepnoing (oe cuvdvacud pe GALOVG AVTIPETPOIKOVG TUPAYOVTEG) PAVIKE
Vo lval OTOTEAECLLOTIKY.

H AopiBovdivn dev éxet e1dkd diepevvnbei o acbeveig ue HIV mov £yovv mapdiinio poivvOel pe
HBV.

52  ®appoxokivnTikEG 1010TNTES

Amoppdonon

H AapuBovdivn kot 1 {idofoudivn amoppo@advTol IKavomonTikd amd To YooTpevTeptkd coinva. H
Brodrabecipudtra g Aapuoudivig 6tav yopnyeital omd T0 GTOLO GTOVS EVIAIKOVS KLpAIVETOL
peta&n 80 kot 85% ai tng doPovdivng peta&d 60-70%.

Muo pedét Proicodvvapiog cvvékpive To Combivir pe Aapifovdivny 150 mg kot {idoBovdivn 300 mg
og dokia yopnyooueva pali. H enidpaocn g tpoenc oto pubud Kot otnv EKTacT TNG AmoppOeNoNG
ueAethOnkayv emiong. To Combivir Bpébnke ot rav Proicoddvapo tov AauBovdiviy 150 mg kot
C1ooPovdivn 300 mg, 6tav 060NnKav og Eeymplotd dokia, yopnyodueva o acbeveis oe KatdoTaon
vnoteiog.

Metd ) yoprynon wog docemg Combivir oe vyieic eBedovtég, o1 péoeg (CV) Tpég Cmax TG
AopuBovdivng kat g {idoPovdivng frav 1,6 pg/ml (32 %) koe 2,0 pg/ml (40 %) avtictoyyo kot ot
Tipég yio AUC tav 6,1 pg.h/ml (20 %) ko 2,4 pg.h/ml (29 %) avtictorya. Ot didpeoeg TIHEG tmax
(ebpog) ¢ AapuPovdivng kot g Cdofovdivng Hrav 0,75 (0,50-2,00) dpeg ko 0,50 (0,25-2,00) dpeg
avtiotoyo. H éktaon g anoppdenong tg AapuPovdivig kot tng {idoPovdiving (AUC®) kot ot
vroroyilouevotl ypovor nuicelag (ong petd t xopnynomn tov Combivir pe Tpoen HTaV TAPOUOLN, LUE
gketvn otovg acBeveic vid vnoteia, Opms o1 puBpot amoppoPNoNG (Cmax, tmax) EMPpadtvOnkav. Me
Baon avtd Ta dedopéva, To Combivir pmopel va yopnynbei pe 1 xopic tpoen.
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H yopriynon Bpoppatiocpévov Siokiov e pio KpT TocOTNTo NIOTEPEAS TPOPNC 1] LYPOD deV
OVOUEVETOL VO, EYEL EMIOPOOT) OTNV POPUOKEVTIKY TOLOTTO KOl EMOUEVMOC OEV AVALEVETAL VO
petafaiiet To Khvikd omotédeopa. To copnépacua ovtd Paciletal 6 PLOIKOYNUIKA Kot
QOPUAKOKIVITIKA dedopéva e TNV Tpoimdbeon 0t 0 acbevig OpvupatiCer ko petapépet to 100%
TOV O1oKIOV Kot OTL TO KATOTIVEL APECHG.

Koatavoun

Meléteg evooAEPLag yopriynong pe AaptBoudivny kot {idofovdivn £0e1&av OTL 0 OIVOLEVOS OYKOG
katovopung eivan 1,3 ko 1,6 I/kg avtictorya. H AapiPoudivn epgavifel ypoppukn @opuokoKvnTikng
EMAVO 0o TO, Opla TNG OepamevTIKNG BOGOAOYING KO EMOEIKVOEL TEPLOPIGUEVT] OEGUEVTT) OTIV KOPLOL
TPOTEIVN TOL TAGGHaTOg oABovpivn (£ 36% pe v arPoovpivn Tov opov cg in Vitro peiéteg). H
ovvdeon g LidoPovdivng e Tig TpmTeiveg Tov mAdcpaTog eivon 34-38%. Agv avapévoviot
aAAnAenidpacelg ue o Combivir mov vo, 0Qeilovtol otny mopeKTOTIOT 0td TG 0EGEIC TNC TPOTEIVIKNAG
GUVOEDTC.

Ta dedopéva delyvovv 6tL 1 Aapfovdivn kai 1 {idoPovdivn Slomepvody To KEVIPIKO VEVPIKO GOGTNILA
(KNZ) xou d1e16600vv oto eykeporovatiaio vypo. H péon avaroyia cvykévipoong tng AaptPoudivng
ka1 g CidoPovdivng oto eykeparovmTiaio vVYpo/opd, 2-4 dpeg PLETA TN XOPTYNOT OO TO GTOUA, NTAV
nepinov 0,12 ka1 0,5 avtiotorya. H mpaypotikn éktaon digicdvong oto KNI e Aapoudivng kot m
oY€0M UE OTOLAONTTOTE KAVIKT| OTOTEAECUATIKOTNTA EIVOL AYVOOT.

Buougtooynuatiopde

O petaforiopodg g Aapfouvdivig aroterel ehdocova 006 amékikpions. H Aapifouvdivn amofdiieton
avarloiot Kupimg pe veppikn kdbapon. H mbavomnta tov petafolkdv oAANAETIOPAGEDY TG
AapiPoudivig pe dAla pdppoka givar pkpn AOY® Tov TEPLOPICUEVOD NTOTIKOV HETABOMGLOD (5-
10%) Ko TG YoUNANG TPOTEIVIKNG GUVOECTC.

To 5’-yAvkovpovidio tng {idofovdivng gival o Baotkdc petaforitng kot 6Tov opd Kot 6Ta 0VPaL Kot
avTITPoo®TELEL TEPimov o 50-80% NG YopMyoLLEVNS OGNS TOL AOPAALETAL [E VEPPIKT KABOPOT).
H 3’-apwvo-3’-6g0&ubuidivn (AMT) éxel amoderyBei 0Tt eivan o petafoiritng g {idofovdivng petd
amo evooEAEPLa yopnynon.

AmofoAn

O mapotnpnOeic ypodvog nuicelag amofoing e Aapufovdivng etvar mepimov 5 pe 7 dpec. H péon
ovotnpatikn kKaboapon g AapPoudivng eivon mepimov 0,32 1/h/kg, pe kbpia veppikn kdbapon (>70%)
HEC® TOV OPYOVIKOV KATIOVIKOD GUGTHHOTOG LETAPOPAS. MeréTec o€ aoOEVELG [l VEPPIKT OVETAPKELL
£de1&av 6t 1 amofoin g AaptBovdivie exnpedletar amd T veepikn duciettovpyio. Aroiteiton
peimon g 660G og acbeveig pe kKabapon kpeativivng <50 ml/min (BAéne Tapdypago 4.2).

Amo peréreg evooeAéPrag xoprynong CidoPovdivng, o Hécog TEMKAS ¥povog nuicelag (ong otov opd
givan 1,1 dpeg kou n péon cvotuatikn kdBapon sivon 1,6 1/h/kg. H veppikn kdBapon g
C10oBovdivng vroroyiletan o€ 0,34 I/h/kg, vTodnAmdvoOVTOC GTEPANATIKY Ol 0non Kot evepyn
COANVOPLOKT OTEKKPLOT) 00 Tovg ve@povg. Ot cuykevipmoelg g L1dofovdivng awéavouvy oe
ao0evelg [Le TPOY®PMUEVT VEPPIKN OVETAPKELD.

Dapuoaxoxkvytikn o€ ToI01d: L 1Ol NAMKIaG LeyoAdTEPNC TOV 5-6 UNVAOV, TO POPLOKOKIVI|TIKO
popid g GdoPovdivng etvan Tapodpoto pe avtd tev evniikov. H Gidofovdivn amoppopdtot Kaid
Ao TO EVIEPO Kot GE OAL TO SOGOAOYIKA EMimed TOV PEAETNONKE GE EVIIAMKES Kot TodLdL, M
BrodiabeoipotnTo fTav tepinov peta&y 60-74% pe péon ta 65%. Ta enineda Cssmax frav 4,45 uM
(1,19 pg/ml) petd and d6om 120 mg {idoBovdivng (oe didhvpa)/m? euPoadod empoveiog GOUOTOG Kat
7,7 uM (2.06 pg/ml) oe 180 mg/m? epBadod emeaveiog copatoc. e mondid ot ddoeig 180 mg/m?
TEGOEPIS POPEC NUEPNTIMG, £dwoav mapduote cvotnuatikny ékbeon (24wpn AUC 40,0 h uM 1 10,7 h
ug/ml) pe t1g 86ce1c Twv 200 Mg £En opéc nuepnoing o eviikes (40,7 h uM 1 10,9 h pg/ml).
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e €& mandd nAkiag 2 €wg 13 etdv pe HIV AoipmEn a&lohoyndnke n @opUOKOKIVITIKY TNG
{180Bovdivng 6to mAdopa evd ot aceveic edduPavay 120 mg/m? (idoPovdivng Tpeig popég v nuépa
KOl 6T GUVEXELD LETA TNV 0AAoyT o€ 180 mg/m? dvo @opég Tnv Nuépa. Ot cuoTnuaTiKéc eKOEcELC
(nuepnoro AUC kot Cmax) 0T0 TAGo U 0td oo S1¢ UEPTOIOG ELPAVIGOT KAV 1IG0JVVAEG LE
gkeivec amd v 1610 GLVOMKT NUEPNTLA OGT YOPNYOVUEVT OE TPELS drapeuéveg dooelg [Bergshoeff,
2004].

T'evikd n poapuokokynTikn g AapBovdivng oe madtorpikos acOeveic sivor Tapopoln LE AT TOV
evniikov. Qo1660, 1 andivtn Prodrobeciotra (tepimov 55-65%) peimbnke og TOUSATPIKOVG
aoBeveig kdto Tov 12 etov. EmmAéov, ot TYég TG cuoTnHaTIKhG KABapong fTav HEYAADTEPESG OF
VEOTEPOLG TAOLATPIKOVG acBeveic kKot peiddnkav pe v nikio, Tpoceyyilovtog Tig TIpég evniikwv
nepinmov oty NAkia tov 12 et@v. AdYy®m avTdV TV S10popDOV, 1| GLVIGTMUEVT 0061 Aauovdivng oe
Toudd (MAkiog peyolvtepng Tov POV unvav kat Bapovg pikpdtepov twmv 30 kg) sivar 4 mg/kg dvo
eopég v nuépa. H d6om avt Ba emtoyet péon AUCo.12 mov kopaiveton tepinov amd 3.800 £wg
5.300 ng.h/ml. TIpdéoseata supiuoza deiyvovy 0T 1 ékBeon oe Toudid nAikiog < 6 etdV pmopel vo
pewmBel katd mepimov 30% cuykprrikd pe dAieg nAkiokég opddes. I1pog o mapodv avapévovio
TEPOLTEP® GTOLYELD OYETIKA LE ovTod To BEpa. Emi Tov mapdvtog ta dabéoipa dedopéva dev
VTOJEIKVOOVY OTL | AaptBovdivn etvar AydTEPO AMOTEAEGLOTIKT GE OTH TNV NAIKIOKT OHLAdA.

Dapuaxoxivytikny katd v konon: H eappaxoxvntikn g Aapifovdivng kot tng (idofovdivng ntav
TOPOUOL, LLE EKEIVT] TOV YOVOLK®DV TOV OEV NTAV £YKVEG.

5.3 IIpoxivika dedopéva yio TNV a6@dreia

Ot KAMvikd oyetildueveg emdpacelc g Aapovdivng kot e {idofovdivng oe cuvdvacud eivat,
avaipio, oVdETEPOTEVIN Kl AEVKOTEVIML.

Meroaldatioyovog kou koprivoyovog dpaon

Ovte n AapPoudivn ovte 1 CdoPovdivn Nrav petairalloydva oe Paktnpidtakés SoKIHEG aAAd
ovpfatd pe GAAo VOUKAEOGIBIKG 0vAAOYO OVOGTEAALOVY TNV avTlypoen Tov Kuttapikob DNA ot in
Vitro dokipég o€ OnAaoTikd, 6nmg 1 SoKUAGT0 AEUPOUATOS GE TOVTIKLAL.

H Aapfovdivn dev €xet deifetl kamota yovoto&ikn dpactikdtnta o€ iN VIVO ueléteg og dOGELS TOL
dMUIOVPYNCOV GVYKEVIPAOOELS 6TO TAGCUA £0¢ Kot 40-50 popég LYNAOTEPES AT TIG KAIVIKEG GTAOEG
ot0 mAdopo. H (idofovdivn £de1&e KAOOTOYOVIKT EMIOPACT] GE LEAETN TOL UIKPOTLPTVO GE TTOVTIKOVG,
HETE amd EMOVEIANUUEVT] OO TO GTOLA YOPTYNOT OOGEWDY TOV POPUAKOV. XTO AEUPOKVTTAPO, TOV
TePLPEPKOD aipatoc oe acheveig pe AIDS Bpébnke peyaldtepn cuyVOTNTA XPOUOCOUIKNG O1doTAoNS
610Vg acbeveic Tov elyav mapel {IdoPovdivn and O6TL Gg ekelvovg OV deV glyav.

Mio mhoTikn perén €oeiée 6tL M CidoPovdivn evempatddnke oto mupnvikd DNA tov
AEVKOKVTTAP®V G EVAAIKES, TEPIAAUPOVOUEVOV EYKD®Y YOVOIKOV, 0V EAafov (1dofovdivn cav
Oepameia yio v HIV-1 Aoipmén, M yio tnv IpdAnym g HETAO0GNE TOL 100 amd TN UNTEPN GTO OO,
H ZwoPovdivn evoopotmdnke eniong oto DNA TV AEUKOKLTTAP®Y TOV TAAKOVVTO VEOYVAV TMV
omoiwv ot untépeg eAdpupavay {idofovdivn. Mio peAé SOTAAKOVVTIOKNG YOVISIOTAEIKOTNTOC TTOV
£yve og mOnKovg ovykpve T {doPovdivn pnovo g pe tov cuvovacoud {idofovdivng Kot
Aappovdivng oe avBpaomva 1codvvapeg ekBécelg. H pedén €6eiée ot éuPpoa mov extédnkav
EVOOUNTPLL GE GLVIVAGUO, OLUTHPNCAV VYNAITEPO EMIMENO EVOMUATMOONG TOV VOUKAEIGIKOD AVOAOYOL
DNA o€ moALd 6pyava Tov eufpiov Kot £0e1&e EVOEIEN TePIocOTEPNG PPAyYVVOTG TV TEAOUEPDV OO
ot mov gpeavifetar € avtd mov ektifevtan povo og {idofovdivn. H khvikn onpoacio autdv tov
gupnuatov gival dyvootn.

To kapKivoydvo duvapikd vog cuvdvacspol AaptBovdivng kat (idofovdivig dev €xel eheyyDel.

Mokpoypovieg LEAETEG KAPKIVOYEVESTG LE OPOVPAIONE Kol TOVTIKOVE oL eAAuPavay AapiBovdivny
amo 10 6TOHO, Ogv £08150V KaVEVA SUVALIKO KOPKIVOYEVEST|G.
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e HeAéTeG KapKivoyovov dpdiong pe CldooPoudivn amd Tov GTOUATOG G TOVTIKLO KOl 0povpaiovg,
mopatnPNOnKe Sy EPEAVION OYK®Y TOL EMONAIOL TOV KOATOV. Mia LeTAyEVESTEPT] LEAET
KOPKIVOYOVOL Opdong evookoATiKd, enifefaimoe TN vTdOeoT OTL 01 KOATIKOL OYKOL NTOV ATOTEAEG LA
TOTIKNG €kBeoNC paKpdg S1GPKELNG TOL KOATIKOD EMONAIOV TOV TPOKTIKOD G VYNAEG GUYKEVIPMDOELG
opeTafortotng Cdofovdivng ota ovpa. Agv mapatnpionkay dAlotl dykot GYeTICONEVOL LE T
{1d0PBovdivn og kavéva @OALO TV 000 E0MV.

Emumpocétmg, die€nydncav 6o pedéteg Kopkvoyovou SuvoULKoD 0€ TOVTIKLO, GE GYECT UE TNV
SlomAaKovVTIOKT 01EAEVEN TOL Papudkov. Mia pekétn, amd to EBvikd Ivetitovto Kapkivov twov
HITA, yopfiynoe {1doPovdivn og péyioteg 60GELG OVEKTIKOTNTOG G€ TOVTIKLO £YKVOLG amd TN 121 €mg
v 18n nuépa g xvoeopiog. Eva étog petd Tov toketd, avéndnke 1 cuxvotTnIa TOV 0YK®V GTOV
TVEDUOVA, HTTOP KOl GTO YEVVITIKO GOGTNLO TV ONAémV VEOYVMV, TO 0TToi0 EKTEON GOV OTIG
vynAoTepeg d6oels (420 mg/kg copatikov Bapovg katd tn yévvnon).

e o 0e0TepN pueAétr, yopnynnke (idooPovdivn oe movtikia ylo 24 punveg, og d6celc £m¢ kot 40
mg/kg, ue v éxbeon va ekvd mpv Tov ToKeTo Kot T 10Mm nuépa g kvoopiag. Ta svpiuata wov
opeihovtar ot Bepamneia, Noav TEPLOPICUEVE GE GYKOVG TOV €MONAOL TOV KOATOV, OYIHNG
EUPAVIONG, T oTtoia glyav TapatnPNOEl Le TapPOUOLL GLYVOTNTA KoL ¥POVO EUPAVIONS, OTMG KOl OTN
oLV N HEAETN KaPKIVOYOVOL duvapkoy amd To otopa. H devtepn uerétn emopuévmg dev amédelée 0Tt
1 {doPovdivn dpa ®G KapKIvoydvog Tapdyovtag 6To EUPPLo, GOV AmOTELEGLO TNG SOTANKOVVTIOKNG
S1éAEVONG TOVL.

[Mopdtt 1 KMVIKT oNUOcio QUTAV TOV EVPNUATOV Eival AyvmoTY], 0UTE To GTOXELN VTOOEKVHOLVV OTL O
Kivduvoc KapKivoyéveong otoug avlpdmovg avtiotadpiletot amd To SuvnTiKa KAVIKA OQEAN.

e peréteg avamapayytkng Toétkoloyiag 1 AapBovdivn amodeiydnke 6t Tpokalei avénon tov
TPOIUOV PPPLIKOV BavATOV GE KOVVEALN GE GYETIKA YOUNAT cLoTNUOTIKY] £KOeoT, 68 oYEon ue
gkeivoug Tov emtevydncav 6Tovg avlpdmovg, oyt OU®S GTOV OPOLPAL0, AKOMO KOl GE TOAD LYNAN
ocvotnpatikn ékBeor. H (1dofovdivn eiye mapduoto dpdon kot ato, 500 €idn, OUOE LOVO GE TOAD
vynAn cvotnuatik £kBeon. H AapiPovdivn dev mpokdhece tepatoyéveon e pedéteg ota {da. Xe
d00oe1g ToEkég Yo T untépa, M idoPovdivn mov 666nke oe apovpaiovg KOTA TNV TEPI0dO TG
0pYOVOYEVEGTC, EIYE OC ATOTELECUA OLENUEVT] GLYVOTITO SIAUAPTIDV TG OLATAACTG, OEV
mapoTnpRONKay OUc omodeifelg PPePikdvV avOUIADY o8 YUUNAOTEPES OOCELG.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kaotaloyog ekdoymv

Ivpnvag tov dioxiov.

Kvutroapivn pukpoxpvotariiky (E460),
YAVKOAMKO VOTPLovYO Gpvlo,
KoAA0EOEC d1o&eidio mupttiov,
OTEATIKO LAYVIOL0

Emixdloyn tov diokiov:

Ynpopehholn (E464),

d1oéeido titaviov (E171),
moAvaBuievoyivkoin 400,
moAvcopPikd 80

6.2 AovpParoéTnTeg

Agv epapuodletat.

6.3 Awdpkera Cong
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2 xpovia.

6.4 Idwitepeg TpoPuLAAEELS KOTA TN PVLAEN TOV TPOTOVTOG

Mn puAdooete og Beppokpacio peyarvtepn tov 30°C.

6.5 ®Oon Kol GLOTUTIKA TOV TEPLEKTN

Kovtid mov mepiéyovv blister amd adiapavég @OoAlo moivPivoroyrlmpidiov. Kovtid mov mepiéyovv
Aevkd QLoAido amd molvaBvAiévio vyming mokvotrtoag (HDPE), ue ovotnuo aceoleiog yio ta
ondd. Kabe wovti mepiéyel 60 emucoloppéva pe Aemtd vpévio diokia.

6.6 Iowitepeg mpouracers amdppryng

Koapio g8k vroypéwon yuo amdppym.

Kabe aypnoiponointo eopuokevtikd Tpoiovh VIOASUUE, TPETEL VO, ATOPPITTETOL COUPOVA LE TIC
KOTA TOTOVS 1GYVOVGES OYETIKESG SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

ViiV Healthcare BV

Huis ter Heideweg 62

3705 LZ Zeist

OMoavdio

8. APIOMOZX(0OI) AAEIAY KYKAO®OPIAXZ

EU/1/98/058/001

EU/1/98/058/002

9. HMEPOMHNIA IMPQTHX ET'KPIZHX / ANANEQXHX THX AAEIAX
Huepounvia mpdtng £ykpiong: 18 Maptiov 1998

Hpepopnvia tedevtaiog ovavéwong: 13 deppovapiov 2008

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

MM/EEEE

Aentopepeic TAnpo@opiec Yo T0 TAPOV POUPUAKEVLTIKO TPOTOV givor dloBEGIIEC 6TO d1KTLOKS TOTO TOV
Evponaikod Opyaviopod @apudkov http://www.ema.europa.eu.
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ITAPAPTHMA 11

MAPAXKEYAXTHX(EZ) YHIEY®YNOX(OI) I'IA THN
AIIOAEZMEYZH TON OAPTIAQN

OPOI'H INTEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EXY) YIIEYOYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

Ovoua kot d1evfvven tov(tmv) ToPooKeLOoTN(MV) oL ivor VTeLOVVOC(OL) Y10 TNV GTOOEGUEVLCT) TV
ToPTId®V

Glaxo Operations U.K. Limited,

(ue v eumopiky ovouaocio Glaxo Wellcome Operations),
Priory Street,

Ware,

Hertforshire, SG12 0DJ,

Hvopuévo Baoileto.

|
GlaxoSmithKline Pharmaceuticals S.A.
ul. Grunwaldzka 189

60-322 Poznan
TToAwvia

210 évtuno GOUAAO 0ONYLOV YPNOEMS TOV PUPLAKEVTIKOD TPOTOVTOG TPEMEL VAL VALY PAPETAL TO OVOLLQL
Kot 1 S1ev0VVOT TOV TAPUCKELAGTH TTOV Eival VTELOHVLVOG Y10 TNV ATOSEGILEVCT) TG OYETIKNG TOPTIONG

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

DoppokevTikd TPoidv Yo T0 0TOi0 amoLTEITAL TEPLOPIGUEVT TPk cuvtayn (PA. mapdptnua L:
[TepiAnym v Xopaktnpiotik®v tov [Ipoidvtog, onueio 4.2.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢ce1g Ileprodixiig Iapaxorovdnong g Ac@aierag

O Kdroyog adetog KukAopopiag Ba katabétel ekBéoeic Tepl0d1Kng TapakoAoVONONS TNG
OCQAAELNG Y10 TO €V AOY® TTPOIOV GOUPOVA LIE TIG OTULTHGELS TOV 0pilovTal GTOV KATAAOYO UE
TIg Nuepounvieg avapopdc e Evaonc (katdhoyog EURD) mov mapatibetor oto apbpo 107y
mapdypoeog 7 tng odnyiag 2001/83/EK ko £xel dnuocievnbel 6TV evp®TOIKN SIKTLOKT TOAT
Y10 TO POAPLLOKCL.

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

o 2yédio Awayeipiong Kwvdovov (XAK)

O KAK 0a dte&aydyet Tig amoitoOUeEVES OpacTNPLOTNTES Kot TAPEUPACELS
QOPUAKOETOYPOTTVTIONG OTT®G TTopovataloviat 6To cuupovniév ZAK mov napovoidlerol otnv
Evotra 1.8.2. g Adstog Kukhopopiag Kot omolecdnmote emakOA0v0eg eYKEKPIUEVEG
avobewpnoelg tov XAK.

‘Eva emucaportompévo ZAK Oa mpénel va katotedel:

. Metd and aitnpa tov Evponaikod opyovicpod @appakoyv,

o OnotedNmoTe TPOTOMOLEITAL TO GVGTN O, SLOYEIPIONG KIVOHVOD, EOIKE MG ATOTEAEGLLO ANYNG
VE®V TANPOPOPIDV TOV UTOPOVV VO ETLPEPOVLY CTIUAVTIKT GAANYT) GTN GYECT] 0QEAOVG-KIVOHVOL
N ©OG OTOTEAECUA TG EMITEVLENG EVOC GNUAVTIKOD 0POCTILOL (PAPUAKOETOYPOTVIOT] T}
glayrotomoinor Kivdvvov).
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Edv n vmofoAn wog EINITA kou 1 emuconpomoinom tov ZAK cvumintovy, dvvatot va
Kkatotedohv TavTOYPOVA.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Combivir 150 mg/300 mg emikodlvoppévo pe Aemtod vuévio dtokio
Aopipovdivn/Cidofovdivn

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kdé0e emkalvppévo pe Aemtd vpévio dlokio Tepléyet
Aappovdivn 150 mg
{1doBovdivn 300 mg

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

60 emucolvppéva pe Aemtd vEVIo dioKia,
Atyotopobdpeva diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPNoT

Ao oTOUATOC YPNOT

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION IPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidooetal o€ 0Eom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1d.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAZHX

Mn gpuAdooete og Oeppokpacio peyarvtepn tov 30°C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOQY THX AAEIAYX KYKAO®OPIAX

ViiV Healthcare BV
Huis ter Heideweg 62
3705 LZ Zeist
OX\avdio

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/98/058/002

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

combivir

17. MONAAIKOX ANATI'NQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPapL®TOS KDdwkag (2D) mov gépet Tov TeptAnehEvTo povadikd avoyvopioTiKo KOSIKO.

18. MONAAIKOX ANAI'NQPIXTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Combivir 150 mg/300 mg emikodlvoppévo pe Aemtod vuévio dtokio
Aopipovdivn/Cidofovdivn

| 2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdé0e emkalvppévo pe Aemtd vpévio dlokio Tepléyet
Aappovdivn 150 mg
{1doBovdivn 300 mg

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

60 emucolvppéva pe Aemtd vEVIo dioKia,
Atyotopobdpeva diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPNoT

Ao oTOUATOC YPNOT

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION IPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAZHX

Mn gpuAdooete og Ogppokpacio peyarvtepn tov 30°C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOQY THX AAEIAYX KYKAO®OPIAX

ViiV Healthcare BV
Huis ter Heideweg 62
3705 LZ Zeist
OX\avdio

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/98/058/002

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

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

29



ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKH XYXKEYAZXIA KOYTIQN ME BLISTER

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Combivir 150 mg/300 mg emkaivppéva pe Aemntd vpévio diokia
Aoppovdivn/Cidofovdivn

‘ 2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kabe emxaloppévo pe Aemtd vpévio diokio mepiéyet
AapiBovdivny 150 mg
{1doBovdivn 300 mg

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

60 emkaAvppEVO Pe AETTO DUEVIO dloKia
Arotopobpevo diokio

‘ 5. TPOIIOX KAI, EAN XPEIAZETAI, OAOX(OI) XOPHI'HXHX

AwBdote 10 PUALO 0dNYIDV YPAONG TPV O TN YPNOM

A6 oTtONaTOC YpNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEZH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na puAdooetol og 06om, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAZHX

Mn gpuAdoocete oe Beppokpacio peyarvtepn tov 30°C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

ViiV Healthcare BV
Huis ter Heideweg 62
3705 LZ Zeist
OALavdio

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/98/058/001

13.  APIOMOX ITAPTIAAX

MMoptida

14. TENIKH KATATAZH I'TA TH AIAOEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT) GLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

combivir

17. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160100T0TOC YPOUU®TOS KddKag (2D) mov @épel Tov TepIAN@OEVTO LOVOITKO aVayVOPIOTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA 'H,
E®OXON AEN YITAPXEI EEQTEPIKH XYXKEYAXIA, XTH XTOIXEIQAH XYXKEYAXIA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Combivir 150 mg/300 mg dwokia
Aoppovdivn/Cidofovdivn

‘ 2. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

ViiV Healthcare BV

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAY TAPAT'QI'HX

Moptida

5. AAAA XTOIXEIA

32



B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpoeopics yia Tov yxprjot

Combivir 150 mg/300 mg emkolvppéva pe Aemrtod vuévio diokia
Aauifovoivy/(idofovdivy

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 00N YLDV YP1ONG TPLY 0PYIGETE VU TAIPVETE GVTO TO
PAPROKO OLOTL TEPLLARPAVEL ONUAVTIKES TANPOPOPIES Y10 GO,

- DurdEte avTd To EOALO 0dNYIBV Yprione. Towg xpelaotel va to dofdcete Eavda.

— Edv éxete mepartépo amopieg, poNGTE TOV Y1OTPO M TOV GOPUOKOTOLO GOLC.

. H ocvvtayn v avtd 1o appoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODOETE TO
@apuako o€ GAAovc. Mmopel va Toug Tpokarécel BAAPN, akoOpa Kot OTav To, GNUEiR TG
aoBéveldc Toug etvar 1010 Le ToL O1KA OaG.

- Edv mapommpnoete kKamoto avemBOunT evEPYELD, EVIIUEPDGTE TOV YLOTPO GUG 1) TO
QOPHOKOTO10. AVTO oyvEL Kal Yo kéBe mBovn avemBOuntn evépyeia TOL deV OVAPEPETAL GTO
POV OALO 00N YLDV YpHone. BAére mapdypago 4.

T Tepréyer 1o Tapév Ao 00N YLOV:

Tt etvor To Combivir kot oo givot 1) gpfHoen Tov

T pénet va yvopilete npv mapete 1o Combivir

Iag va mapete to Combivir

[MBavéc avembounteg evépyeteg

Iog vo puidocoete To Combivir

[Tepreyduevo g cvokevaciog Kot Aomég TANpopopieg

oM

1. T givar To Combivir kan o givan ) yp1jon Tov

To Combivir gpnoiponoieital yia Tnv avripetdmion g Aoipméng and HIV (16¢
OUVOGOUVETAPKELNG TOV AVOPAOTOV) 0 EVIMKES KoL TOLOLA.

To Combivir tepiéyetl 600 dPACTIKA GLOTATIKA TOV YPNCUYLOTOLOVVTAL Y10, TNV OVTIUETOTION TNG
Aotpwéng amd HIV: m Aapfovdivn kot tn GidoPovdivn. Kot ta 600 aviikovv ce pio opdda
OVTIPETPOTIKMV POPUAK®V TOVL OVORALOVTUL AVAL0Ya VOVKAEOTIOIWY - OVATTOAELS THS OVATTPOPHS
uetaypoapdons (NRTI).

To Combivir dev Bepamedel mhpwg tn Aoipwén and HIV. Elattdvel to gpoptio Tov 100 otov
opyavIGUO cag Kot To dlotnpel o€ younAd enineda. Emmiéov, avéavel tov apBuod tov kuttdpov CD4
070 aipo oag. Ta kottapa CD4 anotedovv pio €101k KaTnyopio ASVK®V OLOGPUpinyY, oV gival
ONUOVTIKA 6TO Vo, BonBobv ToV 0pYavIGHO GOC GTIV KOTATOAEUNOT) TV AOUMEEMV.

Agv avtamokpivovtol 6Aot ot Bepameio pe Combivir pe Tov 1810 Tpdémo. O yiatpog cag Oa
TOPAKOAOVOEL TNV AMOTEAECHOTIKOTNTA TG Bepameiog Gog.

2. T péner va yvopilete mpy nwapete To Combivir

Mnyv napete To Combivir:

o o€ mepintwon aliepyiog otn AapPovdivn 1§ (dofovdivn, 1 omoadnmoTeE AAAL GUGTOTIKA
aLTOD TOV PUPUAKOV (avapépovial aTny Tapaypapo 6)

o €V £yete MOAD YounAé aprOpo epvOpdv ampocearpiov (avaiuio) | o0 younié aprOpé
AEVKAV apocs@uipiov (ovdstepomevia)

YuvevvonOeite pe 10 Y10TPo 060G £6v vouileTe OTL OTIONTOTE OO TA, TOPOTAVE® GYVEL Y10 EGEG.
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MpocéEte wWowitepa pe 1o Combivir

Optopéva dropa mwov Aappdvovv Combivir | GAlec cuvdvacpéveg Bepameieg yio HIV dwatpéyovv
UEYOADTEPO KiVOUVO EPPdVIoNS GoPapadv avembBOuNT®V evepyel®v. XpeldleTol Vo, TPOGEYETE TOVG
mpdcOeToLE KIVODVOULG:

o €av elyate moté nraronadera, copneprrapPfovouévng g nrotitvog B 1 C (edv €xete Aoipwén
ue nratitido B, un dwokdyete to Combivir ywpig T 60GTOGT TOV Y10TpoD 6ag, KaOdE M
nratitido and v omoio TacyeTe Pmopel va emavEADEL)

. €0y £xete VEQPPLKI] VOGO

. gav glote oA vEpPapog (e101Kd edv gioTe YUVOiKQ)

Evnuepoote To y10Tp6 060G GV 16)0EL 0TO100NTOTE GO TA TAPATAV® Y1 £6dS. O YoTpog
oo 0o amo@acicel eGv 01 dPUCTIKEC 0VGIES Eival KOTAMNAES Yia coG. Mmopel va ypelacTeite
emumAéov eEETAGELC, CLUTEPIAUUPOVOUEVOV TOV OLUATOAOYIKOV EEETAGEMV, Y10, OGO S1AGTNLLO
Aappdvete v ayoyn cog. BA. Tapdypago 4 yia nepiocdtepec TANpo@opied.

IIpocélte M6TE VO EVTOTTIGETE CNUAVIIKA COUTTONATO

Opiopévor acBeveig mov maipvouv eappaka yuo T Aoipmén pe HIV gpepavifovv diieg madnoelg,
evoeyopévog cofapés. [pémel va yvopilete mola elval To GULOVTUCH OTUEIN KoL GUUTTOUOTA TOV Oa
npénel va, eviomileTe yio 660 ddotnua AopPavete to Combivir.

AwBaote TIc TANpo@opics " Alheg MOAVES AVETMOVUNTES EVEPYELES TNG GUVOVUOUEVIG
ayoyns kotd Tov HIV" oty lopdypago 4 Tov mapovrtog @OALOV 001 Y1AV (prioc.

IIpoctatedote ToVg GALOVS AVOpOTOVS

H Xolpwén pe HIV petadidetor péowm e 6eE0VOAKNG ETOPNC LE POPEN TOV 100, 1| LE LETOPOPA
HOALGUEVOL OipaTog (.. YpNooToImVTaG T1G 101eg feddvec). To Combivir dev Ba cog gumodicet va
petadmoete tn Aoipwén and HIV og dAlovg avBpomovg. Eaxoiovbeite va pmopeite va petodidete
Tov 10 HIV evd mtaipvete owtd 10 QAPLOKO, TOPOLO TOV O KIVOUVOG UELMVETOL UE TNV OTOTEAECUATIKT
avTipeTpoikn Oepaneio.

Yu{ntnote pe 10 YTpd GOG TIC TPOPVAAEELS TOV ATALTOVVTOL Y1 TV OTOQVYT] TNG LETAGOOTG TOV 10V
6€ GAAOVG avOpMOTOLC.

To Combivir ko dAla @appoka

Evnuepoote 1o Y10Tp6 1] TO QUPROEKOTOL0 60G GV TAIPVETE 0TTOLXONTOTE GALN PAPROKA 1| EGV
€xete mApeL KAmOlo TPOSPATO, CLUTEPIAAUPAVOUEVOV OKEVACUATOV e BOTOVA 1] GAADY QUPUAK®OV
OV EYETE AYOPACEL YWPIG cLVTAYN Y1OTPOD.

Buunbeite va EVIUEPDOETE TO YIATPO GAG N TO PUPLOKOTOLO GOC EAV EEKIVIOETE VO TOIPVETE KATOLO0
véo pdapuaxo evo aipvete Combivir.

Avtd 10 pappaka dgv 0o pémer va ypnoipomrorovvtol pe Combivir:

o AL POPLOKEVTIKA TPOTOVTO TTOV TEPLEXOLY AAULPOVSTVT], Y10 TV OVTILETMOMTION TNG AOTRHMENG
pe HIV 1 Aoipoéng and nroritidoe B

gutpiottafivn, yio v avtipetdnion g Aoipméng pe HIV

otafovdivn, dote va avtipetoniotel | Aoipmén pe HIV

pumaPipivn 1 evECELS YOVOIKAOBIPNG, Y10 TV OVTILETMOMIOT LOYEVAV AOILAEEMV

VYNAEG 060€15 KO-TPLRogalding, evog avtiflotikov

KAadPiv), YP1CULOTOLEITOL Y10l TV AVTIUETOTION TG AEVYOLPIOG EK TPLYOTOV KVTTAPOV

Evnuepdote To y10Tpo6 cag cav Aapupdavete Oepameio pe 0molodNToTE amd To TOPATAVE®.

Opwopéva @dppoxko kKaO1otovy TOAVOTEPN TNV ELPAVIGT] AVETOOUNTOV EVEPYELAOV 1)
EMOELVAVOLV TIG avemOOUNTES EVEPYELES. XE ovTd TEPLapfavovTod:

. BaAmpoikd vaTplo, yio TNV OVTIHETOTION TNG EXMANYING
. WTEPPEPOVT] Y10 TNV AVTLUETMTIGT LOYEVAV AOIUDOEEDV
. TOPLEDapiv Y10 TV OVTIHETOTIOT TG EAOVOGLAG KOl BAA®V TOPAGITIKOV AOUMEEDV
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o ooV, Yo TNV TPOANYN TNG TVEDROVING KOL TNV OVTILETOTIOT] SEPLOTIKMOV AOTUDEEDV

o @AOVKOVALOAN 1 PAOVKVTOGIVY, VIO TNV OVTIUETOTICT] HUKNTIOCIK®OV AOUMOEE®Y, OTMG N
Kavtivro

o TEVTOUSTVT 1] ATOBOKOVT] Y10 TNV OVTILETOTION TOPUGITIKGOV AodEemv, dmmg 1) Pneumocystis
jirovecii pneumonia (cvyva avaeépetal wg PCP)

. ApQOTEPIKIVY N KO-TPLUoEalOAN Y10 TNV AVIILETOTIOT HUKNTIUOCIKAV KOl BOKTNPLOL0K®OV
roLLAEEDV

. TPOPEVEGION, Y10 TV OVTILETMTION THG OVPIKNG OPOPITIO0G KOl TOPOUOL®Y KATUCTACE®DY, KoL
YOPNYOVUEVN HE KATOol avTIBLOTIKA, MOTE VO YIVEL OTOTELECUATIKOTEPN

o REBASOVI], YPNOUOTOIOVUEVT] O VITOKATAGTATO NPOIVI|G

. Bwipiotivn, Brvpumiactiviy 1 doEopovPukivn yio TNV OVTILETOTION TOL KAPKIVOV.

Evnuepdote T0 Y10Tpd 60G €0V TOiPVETE OTOL0ONTOTE GO TO TOPUTOVE.

Opropévo pappoka aiiniemopovy pe to Combivir
e ot mepthappavovtar:

o Khapr@popvkivy, éva avtiPlotikd
gav maipvere Khopldpopvkivn, Tapte T 006N GOg TOVAYIGTOV 2 MPEC TPV 1 0o AAPeTe TO
Combivir.

. QUIVUTOTV] Y10 TNV OVTILETMTICT TNG EMANYidC.

Evnuepoote 1o Y10Tp6 6og v aipvete pavutoivy. O yuatpdc cog pmopel va xpetaoTel vo
cog Tapakolovdel evd maipvete Combivir.

. eapuaxo (cuvnbwug vypd), Tov TepLEYoLY coPPLTOAN Kol GALES COKYOPOUAKOOLES (OTOC
EVMTOAN, LOVVITOAY, AOKTITOAN 1| LOATITOAN), 0V AOpPAVOVTOL TOKTUKA.
Evnuepaoote to yrotpo 1 10 papporkorold cog eqv Kavete Oepaneio pe KOmoo omd avTd.

Kinon
Edv eicBe éykvog, peivete £ykvog M oyxedialete vo amoktnoeTe modi, cuiNTNOTE LE TO YUTPO GOg Ta.
0PEAN KO TOVG KIVEUVOLG Y10 560G Kot TO ondi oag amd tn Ayn tov Combivir.

To Combivir kot Tapopole pAapLoke Umopel vo TPoKaAEGOVY AVETIBOUNTEG EVEPYELEG GE AYEVVITOL
uopd. Av égete AMaper to Combivir kotd tn Stdpkelo, TG €YKLUOGHVIG GOG, O YIOTPOG GOG UTOPEL Vol
{ntoel vo, KAVETE TAKTIKEG EEETACELS QUIOTOG KOl GAAOVE S10yvOGTIKODS ELEYYOVG TPOKEUEVOD VOl
mapoKoAovdel TV avanTvEn TOoL TS0V GOC. X Todd TV omoimv ot untépeg EhaPav NRTIs katd
T O1apKEL TNG EYKLHOGVUVNG, TO OPEAOG TNG TTpoctacios amd Tov HIV vrepeiye Tov Kivovvou
EVOEYOUEVOV AVETLOVUNTOV EVEPYELDV.

Oniaocpig

O yovaikeg mov givar HIV-0po0etikég dev mpémer va Onialovv, Adym Tov Kivdhvou PeTAS0GNE TOL
HIV o710 Bpépoc péom tov untpikod yalaktog. Mio pikpt) mocotnTo. TV cvoTtatikdv tov Combivir
propet emiong va mepdoel 6To PNTPKO YOAQL.

Edv OnAdlete NOM 1 edv okénteote va OnAdoee:

Evnpepaoote apéong 1o Tatpd coc.

Odnynon ko EPLopog PNy avnpdTev
To Combivir pmopei va oog tpokaiicel {ain kot vo Exel ALEG avemBOUNTES EVEPYELEC TTOV
LELDVOLV TNV €YPNYOPOT).

Mnv odnyeite ko pn yxerpileote pnyavipote ektog av achaveote KaAd.
3. o va tapete To Combivir
[éavrote va TaipveTe TO PAPROKO QVTO CVOTPA CORPOVE PE TIS 00N YIEG TOV YLATPOD 1| TOV

QPOPLOKOTOLOV 60C. Edv £xete apgiPories, potnote TO Y10Tpd 1 TO POPUAKOTOLO COG.
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Na kartanivete ta diokio. Combivir pe vepd. To Combivir pmopei vo AngOei pe 1 yopic tpoon.

Edwv dev pmopeite va xatomieite To diokio oAdKANpO, pumopeite va To Opvppatioste Kot vo to
GUVOVLACETE L€ 0L LIKPT] TOGOTNTO TPOPTG N LYPOV KAl VO TAPETE OAT TN 0061 AUECHC.

AT PEITE TOKTIKY] EAKOLVOVIO UE TO YIUTPO cOg

To Combivir cuvteAel 6ToV EAeyyo Tng madnong cag. Ilpémel va to Aapupdavete kKabnuepvd
TPOKEWEVOL VO, EUTOdIGETE TNV emdeivmoT g vooov cag. Evdéyetar va ppavicete ahieg AoumEelg
Kol voooug Tov oyetifovion pe ™ Aoipwén and HIV.

Na €loTe 68 ETKOVOVIQ PLE TO YIOTPO GG Ko P drokoyeTe TN Ay tov Combivir yopig
TN 6VGTAGY] TOV.

Th 0001 Tpémer va mAPETE

Evijlkeg kot épnpor 30 kg kot ave
H ovv10ng 6661 Combivir gival éva diwokio 600 @opéc T nuépa.

Noa maipvete ta S10Kio 6€ TAKTIKEG DPES e LeGOdAoTNA TTEPiTOL 12 wpdv avipesa og kdOe diokio.

Modra wov uyilouv amo 21 £mg 30 kg

H cuvictdpevn 66om Combivir oo to otopa givar picd (Y2) diokio 1o mpwi kot £va 0AdKATpo dokio
70 Bpadv.

Hadra wov {uyiCovv amé 14 £mg 21 kg

H ocvvietdpevn d6om Combivir amd to otopa givor oo (V2) diokio 1o mpowi kot oo (V2) diokio To
Bpddv.

IMo toud1d Bépovg pkpotepov tov 14 kg, n Aapifovdivn kot n {idofovdivn (ta cuoToTikd TOV
Combivir) Oa mpénet va Aapfdvovtal EexwpioTd.

Eav wapete peyorvtepn 6661 Combivir amé tnv kKavovikn

Edv toyaio mépete peyorvtepn d6on Combivir and tnv Kavoviki, EVILEPDOTE TO Y10TPO GOG 1) TO
QOPUOKOTOL0 Gag 1 ameLOLVOEiTE GTO TANGIEGTEPO TN EXELYOVIMV TEPICTOTIKDOV EVOC
VOGOKOLEIOV Y10 TEPALTEP® GLGTACELG.

Edv Egydoete vo ndpete To Combivir

Edv Eeydoete va mhpete pio d6om, TapTE TN HLOAC TO Buunbeite. Katdmy, cuveyiote ) Oepomeio cog
Om®G TPV, Mnv TTapete SuTAN dOOM Yo VO, AVOTANPMOGETE TN dOGN TTOL EEXAGATE.

4, MBavég avemBOunTeg evépysereg

Kotd ™ dugpkela g Oepameiog katd tov HIV gvdéyeton va mapovstactel avénen Tov coUaTiKoy
Bapovg Kot TV EMTESOV TV MASIOV Kot TS YAVKOINE 6T0 aipa. AVTO GUVOLETAL EV UEPEL UE TNV
OmOKATAGTAON TNG VYELOS Kot TOL TPOTOL LM1|G, EVE TNV TEPITTM®ON T®V MISI®V TOV aipoTog,
OPIoUEVES POPEC 0peileTal GE aVTA KaBaVTA To Pappoka Katd tov HIV. O yratpdc cog Oa
TPOYUATOTONOEL EEETAGELG YU TIG LETOPOAES OVTEG.

H Ogpomeio pe Combivir cuyva mpokodel amdieto AMmovg omd To Tdda, Ta YEPLOL Kot TO TPOCMTO
(Mmooazpoeia). Avti 1 andAelo Aitovg omd 10 copa £xel amodelybel 6TL dev glvan TANP®G
avaGTPEYLUN HETA TN dtakomh TG LidoPovdivng. O yatpds Ba oag Tapakoiovdel yio onpeio
Mmoatpoeioc. Evnuepmaote Tov y10tpd Gog ebv mapatnpioeTe am®dAEL0 Aimovg amd o Tddia, Ta xEPL
1N 1o Tpdownd cac. Eqv eppovictody avtd to cvpntodpata, Oo mpénet vo dakonei to Combivir kot va
oArael 1 Bepaneio katd tov HIV mov Aapfavete.
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Onwc 6Ma o pdppoka, £T61 Kot avTd TO EAPUOKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELEG,
oAAG dev Tapovctalovial oe OAOVE TOVG AVOPDTOVC.

Evd maipvete Bepaneia yro HIV, pmopet va etvar S00KoAO vo evTomioTel Gv £va GOUTTON amoTeLET
oavemBountn evépyeta tov Combivir 1§ GAAOV POPUAKOV TOV TOIPVETE 1| EIVOL ATOTELEG LA TNG 1010,
g vooov Tov HIV. Emopévemg, eival 7oA0 6NavTIKG Vo EVIILEPAOVETE TO YIATPO GG Y0,
0TTO1EGONTTOTE NETUPOLES GTNV KATACTUGT TG VYEINS GOC.

‘Ot ov avemOopnTES AVTIOPAGELS TOL TOPOTIOEVTOL TOPaKAT® Y10 To Combivir, £161 umTopodv
va ovamtuyBohv Kot GALES KATAGTAGELS KATA T cuvdvacopévT Bepaneia yio HIV.
Eivar onuavtikd va Sofdcete Tig TANPOQOPIEC TAPAKAT® GTIV TAPOVCA TAPAYPOPO «AAAEG
mOovég avemBOUNTES EVEPYELEG TNG GLVOLOCUEVNG Bepameiag yioo HIV».

oAb ovyvég avemOOuNTEg EVEpYELES

Avtég pumopet va ennpedoovy eprocotepa. o6 1 ota 10 dropa:
o TOVOKEPUAOC

. Téiom mPog EUETO (VavTia).

Yoy vES avemOOUNTES EVEPYELES
Avtég pmopet va emnpedoovy péxpt 1 ota 10 dropa:
€1eTOoC

duappoia

TOVOL GTO GTOLAYL

anmAieln Opeéng

Can

KOT®GT), OTOAELN EVEPYELOG
TopeTog (VYNAN Beppokpacia)
yevikn aicOnon adwebeciog
dvokolio otov VTVo (abmvia)
TOVOC GTOVG LVG Kot dSucpopia.
TOVOC 6TIG apBpioElg

Prxos

gpebiopévn poTn M Katappon
deppatid eEavonua

amdAeld poAMaV (alorekia).

Yuyvég avemBOUNTEC EVEPYELES, TOL UTOPEL VAL EVIOTIOTOVV OTIG EEETAGELG QULLOTOC ETvaL:

. YOUNAOS aplOpoc epuBpdv apoceapiov (avaiuio) | YoUNASS aplOUdc AEVKOV LLOGPALPIOY
(ovoetepomevio, i Aevkomevia)

. aHENOT TOV EMTESOV TOV NTOTIKOV EVEOU®OV

. avénpévn TocoTn T, YoAepvBpivng oTo aipa ([o oveio TOV TOPAYETOL GTO NTP), 1| OTOTL
UTTOPEL VO KAVEL TNV O TOV SEPUATOG GOC MYPT.

‘O ovyvég avemOouNTES EVEPYELES
AvTtég pmopet va emnpedcovv péypt 1 ota 100 dropa:

. aicOnon Aoyovidopatog
. aépa. (LETEMPIOHOG)

. KVNOPOG

o QiKY advvapio.

Mia 6yt cvyvn avemBOuUNTn EVEPYELL, TOL UTOPEL VO EVIOTIOTEL OTIG EEETAGELG QULOTOG ElvaL:
. Ueimon ToL aPlOIod TOV KVTTAPWOY TOL GLUUETEXOLY 6TV THEN TOL aipaTog
(Bpouforxvtroporevia) | OADV TV EWBOV TOV apoc@apiov (raykvtraporevia,).

Yrdvieg avemOOunTeg evépyereg
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Avtég pmopet va emnpedoovy péxpt 1 ota 1000 dtopo:

o cofopn aArepyikn avtidpoomn 1 omoia TPOoKeAEl TPNEWO TOV TPOCHTOV, TG YADNCOAG 1] TOV
@apuYya oL UTOPEl Vo TPOKAAEGEL OVGKOAID GTNV KATATOON 1) TNV AVATVOT
. NTATIKEC SroTapayEc, OTmE IKTEPOG, S10YKMOUEVO NIap 1) AMTMOEC NTap, AEYUOVY (raTitidon)

yoroxtikn oo (nepicoeia yolaktikod 0E£og 6o aipa: PA. emOueEVN TOPAYPUPO «AAAEC
mOovEG avemBOUNTEC EVEPYEIEG TNG CLVOLOCUEVNC ay®YNG kaTd Tov HIV»)

. QAEYLOVT| TOV TAYKPENTOG (TAYKPEATITION,)

o Ovo¢ 670 Bdpaka, VOGOC TOV KapOLOKOD W (Uvokapdiondleio)

. OTOGLOL

. aicOnon katdOiuyng i ayyovg, advvauio GuYKEVIPOONG, VITVNAic

. dvomeyia, doTapayn Yeuong

. 0AAUYEG OTO YPDOUA TOV VUYIDV, TOV dEPUATOG 1) TOV OEPUATOS GTO EGOTEPIKO TOL GTOUOTOG
. aicOnon mov poidler pe ypinn —piyn kot eeidpwon

. aicOnomn popunyKicpatog 6to dépua (Tolpumnua omd Kopeitoeg Kot PeAOVEQ)
. aicOnon advvapiog oto drpa

. 10676 PLIKOD 16TOD

. LOVOOG LN

. ovyvOTEPN 00PN O

[ )

SOYK®UEVOL LAGTOL GTOVG AVOPEG.

Yravieg avemBOUNTEC EVEPYELEG, TTOL UTOPEL VO EVIOTIGTOVV OTIG EEETAGELS QUILOTOC ElvaL:

. avénon evog evibuov mov ovoudleTol apvAdon
. adLVaic TOV HVEAOD TV 0GTMV VA, TOPAYEL VEX EPVOPA ULLOGPAIPI (Quiyne amlooio THG
£pvOPag oeIPag).

oAb omavieg avemOopnTeg evépysieg
Avtég pmopet va enmpeacouvy péypt 1 ota 10.000 dropo:

Mia moAd omdvia avemiBouNT EVEPYELN, TOV UTOPEL VO EVTOTIOTEL OTIC e£TATELG aipatog giva:
. advvapio ToL LLEAOD T®V 0GTAOV Vo, Tapdyetl véa epuBpd 1| Aevkd apoceaipila (arlaotiky
ovouio,).

Edv napovcraoete avemBounteg evépyeleg

Edv kémola avemBountn evépyeia yivetar coPapn 1 cag dnpovpyet Tpofinua, N av
TOPATNPNOETE KATOLO AVETIOVUNTN EVEPYELD TTOVL OEV OVAPEPETAL GTO TAPSHV POALO 0dNYLDV,
TOPUKOAEICOE VO, EVIILEPDGETE TO YIATPO 1| TO PUPLAEKOTOLO GO,

Aldeg mOavEG avemBUUNTEG EVEPYELES TNG GVVOVACTIKIG Ay®YTS Katd Tov HIV
H osvvdvaoctikn Bepaneia 6nmg 1o Combivir umopel va TpokaAEsel TV avantuén ALOY KOTACTAGEWY
Kkatd tn dapketa tng Bepomeiog pe HIV.

Mrnopei vo mapatnpn0sei £Eapon tarlardétepmv AoudEe®v

Ot acBeveic pe mpoywpnuévn Aoipwén HIV (AIDS) &yovv e€acBevnpiévo avocomomtikd cOGTNHO Kot
avénuévec mbavotnreg va Tapovcideovy cofapic Aotpnméelg (evkarplaxég Aotuméelg). Otav avtol ot
acBeveic Eexivioovy Oepamevtikn aymyn, Tponyoduevee, AovOdavovoeg AomEEIC uTopei va,
TOPOVCIAcOVY EE0POT), TPOKAAMDVTOG GTLEID KOl GUUTTMOUATA GAEYHOVIAG. AVTE TO GUUTTMOUATOL
opeiAovTaL EVOEYOUEVMG OTNV EVOVVAIMGT] TOL 0lVOGOTOTIKOD GUGTIUATOS, £TGL MDGTE O OPYAVIGUOG
apyilel vo «ToAepdy avTég TIg AOUMOEELS.

Extog and 11 svkaplakég Aoméele, avtodvooeg dtatapayég (mdbnomn mov epeavileton 6tov To
OVOGOTOWNTIKO GOOTNU EMLTIOETAL GE VYIEIC 1GTOVG TOV COUATOS) UTOPOVV EMIGNE VO, avarTuyHovy
peTd v Evapén AMumg eapudkev yia tn Oepaneia g HIV Aoipméng coc. Ot avtodvooeg dtatapoyég
Umopel va ELPAVIGTOVV TOAAOVG UNVEG LT TV Evapén g Bepaneiag. Edv mapatnpnoete
OTOL0ONTTOTE GLUATMOUATA AOTUMENG 1 GAAL CUUTTOUATA OTTMG LLIKT advvapic, advvapio Tov apyiletl
omd T yEPLO Kol TO TOSL Kol KIVEITOL ETAV® TPOG TOV KOPLO TOV GOUATOC, aicOnUo TaAUGY, TPOUO 1
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VILEPKIVITIKOTNTO, TAPOKAAEIGOE VO, EVNUEPMDTETE TO Y1aTPO cOC OUESHS Yo Vo d0Bel 1) amapaitnn
Oepaneia.

Edv mopovcidoete 0motadnmote GVUTTOUATO AoipmENG evd ttoipvete Combivir:
Evnuepoote apéong to yuotpé cag. My mlpete QAL QAPLAKO Y10 TNV OVTILETOTION TG
Aolpwéng yopig va cupfovievteite To YaTpd cog.

H yohoktikn o&éwon anoterel omavia, aAra cofapn avemOOunTn evépysro

Opiopéva, atopo mov Toipvovy Combivir, avamTdcooVV [io KOTAGTOGT TOL OVOUALETOL YOAUKTIKY

o&émon pali pe doykopévo nrop.

H yohaxtikny o&émon mpokaleitat and cuoocdpevon YOAAKTIKOD 0EE0c 6TOV Opyavicud. Eival omévia.
Edv mapovcioctel, cuvifmg avartocoeton PHETA amd pepikovg uives Bepaneiog. Mmopei va givan
ameANTIKN Yo T {O1], TPOKAADVTOG OVETAPKELN TOV ECMOTEPIKAOV 0pyavmv. I'alaktikn o&émon eivat
TOAVOTEPO VO EULPAVIGTEL GE GTOUa TOV EYoVV NIaTtondbela 1 og TayvoapKa (TOAD VITEPPapa) dtoua,
€101KA GE YUVOIKEG.

Ta onpeio ™G YorokTIKNG 0EEMOng Tepriapufdavovy:

o Babid, Toyeia, dOoKoAN avamvon
o vITVNAia

o povdlaca 1 advvapio oto aKpo
o Téion Tpog EUeTo (Voutia), EUETOC
. GTOLAYIKOG TTOVOG.

Kotd ™ didpkela g Bepaneiag, o yiorpdg cag O odg mapakoiovdel yio onpeio yolaktikng o&Emong.
Edv mapovciiocete 0mol00MmoTE 0o T0, GUUTTOUOTO TTOL TopaTifeEvTOL TopaTdvm 1 TUXOV GALN
GUUTTOUOTH TTOV GOG AVICLYOVV:

Agite 10 Y10TP6 00G TO GVVTONOTEPO OVLVATO.

Mrnopei vo TapovoldceTe TPofIRaTe TOV 06TAOV

Opiopévol acBeveig mov Aapfdavovy cuvdvactikny ayoyr katd tov HIV avartoccovv po tabnomn mov
KaAgitol ooteovékpmon. Katd v ndbnon avtn, pépn tov ootitn 16100 vekpdvovtal Ady®
avemapkovg alpatoong. Ot acleveic evoéyetat va d1aTpéyovy avénuévo Kivouvo eueaviong avtg g
mhOnong:

€6V AapPAvouy GUVOLAGTIKT Oy@YT Yio LEYAAO XPOVIKO SLAGTN L0

€6v AapPavouy cuyxpOVOG AVTIQAEYLOVAOIT QAPUOKO TT0V OVOUALOVTOL KOPTIKOGTEPOELON

€0V KOTOVAADVOLV OIVOTTVEL LT

€0V TO AVOGOTOINTIKO TOVG GVLGTNA Elval TOAD e&acbevnuévo

eav eivar vépPapot.

Ta onpueia g 06TE0VEKPOON G TEPLLAPPAVOLY:

. dvokapyio tov apbpdoeny
. &lyog Kot TOvog (Kupimg 610 1oyio, To YOVaTO 1| TOV OLO)
. SLGYEPELD OTIC KIVIGELG.

Edv mapotnpioete omolodmote amd avTd To GUUTTMLOTOL:

Evnuepdote to yiatpo cac.

AALEG EMOPAGELS LTOPEL VO PUVOVV OTIS ULHATOAOYIKES e€eTdOELg

H ocvvdvaoctikn aymyn katd tov HIV propel eniong va tpokarécst:
. ovénuéva eninedo YoAaKTiKoD 0£€0¢ GTO OjL0, TOL GE CTAVIEG TEPIMTMOGELG UTOPEL VO 001 YNOEL
G€ YOAOKTIKY 0EEWDON

Avo@opd avemOOunTOV EVEPYELOV
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Edv mapotnpioete Kamota ovemiBounTn eVEPYELQ, EVILEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av16 1oy0et Kat yio ke oy avemiBounTn evéPyELD TOV JEV AVAPEPETAL GTO POV POAAO 0N YDV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Lécw Tov Bvikod
GLGTNILOTOG OVOPOPAS TTOL avaypapeTon oto [lapdpua V. Méow tng avaeopdg avemBountov
EVEPYEIDMV UmOpEelTe Vo, fonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOS POPUAKOL.

5. Iag va purdccete To Combivir

To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Na pnv ypnoponoteite ovtd 10 GAPUOKO LETE TV NUepounvia ANENG TOV AVOPEPETOL GTO KOLTI.
Mn gpuAdooete og Oeppokpacio peyarvtepn tov 30°C.

Mnv metdite @ApLAKA GTO VEPD TNG ATOYETELONG N OTA OIKLAKA aroppippata. Potmorte to
QOPUOKOTOLO GOG TMG VO TETAEETE TO PAPUOKO TOL OEV YPNOLUOTOLEITE o AvTd T pétpa Ha
BonBncovv oty Tpoctacia tov TepPaAiovtog.

6. Iepreyopevo TS GVOKEVAGLOS KOl AOUTEG TANPOPOPIES

T ngpréyer to Combivir
O1 dpacTikég ovoieg givarl n AoutBovdivn kot {idofovdivn. Ta dhia cuctoTikd givon

o TUPHVOE TOV OLOKIOD. KVLTTOPIVI LIKPOKPVGTUAAIKT), YAVKOAKO vaTplovyo Guvio (eAedbepo
YAOVTEVTG), OTEATIKO LOYVIG10, KOAAOEDEG S10&EidI0 TLpITioL
o eMKALYN 10V O1okiov. VIEPOUEALOLN, d1o&eidio TiTaviov, moAvatBvuievoylvkoin 400 kot

moAvcopPiko 80.
Epedavien tov Combivir kot wepiey6pevo g 6VOKELAGIOG
Ta emkadoppéva pe Aemtod vuévio diokio Combivir dwatifevot o KovTid mov mepiéyouvv blister 1
OLAAES e oVOTNUO aoPaAelog Yo Ta wadtd. Kabe kwovti mepiéyetl 60 diokia. Eivor Aevkd €wg
VTOAEVKO, LLE GYNUO KAWOVAAG dtyoTopovueVa diokia Tov eépovy Tov kwdikd GXFC3 kat oTig dVo

TAEVPEG,

Kéroyoc Aderog Kvkhogopiog ko Ilopaockevaotig

MopookevaoTi|g Katoyog Adcrog Kvkhoopiag
Glaxo Operations UK Limited ViiV Healthcare BV
(dpactnplonoteitan wg Glaxo Huis ter Heideweg 62
Wellcome Operations) 3705 LZ Zeist

Priory Street OMowvdia

Ware

Herts SG12 0DJ

Hvopévo Baciielo
Ul

GlaxoSmithKline
Pharmaceuticals S.A.
ul. Grunwaldzka 189
60-322 Poznan
TTolwvia
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

I"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvbeite GTOV TOMIKO OVTITPOGMITO TOV KATOYOL TNG AdEWNG KUKAOPOpPIag:
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Belgié/Belgique/Belgien Lietuva

ViiV Healthcare sprl/bvba GlaxoSmithKline Lietuva UAB
Tél/Tel: + 32 (0)10 85 65 00 Tel: + 370 5 264 90 00
info.lt@gsk.com
Buarapus Luxembourg/Luxemburg
I'makcoCmutKnaitn EOO/] ViiV Healthcare sprl/bvba
Ten.: +359 2953 10 34 Belgique/Belgien
Tél/Tel: + 32 (0)10 85 65 00
Ceska republika Magyarorszag
GlaxoSmithKline s.r.o. GlaxoSmithKline Kft.
Tel: + 420 222 001 111 Tel.: + 36 1 225 5300
cz.info@gsk.com
Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline (Malta) Limited
TIf: + 4536 3591 00 Tel: + 356 21 238131
dk-info@gsk.com
Deutschland Nederland
ViiV Healthcare GmbH ViiV Healthcare BV
Tel.: + 49 (0)89 203 0038-10 Tel: + 31 (0)30 6986060
viiv.med.info@viivhealthcare.com contact-nl@viivhealthcare.com
Eesti Norge
GlaxoSmithKline Eesti OU GlaxoSmithKline AS
Tel: + 372 6676 900 TIf: + 47 22 70 20 00
estonia@gsk.com
E)ada Osterreich
GlaxoSmithKline A.E.B.E. GlaxoSmithKline Pharma GmbH
Tni: + 30210 68 82 100 Tel: + 43 (0)1 970750
at.info@gsk.com
Espafia Polska
Laboratorios ViiV Healthcare, S.L. GSK Services Sp. z 0.0.
Tel: + 34 902 051 260 Tel.: + 48 (0)22 576 9000
es-ci@viivhealthcare.com
France Portugal
ViiV Healthcare SAS VIIVHIV HEALTHCARE, UNIPESSOAL, LDA
Tél.: + 33 (0)1 39 17 6969 Tel: + 351 21 094 08 01
Infomed@viivhealthcare.com viiv.fi.pt@viivhealthcare.com
Hrvatska Roménia
GlaxoSmithKline d.o.o. GlaxoSmithKline (GSK) S.R.L.
Tel: +385 1 6051 999 Tel: + 4021 3028 208
Ireland Slovenija
GlaxoSmithKline (Ireland) Limited GlaxoSmithKline d.o.o.
Tel: + 353 (0)1 4955000 Tel: + 386 (0)1 280 25 00

medical.x.si@gsk.com
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Island Slovenska republika

Vistor hf. GlaxoSmithKline Slovakias. r. o.

Simi: +354 535 7000 Tel: + 421 (0)24826 11 11
recepcia.sk@gsk.com

Italia Suomi/Finland

ViiV Healthcare S.r.| GlaxoSmithKline Oy

Tel: + 39 (0)45 9212611 Puh/Tel: + 358 (0)10 30 30 30
Finland.tuoteinfo@gsk.com

Kvnpog Sverige

GlaxoSmithKline (Cyprus) Ltd GlaxoSmithKline AB

TnAk: +357 223970 00 Tel: + 46 (0)8 638 93 00

gskcyprus@gsk.com info.produkt@gsk.com

Latvija United Kingdom

GlaxoSmithKline Latvia SIA ViiV Healthcare UK Limited

Tel: + 371 67312687 Tel: + 44 (0)800 221441

Iv-epasts@gsk.com customercontactuk@gsk.com

To wapdv @OAA0 00N IOV Yp1ioNS avadepOnKe Y10 TEAEVTOIO POPE OTIC:

Aemntopepeic mAnpoeopieg yio to pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyaviopod Gopudkmv: http://www.ema.europa.eu.
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