@vAro ooV piong: IIAnpogopics yra Tov ypijotn
Darunavir Mylan 800 mg emixaioppéve, pe Aewtd vpuévio diokio

dapovvafipn

Awpdote TPoceKTIKG 0AOKANPO TO PVIAO 00N YAV YPT|ONG TTPLV APYICETE VO TAIPVETE AVTO TO

PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO, TOV POPUOKOTOLO 1] TOV VOGOKOUO GOG.

- H ocvvtayn v avtd 1o edppoko xopnyndnke amokAelotiKd yia cog. Agv Tpémel va SDGETE TO
@apuoko o€ GAAovc. Mmopel va Toug TPOKAAEGEL PAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBévelog Tovg eivar 010 pe ta S1kd Gog,.

- Edv mapomnpricete Kamowa avemBOUNTN EVEPYELL, EVILEPDGTE TOV YIATPO, TOV PAPLOKOTOLO 1)
TOV VOGOKOUO G0G. AvTd 1oy0et kot Yo kKB mBavn avemBOunTn evépyela IOV OV OVALPEPETOL
670 TOPOV PUALO 0dNYIDV YpNong. BAére mopdypago 4.

T wepréyer 1o mTapév Ao 00N YLOV

Tt etvon To Darunavir Mylan kot oo givot 1 gpfion Tov
T mpéner va yvopilete mpv tdpete 1o Darunavir Mylan
Ia¢ va mapete to Darunavir Mylan

[MBovég avemBOunteg evépyeteg

[g va puidcoete To Darunavir Mylan

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

U wdE

1. Th givor To Darunavir Mylan kot wowa givar 1 ypfion Tov

Th givon To Darunavir Mylan;

To Darunavir Mylan wtepiéyet tn dpactikr| ovoia dapovvafipn. H dapovvafipn eivar éva avipetpoikod
(AapUOKO TOV Ypnoiponoteital yio ) Oepaneio g Aoipméng and tov 16 g AvBpdmivng
Avocoloyikig Averapketag (HIV). Avrkel o€ pio opdda eoppdkmy mov ovoudloviot avacToAElS TG
npwtedons. H dapovvafipn dpa perdvovtog v mtocotnta tov HIV 610 odpa cog. Avtd Ba
Bektidoel To 0voGOTOIMNTIKO GOG GUOTNA Kol O PHEIDMOEL TOV KivOuvo Vo avanTiEeTe VOGOLG OV
cuvdéovtor pe ™ Aoipwén HIV.

Howx givar n yp1jon TOL;

H dapovvafipn ypnowonoteital yuo ™ Oepameio evniikov kot modidv nAkiog 3 eTdv Kot Gve Kot

cOUOTIKOD Bapovg Tovidyiotov 40 KiA®V o1 omtoiot Exovv poAvvoei amd HIV kot

- dev &yovv APt mponyodpeva GALO AVTIPETPOTKE GApLLOKa.

- o€ oplopévoug acbeveic mov £xovv AdPel mponyovpeve GALo avTipeTpoikd pappaka (vTd Oa
KkafoploTel amd TOV Y1aTPO GOG).

H dapovvafipn tpénetl va Aapfdavetol o€ cuVOVAGUO pe LIKPT SO0T| KOUTIGIGTATNG | prrovafipng Kot
Ao appaka katd tov HIV. O yuutpdg cag o culntoet poli 6og To10g cuVILAGHOS QUPILAK®OY
glvol 0 KaAVTEPOC Yol EGGG.

2. Tvpéner va yvopilete npv wapete To Darunavir Mylan

Mnyv ndpete 10 Darunavir Mylan:

- o€ mepintwon allepyiog ot dapovvafipn 1| 6€ 0TOL0ONTOTE AAAO OTO TO GLGTUTIKG AVTOD TOL
QopUAKOL (VOPEPOVTOL GTNV TAPAYPUPO 6) 1] GTNV KOUTIGIOTATN 1 TN prrovoPipn.



- o€ TePInTOON 6oPapAV NTATIKOV Tpofinudtov. Potiote tov yotpd cag eav dev giote
Giyovpog yia T cofapdtnta TS NRATIKNG 60 VOcov. MTopel va glval amopaitnTotl peptkoi

emmpochetor ELeyyot.

Mn cvvovélete To Darunavir Mylan pe kavévae omé To TopoKdTO QapRaKa,
Edv maipvete kdmolo omd avtd, {note amd Tov yaTpd cog vo oAAIEETE QAPULOKO.

Dappoxo

YKOTOG TOV QUPIULIKOV

APovopiln

yio. T Ogpameio TG GTLTIKNG SLGAELTOVPYING

Aaorerloin 1 teppevodivy

yio. T Ogpomeio. GUUTTOUATOV OAAEPYIOG

Tpraloloun kar omd oroparos (Aappavopevn and to
otoua) uidaloloun

v va oag fondnoet va ko deite Kovn va
OVOKOVQIGEL TO yY0g

2ilampion

Yo TN OEPOmEID GTOUAYIKMDV KOTOGTAGEMV

Kolyixivy (edv éyete veppikd Kaun nrotikd
mpofAnuaTo)

yw ) Bepameio Tng ovpucng apbpitidag 1 Tov
O1KOYEVOVG LEGOYELOKOD TUPETOV

Aovpaaioovy, myuolion, Kovetiamivy 1§ gepTIVOOA

Y10 TN OEPUTELN YLYLOTPIKAV KOTAGTAGEWDY

AAxaloeldn ¢ epyotopivig, omwe epyotouiv,
d1idpoepyotouivy, epyouetpivy kor ueBviepyovofivy

yw ) Oepameio TOV KEQAAAAYIDOV THG NHKpAviog

Auiodapovy, Perpidily, dpovedopovy, iourpodivy,
Kkwvioivy, povolalivy

v T Ogpomeio GVYKEKPUEVOV KAPSIOKDY
dlTapoydV Y. 1N ELGIOAOYIKOG KapdloKog puiude

Aofoacrotivy, owfaototivy kai loprtamion

Yo, T pelmon TV ENTES®V YOANGTEPOING

Pipoumixivy

ywo. ) Ogpomeio HePIKOY AOUDEEDV OTTMG M
QLUOTIOON

To mpoiov cvvdvaouod Aomivafipns/pirovefipng

ovTo T0 PApLOKO KoTd Tov HIV aviket oty id1a
katnyopia pe to Darunavir Mylan

Eluraofipn/ykpalonpefipn

ywo. T Ogpomeio g Aoipwéng and nratitida C

Aigpovloaivy ywo. T Ogpomeio TG VEEPTPOPING TOV TPOGTATN

2idvtevagiln ywo ™ Ogpomeio TG VYNANG TEGNG TOL aipLoTog oTNY
TVELOVIKT KuKAOoQopia

Txaypelopn v v BonOf et T S1oKomn THG GLYKOAAN oG TV
apomeToMmv ot Oepaneio acHevdV e 10TOPIKO
KopOLOKNG TPOSBOAIG

NoAoleyxoin yw T Bepomeio TG 0QEIAOEVNG GTO OTLOELN|
SVGKOIMOTNTOG

Aamoletivy Yo T Bepomeio TG TPOWPNG EKCTEPUATIONG

Aoumepioovny

Yo T Bgpomeio Tng vouTiog Kot Tov UETOV

Mn cvvdvalete ) dapovvaPipn pe Tpoidvia Tov TeplEyovv veptkd/Parcaudyopto (Hypericum

perforatum).

IIposgidomou|oelg kKo TPoPLAGEELS

AmevBuveite oTov Y10Tpd, TOV PUPLAKOTOLO 1] TOV VOGOKONO Gag TPty mhpete To Darunavir Mylan.

H dapovvafipn dev amotedel iaon yio ™ Aoipwén HIV.

Ta dtopa mov Aapfdavovy dapovvafipn Uropel vo GLUVEXIGOLV VO AVOTTUGGOLY AOUADEELG 1] GAAES
ac0éveleg mov oyetiCovron pe ™ Aoipwén HIV. [pénet va dtatnpeite ToKTIKN EXKOWVOVIO, LUE TOV

YTpd coc.

Ta dtopa mov Aapfdvovy dapovvaPipn uropel vo epeovicovy depuatikd e&avonua. Zrdvia, Eva
gEavOnua umopel va yivel coPfopd 1 mhavac ometintikd yo ) Con. Hapaxorodue exkovoviote Le

TOV Y1Tpd o0g OnoTE eppavicete e&avonua.

Y& aobeveic mov maipvouv dapovvafipn kot pakteykpafipn (Yo Aoipmén amo tov 10 HIV), uropsei va,
gupaviotovv e&ovonuate (cuvnmg Yo 1 LETPLE) O LEYAADTEPT] GLYVOTNTO OTTO 0,TL 6€ 0oDEVEIQ
7OV TO{PVOLV 0TO10ONTTOTE amd Ta VO PAPLOKA EEXOPLOTAL.




Evnuepaote tov Y10tpo cag yio Ty katdotaot cog IIPIN kow KATA TH AIAPKEIA ¢

Ocpameiog cog

Befoiwbeite 011 eEAéyEate Ta axoOlovba onpeio Kol EVUEPDGTE TOV Y1OTPO GOG EAV KATO10 Ao oVt

£xel epaploY”n o€ 006G,

- Evnuepoote tov yratpd oag edv giyote mponyoveva TpofAipata pe To rap oog,
ocvpmepthapPavopévns g Aoipméng and nroatitida B 1 C. O yuotpog cag pmopet va
a&loloynoel Toco cofapn ival 1 NTATIKN GG VOGO TPV OTOPAGIGEL AV LTOPEITE VO TAPETE
dapovvafipn.

- Evnuepoote tov yuatpd cag eav Exete dwapin. H dapovvoPipn pumopel va avéroet ta enineda
GaKydpov 6To aipla.

- Evnuepoote apéomc Tov Yiotpo Gog 0V TapoTNPGETE OTOLUONTOTE COUTTONOTA AOIp®MENS
(Y10 Tapadety Lol S1oYKOUEVOLG AEUPAOEVES Kt TUPETO). Xe KATOL0VG 0GOEVELS e Tpoy®mPNUEVN
Aotpwén HIV kot 1otopikd evkanplokig AoiHmENG, EVOEXETAL VO TPOKDWOVY GNUEID Kot
GUUTTMOUOTO PAEYLOVIG OO TPOTYOUUEVEG AOUMEEIC ApES®G HeTA TNV Evapén g Bepameiog
xatd tov HIV. Oempeitor 611 Ta cupmtdpata outd opeilovtal ot PeATioon TG 0voGoAOYIKNG
ATAVINGNG TOL OPYAVIGHOV, BonBdvTag ToV OpyaVIGUO VO KOTATOAEUA TIG AOUMEELS TOV
EVOEYETOL VO, TPODTAPYOVY YWOPIC EKONAL GUUTTOUOTOL.

- Extog and 115 sukaprakég AomEelg, avtodvooeg datapayés (Lo Katdotaon mov epeavifetol
OTOV TO OVOGOTOMNTIKO GUGTN O EMTIOETAL GE VYN 1GTO TOV CAOUATOG) UTOPEl EMiong va
EUPAVICTOVOV UETA TNV Evapén ANunc eapudkev Yo tn Oepareio g HIV Aoipméng.
AVT04V0CEG dUTAPOYEG LITOPEL VO ELPAVIGTOVY TTOALOVE UAVEG HeTA TNV Evapén g Oepameiog.
Edv mapotnpricete omolodnmote cCLUTTOUOTA AOTHMENG 1 GARD CUUTTOUATO, OTWG HVTKY
advvopio, advvapio Tov apyilel ot ¥Epla Kot Ta TOdN Kot KIVEITOL ETOV® TPOG TOV KOPUO TOL
OMOUOTOC, Al TOAU®VY, TPOLO 1] VTEPKIVITIKOTNTO, TOPUKUAEITTE VO EVIIUEPDGETE TOV
YWTPO GOG AUECMG Y10 VL GOS GUUPOVAEVGEL Y10 TNV AOPALTNTY] Oy@YT).

- Evnuepaote tov yuotpd cog edv Exete apo@ihia. H dapovvaPipn, propei va avénoet tov
Kivduvo aipoppayiog.

- Evnuepoote tov y10tpd Gog €0V 10T GALEPYIKOL OE GOVAPOVANIOLE, (TT.). XPTCYLOTOLOVVTOL
v va Bepamedcovy GUYKEKPLUEVES AOIUADEELS).

- Evnuepdote tov ylotpd 60G GV TOPATNPNOETE HVOGKELETIKA Tpofirpata. Mepikoi acOeveic
7oV AaUPAvVoVY GUVIVAGUEVT] OVTIPETPOTKT Oepameio umopel va avamtoéovy o acévela Tav
00TMV TTOL ovopdleTal 06TEOVEKP®OT| (BdvaTog TOV 00TITN 16TOV TOL TPOoKAAEiTAL OO ATMAELN
g TOPOYNS aipatog 6to 06td). H didpkeia g suvdvaouévng avipetpoikng Bepaneiog,
¥PNON KOPTIKOGTEPOELWDDV, 1] KOTAVAAMGT] OAKOOA, 1| coPapn} AVOGOKATOGTOAY, O VYNAOTEPOG
deiktng palag cdpatog, umopet, petald dAlwov, va glvar pepkol amd Toug TOAAOVG TOPAYOVTEG
KvdUVOL Y10 TV avAamTuén avTng Tng vooov. Enueia TG 06TE0VEKP®ONG Eival 1 duokapyio
TV apbpdceny, Tovol (1010iTepa TOV 1GYI0V, TOV YOVATOV KOl TOL OUOV) Kol SVGKOALD GTNV
kivnon. Eqv mapatnpnoete 0r1ol00Mmote 0md auTl T0. GUUTTOUOTO, TOPOKOUAOVUE EVIUEPDCTE
TOV Y1TPO GG,

Haxuiopévor

H dapovvafipn éxel ypnoiponombel o mepropiopévo apBpo acbevav 65 etdv i peyardtepovg. Edv
OVIKETE G€ QTN TNV NAIKIOKT OLAda, TOPUKAAEISTE VO GLENTNGETE e TOV YI0TPO GOG £V UTOPEITE
va ypnoyomomocete to Darunavir Mylan.

Howowd xon £pnpor
Ta dwokior Darunavir Mylan 800 yiAi0otoypappa 6gv TPETEL VOL XPTCIUOTTOIEITAL 68 ToUdd NAKiog
uikpoTEPNG TOV 3 ETOV N U COUOTIKO Papog pkpdtepo amd 40 KIAd.

Alha @appoxe kar Darunavir Mylan
Evnuepmote Tov yiatpd 1| ToV popUaKoTold cag edv maipvete 1 £xete TPOGPATO TAPEL GALA PAPLOKOL.

Yrdpyovv KAmoto ApLOKO TTOV OEV TPETEL VA TA GLVOVAGETE e TN dapovvaPipn. AVTA To PAPHOKD
AVOQEPOVTAL TOPUTAV® Ue ToV Titho ‘Mn evvdvalete To Darunavir Mylan pe kavévo omé to.
TAPUKATO QapproKa:’.



2T1G TEPIOCOTEPEC MEPMTMSELS 1) dapovvafipn pmopel va cuvovaotel pe pappoka kotd tov HIV mov
avKOLV og GAAN Kotnyopia eappakwv [1.y. NRTIs (voukieooidikog avacsToleig TG avaoTpoeng
petaypapdong), NNRTIs (un voukieooidikoOg ovacTOAELG TG AVASTPOPNG LETAYPAPACTS),
avtayoviotég CCRS kan Fls (avactolreic ovvinéng)]. H dapovvafipn pe kopmciotdrn 1 prrovaPipn
dev &yel dokipaotel pe 6Aovg Tovg Pls (avactoAeic tng mpmtedong) kot dev mpémet va ypnoiponoteitol
pe aAhovg HIV Pls. Ze opiopéveg mepintoelg pmopei va yperactel va tpomomomBei ) docoroyia

A oV eapudkov. I'io 1o Adyo avtd TAVTO EVIUEPDVETE TOV YIUTPO GO EAV TOIPVETE GALD QAPLOKOL
xatd tov HIV ko akolovbnote TpocseKTIKA TIG 0d1Yieg TOV Y1OTpOD GOG AVAPOPIKA LLE TO TTOLL
QApLOKO UTOPOVY VO GLVOLAGTOVV.

O1 dpacelg e dapovvafipng evoéyeton va. pHeiwbodv edv AaPete kamolo amd ta akoiovba TpoidvTa.

Evnuepaote tov yuatpd cag edv AapPavere:

- Darvofappitédn, parvotoivy (Yo TNV TPOANYT TOV GTOCUOV)

- Aeéoucalovn (KopTiKooTEPOEIDES)

- Egpofipéviy (yio holpoén and tov 16 HIV)

- Piparevtivy, prpoumovtivy (edppoxo yio m Bepaneio opiopévav AoUOEEDY OTTMG 1
ovuatioon)

- Zoxovivafipn (Yo Aolpmén and tov 16 HIV).

O1 3pAGELG AVTOV TOV QOPUAK®OV UTOPEL VO EMNPEACTOVY GV AdPeTe dapovvafipn Kot 0 YTpdC GOg
umopei va 0eAncel vo Kavete kAmoleg emimiéov eEeTdoel aipatog. Evnuepmaote tov yiotpo cog edv
Aappdvere:

- Aurodimivy, diktialéun, drocomvpouion, kapPediAodn, pelodimivy, prekaivion, J1dokaivy,
HETOTPOAOAN, welidetiv, Vipedimivy, VIKOPOITIVY, TPOTAPEVOVY, TILOAOAY, Pepomauidn (Yo
Kapdlok voco) kabmg 1 Bepanevutiky dpdon 1 ot avemBOUNTES EVEPYELEG ALTAOV TOV POPUAK®OV
uropel va ovénboiv.

- Amiéournavn, dofryorpovy etelidixn, edolaumovn, pipopoloumdvy, foppapivy, kKiomdoypéln (Yo
T peioon g TéEng Tov aipatog) kabwg 1 OepamevtiKy Tovg dpdon N ot avemBOUNTES
gvépyeteg umopel va pHeTaffAnfovv.

- OpLOVIKA OVTIGLAANTITIKG Ue Pdon To oleTpoydva, kot Oepameio oppovikig vrokatdotacne. H
dapovvafipn umopel vo PEIMGEL TNV A0d0TIKOTNTA TOLE. OtV ¥pNCIomolovvTal Mg HEB0dog
AVTIGOAANYTG, GUVIGTATOL 1] ¥PNOT EVOALIKTIKGV HeBOS®V [N OPUOVIKNG OVTIGOAANYTG.

- Ai10rvvloiotpadioin/dpoomipevovy. H dapovvafipn punopei va avEnocet tov kivouvo epueaviong
AVENUEVOV EMTEOWDV KOALOL AOY® TNG dPOCTIPEVOVIG.

- AropPoorativy, mpafactativy, pooovfoctativy (Y10 LelmoN TV EMITESMV YOANGTEPOANC). O
Kivdvvog pikng PAapng pmopet va avénbdet. O yatpog cog Ba a&orloynoet moto BepamevTikd
OYNUO LEIDOTNG TOV EMTES®V YOANGTEPIVIG EIVOL KATAAANAO Y10 TN SIKN GOG CUYKEKPIUEVT
KOTAGTAOT).

- KiapiBpouvkivy (avtiProtikd)

- Kvrloomopivy, efepolipong, taxpoiong, oipoiions (Yo TV KUTOAGTOAN TOV 0lVOGOTOUTIKOD
G0 CLOTNLOTOC) EMELDN 1] OEPOTELTIKN dPAOM 1 Ol AVETIOVUNTEG EVEPYEIEG AVTMDV TOV
oopudkmv propei va avé&ndoiv.

- Koptikootepoeidn ooumepiioufovouévns e pyrouebolovyg, e fovdeooviong, e
plovtikalovng, ¢ puoustalovyg, s Tpedvi{ovyg kot ¢ piouctvolovyg. To eapuaxe avtd
YPTOLOTOL0VVTOL Yo TN Bepoameio aALEPYIDV, TOV AGOUATOC, PAEYHOVOIDY VOG®Y TOV EVIEPOUL,
OAEYLOVOODV KATAGTAGEMV TOV OEPUATOG, TOV LOTIOV, TOV ApBpDCEDMV KAl TOV LU®V, KOONDG
Kol GAA®DV PAEYUOVOOIDVY KATUOTAGE®MY. AVTA T0 QappaKko Aoupdavoviol cuvibwg omd
oTOMATOG, ElIOTTVEOVTOL, Eviovtal 1} epapudlovtar oto dépua. Edv dev etvar duvarth n ypnon
GAA®V QapUAK®V, 1) YPTON TOVG TPENEL VAL YIVETOL LOVO PETA ammd KAVIKY] 0E10AOYToN Kol KATM
a0 GTEVI TOPAKOAOVONGT 0T TOV YIOTPO GOC Y10, AVETLOVUNTEG EVEPYEIEG TOV
KOPTIKOGTEPOELOMDV.

- Bovmpevoppivy/ vololovy (pappoxa yio ™ Oepaneio tng eEGpTnong amd omoedn)

- Zoduetepoin (pappoxo yio ) Bepaneio Tov dobuatog)

- Apteucépn/lovucpavipivy (covovaouds papudrwy yio. ) Gepomeia T eAovooiog)

- Aoooniviumy, efeporipong, ipivotekdvy, vilouviuny, fivBiaotivy, Pivipiotivy (Y. tn Ogpameia
TOV KOPKivov)



- 2iivrevapiln, toviolapiln, fapdevapiin (Y10, T OTLTIKY SVGAEITOLPYIL 1 Yio T Bepameio piog
KOPOLOKNC KOl TVEVLOVIKNG S10TApUyNG TOL OVOLLALETOL TTVEVLOVIKT] 0P TN PLOKT DTEPTACT])

- Tl exampefipn/munpeveooPipn (Yo ) Bepaneio g Aoipméng omd nratitda C).

- Darvravoln, olokwdovy, Tpouadoin (Yo TNV AVTILETOTIGT TOL TOVOD).

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

O y10tpocg oag umopel va Bednoet vo Kavete kamoleg emmAéov eEeTdoelc aipatog Kot 1 6ocoAroyia
AoV eapudkov propet va ypelactel va aAAGEel emeldn eite 1 BepanevuTiky| TOLG dpdom 1| Ot
avemBounteg eVEPYELES TOVG, glte 1) BepamevTikn dpdom 1 o1 avemBouUNTES EVEPYELES TNG
dapovvafipng umopel va ETNPENGTOLY LE TO GLVOVACUO.

Evnuepaote tov yatpd cog edv AapPavere:

- Aofryazpavny eteidixn, edoloumavn, fappopivy (Yo T peimon ¢ TENG ToL aipaTog)

- Alpoarvrovody (evEGLO 10YVPNG KaL AUESTS OPAOT|G TOVGITOVO TOV YPTCUOTTOLEITAL Yia
YEPOLPYIKES TTPAEELC)

- Aryoéivy (o ) Bepaneio cLYKEKPILEVOV KOPOLIKADV SLOTAPOUYDV)

- KiapiBpouvxivy (avtilotikod)

- Itparovalodn, ioafovkovalorn, plovkovaloiy, roloaxovaloin, kAotpyualodn (Yo tn Oepameio
poknTcik®dv Aotpdéemv). H Bopikovaldoin tpémetl va Aapfdavetol povo petd amd KAVIKNI
a&loldynon.

- Pipaurovtivy (xotd Tov faxtmplokdv AOUOEEDY)

- 2vtevopily, Popdevapily, toviaiopiln (Yo T GTLTIKN SLGAEITOLPYIO 1) TNV VYNAN TTESN TOL
QpLOITOC GTIV TVEVUOVIKT] KUKAOQOPia,)

- AptpirniAivy, 0eoimpoivy, yumpouiv, vopTpiwtiAive, mopoletive, oeptpalivy, tpalodovy (yuo
TNV OVTILETMMION TG KOTAOAIYNG Kol TOV Qyyouc)

- Mapafipoxn (ywo. ) Bepaneio Aoipwéng amo tov 10 HIV)

- MeBadovy (Yot Oepameio TG omoed0v¢ eEGpToNC)

- Koapfoualerivy, klovolemdun (Yoo tnv TpdAnyn TV oTOCU®V M Yo T Oepameio opiopévay
€10V VEVPIKDOV TOV®V)

- KoXyixivy (vt Bgpameio tng ovpikng apBpitidag 1} Tov 01KOYEVODEG HEGOYELNKOD TUPETOV)

- Mrmolevravny (v tn Bepameio TS VYNANG TECTG TOV QUIOTOC GTNV TVEVLOVIKT] KUKAOQOPIa)

- Bovamipovy, khopalerarn, dralemdun, earaloiaun, plovpalemaun, uidaloloun ooy
xpnoipomoleital wg Evean, (oAmidéun (KOTAGTAATIKOL TOpAyOVTES)

- Leppevalivy, piorepidoovy, Osropioalivy (yia tn Oepameio YoyloTpik@V KATOCTACEDV)

- Metpopuivy (Yo Ogpameio tov dtaprtn tomov 2).

Av10¢ dgv eivan Evag mANpNg katdAoyog papudkmv. Evnuepmote tov emayyehpotio e vysiog oag
GYETIKA UE dAa TO, PAPUOKO TOL AapUPAVETE.

To Darunavir Mylan pe tpo@n kot Totd
B\éne moapdypago 3 ‘TIog va mépete to Darunavir Mylan.’

Kinon kot Onhaopog

Evnuepoote apéomc tov yiatpo cog edv giote £ykvog 1 oyedtdlete va peivete £ykvog. ‘Eykveg
YOVOIKEG OV TPETEL va Talipvovv T dapovvaPipn pe prrovafipr ektog kot edv Egovv AdPel capei
0dmyieg amd Tov yroTpd. ‘Eykvec yovaikeg dev mpémel va maipvouv tn dapovvafipn |e KOUTIGIGTATY).

E&attiag ¢ mbavomrag avembBountov evepysimv ota Ppéen mov Onralovv, ot yuvaikeg dev Tpémel
va OnAdlovv gdv AopPdvovv Darunavir Mylan.

O Onhaoudg dev cuvieTtdtal o€ yovaikeg Tov {ovv pe tov 10 HIV, kabog n Loipwén amd tov 16 HIV
uropei va petadobeil 61o Ppépog péow Tov PnTpLkov yYaiaktog. Eqv Onialete N edv oxénteote va
Oniaocete, Ba mpémel va To cLNTAGCETE e TOV YIOTPO GO TO GUVTOUOTEPO SLVOTOV.

Oonynon ko EPLGROS PN avnRdTOV
Mn ypnotponoteite epyalreio 1 unyoviuoto edv aicBavieite {aAn petd t Aqyn g dapovvafipng.



To Darunavir Mylan tepiéyer vatpro
To eapuakxo wepiéyel Arydtepo amd 1 mmol votpiov (23 mg) ava d6on, ivorl avtd wov ovopdlovue
“ghevBepo varpiovn”.

3. Mo va wapete To Darunavir Mylan

ITavtote va maipvete avTo TO PAPUOKO OKPBMOG OTWS TEPTYPAPETAL GTO TAPOV PVUAAO OO YLDV YPTONG
N COLPOVA LE TIC 0O YIEG TOV YLLTPOV, TOL PAPLOKOTOLOV 1] TOV VOGOKONOL Goc. Edv éxete
apQIPoAiEC, pPMTAGTE TOV YITPO, TOV POPUAKOTOLO 1) TOV/TIV VOGOKOUO GOC.

Axopo kot eav a1c0dveste KaAOTEPQ, LN GTOUOTNCETE VO TaipveTe dapouvafipn Kot KOUTIGIoTATN 1
prtovafPipn dv dev £xete ANOEL GTOV Y1ATPO GOGC.

Metd v évapén g Bepanciog, 1 0661 1 1 S0GOAOYIKN LOPPT| OeV TPEMEL VoL dALALEL OVTE VO
otapotaetl  Bepaneio yopic odnyieg and Tov yorpo.

Ta dwokior Darunavir Mylan twv 800 mg wpoopilovtot povo yio xpion pio gopd mv nuépa.

A6o1 Yo evijlkeg TOL dgv £xovv Laper Tponyodueva aviipeTpoikd edppoxa (o YaTpis cag Oa
70 TPOoolopicel avTo)

H ovvnOng 8601 tov dapovvafipng sivarl 800 yiltootdypappa (2 diokio Tov TepiEyovv

400 ytmootoypappa dapovvafipng 1 1 diokio mov mepiéyet 800 yiootoypappa dapovvaPipng) pa
@opd TNV NUéPaL.

[pénet va AapPaverte ) dapovvafipn kabe nuépa ndvta o€ cuvdvacuod pe 150 yilootoypappa
koumiciotdtns 1 100 yihootdypappa prtovaBipng Kot e Tpoon.

H dapovvafipn dev umopei va 0pdcel cmotd ympic kopmaoiotdtn 1 prrovaPipn Kot Tpoen).

[pénet va mapete Eva yevua M éva KoAotold péca o€ 30 Aemtd mptv T Aqyn tng dapovvafipng kot
NG KOUMIGIoTATNG N TG prrovafipne. O tomog e TpoPng dev glval GNUAVTIKOS. AKOUO KOt OV
a160dveote KahOTEPQ, U1 GTAUOTNGETE TN AYN NG dapouvafipng Kol Tng KOUMIGIGTATNG 1 TNG
prrovaPipng xopig va 1o cu{nTHoETE UE TOV YIUTPO GG,

Oodnyieg o evijhikeg

- Aappavete éva diokio Tov 800 yhootdypoppwmy Vv 1810 dpa, pio popd v nuépa, kébe pépa.

- Aoppavete ™ dapovvafipn whvro pali pe 150 yiiootoypo e KOUTIGIGTATNG 1
100 yiiootoypappa prrtovapipng.

- Aappavete ™ dapovvaPipn poli pe tpoen.

- Kortomeite 1o diokio pe mooiua vypd 6nmg vepd 1 YAAQ.

- Aoppavete o dAla eappokd oag yio tov HIV mov ypnoiitonolodviol 6& GuVOVAGHO HE TN
dapovvafipn Ko KoUmeotdtn 1| prtovaPipn 0nmg oag £xel cuotnBel amd Tov Y1aTpod GOg.

Adon Yo, evijMkeg Tov £xovv AdPer Tponyoduevy avripeTpoikn Oepansio (o yvotTpog cag 0a to

TPOGOL0picEL dVTO)

H d60n elvan gite:

- 800 yihootoypappa dapovvafipng (2 diokio mov wepiéyovy 400 yilootdypappe dapovvaBipng
1N 1 dwokio mov wepiéyet 800 yrlootoypappa dapovvaPipng) pali pe 150 yiiootoypappa
koumioiotdtng 1 100 yilootodypappe prtovafipng pio eopd v nueépa.

'H

- 600 y1hootoypapua dapovvafipng (2 diokia mov wepiéyovv 300 yiAootoypapua dapovvafipng
1N 1 dwokio mov wepiéyel 600 yriootoypappa dapovvaPipng) pali pe 100 yritootoypappa
prrovaPipng dVo Qopéc TV Nuépa.

IMopakaiovpe cu{NTNOTE HE TOV Y1OTPO GOG oo dOGN Elval 1 KATAAANAT Y10, EG0G.



Aobo1 Yo ToLdLd NMKiog 3 ETOV Kol dve pe prrovafipn ko nakiog 12 1@V Ko dve pe
KOUMOL6TATY, TA 070l Cuyilovy meprocoTepo amd 40 Kihd Kot dgv £xovv Adfel 6To TaperOOVY
OVTIPETPOIKA QApraKa (0 YIaTpog TOV Tad100 6og 0 10 TPposdlopicel avTO)
- H ovvnng 660m g dapovvafipng eivar 800 yiiiootoypappa (2 diokio Tov mepi€yovv
400 yvootoypappo dapovvafipng M 1 diokio mov mepiéyet 800 yiiootdypapa dapovvafipng)
podi pe 100 ythootdypappa prrovafipng 1 150 yikootodypappo kopmioiotdng pio eopd tnv
nUépaL.

Adon Yo TodLd nhkiog 3 eTOV Kot Gve pe prrovafipn ko niikiog 12 £TOV KoL Gve pe
Kopmiowotdtn to onoio Luyilouvv meprocotepo amo 40 Kihd ko £xovv Lafel 6To TaperOOVY
OVTIPETPOIKA QAproKa (0 YIaTpog TOV Tad100 6og 0 10 TPposdlopicel avTO)

H d60n eivan gite:

- 800 yihootoypappa dapovvafipng (2 diokio mov wepiéyovy 400 yilootdypappo dapovvaBipng
1N 1 dwokio mov wepiéyet 800 yrhootodypappa dapovvaPipng) pali pe 100 yritootoypappa
prrovaBipng 1 150 yAootdypapio KOUMIGIGTATNG Uio POpa TNV NUEPAL.

'H

- 600 yilootoypappa dapovvaPipng (2 diokio mwov mepiEyovv 300 ylooToypoLLLLe dopovvaBipng

N 1 dwokio mov wepiéyet 600 yrlootodypappa dopovvafipng) pali pe 100 yritootoypappa

prrovaPipng dVo Qopég TV NuUEPQ.
Yvlntote pe Tov yurpd 6ag yio To Told 0061 ivol 1 ot Yo 66G.

00onyieg yia warora niikios 3 et@v 1§ avew ue prrovafipn kot nlixiog 12 etdv kot avw ue

KoumieleTdTi), Tov {0Yilovy mEPleaitePo amo 40 kil

- Aappaverte 800 yilootdypappa dapovvafipng (2 diokia mov mepiéyovv 400 IA0oTOYPOLLLOL
dapovvafipne 1 1 diokio mov wepiéyel 800 yiltootdypappa dapovvaPipng) tnv ida dpa, pio
@Opa TNV NUEPQ, KAOE Nuépa.

- AapBavete ™ dapovvaPipn whvta pall pe 100 yiiootdypappa prtovaPipng
150 y1AMooTOYPOLLO KOUTIGIGTATNG,

- Aoppavete ™ dapovvafipn poll pe tpoen.

- Kotameite 1o diokio pe moéoua vypd dnwg vepo N YaAa.

- Aoappavete o dAla pappoka Tov yprnowonoteite yio 1o HIV 6e cuvdvaopo pe dapovvoPipn
Kol prrovafipn 1 KOUTIGIGTATN COUPMOVA LE TIC 0OTYIEC TOV YITPOV GOC.

Eav mapete peyarvtepn d06n Darunavir Mylan amé tnv kevoviki)
Enicowvoviote apécmg Le Tov yloTpo, ToV QOpLLOKOTOLO 1| TOV VOGOKOLO GOG.

Eav Egydoete va mapete To Darunavir Mylan

Edv to mapatnpnoete evtog 12 mpdv, npénel va napete apéomg to dtokia. Aapupdvete mavta poli pe
Koumioiotdn 1 prrovafipn kot tpoon|. Edv to mapatnpioete petd amd 12 dpeg, to1e Topareiyte
avT T d00M Kot AaPete Tig emdpeveg 000€lG WG GuVIHBG. Mnv TTdpete St d6on Yo va
avamANpOCETE TN d00T oL EgYdoaTtE.

Edv kavete epeto petd ™ My tov Darunavir Mylan pe kopmowstatn 1 prrovafipn

e mePIMTOOT OV KAVETE EUETO EVTOG 4 MPAV amd TN AMYn TOL QopUaKov, Ba Tpémel va Anedel pio
GAAn d6on Darunavir Mylan kot koumieiotatng 1 prrovoPipng pali pe tpoen 1o GLVTOUOTEPO JVVOTO.
Edv xdvete epetd oe oo peyoAdTEPO TOV 4 @POV LETA TN AW TOV QUpUdKOL, TOTE OgV
yperaletan vo AdaPete dAAn 06on Darunavir Mylan kot kopmioiotdtng 1 prrtovaPipng £og v emduevn
KOVOVIKG TPOYPOUUUOTIGILEVT] YPOVIKT CTUYUN.

Emwowvmviote e Tov Y1atpd cag €4y dgv €I6TE 6iyovpol yio TO TL TPEMEL VL KAVETE €AV TaPAAElyETE
pio 600m N KAVETE EUETO.



Mn otaopotiocete ™| AMyn Darunavir Mylan yopig va pii6ete TpdTo pe Tov yloTpo 6ag

Ta eappaxe katd tov HIV umopel va cog kédvoovv vo arcBovieite kaAlvtepa. AxOpa Kot otay
ateBavBeite kakvtepa, un draxdyete ) Anyn tov Darunavir Mylan. Mumote mpdta pe tov ylotpd
oG,

Edv &yete mepiocdtepeg epMTNOELS GYETIKA LLE TN XPNOTN CLTOV TOV PAPUAKOV, POTHOTE TOV YTPO,
TOV QOPLOKOTOLO 1| TOV VOGOKOLO GOLC.

4. IMBavég avemBOUNTES EVEPYELES

Koazd m dupreta g Bepaneiog katd tov HIV evdéyeton va mapovsiactel avénon Tov COUATIKOV
Bapovg Kot TV EMmTESOV TV MAdimV Kot TNS YAVKOING 6T0 aipta. AVTO GUVOEETAL EV UEPEL UE TNV
ATOKOTAGTOCT TNG VYEING KOl TOL TpOTOV (MNGC, EVO OTNV TEPITTOOT TOV MTISi®V TOL aipaTog,
0pIoLEVES POpPES opeileTal g avtd Kabavtd Ta eappoka Katd tov HIV. O yatpdc cog o
TPAYULATOTOGEL EEETAGELS Y10 TG LETAPOAES QVTES.

Onwg 6ha Ta pappoka, £TGL KL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETOOUNTEG EVEPYELEG, OV
Kol 0ev Tapovcldlovtal 6 GAOVG ToVS avEpOTOLG,.

Evnuepoote Tov Y10TpO 60G €AV ELPAVICETE KATOLES 00 TIS UKOAOVOES avemOUuUNTES EVEPYELES
"Exovv avaeepbel nraticd mpofApata mov tepiotaciokd propet va gival coPapd. O yatpog cag Oa
npénel va, fe&ayel e€etdoelg aipatog mpv Eexvnoete ) dopovvafipn. Eav éxete Aolpmén amd ypovia
nratitda B 7 C, 0 yiatpog cag Oa mpémet va EAEyyeL TIG €EETACELS QOTOG GO TTLO GUYVE S10TL
Swtpéyete avENUEVO KivOLVO avATTLENG NITATIKGOY TPoPANUdTOY. ZulNnTioTE e TOV YIUTPO GOG
GYETIKA L€ TOL GNUELN KO TOL CUUTTMOUOTO TOV NITATIKOV TPoPAnpdtov. Avtd umopel va
TEPIAAUPAVOLV KITPIVIGHO TOV SEPUATOG 1 TOV AEVKOD UEPOVE TV LOTIOV GOG, GKOVPOYP®LLO (GTO
YPDLO, TOV TOAYLOD) 0VPO, AVOLYTOXPOUN KOTPAVA (KEVAOGCELS TOV EVTEPOD), VAVTIN, ELLETO, OTOAELL
g 6pe&ng, Tovo 1 TOVo Kot ducpopia ot 6eEd TAeLPA KAT® Ao To TAELPE GOGC.

Agppotikd eEavOnua (o cuyva 6TaV YPNCILOTOLEITAL GE GLVIVAGUO LE parteykpafipn), eoyovpa.
To e&dvOnua etvar cuvnBmg o wg pétpro. 'Eva depuatikd e£avOnua pmopel eniong va ivot to
ocuunTepO piag oraviag cofapng Katdotaons. £2g ek TOVTOV, Eivol OTUOVTIKO VO JUAGETE LE TOV
ywTpd cog eav eppavicete eEavinua. O yatpdc cog Bo cag GVUPBOVAEDGEL Y10 TO TMOG VO,
OVTILETOTIGETE TOL COUTTOHUOTA GG 1] €V TPEMEL va. dStakomel 1 dapovvaPipn.

Aleg coPapég avemBOunteg evépyeteg NTav d1aPfNe (oLyvEQ) Kal AEYLOV TOV TayKpEnTog (Ot
GUYVEG).

IToAbd cuyvéc avemBounteg evépyeteg (umopel va emnpedcovy meptocdTepa, amd 1 ata 10 droua)
- duappota.

Yoyvég avembBounteg evépyeteg (umopel va ennpedoovy £o¢ 1 ota 10 dropa)

- £UETOC, VOTia, KOMOKO GAYOC 1) poOoKmUM, SVGTEYIN, LETEMPIoUOS

- Kepaiodyio, kovpaon, (AN, vabpotnta, poddlocua, popunkioon 1 TOVog 6ta xEpio 1 6Ta
OO0, ATMOAELD SVVOUNG, SLGKOAIN GTOV VHTIVO

Oy ovyvég avemBounteg evépyeteg (Umopet va emnpedsovy €mg 1 ota 100 dtopa)

- Bmpokikd Gryog, HeTafoAEg 6TO NAEKTPOKAPIIOYPAPT|LLO, YPIYOPOS KAPIIAKOSG puOUOG

- UELMUEVT 1] U1 LGLOAOYIKT] EvacOnGio Tov dEpUATOG, PEAOVIAGLOTO, OLOTAPOYT CTIV
TPOGOYN, ATDAELD, LWVUNG, TPOPANUATO LLE TNV 1GOPPOTTIL. GOG

- dvokoAio oty avamvon, Pryoc, pwvoppayia, epebiorog papvyya

- (QAEYLLOVT] GTO GTOUAYL ] OTO GTOLM, KOVGOG GTOUMYOV, 0KOLG10 Tpocmdfeia Yo EUeTo,
ENpoTNTa 6TOUATOG, SUCPOPIN. GTO GTOUAYL, SVGKOIAOTNTA, PEYILO

- VEQPIKT avemdpkela, veppikoi Aibot, duokolio Ty oOpNoN, LYV oVPN T 1} LIEEPPOAIKE
ovpa, LEPLKES POPES T VYT



Kvidmon), coPapo oidna Tov dEPUATOC Kol AAL®MY 16T®V (o GLYVA GTo YEIAN 1 Ta. PaTia),
€xCepa, vIEPPOAIKOC 1OPMTUC, VUYTEPIVOL IOPDTES, ATMAELN LOAADY, aKuUT, EEPAOVOIGIEVO
OEPLLO, YPOUOTIGHOG TV VOYLDV

LUiKOG TOVOC, UVTKES KPAUTEG 1| AdVVOLI0, TOVOG T, AKPO, 0GTEOTOPWOOT)

peimon g Agttovpyiog Tov Bupeogldolc adéva. Avtd pmopel va eavel otny eEétacn aipartog.
VYNAN ieon Tov aipartog, £Eaym

KOKKIva 1 Enpd patio

TVPETOG, 0ldNUA TOV KAT® dKpwv e€atiog Tav vypov, aicOnua kakovyioc, evepedictoma,
OVOG

CUUTTOWOTE AOTU®ENC, EPTING ATAGS

GTLTIKN SVGAEITOVPYia, avENGT TOL GTHHOVG

TpofApaTa VTVOL, LITIVNALL, KATAOAWYT|, dyYXOS, avdpaia GveELpa, HELOUEVT 6eE0VAAKT
emBopia

Xravieg avemBounteg evépyeteg (umopel va emnpedoovv éoc 1 ota 1.000 dropa)

pia avidpaon mwov ovopdletar DRESS [cofapod e&avOnpa, mov propet va uvodevetot amd
TLPETO, KOTMOT], OIOTIL0L GTO TPOCMOTO 1) TOVG AEUPUOEVES, ALENUEVE NOCTVOPIAL (€100¢
AEVK®OV APOGPALPimV), EMOPACELS GTO GLKATL, TOVG VEQPOVG 1) TOVG TVELLOVES]

KapdloKd eMEGOS10, 0PYOS Kapolakog puluods, aicOnpo taiudy

OTCTIKY OlOTOPOYN

piyn, un evcloloyikn aictnon

éva aicOnua cuYYVoNg 1 OTOTPOGAVUTOMGLOV, HETAPBOAES TG 01d0g0nC, avnovyia

Amobupio, eTANTTIKEG Kpioelg, LETOPOAEC T} AMAELD TG YEVOTG

€\KT GTO GTOU, OLUATEUEST], GAEYUOVT OTO XEIAN, ENPOTNTO XEMDY, ETKAAVUUEVT YADGGO
KaToppon

SEPLOTIKEG AALOLDOELS, ENPOTNTA OEPHLOTOG

dvoKouyio TOV LGV 7| TV apBpdceny, TOVog 0TS apHpMGELS LE N YOPIig PAEYUOVY
UETAPOAEG OE UEPTKES TIUES TOV KLTTAPMOV TOV QULOTOC GOG 1) TNG XNUElnG. AVTEG paivovTal oTa
amoteléopata Tov e£eTdoemVv aipatog Kaun ovpwv. O yiatpog cag Ba cog eEnynoet oYeTika pe
avto. [Mapadeiypota eivor: avénon o€ oplopEVa AEVKA aLOCOAipLO.

KPOGTOAAOL dOPOVVOPIPTG GTOVE VEQPOVG TTOL TPOKUAODY VEPPIKT VOGO.

Optopéveg avemBounTeg evEPYeLeg etval TUTIKES TV PAPRAK®V Katd Tov HIV mov avrkovy oty 1610
01KOYEVELD LE TN dapovvafipn. AvTtég givat:

poikdg movog, evaicincia 1 advvapia. e oTAVIEG TEPIMTAOGELS, AVTEG OL LVTKEG d1aTAPOYES
ntav coPapés.

Ava@opd avemOOunTOV EvEPYELDV

Edv mapotnprioete Kamoo avemBOUnTn evEPYELL, EVILEPDOCTE TOV YIATPO, TOV PUPLOKOTOLO 1] TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kKaOe mhav avemBountn evEPYELO TOL OEV AVOPEPETOL GTO TUPOV
@OALO 0OMYIDV Ypronc. Mmopeite emiong va avapépete avemBounteg evépyeleg omevbeiag, pécm Tov
€0VIKOO GLGTAUATOG AVOPOPAC:

— otov Efvikd Opyaviopnd @apudkov, Mecoyeiov 284, GR-15562 XoAapyds, Abnva,

TnA: +30 21 32040380/337, ®oé: + 30 210 6549585, lotdtomoc: http:// www.eof.gr,

v v EAAGSa, 1

— otig Pappokevtikég Yanpeoieg, Yrnovpyeio Yyeiag, CY-1475, www.moh.gov.cy/phs,

Fax: + 357 22608649, yio v Kozpo.

Méow ¢ avagopdc avembdunTmv evepyeldv pmopeite vo fondncete 6t GLALOYN TEPIGGOTEPMV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TAPOVIOSC POPLAKOV.



5. IIog va puideeste To Darunavir Mylan
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta, TOLSA.

Na pn ypnotponoteite avtd 10 eAPRAKO LeTd TNV Nuepounvio ANENG TOv avapEPETOL GTO KOVTL Kot
otn euAn petd v AHEH/ EXP. H nuepounvia Anéng givat | tedevtaio nuéPa Tov uiva mov
OVOQEPETAL EKEL.

I'oa blister pe mAaotikd ot pio Thevpd Kot adovuivio amd v aAAn: Mn euAhdocete oe Beppokpacio
bvo tov 25 °C.

I"oa blister pe adovpivio Ko otig 600 TAeLpES: Agv vTdpyovy e1d1KEG 0dNYieg dlaTPNONS Yo TO
@apLOKO OVTO.

I'a pidAec: Metd to mpdTO Gvorypo, xpnolpnonomote viog 90 nuepav. Agv vdpyovv e11kég 0dnyieg
St pnong yuo To eApLaKo avTo.

Mnv metdte appoKo 6To vepd TNG OmoYETELOTG 1 OTA OKLOKA amoppipata. Potiote tov
(OPUOKOTOLO GOG YOl TO MG VO TETAEETE TOL PAPLLOKO TTOV OEV YPNGIUOTOIELTE Tl AVTA ToL LETPA Oa
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iepreydpeva TS 6LOKELAGTOG KL LOUTTEG TANPOPOPiEg
T epéyer o Darunavir Mylan

- H dpactikn ovcia eivar n dapovvafipn. Kabe diokio mepiéyel 800 yiAtootdypoappo
dapovvafipne.

- Ta GAAa cuoTaTIKE ivat Avodpo KoAL0EWEC 0EEido TLPLTIO, LIKPOKPUGTUAAIKT KUTTOPIVN,
KpooToPLddvn, YAVKOAKO GpLAO vaTpiov, vIpoUeALOln, oTeaTikd poyvioto. To Aemtd vpévio
NG EMKAAVYNG TEPLEXEL LEPIKDC VOPOAVUEVT TOAVBIvuLaAKOOAT, d10&eidio Titaviov (E171),,
UOKPOYOAN KoL TAAK.

Epgavien tov Darunavir Mylan ko epieydpevae TG 606KEVAGIOG

Ta emucodoppéva pe Aemtd vpévio diokio Darunavir Mylan 800 mg givan Agvkd €émg vTodgvka,
®oewn, appikvupto, pe v eyxbpain M ot pio mievpd kot DVE oty dAin.

Ta emucodoppéva pe Aemtd vpévio dtokio Darunavir Mylan 800 mg dwatifeviot oe cuokevacieg TOmov
blister mov mepiéyovv 30 diokia kot og TAASTIKEG PLIAES ToV TePExovv 30, 60 kot 90 diokia.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

Karoyog Aderog Kvkhogopiog
Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iprovdia

IHopoaockevaotig

Mylan Hungary Kft

H-2900 Komarom, Mylan utca 1
Ovyyapia

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

Mylan Germany GmbH

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

Hessen, 61352

Teppovia

I"o omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POPULOKEVTIKO TPOidV, TapaKaAeioTE VOl
amgvBovvleite otov TomKO OvTITPOc®TO ToL Katdyov tng Adstog Kvuihopopiog:

EM\Gda
Generics Pharma Hellas EITE
TnA: +30 210 993 6410

Kvnpog

Varnavas Hadjipanayis Ltd

TnA: + 357 2220 7700
To wapdv UAA0 00N YOV ypioNS avaOe®p1)ONKe Y10 TEAEVTOIR POpd Tov Mdio 2023
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio to pappako avtd eivar drabéoipes otov diktvakd Tomo Tov Eupmmaikod
Opyavicpov Papudakmv: http://www.ema.europa.eu.
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