@vAro ooV piong: IIAnpoeopics yra Tov yprjot

Emtricitabine/Tenofovir disoproxil Mylan 200 mg/245 mg smxkaloppéve pe Aewtd vpuévio dickio
emtricitabine/tenofovir disoproxil

Awpdote TPoceKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

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

- Edv &yete mepartépom amopiec, pmTNOTE TO Y1OTPO GOG 1] TO POPUAKOTOLO GUGC.

- H ocvvtayn yio avtd 10 eapproko yopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODGETE TO
@apuoko o€ GALovc. Mmopel va Toug TPoKaAEseL BAAPT, Ao Kot OTOV TO GNUEIR TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete Kamolo avemBOUnTn eVEPYELX, EVILEPMDGTE TOV YIATPO 1 TOV QOPLOKOTOLO
cag. AvTo 1oyvel kot yuo KaOe mhovi avemBOUNTN EVEPYELN TOV OEV OVAPEPETUL GTO TAPOV
@OALO 0OMY1dV ypriong. BAéne mapdypago 4.

T Tepréyer 1o Tapév vAro 00N YLOV

Tt efvon To Emtricitabine/Tenofovir disoproxil Mylan kot mota givan 1) xprjomn tov
T mpénet va yvopilete mpv mapete To Emtricitabine/Tenofovir disoproxil Mylan
[oc va mapete To Emtricitabine/Tenofovir disoproxil Mylan

[MBavég avemBounteg evépyeteg

[Modc va pvrdcoete to Emtricitabine/Tenofovir disoproxil Mylan

[epreydpeva g cvokevaciog Kot Aoég TANpopopieg

Uk wd P

1. Tu givan To Emtricitabine/Tenofovir disoproxil Mylan kot 7wowa gival 1 ypion Tov

To Emtricitabine/Tenofovir disoproxil Mylan wepiéyet 0o dpaotikég ovsicg, Tnv emtricitabine
kot To tenofovir disoproxil. Kat ot 600 oveieg eivat aviiperpoixd @ApLOKe. TOV YPNOOTOI0DVTOL GTN
Oepaneio e HIV Aoipménc. H emtricitabine gival vovrleooidikog avoororéas e aviotpopns
uetaypopaons Ko 1o tenofovir etvan vovxdeotidikog avaororéag e avaatpopns uetaypapaons. Ev
TOVTO1G Kot T0. dVO givar evpémc Yvawotd wg NRTIs kot Agrtovpyovv mapepfoivovtag ot QUGIOAOYIKY
Aettovpyio evog eviOov (avAGTPOPT| LETOYPOEAGCT]) TO OTTOI0 EIVOL OVGLMOES Y10, TV CVOTUPUYWDYT|
TOL 100.

. To Emtricitabine/Tenofovir disoproxil Mylan ypnowponoigitar yio. TV oVTIHETOTION TNG
hoipwéng ano tov 16 AvOpdmivig Avocoovendpketog 1 (HIV-1) 6 evijkec.
o Xpnowponoteital exiong yia T Oepaneio Tov 100 HIV g gpiifovg nhxiog 12 ¢ kdTo

TV 18 g1V, pe Bapog 35 Kihd TOVAGYLGTOV KO O 070101 EY0VV 1O AdPel Oepaneia pe GAA
oappaxa yio tov HIV, ta omoia dev eivon mAéov amotelecpaticd 1 £X00V TPOKUAETEL
TOPEVEPYELEC.

- To Emtricitabine/Tenofovir disoproxil Mylan npénet ndvta vo ypnoyionoteitol 6€ cLVELAGUO
pe Ao eappaka yuo v avtipetomion e HIV Aoipwéne.

- To Emtricitabine/Tenofovir disoproxil Mylan propsi va xopnyn6si avti tng emtricitabine ko
tov tenofovir disoproxil Aappavopévav Eexmpiotd otig id1eg dOGELS.

To @dppoxo avto dev Oepomever v HIV hoipwén. Eved Aoupavete to Emtricitabine/Tenofovir
disoproxil Mylan, umopel vo avarticoete akoun AMOUGEELS 1 GAAeg acBévelec Tov cuoyetilovtal e
v HIV Aoipwén.

o To Emtricitabine/Tenofovir disoproxil Mylan ypncwpomoirciton exiong yio peimon tov
Kivovvov poivveng amé tov 16 g HIV-1 hoipméng o€ evijMkeg kot o€ eprjfovg nlkiog
12 etdv £0¢ kGt TOV 18 TV, pe Bapog TovrayieTov 35 KA, OTOV XPNCLOTOIEITOL OG
KkaOnpepivn Oepaneia, pali pe TpaKTKég Yo 0oQoAECTEPO GEE!
BA. mapdypago 2 yia évav Katdloyo tov HETp@V Tpo@Oiacng évavtt te HIV Aolpwéng.
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2. Tvrpéner va yvopilete nprv mapete To Emtricitabine/Tenofovir disoproxil Mylan

Mnv népete 1o Emtricitabine/Tenofovir disoproxil Mylan ywa v avripetdmion tov HIV 1 1o
VO PELOGETE TOV Kivduvo porvveng amé tov 16 HIV, gav iote alhepyikoi otny emtricitabine,
tenofovir, tenofovir disoproxil 1| € omo1089TOTE GALO 0T TA GLGTOTIKA AVTOV TOV PAPUAKO
(avapépovtal oty mapdypapo 6).

2> AV 0vT0 16YDEL Y10 6OC, EVIUEPDGTE APECMS TO YIUTPO GOC.

I pw napete To Emtricitabine/Tenofovir disoproxil Mylan ywa va peiooere tov kivovvo poérvveng
omo Tov 16 HIV:

AvT106 T0 PApHOKO UTOPEL VO LEIDGEL TOV Kivouvo Tpocoing amd tov HIV povo wpwv poivvbeite.

. Ipéner va giote HIV apvntikoi tpotov ekivijoete va Aapfdvete avtd To @approKo yio va
RELDOGETE TOV Kivouvo porvveng and tov 160 HIV. llpénet va vrofinbeite oe eEetdoeig yo va
BeParmbeite 611 dev €xete NN HIV Aolpwén. Mnv mépete antd T0 QAPUOKO Y10 VO LELDCETE TOV
Kivduvo Tov dtaTpéyete ektog av £xel emPePaiwbei ot eiote HIV apvntikoi. Ta dropa mov
&yovv HIV mpémet va Aapfdvovy avtd to paproko 6€ GUVOLAGUO HE GAAN GApLLaKa.

o HoA)réc eEetdoaic Yo HIV pmopei va pnv evromicovy o tpdoeatn roipmin. Av
gkdnimoete o acbévela mov Bopilel ypinn, Oo pmopovoe va onpaivel 0Tt £xete LOALVOET
mpoceota and tov 10 HIV. Ta mopakdteo arotelodv onueia polvvong and tov 16 HIV:

Kovpaom

TVPETOG

Vol oTIG apOPDOGELS 1] GTOVG POEG

TOVOKEPUAOC

gUETOC M didppotal

eEavonua

VOYTEPIVES EPOPADCELG

SoyKkmpévorl Aeppadéveg otov Aapd M T Bovfwvikn yopa

- Evnuepdote oV Y10Tpo 606 av EkdNrhdeeTe 0.60évela wov Oopiler ypinn — site tov pnvo

TPOTOV OPYICETE VO TOUPVETE QLTO TO PAPHOKO EiTE OTOONTOTE GTIYUN VD AapPdvete
avTo TO PAPLOKO.

IIposgidomou|oelg kKo TPoPLAGEELS

Evo Aoppavere To Emtricitabine/Tenofovir disoproxil Mylan yia va pewd@ogre Tov Kivouvvo
poivvong ané tov 16 HIV:

. Noa Aappdavete avtd 10 @apuaKo KaONUEPIVE Y10, VO, HELDGETE TOV KIVOUVO TOV SLUTPEYETE Kol
o1 povo 6tav vopilete 6T exTeMKaTE 08 Kivovvo gpgavieng HIV hoipwéng. Mnyv
napoleinete Kapio 06om Tov Emtricitabine/Tenofovir disoproxil Mylan kot punv otapatdrte vo
to maipvete. H mapdienyn ddcewmv umopei va avénoet Tov kivovvo poéAvvong amod HIV doipwén.

o Na e€etdleote taxtkd yio HIV.
. Av vopilete 6T1 poAvvOnkate amd tov HIV, evnuepdote apéowng tov yiatpo cag. Evdéyetan va

oag VIoPdlel o€ TEPIEGOTEPEG €EETAGELS Yia VO, dlacParioet 0Tt eEakolovbeite va, gioTe
HIV apvnrwcot.



o H 2y tov Emtricitabine/Tenofovir disoproxil Mylan amla kor pévo gvosyetar va pnv

G0G TPOSTUTEVGEL 0Td TN poéAvvon ané tov 16 HIV.

o  XPNGUOTMOIEITE TAVTO TPOKTIKEC AOPOAESTEPOL €. XPNGIUOTOIEITE TPOPVAUKTIKA Y10 VOl
LELOGETE TNV EMAPT LLE CTEPLLO, KOATUKE VYPA 1 AipLaL.

e Mn popdleote TPOCOMIKA OVTIKEILEVA TOV UTOPEL VO EXOVV OlipLa 1) COUATIKA VYpE Thve
TOVG, OTMOC 000VTOPOVPTGEC Kot AETideg EVpaPLov.

e Mn poipdleote 1 enavoypnoiponoteite PeLoveg 1 GALO EEOTMGHO YOPTYNONG EVEGE®V 1)
VOPKOTIKOV.

o Na e&etdleote Yo dAheg 6eE0VOALKH LETAOIOOUEVES AOUMEELG, OO GOLPIAT KOl YOVOPPOLd.
AVTéG o1 AodEELS KaBIGTOVV EVKOAITEPT TN LeTddoaN Tov 100 HIV.

Potote tov yrotpd cog av £YETE TEPALTEP® EPMTHGEIC GYETIKA UE TOV TPOTO TPOANYNG TNG LOAVVOTG
amo tov 10 HIV 1 g petddoong tov HIV og dAhovg avBpdmoug.

Evooom naipvete To Emtricitabine/Tenofovir disoproxil Mylan ywa tnv avtipet@mon tov HIV 1
Y0 VO REVAGETE TOV Kivouvo poivveng amo tov 16 Tov HIV:

o To emtricitabine/tenofovir disoproxil gvééyetan va exnpeasstl Tovg veppovg cac. ITpv Kot
KaTd TN O1GPKELD TNG AYOYNS, O YITPOG Gag Oa o {nthoel evOeXOUEVMS OPLOUEVES EEETACELS
aipLOTOC YO VO LETPNOEL T GMOGTH ALTOVPYio TOV VEPP®V Goc. Evnuepmate to yatpd cag av
glyate 610 TapehBoV Kamoo veppikn mdbnon 1 av ot eEetdoeic cog £0e1&av OTL £xeTE VEQPIKA
mpofAnpata. Edv éxete veppukd mpofAnpata, o yiotpdg oog eivar mbavd va cag cupPovAencet
vo otapoatoete va Aaufdvete emtricitabine/tenofovir disoproxil 1 v éyete oM poivvOei amd
tov HIV, va AapPdvete emtricitabine/tenofovir disoproxil Arydtepo cuyva. To
emtricitabine/tenofovir disoproxil dev cuviotdrtal v £xete coPapn achévelo 6Tovg veppohc 1
€dv voPaiieote o€ apokdbapaon.

Hpopiqpota 06TAOV (TOL EKONADGVOVTAL MG ETIUOVOG 1 EMOEVOVEVOS TOVOG GTA 0GTA K
KOTOAN YOOV HEPIKEG POPEG OE KATAYLOTO) UTopEl va eppaviatoy eéattiog g PAAPNg ota
KOTTOPA TOV VEPPIKDY cwAnvapiov (BA. tapdypaeo 4, ITifavéc avemBdunteg evépyeieg).
Evnuepmote tov yiatpd cog edv £xete mOVO 6T 06TA 1) KOTAYLATA.

To tenofovir disoproxil pmopel emiong vo Tpokarécel anmAglo 06TIKNG TVKVOTNTOAC. H Mo
£VTOVT] OTTMAELN OGTIKNG TUKVOTITAG TOPATNPNONKE 08 KAWVIKEG peEATeG T o1 0obevei
éhaPav Bepomeia Yo tov HIV pe to tenofovir disoproxil og cuvévacuo e evioyvuévo
OVO.OTOAEN TTPOTEAOTG.

YuvoAikd, ot emdpdoelg tov tenofovir disoproxil ot poakporpddesun vyeia TV 0GTOV Kol TOV
UEALOVTIKO KiVOUVO KOTAYLATMOV GE EVIIAMKEG KOl Tod10Tpikovg acbeveig dev eivar PéParec.

Evnuepdote tov yuotpd cag dv yvopilete 0Tt mdoyete and ooteondpmon. Ot acOeveig pe
006TEOTOPMOOT SATPEXOVY VYNAOTEPO KIVOLVO Y10l KOTAYUATA.

. 2oinT)oTE PE TO YIOTPO GOS, OV £YETE LOTOPIKO NTATIKIG VOGOV, supmepriapufavopivng
¢ Nrartitvus. AcOeveig ue HIV Aoipmwén ot omoiol mboyovv kot amd NItk vOco
(ovumeprrapPovouévng g xpoviog nrotitidag B 1 C), ot omoiot AauBdavouvy aviipeTpoikn
aymy”, epeavifovy avénuévo Kivouvo epeaviong cofapmv kot SuvnTikd Bovatneopmv
NTATIK®OV avemBountwv evepysimv. Av €xete nratitida B 1 C, o yiautpog cag Oa kpivel pe
TPOCOYN CYETIKA LLE TO TO10 EIVOL TO KOAVTEPO OEPATEVTIKO GYNLO Y10 GOGC.

. Ma0Oete T0 amotéreopa TG eE€Taong Yo Tov 16 ¢ nratitidas B (HBV) potov apyicete
7o Emtricitabine/Tenofovir disoproxil Mylan. Av tdcyete and HBV Loipwén, vrdpyel coPapdg
KivdLVog NTOTIKOV TPOoPANUATOV O0Tav GTOUATHGETE Vo, AapuPdvete to emtricitabine/tenofovir
disoproxil, site éyete poivvOei kou and tov 16 HIV, gite dyt. Eivar onpovtiko vo unv
otouatioete vo Aapupavete to emtricitabine/tenofovir disoproxilywpic va £yete wAnoel otov



ywTpd cog: PA. mapdaypoapo 3, My otauatioete ™ Ajyn Emtricitabine/Tenofovir disoproxil
Mylan.

. Mumjote pe o Y10Tpd oag av giote dve ToVv 65 etdv. To emtricitabine/tenofovir disoproxil
dev &yel peketbei og aobeveic avo TV 65 eTMV.

o Mo Te pe T0 Y10Tpo 060G €AV dgv €loTE AvEKTIKOG 6Ty AakToln (PA. «To
Emtricitabine/Tenofovir disoproxil Mylan mepiéyel Aaxtdéln» mopakdto ce vty TV

ToPAypOPO).
oo ko £gnpor

To Emtricitabine/Tenofovir disoproxil Mylan dev mpoopiletat yia yprion og Toudid Kot pnBouvg
NAkiog kato tov 12 etdv.

Alho @appoxa ko Emtricitabine/Tenofovir disoproxil Mylan

Mnyv nmaipvete To Emtricitabine/Tenofovir disoproxil Mylan, av maipvete 1on dAla edppako to
0moi0, TEPIEYOVV T GLGTUTIKA CLTOD TOL Papudkov (To omoia eivor n emtricitabine kot to tenofovir
disoproxil) | omowadnmote dAla avtukd edppokoe mov tepiéyovy tenofovir alafenamide, lamivudine 1
adefovir dipivoxil.

H Myn 1ov Emtricitabine/Tenofovir disoproxil Mylan pali pe dila @appoxe wov propodv va,
PrLaWoOLY TOVS VEQPPOVS Gag: ivol 1010UTEPO GNUAVTIKO VO EVILEPADGETE TOV Y1ATPO GOG AV TUYOV
AopPdavete 0mTO100MTTOTE OO AVTH TO PAPLOKA, GTO 0TToia TEPIAAUPAVOVTIL
o 01 OUVOYALKOGIdEC (Yio Paktnprlakt) Aoiumén)
n amphotericin B (yio pokntiooiky Aoipwén)
n foscarnet (ywa 1oyevi) Aoipwén)
n ganciclovir (yw 1ovoeig)
n pentamidine (yio 1oyevi Aoipmén)
n vancomycin (yio Boaxtnplakr Aoipmén)
n interleukin -2 (ywo. tn Ogpameia Tov KopKivov)
to cidofovir (yio 1oygvn Aoiuwén)
L1 6TEPOEDN aVTIPAEYLOVDON Qappaka (MEZAD, yio TNV avakoDIoT TOVOV TV 0GTOV
N LOIKAV TOVAOV)

Edv maipvete kdmola GAAO avTukd QAPLOKO LE TNV OVOLOGIO OVOIGTOAENS TPMTEACTG Y10l TV
avtuet@nion tov HIV, o yuotpog cag pumopel va cag {ntioet vo kavete eEETAGEIC OiUaTog MOTE Va
mapoKorlovdel oTEVE TN VEQPIKT GOg Agttovpyia.

Eivol ewiong onuavTikd vo ev\uEPDOGETE TOV YU TPO o0g v AauPavete ledipasvir/sofosbuvir,
sofosbuvir/velpatasvir 1| sofosbuvir/velpatasvir/voxilaprevir yia tn Ogpomeio g Aoipméng amd
nratitda C.

Afyn tov Emtricitabine/Tenofovir disoproxil Mylan pali pe dAho @appoxe wov wepiéyovy
owavocivy (Yo v avripetomion g HIV hoipmEnc): H Aqyn tov emtricitabine/tenofovir
disoproxil pali pe dAlo avtikd QappoKa Tov TEPEXOLY ddaVOGivn, UTopel va avéNoet Ta enineda
¢ didanosine 670 aipa cag kot evogyetal va petmcet Tov apliud tov CD4 kuttdpov. Preyuovi tov
TOYKPENTOG KOt YOAOKTIKT 0&€oT (TepIGoEn YOAUKTIKOV 0EE0C GTO aijLa), 1) OTTOi0 EVIOTE TPOKAAEL
T0 BAvaTo, £xouvv omaving avaeepbel OTav cuyyopnyoLVTOL PAPLOKE TOL TEPLEYOLY tenofovir
disoproxil kot didanosine. O yutpog cog 0o kpivel e Tpocoyn, edv Ba cag yopnyHoetl aymyn ue
ouvdvaouovg tenofovir kot didanosine.

2>  Evnuepdocte Tov Y0Tpo 60g ov moipvete omotodnmote and avtd ta pappoko. Eviuepmote tov
YWITPO M| TOV POPUAKOTOLO GO EAV TOUPVETE, EYETE TPOCPOTA TAPEL 1| TOAVOV VO TAPETE GALN
QapLOKaL.



To Emtricitabine/Tenofovir disoproxil Mylan pg Tpo@1] kot w016

. Ormnote givon gpictd, to Emtricitabine/Tenofovir disoproxil Mylan npémet va Aapfdaveror pe
TPOOH.
Kinon kol Oniaocpog

Eav giote £yxvog 1| Onralete, vopilete 6TL propel va €i6Te £YKVOG 1] 6YEOLALETE VO OTOKTNGETE
nadi, {ntote T cvpfovin] Tov YLATPOD 1| TOL PUPULAKOTOLOD GOG TTPLV TAPETE AVTO TO
PappraKo.

Av éyete MaPer to Emtricitabine/Tenofovir disoproxil Mylan kotd ) didpketo tng ykupocivg
G0G, 0 YTPOS GoG Uropel va {NTioeL va KAVETE TAKTIKES £EETAGELS QLOTOG KOt GALOVS O10y VG TIKOVS
EAEYYOVG TPOKEEVOD VO TOPAKOAOVOEL TNV avATTLEN TOV OG0V GOG. X€ TadLL TV OTOIMVY Ot
untépeg Edafov NRTIs katd tn S1dpKela tng EYKLHOGHVNG, TO OPEAOG TNG TpocTtaciog amd tov HIV
VIEPEiYE TOV KIVOUVOL EVIEYOLEVMV AVETIBVUNTOV EVEPYELDV.

o Mn Onralere kota ™) wapkera g Oepanciog pe Emtricitabine/Tenofovir disoproxil
Mylan. Avto amarteiton 610Tt 01 SPaGTIKEG OVGIES TOV PAPLAKOVL AVTOV OTEKKPIVOVTOL GTO
UNTPKo Yoo

o O Onhaoudg dev cuvieTdtal o€ yovaikeg mov Lovv pe tov 10 HIV, kabdg 1 Lolpwén and tov
10 HIV pmopel va petadobei oto Bpépoc Hécm Tov unTptkod yOAUKTOG.

o Edv OnAdlete N edv okénteote va Onidocete, Ba Tpénel va To cuiNTIGETE PUE TOV YIUTPO GUS TO

GUVTOUOTEPO OLVATOV.

0onynon Ko YEPLoROS PNYEVILATOV

To emtricitabine/tenofovir disoproxil pmopel va mpoxaréoel LaAn. Av vidoete (AN Kotd T SLOpKELL
NG OY®YNG GOG LE VTO TO PAPLOKO, PNV 001 YELTE Kot YN XPTCLULOTOELTE EpyOleint 1] LYoV LaTal.

To Emtricitabine/Tenofovir disoproxil Mylan wepiéyel haxtoln
Av 0 0TpOG 060G 6AG £xEL EVUEPDOEL OTL £YETE dVOoOVESTQ 6E OPLOPEVA CAKYUPU, ETIKOIVOVI|OTE

RLE TOV Y10TPO c0S TTPLY TAPETE AVTO TO PAPRIKO.

3. Hog va wapete To Emtricitabine/Tenofovir disoproxil Mylan

. Ilavtote vo TOiPVETE TO PAPRAKO AVTO AVOTNPE CORPMOVA HE TIG 001 YIES TOV YHTPOV GUC.
Edv &yete apeipolrieg, potinote T0 yoTpd 1| TO POPUAKOTOLO GOG.

H cvvictopevn 666n tov Emtricitabine/Tenofovir disoproxil Mylan ywo tnv avTipet@mion Tov
HIV givon:

. Evijlkeg: éva diokio trv nuépa, OTOTE givorl EPIKTO LE TPOQT).
o "Eonpor nukiog 12 émg kdTm TV 18 £TdV, pe Papog 35 K1hd ToOVAAIGTOV: £VO S10KIO TNV
NUéPa, OTOTE EIVOL EPIKTO LLE TPOPT.

H ouvvict@pevy 6601 100 Emtricitabine/Tenofovir disoproxil Mylan ywo peimon Tov Kivovvov
porvveng andé tov HIV givon:

. Evijlikeg: évo diokio tnv nuépa, 0ToTE givatl EPIKTO UE TPOQT).
. "Eonpor nhikiog 12 émg kdto TV 18 £TdV, pe Papog 35 KIAd TOVAGYIGTOV: £VO. S10KI0 TNV
Nuépa, OTOTE €lval EPIKTO LLE TPOPT.



Edv éxete dvuokoAia otV Katdmoot, uropeite vo OpupaTiceTe T0 O10KI0 LE TNV AP eVOg
KovTtaAlo0. Katomy avapi&te ) oxovn pe tepimov 100 mL (usd motipt) vepod, yuov TopTOKOALOD
N YVHOD OTOPVALOD KOl TIEITE TO AUESMG.

o Iéavrote va maipvete T 0661 TOV G60G CVVESTNGE 0 YU TPOS 60c. 'Etol o eaopalicete OTL
T0 PApRaKO Gog elvar TANP®S amoteAespaTikd Kot Ba petdoete v mBavotnTa avamTuéng
avToYNG oTNV ay@yn. Mnv aikidEete T docoroyia ywpig TNV EVIOAN TOL YLTPOL GOG.

. Av hapfavere ayoynq yo avtipetomien g HIV hoipwéng, o yuotpodg cog Oa cag
cuvtayoypaproel Emtricitabine/Tenofovir disoproxil Mylan pe dAAa avtipetpoid gappoKa.
AvazpéEre ota DuALa Odnyldv Xpnong yia Tov ac0evi) TV GAA®Y aVIIPETPOTKDOV QApUAK®V,
Yo 00Myieg OYETIKA e TO TMOG VO AOUPAVETE AVTA TO QAPHLOKAL.

o Av ToipveTe aVTO TO PAPULAKO Y10 VO LELAOGETE TOV Kivouvo poérvveng ané tov HIV, va
TaPVETE AVTO TO PAPUOKO KAOE NUEPA Kal 0L LOVO OTav vouilete 0Tt ektednKoTe og Kivouvo
pdAvvong amo tov 16 HIV.

Pwtote tov y1atpd cag av EXETe EPOTNOEIC GYETIKA UE TOV TPOTO TPOANYNG TNG LOAVVGTG altd TOV 10
HIV 1 ¢ petddoong tov HIV og dAiovg avBpmmovc.

Eadv mapete peyorvtepn 66on Emtricitabine/Tenofovir disoproxil Mylan am6 tnv kevoviki

Edv mépete kotd AdBog peyorvtepn d6on Emtricitabine/Tenofovir disoproxil Mylan and
GUVIGTAUEVT], CLUPOVAEVTEITE TO YIOTPO GOG 1) TO TANGLEGTEPO TUNO EXELYOVTIOV TEPIOTATIKAOV. Nol
KPOTATE TN PLAAN 1 TN GvokeLOGia e To dokio uali cag, £T61 OGTE va purnopeite ebKola va
TEPLYPAYETE TL EYETE TWAPEL.

Eav Eeydoete vo mapete 1o Emtricitabine/Tenofovir disoproxil Mylan
Eivar onpavtikd va punv topaieinete kapio 06om tov Emtricitabine/Tenofovir disoproxil Mylan.

o Edv to mapatnpijoete evrog 12 op®v and v dpa mov Oa maipvote Kovovikd to
Emtricitabine/Tenofovir disoproxil Mylan, wépte katd Tpotipnon 1o diokio pe oyntod to
GUVTOUOTEPO SVVOTO. XT1 GLVEXELN, TAPTE TNV EMOUEVT OOGT OTn cuvnOicUEV Dpa.

. Eav to mapatnpioete 12 1 AEPLOGOTEPES OPES NETA TNV BP0, TOL AopPavete cuvibwg To
Emtricitabine/Tenofovir disoproxil Mylan, gydote tn d60om mov mapareiyate. [lepyuévete ko
ThPTE TNV EMOUEVT 0OGT, KATO TPOTIUNGT HE QoynTO, TN cLVNOIGUEVT DpaL.

AV K@veTe EPETO 0€ MydTEPO 06 pic AP 0Td TN AYn TOV d16KioV, TApTE £va AALO Olokio. Aev
yperaletar vo Tapete GALO O10Ki0, 0V KAVETE EUETO POV EYEL TEPACEL [0 DPU OTO T ARYN CVTOV TOV
QOPUAKOL.

Mnyv otoportdre vo naipvere To Emtricitabine/Tenofovir disoproxil Mylan

o Edv naipvere Emtricitabine/Tenofovir disoproxil Mylan ywa tnv avripetodmon g HIV
MoipmEng, n dakomn TS AMYnG TV S10KIMV UTOPEL VO LELMGEL TNV ATOTEAEGLLOTIKOTITO TG
avt-HIV aywyng mov cog £xel Guotoet 0 ylotpog Gog.

. Av ntaipvere Emtricitabine/Tenofovir disoproxil Mylan yio vo peu®cete T0v Kivouvo
poivveng and tov 16 Tov HIV, unv otapatdre vo moipvete avtd To ¢ApUaKo Kot pnyv
mapodeinete Kapio 6601. H dtakom g xp1ong ovtod Tov Qappdkov 1 1 mapdietymn d6cemv
umopei va avénoet tov Kivovvo vo tpocsPindeite and HIV Aoipwén.

2>  Mpnyv otopotiocte va happavere to Emtricitabine/Tenofovir disoproxil Mylan ympic
VO ETIKOLVOVI|GETE LIE TOV Y1UTPO GaG.



o Av &yete nratitidon B, stvol Todd onuovtikd va pn dwakoyete T Beponeio cag e To
Emtricitabine/Tenofovir disoproxil Mylan ywpic va evnuepdoete to yiotpd cag. Evééyetan
Vo YpeloTel Vo KAVETE EETAGELS OULOITOG Y10l OPKETOVS UNVES LETA TN dtaKoTn NG Bepameiog.
e ao0eveig e TpoY®PMUEVI NITATIKN VOGO 1| KippmoT|, OEV GUVIGTATOL 1) S10KOTT TNG Oy®YNG,
KaODG EVOEXETAL VO EYEL MG AMOTEAEGLOL TNV EMOEIVOOT TNG NTATITIOAS GOC, 1) OTTOld UTOpEl Vol
glvar ametintiky yuo ) Con.

2>  Evnuepdocte apécmg 1o Y10Tpd 60¢ 0 TopatnpioeTe via 1| acvuviioTo GOUTTOUATO,
LETd TN O10KOTN TNG ay®MYNG, WIMG CLUTTOUATO TOV TGTEVETE OTL GYETICOVTOL PE TNV
nratitido B.

Edv éxete meplocdTEPEG EPOTIOELS GYETIKA LLE T YPTOT] AVTOV TOV PUPHAKOV, POTHCTE TO YOTPO 1 TO
(OPLOKOTOL) GO,
4. IIBavéc avemOBOunTES EVEPYELEG

Onwg 6ha To eAppaKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEC OV
ka1 Ogv Tapovoldlovtal 6 GAOVG ToVS avEpPOTOLG,.

IMBavig coPfapéc avemBounrteg evépyerec:

o H yohaktikn o&éwon (wepioosio yoraktikod 0&€0¢ 6T0 aipa) eivarl pio omavia, aAAd SUVNTIKG
Bavatneopoc avemBountn evépyela. H yoraktikn o&éwon eppavieton cuyvotepa G€ YOVOIKEG,
10img av givar vépPapeg Kot og dTopa pe nratikn voco. Ta tapakdto uropei va givar onueia
YOAOKTIKNG 0EEMONG:

o Babeio ko Toyeio avamvon

o VIVNALLL

o aicOnpa adwbeciog (vavtia), adiabeoia (uetoc)
o KOIALOKOG TTOVOG

2>  Avvopilere 6T1 maoyete 0mo yoraktiky 0&E@on, {nTiHoTe apécmg waTpikl fondsio.

Toyov onueio ereypoviig | AoipmEng. Xe opiopévoug acbeveig e mpoympnuévn HIV Aoiuwén
(AIDS) kot 10T0p1Kd EVKAUPLUKDOV AOUDEEDY (AOUDEELS TTOV ep@avilovTol 6€ ATopo e 0dVVOLO
AVOGOTOMNTIKO GVOTNUA), UTOPEL Vo EKONAMOOVY GNUELN KOl GOUTTOUATO PAEYLOVAG OO
TponyovLeveg AoUDEES Alyo petd v évapén g avti-HIV ayoyrc. Osmpeiton 611 avtd To
oLUTTOUOTE OPEIAOVTAL GE BEATIMOT TG AVOGOAOYIKNG OTOKPLOTG TOV CAOUATOG, 1] OO0 TAPEYEL
GTOV OPYOVIGHO TN SVVATOTNTO VO KOTATOAEUA TIG AOUMEEIS TOL EVOEXETOL VO, VTTAPYOVV Y®PIG
£KOMAOQ GUUTTMUOTOL.

. AvTtodvooes draTapays, OTOV TO AVOGOTOMTIKO GUCTN A EMTIOETOL GE VYU 1GTO TOV
CMOTOC, UTOPEL VO ELPAVIGTOVV QPO OPYICETE VoL AAUPAVETE PAPLLOKO Y10, TNV AVTILETOTION
g HIV Loipwéng. Ot avtodvooeg dtotapayic evoéyetotl va ekONAmOoDY ToAAOVG UNveG HETE.
v évapén g Bepoaneiog. [Ipocéyete yio coumtdpoto Aoipméng 1 GALN COUTTOUOTA, OTOC:
o HUIKT advvapio
. advvopio mov EeKva oTa ¥EPLoL Ko To, TOS10 KOl TPOYWPA TPOG TOV KOPUO TOL CAOUATOG
o aicOnpo ToAp®OV, TPOROG 1| VITEPIIEYEPOT

2>  Edv mopoatnpi6ETE 0UTA TO GUUATAONOTO. 1] 0TTOL0ONTOTE COUTTONY. PAEYHOVIS 1)
Moipoéng, intote apéong wtpuki fo0sio.



IIBavég avemOOUNTES EVEPYELES:

oAb ovyvéc avemBounteg evépysieg

(umopei vo, exnpeacovy wepioootepo. arwo 1 ota 10 droua)

o duappota, adiabecio (Epuetog), aicOnua adabeciog (vavtia),
o CaAn, TOVOKEPOUAOG

o eEavonpua

o aicOnpa advvapiog

O1 eetdoels umopel emions va, dsiéovy:
o LEL®LEVO ETTESOD POGPOPOL GTO aipa
o avénpéva eminedo Kvaong g Kpeativng

Yoyvég avemOBOuNTEG EVEPYELES
(umopei vo. exnpeaoovy éwg 1 ata 10 drouan)

o TOVOC, GCTOUAYIKOG TOVOG
o dvoKoAio oTOV VTTVO, LT PLGLOAOYLKE OVELPOL
o TPOPAUATA GTNV TEYT TOL EYOVV MG OTOTEAEGUA SLoEOpia LETE amd Ta YevpaTa, aicOnua

TOUTOVIG OV, LETEWMPLOUOG

o g€avOnuata (copmepriapfoavouévav epuipmv KNAId®Y 1 GTIYUATOV HEPIKEG POPEG UE
dnpovpyio puoaiidwv Kot e£01dmomn Tov dEPUATOC) ToL Umopel va lvar aAAEpYUKEG
avTIOPAGELS, POyoVpa, LETOPOAES GTO YPDLLO TOV SEPUATOG CUUTEPIAAUPOVOUEVIG TNG
UEAGYYPOONG TOV SEPUATOG KOTA TAGKEG

o dAAec oadhepyucég avtidpacels, m.y. SvoTvola, oldnua i téon Yo Arofupia

O1 e€etdoeig umopel emions va, ociéovy:

o YOUNAG eTITESO AEVKDOV opoc@aipimv (1 HEIDOT TOV AELKAOV alpocalpiov 6ag Kabiotd mo
EMPPETEIC 6TIG AOUDEELS)

o avénpéva emineda TptyAvkepdiov (Mmapdv 0&€wv), YOANG 1] GOKYAPOL GTO aipld

o TPOPANUATA GTO TAYKPENG 1 GTO NTTAP

Oy ovyvég avemBOunTeg evépyereg
(umopei vo. exnpeaoovy éwg 1 ota 100 droua)

o TOVOG GTNV KO AOY® PAEYLOVIG TOV TOYKPEATOG

o oidnpa (TprH&yLo) TPOSAOTOL, YEMOV, YADGGAS 1| OOV

o avoipio (younid erinedo epuOpdv apocEapiov 6To aipa)
[ ]

poikn PAAPT, poikdg Tévog N poikn advvapio, To omoia propei va peoviotodv egartiog PAAPNS
OTO KOTTOPO TOV VEPPIKDOV COANVOPImV

O eéetdoelc umopei exions va ogiéovy:

. LELMCELS GTO KAAO TOV OLOTOG
. avEnpéva emineda KpeaTvivng oTo oo
o aArayEG oTa. OVPa,

YaviIES OVETOOUNTES EVEPYELES

(umopet vo. exnpedoovy éwg 1 ara 1.000 droua)

o Todaxtikn o&€won (BA. [Ti8avég avemBountes evépyeleg)
o MT®deg NTop

. KITPIVOG YPOUATICUOS TOV SEPUATOG 1 TOL AEVKOD TOV LATIDV, GOYoUPO 1] TOVOG GTNV KO
AOY® PAEYHOVIG TOL NATOC

o (QAEYLLOVT] TOV VEQPOV, GLYVOOoVPia Kot aicOnua diyag, veppikn averdpketa, BAAPT oTa vEQpKd
cOANVApPLO

. UOAGKOVGT 0GTOV (0L GLVOOEVETAL 0Td TOVO GTO 0OTA KOl KATUANYEL LEPIKES POPEG OE
KOTAYLLOTOL)

. TOVOC 6N UEGT AOY® VEQPIKDY TPOPANLATOV



H BAGPN ota kOTTOpa TV VEQEPIKOV COANVApimV pumopel va cvuoyetileTon pe poikn PAGHEN,
HOAGKOVOT] 0GTOV (0L GLUVOSEVETAL OO TOVO GTO. 00T KOl KATOANYEL LEPIKES POPEG GE KATAYHLOTA),
LIk TOVO, PUTKT bV Kol LELMGELS 6TO KAALO 1] GTO ¢OGPOPO TOL OLiHATOC,

>  Eav nopotnp1]6eTe 0To1adNmoTe 06 TIS AvETOVUNTEG EVEPYELES TOV OVUYPEPOVTOL
TaPUTAvE 1N 6Tav yivel cofapn 0moladNToTe 0 TIC AveEmMOUUNTES EVEPYELES, EVILEPDOTE
TOV Y1TPd 1) TOV POPUAKOTOLO GUG.

H cvyvomta TV mTopokdton avemtfountomv evepyeimv dev eival YvooT.

. Hpopipata ote 0otd. Opiopévor acBeveic mov AapPfdvouy GuVILAGUO OVTIPETPOTKMV
oopudkev, 6mmg To emtricitabine/tenofovir disoproxil evdéyeton vo, avamtdZouy Hio 0CTIKY
v660 mov Aéyetan ooteovékpwan (BEvatog 06TIKOV 16TOV TPOKAAOVUEVOS amd EAAENYT) TAPOYTS
aipatog 6to 0otd). H AMym avtod Tov T0mou appdkov yio Heydio xpovikd dtdotnua, n ANy
KOPTIKOGTEPOEOMV, 1) KATAVAAWDGT) AAKOOA, £V TOAD AdVVAIO (VOGOTOMTIKO GUGTNUA KoL TO
emumAéov Bapog umopel vo amoteAoVV 0PIGUEVOVGS A0 TOVG TOAAOVG TOPAYOVTES KIVOUVOL Yl
NV avATTLEN aVTNG TNG VOoOL. X1uein 06TEOVEKPMOTG Etvar TaL ENG:

o dvokopyio tov apbpdoemv
o ovol oTig apBpdcels (10img Tov 1yiov, ToV YOVATOL KOl TOL MLOV)
o dvokolia otny kivnon

2>  Ed&v mopoatnpi6ETe 0TO00TOTE 0O VTH TA GOUTTONUTO., EVIILEPAOCTE TOV YLUTPO GUGS.

Koazd m didpreta g avipetdmiong tov HIV evdéyetat va mapovsiootel avénon Tov COUATIKOD
Bapovg Kot TV EMTESOV TV MABImV Kot TS YAUKONE 6T0 aipa. AVTO GUVOEETAL EV UEPEL UE TNV
QTOKOTAGTOCT TNG VYEING Kot TOL TpdTov (ONGC, EVO OTNV TEPITTOOT TOV AMTIdi®V ToL ainaTog,
0pIoUEVES POPES opeileTal og avTd Kabavtd To pappoka Katd tov HIV. O yatpdc cog Ha
TPAYULOTOTO|OEL EEETAGELS Y10 TG LETAPOAES QVTES.

AlLeg EMOPACELS GE TOLOLA
e Ta woudid mov éhafav emtricitabine mapovciacay TOAD GUYVAE OALAYEG GTO YPDLLO, TOV
S€PLOTOC OIS
- OKOVPEG KNAOEC 6TO dépUaL
o Ta moudid mapovciccay cuyva xounio apBud pudpdv apocealpiov (avorpio).
- avTod umopel va Tpokarécel 6To Todi Kobpaon i SOVGTVOLa
2  Edav mopatnpi|6ETe 001061 m0TE 06 0VTA TO COUTTONATA, EVI|LEPAOGTE TO YLOTPO GOGC.

Ava@opd avemOOunTOV EvEPyELOV

Edv mapotnprioete kdmoo avemBOpunTn evépyeia, EVIIEPMGTE TOV YATPO 1] TOV POPLOKOTOLO GUGC.
Av10 1oyvet Kot Yo kéBe mbavr avemBountn evépyela Tov OeV AVaPEPETAL GTO TAPAV GUALO 0dNYIDV
yphone. Mropeite emiong va avagépete avembOunteg evépyeleg anevbeing, Léow Tov eBvikod
GLOTNLOTOG OVOPOPAG

— otov Efvikd Opyaviopd @apudkov (Mecoyeimv 284, GR-15562 Xohapyog, Anva, Tni: +30 21
32040380/337, ®a&: + 30 210 6549585, Iotétonoc: http:// www.eof.gr), yio tnv EAAGOa, 7

— otig Papupokevtikég Yanpeoieg, Yrnovpyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, Fax: + 357
22608649, yia v Kbdmpo

Méow ¢ avagopdc avemfdunTmv evepyeldv pmopeite vo fondncete 6t GLALOYN TEPIGGOTEPMV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TAPOVTOG POPLAKOL.

5. Iog va puraocoete To Emtricitabine/Tenofovir disoproxil Mylan

To @apuako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta TOLSA.
Na un xpnoiomoteite avTd T0 PAPUAKO LETE TNV NUEPOUNVIL ANENG TOV OVOPEPETOL GTI] PLAAT Ko
o710 xovuti petd v AHEH/ EXP. H nuepounvio AHéng eivor ) tedevtoio nuépa Tov piva Tov

OVOQEPETAL EKEL.

Yvokevacio EUIANG: yproyomoteite evtog 90 nuep®V PETA TO TPMTO AvOLyOL
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Mn evAdoacete o€ Beppokpacio v tov 25°C.

Mnv metdite eAppaKa 6To VEPS TNG AMOYETELONG N OTA OIKIAKA amoppippata. Pomorte to
(OPLOKOTOLd GOG YOl TO MG VO ATOPPINTETE TA PAPLLOKO TTOV OEV YPNCLOTOLEITE Lol AVTA TO LETPOL
6a BonBnocovv oty mpooctacia tov mepPdAlovtog.

6. Iepreyépevo TG cVOKELOGINS KO AOITES TANPOPOPiEg

Tvepiéyer to Emtricitabine/Tenofovir disoproxil Mylan

o O dpooTikég ovoieg eivar 1 emtricitabine ko to tenofovir disoproxil. Kafe emicoivupévo pe
Aemto vpévio diokio mepiéxel 200 mg emtricitabine kot 245 mg tenofovir disoproxil
(1oo0dbvapo pe 300 mg tenofovir disoproxil maleate).

e Ta Ghlo 6V6TATIKA Eival LIKPOKPVGTAAAIKT] KLTTOPIVY, VOIPOEVTPOTLAOKVTTAPIVT, YOUNANG
VIOKATAGTOONC, KOKKIVO 0EEid10 o1dnpov (E172), mopitio, KoALoEWdEG avodpo, AakToln
povidpikn (PA. mapdypago 2 «To Emtricitabine/Tenofovir disoproxil Mylan repiéyet
AoKTOIN’»), 6TEATIKO HayVAG10, VITPOUEAAGLT, dtoEeidio Tov Titaviov (E171), Tpracetivn,
Brilliant blue FCF Aluminum lake (E133) kot kitpvo 0&gidio oidnpov (E172).

Ep@avien tov Emtricitabine/Tenofovir disoproxil Mylan kot wepieyépevo g 6voKEVOGI0G

Ta emucoloppéva, pe Aemtd vuévio diokio Emtricitabine/Tenofovir disoproxil Mylan givot avotktov
TPAGIVOL YPDLOTOC, ETKOAVUUEVO UE AETTTO DUEVIO, OUPIKLPTO, O10KI0 GE Gy L0 KO aKIOv
dwotdoewv 19,8 mm x 9,00 mm, pe yapaypévn v Evoelén «M» otn pio TAevpd Tov diokiov Kot v
évoeién «ETDy» otnv dAAn.

Av16 10 Phppako drutifetar 6e mAaoTIKEG OLIAeG pe EnpovTikd péco (MHN TPQTE TO
EHPANTIKO MEZO) mov mepiéyovv 30 1§ 90 emucorloppéva pe Aentd vpuévio diokio Kot 6
TOAVGVOKELOTIEG TV 90 EMKOAVUUEVOV IE AETTO DUEVIO JIOKI®MY TOV OTOTEAOVVTOL Oltd 3 QLAAES
v 30 emkodlvppévov pe Aemto vpévio diokiov 1 ke pia, 1 ond cvokevacies Kuyeiwv (blister) pe
EVOOUATOUEVT oTpdon Enpavtikobd pécov tov 30, 30 x 1,90 x 11 100 x 1 emkoAvppévov pe Aentd
VEVIO dlokimv kot cvokevacieg kuyednmv (blister) tov 30, 30 x 1, 90 x 1 emkoloppuévev ue Aentd
VUEVIO JIoKIWV.

Mmropei va, punv KuKAOQPOpOoLV OLEG 0L GLOKEVAGIES.

Kéroyog Aderag Kvkrhogopiac:
Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

IHopoaockevaotig

Mylan Hungary Kft

Mylan utca 1, H-2900 Komarom,
Ovyyapia

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

Medis International a.s

vyrobani zavod Bolatice, Prumyslova, -961/16, Bolatice
747 23, Togynm Anpokpotio
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Mylan Germany GmbH

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

Hessen, 61352,

Teppavia

INo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TapaKareicde va
amgvBouvbeite otov TomKd aviupdowmo Tov Katdyov tng Adsiog Kuihopopiagc:

E\\doa
Viatris Hellas Ltd
TnA: +30 2100 100 02

Kvbmpog

Varnavas Hadjipanayis Ltd.
TnA: +357 2220 7700

To wapdv UAAO 00N YLOV Yp1ioNS avale®p1OnKe Y10 TEAEVTAIO POPE TOV Nofpppro 2023.

Aentopepeic mAnpoeopieg yia to pappako avtd etvar drabéoipeg 6to dikTvakd TOmo ToL Evporaikon
Opyoavieopod ®oapudkev: http://www.ema.europa.eu.

11


http://www.ema.europa.eu/

