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HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/12,5 mg emkaivpupéva pe Aemtd vuévio dtokio
Dafiro HCT 10 mg/160 mg/12,5 mg emkaAlvppéva, pe Aemntd vuévio diokia
Dafiro HCT 5 mg/160 mg/25 mg emkolvppéva pe Aemtd vuévio diokio
Dafiro HCT 10 mg/160 mg/25 mg emkalvppéva pe Aentd vpévio diokia
Dafiro HCT 10 mg/320 mg/25 mg emikaivppévo pue Aentd vuévio diokia

2. HOIOTIKH KAI ITIOXOTIKH XYNGEXH

Dafiro HCT 5 mg/160 mg/12,5 mg smxoivupéva pe Aertd vuévio dickia

KdBe emcoloppévo pe Aemntd vpuévio diokio mepiéyet 5 mg aproduriving (og aprodimivy fecviiky),
160 mg Baicaptdavng kat 12,5 mg vdpoyrmpoberaliong.

Dafiro HCT 10 mg/160 mg/12,5 mg emkolvpuéva pe Aertd vuévio diokia

Kabe emkoloppévo pe Aemtd vuévio diokio mepiéyetl 10 mg aprodurivig (og aprodurivy eoviikn),
160 mg Boicoptdvng kot 12,5 mg vdpoyrmpodeialiong.

Dafiro HCT 5 mg/160 mg/25 mg enucarvpupéva pe Aemtd vuévio diokio

KdBe emkoloppévo pe Aemntd vpévio diokio mepiéyet 5 mg aproduriving (og aprodimivy fecviiky),
160 mg Baioaptdvng kat 25 mg vépoyrmpoberaliong.

Dafiro HCT 10 mg/160 mg/25 mg smkaivuuévo pe Aemntd vuévio diokia

KaBe emcoloppévo pe Aemtd vpévio dickio mepiéyet 10 mg aprodimivig (og aprodurivny Becvlikn),
160 mg Boicoptdvng kot 25 mg vopoyrwpobeialiong.

Dafiro HCT 10 mg/320 mg/25 mg smucaivpuuéva pe Aemto vuévio diokia

KaBe emkoloppévo pe Aentd vpévio diokio mepiéyet 10 mg aprodimivig (o aprodutivy Becviikn),
320 mg Barcaptavng Kot 25 mg vopoyrmpobeialiong.

T'a tov mAnpn Katdloyo tv exddymv, PA. Tapdypapo 6.1.

3. D®APMAKOTEXNIKH MOP®H
Emwaivppévo pe Aemtd vuévio diokio (diokio)

Dafiro HCT 5 mg/160 mg/12,5 mg emkaivuuéva pe Aemntd vuévio diokio

Agvkd, ofaA, appikvpta diokia pe Aootounuéva akpa, pe evtvnopéva o «<NVR» ot pio tievpd
kot «VCL» otnv GAAn. Méyebog katd npocsyyion: 15 mm (unqkog) X 5.9 mm (mAdrog).

Dafiro HCT 10 mg/160 mg/12,5 mg smkoivuuéva pe Aemtd vuévio dickia

Ymoxitpwva, oBai, apeikvpta dtokio pe Aootounpéva dkpa, pe evivnouéva to «NVR» ot pia
mhevpd kar « VDL otnv dAAn. MéyebBog katd mpocéyyion: 15 mm (unqkoc) X 5.9 mm (mAhdtog).

Dafiro HCT 5 mg/160 mg/25 mg smikalvuuévo pe Aentd vuévio diokio

Kitpwva, opai, apeikvpta diokia pe Ao&otopunpéva dxpa, pe evioropéva ta «NVR» ot pia mievpd
kot «VEL» otnv GAAn. Méyebog kotd mpocéyyion: 15 mm (ufkog) X 5.9 mm (xhdrtog).



Dafiro HCT 10 mg/160 mg/25 mg emucoivuuéva pe Aertd vuévio dickia

Koagé-xitpva, ofai, apeikvpta diokia pe Aootounuéva akpa, pe evivnopéva o «NVR» ot pia
mhevpd kot « VHL» otnv dAAn. MéyebBog katd mpocéyyion: 15 mm (uqkog) X 5.9 mm (midtog).

Dafiro HCT 10 mg/320 mg/25 mg smkaivuuévo pe Aemntd vuévio diokio,

Kagé-kitpva, ofdA, appikvpta diokio pe Ao&otopnuéva dxpa, e evivtouéva ta «NVR» ot pia
mAevpd kar « VFLy otnv GAn. Méyebog katd npocéyyion: 19 mm (ufkoc) X 7.5 mm (mAdroc).

4. KAINIKEX TIAHPO®OPIEX
41 OgpamevTikéic gvociEeig

Bepamneia ¢ W10mabovc vépTaong ¢ Bepaneio aviikaTdoTaong oe eviilMkeg acbeveic, Tov omoiwv 1
apTNPLOKY TiEOT] EAEYYETOL ETOPKDS LLE GLVOVAGHO AUAOIITIVIG, PaACAPTAVIG KOt
vopoyrwpobelalion (HCT) mov ypnoyorotobvtal €ite G CLVOLAGHOC TPLOV EEYMPIOTAOV GUCTUTIKMY
€lte Wg GLVOLACHOV VOGS NTAOD GLGTATIKOV KAl EVOC OTAOV.

4.2  Aocoloyio ko1 TPOTOG YopNyNoNS

Aocoloyia

H cvvictduevn 66om tov Dafiro HCT givon éva diokio tnv nuépa, vo Aapupavetal katd tpotipnocn 1o
TPOI.

Ipw v arhayn o Dafiro HCT o1 aoBeveic Ba mpémet vo, eléyyovran pe otabepég 606€1C TV
UEUOVOUEV®Y CLGTOTIKGOV OTov Aappdavovtat v idio otryun. H d6om tov Dafiro HCT 0a npénet va
Baciletar 6T1g 00GEIG TOV HELOVOUEVOV GLUGTATIKMY TOV GUVOLOGUOV STV TEPT000 TN OAANYNC.

H péyiotm ocvovietdpevn d6on tov Dafiro HCT eivor 10 mg/320 mg/25 mg.

Eidwcoi whnboouoi

Neppixn dvolertovpyio

Ady® g vdpoyrwpobelaliong, To Dafiro HCT avtevdeikvotal yio ypriion o€ aobeveic ue avovpio (PA.
mapdypoeo 4.3) kol og acbeveic pe coPapn veppikn dveiertovpyia (puOUOS orelpopatikig S11nong
(GFR) <30 ml/min/1,73 m?) (B\. mapaypépovg 4.3, 4.4 kar 5.2).

Agv amoiteital TpOoouUpUoYN TS UPYIKNG 0OGNC Yo AeOEVELG e NTTLo, EMG LETPLA VEQPIKN
dvoiettovpyia (BA. Tapaypdpovg 4.4 kai 5.2).

Hromiry dvoieirovpyio

Aby® 10V cvotatikod Baioaptavng, to Dafiro HCT avtevdeixkvuton e acbeveic pe cofapn nrotikn
dvodertovpyio (BA. Tapdypago 4.3). Xe acheveic pe N £0g PETPLO NTOTIKT SVGAEITOVPYIR YWPIg
yoAdoTOOT, 1| LEYIOTN GVVIGT®OUEVT dOon gival 80 mg BaAicaptdvng ko enouévag to Dafiro HCT dev
glvar katdAAnio og avt TV opdda acbevav (PA. Tapaypdaeovg 4.3, 4.4 kot 5.2). H cuvietodpevn
3001 TG aprodimivng dev £xel axdun Kabopilotel 6Tovg acbevelg pe o Emg LETPLO NTATIKN
dvodertovpyia. Katd v adhayn tov emAé&ipov vieptacik®v acbevav (BA. Ttapdypapo 4.1) pe
nrotikn dveierrovpyia og Dafiro HCT, 6o mpénel va ypnoomomei n younAdtepn dabioiun ddon
AUAOITTIVIIG GE GUVIVLAGO.

Kapowaxn ovemdpreio koi otepoviaio, vooog

Yrapyet mepropiopévn eumetpio. pe v xpion tov Dafiro HCT, dwaitepa ot péytot d6om, ot
ao0eveic e KapOLOKT] OVETAPKELN KOl GTEQOVININ VOGO. ZUVIGTATOL TPOGOYN 0 0oOEVELG e KOpI1oKn
QVETAPKELD. KOL GTEQOVLIRIC VOGO, 181aitepa ot péytotn 86om tov Dafiro HCT, 10 mg/320 mg/25 mg.



Hliiouévor (nhixiag 65 etov kot avw)

SUVIGTATOL TPOGOYT, CUUTEPIAAUPOVOUEVOL TOV GLYVOTEPOL EAEYYOL TNG APTNPLOKNG TTEGNC, GE
nAkiopévovg aobevei, Waitepa ot uéyiotn 66on tov Dafiro HCT, 10 mg/320 mg/25 mg, kabmg ta
dwbéoipa dedopéva e avtd Tov TAnBuoud acbevov sivar mepropiopéva. Katd tnv adiayn tov
eMMEE IOV NAKIOUEVOV VITEPTAGIKAOY 0oBevdv (BA. Tapdypago 4.1) oe Dafiro HCT, 6a npénet va
ypnoomoin el n younAdtepn dabéoiun 06on apAodUTiviic G€ GLVOLAGLO.

Taidrotpikos tAnBoouog
Aev vrdpyet oxetikn xpion tov Dafiro HCT otov moudiatpikd minbuoud (acbeveic nhikiog katm tov

18 et@v) Yo v €vderdn g Wonabods vTEpTAoNG.

Tpoémoc yopriynong

Ao 6TOHOTOG XPTION.

To Dafiro HCT umopei va Anebsi pe 1 yopic tpoen.

Ta dokia Ba wpémel va katamivovtol oAOKANPpa Le Alyo vepd, TNV 1d1o dpa TN NUEPUS KOl KATH
TPOTIiUN G TO TPOI.

4.3  Avrtevdcieg

- YrepevaicOnoio 6T SpacTikég 0VGIES, G AOITA GOVAPOVALLIIKA TOPAYMYO, GE TOPAYDYO TV
Swdpomupdvdv 1 6€ KATO10 0o T £KS0Y0 TOV AVAPEPOVTUL GTIV TAPAYPopo 6.1.

- Agbtepo kau Tpito Tpipmvo g kimong (PA. mapaypdeovs 4.4 kot 4.6).

- Hrotwkn dusiertovpyia, yohkn kippwon 1 xolootaon.

N ToBapn veppikt) Suciertovpyia (PuOpOG Emetpapoatikic Amdnong- GFR <30 ml/min/1,73 m?),
avovpia kot acBeveig mTov vrofdriovial og oLodOALOT.

- H tavtoypovn ypnon tov Dafiro HCT pe mpoidvta mov meptéyovv alMokipEvn avievogikvuTol 6€
aoBeveic pe cokyapmdn StPitn N veppiky Suciertovpyio (GFR <60 ml/min/1,73m?) (BA.
nmopaypaeovs 4.5 kai 5.1).

- AvOiotdpevn vrokaAlopio, vTovaTploio, VTEPAGPESTIONUIN KO CUUTTOUOTIKY
VIEPOVPLYOLLiQL.

- YoBapn vrotoo.

- Yok (cuumePLOUPOVOIEVOD TOV KOPILOYEVODG GOK).

- AmOQpaEn g 0600¢ EKPONG TNG APLOTEPAS KOWMAG (T.). VIEPTPOPIKT ATOPPUKTIKN
KOPOLOPVOTADELD KO 0OPTIKT GTEVMOOT] LYNAOV Babiov).

- AoduvapiKa aotadn KopolaKn ovETApKeLo LETA amd o0& EU@payLLa TOV LLOKAPSiov.

4.4  Ewikég TPOELOOTOUM|GELS KOL TPOPVAAEELS KATA T Yp1]ON
H aocpdAeio kot 1 amoTeAEGLOTIKOTNTO TG AUAOOTIVIG GE VTEPTAGIKT KPioT OV €xel TeEKUNPLOEl.

Acbeveic pe vrovarproupio /xot pEIOUEVO EVOoayYELOKO OYKO

ToBapy vIToTACY, STV 0Mo'aL GLpTEPAAUBEVETAL 1] 0pPOGTATIKY VOTAC, SlamioTOONKE 670 1,7%
Tov achevov mov Edapav Oepomeio pe tn péyiot d6om Dafiro HCT (10 mg/320 mg/25 mg) og oyéon
e to 1,8% tov acbevov pe Baicoptavn/vdpoyropodeialion (320 mg/25 mg), 1o 0,4% tov acbevov
ue aprodimivy/Boroaptdvn (10 mg/320 mg) kot to 0,2% tov acbevov ue
v3poyAmpobetalion/aprodimivy (25 mg/10 mg) oe pia ereyydpevn dokiun oe acbeveic pe pétpla. £mg
coPapn U EXITAEYLEVN VTEPTUOT).

e aoBeveic e vovaTplopio /KoL LE LEIMUEVO EVOOYYELOKO OYKO, OTMG EKEIVOL TOL Aapfdvouy
VYNAEG 0OGELG SLOLPNTIK®V, UTOpEl va LPavIcHel GUUTTOUATIKY VTOTACT HETE TNV £vapén TG
Oepamneiog pe Dafiro HCT. To Dafiro HCT 8a mpénet va ypnowuonoteitar pdvo petd amd d1opbmon
TUYOV TPOVTAPYOVCAG VTOVOTPLULLING T)/KOL LELOUEVOL EVOOUYYELOKOV OYKOV.



Edv eppaviotel cofapn vrotacn and ) Afyn tov Dafiro HCT, o acBevig Ba npénet va tomobeteitan
o€ vmtia B€om Kot edv ivor amapaitnTo, va Tov yopnyeital GUGIOAOYIKOG 0pOg og eVOOQAEPLA £yvoT.
H Oepoaneio umopei va cuveyiotel polic otabepomombei n aptnploxn micon tov acbevoic.

Metaforéc Tov NAEKTPOAVTOV 0pOD

Aulodiziviy/Poraoaptavy/vdpoyiwpobeialion

Yy eleyyopevn doxiun tov Dafiro HCT, ot avtevepyég dpdoeic e Paroaptavng 320 mg kot g
vopoyAmpobelaliong 25 mg 6to KAA0 0pov oyedOV eE0VIETEPOVOY 1| [ia TNV GAAN G€ TOAAOVG
aoBeveic. Xe dAAovg acbeveic, pmopel va givat kupiapyn 1 pia 1 1 GAAN dpdon. Oao mpémnel va
TPOYUATOTOLOVVTAL TAKTIKOTL TPOGSIOPIoUOL T®V NAEKTPOAVTMV 0pOD TPOG aviyvevoT mhovng
dwatapayns Tov 16oluyiov NAEKTPOAVTAOV GE KATAAANA ¥POVIKE StacThLOTO.

B0 TPETEL VO, TPAYLOTOTOLEITAL TEPLOOIKT LETPTOT TOV NAEKTPOAVTMY TOV 0POL Kot 1O1{TEPO TOL
KaAlov o€ KatdAANAa dteoTipata yio vo evTomiotel mbavi nAeKTpoAvTiky StaTapoyr|, Wiaitepa o
aoBeveic pe dAlovg Tapdyovies Kivdhvov, OTmG vePpikn dvciettovpyia, Bepaneio pe dAla
QOPUOKEVTIKA TTPOIOVTA 1] 1GTOPIKO TPONYOVUEVOV NAEKTPOAVTIKAOV SLOTAPOYDYV.

Baloaptavy
H tavtdypovn ypnon pe copminpdpote KoAov, KaAosuvinpntikd 6100pnTikKd, VITOKATACTOTO

GAOTOG TTOV TTEPLEYOVYV KAAO 1] AAAL POPUOKEVTIKG TPOTOVTA TOV UIOPEL VO avENGOVV Ta. EMimeda
KaAov (nmapivn KTA), dev cvvictdrtal. Oa Tpénet va yiveton TopaKorovdnon Tov KaAlov Omwg
amotteitot.

YopoylwpoBsialion

H 0epancio pe Dafiro HCT 0o mpénet va Egkivaetl udvo Petd v avTIUETAOTION THG VITOKOAALUING Kot
OTOLCONTOTE GLVVTTAPYOVCaG VITopayvnolopiag. Ta Bslalidikd dtovpnTikd propel va exionedoovy
TNV EUPAVIOT] VENG VTOKOALOLUIOG ) VO ETOEWVOGOVY TpoiTapyovco virokaAtaipia. Ta Ogialidud
dovpntikd Bo TpEmeL va, xopnyo VIl e TPOGOoYN 6€ AchEVEIC |IE KATUOTACELS OTIG OTTOIES
epoavifetor avénuévn ammieia kaiov, ylo TapAdEly o ve@pomdieleg e amdAelo KAAIOL Kot
TPOVEPPIKT] (KOPOL0YEVT]) VEPPIKT SLGAEITOLPYiD. AV 1 VIOKOALUIO OVOTTOGGETAL KOTO T JldpKELD
Bepameiog pe v vipoyrlwpoberalion o Dafiro HCT Oa mpénet va draxdmtetan péypt tn dtophmwon kot
otafeponoinon Tov eMmEd®mV Tov KaAiov.

Ta Oe10l1d1Kcd 310VPNTIKE LTOPOVV VO EXCTEDGOVY TNV EULPAVION VENS DTTOVATPLUUING KOt
VROYA®PALUKNG OAKAAWDOTG 1] VO ETOEVOGOVY Tpobmépyovoa vrovatplopio. ‘Eyel mapatnpnbei
VITOVOTPLOLULN, GUVOSEVOUEVT OO VEVPOAOYIKE CUUTTMOUATO (VOVTIO, TPOOSEVTIKO
amompocovatoloud, anddeia). H Oepaneia pe vdpoyrmpobeialion Oa npémet va Eexvael povo petd
TNV OVTETMTIOT TG TPOVTAPYOVGOS VITOVATPLOUING. L€ TEPIMTOOT) TOV AVOTTUGGETAL GoPapn 1
Toxeio vrovatploupio katd ™ ddpkeia g Oepaneiog pe Dafiro HCT, n Ogponeio Oa mpénet va
dlokomel uéypt n vaTplonpio va pTAGEL 6T PUGIOAOYIKG ERTITEDQ.

O)ot o1 acbeveig Tov Aappavouv Belalidkd dovpnTiKd TPEMeL va TapakoAovBohvtat TePlodikd yio
Satapoy€c TV NAEKTPOALTAV, 1W10{TEPA TOL KAAIOV, VATPiov Kot poyvnoiov.

Neepikn dSvoAetrtovpyio

Ta Oraliducd d1ovpnTIKd pmopet va emicredcovy v almbatio oe acheveic pe ypdvia veppikn voco.
Orav ypnoiponoteitor to Dafiro HCT oe acOeveig pe veppikn Suchertovpyio GUVIGTATOL TEPLOSIKT
TOPAKOLOVONOT| TOV EMTES®V TV NAEKTPOAVTAOV 0poD (GUUTEPIAAUBOVOLEVOL TOV KOAIOD), TNG
Kpeatvivng ko tov ovpikod o&foc otov opd. To Dafiro HCT avtevdeikvuton og acbeveic pe cofapn
VEQPIKN avemdpkeln, avovpia 1 oe acbeveic mov vroPailovtar o€ apodtdiion (BA. mapdypapo 4.3).

Aev givon anapaitntn n tpocappoyn tng 66ong tov Dafiro HCT og aobeveic ue Amia £og pétpia
veppikn dvuciertovpyia (GFR >30 ml/min/1,73 m?).



2TEVOGCT) TV VEQPIKDOV 0PTNPLOV

To Dafiro HCT 8a npénet vo. ypnoonoteitan pe mpocoyn yio. tn Oepameio s vréptaong oe acbeveig
LE LOVOTTAELPN 1] AUPOTEPOTAEDPT] CTEVIOOT] TV VEPPIKADV OPTNPLDY 1| OTEVAOGT] GE LOVIPT] VEPPO
dedopévou OTL 1 ovpio CLOTOC Kot 1) KPEATVIVI) opov pmopel vo. avénbel o€ avutos Toug acbeveis.

Metopdoyevon veppon

Méypt onpepa dev VIAPYEL EUTEPIR CXETIKA HE TNV aodAela TG xpriong tov Dafiro HCT og
aoBeveic mov voPANONKaV TPAGPATH O HETAUOGYELOT VEQPOD.

Hrotwkn dvcierrovpyio

H BaAcaptavn amofdiietor kupimg avorioimtn péow g yoAng. H nuimepiodog Cmng tng
apAodmivng mopateiveton oe acbeveic pe dtatapoyn TN nratikng Aettovpylog kot ot Tpég g AUC
elvar vymidtepec. H ovvietdpevn 86om otovg acbeveig avtois dev Exetl akdun kobopiotel. Ze
aoBeveic pe Mo E0¢ PHETPLO NTOTIKN SuoAettovpyia ymPig YOAIGTAGT], 1] LEYIGTN CLUVIGTMOUEVT OO0
givon 80 mg Baroaptavng kot emopévmg, to Dafiro HCT dev eivon katdAAnio og avti thv opdda.
acBevov (BA. Tapaypdeovg 4.2, 4.3 kar 5.2).

Ayyelooidnua

e aobBeveic mov ElaPav Bepomeia pe Baroaptdvn, £xel avopepbel ayysiooidonua,
GUUTEPIAOUPAVOLEVOL TOV OIONOTOG TOL AGPLYYQ Kot TG YAOTTIONS, TPOKAADVTAG ATdPPuEn TV
aepay®ydv koM Tpi&o oto Tpds®nO, Ta YEIAN, TO PapLYYa Kaun T YA®csa. Mepukoi amd avtovg
Tov¢ aobeveic mapovciacay ayyel0oidno 610 TapeAOdV e GALN EOPUOKEVTIKG TPOidVTA,
ovumepthopfovopivov tov avactoréov MEA. To Dafiro HCT npénetl va dakonei apéomg o€
acfeveic TOV AVOTTOGGOLV AYYEI00ION A Kot OEV TTPETEL VO. YOpTYEITOL EK VEOU.

Evtepko ayystooidnua,

"Exel avapepbel eviepicd ayyelooidnuo og acbeveic mov Aappdvovy Bepaneio e aviay®VIoTEG TOV
VRodoYE®V NG ayyelotevaivng 11, cvumepiiapfavopévng g Parcaptdvng (BA. Tapdypago 4.8). Ot ev
AOY® acBeveig mapovsiocay KotAMakd Ahyog, vavTtia, Eueto kat didppota. Ta copnTdpaTo
VIOYDOPNCOV UETE TN SLOKOT TOV AVTAY®VIGTOV TV VIodoyEwv TG ayystotevaivng L. Xe nepintmon
SUyveomg eVTEPIKOD OyYELOOWONUATOS, Oa TpEmel va SakdnTETOL 1| YopTyNnon s Paicaptdvns kot Oa
TPEMEL VoL EEKIVIAGEL 1] KATAAANAT TopaKoAoVOnomn HEYPL TNV TAYPY] VTOYMPTOT TOV GCLUUTTOUAT®V.

Kapdioxn avendpkela Kol ote@avioio vococ/uetd amd Euepoyio. Tov HuokKopdion

Q¢ 0mOTEAEG LA, TG OVAGTOANG TOV GUGTAUATOG PEVIVIG-0YYELOTEVGIVIG-0Ad0GTEPOVIC, Elvar TOAVO
va mopatnpnBodv petafolég e veppiknig Asttovpyiog og evmadn dropa. Xe acbeveig pe coPfapn
KOPOLOKN OVETAPKELD TMV OTOIMV 1] VEQPIKT Agttovpyio umopel va eEaptdtat amod tn SpacTnploTnTa
TOV CLGTNUATOG PEVIVIG-AYYELOTEVGIVIG-0Ad0GTEPOVIC, 1) Bepameia pe avacTtoleic MEA kot
AVTOYOVIOTEC TOV DTOO0YEMV TNG AYYEOTEVGIVIG £xEl cLVOEDEL e OALyovpia KoM TPOOSELTIKY
almBapio ko (omdvia) pe o&eia veppikn averdpkelo kavn Odvaro. [Mapopoleg ekfacelg Exovv
avaeepBel pe ) arcaptavn. H aloddynon tov aclevav e kapdlakn averapKelo 1 LeTd amod
EUPPOYUa TOV HVOoKAPdiov TPEMEL TAVTO Vo TEPIAUUPAVEL EKTIUNGN TNE VEPPIKNG AEITOLPYING.

e po pokpoypovia, eheyyouevn e ewovikd eappako perétn (PRAISE-2) g ypriong g
oaprodumivig o€ acBevels e KapdlaKn OVETAPKELDL U IOYALUKNG attioAoyiag kotnyopiag I kot [V
ooppava pe v tagvounon g NYHA (Kapdoroywkn Etaipeio Néag Y opkng), n aprodimivn
ouvdElnke pe auénuévo aptBpd avaeop®Y TVEVLOVIKOD ONUATOG TOPA TN L] OTHAVTIKY dtopopd
OTNV ENIMTOON TNG EMIEIVOONG TNG KUPOIUKNG AVETAPKELNG GE GUYKPIOT LE TO EIKOVIKO QAPLLOKO.



Ot avaotoleic dStovAiwv acPectiov, cupmeptrappavouévng tng aprodumivng, Oa Tpémel va yopryovvtal
L TPOGoyN o€ acheVeig e GUULPOPTTIKN KOPOLOKT OVETAPKELY, KOOGS PUropel va avénoovy Tov
KIVOUVO HEAAOVTIKOV KOPSOYYEIOK®Y GUUPBUUATOV Kot BvnToTnTOoC.

2uVIoTAToL TPOGOYN o€ acheVelg e Kapdlokn avendpKeln Kot oTepaviaio voco, 11oitepa 6TN LEYIOTN
d6om tov Dafiro HCT, 10 mg/320 mg/25 mg, epdcov to. dtabécipa dedopuéve 6€ TOVG TOVG

TANBLGLOVG acBevdv elval meplopiouéva.

2TEVOOT THE 0OPTIKNG KoL TNE Utpogdove faiPidac

Onwg kot pe OA To 0y YELOOUGTAATIKG, EVOEIKVLTAL WO10iTEPT TPOGOYN G acheVeic pe GTEVOON NG
Tpogdovg PorPidag 1| oNUOVTIKY 0OPTIKT OTEVMGT oV dgv givar vyniov Padpod.

Kvnon

O Avtayoviotég Tov Ynodoxémv tng Ayyesotevoivng I (AYAID) dev Ba mpémet va yopryohvtor Katd
) dtdpketa TG Khnone. Xe mepintmon mov 1 cvveyion g Oeponeiog pe AYAIL Bewpeitar avaykaia,
acBeveic mov oyedidlovv eykvopooHvny Ba mpénel va adAdEovy avTmePTACIKY Oeparmeio e KAmoo
AN M ool va EXEL AVOyVOPIGUEVO TPOQIA AGOAAEING Yl TV YPNOT TOL POPUAKOV KATH TNV
Konon. Edv damotwbel eyxopootvn, 1 Bepancio pe AYAIL Ba wpénet va drokomel dpesa Kot edv
amorteita, Oa wpénel va Eekivnoel kdmota evailoktikn Oepaneia (BA. Tapaypdeovg 4.3 kot 4.6).

IIpwtomabnc vVTEPAAd0GTEPOVIGUOC

O1 aoBeveic pe Tpotomadr| vepaidootepoviond dev Tpémet va Aappdavovy Bepomeio e Tov
AVTOYOVICTN TV VTodoyEmV NG ayyetotevoivng Il faicaptdvn, kKabmg og avtovg Tovg acbeveic To
ovotnua pevivne-ayysotevoivng dev givat evepyonompévo. Enopévamg, to Dafiro HCT dev cuviotdrtat
o€ aTO TOV TANOLGUO.

2votnuotikdc pvinuatdong AOKog

"Exer avapepbei 611 ta Oeralidkd drovpntikd, copmeptlopfoavopévng g vopoyrmpobeialiong,
TPOKOAOVV EEAPOELS N EVEPYOTOLOVV TOV GUGTNUATIKO pLONUATMOT ADKO.

Aowméc petofoikéc drotapayic

Ta Bealducd dtovpnTikd, cvpmeptrapfovopévng e vopoyrwpobeialidne, propel va petafdiovy v
avoyn otn YAvKO(n Kot vo avERGOVY Ta EMITESD TNG YOANOTEPOANG, TOV TPIYAVKEPIOI®V KoL TOV
0VpKoV 0£E0G GTOV 0pO. g dafnTikovg acheveic, evoéyetatl va amartnfovV avaTpoGopUOYES TNG
300G NG WVOGOVAIVIG 1] TV AAUPOVOUEVOV GO TO GTOUN VITOYAVKULLK®OV TOPAYOVIMV.

AOY® 10V 6VOTATIKOD VIPOYA®pPoBelasiong, to Dafiro HCT avtevdeikvutol 68 GUUTTOUOTIKY
vrepovpryaipia. H vdpoylmpoberalion punopet va avénoet ta exinedo ovptkod 0EE0G opov AdY® TG
HELOUEVNG KABaPpON S TOL 0VPIKOL 0EE0C KO UTOPEL VO TPOKAAEGEL 1] VO EMOEVMGEL VITEPOVPLY LN
KaOdC KoL Vo EXOTEDGEL TNV EUEAVIOT] OLPIKNIC apbpitidag oe evaicOntovg acheveic.

O1 Bealideg peidvouv v amofoin acfeotiov ota 00pa Kol UTOPEL v TPOKAAEGOVV L SlaAgimovca
KL ehappd avénen Tov acPecTion ToL 0pOv ATOVGIN YVOGTOV SATAPUYDV TOV UETABOAGUOD TOV
acBeotiov. To Dafiro HCT avtevdeikvutol o€ acbeveic pe vaepacPeotiopio kol pmopei vo
YPNOOTOLEITOL LOVO HETA T S10pbmaon omolacdnTote Tpovtapyovcas vrepacPestionpios. To Dafiro
HCT 0o mpénet va dtokdmtetan edv avantuydel vrepacPeotiaipio katd T didpkeia g Oepaneiag. Ta
enineda Tov 0oPecTiov 6TOV 0pd Do TPEmEL VO, TaPaKOAOVOOVVTOL TEPLOJTKA KATA T SIAPKELD TNG
Oepaneiog pe Oeralides. A&oonueintn vrepacPectiaipio propei va anoteiel EvoeiEn AavBdvovtog
vreprapabvpeoeldiopnot. Ot Bealideg Ba mpémel va dtakomovv Tptv TN deEaymyn eEAEYY@V NG
Aettovpyiag Tov Topabvpeoeldoic.



dwtosvaicnocio

Me Beral1d1Kd d1ovpnTiIKd £xovv avaeephel TEPITTOCELS AVTIOPAGEDY PwTogvalctnaiag (PA.
napypao 4.8). Xe nepintmon mov mopovclactel poTogvoiodncio katd t didpkela ¢ Bepaneiog pe
Dafiro HCT, cuvietdton 1 dwaxonr g Oepomeiag. Edv kpibei amapaitntn n ek véov yoprynon tov
S10VPNTIKOY, GUVICTATOL 1] TPOCTUGIN TEPLOYDV TOV €KTIBEVTAL 0TOV A0 1| o€ TeYVvTH UVA.

AmokOAANoN TOL YOPLOEWWOVE, OEEID ELPAVICT] LVOTIOC KOl OEVTEPOYEVONC 0EL0C YAOKMUOTOS
KAELOTNC YOVIOG

H vdpoyrwpobeialion, o covipovapion, £xel CLGYETIOTEL e Ui 1O10CVYKPUCLOKT OVTIOPOCT) TOV
€XEL GOV OMOTELEG O ATOKOAAN O™ TOL XOPLo€d0VG Le PAGPT Tov onTikoD mediov, o&ela Tapodikn
poomio Kol 0&D YAaOKoRo KAEIGTG Yoviac. Ta copntopata teptlappdvovy ofeio epgdvion
UEL®UEVNG OTTTIKNG 0EVTNTOG 7 0QOOApLKO TOVO KOl KOTO Kovova epgavifovtal péca og Aiyeg dpeg
€mg pia gfdopdda amod v Evapén g Oepaneiog. To un Bepamevpévo 00 yAavkopo KAEIGTNG YOVIiOG
UTOPEL VoL 001 YNOEL € UOVIUN OTTAOAELD TG OPAOT|G.

H x0pua Bepoameio eivat n dtokon| g vopoyrlmpobeialiong 66o to duvatdv Tayvtepa. Eyikoipn
LTPIKN N YEWPOVPYIKT Bepomeia pmopel va ypelactel av 1 evoopOdALia mieon Tapapével aveEEAEYKTY.
Ot Tapdyovteg Kivduvov yia TV avamtuén o&Emg YAAUKOUATOS KAEIGTAG Yoviog pHropel va
TEPLOUPAVOVY 10TOPIKO AALEPYIOG GTIG GOVAPOVOUIOES 1) TNV TEVIKIALIVT.

levika
Oa tpémet va divetal mpocoyn o€ acheveic mov £xovv gppavicet Tponyodevn vepgvoicincio o
aAhovg avtaymvioTég TV vrodoyéwv g ayysoteveivig L. Aviidpdoeig vrepevaisnociog otnv

vopoyAwpobelalion eivar mbavotepec o€ acbeveig e aliepyio Kot AoOpLa.

Hlxwopévor (mxiac 65 £tdv kot dvem)

ZUVIGTATOL TPOGOYT], GCUUTEPIAAUPOVOUEVOL TOL GLYVOTEPOL EAEYYOL TNG APTNPLOKNG TTEGNC, GE
nukiopévovg aobeveig, Wdaitepa ot péytotn 66om tov Dafiro HCT, 10 mg/320 mg/25 mg, kabmg ta
Sdwbéotipa dedopéva og avtd Tov mAnbuoud acevov sival mepropiopéva.

AmAOS 0mOKAEIGUOC TOV GUGTALOTOC PEVIVIC-OyYEL0TEVGIVNC-0Ad06TEPOVNC (ZPAA)

Yrdpyovv amodeibelg 6t TawtOYpovn ypnomn avactoréwv MEA, AY Al 1 adokipévng av&avel Tov
Kivduvo vdTaoTG, VIEPKAAOUING Kl LEWOIEVNG VEPPIKNC AstTovpYiag (TeptAapBavopuévng g
o&elog veppiknc avendpkelag). £2g ek TOVTOV, SUTAOC OTOKAEIGHOG TOV GLUGTIILATOG PEVIVIC-
ayyeotevaivng-aidootepovig (ZPAA) péow g cuvdvacuévng ypnong avactorémv MEA, AYAIL Q)
aMoKipévng dev cuviotatar (PA. mapaypdeovs 4.5 kot 5.1).

Edv n Bepoameio dimhod amokAelcpnod Bewpeiton amorlvtog amapaitntn, avtod Oa npénet va Aapel yodpa
Hovo Kato omd v emifAeyn €101k00 Kot [LE CLYVN GTEVI TAPAKOAOVONGN TNG VEPPIKNG Agttovpyiag,
TOV NAEKTPOALTOV Kal TG apTnplokig wieons. Ot avactoreic MEA kot ot AYAII dev Ba mpémet va
YPNOLOTO0VVTOL TaVTHYpOova o€ acbeveic e dafntikny vepporddeia.



Mn peAavopotikdc KopKivoc Tov 0EPUOTOC

e 800 eMONUIOAOYIKEC PHEAETEG O1 0Toleg devepynOnkay Pacel Tov Aavikov EOvikod Mntpdov yia
tov Kapkivo mapatnpndnke avénuévog kivouvog EUQAvVIoNg Un LEACVOUATIKOD KopKIvOL TOL
déppotog (NMSC) [Bacikokvtrapikd kKapkivopa (BCC) kot kapkivopo tov tAakd@dovg exidniiov
(SCCO)] og mepintwon €xbeong o av&avopevn abporotikn d6on vopoyrmpoberaliong. H
pwtogvalcnTomoldg dpdom s vépoyAmpobelaliong fa propovce va dpa g THUVOS PNYOVIGHOG Yo
TNV EUPAVIOT] U1 LEAOVOLOTIKOD KOPKIVOV TOV EPUATOG.

Ot acBeveic mov Aappdvovy vopoylmpobelalion mTpémel va eviIEPOVOVTAL Y10 TOV KIVOLVO N
HEAAVOLLOTIKOV KOPKIVOL TOV dEPHATOC KOl Vo, AApBEvouY GLGTAGELS DGTE VO EAEYYOVV TO OEPLLOL TOVG
Y TVYOV véeg BAAPES Kot vaL avapEPOLV ALEGO OTOLEGINTOTE VITONTEG dEPUATIKES PAAPES. XTOVG
acBevelg mpémetl va cuviotdtot 1 Ay MOavAV TPOANTTIKAOV HETPOV OTMG TEPLOPIGUEVT €KBECT TNV
NAKy kKot TNV VIEPLMdN aktivoPolria kat, og Tepintwon £xbeong, N ypNon KATAAANANG TpooTaGiog
Yo TNV EAOYIGTOTOINGT TOL KIVOHVOL EUPAVIONE KAPKIVOL TOV 6€ppatoc. Ot HTONTEG SEPUATIKES
PAaPeg mpémer va voPdAiovtal dpeca og £E€TOGON, CLUTEPIAALPAVOUEVNG TNG IGTOAOYIKNG eE€TOONC
Bloyioc. Xe acBeveic mov €xovv gppavicet un HeEAAVOUATIKO Kapkivo ToL dEPIATOG 6TO TapeABdV Ba
TPEMEL EVOEYOUEVOS VAL emaveEeTaoTel 1) yp1ion TS VOpoyA®poBelalidng (PA. emiong mapdypapo 4.8).

Oé&eia avamvevotikn ToEkotnTo.

IToA0 omdvia coPapd TeploTaTIKA 0EEL0G OVATVEVGTIKNG TOEIKATNTOC, CUUTEPIAAUBOVOUEVOD TOV
ouvdpdoL o&elag avamvevatikng duoyépetag (ARDS), éxovv avagepBel petd ) Aqyn
vopoyrmpoberaliong. To mvevpovikd oldnua Tumkd epavileTor evidg AETTOV €M POV HETE T
My vépoyrmpobealiong. Katd v évapén tov copntopdrtov tepropfdvovol S0cTvola, TupeTog,
TveLpoVIKT oAloimon kot vtotacn. Edv mbavoioyeitar didyvwon ARDS, to Dafiro HCT 6a mpénet
Vo SloKOTTTETAL KOl VoL yopryeitan 1 katdAAnAn Oeparneio. H vdpoyrlmpoberalion dev o mpénet va
yopnyeitan o€ acBeveig ol omoiot eiyov Tponyovuévag mapovoidost ARDS petd  Aqym
VOpoyAmpobealiong.

45  Almiemodpaosig pe AL QUPUOKEVTIKA TPOIOVTA Ko Grheg pop@éc aliniemiopaocnc

Agv &povv mpaypotonoin0el enionueg LeAETEC OAANAETIOPAGEWDV LE AAAN POPUOKEVTIKE TPOTOVTO LE
1o Dafiro HCT. Enopévag, o€ avtn v mapdypapo Topéyoviol Lovo TANPOPOpIes OYETIKA 1E
OAANAETIOPAGELC [ie GAAD PAPLOKEVTIKA TPOTOVTO TOL OTTOT0 EIVOL YVOGTH Y10 TIC EXUEPOVE OPUCTIKES
oVGiec.

Qo1600, givor onpovtikd va Anedei voyn ot to Dafiro HCT propei va avénoet Ty vrotacikn
EMIOPACN AOITDV OVTIVTEPTACIKDV TOPAYOVIMV.



Agv GLUVIGTATOL 1) TAVTOYPOVN YPNON

Empépovg I'vootég Amotéhec o, OAMAETIOPAGNG NE GALO QUPUOKEVTIKG

OVOTUTIKO aAMAEMOPAOELS NE TPOIOVTA

tov Dafiro  tovg &&ig mopayovreg

HCT

BoAcoaptdvn  Aibo "Exovv avaeepBei avactpéyipes avénoeig tmv

Kot GLYKEVIPMGE®MY TOL MBiov 61OV 0pO KOOMG Kot

HCT TEPLOTOTIKG TOEIKOTNTAG KOTA TN SIAPKELD TOVTOYPOVNG

yopnynong Mbiov pe avactoreic tov MEA, avtoyovieTés
TOV VTOJ0YEMV TNG ayyelotevoivng 11
ocvuneptrapPavopévng g Parcaptavng 1 Betalides.
Kabdg n veppikn kGBapon tov AMbiov peidveton amod Tig
Be10lidec 0 kivouvog ToEikdTNTag AdY® TOL AMbiov mbavd
vo, avénbei tepartépm pe to Dafiro HCT. Enouévac
OULVICTATOL 1] TPOGEKTIKY TAPAKOAOVON G TV
GLYKEVIPMGEMV TOL AMBiov 6TOV 0pO KOTA TNV
ovyyopnynon (BA. mapdypopo 4.4).

Boloaptavn KaAloovvinpntikd Edv og cuvdvacuo pe m Boicoptavn, Bewpeitot

dovpnTikd, amapaitnTo £Vo QAPUUKEVTIKO TPOTOV oV ennpedlel Ta
OVUTANPOUOTO, KOAIOD,  EMIMEDO KAAIOV, GLUVIGTATOL GLYVT| TOPAKOAOVONON TV
DITOKATATTOTO, GAOTOS EMIMES®V TOV KOAIOV GTO TAAGLLAL.
OV TEPIEYOVY KGO Ka
GAAEC ovoleg TOV umopEL
Vo, avENoOVY TOL ETITEDC
KOALOD

Aprodumivny  T'kpéumepovut 1 yupods Agv GUVIGTATOL 1] YOPNYNON TNG OUAOITIVIG e
YKPEWPPOLT YKPEMPPOLT N (LU0 YKPEMPPOLT KAODS Umopel va

avénbei n Prodiabecipdtnta o opiopévovg achevels, pe
amotédeoua TV aHENCT TOV AVTIVAEPTUCIKOD
OTOTELEGLOTOC,

Amouteitol Tpoooyn KoTd TNV TALTOYPOVH YPNon

Empépovg I'vootég Amotéhec o, OAMAETIOPAONG NE AL QUPUOKEVTIKG
OVLOTUTIKO ailnremopdosig pe mpoidvTa

tov Dafiro  tovg &éng mapdyovreg

HCT

Aprodumivny  Avaotoleig tov H towtoypovn xpnom g apAodimivng 1e 1oyvpovg 1

CYP3A4

(ONA. xetokovalOAn,
rtpokovaloan,
prrovafipn)

pétprovg ovactoreig tov CYP3A4 (avaotoleig
TPMTEACTC, AVTIHVKNTIACIKE TNG OLAd0G TV aloADV,
HaKpoAidia OTtmg epuBpopvkivn 1§ KAapiBpopvkivn,
Bepamapiin 1 dktialéun) pwropel vo 0dnynoet o€
onpovtikn avénon g £kbeong oty aprodurivn. H
KAMVIKTY LETAQPACT] QVTAOV TOV QOPLIKOKIVITIKOV
SLPOPOTOINGEMV EVOEYETOL VO EIVAL EVTOVOTEPT] GTOVG
NAMKIOUEVOLG. ZVUVETMG, UTOPEL VO, OTTALTEITOL KAIVIKT
TOPUKOA0VONON Kol TPOGUPLOYN TNG dOGOA0YING.

Avooroleic Tov

. Mg ) ovyyopfiynon yvootov enayoyénv tov CYP3A4,

CYP3A4 1 GLYKEVTPOGT TNG APAOOTIVIG OTO

(avTiemAnmricoi mAdoua propet va mowidiet. Katd ocvvéneia, Oa mpénet va
TOPAYOVTEG [TL.). mapakoAovOeital n apTnplokn mieon

KapPapalenivn, Kot Vo AapBavetal vToyn To evogxoueVo puoueng Tng
QowvoPopPrTaan, d001Mg T6G0 KOTA TN dldpKeL OGO Kol

POoLVLTOTVY, LETA TNV TOVTOYPOVN POPLOKEVTIKY] YOPNYNON, 1O10UTEPW®G
OOOEAVVTOTVY, ue woyvpovg enaymyeic tov CYP3A4
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TPYdovVN |,
PLPOUTIKIVY, DTTEPIKOV
70 OLATPNTOV
[Baroapdyopto St.
John’s])

[m.x. prpapmikivn, St. John’s wort
(Ynepwd/Barcapdyopto)].

Zufoorativy

H ovyyopnynon morhanidv d6cemv twv 10 mg
aprodimivng pe 80 mg ocfactativng odnynoe og adEnom
77% ¢ €kBeong otn cPactativn o€ cOYKPLoN LE TN
owpaoctativn LoV TG ZUVIGTATOL VO TEPLOPLOTEL 1) 00T
¢ owpaoctativig oe 20 mg npepnoing oe acbeveic pe
opAodurivn.

Aoavtpolévio (éyyvon)

Metd amd yopnynon Pepamapiing Kot davTporeviov
evdoorePing o {da, Tapatnpndnke Bavatnedpoc
KOWAOKY] LOPLLOLPVYT KOl Kapdtoyevig Kotamingio
oyetilopevn pe vrepkaitoipio. Adym tov Kivouvov
EUPAVIONG VTEPKOALULUING, GUVIGTATOL 1] ATOPVYN
GLYYOPNYNONG OVACTOAE®MV SLVA®Y TOV 0cPeoTion, OT®S
N aprodurivn, e aceveic emppeneic o€ Kokonom
vepbeppio Kol GTNV OVIETOTION TG KOKON00LE
vrepOeppiog.

Toxpodipovg Yrdpyet kivouvog avEnpévev emméd®v TaKpOMUOVS GTO
aipa Kotd ) cvyyopnynon pe aprodutivn. Ilpokeypévou
va amo@evydei 1 To&kdTNnTa TOV TAKPOALOLS, 1
xopMynon g aprodimivig oe acbevi mov Aapfavet
TAKPOALOVE OTOLTEL TNV TAPOKOAOVONON TOV EMTESWV
TAKPOALOVE GTO QL0 KO TPOGOPLOYT TNG 006G TOL
TOKPOMUOVE MG KATOAAMAMC.
BoaAcaptavn My orepoeion Ta MEXAO® prnopei va e£acBeviicovy TV OVTILTEPTOCIKN
kot HCT avTipAEYIOVAHIN dpdion Kol T®V ovVIoy®VIeTOV TG ayystoteveivig I kon
popuaxa (MEAD), g LVOpoyAmpobelaliong dtav yYopnyouVTaL TAVTOYPOVA.
mepriopfovousvaov Emmiéov, n tavtoypovn ypnon Dafiro HCT pe MZAD

EKAEKTIKOV aVvaoTOAEWY
¢ kKokloolvyevdong-2
(COX-2 avaoroleig)

OKETVAOCOLIKVAIKOD
oléog (>3 g/muépa) kou

UTOpElL VoL 001 YNOEL O EMOEIVMOOT TNG VEQPPIKNG
Aettovpyiag Kot ovénon tov KaAiov opov. Eropévac,
GULVIGTATAL 1] TOPAKOAOVON OGN TNG VEQPIKNG AEITOLPYIOG
Katd v évapén g Bepaneiog KaOdG Kot 1) EXaPKNG
gevuddtmon tov acbevouc.

un exlextikay MXAD
Boloaptavn Avactoleic tov Ta amotedéopato pog LeAEg in Vitro pe 1otodg
uetapopéa wpooinyns  avBpdmivov Nratog deiyvovv 6Tl 1 Pakcaptdvn anoteiel

(prpoumixivy,
KvKAoomopivy) 1
UETOPOPEQ EKPONG
(prrovafipn)

VIOGTPOUO TOV HETAPOPEN NTATIKNG TPOCANYNG
OATP1B1 kot Tov petapopéa TG NTATIKNG EKPONG
MRP2. H cuyyopfynon tov avasToAL®Y TOL LETAPOPEN
TPOSANYNG (PLPAUTIKivY, KUKAOGTOPIvY) 1] TOV
petapopéa exkpong (prrovaPipn) propet vo avénoet v
cvotuotiky €ékbeon otn Boloaptdvn.

HCT

Owonvevua,

H ovyyopnynon 0e1alidikdv S100pnTIKGOV e 0Voieg Tov

PopPitovpira 1 EMIONG LELOVOLV TNV OPTNPLOKT TEST| (T.). LEUDVOVTOGS TN

VOPKWTIKG, SpacTNPIOTNTO TOV KEVIPIKOD VEVPIKOD GLUGTHUATOG 1 TNV
GULECT) OLYYELOOL0GTOAN) UTOPEL VO EVIGYDGEL TNV
opbBootatikn vrdTao.

Auovrooivy O1 Bgalideg, copmeptiapfoavopuévng g

vopoyrmpobelaliong, evdéyetat vo avENRcovy Tov Kivouvo
EUPAVIONG AVETIOVUNTOV EVEPYELDV TTOL TPOKOAEL 1|
opavTadivn.

Avtyolivepyikol
TOPAYOVIES Kol GAAa

H BrodiaBecipotnta dtovpntikmv Be1aliducod tHmov
umopei va avéndel amd aviiyoAvepyikoDe TapGyOVTES
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POPUOKEDTIKG, TPOIOVTOL
mov exnpealovy v
KIVHTIKOTHTO. TOD

(.. aTpomivn, Piepidévn), TPOPAVAOG AOY® TG LEIMONG
NG YOOTPEVTIEPIKNG KIVITIKOTNTAG KOl TOL puOLOV
KEVAOONC TOV oTOUAY oV, AvTifeTa, avapEVETOL OTL OL

OTOUGOV TPOKIVNTIKEG OVGIEC OTMG 1] GLOATPION UITOPOVY VAL
peuwcovv 1 Prodobecipdtra tov Bealidtkod THTOL
SLOVPNTIK®V.

Avtoofintiroi Ot Bg10lideg pmopet va petafdrovv v avoyn ot

ropayovreg (m.y.
oovAivn Kot
AapBovopevol omd 1o
otépo avtidtafnrikol
TOPAYOVTEG)

—  Merpopuivy

YALKOLn. Mropel va glval amoapaitntn n avampocapuoyn
™G docoroyiag Tov avTIdfnTKoD QOPULAKEVTIKOD
TPOIOVTOC.

H petgoppivn Ba mpénet va ypnoiponoleiton e Tpocoyn
AGY® TOL KIVOUVOL EUOAVIONG YOAOKTIKNG 0EEMONG TOV
EMAYETAL OTO TN AEITOVPYIKT VEQPIKT AVETAPKELD TOV
ovvdéeton pe TNV vVopoyAmpobealion.

B-avaortoleic kou
owalolion

H tavtdypovn yxprion 0e10lidikdv d100pNTIK®V,
couneprlapfoavopévng g vopoyrmpobelaliong, pe p-
AmOKAELOTEG Pmopel Vo avénoet Tov Kivouvo gpeavionc
vrepyAvkorpiog. Ta Beralidtkd dtovpnTikd,
cvumepropfoavopévng g vopoyrmpobelaliong, propel
VO EVICYDOOVV TNV DIEPYAVKALUKY| ETIOPACT] TNG
dralo&iong.

Kvxloomopivy

H mapdiinin Oepancio pe kokhoomopivny pmopet va
0VENGEL TOV KIVOUVO EUPAVIONS VITEPOVPLYULLING KoL
EMTAOK®V TOTOV 0LPIKNG apbpitidoc.

Kovrraporolixoi

O Be1alideg, ovumeptiappavopévng g

TOPAYOVTES VOPOoYA®POoBEIaliong, LWITOpEL VO, LELDCOVY TNV VEQPIKY|
amoPoAN KUTTOPOTOEIKAOV TOPOYOVTOV (TT.).
KUKAOPOGOALIdN, nebotpeldn) Kot va eVioydoouV Tig
UVELOKATOGTAATIKES TOVG EMLOPAGELC.

Tvkoaoideg H emaydpevn omd Oeralideg vrokaAtopio M

OaKTUAITIOOS

VIOHOYVN Lo LTOPEL VO TAPOVGLUGTOVV MG
avemBOUNTEG EVEPYELES TOV ELVOOVV TNV EKONAWMOT
EMAYOUEVAOV OO dOKTUAITION KOPIOKOV appLiuidy.

2xioypapikol
TOPAYOVTES LWIIOD

Ye Tepinton EnayOUEVNG amd S10VPNTIKE APUIATOGNG,
VILAPYEL ALENUEVOG KivOLVOG EPOAVIONG 0&ElNG VEPPIKNG
OVETAPKELOG, EWOIKE e VYNAEG DOCELS LWOLOVY WOV
okevacpdtov. Ot acbeveic Oo Tpémetl va evudatmbovy ek
vEOU TPV amd TN YOopNyNoN.

Prrives avralloyns
10VTQV

H amoppdpnon tov B1olidikdv drtovpntikdv,
mepthapfoavouévng g vopoyAwpobelaliong, petmveral
a0 TN YOAESTUPOUIVT T} TNV KOAEGTITOAN. AVTO pmopel
Vo 001 YN OEL 68 VITO-0EPUnEVTIKEG OPACELS TV
Be10l1d1kdV drovpnTiK®V. Q0T6060, 1 pHOULIET TNG
docoroyiag TG VOPoyAwpPoBealidng kot g pnTivig, £TcL
mote 1 VOpoyrmpobelalidn va yopnyeitol TOLAGYIGTOV

4 opeg Tpv 1 4-6 dpeg PETE TN XOPNYNON TOV PNTIVAV,
duvnTikd Bo EAYIOTOTOMNGEL TNV GAANAETIOpOON.
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Doppuokevtikd Tpoiovio,
mov exnpealovy 1o
EMITEDO TOV KOAIOD aTOV
opo

ZuyyopnyNoT KOAOLPNTIK®V S10VPNTIK®V,
KOPTIKOGTEPOEWDMV, VITOKTIKMV, AOPEVOKOPTIKOTPOTOV
oppovng (ACTH), apgpotepikivng, kappevoEordovng,
TEVIKIMAIVI G G Kot Topaydymv GoAKvAKoD 0&éoc i
avtppudukdv propel va avénbei n vrokoAtopixg
emidpaon g vopoyrwpoberolidng. Edv mpdkettan va
xopNyYNOoVV aVTA TAL PAPLAKEVTIKA TPOTOVTO LE TO
oLVOLAGUO apAoduTivg/
Boioaptavng/vdpoyrwpoberalidng, cvvictdron
TopaKoA0HONoN TOV EMIES®V KAAIOL GTO TAAGLLO.

DopuokevTIKd TPOIOVTO,
mov exnpealovy 1o
EMITENO TOV VATPIOV
oTOV 0p0

H vrovatpropikr 6pdon Tmv d1oupnTikdy UTopel va
evtafel and v TavTOYPOV YOPTYNON QUPUAK®V OTMG
TOL OVTIKATOOATTIKA, OVTIYUYOGIKA, OVTIETIANTTIKA, KAT.
Evdeikvotan 1daitepn Tpocoyn Kotd tn pokpoypovia
YOPNYNON CLTAV TOV QUPUAK®V.

Dapuarevtind Tpoiovo,
OV UTOPEL VO,
TPOKOAETOVY
ToAvuopon Koiliokn
toyvkapdio (torsades
de pointes)

AOy® oV KtvdUuvoL vrtokoAtaipiog, 1 vépoyrlwpoberalidn
TPEMEL VO YopNyEiTOL e TPOGOoYN OTOV cuvOLALETaL e
QOPUOKEVTIKA TTpoidvTa OV Ba propovicay va
TPOKOAEGOVY TOAOOPPN KOtAakT ToyvKapdio (torsades
de pointes), 1diwg avtiappuOukd kKAdoewg To kot IIT kot
UEPIKE VTV WOCTKAL.

Dapuarevtind Tpoiovro,
OV YPHOLULOTOLODVTOL
oty Bepareio e

Evdéyetar va ypelaotovy avanposoppoyEs TV 00GEMV
TV 0VPIKOLOVPNTIKOV PAPUOKEVTIKOV TPOTOVTOV, KaBMS
1N vOpoyAmpoberalion pumopet vo avEncet 1o eninedo tov

oVPIKNS opBpitidag ovpikov 0&Eog oTov opd. Mmopel va ypelaoctel avénon tng

(mpoPevesion, d60M¢ NG TpoPevesiong 1 g covipvomvpalovrg.

covApvorvpaloévn kot H ouyyopnynon Bsralidikdv dtovpntikdv,

OAAOTTOVPIVOAT)) cvumeplapPavopévng g vopoyrlmpobdelaliong, evoéyetat
Vo 0LENGEL TNV EMATOON TOV AVTIOPUCEDY
vrepeLUeONGiag oTNV GAAOTOLPIVOAT.

MeBvivtomo. "Exovv vmap&etl HePOVOUEVES AVAPOPEC OUOAVTIKNG

Voo TOV TOPOVGIACTNKAY LE TV TOVTOYPOV XP1oN
vopoyrmpoberaliong kot pebvivtonag.

Mp exmolwtixa
XOAOPWTIKG TV
oKeEAETIKOV Loy (1.
tovBokovpapivn)

O Be1alideg, ovumeptiappavopévng g
VOpoyA®poBelaliong, evioyvovy T dpdomn TV TaPAYDY®OV
TOL Kovpapiov.

Alla avivrepTooixa
POPUOKEDTIKG, TTPOIOVTO.

O1 Be1adideg evioyOLY TNV AVTIWTEPTAGIKT Opdion GAA®V
OVTIVTTEPTAGIK®DY QUPLAK®V (T, YOLOVEDLDIVT,
pebuvivtona, B-amokAeloTéG, oy YEI0O0OTOATIKG,
OTOKAEIOTES TOV J1OA®V acPeotiov, avactoAeic MEA,
AYA kat dueool avaotoreic e pevivne [DRIS]).

Auives mov avédavovy
NV apPTHPLOKN TiETN

(.. vopadpevarivn,
adpevaAivn)

H vdpoyrwpoberalidn pmopel vo LEIDGEL TNV AVTOTOKPION
OTIG 0YYELOGLOTAGTIKEG OUIVES OT™G 1) Vopadpevorivn. H
KAMviKn onpacio avtng g enidopacng etvar afféBoun kot
dgv apkel ylo vo amoKAEIOTEL 1] ¥p1IoN TOVG.

Birouivy D xou dloza
aofieatiov

H yopfiynon Belalidikmv d1oupntikav,
cvumeptlopfavopévng g vopoyrmpobelaliong, pe
Brrapivn D 1 dlato acPectiov pmopel vo evioyvoet Tnv
avénon tov acPeotiov Tov opov. H tawtdypovn yopnynon
010 {101KDOV S10VPNTIKOV UTOPEL VO 001 YN CEL G
vrepacPeotiopio oe aodeveig pe Tpodiabeon yuo
vrepaocPeotiopiol (w.y. vIeEPTAPUBVPEOEOITUOG,
Kkakonfeta 1 vOGoug mov dtapecorafodvtal amd Ty
Brrapivn D) pe v avénon g coAvoploknig
gnavamoppdPN oG T0L aePecTiov.
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Airhoc omorleionog tov XPAA ue AYA, avoorodeic MEA 1 aliokipévy

Ta dedopéva amd KAviKEG peléteg Exouv deilet OTL 0 NIMAGG OUMOKAEIGIOGC TOV GUGTHILOTOG PEVIVIG-
ayyeloteveivng-aAdootepovng (ZPAA) péow g cuvdvacuévng xpnong avactoréov MEA, AYAIIL 7,
aMoKipévng ovoyetifetor e vYNAGTEPN cLYVOTNTO AVETIOVUNTOV GUUPBAVI®V OTTMG 1 VITOTACT], 1
VIEPKOALOUI KoL 1) LELOUEVT] VEQPIKN Agttovpyia (Teprhapfavouévng tng o&elag veppikng
OVETAPKELNC) OE GUYKPLOT LE TN YP1OT| EVOG LOVOL Tapdyovta Tov dpa 6To GVUGTNLLA PEVIVIG-
ayyeloteveivng-aildootepovng (ZPAA) (BA. mapaypdpovg 4.3, 4.4 ko 5.1).

4.6 Tovipétnro, KNG KoL YoAOVYIO
Kvnon

Aulodizivy
H acpdAeio g aprodumivng katd tnv o1dpKeLo, TnG KOMong oev £xel Tekunplodel. Xe pedéteg mov

mpaypatomomOnkav oe {da, mapatnpnonke avamopaymyikn To&kodtnTo 6€ VYNAES 06ce1c (PA.
mopaypaeo 5.3). H yprion aprodurivig katd T S1dpKeLo TG EYKVLOGVUVNG GUVIGTATOL LOVO OTOV OgV
VIapyEL GAAN 0CPAAESTEPN EVOAAAKTIKN Kot OTav 1 i1 1) acBévela pépel peyaldtepo Kivouvo yia
™V Untépa Kot to EuPpuo.

Boloopravn

H xpnon tov Avtayoviotdv tav Yrodoyxcwv g Ayyelotevoivng Il (AYAIL) dev cuvietdron katd
SUIPKELD TOV TPMTOV TPUNVOL TNG £YKVHOoLVNG (BA. Tapdypapo 4.4). H yprion tov AYAIL
ovTeEVOEIKVLTOL KOTE TN SIAPKELD TOL SEVTEPOV KoL TPITOV TPIUVOL TG EYKLHoaHVNG (PBA.
mapaypdeovg 4.3 kot 4.4).

Ta emdnporoyikd ototyeio TOV VILAPYOVY GYETIKA LE TOV KIVOLVO TEPATOYEVESTG LETA OO YPT|ON
avaotorémv MEA katd T S1dpKeL TOV TPAOTOV TPLLIVOL TG EYKVUOCHVNG OeV £Y0VV KATUANEEL O
GOQEG CUUTEPAGLLO. QQ0TOGO JEV UTOPEL VO ATOKAEIGTEL Lol PIKPT] 0OENGT EPPAVIGTC KIVOHVOD.
[Mapdro mov dev VILAPYOLY EAEYXOUEVH EMONUIOAOYIKE GTOTYELD Y10l TOV KIVOLVO LE TN Yp1oM
Avtayovietdv tov Yrodoyéwv g Ayyeloteveivng I (AYAIL), uropet vo vdpyet Topopolog
KIvoLVOog YloL 00 TH TV KaTnyopio eopudkmv. L mepint®on mov 1 cvvéyion e Oepaneiog pe AY AL
Oewpeitan avaykaio, acBeveic mov oyedidlovv eykvpoovvny Ba mpénet vo aAALGEOVY OVTIVTEPTAGIKY
Oepamneio pe kamolo GAAN 1 ool VoL EYEL AVAYVOPIGUEVO TPOPIA 0CQAAEING VIO TV PO TOV
QOpUAKOV KoTd TV KoMon. Edv dtumotmbel eykvupoovvn, n Bepaneio pe AYAIL Oo mpémet va
dwokomel dpeca kot edv amotteitol, o mpénel va Eexvioet kdmolo evailaktikn epameio.

H £éxBeom o¢ Bepaneio pe AYAIL katd to dedtepo Kal Tpito Tpipnvo elval yvootd 0TI TPOoKaAEL
guPpvotolikdtnTo 6ToV AvOpOTO (LEIUEVN VEPPIKT AELTOVPYia, OALYODdPAVIO, KaBLoTEPNON
00TEOTOINOTG KPOviov) Kot vEOYVIKT TOEIKOTNTO (VEPPIKT OVETAPKELL, VITOTACT], LIEPKOALaLia) (PA.
Tapaypoeo 5.3).

Edv n éxBeom oe AY All éhafe ydpa omd T0 SEVTEPO TPIUNVO TNG EYKVUOGVVIG, GUVIGTATOL EAEYYOG
NG VEPPIKNG AELTOVPYIOG KOl TOL KPAVIOU [LE VIEPTYOVG.

Neoyva tov onoiwv ot untépeg extébnkav oe AY All Ba npénel va mapoakorovBovvtal 6Tevd yia
vrotaon (PA Tapaypdpovg 4.3 kot 4.4).

Yopoyrwpobeiolion
Yrdpyel mepropiopévn epmepio pe tnv vdpoylmpobelolion Katd Tnv eyKuHosvHVT|, E101KH K0T TO
TpdTo Tpiunvo. Ot peréteg oe {da etvar avenapkeis.

H vépoyrwpobeialion dtamepva tov mhakovvto. Baci{opevol 6Tov gopUoKoAOYIKO Unyaviopd dpacng
g VOpoyAmpobelaliong, n xPNoN TG KOTA TO deVTEPO KoL Tpito Tpiunvo umopei va Bcel o Kivovvo
™V eUPPLO-TACKOVVTIKY] APOELON Kol UTOPEL Vo TPOKAAEGEL EUPPLIKES KOl VEOYVIKES EMIOPACELS
OGS IKTEPO, SLOTAPAYES GTIV IGOPPOTIL TOV NAEKTPOAVT®V Kot Opopfomevia.
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Aulodimiv/Balooptdvy/vépoyiwpoberalion

Aev vrdpyer epmepio oyetikd pe tn yprion tov Dafiro HCT o éykveg yovaikes. Baoi(opevol ota
VIAPYOVTA SESOUEVO. Y10, TO. GLOTATIKG TOL POPUdKov, N xprion tov Dafiro HCT dev cuvictdral katd
1 S1APKELD TOV TPMTOV TPLUVOL KO AVTEVOEIKVLTAL KATE TN S1GPKELD, TOV SEVTEPOL KOl TPITOL
Tpvov g komong (PA. mapaypdpovg 4.3 ko 4.4).

Oniacpdc

H aplodimivn anekkpivetor oto avBpdmivo yéia. To T0606Td TG UNTPLKNG 600G TOL

Aappdvetar amd to Bpéeog Exel exTiun el pe dtdotnua peta&d 1°° kot 3% tetaptnuopiov 3—7%,

pe péytoto 15%. H enidpaon tng aprodumivng ota Bpéen dev gival yvmortr]. Agv vrdpyovv dabécieg
TANPOPOPIEG OYETIKA LLe TN Yp1ion g Paicaptdvns katd o Onhacud. H vdpoyrlwpoberalion
amofaiietal oto avBpdmvo yaka oe pikpég mocotntes. Ot Bealidec oe vynAég 06GElG TPpOoKAAODY
évtovn 6100pnom mov umopel va. ovaoteilel TNy Tapaywyn yéiaktog. H ypnon tov Dafiro HCT dev
ovviotatowkatd To Oniacud. Eav to Dafiro HCT ypnowonoteitan kotd to Onracpod, 0o mpénet va
yopnyeitatl 6€ 660 10 duvATOV YaunAOTEPN docoroyia. IIpoteivovtal evarlokTikég Depaneieg e
EYKATEGTNUEVO TTPOPIA AcPAAELOG, W10iTEPA KATH TO ONAAGHO VEOYEVYITOL T} TPOWPOL PPEPOug.

Toviwdtra

Aev vdpyovv KMvikég pedétec yio v yovipotnto, ue Dafiro HCT.

Boalooptdvy

H Boloaptdvn dev elye avemBountes evEPYELES OTNV OVATAPAYMYIKT KOVOTNTO OPCEVIKMV 1)
OnAokdv apovpaiov ce amd Tov 6TOHNTOG ddoels péxpt 200 mg/kg/muépa. Avt 1 d0on eivatl 6 Popég
1 Héylot cuVIeTOEVN 860N 6TOoV GvOpoTO pe Bdom Mg/m? (ot voroyiopol VToBETOVY amd TOL
otop0Tog 86om 320 mg/Mmuépa kot aobevry 60-Kg).

Aplodimivy
e opiopévoug acBeveig mov Ehafov Bepameia e avactoleig Tmv 0100A0V acPBeotiov avagépbnioy

avaoTPEYIUESG BLoyMUKES LETOPOAEC 6TV Ke@aAN TV orepuatolmoapiony. Ta kAvikd dedopéva eivol
OVETOLPKT] GYETIKA LE TN SLVNTIKY EMIOPAON TNG AUAOIITIVIG OT YOVILOTNTA. X€ pia LEAETT) OF
apovpaiovg TopatnPHONKaV avVETIBOUNTEG EMOPACELS OTN YOVILOTNTO TOV APGEVIKOV (PA. Topdypapo
5.3).

4.7 Emopacelg 6TV tKavOTITO 001]YN61S KUl XEIPIGHOD P OvI|LdToV

O1 aoBeveic mov Aappdvovv Dafiro HCT kot 0dnyodv oyfjuato 1 xeipilovol unyavég mpénet va
Aappdvovv voyn 0Tt umopel va epgaviotel (AN 1 KOT®ON TEPIOTACIOKA.

H apodutivn pumopel va éxet pikpn ) LETPLOL EMLOPACT] GTNV IKOVOTNTO 001Y1|OTG KOl XEIPIGLOD

unyavnudtov. Eav ot acBeveig mov Aappavovy Dafiro HCT vogépovv amd (aAn, kepaialyia,
KOT®MO™ M VOuTio, 1 IkavoTnTo avTidpaong ropel va Exel emnpeacet.
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4.8 AvemOvunteg evépyeleg
To mpoeik acedieiag tov Dafiro HCT wov napoveidletol mapakdto, faciletor 6 KMVIKEC LEAETES
nov paypoatoromOnkay pe to Dafiro HCT kot ta yvootd mpo@il ac@oreiog tov ETpépong

GLOTATIKOV aprodmivng, Paicaptdvng kot vdpoyAwpobetaliong.

20VoYT] TOV TPOPIA AGOAAELNC

H acedhreia tov Dafiro HCT éyet a&iohoynbei otn péytom 66om twv 10 mg/320 mg/25 mg ot pia
gleyyouevn, Bpayvypovia (8 efdouddeg) kKAvikn perétn pe 2.271 acbeveic, amd Toug omoiov

582 éhapav Parcaptdvn o€ cuvdvacuo e aprodurivn kot vapoyAmpodelalidon. Ot avemBounteg
EVEPYELEG NTOV YEVIKAOG NTIEG KO TAPOSIKNG PVONG Kot LOVO OYL GLYVA Aot nke dtokom g
Oepameiog. Xe avti TV eAeyyOUEVT] KAVIKT SOKIUN UE OPACTIKO QAPLOKO, TO GUYVOTEPA 0TI Y10l
daxomn g Oepanciag pe Dafiro HCT ntav n {dAn kot n vedtacn) (0,7%).

v edeyyopuevn KAvikn pedétn 8-efOopdadwv, dev mopatnpiOnKay oNUOVTIKEG VEEG N LN
aVOUEVOLEVEG aVETIOOUNTEC EVEPYELEG UE OYYT LE TPUTAN Oepameio G GUYKPION UE TIG YVMOOTEG
EMOPACELS TOV GLOTATIKOV TNG povobepaneiog 1| TG dSutAng Bepaneiog.

YV eheyyouevn KAvikn peAétn didpketog 8-efOouadmv, ot LETABOAEG TV EPYACTIPLOKAOY
TOPOUETP®V TOL TapatnpOnkav pe to cuvdvaoud Dafiro HCT frav pikpég kot cvveneig pe to
(QOPUAKOAOYIKO pUnyoviopd dpdong tov mapayodvtav e povobepansioc. H mapovsio farsoptdvng
GTOV TPUTAO GCLUVOLOGHO LETPIOGE TNV VIOKOALALUIKT ENiOpacn TG LOpOYA®pPoBealiong.

Kotdroyoc avemlBountmv evepysidv o€ LopeN TIVOKO,

O topakdte avemBounteg evépyeteg, mov mapatifevtor kotd Katnyopia Opyavikod ZueTiiotog
obpewva pe o MedDRA kot cuyvotnta, agpopovv to Dafiro HCT (aproditivy/Barcaptévn/HCT)
KoL TN aprodurivn, v Parcaptdvn kot v HCT pepovouéva.

TToAD cuyvéc: >1/10, cuyvég: >1/100 £mg <1/10, oy ovyvég: >1/1.000 émg <1/100, ondvieg: >1/10.000
¢mg <1/1.000, moAd omdviec: <1/10.000, un yvootéc (dev pmopovv vo. ektiundoiv pe Baon to
Sdwbéoipa dedopévar).
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Katnyopia AvemOdunreg XuyvotnTo
Opyavikoo EVEPYELEG Dafiro HCT Aprodumivn | Baloaptavy HCT
2VGTNHOTOG
Katd MedDRA
Neomhdoparta Mn peAovopATIKOG -- -- -- Mn yvootég
KaAon o, KapKivog Tov
Koo kot un | d€ppoTOC
kafopiopéva (BaokokvtTapikod
(meproppdvovta | Kapkivopo Kot
1 KOOTELG KO KOPKIVOLO TOV
TOADTTOOEG) TAOKDOOVG
emOniiov)
Awotapoyég Tov AKOKKIOKVTTAP®OT), -- -- -- IToAv
OLLOTTONTIKOV OVETAPKELD TOV ondvieg
K01 TOV AEUPIKOV | HVEAOD TV 00TMV
GULGTILLOTOG Awocpaipivn kot -- -- Mn yvootég --
OLLATOKPITNG
petopéva
Ayolvtikn avorpio -- -- -- IToA0
omdvieg
Agvkonevia -- ITolv -- IToAd
OTAVIEG ondvieg
Ovdetepomevia -- -- Mn yvootég --
®pouponevia, -- IToA0 Mn yvootég Xmivieg
UEPIKEG POPES e ondvieg
TopPHPL
ATAoCTIKN ovopio -- -- -- Mn yvootég
Awrtopayég tov | Yrepgvaobnoio -- ITov Mn yvooTtég [ToAb
OVOGOTOLNTIKOD omavieg OTAVIEG
GLOTNLOTOG
Awtapoyég Tov Avopeéia Oy ovyvée - -- --
petafoiiopon YnepaoBeotioupio Oy cvyvéc -- -- XrAvViEC
Kot g Opéwng Ynepylvkoio -- TToAV -- Xravieg
OTAVIEG
Yrepmdopio Oy ovyvée -- -- --
Y epovpryonpio Oyt ovuyvéc -- -- 2oyvég
Y oy POk -- -- -- [ToAv
OAKGA®ON OTLAVIEG
YrokoAlonpio Yuyvég -- -- IToAb
GUYVEC
Ymouayvnolopio -- -- -- Xuyvéc
Ymovatplopio Oy ovyvég -- -- Xuyvég
Emdeivoon ¢ -- - -- Yrdvieg
SafnrTikng
UETOPOAIKNG
KOTAGTOONG
Yoylatpikég Koatdbhyn -- Oyt ouyvég -- Ymhvieg
SloTapoyEg Avmvio/ dwatopoyég Oy ovyvég Oyt ovuyvég -- Xmivieg
VITVOL
AloKopaveelg e -- Oyt ovuyvég -- --
GUVOLGOTLOTIKNG
d1a0eong
2hyyvon -- YTAVIEC -- --
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Awtapoyég Tov Mn @ucloroykdg Oy ovyvég -- -- --
VELPKOV GUVTIOVIGHLOG
GULGTILLOTOC Z&n Xuyvég Xuyvéc -- Xmhvieg
Z&n 0éong, {aAn Oy ouyvég - -- --
TPOoTAOELNG
Avcyevoia Oy ovyvég Oy ovyvég -- --
E&omopopido -- Mn yvootég -- --
GOVOPOLLO
Kepaioyia Suyvég Yuyvég -- Yrhvieg
Yneptovia -- [ToAd -- --
OTAVIEG
AnBapyog Oy cuyvée -- -- --
[MopaicOncio Oy ovyvég Oy ovyvéc -- Xravieg
[eprpepcn Oy ovyvég Moo -- --
vevpondabeia, ondvieg
vevpomdfeia
Ynvniia Oy ovyvég Xuyvéc -- --
2vuykomn Oy ovyvég Oyt ovuyvég -- --
Tpdpog -- Oy ovyvég -- --
YrnoioOnoia -- Oy cvyvéc -- --
OpBoipuég 0O&0 yAadkopo -- -- -- Mn yvootég
dtoTapayég KAEIGTNG-YOViog
Ontikn Swizopoyn -- Oy ovyvég -- --
Meiwon onTikng Oy ovyvég Oyt ovyvég -- Xmivieg
o&vtnTog
AmoxdAAno” Tov -- - -- Mn yvooTég
YOPLOELOOVG
Awtapoyég Tov Eupoéc -- Oy ouyvéc -- --
®TOG KOl TOV Tayyog Oy ovyvég -- Oy ovuyvég --
AaBopivBov
Kapdiakég AioOnuo moipov -- Yuyvég -- --
SloTapoyég Tayvkapdia, Oy ovyvég -~ -- --
AppoBpuieg -- IToA0 -- Xravieg
(ovumepthappdveton OTAViES
n Ppadvkapdia, 1
KOWALOKT) TOYLKOPSioL
KOl 1] KOATTIKN
HOpHOPYTY)
‘Epopaypo tov -- ITov -- --
LLoKapdion ondvieg
Avyyelokég ‘E&ayn -- Xuyvéc -- --
dratapayEg Ymnotaon Xuyvéc Oy ovyvég -- --
OpbBoctatikn Oy ovyvég -- -- Xoyveég
VTOTOON
DAefitioa, Oyt ouyvég -- -- --
OpouPoorefitidn
Ayyeiitida -- Moo Mn yvooTtég --
OTAVIEG
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Awtapoyég Tov Brxog Oy ovyvég [ToAv Oy ovyvég --
OVOTTVELGTIKOV OTAVIEG
GLGTNHATOC, TOV | Aborvola Oy cvyvég Oyt ouyvég -- --
Oopoka kot Tov | ZHvSpopo okelog -- -- -- IToAn
pecofwpdixiov OVOTTVEVGTIKNG ondvieg
dvoyépetog (ARDS)
(B\. mapdypago 4.4)
AvamvevoTikn -- -- -- TToA0
dvoyépela, OTAVIEG
TVELLLOVIKO 01dn U,
TVELLLOVITION
Pwitda -- Oyt ovuyvég -- --
Epebiopog tov Oy ovuyvés - -- --
AQLLLOD
Awtapayég Tov Kotlakn dvseopia, Oy ovyvég Xuyvég Oy ovyvég Xmavieg
YOGTPEVTIEPIKOV | AAYOG OTNV GAV®
GULOTNHOTOG KOWALOKT] XOPOL
Amonvolo Oy cvyvég -- -- --
MetafoAn eviepikdv -- Oyt ovyvég -- --
ouvnbeimv
Avckothidtnta -- -- -- Xmivieg
Mewwpévn opeén -- -- -- XuyvEg
Aldppota Oy cvyvég Oy cvyvéc -- XIAVIEC
Enpoctopio Oy ovyvég Oyt ouyvég -- --
Avoneyia Xuyvéc Oy ovyvég -- --
Taotpitida -- [ToAd -- --
OTOVIEC
Yrnepmhacio oOA®V -- IToA0 -- --
OTAVIEG
Nowtia Oy ovyvég Xuyvéc -- Xuyveég
Hoaykpeatitida -- ITov -- [ToAb
omAvVIEG ondvieg
‘Epetoc Oy ovyvég Oy ovyvég -- Xuyvég
Evtepikd -- -- [ToAb omdvieg --
oyYE10010n Lo
Awotapoyég Tov AoKiplacieg NmoTIKNG -- IToA0 Mn yvootég --
NTATOG KOl TV Aertovpyiog pun ondviec**
YOANPOP®V (PUOIOAOYIKEC,
oopmeptiapoavopévn
¢ NG ad&nong g
yoAepuOpivng
oipoTog
Hrartitda -- IToAv -- --
OTAVIEG
Evdonmatikn -- [Tov -- Yrhvieg
YOAOGTAO, IKTEPOC OTOVIES
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Awtapoyég Tov Alomekio -- Oy ovyvég --
déppoTog Kot Tov | Ayygl00idnpo -- [Tov Mn yvootég --
VTodHPLOV 1GTOV ondvieg
Agppozitioo, -- - Mn yvooTtég -
TOUPOAVYDING
AgppoTikég -- -- -- IToA0
avTOpacEls ondvieg
TPOGOUO1ALOVGES [UE
OEPLLOTIKO
gpuONUOTON AVKO,
EMOVEVEPYOTTOINGN
depLOTIKOD
epunuatddovg
AdKov
[ToAvpopeo epudnua -- IToA0 -- Mn yvootég
OTAVIEG
EEavOnpa -- Oy ovuyvég -- --
Yrepidpwon Oy cvyvég Oy ovyvéc -- --
Avtidpaon -- IToA0 -- Xravieg
ootogvaicnciog* OTAVIES
Kvnopdg Oy ovyvég Oy ovyxvéc | Mn yvootég --
[Topevpa -- Oy cvyvéc -- XmAVIEC
E&bvOnua -- Oytovyvéc | Mn yvootéc Xuyvéc
AToypoUATIGHOC -- Oyt ovuyvég -- --
dépuarog
Kvidwon kot dAreg -- [ToAd -- Xuyvég
nopeéc eEavOnuatog omAvVIEG
Nekpotiki ayysitida -- Mn yvooTég -- IToAb
Kol To&ikn ondvieg
EMOEPLUKT
vekpoOALGN
ATOQPOMOOTIKN -- IToAv -- --
depuotitidn OTAVIES
Yovdpopo Stevens- -- ITov -- --
Johnson OTOVIES
Oionpo Quincke -- TToAd -- --
OmAVIEG
Awtapayég Tov ApbBpodyia -- Oy cvyvéc -- --
HVOGKEAETIKOD Ocpuvaryia Oy ovyvég Oyt ovuyvég -- --
cvotipotog Kot | Oidnua otig Oy ovyvég -- -- --
TOL GLVOETIKOV apOphoelc
16700 Mvikdg 6TaGUOC Oy ovuyvéc Oy ouyvéc -- Mn yvootég
Mvikn advvapio Oy ouyvée -- -- --
MuaAyio Oy ovyvég Oytovyvéc | Mn yvootéc --
A\yoc oo dKpa Oy ouyvéc - -- --
Oidnua seupdv -- Yuyvég -- --
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Awtapoyés tov
VEQPOV KL TOV
oVPOPOP®YV 0ODV

Kpeatwivn aiparog
owEnpévn

Oy ovyvég

Mn yvootég

Awotapoyn g
ovpnong

Oy ovyvég

Nvkrovpia

Oy ovyvég

[ToA\axiovpia

Neppwn
dvchettovpyia

Xoyvéc

Oy ovyvég

Mn yvootég

Oéela veppikn
avendpKeLlol

Oy ovyvég

Mn yvootég

Neppikn avemapkeio
Kol QLGAELITOLPYia.

Xmivieg

Awtapoyég Tov
OVOTTOPOLY DYTKOV
GULOTILOTOG KOl
TOV LOCTOV

Avikovotnta

Oy ovyvég

Oy ovyvég

Xuyvég

lMvawkopaotio

Oy ovyvég

Tevucée
dratapayEs Ko
KOTOGTAGELS TG
0300 xopNynong

ApPacia, dtatapoyn
Badicpatog

Oy ovyvég

E&acbévion

Oy cvyvég

Oy cvyvéc

Avoeopia, aicOnua
KaKovyiog

Oy ovyvég

Oy ovyvég

Mn yvootég

Konwon

2oyvéc

Xvyvég

Mn kapdrokd
Bwpakikd dAyog

Oy ovyvég

Oyt ovuyvég

Oidnua

Xuyvéc

Xuyvéc

Alyog

[Mvpeéia

Oy ovyvég

Mn yvootéc

ToapaxAvikég
gketdoelg

AvEnon Mmdiov

[ToAv
oLYVES

AvEnon ovpiog
oipoTog

Oy ovyvég

AvENoM ovprkov
o&éoc aipotog

Oy ovyvég

IMukolovpia

Xrdvieg

Meimon kaAiov
olpaTog

Oy ovyvég

AvEnon kaiiov
aipaTog

Mn yvootég

AvEnon copatikoy
papovg

Oy ovyvég

Meiwon copatikov
Papovg

Oy ovyvég

* BA. mapdypago 4.4. DotogvaicOncio
Kvpiog coppatd pe yordotaon

**
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Teprypaon emreyuévav ovem@duntwv EVEPYELHV

Mn pehovopotikog kapkivog Tov dépuatog: Bacel tov d1o0éoipumv dedopévaov amd ETONUOAOYIKESG
peAéteg £xel mapatnpnbei cvoyétion peta&y vopoyAmpobelalidng Kot un HEAAVOUATIKOD KopKivow

oV dépuatog eEaptaopevn amd abpoiotiki 066m vopoyrwpobelaliong (PA. eniong mapaypdpovs 4.4

Kat 5.1).

Avaopd mbovoroyoduevav avemfounTmv EVEPYEIDOV

H avagopd mibavoroyoduevmy ovemBountov evepyeidv PeTd amd T Yop1yNnon Adelog KVKAOPOpIiag
TOL QUPUAKEVTIKOV TPoidvTOog elvar onpovtikn. Emtpénet ) cuveyn tapakorovdnomn e oyéong
0PEALOVG-KIVOVVOL TOV QUPHOKEVLTIKOD TPOIOVTOC. Znteital omd Tovg enayyeratieg vyelog va
avaPEPOVY OTOLEGONTOTE MHOVOLOYOVUEVES AVETIBOUNTES EVEPYELEG LEG® TOV EBVIKOV GUGTHLLOTOG
avagopdg Tov avaypdeetal oto [Hapdptnua V.

49 Yrnepdoooloyia

ZUUTTAOUOTO

Agv vrapyet epmepio vrepdocsoroyiag pe to Dafiro HCT. To kupidtepo copntopa g
vrepdocoroyiag pe farcaptavn eival evdeyouévac n Evrovn vrotaon pe (dAn. H vrepdocoroyia pe
oaproduriv) pmopet vo 00Ny oel 6€ VITEPPOALKT| TEPUPEPIKT] ALYYELOOGTOAN KOl EVOEYOUEVOC, GE
OVTOVOKAQGTIKY ToyvKapdio. Me v aprodutivn éxet eniong avagepBel onHOVTIKN Kot SUVITIKMOG
TOPATETUUEVT) GUGTNLLOTIKT VTOTAGT], TOV TEpAapPavel katamAn&ia pe Oavarneopo KatdAnén.

Eravia £xel ovopepOei un KapdloyevEG TVELOVIKO 0idN U TOV Uopel vo ekdNAmOetl pe
kaBvotepnuévn Evapén (24-48 dpeg HETA TNV KOTATOGT) KOl OTOLTEL AVATVEVGTIKT VTOGTNPIEN ©F
GUVETELD, TG VTTEPOOGOAOYiNG apAodimivine. Eykalpa pétpa avavnyne (cuopmeptiapnBovopuévng g
VIEPPOPTMONG LE VYPA) Y10 TN SLOTNPNGCT TNG AUATOOTG KOl TNG KOPOUKNG TOUPOYNG UTOPEL va
AELTOVPYHCOVY MG TOPAYOVTEG EMIGTEVCTC.

Oepamneio

Aulodizivn/Boloaptavn/YopoyiwpoOsialion

H xhvikd onpavtikn vrotaon tov opeiletal o vgpdosoroyia pe Dafiro HCT anattei tnyv evepyn
Kapdloyyelokn VToGTNPIEN, GUUTEPTAAUPBAVOUEVIC TG GLYVIG TTOPAKOAOVONGNG TNG KOPOLOKNG Kot
TG OVOTVEVGTIKNG AELTOVPYING, TG AVOY®OOTG T®V AKP®V KOl TNG TOPAKOA0DONGNG TOL OYKOV TMV
VYPOV TNV KuKAopopia kabdc kot tng amofoirg ovpwv. ‘Eva ayyetocuotadtiko pmopel vo fondnoet
GTNV GTOKOTAGTAGT) TOV QyYELKOD TOVOL KOl TNG OPTNPLOKNG TESTS, e TNV Tpodmdheon Oti dev
avtevdeikvotal 1 xpromn tov. To gvdoprePimg yopnyobuevo yAvkovikd acBéotio pmopel va amoPel
EMMPEAEG OGOV 0POPA TNV TPOCTADELD VA OVTIGTPOPOVV Ol EMOPAGELS TOV ATOKAEIGUOV TOV SIOOADV
aoPeotiov.

Aulodimivy

Edv éywve mpdopata 1 kotdmoo, unopel va eEETOOTEL TO EVOEYOLEVO TPOKANGNG EUETOV 1] TAVOTG
otoudyov. H yopriynom evepyov avbpaxo oe vyieic e0erovtég apéowmg et tn Aqym apiodutivig 1
£0¢ Kot dV0 MPES HETA OO OVTHY EYEL OTOJELYTEL OTL LELDVEL GUOVTIKG TNV OITOPPOPNOT) TNG
apiodimivig.

H oprodutivn etvar amiBovo va amopakpuvOet pe aipodtoion.

Balooptdvy
H Bolcaptavn eivar anibBavo va, amopakpuvOel e aplodtoAton.
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YopoylwpoBsialion

H vaepdocoroyia pe vdpoyrmpobeialion cuvoéetan pe EAAENYT NAEKTPOALT®OV (VITOKOALOLLLIC,
VITOYA®PIOLIN) KO DTOOYKALUIO TOV TPOKVTTEL 0t vIepPoAiikn dovpnon. Ta cuyvotepa onpeio kot
CUUTTMOUOTO VIEPSOCOAOYIAG Etvarl 1) vavtia kot 1 vvnAic. H vrokaAoupio propei va 0dnynoet o
LUIKOVG OO LLOVG 1)/ KoL va ToViceL TNV appuBpia Tov GUVIEETAL LE TNV TAVTOYXPOVT XPNON
YAVKOGIOMV SOKTLUMTISNG 1 OPIGUEV®V OVTI-APPLOUIKOV QOPUUKEVTIKOV TPOTOVTI®V.

O Babpog otov omoio amopaxpHveTal n VOPoyA®pobelalion pe apodorlon dev £xel TeEKUNPLOEL.

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
51 ®@oppokoduvopikE 1010TNTES

Dapuaxobepomevticn katnyopio: [apdyovteg mov Spovv 610 GVOTNHA PEVIVIG-OYYEIOTEVGIVIG,
OVTOYOVIOTEG TV VTTOd0YEWOV NG ayyetoteveivig I, dAlot cuvdvacpol, kwduog ATC: CO09DXO01.

Mnyoviopuoc dpdonc

To Dafiro HCT cuvdudlet Tpelg avimeptacikég OVGIES e CUUTANPOUATIKOVE UNYOVIGHOVE dpdomg
TPOKEUEVOL VO, eAeyyOel n aptnplaxy mieon TV acbevov pe 1010mabn vIéptacn: 1 apAodITivn aviKeL
OTNV OULASO TV OVTUYOVIGTOV TOV aoPecTion, 1| fAACapTavVN GTIV OUAdA TOV OVIOY®OVICTOV TNG
ayyeotevaivng I kot n vépoyAwpoberalion avikel oy opdada Tov Bsraldkdv dtovpntikdv. O
GLUVOVOAGLOC AVTMV TV OVGLAOV EXEL ABPOLGTIKY] AVTIVEPTACIKN EMIOPACT).

Aprodmivy/Baicaptdvn/Y dpoyrwpobeiolion

Khwvixn aroteleoportinotnro kot 00@aleio,

To Dafiro HCT peketnOnke o€ pua Sk TeAN, EAEYXOUEVT LE OPACTIKO PAPUAKO HEAETT OE
VIEPTAGIKOVG acbeveis. ZuvoAika 2.271 acbeveic pe pétpla £mg cofapn vréptaon (n LEOT apyIKn
GLGTOAIKY/dtooTOAKN aptnplaxy micon NTav 170/107 mmHg) éhafav Oepamneieg pe
aprodumivy/Borcaptavn/vdpoyropobeialion 10 mg/320 mg/25 mg, farcaptdvn/vdpoyrlmpobeialion
320 mg/25 mg, aprodurivn/Borcaptavn 10 mg/320 mg 1 vépoyrmpobelalidn/aprodirivn

25 mg/10 mg. Ztnv évap&n g uerémg, ot acbeveic Toyatomomdnkay yia vo Adpovv yaumlotepeg
d0ace1g NG cLVOVAGUEVT|G Oepameiag Kot TiTAomomOnkay oty AN PN OepamevtiKn d6on g TV
epodopdoa 2.

Tnv efdopdda 8, o1 LEGEG LEIMGELC TNG GVCTOAMKNG/SIGTOAIKNG 0P TNPLOKNG TEGTC NTOV

39,7/24,7 mmHg pe Dafiro HCT, 32,0/19,7 mmHg pe Baroaptavn/vdpoyrompodetalion,

33,5/21,5 mmHg pe aprodurivn/Baroaptdvn kot 31,5/19,5 mmHg pe aprodimivi/vdpoyropodeialion.
H tputAn cuvdvacuévn Bepomeio NTav GTATIOTIKA 0vATEPN 0t0 KOUOEULA OO TIC TPELG OITAES
oLVOLOCUEVEG Bepameieg G TPOG TN Hel®ON TNG SLOGTOAIKNG KOL TG CUGTOAIKNG OPTNPLOKNG TIECT|S.
O1 peIdOELG TG GLOTOMKNG/O0GTOMKNG aptnplokng wicong pe to Dafiro HCT frav kotd

7,6/5,0 mmHg peyoldtepeg amd 611 pe ) Parcaptdvn/vdpoyrmpobdeialion, kotd 6,2/3,3 mmHg
UEYOADTEPEG OO OTL e TV oprodimivny/Paicaptdvn kot kotd 8,2/5,3 mmHg peyoivtepec amd 0Tt pe
v aprodimivi/vdpoyrwpobeialion. H minpng enidpoon peimong g aptnplokng wieong enttevydnie
uetd and 2 gfdopddeg AMymg g péyiotng 86ong tov Dafiro HCT. Ztatiotikd peyolvtepa mocootd
acBevav mEtuyoy pOduon g aptnplokng mieong (<140/90 mmHg) ue Dafiro HCT (71%) o€ oyéon
ue kobepud and T1¢ Tpelg dSurhéc cuvdvacuéveg Bepameieg (45-54%) (p<0,0001).

e (o voopdda 283 acbevmv mov otiale 6TV TOPAKOAOVONOT TG TEPUTATNTIKNG OPTNPLUKNG
mieonc, TopatnpNONKay KAVIKG KOl GTOTIOTIKG OVAOTEPEG UEIMGELS TG 24-0PNG GLGTOMKNG KOl
SLOOTOMKTG OPTNPLOKNG THEONG LLE TOV TPUTAO GUVOVLAGUO GE GUYKPLOT| [IE TNV
BaAicaptdvn/vdpoylmpobetalion, v farcaptdvn/aprodimivn Kot TV
vopoyrmpobetalion/aprodurivn.
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Aplodimivn

Muyoviouoc dpaons

H aplodurivn, mov givat éva oo ta cvototikd tov Dafiro HCT, avactéddel t dapepppoviky gicodo
TOV 10VIOV 0oPESTION GTOV KOPIoKO Kol 6TOV ayYEWKo Agio pv. O unyavioprog g avVIIVTEPTUCIKNG
SpAonG TG AUAOIITIVIG OPEIAETOL GTNV YOAOOT TOV AEI®OV HVTKOV VAV TOV AYYEIOV, TOL TPOKAAEL
LEIDOT TV TEPLPEPIKDY OYYELOKDY OVTICTAGEMY KOl TNG OPTNPLIKNG TIECTG.

Dopuarodvvourksc exiopaceEIc

ITelpapatikd dedopéva LTOSEIKVOOVY OTL 1) AUAOIITIVI GLUVIEETHL g onEia cHVOEoN S TOGO TV
SOPOTVPOIVAY 0G0 KL TOV UN-010dpomuptdtvdv. Ot GUOTOATIKEG SLOOTKAGIEG TOV KOPSakoD Kot
ayyelakov Aglov poog eaptdvtar amd TV €16000 TOV EOKVTTAPI®V WOVI®V 0GRECTION G OVTA TO
KOTTOPO SLOUEGOD GUYKEKPLUEVOV SLOADV LOVIMV.

Metd amd yoprynon Bepamevtikdv S0cewv Ge LIEPTAGIKOVS aobevels, | aphodimivn Tpokaiet
OYYELOOLOGTOAY], 0O YMDVTAG GE LelmoN TG apTNPLaKng mieons o€ Vitia kot o€ Opha BEomn. Avtég ot
HELDOELS TNG OPTNPLOKNG TiEGNC 08V GLVOIEVOVTOL OO CUAVTIKY LETABOAN TOV KOPdaKoy puBpod 1
TOV ENMEI®V KATEYOLOUVAOV GTO TAACUA [LE XPOVIOL YOPTYNOT).

O1 6VYKEVTPDOGELS 6TO TAAGLO GLOYETILOVTAL [LE TO OMOTEAEGLO KOl GE VEOLG KOl GE NAKIMIEVOVG
aocleveic.

g VIEPTACIKOVG AGOEVEIS [le PLGIOAOYIKY| VEQPIKT AgtTovpyia, ot Bepamevtikéc SOGELS TG
oprodumivig 00N yNoay og LEIMON TOV VEPPIKMY OYYEWKADV AVTIGTACE®DY Kot 6€ ahENGT TOL pLOLLOD
OTEPAPOTIKNG S1MONONG KOt TNG SPACTIKNG VEPPIKNG POTS TAAGHATOS, YWPIS HETABOAN TOL
KAAGLOTOG O1Ononc N TpmTeivovpia.

Onwg kot pe GALOVG avaoTOAElG TV S10DAWMY acBeaTion, Ol AUOSVVOUIKES LETPNOELG TNG KAPOIOKNC
Aertovpyiag og npepio kKot katd tn didpkela aoknong (1 fnuatodotong) oe acheveic e PLUGIOAOYIKY|
KOAMOKY Agttovpyia wov AapPdvouv aprodutivi) Exouv deilet YeviKa LKp| avENoT Tov Kapdlokon
deilktn ywpig onuavtiky enidpacn oto Adyo dP/dt 7| otnv tedodiactohkr| Tigon 1) TOV TEAOSI0GTOAMKO
OYKO NG aPloTEPNG KOIAMOGC. L& OUOSVVOUIKES LEAETEG, 1| OUAODITTIVI OEV €XEL GCLGYETIOTEL pE
apvnTIKn woTpomo dpdon Otav yopnynonke oto gbpog Bepamevtikdv d0cE®V o€ VY (Do Kot
avOpOTOLE, KON Kol OTAV GLYYopNYNONKE [e PriTa amokAEIoTEG 6€ avOpOTOG.

H apAodurivn dev petafdriet n Aettovpyio Tov eAEPOKOUPOV 1 TNV KOATOKOIALOKT Oy@YLOTNTO GE
vy Cda 1 ovOp®OToLVS. e KMVIKEC LEAETEG OOV 1) ApAOSITIVY YopNnynONnKe o cuvdvacud pe Prita
amoKAEIOTEG O acbeveig eite e véptao gite e oOAyyT, dev maponpHOnKay avemBOunTeC
EMOPACELS GE NAEKTPOKAPIIOYPAPIKEG TOPAUETPOVG,.

H apodutivn éxetl pelemOei oe acbeveic pe ypovio otabepn otnOAyyM, AyYELOGVOTOGTIKY oTnOdyym
KO OLYYELOYPOPIKA TEKUNPLOUEVT GTEPAVIAia VOGO.

Klwvikn aroteleopotikdtytao kai aopdleio,

Xpnion oe aobeveic ue vréptaon

Mio Toyotomompévn, SImAG TVEAT HEAETN Voo pdTNTaS-OvnolotnTog, Tov ovoudletor Melétn
Avtwmeptactkng Kot Avtimmidoyukng Oepamneiag yio v Ipdinyn tov Kapdiakoh Eneicodiov
(ALLHAT), mpayunotomomOnke yio vo. cuykpivel vedtepeg Oepaneiec: aprodimivny 2,5-10 mg/muépa
(amoxdelotic TV S0V AmV aoPectiov) 1 Mowonpiln 10-40 mg/muépa (AMEA) wg Oepaneieg Tpmtng
YPOUUNG €vavTt ToL dtovpn kol Belaliong, yAwpoBaidovn 12,5-25 mg/muépa otnv Nmia £oc péTpia
VIEPTAOT).
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Yvvolika 33.357 vmeptacikoi acheveic nAkiog 55 €TV Kot Avo TVYAOTOONKOV Kot
mapoakolovOnOnkay yio péco diotua 4,9 etmv. Ot acbeveig eiyov TovAGyIGTOV EVvav TPOGOETO
TAPAYOVTO KIVOHVOL GTEQOVIAING VOGOV, GUUTEPIAAUPBAVOUEVOD TOV TPOTYOOLLEVOD ERPPAYLLOTOC TOV
LLoKaPSiov 1) TOL AYYEIKOD EYKEPAAIKOD ENEIG0010V (>6 punveg Tptv v £viaén) 1 GAANG
TEKUNPLOUEVTS 0BNPOCKANp®TIKNG Kapdlayyelokng vocov (cuvorkd 51,5%), dafntn tomov 2
(36,1%), vyning TokvVOTNTOG AMTOTPWTEIVIG - YoAnotepOAn <35 mg/dl 1 <0,906 mmol/l (11,6%),
SyvoT VIEPTPOPIOG TNG aPLoTEPNG KOMNG LEGM NAEKTPOKAPSIOYPAPHLOTOG N
nyoxapdoypoaenpatog (20,9%), evepyol komviotég (21,9%).

To kOp1o KoTaAnkTikd onpeio NTav cvvleto Kot TepieAdupave Bavatneopa otepaviaio voco 1 un
Bovatneopo Epepaypa Tov pVokapdiov. Agv LINPYE ONUAVTIKH S10QOPE GTO KUPLO KATAATKTIKO
onpeio peta&d g Paciopévng oe aprodimivny Bepomeiog Kot g Paciouévng og YAmpoBaiidovn
Oepaneiog: oyetikdc kivovvog (RR) 0,98, 95% CI(0,90-1,07), p=0,65. Awd ta dgvtepedovta
KOTOANKTIKA ONUEin, 1) EXITTOON TG KApdoKnG AVETAPKELLS (CLUVIGTMGA VOGS GUVOETOL
GLVOLAGHEVOL KOPOLOLYYELKOD KOTAANKTIKOD GNUEIOV) TV OTUOVTIKE VYNAOTEPT) GTNV OUdda TG
aprodurivig, og chykpion pe v opdda g yAmpoBaiiddovng (10,2% évavtt 7,7%, RR 1,38, 95% CI
[1,25-1,52], p <0,001). Qot660, dev VINPYE ONUOVTIKT 10POPA 6T BVNGIUOTNTA OA®V TOV QLTLDV
peta&y g Paciopévng oe aprodurivn Bepameiog kat g faciopévng oe yAwpoBaidovn Bepameiog
RR 0,96, 95% CI [0,89-1,02], p=0,20.

BoAcaptdvn

Muyaviouoc dpéong

H BoAoaptavn etvar évag xopnyoOHEVOS amd TOV GTOHATOS SPACTIKOS, 10XVPOG KAl E101KOC
AVTOYOVICTNG TOV VITOd0YXE®V NG ayyelotevaivng Il Apa eklektikd otov vdTvTo VIodoyca ATy, mov
glval veVBLVOG YO TIC YVOOTEG OpAGELS TNG ayyslotevaivng 1.

Klivikn aroteleouotikdtnro Kol aoc@aleio.
H yopriynon Paricaptdvng o acbeveig e vTéptTocn odnyel 6€ TTMOGN TNG APTNPLOKNG TEGNC YWOPIg Vi
emnpedlel Tov kapdlokd pvouo.

2mv mheovotnta Tov acbevdv, petd m yopnynon pog 606mg amd Tov GTOHOTOG, 1] OVIITEPTAGIKT
dpdon eppavifetar vidg 2 wpdv, Kot 1 LEYLOTN TTOGN TNG APTNPLOKNG TEGNC EMTVYYAVETAL EVTOG
4-6 wpmv. H avtioreptacikn dpdon mapapével yio SIGoTnuo HEYOADTEPO TV 24 ®POV UETE TN
yopnynon. Me emavaiapfovouevn yopnynon, n LEYIOTN UEI®OT TG APTNPLUKNG TTHESNG LE
omoladNTote 060N EMLTLYYAVETOL EVTOG 2-4 €BJOoNAdwV.

Ydpoyrwpoberolion

Muyoviouog dpdong

To onpeio dpdong Tov BealIdKOV d10VPNTIKOV PpiokeTal KUPIMG GTO AWM ECTEPAUEVO VEQPIKO
cwinvaplo. Eyxet anoderyel 0TL vmdpyel £vag vmodoyEag VYNANG CLYYEVELNG GTO VEQPIKO PAOLO G
KVplo onueio déopevong yuo  dpdor Twv BlalIdIKOV SLOVPNTIKOV KAl TNV AVACTOAN TNG LETAPOPAS
NaCl oto dnw gonelpapévo veppikd cmAnvapto. O tpomog dpacng tov Oetalddv ival péom g
avacstolg Tov cvppetagopéa Na*Cl icog pe tov aviayovioud yio to onueio Cl-, ernpedlovtag, wg
€K TOVTOV, TOVG UNYAVICUOVE ETAVATOPPOPNONE NAEKTPOAVTMOV: dpecsa pe TNV adEnon g amofoing
vatpiov Kot yAopiov o€ i6o Pabud kTl Tpocéyyion Kot EUUESa, HECH TNE SLOVPNTIKNG dpdong, Tov
LEUDVEL TOV OYKO TOV TAAGHOTOG, e GLVOKOAOLOES 0ENGELG TNG dPAONC TNG PEVIVIG GTO TAAGHA, TNG
€KKPLoNG AAS00TEPOVTG KO TNG EKKPIOTG KAAOL HECH TMV 0VP®V Kol HEIOT TOV KOAIOL TOL 0poYD.
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Mn uslavouotixoc kopkivoc Tov 0épUoToC

Baoel tov dtobéoipumy dedopuévav amnd emdnUIoAoyIKég HeéTeg, Topatnpnonke cuoyétion peta&d g
VOpoyAmpobeladiong Kot Tov U HEAVOUATIKOD KAPKIVOL TOV dEpUATOC eAPTOUEVT AO 0OPOIoTIKY
3001 vVopoyrAwpobealiong . Alevepynbnke perétn og minBvopd 6mov teptiapufdvovtar 71.533
acBeveic pe PacikokvutTaptkd kopkivopa kot 8.629 acbeveic pe kapkivopa tov TAakddovs entBniiov
évavtt TAnBvopob poptopwv émov teptropPdvovrar 1.430.833 ko 172.462 vrokeipeva, avtictoryo. H
yxpNom VYNNG d6omg VOpoyAwpobelaliong (=50,000 mg abpoioTiKd) GLOYETIOTNKE [E
Tpocapuocpévn avaroyia mbavotitov 1,29 (95% AE: 1,23-1,35) ywo 0 facikokuTtopikod KapKivaopo
kat 3,98 (95% AE: 3,68-4,31) yia to kapkivopa thakddovg entdniiov. Téco yia to facikokvttoptkd
KOPKIVOUO 0G0 Kol Y10 TO KOpKIVOUo TAAK®O0VS emtdniiov tapoatpnnike caeng oyéorn abpoleTikng
d6oNc-amdKpLong. 1o mAaiclo GAANG nelétng katadeiydnie mbavn cvoyétion peta&d tov kapkivov
TOV XeMOV (KapKivopa TAakddovg entniiov) kat g ékBeong otnv vopoyrlwpobeialion: 633
TEPIOTOTIKG KAPKIVOL TOV XEMOV cuykpidnkay pe 63.067 pdptopec, e T ¥pNON STPOTNYIKNG
detypatoinyiog oty opdda atopmv og kivduvo. Katadeiydnke oyéon abpoiotikrg 660mM5-andKpiong
Le Tpocapuocspévn avaioyio mlavotntov 2,1 (95% AE: 1,7-2,6) mov avéavotav o€ 3,9 (3,0-4,9) oty
nepinton vymAng 06omg (~25,000 mg) kot pe avaroyia mbavotitev 7,7 (5,7-10,5) ywo v
vynAoTeEPN abpototikn d6om (~100.000 mg) (PA. emiong mapdypaeo 4.4).

TTowwapikde tAnbvoudc

O Evponaikog Opyaviopoc Papudkov £xet ddoet amailayn amd Ty VITOXPEMOT LLOBOANG TV
anotelecpdtov Tov pedetdv pe to Dafiro HCT og Oleg Tig vmokatnyopieg Tov madtatpikon
TnBvepod oty Wb vréptact (PAETE mopdypapo 4.2 Yo TANPOPOPIiES OYETIKA L TNV
TOUSLOTPIKT YPHON).

Allo: AtmAOc amokAEIoOC TOV GLOTNUATOC pEVivnG-ayysloteveivnc-aldootepdvne (ZPAA)

AVo peydlec toyoomomuéves, ereyyopeveg peaéteg (n ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) kau 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)) £yovv e€gtdioet T ypior Tov GVVOLAGHOD €VOG avacToAéo MEA pe
évav AYALL

H ONTARGET 1rav pio pedétn mov dieEnydn oe acbeveig e 16Toptkd Kapdioyyelakng M
EYKEPAAIKNG AYYELOKTG VOGO 1] GOKYap®OT Safntn TOTOL 2 GLVOIELOEVO amd EVOEIEN PAGPNC
teAcob opydvov. H VA NEPHRON-D 1tav pio pekétn oe acbeveig pe cakyapmon dtafrtn tomov 2
Kot SrafnTikn veppomadeia.

AVTEG o1 peAETEG Oev £xouV Ogi&el GNUAVTIKT @PEMUN ETIOPAOT OTIC VEQPIKEG KAUT OTIC
Kapdiayyelokég ekfdoetg Kot tn Bvnoiudtnta, eved tapatnponke Evag avEnuévog Kivouvog
vrepkaiopiog, oeiog veppikng PAAPNG Ko vtdtaong oe GOYKPION LE TN Lovodepameia.
A€SOUEVOV TV TAPOUOIOV QOPULOKOSVVAUIKAV 1310THTOV, AVTA TO ATOTEAEGLATO ElVal EMIONG
OYETIKA Y10 GAAOVG avactoieic MEA kot AY AIL

Q¢ ek tovToVL 01 avactoAeic MEA kot ot AYAII dev Oa tpémetl va ¢pnoiuomolohvtal TanTo POV G
acBeveic pe dopnrikn vepponddera (PA. mapdypapo 4.4).

H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) ftav pio perétn oyedoopévn va eEAEyEet 1o 6perog TG TpocHning alokipévng og pio
nwpotunn Bepoamneia pe évav avactoréa MEA 1 évav AY Al og acsBeveic pe cakyapmdn dafntn tomov
2 ka1 ypdvie, veppikn vOG0, Kapdloyyelokr voco 1 kat ta 6vo. H pekétn diexonmn npdmpa Adym evog
avénuévou kivobvou avemiBountov ekfaceny. O Kapdayyelokog 0AvaTog Kot T0 EYKEPUAKO
EMELGOO10 NTAV KOt T OVO apOUNTIKA GUYVOTEPO GTNV OUASA TNG AAOKIPEVNG ATt OTL TNV OULAda
TOV EIKOVIKOD QOpuUaKkov Kot To avemfounto copPdavta kot ta cofopd avemiounta coppdva
EVOLLPEPOVTOG (VTTEPKAALALLIN, DTOTACT KOl VEPPIKT] SLGAEITOLPYIR) avapEpONiay cuyvoTepa 6TV
OULAda TNG OAGKLPEVNG OO OTL GTNV OUASN TOV EIKOVIKOD (POPUAKOV.
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52  ®appoxokivnTIKEG 1O10TNTES
Ipappkdnto
H apiodunivn, n Pakcaptdvn kot 1 vopoyAwpobelalion Tapovctdalovy YPOUIIKY] GOpUAKOKIVITIKT.

Aprodumivn/Barcoptivn/vdpoyAonpofeialion

Meztd v and tov otopatog xoprynon Dafiro HCT o @uoioloyikovg, vyteig evnAikovs, ot péytoteg
GLYKEVIPMGELS OUAONTIVIG, BaAcapTdvng Kot VOPoYAmpoBelalidng 6To TAAGO EMLTVYYAVOVTOL GE
6-8 mpeg, 3 dpec kot 2 dpeg avtioTorya. To T0600To Kot 0 PabuUdS TNG AmToPPOENONG TN GUAOITIVIG,
™G Borcaptdavng kot tng vdpoyrmpobealiong and to Dafiro HCT eivar idiot 6mwg dtav yopnyovvtot
G LELOVMUEVEG OOGOAOYIKES LOPPES.

Aplodmivn

Amoppopnan

Metd v and Tov 6TOUATOG XOp1YNoT BepamevTik®v d0cEmV Povobepaneiog opAlodimivig, ol LEYIoTEG
GUYKEVTIPMGELS TG AUA0dITiVIG 6T0 TAdGUA emTvyydvovTot og 6-12 dpec. H amodiv
ProdiaBeciotTa vroAoyileton 6Tt Kopaiverat peta&d 64% kai 80%. H frodwbecipotnta g
apAodimivng dgv emnpealetol omd ™V AN TPOPNG.

Kozovoun
O dyxog katavoung eivon mepimov 21 1/kg. Meiéteg in vitro pe v aprodinivn £6ei&av 6tL 10 97,5%

TEPLTOV TOV KVKAOPOPOVVTOG PUPLAKOV SEGUEVETAL OO TIC TPWTEIVES TOL TAAGLATOC.

Biouerooynuariouoc
H apodurivn petaforiletar og extetapévo Pabud (repimov 90%) oto Hmap o€ ovevepyohc uetafolites.

Amofoln

H amopdxpovon g aproduwivng and 10 TAAGHO Vol SIQOCTKT, LE TEAKO ¥povo NUILONg Yo TV
amopdkpoven 30 £mg 50 opeg. Ta enimedo oTtabepng KATAGTAOTG GTO TAAG EMITVYYAVOVTOL LETH OO
cvveyn xoprynon v 7-8 nuépec. To 10% g apyumg aprodiriving kot o 60% tov petafolMtdv ™G
opAodumivng amekkpivovtol ota ovpa.

BoAcaptavn

Amoppdenon

Metd and Tov oTOpHaTOg Yop1yNnomn novobepaneiog fadlcaptdvng, ol HEYIOTEG GUYKEVIPOGELS TNG
Boicaptdvng oto mhdcua emttuyydvovtal o 2-4 dpes. H péomn amdivtn Prodabecipdtnto etvan 23%.
H tpoon| peidver v éxbeon (0nmg petpdtor péom g AUC) ot Parcaptavn katd 40% mepinov kot
TN HEYIOTN GVYKEVTPOT| 6T0 TAAGHA (Cmax) kot 50% mepinov, av Kot 8 dpeg mepinov HETA TN dOOM
01 GLYKEVIPMOOELS TG PoAcaptdvng oto TAdGuHa elvat TapdHOLES Yo TNV Opdda TV aclevmv Tov
ELofav TpoPn Ko Yio TV ORAd oVT®V oL dgv EAafav. Qotdco, avt 1 peioon g AUC dgv
GLVOOEVETOL OO KAVIKG oTIavTIKn peimon g Oepanentikng dpdong, kot eropévag 1 foicaptdvn

pumopet va yopnyeitot pe N yopic tpoen.

Karavoun

O 6ykog katavopung g Parcaptdvng o otabepr KaTdoTOooT HETA amd EVOOPAEPLO Yop1ynom gival
nepinmov 17 Aitpa, vrodeucvoovtag 0Tt 1 fodcoptdyn deV KATOVEUETAL EKTEVDS 6TOVG 1oTovC. H
Bakoaptavn cuvdéetan oe peydio Pabuod e ntpwteiveg opol (94-97%), kar kupiog Agvkopativi opov.

Biouerooynuotiouoc

H BaAcaptavn dev petatpénetar o€ peydro Padud, kabmg povo to 20% mepimov g d6oMg
aviyvevetal g petaforites. ‘Evag vopouuetafolitng £xetl eviomiotel 610 TAAGUO GE YOUNAEC
ovykevipmoelg (Ayotepo amd 1o 10% tng AUC g Bodcaptdvng). Avtog o petafoAitng ivar
QOPUOKOAOYIKE 1) OpOGTIKOC.
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Amofoin

H Barcaptavn epeavilel kivntikn moivekOetikne e€acBévionc (thaa <1 dpag kot tV4p nepinov 9
opeg). H Bodoaptdvn amofdaiietal katd kopto Adyo omd To Kompava (tepimov to 83% g 0661C) Kot
T ovpa (mepimov to 13% g d6oNC), Kuping wg avairoimto eapuaxo. Metd and evoopréPia
yopnynon, n kébapon g forsaptdvng oto mAdopa eivar tepimov 2 I/h ko n veppikn g KadbBapon
gtvai 0,62 1/h (mepimov 10 30% NG oAkng KaBaponc). H nulmn g Paicaptdvng eival 6 dpeg.

YdpoyrwpoOeialidon

Amoppopnon

H amoppdenon g vopoyrmpobealiong énerta and pio d6om and to otopa, sivar Toxeia (Tmax
nepinov 2 ®peg). H avénon g péong AUC eivar ypoppukn kot avadoyn g 60ong oto Bepanevtikod
€0pog.

H enidpaon g tpoeng oty amoppdenomn g vopoyrwopobelaliong, edv vdpyet, £xet eAdylotn
KAwvikn onpacio. H ardivt Prodebecipota e vopoyrAmpobetaliong eivar 70% petd amod
YOPNYNON OO TO GTOLLO.

Karavoun

O pawvopevog oykog katavoung eivat 4-8 I/kg. H kukiopopovca vipoyrmpobeialion cvvdéetol o
peyéio Babuo pe mpoteivec opov (40-70%), ko kupiog Aevkopativy opov. H vdpoyrwpobeialion
cuoompeveTal emiong ota epvBpokiTTapa o8 EMineda TePImMOv 3 POPES OMd EKEIVA OTO TAAGLO.

Biouerooynuotiouoc
H vépoyrwpoberalion amofdaiietar kuping og apetdfAntn ovoia.

Amofoln

H vépoyrwpoberalion amofdirietar amd 1o TAAGUA Le XpOVO Npicelag (mNg KaTd HEGO 0po 6 £mC

15 dpeg kotd TV TEMKN Pdon TS amofoinc. Agv vdpyel Kapio oAAyn GTNV KIVNTIKY TNG
VOpoyAmpobelaliong e TNV ETOVUANTTIKY 00GOA0YI0 KOl 1| GUGGMOPELGT EIVOL EAAYLGTN OTAV 1] dOOT
yopnyeitan amaé nuepnoing. [locootd peyarvtepo tov 95% g amoppo@ovUEVNG dOONG omoPaAleTal
¢ avorroimtn ovsia ota ovpa. H veppikr| kdBapomn cvvictator amd mabntikn d1dnon kot vepyn
OTEKKPLON OTO VEQPIKO COANVEPL0.

E1dwkoi tinBuouoi

Hodwapixoi aobeveic (nhixiog katw twv 18 etwv)
Agv vtapyovv Stobéotpa S£d0UEVE POPUOKOKIVITIKNG OGOV apopd TOV TadloTptkod TAnbvouo.

Hliiwuévor (nhixiac 65 etwv kot avw)

O xpOVOG £1C TIG LEYIOTEG GLYKEVTIPMOELS TNG OUAOIITIVIG GTO TAAGLO EIVOL TOPOLOLOG Y10 TOVG
VEOLG Kol TOVG NAIKIOUEVOVG acbeveic. Xe nAtkiopuévoug acbeveic, n kdBapon g aprodurivng teivet
VO LLELMVETAL, KATL TOV TPOKAAEL 0VENGELS 0TV TTEPLoy KAT® amd tnv KapumvAn (AUC) kol v
nuilon aroudrkpovong. H péon cvatnuartikny AUC g Barcaptavng eivor peyorvtepn kot 70%
GTOVG NAMKIOUEVOVG aGOEVEIC 0o OTL GTOVG VEOLGS, EMOUEVMG OOLTEITAL TPOCOYN OTAV OLEAVETAL M
docoloyia.

H ocvotuotikn ékBeon oy Parcaptdvn ivarl ELa@pdc ovénpévn 6Toug NAMKIOUEVOVG GE GYEOT LE
TOVG VEOLG, 0ALG dev €xel amodetyfel 6TL avtd Tapovclalel omoladmote KAVIKN onpacia.

[epropiopéva dedopéva deiyvouv OTL 1| GLOTNHATIKY KABapon g vopoyrmpobetaliong sivar
LEWOUEVT KOl GTOVG VYIEIG KOl GTOVG VIEPTAGIKOVG NAIKIOUEVOVS GE GYEOT| [LE VEUPOVLS VYIELG

ebelovtéc.

E@odcov ta tpia cuotatikd givar e£icov kaAd avekTd o€ VEOLS Kol NAKIOUEVOVG acbeveic,
GUVICTMOVTOL KOVOVIKG 00G0A0YIKE oyfuata (BA. Tapdypao 4.2).
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Neopikn dvclertovpyio

H poppoakokiyntikny g aprodimivig dev ennpedletal onuavtikd omd m veppikn Sucieitovpyia.
Onwg avouévetot yio o EVmon Tov 1 VEPIKT TG kdBapon avtiotoryel poig oto 30% g oAkng
Kk@Bapong 610 TAAG A, dEV TaPATPHONKE CLGYETION HETOED TNG VEQPIKNG AEITOLPYIOG KOl TNG
GUOTNUOTIKNG £kBeong otn PaicapTdvn.

Acbeveig pe Ao Emg péETpla veepikn ducAettovpyio pmopolv, ETOUEVOG, Vo Aafovv Tn cuvion
apywkn doomn (BA. mapaypdeovg 4.2 kot 4.4).

Me v mapovsio veppikng SuGAEITOVPYING, Ol HECES LEYIOTEG CLUYKEVIPMGELG GTO TAACA KOl Ol TIUES
AUC g vdpoyrwpoberalidng avédvovror kot 0 puBuoc amékkpiong omd ta 00po. LELDOVETUL. X
acBeveic pe Nmia €oc pétpla Papvtnta veepikng dvcoiettovpyiag, £xet mtapatnpndel 3-mhdcio avénon
omv AUC ¢ vopoyrmpoberalione. Xe acbeveic pe cofapn veppikn dvciettovpyio £xel Topotnpnoel
8-mhdcio avénon otv AUC. To Dafiro HCT avtevdeikvutar og acbeveig pue cofapn veppikn
dvoiettovpyia, avovpia 1 o€ acbeveig mov vroPdAlovtar og aodtoiion (PA. Tapdypao 4.3).

Hromixy dvolerrovpyio

[ToAv mepropiopéva Khvikd dedopéva etvar dtaBéoipa oyeTiKd Le T YopnyNnon g apiodurivig o
aoBeveic pe nrotikn dvoiertovpyio. Ot acBevelg e nmatikn dvciettovpyio Tapovslalovy LElOUEV
KkdBapomn g aprodutivng pe cuverakoiovdn avénon g AUC katd 40-60% mepimov. Katd péco
0po, o acbeveic pe N £0¢ pétplag Paputnrag xpoévia Nratikn vooco, 1 ékbeon (netpndeica pe Tipnég
AUC) ot Barcaptdvn givol d00 Qopég LEYOADTEPT GO QLT TGV VYLDV €0EAOVIMOV (TPOGUPLOGLEVN
WG TTPOG TNV NAIKia, TO PUAO KOl TO COUOTIKO BApog). Adym Tov cvotatikol g faicaptdvng, To
Dafiro HCT avtevdeikvutot oe acbeveic pe nrotikn dvciertovpyia (PA. Tapaypdeovg 4.2 kot 4.3).

5.3 IIpoxivikd dedopéve yia TNV a6QaAiEL0.

Aproouivn/Boicoptdvn/Y dpoyrmpoberalidon

e d1apopeg TPOKAMVIKEG HEAETES aopiielag Tov dteEnyOncav oe apketd (wikd €ion pe aprodurivn,
Baioaptdvn, vdpoyAwpobelalion, forsaptdvn/vdpoylmpobelalidn, aprodimivn/Palcaptdvn Kot
aprodurivn/Borcaptavn/vdpoyrwpodealion (Dafiro HCT), dev vnpyov evOgi&el GUGTUATIKAG
To&IKOTNTAG 1 TOEIKOTNTAG TOV 0PYAVOV-GTOYOV TOL Ba LITopoHGaV Vo EMNPEAGOVY SVGLEVDS TNV
avantvén tov Dafiro HCT yio khviky yprion otov avipomo.

IIpoxAvikég pehéteg aocpaietog didpketag puéypt 13 efdopdadmv deEnydnoay pe
aprodimivy/Barcaptavn/vdopoyropobelalion ce apovpaiovs. O cUVIVAGIOG 001YNCE GE OVOUEVOUEVN
peimon g epvBporvttaptknig nalog (pudpokdTTapa, OHLOGEALPIVT), OLLOTOKPITNG KOl
dwktvogpulpokvTTapa), abENOT TG ovpiag opov, aENCT TG KPEATVivig 0poD, avEnon Tov KaAiov
0poV, VIEPTANGIC TOV KVTTAP®V TNG TAPUCTEIPAUATIKTG cLoKEVNS (JG) 6T0 VEQPO Kot EGTIOKEG
OALOIDGELG TOV AOEVAOIOVG TOLYDUATOG TOV GTOUAYOV 6TV apovpaio. Oleg avtég ol petaforéc nTov
aVAOTPEYLLES LETA amd mePiodo avdppmaong 4 efdonddmv kot BempnOnke 6tL Tav vepPoiucég
QOPUOKOAOYIKEG OpdoELS.

O cvvdvacpog aprodumivy/Parcaptdvn/vdpoyropobelalion dev doKUACTNKE Yio YOVISI0TOEIKOTNTA 1)
KOPKIVOYEVEDT], EPOCOV OEV VINPYAY EVOEIEEIC Y10l TUYOV OAANAETIOPACELS AVAIEGN GE AVTES TIC
0VGIEG, 01 0TTOIEG KUKAOPOPOLGAV GTNV AyOPd Y10 LEYAAO ¥POVIKO dldotnua. QoT1060, 1 apAodimivi, N
Baioaptdvn kot 1 vopoyAwpoBelalidn Exovv SOKIUAGTEL LELOVOUEVA Y10 YOVIOLOTOEIKOTITO KO
KOPKIVOYEVEDT] LLE APVITIKE OTOTEAEG AT,
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Aplodurivn

Avaropaywyixn toéikoloyio,

Y& PEAETEG aVOmapAY®YNG LE EMUVEG Kot POEG, LETA 0md yop1ynom 60cemv mepinov 50 popég
HEYOAVTEPEG OO TN LEYIOTN GUVIGTMOUEVT 0GOA0YIN Yo TOLG avBpdrove, Baciiopevol o mg/kg,
mapatnpnOnkay Kabvotépnon Toketon, avEnuévn d1dpkela TokeToD Kot Letdpévn emPimon tov
guPpHov Kot TOL VEOYVOD.

Avclertovpyia yoviudtnrag

Agv vmp&e emidpaon otn YOVIUOTNTO TOV apoLpoimy Tov EAaPay opulodimivy (Ta apceEVIKE Yo,

64 nuépeg kot ta OnAvka yo 14 nuépeg mpv to Cevydpopa) o dooelg péypt kot 10 mg/kgmuépa

(8 popéc* peyadTepn TNG HEYIGTNG GUVIGTOUEVI 00N G 6ToV AvBpono Tov 10 mg, Bdcst mg/m?). Xe
pio GAAN pedétn og apovpaiovg katd v onoia oto apoevikd yopnyidnke amlodipine besilate yio

30 nuépeg o d6oM cuykpicun pe v avBpomivn d6on Paoet mg/kg, mapatmpndnke peioon g
Buloko-01eyepTIKNG OPUOVIG KaL TNG TEGTOGTEPOVNG GTO TAAGLO KOOMG KOl LEIMGELG GTNV TUKVOTNTO
TOV OTEPUATOS Kol 6TOV aptOud TG dpUng omepuationg kot tmv kuttapmv Sertoli.

Koprivoyéveon, ustatlalioyéveon

Agv vnpyoav evOEiEEIS KAPKIVOYEVESTC GE APOLPAIOVE Kol TOVTIKIO OTTOV dOBNKE 6T dlaTd TOVG
apAOBITTIVI Yo dVO XPOVIO GE GVYKEVIPAOOELS OV LIOAOYILETL OTL AVTIGTOLODV GE UEPTIGLAL dOOT
0,5, 1,25 o 2,5 mg/kg. H vynAdtepn 8661 (Y10 TOLE TOVTIKODS, OLOL0 KOt Y10 TOVG 0povPaiong 600
POPECH LEYOADTEPT TNG HEYIGTNG GUVIGTOHEVIG KAMVIKIGS 860 Tmv 10 mg Paost mg/m?) ftav kovtd
o1 LEYIOTY OVEKTH OCT] Y10 TOVG TOVTIKOVG, GAAG 0L Y10 TOVS 0POVPAioVG.

Meléteg petarhalloyéveong dev £0e1&av EMOPAGELC TOV PUPUAKOL GTO, YOVIdlo 1] GTO EMIMEDO TWV
YPOLOCOUATOV.

* Me Bdon o Bapog acBevoig ico pe 50 kg.

BoAcaptavn

Ta pn Khvikd dedopéva dev amokaADTTOVV 1W10iTEPO Kivduvo yia Tov dvBpmmo pe Paon Tig
GUUPOTIKEG LEAETEG PUPUAKOAOYIKNG ACPAAELNG, TOEIKOTNTOG EXAVAAUUPBAVOLEVDV OGEWV,
yovoto&kdTnTag, VOEXOUEVNS KAPKIVOYOVOL dpdong, TOEIKOTNTG OTIV AVOTOPOY®YIKT IKAVOTNTO
KoL TNV ovamTuén.

e apovpaiovg, untpikég Toikég dooels (600 mg/kg/Mmuépa) Katd Tig TEAELTAIES NUEPEG TNG KON OTG
KoL Kot T yoAovyio odnynoav o€ kpotepn exPioon, xoapniotepn avénon Papovg kon
KaBvotepnuévn avantuén (amokdOAANoN TOL TTEPVYIOL TOV MTOG KOl TOV ££® OKOLGTIKOV TOPOV) TOV
aroyovev (PA. mapdypaeo 4.6). Ot docelg owtég oe apovpaiovg (600 mg/kgmuépa) eival mepinov

18 popéc 1 péyioTn CVUVIGTOMEVN avOpdmvy d6om og Péon mg/m? (o1 vtodoyiopoi Bepodv mg
dedopévn o o Tov oTopaTog door tv 320 mg/Muépa kot achevi 60-KIAdV).

e un KAMVIKEG LEAETEG Y10 TNV ac@ALELR, VYNAEC dOoElg Boloaptdvng (200 émg 600 mg/kg
COUATIKOV BAPOVS) TPOKAAESHV GTOVG OPOVPAIOVE LEIMOT TOV TOPUUETPOV TOV KVTTAP®V TV
epLOpOV apocpalpioyv (epuBpokdTTapa, AocEUPiv, AIOTOKPITNG) Kot £VOEIEN LeTABOADY 01N
VEQPIKN aoduva ks (eEAagpd avénuévn ovpio al®TOV TOV AILOTOC, VIEPTAAGIN TOV VEQPIKMDY
cowlnvopiov kal faceogiiia o dppeveg). Ot 60celg avtég o apovpaiovg (20 £ng 600 mg/kgmuépa)
glvon Tepimov 6 kar 18 Qopéc 1 péyiot cuvicTdpevn avOpdmvy S6on oe Paon mg/m? (o1
VIOAOYIGLOL BE®@POVV MG dEdOUEVN LI atd TOL GTOROTOG 00om TV 320 mg/Muépa Kat acBevr| 60-
KIADV).
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Y& OpKTOUVG G€ GLYKPIoIUES OOCELS, Ol LETAPOAES NTAV TAPOHOLES OV KOl GOPAPOTEPEG, 1O10ATEPA OTA
veppd, 6oL ot petaforéc eEehiybnkay oe veppomdfela, cupmeprapuPavopévng avénuévng ovpiog
ofdTOV OUOTOG KOl KPEATIVIVIG.

YmepTpopio TV TAUPUCTEPOUATIKMOV KVTTAP®V mopatnpnonke eniong kot oto dvo €idn (owv. Oieg ot
petaBorég BecwpnOnke 6TL TPoKANON KAV amd T Popprakoroyikn dpdon ¢ ParlsapTdvng, Tov
TPOKOAEL TOPATETAUEVT VTTOTAGT, W1iTEPA GTOVG apKTOHVES. [0 Bepamevtikég dooelg folcapTdvng
GTOV AVOP®TO, 1 VIEPTPOPIN TV TAPUCTELPOLOTIKMDY KUTTAP®V O PaiveTal va £YEL KOO OYETIKN
onuacio.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Kortaroyog ekddymv

Dafiro HCT 5 mg/160 mg/12,5 mg smikaivuuévo pe Aemntd vuévio diokio.

Ivpnvoc tov diokiov

Kvutrapivn pukpokpuotoAlki
Kpoomofiodvn (tomov A)

Avudpo KoALogég mupttiov o&eidio
Moyviiolo oTeaTIiKo

Emirdioyn

YnpopeAoln, tonog vrokatdotacng 2910 (3 mPa.s)
Trraviov 610&gidio (E171)

IToAvaBvrevoyivkdin 4000

Tahkng

Dafiro HCT 10 mg/160 mg/12,5 mg emukoivpuéva pe Aertd vuévio dickio

Llvpnvoc tov diokiov

Kvutrapivn pkpokpuoTaAliki
Kpoomofiodvn (tomov A)

Avoopo koALoeWEC TuptTiov 0EEId10
Mayviiclo 6TeatiKo

Emixdioyn

Ynpopeloln, tonog vrokatdotacng 2910 (3 mPa.s)
IToAvaBvrevoyivkdin 4000

Tahkng

Tiraviov d10&gidto (E171)

Kitpwvo 0&gidio tov oidnpov (E172)

Koxkivo o&gido tov aidnpov (E172)

Dafiro HCT 5 mg/160 mg/25 mg emikalvuuévo pe Aentd vuévio diokio

Hvpnvac tov diokiov

Kvttapivn pikpokpuotaliikn
Kpoomofidovn (tomov A)

Avoopo koALoeWEC TVpLTion 0EEIS10
Maoayvnolo oteatikd
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Emixdloyn

YrpopeArdln, tomog vrokatdctacng 2910 (3 mPa.s)
IToAvaBvrevoyivkdin 4000

Tahkng

Titaviov d10&eido (E171)

Kitpwvo 0&eidio tov cidnpov (E172)

Dafiro HCT 10 mg/160 mg/25 mg smikaivuuévo ue Aentd vuévio dtokio,

Lvpnvac tov diokiov

Kvttapivn pikpokpuotalAikn
Kpoomopidovn (tomov A)

Avvdpo KoALOELDEG TTVPLTIOL 0EEIDI0
Maoayviolo oteatikd

Emirxalown

YrpopueArdln, tomog vokatdotaong 2910 (3 mPa.s)
IToAvaBvrevoyivkoin 4000

TéAxng

Kitpwvo 0&eidio tov cdnpov (E172)

Dafiro HCT 10 mg/320 mg/25 mg smucarvuuéva pe Aerto vuévio diokia

Lvpnvoc Tov diokiov

Kvtrapivn pikpokpustadikn
Kpoomofiddvn (tomov A)

Avvdpo KoALOELDEG TTVPLTIOL 0EEID10
Moayviolo oTeaTikd

Emrdioyn

YrpoueArdln, tomog vrokatdotacng 2910 (3 mPa.s)
[HoAvarBvrevoyivkoin 4000

TéAxng

Kitpwvo 0&gidio tov odnpov (E172)

6.2 AovpPatoéTnTeg

Agv epoppdlertar.

6.3 Audpxera Cong

2 ypovia

6.4 Idwitepeg TPoPULAEELS KOTA TN QVAEEN TOV TPOTOVTOG

Mn puAdooete og Beppokpacio peyarvtepn tov 30°C.

DVAAGGETE GTNV APYLKN GCLCKEVAGIO Y10l VO TPOGTOTEVETOL OO TNV VYPOGiaL.
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6.5 ®@Yon Kol GVOTATIKA TOV TEPLEKTY

Kuyéreg PVC/PVDC. Mua koyédn mepiéyet 7, 10 1 14 enucaivppévo, pe Aemtd vpévio diokia.
Meyébn cvokevaciag: 14, 28, 30, 56, 90, 98 1 280 emucoloppéva pe Aemtd vpévio dtokia.
IToAhamAég ocvokevacieg twv 280 diokiwv, Tov amotelovvtol amd 20 KOVTid, TOV TO KaBEVH TEPLEYEL
14 S1okia.

PVC/PVDC didtpnteg koywéres, LOVAd®V dOOTG Y10 VOGOKOUELOKN pNoN:

Meyé0n ovokevacioc: 56, 98 11 280 emkaivppéva pe Aertd vuévio diokial.

I[MoAamAég cvokevacie Tov 280 diokimv, TOv amoTeEAOLVTAL 0O 4 KOVTIH, TOV TO KaOEVH TEPLEYEL
70 dwokia.

Mmropei va uinv KuKAOPOPOLY OAEG Ol GUGKEVAGIEC.

6.6 Idwitepeg mpoPuvrdierg amoppPIYng KoL GAAOG YEPLOUOS

Kopia g1dkn vmoypéwon.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Dafiro HCT 5 mg/160 mg/12,5 mg smxoivuuéva pue Aemtd vuévio dickia

EU/1/09/574/001-012

Dafiro HCT 10 mg/160 mg/12,5 mg smukoivpuéva pe Asmtd vuévio dickia

EU/1/09/574/013-024

Dafiro HCT 5 mg/160 mg/25 mg smuwcolvpuéva, pe Aemtd vuévio diokio

EU/1/09/574/025-036

Dafiro HCT 10 mg/160 mg/25 mg smkaivuuévao pe Aemntd vuévio diokia,

EU/1/09/574/037-048

Dafiro HCT 10 mg/320 mg/25 mg smikaivuuévo ue Aerntd vuévio dtokio,

EU/1/09/574/049-060
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9. HMEPOMHNIA [TPQTHX EF'KPIXHX / ANANEQXHX THX AAEIAX
Hpepounvia mpotg £ykpiong: 04 Noepuppiov 2009
Hpepopnvia televtaiog avavémong: 04 loviiov 2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOQOpPIES Y1 TO TOPOV PAPLOKEVTIKO TPOTOV etvar S1abéoipueg oTov dSKTLOKO TOTO
tov Evpondaikod Opyoavicpov Gappdxkaev http://www.ema.europa.eu
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IHAPAPTHMA Il

MAPAXKEYAXTHXZ(EX) YHEY®OYNOZXZ(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H NEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KATI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TIAPAXKEYAXTHX(EX) YHEY®OYNOZXZ(OI) I'lA THN AIIOAEEMEYXZH TQN
ITAPTIAQN

‘Ovopa kai d1evfvvon tov(tmwv) TopackevostH(®V) oL gival vtevhuvoc(ol) yia TNV AT0dEGUEVCT) TV
TaPTId @V

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
ItaAia

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomovia

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nvpeupépyn
Teppovia

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Nvpeppépyn

Teppovia

270 £VTLTIO POLAAO 0ONYIDOV YPNONG TOV PAPUAKELTIKOD TPOIOVTOG TPEMEL VOL AVOLYPAPETAL TO OVOLLOL
KoL 1) 01e08VVoT TOL TAPACKEVAGTN TOV Vol VITEVHVVOG Y10 TNV ATOOEGILEVCT) TG GYETIKNG TAPTIOOC.

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

DappoxevTikd TPOTOV Y10 TO 0TOT0 ATOLTEITAL LTPIKT GLVTOYT.

T. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX

o Ex0<oe1g meprodikig mapakorovOneng g as@aierag (PSURS)

Ot amartioelg yio v vrofoin towv PSURS yia to ev Ady® @apuokeutikd Tpoidv opilovial otov
KaTdAoYo pe TIg nuepounvieg avapopdg g Evoong (katdrloyog EURD) mov mapatifetar otnv

napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakdiovdng enkaipomroinong
OT®MG ONUOCIEVETOL GTIV EVPMTOIKT] SIKTLOKT TOAN Y10, TO QAP LLOKAL.

A. OPOI'H HEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AIHOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

Agv gpappdlertar.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/12,5 mg smkaivpupéva pe Aemtd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kabe diokio mepiéyel 5 mg aprodimivn (og aprodimivy Becvikn) 160 mg farcaptdvn kor 12,5 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 gmikaloppévo pe Aemtd vuévio diokio

28 emkolvppévo pe AETTO DUEVIO O1oKia

30 emkolvppévo pe AETTO DIEVIO OLoKia

56 emukodlvppéva pe AemTd VUEVIO dLoKIia,

90 emkolvppévo pe AETTO DUEVIO OLoKia

98 emkalvppévo pe AETTO DUEVIO OLoKIa

280 emucoloppéva e AeTTO LUEVIO dloKia

56 X 1 emikaAvppévo pe Aemtd vuévio diokio (Lovadwv 66omg)
98 X 1 gmikaAvppévo pe Aemtd vuévio 8iokio (Lovadwy 66ong)
280 X 1 emkoAvppévo pe Aemto VpEVIO d1okio (Lovadmy d6oMG)

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUaTOG Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kt dev Tpooeyyilovy Ta TOdd.

7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV OPYLKN CLCKEVAGIO Y10 VO TPOGTOTEVETOL ATtO TNV VYPOGia.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY IPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/001 14 gmkodlvppéva pe Aemtd vuévio dtokio

EU/1/09/574/002 28 gmkaAvppéva e Aemwtd vpévio dlokia

EU/1/09/574/003 30 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/004 56 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/005 90 emkaAvupéva pe Aemtd vuévio diokia

EU/1/09/574/006 98 emkaAvppéva e Aemtd VUEVIO dloKin

EU/1/09/574/007 280 emikoAvppévo, pe Aemto VUEVIO dioKio

EU/1/09/574/008 56 X 1 emkaAvppévo pe Aemtd vuévio 61oKio (LOVAd®Y 6061G)
EU/1/09/574/009 98 x 1 emikaAvppéEVo pe Aemtd vEVIo 616Ki0 (LOVAd®Y 606NG)
EU/1/09/574/010 280 X 1 emkoAvppévo pe AEmTd vpEVIo d1okio (Lovadmv dOoNG)

13. APIOMOZX ITAPTIAAX

[oaprtioa

14. TENIKH KATATAZH I'lA TH ATAGEXH

Doppoxevtikd TPOIOV Yo TO 0TOT0 ATALTEITOL LTPIKT] GUVTOYT).

15. OAHI'IEX XPHXHX
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16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 5 mg/160 mg/12,5 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160146T0TOC YPAUU®TOS KDOKAS (2D) Tov pépel Tov TepAn@ivTa LovadIKO avayVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN

41




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/12,5 mg smkaivpupéva pe Aemtd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepiéyet S mg aprodinivn (og aprodinivy fecvikn) 160 mg paicaptdvn kot 12,5 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 emoivppéva pe Aentd vuévio dlokia. Xtotyeio moAlamANg cvokevasiog. Na unv moieito
EexwploTd.

70x1 emcodvppévo pe Aemtd vuévio 010kio. Xtoyeio ToAAamANG cuokevaciog. No unv ToAsitol
EexmPLoTa.

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHZ

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOd1d.

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

| 8.  HMEPOMHNIA AHEHE

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV APYLKN GCLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TNV VYPOGiaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/012 280 emikoAvppéve, pe Aemto VEVIO diokia (ToALATAN cuoKELAGIa,
20 xovtid tov 14 dickinv)
EU/1/09/574/011 280 gmkolvppéva pe Aemtd vuévio diokio (ToAlamin cvuokevacia, 4 KOVTId

tov 70 diokiov) (Lovadwv 66omc)

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 OTALTEITOL LOLTPIKT CUVTAYY).

| 15. OAHTIEX XPHEZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Dafiro HCT 5 mg/160 mg/12,5 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA TIOAAATIAH XYXKEYAZXIA (TEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/12,5 mg smikaivpupéva pe Aemtd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepiéyet 5 mg aprodinivn (og aprodiniv fecvikn) 160 mg aicaptévn ko 12,5 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

IToAamAr) ovokevacia: 280 (20 kovtid TV 14) ertkaAvppévo pe Aertd vUEVIO dioKia.
IToAlamAn cvokevocio: 280 (4 kovtid Twv 70X1) emkaAvppéva pe Aemtd VUEVIO dloKia.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GOAAO 0INYIDV YPNONG TPV AT TN YPNON.
Ao otouaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl og 0éon, TV omoia dev PAETOLV Kal dev mpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY OPYAAEHX

Mn gpuAdooete og Ogppokpacio peyorvtepn tov 30°C.
DuAdoceTe 0NV OPYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OTO TNV LYPAGia.
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10. IAIAITEPEX NIPO®YAAZEEIX I'lA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TOQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/012 280 emikodloppévo. pe Aemto vuévio diokia (ToAlamAn cuokevacia,
20 xovtid tov 14 diokiov)
EU/1/09/574/011 280 emikoAvppéve pe AemTo VUEVIO d1oKia (TOALATAT GLoKEVAGiN, 4 KOVTIH

tov 70 diokinv) (Lovadmv d6ong)

13. APIOMOZX ITAPTIAAX

[oaprtida

14. TENIKH KATATAZH I'lA TH ATAGEXH

DoppoxevTikd TPOTOV Y10 TO OTOT0 ATOLTEITAL LATPIKT) GLVTOYT).

| 15. OAHTIEX XPHZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 5 mg/160 mg/12,5 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160186T0T0C YPOUUOTOS KDOKAS (2D) Tov pépel Tov TepAn@fivTa LovadiKo avayvoploTIKO KMOKO.

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

PC
SN
NN
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EAAXIZTEX ENAEIZEIX IOY NIPEIEI NA ANATPA®ONTAI £TIE XYZKEYAXIEX
KYYEAHE (BLISTER) 'H LTI TAINIEX (STRIPS)

BLISTER

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/12,5 mg emwkolvppéva pe Aentd vuévio dokio
aprodurivy/Borcaptavn/vdpoyrmpobeialion

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®QOPIAX

Novartis Europharm Limited

3.  HMEPOMHNIA AHEHE

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5.  AAAA ILTOIXEIA

46



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/12,5 mg emikaAvppéva, pe Aentd vuévio diokia
aprodurivy/Baicaptdvn/vopoyrmpobeialion

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

KaBe dwokio mepieyer 10 mg aprodumivn (g aprodurivn Beovikn]) 160 mg Barcoptdvn kon 12,5 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 gmkaloppévo pe Aemtd vuévio diokio

28 emkolvppévo pe AETTO DUEVIO O1oKia

30 emkolvppévo pe AETTO DIEVIO OLoKia

56 emukodlvppéva pe AemTd VUEVIO dLoKIia,

90 emkolvppévo pe AETTO DUEVIO OLoKia

98 emkalvppévo pe AETTO DUEVIO OLoKIa

280 emucoloppéva e AeTTO LUEVIO dloKia

56 X 1 emikaAvppévo pe Aemtd vuévio diokio (Lovadwv 66omg)
98 X 1 gmikaAvppévo pe Aemtd vuévio 8iokio (Lovadwy 66ong)
280 X 1 emkoAvppévo pe Aemto VpEVIO d1okio (Lovadmy d6oMG)

‘ 5. TPOITOX KAI OAOX(Ol) XOPHI'HXZHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUaTOG Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kt dev Tpooeyyilovy Ta TOdd.

7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV OPYLKN] CLOKEVAGIN Y10l VO TPOCTOUTEVETOL OO TNV VYPUGIaL.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY IPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/013 14 gmkodlvppéva pe Aemtd vuévio dtokio

EU/1/09/574/014 28 gmkaAvppéva e Aemwtd vpévio dlokia

EU/1/09/574/015 30 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/016 56 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/017 90 emkaAvupéva pe Aemtd vuévio diokia

EU/1/09/574/018 98 emkaAvppéva e Aemtd VUEVIO dloKin

EU/1/09/574/019 280 emikoAvppévo, pe Aemto VUEVIO dioKio

EU/1/09/574/020 56 X 1 emikaAvppévo pe Aemtd vuévio 61oKio (LoVAd®Y 6061G)
EU/1/09/574/021 98 X 1 emikaAvppéEVO e AemTd VUEVIO 616Ki0 (LOVAS®Y 600TG)
EU/1/09/574/022 280 X 1 emkoAvppévo pe AEmTd vpEVIo d1okio (Lovadmv dOoNG)

13. APIOMOZX ITAPTIAAX

[oaprtioa

14. TENIKH KATATAZH I'lA TH ATAGEXH

Doppoxevtikd TPOIOV Yo TO 0TOT0 ATALTEITOL LTPIKT] GUVTOYT).

15. OAHI'IEX XPHXHX
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16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/160 mg/12,5 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0TOC YPOUU®TOC KOdKag (2D) mov pépet Tov meptin@Bévta Lovadiko avoyVOPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/12,5 mg emikaAvppéva, pe Aentd vuévio diokia
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyer 10 mg aprodumivn (g aprodurivn Beovikn]) 160 mg Barcoptdvn kon 12,5 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 emoivppéva pe Aentd vuévio dlokia. Xtotyeio moAlamANg cvokevasiog. Na unv moieito
EexwploTd.

70x1 emcadvppévo pe Aemtd vuévio diokia. Xtoryeio moAAaming cvokevociog. No unv ToAsitot
EexmPLoTa.

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHZ

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOd1d.

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

| 8.  HMEPOMHNIA AHEHE

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV APYLKN GCLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TNV VYPOGiaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/024 280 emikoAoppéve, pe Aemto vUEVIO diokia (ToALOTAN cGLoKELAGIQ,
20 xovtid tov 14 dickinv)
EU/1/09/574/023 280 gmkolvppéva pe Aentd vuévio diokio (ToAlandn cvokevacia, 4 KOVTId

tov 70 diokiov) (Lovadwv 66omc)

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 OTALTEITOL LOLTPIKT CUVTAYY).

| 15. OAHTIEX XPHEZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/160 mg/12,5 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA TIOAAATIAH XYXKEYAZXIA (TEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/12,5 mg emikaAvppéva pe Aentd vuévio diokia
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

Ka0e dwokio mepieyer 10 mg aprodumivn (og aprodurivn Beovikn]) 160 mg Barcaptdvn kor 12,5 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

IToAamAr cvokevacio: 280 (20 kovtid TV 14) emkalvppéva pe Aento vuEvio diokial.
IToAlamAn cvokevoocio: 280 (4 kovtid Twv 70X1) emkaAvppéva pe Aemtd vUEVIO dloKial.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GOAAO 0INYIDV YPNONG TPV AT TN YPNON.
Ao otouaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl og Béon, TV omoia dev PAETOLV Kal dev mpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY OPYAAEHX

Mn gpuAdooete og Ogppokpacio peyorvtepn tov 30°C.
DuAdoceTe 0NV OPYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OTO TNV LYPAGia.
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10. IAIAITEPEX NIPO®YAAZEEIX I'lA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TOQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/024 280 emikoAloppévo. pe Aemto vuévio diokia (ToAlamAn cuokevaoia,
20 xovtid tov 14 diokiov)
EU/1/09/574/023 280 emikoAvppéve pe AemTO VUEVIO d1oKia (TTOAAATATY GLOKEVAGIN, 4 KOVTIH

tov 70 diokinv) (Lovadmv d6ong)

13. APIOMOZX ITAPTIAAX

[oaprtida

14. TENIKH KATATAZH I'lA TH ATAGEXH

DoppoxevTikd TPOIOV Y1 TO OTOT0 ATALTEITOL LOTPIKT] CLVTOYTY).

| 15. OAHTIEX XPHZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/160 mg/12,5 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KOdKag (2D) mov pépet Tov meptin@Bévta LovadiKo avoyVOpPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIZTEX ENAEIZEIX IOY NIPEIEI NA ANATPA®ONTAI £TIE XYZKEYAXIEX
KYYEAHE (BLISTER) 'H LTI TAINIEX (STRIPS)

BLISTER

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/12,5 mg smkaAdvppéva, pe Aentd vuévio diokia
aprodurivn/Boarcaptavn/vdpoyropodeialion

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/25 mg emucolvppéva pe Aemtd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepiéyet S mg aprodinivn (0g aprodimivn ecvikn) 160 mg Barcaptdvn kot 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 gmikaloppévo pe Aemtd vuévio diokio

28 emkolvppévo pe AETTO DUEVIO O1oKia

30 emkolvppévo pe AETTO DIEVIO OLoKia

56 emukodlvppéva pe AemTd VUEVIO dLoKIia,

90 emkolvppévo pe AETTO DUEVIO OLoKia

98 emkalvppévo pe AETTO DUEVIO OLoKIa

280 emucoloppéva e AeTTO LUEVIO dloKia

56 X 1 emikaAvppévo pe Aemtd vuévio diokio (Lovadwv 66omg)
98 X 1 gmikaAvppévo pe Aemtd vuévio 8iokio (Lovadwy 66ong)
280 X 1 emkoAvppévo pe Aemto VpEVIO d1okio (Lovadmy d6oMG)

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUaTOG Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kt dev Tpooeyyilovy Ta TOdd.

7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV OPYLKN] GLCKEVAGIN Y10 VO TPOCTOTEVETOL A0 TNV VYPOGia.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY IPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/025 14 gmkodlvppéva pe Aemtd vuévio dtokio

EU/1/09/574/026 28 gmkaAvppéva e Aemwtd vpévio dlokia

EU/1/09/574/027 30 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/028 56 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/029 90 emkaAvupéva pe Aemtd vuévio diokia

EU/1/09/574/030 98 emkaAvppéva e Aemtd VUEVIO dloKin

EU/1/09/574/031 280 emikoAvppévo, pe Aemto VUEVIO dioKio

EU/1/09/574/032 56 X 1 emkaAvppévo pe Aemtd vuévio 61oKio (LOVAd®Y 6061G)
EU/1/09/574/033 98 X 1 emikaAvppéEVO e AemTd VUEVIO 616Ki0 (LOVAS®Y 600TG)
EU/1/09/574/034 280 X 1 emkoAvppévo pe AEmTd vpEVIo d1okio (Lovadmv dOoNG)

13. APIOMOZX ITAPTIAAX

[oaprtioa

14. TENIKH KATATAZH I'lA TH ATAGEXH

Doppoxevtikd TPOIOV Yo TO 0TOT0 ATALTEITOL LTPIKT] GUVTOYT).

15. OAHI'IEX XPHXHX
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16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 5 mg/160 mg/25 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0TOC YPOUU®TOC KOdKag (2D) mov pépet Tov meptin@Bévta Lovadiko avoyVOPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/25 mg emucolvppéva pe Aemtd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepiéyet S mg aprodinivn (0g aprodimivn ecvikn) 160 mg Barcaptdvn kot 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 emxoivppéva pe Aentd vuévio diokia. Xtotyeio moALAmANG cvokevaciog: Na punv toAgitol
EexwploTd.

70x1 emcadvppévo pe Aemtd vuévio diokia. Xtoryeio moAAaming cvokevociog. No unv ToAsitot
EexmPLoTa.

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHZ

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOd1d.

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

| 8.  HMEPOMHNIA AHEHE

AHEH

58



9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV APYLKN GCLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TNV VYPOGiaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/036 280 emikoAoppéve, pe Aemto vUEVIO diokia (ToALOTAN cGLoKELAGIQ,
20 xovtid tov 14 dickinv)
EU/1/09/574/035 280 gmkolvppéva pe Aentd vuévio diokio (ToAlandn cvokevacia, 4 KOVTId

tov 70 diokiov) (Lovadwv 66omc)

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 OTALTEITOL LOLTPIKT CUVTAYY).

| 15. OAHTIEX XPHEZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Dafiro HCT 5 mg/160 mg/25 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

59



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA TIOAAATIAH XYXKEYAZXIA (TEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/25 mg emkodlvppéva pe Aemtod vuévio diokiol
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepiéyer 5 mg aprodinivn (g aprodimivn Becvikn) 160 mg Baicaptdvn kot 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

IToAhamAr cvokevacio: 280 (20 kovtid TV 14) emkalvupéva e Aento vuévio diokial.
IToAlamAn cvokevocio: 280 (4 kovtid Twv 70X1) emkaAvppéva pe Aemtd VUEVIO dloKia.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GOAAO 0INYIDV YPNONG TPV AT TN YPNON.
Ao otouaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl og Béon, TV omoia dev PAETOLV Kal dev mpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY OPYAAEHX

Mn gpuAdooete og Ogppokpacio peyorvtepn tov 30°C.
DuAdoceTe 0NV OPYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OTO TNV LYPAGia.
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10. IAIAITEPEX NIPO®YAAZEEIX I'lA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TOQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/036 280 emikoAloppévo. pe Aemto vuévio diokia (ToAlamAn cuokevaoia,
20 xovtid tov 14 diokiov)
EU/1/09/574/035 280 emikoAvppéve pe AemTO VUEVIO d1oKia (TTOAAATATY GLOKEVAGIN, 4 KOVTIH

tov 70 diokinv) (Lovadmv d6ong)

13. APIOMOZX ITAPTIAAX

[oaprtida

14. TENIKH KATATAZH I'lA TH ATAGEXH

DoppoxevTikd TPOIOV Y1 TO OTOT0 ATALTEITOL LOTPIKT] CLVTOYTY).

| 15. OAHTIEX XPHZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 5 mg/160 mg/25 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KOdKag (2D) mov pépet Tov meptin@Bévta LovadiKo avoyVOpPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIZTEX ENAEIZEIX IOY NIPEIEI NA ANATPA®ONTAI £TIE XYZKEYAXIEX
KYYEAHE (BLISTER) 'H LTI TAINIEX (STRIPS)

BLISTER

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 5 mg/160 mg/25 mg emkodlvppéva pe Aemtd vuévio dtokio
aprodurivn/Boarcaptavn/vdpoyropodeialion

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/25 mg emikolvppéva pe Aentd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyer 10 mg aprodumivn (g aprodurivn Beovikn]) 160 mg Barcaptdvn kor 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 gmkaloppévo pe Aemtd vuévio diokio

28 emkolvppévo pe AETTO DUEVIO O1oKia

30 emkolvppévo pe AETTO DIEVIO OLoKia

56 emukodlvppéva pe AemTd VUEVIO dLoKIia,

90 emkolvppévo pe AETTO DUEVIO OLoKia

98 emkalvppévo pe AETTO DUEVIO OLoKIa

280 emucoloppéva e AeTTO LUEVIO dloKia

56 X 1 emikaAvppévo pe Aemtd vuévio diokio (Lovadwv 66omg)
98 X 1 gmikaAvppévo pe Aemtd vuévio 8iokio (Lovadwy 66ong)
280 X 1 emkoAvppévo pe Aemto VpEVIO d1okio (Lovadmy d6oMG)

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUaTOG Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kt dev Tpooeyyilovy Ta TOdd.

7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV OPYLKN] GLCKEVAGIN Y10 VO TPOCTOTEVETOL A0 TNV VYPOGia.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY IPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/037 14 gmkodlvppéva pe Aemtd vuévio dtokio

EU/1/09/574/038 28 gmkaAvppéva e Aemwtd vpévio dlokia

EU/1/09/574/039 30 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/040 56 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/041 90 emkaAvupéva pe Aemtd vuévio diokia

EU/1/09/574/042 98 emkaAvppéva e Aemtd VUEVIO dloKin

EU/1/09/574/043 280 emikoAvppévo, pe Aemto VUEVIO dioKio

EU/1/09/574/044 56 X 1 emkaAvppévo pe Aemtd vuévio 61oKio (LOVAd®Y 6061G)
EU/1/09/574/045 98 X 1 emikaAvppéEVO e AemTd VUEVIO 616Ki0 (LOVAS®Y 600TG)
EU/1/09/574/046 280 X 1 emkoAvppévo pe AEmTd vpEVIo d1okio (Lovadmv dOoNG)

13. APIOMOZX ITAPTIAAX

[oaprtioa

14. TENIKH KATATAZH I'lA TH ATAGEXH

Doppoxevtikd TPOIOV Yo TO 0TOT0 ATALTEITOL LTPIKT] GUVTOYT).

15. OAHI'IEX XPHXHX
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16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/160 mg/25 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0TOC YPOUU®TOC KOdKag (2D) mov pépet Tov meptin@Bévta Lovadiko avoyVOPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/25 mg emikolvppéva pe Aentd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyer 10 mg aprodumivn (g aprodurivn Beovikn]) 160 mg Barcaptdvn kor 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 emoivppéva pe Aentd vuévio diokia. Xtotyeio moAAATANG cvokevasiog. Na unv moieitot
EexwploTd.

70x1 emkodvppévo pe Aemtd vuévio d1okia. Xtoryeio moAaming cuokevociog. Noa unv Toisitot
EexmPLoTa.

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHZ

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOd1d.

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

| 8.  HMEPOMHNIA AHEHE

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV APYLKN GCLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TNV VYPOGiaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/048 280 emikoAoppéve, pe Aemto vUEVIO diokia (ToALOTAN cGLoKELAGIQ,
20 xovtid tov 14 dickinv)
EU/1/09/574/047 280 gmkolvppéva pe Aentd vuévio diokio (ToAlandn cvokevacia, 4 KOVTId

tov 70 diokiov) (Lovadwv 66omc)

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 OTALTEITOL LOLTPIKT CUVTAYY).

| 15. OAHTIEX XPHEZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/160 mg/25 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA TIOAAATIAH XYXKEYAZXIA (TEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/25 mg emikaAvppévo pue Aentd vuévio diokia
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyer 10 mg aprodumivn (og aprodurivn Beovikn|) 160 mg Barcaptdvn kor 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

IToAhamAr cvokevacio: 280 (20 kovtid TV 14) emkalvupéva e Aento vuévio diokial.
IToAlamAn cvokevocio: 280 (4 kovtid Twv 70X1) emkaAvppéva pe Aemtd VUEVIO dloKia.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GOAAO 0INYIDV YPNONG TPV AT TN YPNON.
Ao otouaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl og Béon, TV omoia dev PAETOLV Kal dev mpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY OPYAAEHX

Mn gpuAdooete og Ogppokpacio peyorvtepn tov 30°C.
DuAdoceTe 0NV OPYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OTO TNV LYPAGia.
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10. IAIAITEPEX NIPO®YAAZEEIX I'lA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TOQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/048 280 emikoAloppévo. pe Aemto vuévio diokia (ToAlamAn cuokevaoia,
20 xovtid tov 14 diokiov)
EU/1/09/574/047 280 emikoAvppéve pe AemTO VUEVIO d1oKia (TTOAAATATY GLOKEVAGIN, 4 KOVTIH

tov 70 diokinv) (Lovadmv d6ong)

13. APIOMOZX ITAPTIAAX

[oaprtida

14. TENIKH KATATAZH I'lA TH ATAGEXH

DoppoxevTikd TPOIOV Y1 TO OTOT0 ATALTEITOL LOTPIKT] CLVTOYTY).

| 15. OAHTIEX XPHZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/160 mg/25 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KOdKag (2D) mov pépet Tov meptin@Bévta LovadiKo avoyVOpPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIZTEX ENAEIZEIX IOY NIPEIEI NA ANATPA®ONTAI £TIE XYZKEYAXIEX
KYYEAHE (BLISTER) 'H LTI TAINIEX (STRIPS)

BLISTER

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/160 mg/25 mg emkaAvppéva pe Aemtd vpévio diokia
aprodurivn/Boarcaptavn/vdpoyropodeialion

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/320 mg/25 mg smikolvppéva pe Aentd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyet 10 mg aprodumivn (g aprodurivy Beovikn)) 320 mg Barcaptdvn kor 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 gmkaloppévo pe Aemtd vuévio diokio

28 emkolvppévo pe AETTO DUEVIO O1oKia

30 emkolvppévo pe AETTO DIEVIO OLoKia

56 emukodlvppéva pe AemTd VUEVIO dLoKIia,

90 emkolvppévo pe AETTO DUEVIO OLoKia

98 emkalvppévo pe AETTO DUEVIO OLoKIa

280 emucoloppéva e AeTTO LUEVIO dloKia

56 X 1 emikaAvppévo pe Aemtd vuévio diokio (Lovadwv 66omg)
98 X 1 gmikaAvppévo pe Aemtd vuévio 8iokio (Lovadwy 66ong)
280 X 1 emkoAvppévo pe Aemto VpEVIO d1okio (Lovadmy d6oMG)

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUaTOG Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kt dev Tpooeyyilovy Ta TOdd.

7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV OPYLKN] GLCKEVAGIN Y10 VO TPOCTOTEVETOL A0 TNV VYPOGia.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY IPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/049 14 gmkodlvppéva pe Aemtd vuévio dtokio

EU/1/09/574/050 28 gmkaAvppéva e Aemwtd vpévio dlokia

EU/1/09/574/051 30 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/052 56 emikaAvupéva pe Aemtd vuévio diokio

EU/1/09/574/053 90 emkaAvupéva pe Aemtd vuévio diokia

EU/1/09/574/054 98 emkaAvppéva e Aemtd VUEVIO dloKin

EU/1/09/574/055 280 emikoAvppévo, pe Aemto VUEVIO dioKio

EU/1/09/574/056 56 X 1 emkaAvppévo pe Aemtd vuévio 61oKio (LOVAd®Y 6061G)
EU/1/09/574/057 98 X 1 emikaAvppéEVO e AemTd VUEVIO 616Ki0 (LOVAS®Y 600TG)
EU/1/09/574/058 280 X 1 emkoAvppévo pe AEmTd vpEVIo d1okio (Lovadmv dOoNG)

13. APIOMOZX ITAPTIAAX

[oaprtioa

14. TENIKH KATATAZH I'lA TH ATAGEXH

Doppoxevtikd TPOIOV Yo TO 0TOT0 ATALTEITOL LTPIKT] GUVTOYT).

15. OAHI'IEX XPHXHX

72



16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/320 mg/25 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0TOC YPOUU®TOC KOdKag (2D) mov pépet Tov meptin@Bévta Lovadiko avoyVOPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/320 mg/25 mg smikolvppéva pe Aentd vuévio diokio
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyet 10 mg aprodumivn (g aprodurivy Beovikn)) 320 mg Barcaptdvn kor 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

14 emxoivppéva pe Aentd vuévio diokia. Xtotyeio moALAmANG cvokevaciog: Na punv toAgitol
EexwploTd.

70x1 emcadvppévo pe Aemtd vuévio diokia. Xtoryeio moAAaming cvokevociog. No unv ToAsitot
EexmPLoTa.

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHZ

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOd1d.

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

| 8.  HMEPOMHNIA AHEHE

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 30°C.
DVAAGGETE GTNV APYLKN GCLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TNV VYPOGiaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/060 280 emikoAoppéve, pe Aemto vUEVIO diokia (ToALOTAN cGLoKELAGIQ,
20 xovtid tov 14 dickinv)
EU/1/09/574/059 280 gmkolvppéva pe Aentd vuévio diokio (ToAlandn cvokevacia, 4 KOVTId

tov 70 diokiov) (Lovadwv 66omc)

13. APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 OTALTEITOL LOLTPIKT CUVTAYY).

| 15. OAHTIEX XPHEZHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/320 mg/25 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA TIOAAATIAH XYXKEYAZXIA (TEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/320 mg/25 mg emikaAvppévo pue Aentd vuévio diokia
aprodurivy/Baicaptdvn/vopoyrmpobeialion

2. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX)

KaBe dwokio mepieyer 10 mg aprodumivn (og aprodurivn Beovikn)) 320 mg Barcaptdvn kot 25 mg
VOpoyAwpobelalion.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo pe Aemtod vpévio diokio

IToAhamAr cvokevacio: 280 (20 kovtid TV 14) emkalvupéva e Aento vuévio diokial.
IToAlamAn cvokevocio: 280 (4 kovtid Twv 70X1) emkaAvppéva pe Aemtd VUEVIO dloKia.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GOAAO 0INYIDV YPNONG TPV AT TN YPNON.
Ao otouaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetatl og Béon, TV omoia dev PAETOLV Kal dev mpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY OPYAAEHX

Mn gpuAdooete og Ogppokpacio peyorvtepn tov 30°C.
DuAdoceTe 0NV OPYIKT) CLGKEVAGIN Y10 VO TPOGTATEVETAL OTO TNV LYPAGia.
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10. IAIAITEPEX NIPO®YAAZEEIX I'lA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TOQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/574/060 280 emikoAloppévo. pe Aemto vuévio diokia (ToAlamAn cuokevaoia,
20 xovtid tov 14 diokiov)
EU/1/09/574/059 280 emikoAvppéve pe AemTO VUEVIO d1oKia (TTOAAATATY GLOKEVAGIN, 4 KOVTIH

tov 70 diokinv) (Lovadmv d6ong)

13. APIOMOZX ITAPTIAAX

[oaprtida

14. TENIKH KATATAZH I'lA TH ATAGEXH

DoppoxevTikd TPOIOV Y1 TO OTOT0 ATALTEITOL LOTPIKT] CLVTOYTY).

| 15. OAHTIEX XPHZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Dafiro HCT 10 mg/320 mg/25 mg

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOZX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KOdKag (2D) mov pépet Tov meptin@Bévta LovadiKo avoyVOpPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIZTEX ENAEIZEIX IOY NIPEIEI NA ANATPA®ONTAI £TIE XYZKEYAXIEX
KYYEAHE (BLISTER) 'H LTI TAINIEX (STRIPS)

BLISTER

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Dafiro HCT 10 mg/320 mg/25 mg emkaAvppéva pe Aemtd vpévio diokia
aprodurivn/Boarcaptavn/vdpoyropodeialion

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®viro ooV rpiong: IIAnpoeopisg yro Tov yprjotn

Dafiro HCT 5 mg/160 mg/12,5 mg emikoloppéva pe Aerté vpuévio diokia
Dafiro HCT 10 mg/160 mg/12,5 mg emkolvppéva pe Aemtod vpuévio Sickio
Dafiro HCT 5 mg/160 mg/25 mg emkolvppéva pe LeTTo VPEVIO d1oKia
Dafiro HCT 10 mg/160 mg/25 mg emkalvppéva pe Aemtod vpévio diokio
Dafiro HCT 10 mg/320 mg/25 mg emkalvoppéva pe Aemtod vpévio diokio
aproduriv/Barcaptivn/vdpoyrmpobeialion

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLAOV YP1 OIS TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPLAGUPAVEL N UAVTIKEG TANPOPOPIES Y10 GG,

- DvAdETe avTd TO POALO 03N YLDV XpIoNc. Tows ypeaotel va To Sofdoete Eavda.

- Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

- H cvvtayn yio avtd 10 Qappoko xopnyndnke amokAloTIKG Yo 60G. AgV TPETEL VO SDGETE TO
Qappoxo og aAhovc. Mmopel va Toug Tpokarésetl BAAPT, axkopa Kot OTOV TO CLUTTOUOTO TG
acBévelag Toug elvar id1a pe Ta Sikd oag.

- Ed&v mapatnpnoete kdmowo avemBOUNT EVEPYELD, EVILEPDOTE TOV YIUTPO N TOV POPUOKOTOLD
60G. AvTd 1oyvel kot Yo kdbe mhovi avemBOUNTN EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV
@OALO 0Oy YpNone. BAéme mapdypago 4.

T wgpréyer To mapov eVALO 0ONYLAOV:

T eivon o Dafiro HCT kot o givon 1 yprjon tov
Tumpéner va yvopilete npv mapete to Dafiro HCT
o va napete o Dafiro HCT

[MBavég avemBounteg evépyeteg

o va pvidooete to Dafiro HCT

[epreydpeva g ovokevaciog Kot Aomég TAnpopopieg

oarwNE

1. Tu givar to Dafiro HCT kot wowa givor ) xpiion Tov

Ta doxia Dafiro HCT mepiéyovv tpeig ovsieg mov ovoudlovon aprodimiv, Boloaptdav Kot

vopoyrmpobelalion. Orec avtég o1 ovaieg fonbodv va eheyyBel n vyMAN apmplokn wieon.

- H apiodutivn avikel g pia opdon ovstdv Tov 0VORALOVTOL €OVOGTOAEIG TMV S1VA®Y
acPeotiov». H aprodutivn gumodilet nv €i60d0 tov 0oPecstiov 6To TOlY®OUN TOV OHOPOP®V
ayYel®mV, KOTL TOL OMOTPENEL TI GUGTOAN] TOV ULLOPOP®V AYYEI®V.

- H BaAcoaptdvn avhkel og pia opdoa ovcidv Tov oVOUALOVTOL KOVTAYWOVIGTES TV VTOS0YEWMY
g ayyeloteveivng II». H ayysloteveivn 1l mapdyeton omd tov opyovicpd Kot Tpokaiel T
GLGTOAN TOV AUOPOP®V ayYei®V, YeYovog mov av&avel tnv aptnplokn wieon. H faiocaptdvn
dpa avactéAovtog T dpdon g ayyelotevoivng 11

- H vépoyropoberalion aviket oe po opddo ovcimv Tov ovopdlovtot «Belalidtkd dtovpnTiKd».
H vépoyropobeialion av&dvel tnv dtovpnomn, 1) omoio exiong LEWDVEL TNV QPTNPLOKT] TTiEST).

Q¢ OMOTELEGUA TOV TPLOV OVTMV UINYOVIGUDV, TO. GLOGOPO. OyYEID YOAOPDVOUV KoL 1] APTNPLOKN

TECT] LEUDVETAL.

To Dafiro HCT ypnowomoteital yio TV avTIHETOMION TG VYNANG 0pTNPLOKNG TESTG 6€ EVAAIKEG
aocBeveic v onoimv 1 aptnplakn wieon £xel 10M ereyyBel kKabodg Aappdavouvv aprodimivn, faicaptdvn
Kot VOPoYA®PoBealidn Kot Tov popel va wEeANB0VV amd T Ayn VO S10KIOV TOL TEPLEYEL KO TIG
TPELS OVGIES.
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2.

T npéner vo yvopilete npw napete Dafiro HCT

Mnyv napete to Dafiro HCT

6€ MEPIMTOOT OV €loTe MEPLoGdTEPO OO 3 UV €ykvog. (Emiong cvvietatal vo amopedyete
to Dafiro HCT oto &exivnpa g gyxopocivng, PA. Tapdypogo kdnon.)

o€ MEPIMTOOT aALEPYiOG TNV AUAOSUTIVI 1] O OTOI0VGONTOTE OMOKAEIGTEG TV SIOAWDY
acfeotiov, v Parcaptdvn, TV vIPoYAwPoBelalidn, PapraKe ATd TOPAYWYO COVAPOVILIONS
(pdppoxa ToL ¥PNGLOTOOVVTAL Y10 BPAKIKES AMOIUDEELS 1] OVPOAOIUADEELS) 1| GE OTOLOONTTOTE
GAAO 076 TA GLOTOTIKA AVTOD TOV PaPUAKOL (avapépovtal otV TapPaypao 6).

Edv vopilete 6T pmopei va Exete alhepyia, cul{ntmorte pe Tov yiutpd oag npv ndpete To Dafiro
HCT.

oV EYETE NTATIKY VOGO, KATAGTPOPN TOV UIKPDV YOANPOp®V 6T0 NIap (YOAKY Kippmaon)), Tov
0dnyel 6T GLGGMPELGT TNG YOANG 6T NTap (YohdoTtao).

o€ TepinTwon mov £xete oofapd veppikd TpoPfAnuota 1| edv vrofdiiecte oe apokabapon.
€dv 0ev pmopeite vo mapdyete ovpa (avovpia).

€dv to emineda kKaliov 1 vatpiov 6to aipo oag eival ToAd yaunAd topdtt akolovbeite aymyn
Yo TNV avénon Tev emmédov kadiov 1 votpiov 6To aipd Gog.

€4V ta enineda 0oPECTION GTO aiplo oag givatl TOAD VYNAG TapOTL akoAovOEeite aywyn yio ™
peiwon tov emnédwv acPestiov 6To aipa cog.

€aqv £yete ovpikn| apBpitida (KpOoTaAlot ovpKoL 0&£0G GTIC apOPDCELS).

0€ MEPIMTWOT) OV £XETE WO10UTEPA YOUNAT ApTNPLOKN TTieon (VOTAoN).

0€ MEPIMTWOT) OV £XETE OTEVMOT TG AopTIKNG ParPidag (copTikn 0TEVWGOTN) 1| KAPIIOYEVEG GOK
(o katdotaon 0mov 1 kapdid dev gival og BEom va TapEyel apKeTd il GTO COL).

G€ TEPIMTOON TOV TAGYETE OO KAPSLOKT OVETAPKELN LETA OO [0l KOPOLOKT TPOGPOAN.

€dv &yete SoPnn N StaTOPAYILEVT VEQPIKT AEtTovpYia Kot AaUPAvETE aymyn e £va QAPLLOKO
OV UEIDVEL TNV 0PTNPLOKT TLEST] KO TEPLEYEL AALTKIPEVT).

Eav kamowo and Ta mopandve oyt yio £6ag, pnv ndpete o Dafiro HCT ko evypepdote o
ToTpo6 oOg.

Ipocidonomaosig Kot TpoPuvAGEES
Amevbovieite otov yatpd M Tov eopuakonold oag tpw tapete to Dafiro HCT

€av €xete TOAD YoUNAQ emimedo KOAlOL 1| poyvnoiov oto aipo cog (Le 1 Yopic COUTTOUATE
OMMG HVTKN adLVOLic, HLVTKOVG OTAGHOVGS, U PLGIOAOYIKO KOpdlakd puiuo).

€aqv €yxete yapnAd enineda varpiov oto aipo cog (Le 1 yopic COLUTTOUUTA OTMG KOTWOT),
GUYYLOT, LVIKEG CLGTAGELS, CTAGLOVG).

€av €yete oA LYNAQ emtineda acPectiov oto aipa cog (e N YOPIC CLUTTOUATA OTMS VOVTIO,
£UETO, OVGKOIMOTNTA, TOVO GTO GTOWAYL, GUYVI 00PN oM, diya, adVVaIC TOV LV®V Kol
GLOTAOT)).

eaqv €xete veppkd mpofAanuata, £xete vmoPAnbei og petapdoyevon veppo 1 cog £XouV TTEL OTL
£€YETE OTEVAOOT] TOV VEPPIKDY OPTNPLDV.

€dv Eyete NUOTIKA TPOPALOTAL.

edv &yete N elyote KOPOIOKN AVETAPKELD 1) GTEQAVINIO VOGO, 110iTEPA EAV GOG EYEL
ovvtayoypoenfei n péytotn d6on Dafiro HCT (10 mg/320 mg/25 mg).

€av €yete vmootel kapdlokn TPocPorr). Akolovdnote TIg 0dNYieg TOV YTPOD GOg Yo TNV
apykn| d6om mpooekTikd. O YoTpog oG UTOPEl EMiONG VO EAEYYEL TN AELTOVPYIO TV VEQPDV
00G.

€6v 0 Y10TpOG 0aG EXEL EVIUEPDGEL OTL £XETE GTEVWOT TV PBaABidwv TG Kapdds («oTévmon
NG QOPTIKNG ) TNG UITPOELOOVE») 1| OTL TO TTAYOG TOV LLOKAPSioL Gog eivat Tadoroyikd
avENUEVO (ovouALeTal KOmOPPUKTIKT VITEPTPOPIKT KAPSIOULOTADELD»).

€av mdoyete amd oAdootepovioud. [lpokeital yia pio voco, Kot TV 0moia To EvVeEPPidia
TAPAyouV AP TOAD omd TNV 0prdvn aAdootepdvn. Edv avtd epapudletar o 566G, dev
ouvviotdral n yprion Dafiro HCT.

€4v mdoyete amd pio vooo mov ovopAaleTol GLOTNUATIKOG EpLONUATMONG AbKog (ovoudleTot
emiong «Akog» | «ZEA»).

gav €xete drafntn (VYNAO eninedo GUKYAPOL GTO aipa).

€V €xete VYNAQ eMIMESO YOANGTEPOANG N TPIYAVKEPISI®V GTO QLo OO,

81



- €0V TAPOVOIAGETE SEPUATIKES OVTIOPACELS OTTMG e£AVOM U0, LeTd amd €kBeon aTov 0.

- €qv glyate oAAEPYIKT AVTIOPOOT) GE GALN QPAPLOKO Y10, TNV DYNAN 0pTNPLOK] TTieon 1
dovpnTiKd, WK bV ThoyeTe Omd AoOua Kot aAdepyiec.

- €av glote Appwotog (€peto 1 ddppola).

- €av €xete TpNEO, 10104TEPA GTO TPOSMTO KOl TO AUUO, EVO TOIPVETE GALD PAPLOKA
(cvumephapPavoléveV TV OVOCTOAEMY TOV LETATPENTIKOV VEDUOV). AV £(ETE ALTA T
ovumtopata, otapotinote vo taipvere to Dafiro HCT kot evnuepdote 1o yiotpd cog apuécwc.
Aev mpénet moté vo. Eavamdpete to Dafiro HCT.

- €av gupavicete KotMokd GAyog, vovtia, ueto 1 d1appoia petd tn Aqyn tov Dafiro HCT. O
yTpdg oag Bo amopacicet oYETIKA e TNV Tepartépm Oepaneio. Mnv otapoTnoeTe va Taipvete
to Dafiro HCT am6 pévot cag.

- £av moapovoidoete {aAn H/kar Mmobvpio katd tn Ogpomeia ue Dafiro HCT, evnuepdote 1o
YTPO GaG TO GLVTOUOTEPO dSLVATO.

- edv avtipetonilete peimwon oty 6pacn 1 TOVo 6Ta HATie. AVTa propel va eival COPTTOUATO
GLGOMPEVONG VYPOV GTNV AyYEWNKN OTRASA TOV 0PBAALOV (ATOKOAANGT) YOPLOESOVE) 1
avénong g mieong oto KAt Kot propel va eppavicfodv péoa o dpeg £o¢ i foopdda petd
™ AMyn tov Dafiro HCT. Avtd av dev aviuetoniotel, umopel vo 0dnynoet o udviun peioon
™G OpUGsNC.

- €4v Aappdvete, 0mOL0ONTOTE OO TO TOPAKAT® PAPIOKE TTOV XPTOLUOTOI0VVTOL Yia T Oepameia
™G LYNANG apTpLaKig Tieong:

- évav avactoréa MEA (v Tapddetypa evorlampiin, Aetvorpidn, papumpiin), wiaitepa
€qv €xete veppikd mpoPAnpata Tov oyetilovtan pe dapnT.
- QALCKIPEVT.

- av glyote epeavicel KapKivo Tov dEpUaToc 6To TapeAdov 1| av EKONADGCETE LN OVOUEVOLLEVES
deppotikég PAaPeg katd ™ dibpketa g Bepaneioc. H Bepaneia pe vdpoyropoberalion, Wdimg
Y0 LOKPOYPOVIOL Xp1ion o€ DYNAES 0OGELC, EVOEXETOL VO AVENTEL TOV KIVOLVO ELPEVIoNG
OPICUEVOV TOTOV KOPKIVOL TOL dEPUATOG KOl TV YEIMADV (U1 LEAVOUATIKOG KOPKIVOG TOV
déppotog). Ilpootatevere to dépa cag amd TNV NALKT KoL TNV LIEPLOIN akTvoPoliio KOTA TN
My tov Dafiro HCT.

- €6V TOPOVOIACATE AVATVEVSTIKA 1 TVELHOVIKA TpoPANLaTa (CupTEPIAAUBOVOLEVIG OAEYHOVIG
1 VYPOV GTOVG TVEDUOVEG) UETE 0d TPOSANYM LOPOYAPoBELalidng oto maperbov. Edv
gppavioete cofapn dvomvola 1| SuvokoAio oty avamvor petd tn Ay tov Dafiro HCT,
avalnmote dueoa wrpikn Pondeta.

O 10tpdg cag umopel va eAEYEEL TN VEQPIKT GG AEITOVPYLQ, TNV OPTNPLUKY GOG TTEST KOL TNV
TOGOTNTO T®V NAEKTPOAVTOV (TT.). KAAL0) OTO QoL GO G€ TUKTA S10GTHLATA.

B\éne emniong mAnpogopieg oty mopdypoapo «Mnv mépete to Dafiro HCT».
Edav kamoo amd To mapamwave 16yvel Y10 €64S, EVILEPOGTE TO Y10.TPO GG,

Modra kon £pnpor
Agev ovviotdral n xprion tov Dafiro HCT og maidid kot eproovg kato tomv 18 etmv.

Hiwopévor (nhikiog 65 eTov Kol Gvo)

To Dafiro HCT pmopei va ypnoponoteitar and dropo nhikiog 65 etdv Kot Gvo otny ida 661 Ommg
Y10, TOLC VITOAOUTOVG EVNAIKOVE Kail [IE TOV 1010 TPOTO OTC NON TAipVOVE T TP GLGTATIKG ONA. TV
aprodimivn, foicaptdvn Kot v vépoyAwmpobelalion. O niiopévol acbeveic, Wdiaitepa avtoi Tov
Aappavovy t péyotn 6601 tov Dafiro HCT (10 mg/320 mg/25 mg), Oa mpémet va ELEyyovv TaKTIKA
TV Tieomn TovG.
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Alha gappoxe ko Dafiro HCT

Evnuepmaote tov yiatpd 1 TOV QOPLAKOTOL0 GOG GV TaipveTe, £xete TPOSPATO TAPEL 1| Lopel va
nhpete aAia edpuaxa. O ylatpdg cog pumopei va ypeloctel va oAAGEEL T 6061 AVTOV TOV GAA®V
QUPUAK®V 1) VO AAPeL ALEG TPOPLAGEELG. ZE OPIGUEVEG TEPUTTMCELG UTOPEL VO YPELUCTEL VAL
SKOWeETE TN AMyn KATO0v amd ovtd To papraka. AVTO 1oYVEL IOITEPMG EAV YPTCLUOTOLEITOL
OTOLOONTTOTE OO TO PAPLLOKO TOVL TAPATIOEVTOL TAPAKAT®:

Mnyv to mépete poli pe:

. AlBwo (éva eapuaxo Tov ypnopomoteital yio ) Bepaneio opiopévev 0OV KatdOAyNg)-

. @appaka 1 ovoieg mov avédvovy TV TocoTNTO KoAlov 6T0 aipa cog. Xe avtd
GUUTEPTAAULBAVOVTOL GUUTATPOUOTO KAAIOV 1] VTOKOTACTATA GAOTOS OV TEPLEYOVY KAAO,
KOAMOGLVTNPNTIKA QapLoka Kot nroapiv,

. €av maipvete évav avaotoréa MEA 1 alokipévn (PAére emiong TAnpogopieg otV TOpaypopo
«Mnyv mépete to Dafiro HCT» kot «IIpogidomotoelg Kot mpouAGEes»).

Oo wpmel va, SIVETOL TPOGOYN LE:

. OWOTVEL LA, DITVAOTIKE YO Kot avonsOntikd (edpuaxo mov enttpénovy o aobeveig va
vroPAnBovv og yepovpyeio Kot AOTES S10d1KaGIES)

. apovtadivn (Bepameio yio ) vésov tov Parkinson, ypnotiponoteital eniong yio m Bepameio
™V TPOANYT OPIGUEVOVY 0oBEVEIDY TOV TPOKAAOVVTOL ATO 100G)

. OVTL{OAVEPYLKOL TAPAYOVTES (PAPLLOKO TOV YPTCLLOTOIOVVTOL Y10 TIV OVTLLETMTION LG

TOKIA0G dtaTapay®dV, OTOS YUSTPEVTEPLKOL omacLol, GTacUdg TG 0VPoddYoL KVoTNG, dobua,
vdG0¢ amd PETAKIVIOELS, LVikol omaopol, vooog Tov Parkinson kot og PonOnpa o€ avaicOnocio)

. OTOGUOAVTIKA @appaka Kot @éppaka Tov otafepomotovy tn diébeon, Ta onoia
YPNOUYLOTOLOVVTOL Y10l TNV CVTILETAOTION TNG EMANYING Kot TG SUTOAKNG dratapayng (T.y.
kapPBopalenivn, pavoBapPirdin, eavotoiv, pOGEAIVLTOIVT, TPYUOGVN)

. YOLEGTLPAUIVY, KOAESTIIOAN 1| AAAEG PNTiVEG (OVGIEC TTOV YPTGULOTOLOVVTOL KVPIME Y10, T
Oepamneio TV VYNADV EMTEd®V MTISI®V GTO L)

. oypactativn (PAPHOKO TOV YPNCUYLOTOLEITOL Y10 TOV EAEYYO TOV VYNADYV EMTEIDV TNG
YOANOTEPOANG)

. KuKAoomopivn (€va PAPLOKO TOV XPTGLULOTOIEITAL OTI] HETOUOGYELGT] YIo TNV TPOANYN TNG
ATOPPIYNG OPYAVAOV 1 Y10 GAAES KOTAGTAGELS TT.Y.: PEVLOTOELONG apOpiTida 1] OTOTIKY
depuatition)

. KUTTOPOTOEIKA PappaKa (YpnoiomotovvTal Yio T Oepaneio Tov Kapkivov), 0nmg puebotpetdn
N KUKAOPOOPOLION

. dryo&ivn 1 GAlec YAvkooideg SOKTVAITIONG (QPAPLAKN TTOV XPNGILOTOIOUVTAL Yo T Bepameio

KOPILOKOV TPOPANUATOV)
. Bepomapiin, ditialéun (pdppoka yio v Kopdid)

. OKLOLYPOOIKA LEGO 1030V (TOPAYOVTES TTOV YPTCLULOTOIOVVTUL Y10 OMEIKOVICTIKEG EEETAGELS)

. eappoaka yo tn Oepameio Tov dapntn (0md TOL GTOUATOG TAPAYOVTES, OTMG LETPOPUIVN 7
WWGOVALVECG)

. oappaka yuo T Oepameio tng ovpikng apbpitidag, OTMG 1 ACAAOTOVPIVOAN

. QapuoKa Tov Pmopel va avécouy ta enineda Tov caKyapov oTo aipa (B-amTokAEIoTES,
dwafo&ion)

. QAPLLOKO, TOV PTOPEL VOL TPOKOAEGOVV «TOADLOPET KoMK ToyvKapdio (torsades de

pointes)» (akovovVIoToug KopdlokoHg Taliong), OT®E avTiappvukd (eapuaka Tov
YPNOLOTO0VVTOL Yo TN Oepameio, KapdlakdV TPOPANUATOV) KOl LEPIKH AVTIYLYDOGCIKE

. QAPLOKO TOV UTOPEL VO LELWGOLY TNV TOGOTNTO TOV VATPIOL GTO aipla 6OG, OTMG gival To
AVTIKOTOOMTTIKG, TO AVTIYVYOGIKE KOl TO, OVTIETIANTTTIKG

. QAPLLOKO TOV UTOPEL VAL LELDGOLV TNV TOCOTNTA KAAIOL GTO aipo oag, OT®S TO SIOLPNTIKE
(dokia yio TV amofoAin) vepov), KOPTIKOGTEPOELON, KOOOUPTIKA, QUPOTEPIKIVI] 1] ] TEVIKIAAIVT
G

. QAPLOKO YLoL TNV 0ENOT TNG APTNPLUKNG Tieons dTwg adpevorivnn vopadpevarivn

. @apuaxe, Tov ypnoporotovvrat yio to HIV/AIDS (m.y. prrovafipn, wrtwvaBipn, veapwvafipn)

. Qappaka yuo T Oepameio TOV HUKNTINCIKOV AoUdEemV (T.). KEToKOVA OAT, 1TpaKovaloAT)

. QAPLLOKO TTOV YPNCLLOTOLOVVTOL Y0 TV 0160QayIKN e&EAkmon kal Aeypovn (kapBevoEoldvn)
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. (QAPLLOKO TOV YPTCLULOTOIOVVTOL Y10 TV OVOKOVQLOT 0O TOV TOVO 1) T1 GAEYUOVT], EWOIKA U
oTEPOELDELS aVTIPAEYLOVDOEIS Tapdyovies (MEAD), cuumepthapfavopéveoy TOV EKAEKTIKOV
avaoToAémv TG KukAoo&uyevaong-2 (avactoleic Cox-2)

. LVOYOAQPOTIKG (PAPLOKA YOl T XOAGPOGCT] TOV LVMV TOV YPTCULOTOI0VVTOL KOTA T SdpKELoL
YEPOLPYIKDV EMEUPACEDV)

. vitpoyAvkepivn kot GALA ViTpmOT, 1 GAAEG OVGieC TOV OVORALOVTOL «OyYELOOOGTAATIKAY»

. AOUTAL QAPLLOKO Y10, TNV AVTIILETOTLOT TG VYNNG 0pTNPLOKNG TTieong TEPAAUPAVOREVNS TG
uebvivtona

. pLpoumikivn (ypnolonoteita, yo mapadetypa, ya m Bepaneio g pupatioong),
gpvBpopvkivn, kKhapBpopvkivn (avTiPlotikd)

. St. John’s wort (to vrepikdv to dtdTpnTov)

. davtporévio (Eyyvon yio coPapég dtatapayés Tng Heprokpacitg Tov GAOUATOS)

. TAKPOALOVS (YPMOLLOTTOLELTAL YO VO EAEYYDEL 1] VOCOTONTIKT OITOKPLOT) TOL OPYOUVIGLOV GG,

dtvovtag T duvatdTNTA GTOV OPYAVIGHO GOG VoL deyDel TO LETALOGYEVUEVO OPYOVO),
. Brrapivn D kot droto acPeotiov.

To Dafiro HCT pg tpo@n}, 10T Kol owvomvevpotdon

To YKpEWIPPOVT Kot 0 YOUOG YKPEWTPPOVT deV Oa TPEMEL VA KATAVOADVETOL 0td TOLG AvVOpDOTOVG TOL
T0VG érovv ovvtayoypapnoetl to Dafiro HCT. Avtd cupfaivel emeidn 1o yKpEm@POLT Kot 0 YVUOG
YKPEWMPPOLT UITOPEl Vo, 00N YNGEL 0€ DENOT TOV EMTEI®V TNG SPACTIKIG 0VGI0G OUAOIITIVIG GTO
aipo, To omoio odnyel oe ampdPrentn avénon g avtvmeptactkng dpaong tov Dafiro HCT.
Evnuepdote tov yiotpd oog mptv KaTavoarOoeTe AAKOOA. To aAKOOA NTOpEl VoL TPOKAAEGEL
vrepPoiikn peimon g apTnplakng mieong kavn avénon g mavotntag {ding 1 Aurobupiog.

Kvnon, Onhaopdc ko yovipdnra

Kvnon

®o TPETEL VO EVIHEPADGETE TO YIUTPO 60 edv vopilete 6Tt eiote (N umopel va peivete) €ykvoc.
Kavovikd o yuutpdc ocag 0o cag cvotiost va otapatioste vo maipvete Dafiro HCT npw peivete
£yKvog N apécmg HoMG To pabete kot Ba oag cueTHoEL Vo Thpete Ao eappoko avti tov Dafiro
HCT. To Dafiro HCT 6gv cuviotdtat ota tpdto 6Tédio TG YKLUOSHVNG KoL 08V TPETEL VO
Aappdveton 6tav giote TEPIGGOTEPO ad 3 UNVAV EyKvog, Kabmg pumopel vo mpokarécel coPapég
PAGPeg oT0 LOPO GOG EGV YpNCILOTOLEITOL LETE TOV TPITO UNVOL TG EYKVHOCHVIG.

OnAacpodg

Evnueporote tov y10tpo cog edv Onialete 1) oképreote va Eekvnoete Onlooud. H aprodurivn €xet
Kotaderyel 0Tt TEPVAEL 6TO0 UNTPIK Yalo o€ pikpég moodtTeg. Aev cuviotdral to Dafiro HCT og
untépeg mov OnAdlovv. Edv embupeite va Onidcete o yiatpdc cog Oa emidhéEel AN Bepamneia yio Gog,
€101KA €AV TO LOPO GO¢ Elvar veoyEvvnto 1 Exel yevvn el Tpowpo.

ZNTNOTE TN GLUPOLAT] TOV YITPOV 1| TOL PAPLAKOTOLOY GG TPOTOV TAPETE OTOLOONTOTE PAPLLAKO.
0onynon kK yEPIGROS POV RATOV

To eappako avtd propei va cog tpokarécet {aAn, vavniio, vootia 1 tovoképaro. Edv mapovoidoete
OVTA TO COUTTAOUOTO, PNV 00N YNCETE 1} UMV XPTCLOTOUCETE EPYALELD 1] UNYOVEG.
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3. Mog va mapete 1o Dafiro HCT

[Tavtote va maipvete ovTO TO PAPLOKO QLGTNPE GOUPOVO, LLE TIG 001YiES TOV YloTpo cog. Edv €yete
apeiBoliec, pmTNoTe TOV YTpd 1 TOV Poprakomold cag. Avto Ba cag Bondnoet va £yete Ta KaAvTEPA
OTTOTEAEGILATOL KOL VO LLELDWCETE TOV KIVOUVO TOPEVEPYELDV.

H cvving 66om tov Dafiro HCT eivat éva diokio tnv nuépo.

- Etvon mpotipdtepo va AapPdavete to diokio v id1a dpa ke pépa. To mpoi elvar 1 kaivtepn
mpol.

- Na kotomivetre 1o d1okio OAOKANPO LE Eva TOTHPL VEPOD.

- Mmnopeite va maipvete to Dafiro HCT pe 1 yopig tpoen. Na unv naipvete o Dafiro HCT pe
YKPEWPOVT | YLUO YKPEUTPPOLT.

Avéoya pe To Tog avtamokpiveote otn Bepaneia, 0 YTpPOg GO UTOPEL VO GG TPOTELVEL LYNAOTEP
N xounAidtepn ddon.

Mnyv vrepBaivete ) 600m oL cag £xel cuvtayoypaendet.

Eav napere peyorvtepn 66on Dafiro HCT amé tnv kKavoviki

Edqv mpate katd Aabog mapa molrd diokio Dafiro HCT, evnuepdote apéong éva yatpd. Mmopei va
ypewleote wtpkn epoviida. H mepicoeio vypdv pumopel vo cuGGOPEVTEL GTOVG TVEVUOVESG GOG
(mvevpovikod oidnua) Tpokaidvtag dOoTvole oL uropel va avartuyfel £mg kat 24-48 dpeg petd ™
Mym.

Eav Egyaoete va napete to Dafiro HCT

Edv Eeydoete va mapete pio 666M avTod TOL PapUdKov, ThpTe TO LOALG To Bounbeite ko petd mopte
TNV endpevn d6on oag otn cvvndicuévn dpa. Eav tAncialel n dpa yio Ty endpevn 360, animg Oa
TPENEL VO TAPETE TO ENOLUEVO O1oKio TN cuvi N dpa. Mnv mdpete dimArn 6001 (dvo dokia pall) yo va
OVOTTANPOCETE TO O10KI0 TOV EgYATATE.

Eav stapaticste va waipvere to Dafiro HCT
H Saxonn tng Bepanciog pe Dafiro HCT propei va emdsvdoel Ty katdotaon cog. Mnv
GTOLOTAOETE VO TOIPVETE TO PAPULOKO GOC EKTOG EAV TO ATOPAGICEL O Y1TPOG GUG.

Na waipvere Tdvta 0016 TO PAPRAKO, AKOUN KL GV arc0dvesTE KOAG

Atopa pLe VYMAN apTNPLOKN TTiEGN GLYVE dEV TAPATNPOVY TLYOV O ULASLO TOV VITOONADVOLY
poPAnua. ITodroi aicBdvovion puoioroyikd. Eivol modd onuavtikd va maipvete autd To GAPROKO
aKpI®Og cOLE®VA PE TIG 00N YiEg TOL Y1OTPOD GG, MOTE VO EMTVYETE TAL KAADTEPH OMOTEAEGLLOTO KO
VO LLEIMGETE TOV KIVOLVO EUOAVIONG VETBOUNT®VY eVEPYELMVY. No TPAYLLOTOTOLEITE EMOKEYELS GTO
yYTpd, aKoOUN Kt €4V oloOaveSTE KAAG.

Edv éxete meprocoTEpEg EPOTNOELG GYETIKA [LE TN (PT|OT OLTOV TOL PUPLAKOV, POTCTE TO YUTPO 1) TO
QOPUOKOTOL0 GOG.

4, IMBavég avemOBOUNTES EVEPYELEG

Onwg 6ha To pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VoL TPOKAAESEL AVETIOVUNTEG EVEPYELEG OV
KoL 0gvV mopovotdlovtal 6€ OAOVE TOVS OVOPDOTOLG,.

Onwg og Kabe cLUVOVAGLO TOL TEPLEYEL TIG TPELS OPUCTIKEG OVGIES, O AVETIOVUNTEG EVEPYELES TOV
oyetifovtat pe 10 Kabe éva EeymploTtd cVoTOTIKO dEV UTopovV va amokAelsBovv. Ot avemBounteg
evépyeteg mov avoeépovtat yio to Dafiro HCT 1 yia pia amd T1g tpetg dpaotikég ovsieg Tov
(apAodurivn, Parcaptdvn kot vopoyAmpobelalion) avapépovTal TAPUKATM KOl LWTOPEL Vol
wapatnpnoodv ue m ypron tov Dafiro HCT.
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Mepukég avemBounTeg evépyeleg pmopel va givarl cofapéc Kar va ypelacTel GUECT) LOTPIKI)
ppovTida:

Yopfovievteite ApECMS TO YIOTPO 0OG EAV TOPOVGLAGETE OTOLOONTOTE U6 T aKOAOVO
CUUTTTONATO AP0V TAPETE AVTO TO PEPROKO:

2oyvéc (umopel va exnpeacovy ueypt 1 ota 10 aroua,):

Cakn
younAn aptnpraxy wicon (aicOnua aroviag, eAappdc TovokEParog, EaPViK andALo
ovveidnong)

Oy ovyvés (umopet va exnpedoovy uéypt 1 ara 100 dropa,):

cofopd petmpévn Tapayoyn ovpmv (LEtdUEVN VEPPIKT AgtTovpyio)

2rovieg (umopet vo. exnpedoovy uéxpt 1 aro 1.000 droua,):

ovTOLOTN opoppayio
AKOVOVIGTOG KAPALOKOG pLOUOG
NTATIKN SLoTOPoYn

Tlolb omavieg (umopel va exnpeaoovy uéxpt 1 oo 10.000 droua,):

Eapvikds ouptypds, Bmpakikd dlyog, S0omvold 1 SUGKOALD GTNV avamTvon

oldnua oto PAEQAPA, 6TO TPOCOMTO 1 6TA YXEIAN

oldnua 0T YAMOoW Kol TO AUUO OV TPOKAAODY coapr) SLGKOAIN GTNV ovaTVON

EVTEPIKO aryYEL00ION AL OO TOV EVIEPOL LE CUUMTAOUATH OTMG KOWAMOKO dAYyoc, vavTtia,
£1etog Kat d1dppota

coPapég depuratikég avtidpdoels, cupmepthapfovorévay Tov e&ng: évrovo deppratikd
e&avonua, kvidmon, epuBpotnTa Tov EPUATOG GE OAOKANPO TO GO, GOPAPOS KVNGUOG,
OAOKTOLVES, OMOPOAISMOT Kot 01dMa TOV dEPHOTOS, PAEYUOV TV PAeEVVOYOVOVY (GUVEpPOUO
Stevens Johnson, to&ikr emdepuiky vekpoivon) N GAleg oAAEPYIKEG AVTIOPAGELG

o&ela avomvevotikn dvoyépeta (ta onpeio Teptloppdvovyv cofapr SHGTVOLA, TVPETO, ASVVOLLIN
Kol oOyyuon)

EUPPUYUE TOV HVOKOPSIOV

QAEYLOVT| GTO TTOYKPENS, 1| OToio Umopel va Tpokarécel coPfapd KOAOKO GAYOG Kol 0GQLUAYia,
GLVOOELONEVT OO £VTOVO aicHN o Kakovyiog

advvopic, LEAGVIOGHLO, TUPETOG KOL GUYVEG AOUMEELG

oKopyio

Aowutég avemBOuNTEG EVEPYELES PUTOPEL VA ElvaL:
1oiv ovyvés (umopel va emnpedoovy mepioaotepa omo 1 oo 10 droua):

YOUNAO EMimedO TOL KAAIOV GTO aipo
avénon tov Mmdiov oto aipo

2oyvés (umopel va emnpeaoovy ugypt 1 ota 10 drouo,):

vITVNAia
aicOnua Taipmv (cuvaicOnon Tev ¥Tomev g Kapdidg cog)
éGoym
0101 L0 GTOVG BOTPAYAAOVG
KOWALOKO GAyog
oTOUaYIKN ducpopio LeTd Ta yedpOTO
KOT®ON
TOVOKEPOAOG
ooV ovpnon
VYNAG eMinedo 1oL oVPIKOV 0EEOC GTO Al
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YOUNAO emimedo payvnciov oto aipo

YOUNAO emimedo vatpiov 610 aipa

CaAn, MmoBupio og 6pBia otdion

petopévn opeén

vaoTio Kol EUETOC

eEavOnua pe payovpa Kot dAAoL TOTOL £EAVOLATOC
aVIKOVOTNTA Yo TNV emitevén 1 ) datrpnon otdong

Oy ovyvés (umopet va exnpedoovy uéypt 1 ara 100 dropa,):
TOLTOApIO
aicOnon mteploTpoeng
dlaTapayn e 6paong
oTopayIKn dvopopia
Bwpakikd dAyog
avénom ovplag, Kpeatvivng Kot ovptkod 0EE0G GTo aipa
VYNAO eminedo acPeotiov, Mmovg 1 vatpiov 6To aipa
peiwon kaAiov oto aipla
dvucdpeotn avamvon
diappota
Enpootopia
avEnon copatikod Bapoug
ammAelo 6pe&ng
Swatapayn aebnpoatog yevong
ocpuaAyia
oldnua o115 apBpdoELs
WUIKES Kpaumes/advvauio/movog
TOVOG O6TA AKPOL
advvopio opfoctaciog 1 fadicpatog pe pUGIOAOYIKO TPOTO
aduVOUie [ PUGLOAOYIKOG GLUVTOVIGUOG
{aAn katd v opboctacio 1 HETA TNV oK ON
ENenym evépyelag
dloTapayég vIvov
aicOnuo povdidopatog | pupunkioong
vevpomadeia
a1PVidla, TPOCSWPIVY ATMAELL CLUVEIONONG
YOUNAR apTnplokn Tieon kotd v opBootacia
Prixas
Aoybviac o
gpediopdg Aapod
vrepPorikn e@idpmaon
KVNOUOG
oildnua, epuBpoTNTO KO AAYOC KATé UNKOG oG eAEPag
gpuBpdTNTO GTO déPLUAL
TPEUOVALGHLO
petafoin 6160eong
0ryx0g
KaTdOAym
admvia
aAhoiwon g yevong
AmoBopuio
amMAELR TNG aicOnong Tov TOHVoL
OTTIKEG OLATAPOYES
PAAPN g opaiomg
Bountd ota avTid

87



QTEPVIOUO/ PIVIKT KOTAPPOT AGY® QAEYLOVIG TOV BAEVVoyOvoy TG LOTNG (pvitida)
ueTafoArn ot cuvhHBelo EKKEVOGNC TOL EVIEPOL
dvomeyia

TPYOTTOON

Kvnopode

SVGYPOUATIGUOC TOV dEPLLOTOG

dlatapoyn TG oVPNGNG

avEnuévn avaykn yio voyteptvi ovpnon
cuyvovpia

dvoeopia N SLOYKWOOTN T®V LOGTMV GTOVS AVOPEG
ToOVOC

aloOnuo Kakovyiog

UelwoT Tov GOUATIKOD BApovg

Zrovieg (umopet vo, exnpedoovy uéxpt 1 ora 1.000 droua,):

YOUNAO EMiTESO AUOTETAAIDV (LEPIKEG POPEG LE ALLOPPAYIN 1) LOADTES KAT® OO TO OEPUQ)
GAKYOPO GTO 0VPaL

VYNAO eninedo Gakydpov 6To aipo

emdeivwon g SnTikng LeTAPOAKN S KATAGTOONG

KotAtakn dvopopia

dvoxototnTa

NTOATIKES SLOTAPAYEG TOV PTOPEL VA TapoLGLaoTobV pali pe Kitpvo dépua kot 0QOaAOVG 1
oKoVPOHYPOLLE 0VPa (OLHOAVTIKT ovOLpio)

avénuévn evaioBncio Tov 6EPUATOC GTOV A0

KNAIOEG TOPPLPOV YPADUATOG GTO OEPLLAL

SaTapoyéG TOV VEPPOV

olyyvon

oAb oravieg (umopet vo. exnpedaovy uéypt 1 oto 10.000 dropa,):

UEL®UEVOG apOIOG AEVKOKVTTAP®V
LEl®oN TOV AUOTETOAI®V TOV UTOPEL VO 00N YNOEL G 0GLVNOIOTES EKYVUNDCELS 1] GE EVKOAN
TPOKANON a1poppoyiag (KOTaoTpoQt TmV epuOpPOKVLTIAP®V)
olonua TV OVA®V
UETEWPIOUOG (YaoTpiTIdn)
PAEYLOVI TOV TOTOC (MTTATITION)
Kirpiviopo Tov 0épuatoc (iktepoc)
avénon Tov NIOTIK®OV eVIOUOV TV LITOPEL VO, EYEL EMITTOOELS O OPIGUEVES LUTPIKEG EEETACELG
avENuévog PuiKog TOVOG
PAEYLOVI TOV ALLOPOP®V Oy YEI®MV GUVOOEVONEVT GLUYVE amd depuaTikd eEAvOn L
poTogvacincia
Sratapoyéc mov cuvdvalovy axapyio, TPOLO Ko/ dlatapayéc Kiviong
TVPETOG, TOVOAALLOG 1 EAKT GTO 6TOUA, 1O GLYVEG AoUdEELS (EAAetym N xaunAd eninedo
AELKOKVTTAPWOV)
oypd dépa, KOTMGT, OVGKOALD GTNV AVOTVOT), GKOVPOYP®LLO. 0VPO. (QUOAVTIKY avaipio, un
@LOI0A0YIKN oot EpLOPOKLTIAP®Y, £iTE GTA ALOPOPA OyYEin gite OTOLINTTOTE AALOD
GTOV OPYOUVIGHO)
GVYYLGOT, KOUPOGT], LVIKEG CLGTAGELS KOl GOGOL, YPIYOPT avamvor] (VITOYAMPOLLLKT
oaAkdAmon)

1GYVPOC TOVOG GTO TAV® PEPOG TNG KOWALAG (PAEYHOVH GTO TAYKPENG)
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SVOKOAIL, GTNV OVOTTVOT| LLE TTVPETO, PYO KO GLPLYLO, AAYAVIAGHO (AVOTVEVCTIKT SVGYEPELD,
TVELUOVIKO 010TL0l, TVELHOVITION)

eEavinuo oto TPOCoWTO, TOVOS GTIG APOPAOCELS, LLTKN dlatapayr], TVPETOS (EpLOMUATMOING
A0KOC)

QAEYLLOVT] TOV QUOPOP®V AYYEIMV LLE GUUTTOUATE OTTMG eEAVON LA, 1DOEIG-KOKKIVEG KNAIOEG,
TPETOC (ayyeutidn)

coPapn deppotonddeia mov Tpokaiel eEavOnpa, epvBpodeppiio, PAOKTAVES GTA YXEIAT, TOVG
0POoALODE N} TO OTONO, ATOAETIOT SEPLOTOC, TVPETO (TOEIKT EMOEPLIKT VEKPOALGT))

Mpn yvawarés (n ovyvotnto. oev umopel vo. extiunbei ue foon ta diabéoiuo dedouéva,):

e © o o o o o o

petaforés otic eEetdoelc alpatog yio TNV veppikn Asttovpyia, adEnon tov kadiov oto aipo
GOG, YOUNAO eminedo epLOPOV AOCPUPIWY GTO aipal
U1 QUGIOA0YIKOG EAEYYOC EPLOPOKVTTAPWOV
YOUNAO EMITESO OPIGUEVOV TUTOV AEVKOKVTTAPMV KO ALOTETAAIDV
avénon kpeatvivng 6To aipa
U1 QLGIOAOYIKOG EAEYYOC TNG NTATIKNG AELTOVPYiag
cofapd LELOUEVT] TOPAYMYT] OVP®V
PAEYLOVI TOV ALLOPOP®V Oy YEIDV
advvapio, LOA®TEG Kol cUYVES AOUMEELS (ATAAGTIKT ovorpLior)
peiwon oty 6pacn i TOVOG 6To LATIN GOC, AdY® TNG LVYMANG Ttieons (mibovd copmtdpoto
GLGOMPELGNG VYPOV OTN AyYELOKT] OTIPASA TOV 0POOALOY (ATOKOAANGT YOPLOESOVE) 1) 0EEWMG
YAOUK®UOTOG KAELGTNG YOVIOG)
dvomvola
coPopd Letdpévn mopaywyn ovpav (TBava onueio VEEpIKng dtoTapayng 1 VEPPIKNg
OVETAPKELOGC)
coPapn dEpLOTIKN VOGOG TTOL TPOKAAEL eEAVOT L0, KOKKIVIOHA TOV dEPLATOG, PAVKTOIVEC OTO
¥€IAN, ToL LATIO 1) TO GTOUM, OTOAETLOT TOL SEPUATOG, TVPETOG (TOADHOPPO epHOM L)
HoiKkog omacpdg
mopeToc (mupeia)
@LOOAIdEG 0TO Oéppa (oMUElD HIOG KATAGTAONG TOV KOAEITOL OEPUATITION TOUPOAVYDING)
KOPKIVOG TOV OEPUOTOC Kol TV XEMMVY (U1 LEAOVOUOTIKOS KOPKIVOS TOV OEPUATOC)

Ava@opd avemBOunTOV EVEPYELOV

Edv mapatnpnoete kdmola avemBountn evépyela, EVUEPMDOTE TOV YIUTPO 1 TOV QOPLOKOTOLO GOC.
AvT0 1oyeL Kot Yo kEOe Thavi] averBountn VEPYELD TTOL OEV OVOQEPETAL GTO TOPOV PDAAO 0O YDV
ypnons. Mropeite emiong vo avapépete avemBOuNTES evépyeleg angvbeiag, LEcm Tov Bvikon
GULOTILOTOG OVAPOPAG ToL avaypdpetol oto [lapdptnua V. Méom tng avapopds avembountov
gvepyelmv pnopeite va fonbnoete otn cLALOYN TEPIOGOTEPOV TANPOPOPLDOV GYETIKA LE TNV AGPAAELD
TOL TOPOVTOG PAPUAKOL.
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5. Iog va puidcscete To Dafiro HCT
To @appako avtd TPETEL VO UAACOETAL GE LEPT TTOVL OgV TO PAETOVV Kal OgV TO POAVOVV Ta TOLOAL.

Na pn ypnoponoteite 0vtd T0 PAPUOKO LETE TNV NUEPOUNVia ANENG OV aVAPEPETOL GTO KOVTL Kot
611 cvokevaoia kKoyéAng petd 1o AHEH/EXP. H nuepounvia Anénc eivat ) televtaio nuépa tov
VA IOV OVOQEPETOL EKEL.

Mn puAdooete og Ogppokpacio peyorvtepn tov 30°C.
duvrdooete 0TV OPYIKT] CUCKELAGIN Y10 VOL TPOCTOTEVETAL OO TNV VYPUCIOL.

Mnyv ypnoiponoteite onoladnrote cuokevacio tov Dafiro HCT wov givon koteotpappévn 1 epeovilet
evdeiels pBopac.

Mnv metdite PAPLAKO GTO VEPD TNG AMOYETEVGNC 1 OTA OKLOK(A amoppipota. Potiote tov
(QOPLOKOTTOLO GOG Y10, TO MG VO TETAEETE TAL PAPUAIKO TTOV OEV YPTCIULOTOLEITE T AvTtd T pétpa Oa
Bonbnoovv oty mpoctacio Tov TepPdAlovTog.

6. Iepreydpeva TG GVOKEVUGING KAl AOWTEG TANPOPOPIES
T agpréyer to Dafiro HCT

Dafiro HCT 5 mg/160 mg/12,5 mg smkaloppéve pe Aewtd vpuévio diokiao

O1 6paotikég ovsieg tov Dafiro HCT eivat n apdodutivny (og aprodinivy Beovhikn), n Boloaptdvn Kot
N vépoyAwpobelalion. Kabe emkaivppévo pe Aemtd vpévio diokio mepiéyel S mg aprodurivn (©¢
aprodimivn feovikn), 160 mg Baicaptdavn kot 12,5 mg vdpoyrmpobeialion

Ta GAA0 GLGTATIKA EIVOL KUTTOPIV LIKPOKPVGTAAAIKT], KPOGTOR130VT (TOTTOL A), AvLOPO KOAAOEIGES
nopttiov 0&gid1o, payvnolo oteatikd vapopeAloln (tomog vrokatdotaong 2910 (3 mPa.s)),
nolvaifvievoylukdin 4000, Tadkng, titaviov do&eidio (E171).

Dafiro HCT 10 mg/160 mg/12,5 mg emkoloppéva pe Aentod vpuévio diokio

Ot dpaotikég ovoieg tov Dafiro HCT givat ) apdodimivn (og apdoditivn Becvikn), N faicoptdvn kat
1N vopoyrwpoberolion. Kdabe emkaivppévo pe Aemtd vpévio diokio mepi€yel 10 mg aprodmivn (wg
aprodimivn feovikn), 160 mg Barcaptdavn kot 12,5 mg vdpoyrmpobeialion

Ta GAAo cuoTATIKA Elval KUTTOPIVI] LKPOKPLGTAAAKT], KPOSTOR130VT (TOTOL A), Avudpo KOALOEIGES
nopttiov 0&gidio, poyviotlo oteatikd,vrpopeAloln (tomog vokatdotaong 2910 (3 mPa.s)),
moAvatBvuievoyiorkoin 4000, Tahkng, Titaviov do&eidto (E171), sidnpov o&eidio kitpvo (E172),
ownpov o&eido epvbpd (E172).

Dafiro HCT 5 mg/160 mg/25 mg smukaloppéve pe Aemtd vpévio diokia

O1 6paocTtikég ovoieg tov Dafiro HCT eivar n apdodurivn (og aprodimivn Beovdikn), n Bokoaptdv Kot
1N vopoyAwpoberolion. Kdabe emkaivppévo pe Aemtd vpévio diokio mepi€yetl S mg aprodurivn (g
aprodimivn feovikn), 160 mg Barcaptavn kot 25 mg vopoyAwpobealion

Ta GAAo cuoTATIKA Elval KUTTAPIVI WKPOKPLVGTAAAKT], KPOGTOR130VT (TOTTOL A), Avudpo KOAALOEIGES

nopttiov 0&gidio, payvnolo oteatikd, vIpoueAAdln (Tomog vrokatdotacng 2910 (3 mPa.s)),
moAvatBvuievoyilokoin 4000, Taikng, titaviov do&eido (E171), sidnpov o&eido kitpvo (E172).
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Dafiro HCT 10 mg/160 mg/25 mg emkaioppéva pe Aentod vpuévio Sickio

O1 6paotikég ovoieg tov Dafiro HCT eivat n apdodunivn (og aprodimivy Beovrikn), n Baloaptdvn Kot
N vépoyAwpobelalion. Kabe emkadvppévo pe Aemtd vpévio diokio mepiéyel 10 mg aprodimivn (g
aprodimivn feovikn), 160 mg BaAicaptdvn kot 25 mg vdpoyAwpobealion

Ta dAL0 GLOTOTIKA Elval KUTTAPIVI LIKPOKPVOTUAAIKY], KpooToPdovn (Tumov A), dvvdpo KOAAOEIOEG
noptriov 0&gidio, poyvnolo oteatikd, VIPoueALdln (Tomog virokatdotacng 2910 (3 mPa.s)),
moAvatfvievoyivkoin 4000, Tahkng, Titaviov o&eidio kitpvo (E172).

Dafiro HCT 10 mg/320 mg/25 mg emkalvoppévo pe Aemtod vpuévio Sickio,

Ot dpaotikég ovaieg tov Dafiro HCT eivat ) apdodimivn (og apdodimivn Becviikn), N farcaptdvn Kot
N vopoyAwpobelalion. Kabe emkalvppévo pe Aemtd vpévio diokio mepiéyel 10 mg aprodimivn (mg
aprodirivn Beovikn), 320 mg Barcaptavn kot 25 mg vdpoyAwpobealion

Ta GAL0 GVOTOTIKA EIVAL KVTTAPIVI LIKPOKPVOTUAAIKY], KpOooToP1dovn (TVTov A), dvvdpo KOAAOEIGEG
nopttiov 0&gidio, poyvnolo oteatikd, vpoueAAdln (Tomog vrokatdotacng 2910 (3 mPa.s)),
moAvatdvuievoyivikoin 4000, Taikng, Titaviov o&gidio kitpvo (E172).

Epngavien tov Dafiro HCT kan epieydpeva TG svokevaciog

Ta emcoloppévo e Aemto vuévio diokia Dafiro HCT 5 mg/160 mg/12,5 mg givor Aevkd, mogdn
dokia kan avaypdaeovv «NVR» ot pio mhevpd kot « VCL» oty dAln. Méyeboc katd tpocéyyion: 15
mm (uiKog) X 5.9 mm (rhdrog).

To emkoroppéva pe Aemtd vpévio diokio Dafiro HCT 10 mg/160 mg/12,5 mg eivar avoytd-kitpiva,
®oedN dwokia kat avaypdeovv «NVR» ot pia mhevpd ko « VDL oty dAkn. Méyebog katd
npocéyyton: 15 mm (ufkog) X 5.9 mm (nAdroc).

To emkoroppéva pe Aemtd vpévio diokio Dafiro HCT 5 mg/160 mg/25 mg eivon kitpva, woedn
dokia kKo avoypdeovv «NVR» ot pia mievpd kot « VEL» otnyv dAAn. MéyeBog katd mpocéyyion: 15
mm (uAKoc) X 5.9 mm (rhdtog).

To emkoloppéva pe Aentd vuévio diokio Dafiro HCT 10 mg/160 mg/25 mg sivar kapé-kitpiva,
®oeldN dtokia kot avaypdeovy «NVR» ot pia mhevpd kot « VHLY otnv dAkn. Méyebog katd
npocéyyton: 15 mm (ufkog) X 5.9 mm (mAdroc).

Ta emcoloppévo pe Aemto vuévio diokia Dafiro HCT 10 mg/320 mg/25 mg sivan kopé-kitpva,
®oe1dN dokia kot avaypdeovv «NVRy» ot pia mhevpd kot « VFLy oty dAAn. Méyebog kotd
npocéyyton: 19 mm (ufxoc) X 7.5 mm (mAdroc).

To Dafiro HCT dwatifetan o cvokevooisg tov 14, 28, 30, 56, 90, 98 1 280 diokimv katl 6€ TOAMATAEG
ocvokevaocieg v 280 diokinv (amotehobvtal omd 4 KouTid, Tov To Kabéva mepiéyetl 70 diokia, 1

20 xovTid, Tov 10 Kabéva mepiéyel 14 diokin) Kol G€ VOGOKOUEINKES GLOKELAGIES IOV TEPLEXOVV 56,
98 1 280 diokia o€ SLATPNTN KLYEAN HovAd®V ddonc. Mmopel va unv dtatiBevion OAEC 01 GLOKELOGIES
o1 YOPU GOC.

Karoyog Adcrog Kvkrhopopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia
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Hopaokevactiig

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
ItaAia

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nvpeufépyn
Teppovia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeufépyn
Teppovia

INo omoladnmote TANPOPOPIn, GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEISTE VO
anevBuvleite otov Tomucd avtimpdowno Tov Katodyov g Adetag Kvihogopiag:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Buarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E)ado
Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

Espafia
Esteve Pharmaceuticals, S.A.
Tel: +34 93 446 60 00
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +3705 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungéria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 883 04 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888



France Portugal

Novartis Pharma S.A.S. Novartis Farma - Produtos Farmacéuticos, S.A.
Tél: +33 1 55 47 66 00 Tel: +351 21 000 8600

Hrvatska Romania

Novartis Hrvatska d.o.o. Novartis Pharma Services Romania SRL
Tel. +385 1 6274 220 Tel: +40 21 31299 01

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.

Tel: +353 1 260 12 55 Tel: +386 1 300 75 50

Island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: +421 2 5542 5439

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: 439029654 1 Puh/Tel: +358 (0)10 6133 200

Kvbmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

To mwapov @ULAO 0dNTIOV yprions avaBewp1Onke Yo TEAEVTAIO POPE GTIG
AdLeg TNYES TANPOPOPLOV

Aemtopepeic TAnpopopieg yio 1o pappoKo avtd givor dStabécyieg oto diktvako Tomo Tov Evponaikond
Opyaviepov Ooppdxmv: http://www.ema.europa.eu
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