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HEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 500 mg pacopevo diokia.

2. HOIOTIKH KAI MIOXOTIKH XYNOEXH

Kd&Be pacopevo diokio mepiéyel covkpopepikd 0Ev-vdpoleidio mov avrtictoryel oe 500 Mg cdnpov.
To covkpoeepikd 0&v-VdpoLeidio Tov TeplEYeTOL o€ Eva d1okio amoteleital and TolvTVPNVIKO 0&V-
3poteidio Tpiobevoig cidnpov (mov mepiéyel 500 mg o1dnpov), 750 mg cakyopolng kat 700 mg
apdrov (aporo tatdtag kot tpoledativomompévo dpvio apafoaitov).

[N tov TAnpn katdloyo Tov exdoywV, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Moocdpevo diokio.
Koapeti, kokAikd dioxio pe avdyiven évoeign PAS00 ot pia mievpd. Ta diokia £xovv diduetpo
20 mm ko téyog 6,5 mm.

4, KAINIKEX TIAHPO®OPIEX

41 OgpamevTikég evoeiEelg

To Velphoro gvdesikvotal yio Eleyyo TV EMTES®V TOV POGPOPOL 0pOL o€ EVAMKES aobeveiG ue
xpovia veppikr| voco (XNN) mov vroPdirovtot og aipokdaBapon (AK) 1 meprrovaikn kaBapon (11K).

To Velphoro gvdeikvutot yio EAeyyo TV EMITES®Y TOL POOEOPOV 0POD G€ TALSIATPIKOVE acOeVEig
nAiag 2 etov Kot dve pe XNN 4ov — Sov otadiov (Bacet puBuov onelpapatikig dumdnong
<30 ml/min/1,73 m?) | ue XNN vz6 kabapon.

To Velphoro 0a mpénet va ypnoipomoteitol 6ta Ao TOAOTANG OEPUTEVTIKNG TPOGEYYIONG, 1
omoia Ba propovoe va mepriapfavel courinpopa acpeotiov, 1,25-dwdposuPitapivn Dz 1 kdmoo amod

T OVOAOYA TNG N AGPECTIOMUNTIKG Y10 TOV EAEYYO AVATTVENG OGTIKNG VEPPIKNG VOGO,

4.2  Aocoloyio Kol TPOTOS XOPIYNONS

Aocoroyia

Aoon évaplnc yia evilixec kou gpnfouvc (=12 etwv)
H ocvvietduevn doon évapéng sivarl 1.500 mg c1dnpov (3 diokia) ava nuépa, SIoUOPAGUEVT] OTA,
YELLLATO TNG NLLEPOC.

Titlomoinon c 000N Kou oLVTHPNON VIo. EVIIAMKEC Kol gpnffouc (=12 etwv)

Ta eninedo Tov POSEAPOL 0pov Ba Tpémet vo TopakoiovfovvTal Kot 1 Tithomoinomn g 606MG TOL
GOVKPOPEPIKOL 0EV-VOPOEELdion Ba TPEMEL VO AEAVETOL 1] VO EAATTMVETOL LE TPOGAVENGELS TOV

500 mg cdnpov (1 dwokio) ava nuépa kabe 2 — 4 gfdopdadec péypt va emitevydel £vo amodekto EMIMESO
QPOCPOPOV 0poV, EMAKOAOVOOVLEVO OO TAKTIKY TOpoKOA0VON o).

YV KAMvIKn TpokTikn, 1 Oepaneia facileTor oty aviykn eAEYYOL T®V EMITESDV TOV POSEOPOV 0POv,
apdro mov ot aobeveic mov avtanokpivovtal oty Bepaneio ue Velphoro cuvnbmg enttuyydvouv ta
Bértiota entinedo pooOpov 0pov pe docelg tav 1.500 — 2.000 mg cdnpov avda nuépa (3 éng 4
dlokia).



e mepintmon TapdAeyng Hiog 1 TEPLOCOTEP®Y dOGEMV, Ba TPEMEL VAL GUVEYIGTEL 1] AW TG
KAVOVIKNG 0OGMG TOL PUPUUKEVTIKOD TPOIGVTOG LLE TO EMOUEVO YEDLLOL.

Méyiotn avekth nueprnoto, doon yia. eviilikec koa epnfouc (=12 stdhv)
H péyiot cuvictdpevn doon eivar 3.000 mg cdnpov (6 diokia).

Aoon evaplne, tithomoinon e dOoNS Kai ovVTPNon Yio. To1dLeTpLkods aobeveic (2 éwg <12 etv)

To Velphoro diatiBeton emiong og mdoiun kdévig o€ paxericko 125 mg yia yprjon o€ TodloTPIKovg
aocBeveic nliag 2 éog <12 et@v. H emAoyn Qoprokoteyvikng Hopeng e&aptdtal omd Ty nAlkia, tnv
TPOTIUNGT), TO YUPUKTNPLOTIKY KO T GUUUOPP®GT TOL acbevois. Otav yivetal petdfaon amod T o
LOPOT GTNV AAAT, TPETEL VAL PN GLLOTOLEITAL 1) 1010 GLUVIGTOUEVT dO0N. O1 GUVIGTONEVES OOGELG
évapéng Kot ot Tithomomaelg d6ong tov Velphoro yia tadiatpikovg acBeveic niikiog 2 €wg <12 gtdv
mapovctalovion otov [livaka 1.

Hivakag 1 Xvvietopeveg 06616 Evaping Kot TITAOTON|GELS 0001 YI0 TOdLOTPLKOVS aoBeveic
nakiog 2 £émg <12 gT®v

Hhxkia Hpepiow 66on AvEnoeig 1 perdoeg Méyiotn coviot@pEVY
ac0evoig (£11) évapéng d6onc nuepnoa d6on
>2 émg <6 500 mg 1251 250 mg 1,250 mg
>6 ¢w¢ <9 750 mg 125, 250 375 mg 2,500 mg
>9 g <12 1.000 mg 250 11 500 mg 3,000 mg

INo acBeveic nhikiag 2 g <6 eTmV, TPETEL va YopnyEiTaL 1) TOGLUN KOVIG, KOODG 1| LOpeN T®V
LOCMUEVOV SIoKIOV 0eV Elval KATAAANAN Y10 TN GLYKEKPIUEVT] NAKIOKT] OLLASO.

INo aoBeveic nhikiag 6 éwg <12 etdv, pmopoly va cuvtayoypapnovv pacopeva diokio Velphoro
avti yio 1 o cuvdvacud e v mocun koévi Velphoro, edv n nuepniota d6on eivar 1.000 mg c1d1pov
(2 pacouevo dtokia) 1 peyokvTEP.

Ta eninedo Tov POSEAPOL 0p0v Oa TPETEL Vo TapakoAovOoVVTOL KoL 1) TITAOTOINGN dOGTG TOV
GOVKPOPEPIKOL 0EV-VOPOEEIDION Do TPETEL VL ALEAVETOL 1] VO EAATTOVETOL UE NUEPTOLES
npocavénoels kébe 2 — 4 efdopddeg, péxpt va emrevyfel £va amodekTd ETIMESO POSPOPOV OPOL,
EMOKOAOLOOVUEVO OO TOKTIKN TOpaKoAoVON o).

Toudiozpioc tinBvouoc <2 etayv
H acpdlelo kon 1 amotelecpotikdtnto Tov Velphoro og maidid kdt® Tmv 2 Tdv dev €00V
tekunprwbei. Agv vadpyovv drabécipa dedopéva.

Neoppixn averapxsio,

To Velphoro gvdeikvutat yio EAeyyo TV ETTES®Y TOL POOPOPOL 0POD G€ EVAAIKES 0oOEVEIC Ue
xpovia veppikn voco (XNN) mov vrofdilovtat og aipokabaporn (AK) 1y meprrovaikn kabapon (I1K).
Agv vrapyovv dabéoyua Khvikd dedopéva yio acbeveic mov PpioKovial € T TPMOIUN GTAdLN
VEPPIKTG OVETAPKELDS.

Hrotikn overapreio,

AocBeveic pe cofopn NroTikn averapreln Eapédnay amd Tr GUUUETOYN OTIG KAMVIKEG LEAETEG KATA
TG omoieg yopnyNOnke covkpoPeptkd 0&v-vdpoteidio. QotdG0, dev TapaTnPRONKaY EVOeiEelc
NTOTIKNG OVETOPKELNG 1] GNILOVTIKNG S10rTapayNg TV NIaTiKdV evOOUmV Kot TIG KAVIKEG LEAETEG
KT TIG 0Moieg yopnynOnKe covkpopepikd 0&v-vdposeidio. ' TeplocodTEPEC TANPOPOPiES, BA.
mapaypapo 4.4




Hurxiouévor (>65 etwv)

To Velphoro &yet yopnynbsi o€ nepiocdtepovg amd 248 nlikiwpévoucs (>65 €1dv) cOUPOVA UE TO
EYKEKPIUEVO 0GOAOYIKO TyfLLa. ATO TOV GUVOAMKO aplOpd acBevmdY 6TIG KMVIKEG LEAETEC TOV
o0VKPOPEPLKOD 0EL-VOPOEEdio, To 29,7% NTav 65 eTdv Kot Avo, ved To 8,7% Ntav 75 eTdv Kot Avo.
2116 peEAETEG aVTEC gV PapUOGTNKAY EO0IKES KATELOVVTNPLES YPAUUES OGN KAt YOPTYNONG GTOVG
NAMKIOUEVOVS KOl T SOGOAOYIKA GYNUOTO OEV GUGYETICTNKAV e KATOL0 GNUaVTIKO {Tnua.

Tpomog yopnynong

Amo Tov 6TONOTOC XPNON.

To Velphoro givot éva pocdpevo diokio o omoio Ba mpénet vo Aapfdvetor Kotd ) didpkeio Tov
yeopdtov. [a m peyietonoinomn g amoppdenomng Tov STpoPkod pmGE POV, 1) GLVOALKN NUEPT GO
d0om OBa Tpémel va dropolpaletal ota YEOHOTO TNS NUEPAS. AgV amotTETOL 1] KATOVAAWDGT
TEPLOCOTEPOV VYPDOV amd T0 cLVNOIGUEVO Ao ToVG acbeveic Kot 1) Katavaimon Ba mpémet va
GLUHOPPOVETAL [LE TN dlatta TOV Tovg €xel opioet 0 yoTpdg Tovs. Ta diokia Ba Tpémet va pacmvtal 1
va Opoppotilovrat. Ta diokia dev TPEMEL VO KATATIVOVTOL OAOKAN PO

4.3 Avrevoeiteg

. YrepevoicOncio otn dpacTiKy 0VGia 1] 6€ KATOL0 0d To EKO0Y0 TOV AVOPEPOVTOL GTNV
napdypoeo 6.1.
. AYOYPOHATOON Kot OTOONTTOTE GAAT SLOTOPAYT) CLCCHPEVGNG GLONPOV.

4.4  E1dikég mpoctdomomcELg Kol IPoQuAGEEIS KaTd T ypion

IIeprrovitido, YooTPKES Kol NTOTIKES O10TapaYEC KO YACTPEVIEPIKT YEWPOVPYIKN exéuoon

Ot acBeveig pe TPOGPATO 16TOPLKO TEPTOVITIONG (KOTA TOVG 3 TEAELTAIOVG UNVEG), CNUAVTIKES
YOOTPIKEG 1) NIATIKESG StatapayEs Kat ol acBeveig Tov xovv voPfAnbei oe peilova yaoTpeviepikn
yepovpyiky eméufoon dev Exovv coumepingdel otic KAvikég pedéteg pe Velphoro. H Oepamneia pe
Velphoro Ba npénet va ypnoonoteitol 6€ 0vTo0g TOVC AGOEVEIG LOVO KATOTY TPOGEKTIKNG
a&10AdYNoNG NG OYXE0NG OPEAOVG-KIVOVVOU.

Y7répypmwon KOTpovmv

To covkpopeptkd 0&v-VIPOEEIdI0 UTTOPEL VO TPOKOAEGEL VTEPYPOOT) TOV KOTPAVOV (LodPO. KOTPAVOL).
H vrépypwon tov xompdvav (Ladpo ypdpe) UTopel OTTIKA VO OTOKPOYEL YOOTPEVTEPIKT] QLOpPpOyio
(BA. mapdypago 4.5).

ITAnpopopicc oyetikd e 1N coxyopoln kot ta duvia (VéoTdvOpaKes)

To Velphoro nepiéyet caxyapdln. Ot acbeveig pe omdvia kKAnpovopukd tpofinpota dvcaveiog ot
@povktoln, ducamoppdenom YALKOLNG-yolakTolne 1| AVETAPKELL GOVKPACTG-IGOUAATAGNC dgv Oal
TPETEL VoL AGBOVY aTO TO PAPUAKEVTIKO TPOTOV.

Mmnopei va gival emPBraPég yio o dOVTIA.

To Velphoro mepiéyet dpvro motdtog kat tpoleiativoromuévo duvio apapocitov. O dtafntikol
acBeveic Oa mpémel va AaPovv voymn 611 éva diokio Velphoro icodvvaypet pe 1,4 g vdatavlpdkwv
nepinov (1oodvvapo pe 0,116 povadeg youiov).

45 Aliemopdcels pe Giio QUPRUKEVTIKA TPOIOVTO KO AALES POPPES OAANAETIOPAOTG

To Velphoro oyeddv dev amoppopdtar amd T yooTpevieptkn 060. Iapdio mov n mbavdtnta
OAANAETIOPACEDVY |IE POPLOKEVTIKE TPOTOVTO POIVETOL VAL Elval YoUnAT, 1 TowTdypovn Oeparmeio e
(QOPLOKEVTIKA TPOTOVTA [IE OTEVO BEPATELTIKO EVPOG AMALTEL TNV TUPUKOAOVONON TOV KAVIKOV
OTOTEAECUATOV N TOV AVETIBOUNTOV avTIOPACEDY KaTd TNV Evapén 1 TNV TPOSAPLOYT TG O00TC £lTE



tov Velphoro &ite tov Tavtdypova yop1nyodUEVOD GOPUOKEVLTIKOD TPoiovTog. EvaAAaKTIKA, 0 Y1oTpog
Ba pémet va e€etdlet To evoeXOEVO PETPNONG TOV EMTEd®VY 610 aipa. Katd tn yoprynon
OTOLOVONTTOTE POPUAKEVTIKOD TPOIOVTOG TO OO0 Eival YVWGTO OTL AAANAETIOPA e TOV GidNpo (OTmG
1 adevopovdrn kot 1 doEukukAivn) 1 eivarl SuvaTO Vo CAANAETIOPA LE TO GOVKPOPEPIKO 0EL-
VOPo&eidio Baoet povo peketd@v in Vitro 6mmg n Aefobupolivn, 10 PapUAKELTIKO TPOioV Ba Tpémel va.
yopnyeitol TovAGyioToV pio dpa Tpv 1| 600 dpec petd ™ Aqym tov Velphoro.

Ot peléteg in VItro pe Tig mapakaTm dpacTikég 0Vaieg dgv £de1Eav Kamola GXETIKN aAANAenmidopacn:
OKETVAOGOAIKVAIKO 0&D, KePaAeEivn, KIVOKOAKETT), SITPoPLoacivn, KAOTOOYPEAN, EVOAUTPIAN,
VOPOoYA®Pobalidn, LETEOPUIVY, LETOTPOAOAT, VIQEdTivY, ToyAtaldvn Kot Kvidivr).

Melétec alindemidpdacewy Exovv mpaypotonomel povo oe vyieic eBelovtés. Ot peréreg Egovv
de€ayBel oe vyieic Avdpeg kot yuvaikeg acbeveig pe Aocaptavn, ovpocepion, otyo&ivr, Papeapivn
Kot opempaloin. H ovyyoprynon tov Velphoro dev emnpéaoce ) Prodiabeciudma avtdv tov
QAPUOKEVTIKMV TPOTOVTOV OMG HETPNONKeE amd TV TEPLoyn KAT® and v kapmoin (AUC).

Agdopéva amd KAMvikég peréteg Exouvv deilel 6TL To GoVKPoPEPIKO 0&V-VOPOEEIdIo dev emnpedlet Tig
emdpdoeic tov avactoréwv s HMG-CoA pedovktdong (m.y. atopPactativn kot cipupfactotivn)
6o0v apopd ™ peimon tov Mmdiov. Emmléov, post-hoc avolboeig amd khvikég peréteg katédei&av
6t to Velphoro dev &gl enintmon oty enidpoon ™ peimong g a0 g mapadopudvng (iPTH) tov
am6 Tov otopatog ovoroymv Bitapivng D. Ta enineda tng Prrapivng D kot g
1,25-3wopoéuPrrapivng D mapéuevay apetdfinta.

To Velphoro dev emnpedlet t1¢ e€etdoelg aviyvenong ailatog 6Ta KOTPave, e SOKIUAGIO YOLOTAKG
(Haemoccult) 1 avocoroywn dokpacia (iColo Rectal kot Hexagon Obti).

4.6 Tovipotnra, KONON KOt yarovyio

Kvnon

Agv vapyovv drabéoipa KAvikd dedopéva amd Ty kBecT Tov GoVKPOPEPLKOD 0EV-VIPOEELSIOL GE
£YKVEG YUVOIKEG.

Meréteg avamapay@yIkng Kot avartuElakig ToEkoTog o€ (Oa dev katédel&ay Kamoov kivouvo
OGOV a.POPE TNV EYKVUOGUHVT, TNV aVATTLEN TOL EUPPOV, TOV TOKETO KOl TNV avanTtuén HETE T Yévva
(BAéme mapdypapo 5.3). To covkpopeptkd 0&-vdpoceidio o Tpémer Vo YPNOUOTOIEITOL GE EYKVEC
YOVOIKEG EAV EIVOL TPAYLLOTIKG OVOYKOIO LOVO KATOTY TPOGEKTIKNG AEL0AOYNONG TNG GYE0NG OPELOVG-
KLvoLVoL.

Oniooude

Agv vrapyovv drabéoya KAvikd dedopéva amd ™ xpnon tov Velphoro og nidlovoeg yuvaikes.
E@ocov n amoppoenomn tov 6101pov and avtd T0 QUpPUOKEVTIKO Tpoiov gival ehdyiot (BA.
Tapdypo@o 5.2), givar aniBavn 1 amékkpion o1dnpov axd 10 GovKpPoPePtKod 0&v-vdpoeidio 6To
untpd yada. H amdépaon yuo ) cvvéyion tov Oniacpoo 1 tng Oepaneiog e covkpopeptkod
0&v-vdpoleidio Ba mpémel va AneOel cOUPOVA e TO OQEAT TOL BNAACHOD Y10 TO OO KO TO, OPEAN
¢ Oepomeiag pe Velphoro yia t untépo.

Tovipdtta

Aev vdpyovv dedouévo doov agopa TV enidpacn tov Velphoro otn yovipdtnta otov dvBpwmo. Xe
ueAéteg mov deénydnoav oe {ma, dev mapotnpOnKay avemBounTeg evépyeieg OGOV aPOpPa Tig
TOPOUETPOVS O1001K0GT10G TOV (EVYOPDUATOC, YOVILOTNTOG KO TOPAUETPOVE TOV VEOYVOD KATOTLY
YOPNYNOTNG GOVKPOPEPIKOD 0&EV-vdpoeidiov (BA. mapdypapo 5.3).



4.7 EmOopacels 6Tny IKaveoTnTo 001Y101NG KOl YEIPLGROV P aVI|LETOV

To Velphoro dev éxet kopia 1 £xel achuovin enidpacn oty KovOTTA 001yNONG KOl XEPICUOD
pnyovnpétov.

4.8 AvemOOunteg evépysieg

[IepiAnymn Tov TPOEIA ACPAAELNC

To tpéyov mpoeik acedieiag tov Velphoro Baciletal o yopriynon Bepomeiog e GovKpoeePIKO
0&v-vdpoteidio duapkelag £mg 55 efdopddwv oe cuvolkd 778 acBeveic Tov vtoPAnOnKay o
alpokdBapon kat og 57 acbeveig mov vrofAnOnkav ce meptrovaikn KaBapon.

e avtég TIg KMVIKES peAETeg, mepinmov 10 43% twv acbevdv epgdvice TovAdyiotov pio avemfountn
evépyewn Kotd T Bepoaneio pe To Velphoro kat 1o 0,36% tov avemBopntov evepyelidv avapépdnkoy
¢ coPapéc. H mietovotnra tov avemBOunTmv evepyeldv mov avaeEéptnikay and Tig LEAETEC NTOV
YOGTPEVTEPIKES OLATAPAYES, EK TMV OTOIMV 01 GLYVOTEPO avapepBeiceg avemBvuUNTEG EVEPYELEG TAV M)
SLippoLa Kot 1) VEPYPWST KOTPAV®V (ToAD cuyvég). H cuvipirtikny mhetoyneio avtdv tov

YOG TPEVTEPIKAOV dATAPOYDV ELPAVIGTIKE VOPIC KaTd T Stdpkeld Tng Oepameing Kol vToy®pnoe He
TNV TEPOS0 TOL YPAHVOL KOl TN GLVEXIG TS AMYNS TOL UPUAKOD.

Agv mapatnpndnkov 5060e£apTdUEVES TAGELS 6TO TPOPIA avemBOunT®V gvepyeldv Tov Velphoro.

ITivakog avemounTwy eVEPYEIDV

Ot avemBounteg evépyeleg mov avagéptnkoy oo t yprion tov Velphoro og d6ogig and 250 mg
ocwNpov/Muépa €mg 3.000 Mg ocdnpov/Muépa o€ antode Toug acbeveic (N=835) mapoatifevtar otov
[Mivaxa 2.

H ocvyvomta avapopdg evidocetol otic katnyopieg Todd cvyvég (=1/10), cuyvéc (>1/100 émg <1/10),
Oyt ouyvég (>1/1.000 €mg <1/100).



Mivaxkag 2 AvemOOUNTES EVEPYELEG TOV EVTOTTIGTNKAY 6E€ KMVIKES OOKLUEG

Katnyopia/opyaviké oAb ovyvég Yoyvég Oy ovyvég
ovotnua

Awtapayég Tov YrepacPeotionpio
LETAPOAIGLLOV KOl TNG YracBeotionpio
Opéyng

Awotapayé Tov Keporolyio
VELPIKOL GLGTNLOTOG

Awtapayég Tov Avcnvola
OVOTTVELGTLKOV

GULGTILLOTOG, TOV
Bdpoaka Kot Tov

uecobwpdxiov
Awotapayéc Tov Awgpporo* Novtio AldTaon g Kotkiog
YOG TPEVTEPTIKOV Yépypmon Konpavav Avorototnta lootpitda
"‘Epetog Kotaxm dvepopia
Avoneyia Avcoayia
Kotaxo dhyog laotpooicoparykn
Metewpiopog molwvdpounon (IOTIN)
Avoypopotiopog AvoypOUATIGHOC TNG
006VTOg YADGGCOG
Awtapayéc Tov Kvnopog
O£PLOITOC KOl TOV E&avonua
VTOSOPLOV 1GTOV
I'evikég Srataparyés kot A@bOowm yebon Koénwon
KOTOGTACELS TNG 0000 TPOTOVTOC

xopnynong

Ieprypaon emreyuévav avemBduntmv EVEPYELHV

*Algppota
H déppora mpoékvye 610 11,6% TV acbevdv mov coppeteiyay otig kKMvikég peétec. Katd tig
LOKPOYPOVIEG LEAETEC SLAPKELDG 55 efSOpAd®V, 1| TAEOYN (I AVTOV TOV aveETBOUNTOV
EVEPYELDMV SLAPPOLAG NTOV TAPOOIKES, TPOEKLYOV KOTE T TPMILA oTAdIO TNG EvapEng Tng
Oepamneiog kot katéAn&av og dtokonn g Oepaneiag oto 3,1% TV 0cbevav.

Houdwotpucdc TAnbuoude

To mpo@ik aopdretog Tov Velphoro o taudiotpikong (2 £mg <18 g1dv) kat eviilikovg aobeveic fTav
YeVIKA cuykpioo. Ot cuyvoTEPO AVOPEPOUEVES OVETIBVUNTEG EVEPYELEG NTOV SLOTOPAYES TOL
YOOTPEVIEPIKOD, GUUTEPIAAUPAVOUEVOV TG d1appotag (TOAD cuyvd, 16,7%), Tov euétov (cuyvd,
6,1%), g yoaotpitdog (cuyvd, 3,0%) kot g vagpypmong Tov Korpdvov (cuyva, 3,0%).

Avogopd mavoloyoduevev aveml@OunNTov EVEPYEIDV

H avagopd mboavoroyoduevmv avemdiuntov evepyeidv LET amd T YopnyNon Gdslc KUKAOQOpPIig
TOV QUPUOKELTIKOD TPOIOVTOG etvan onpavtiky. Emitpénet T cvveyn mapakolovOnon g oxéong
0PEALOVC-KIVOVVOL TOV QOPUOKEVTIKOD TPOIOVTOC. ZNnTeital omd Tovg EXOyYEAUNTIES VYELOC VO
avaPEPOVY OTTOLECONTOTE TOOVOLOYODUEVES OVETLOVUNTES EVEPYELEG LECH TOV EBVIKOD GVOTNUATOS
avapopdg Tov avaypdeetol oto [apdptnua V.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 Ynagpdocoloyio

Touyov mepmtdocelg vrepdocoroyiag tov Velphoro (m.y. vropwopataio) Oa Tpénet va
AVTIHETOMILOVTOL KOTA TIG TUMIKES KAVIKES TPOKTIKEC.

5. OAPMAKOAOI'IKEX IAIOTHTEXZ

51 ®@oppoKodVVIPIKEG 1O10TNTEG

Ddappokobeparevtikn katnyopio: Ora ta dAla Bepanevtikd Tpoidvia: appaka yo ) Oepameio tng
VIEPKOAMOIUING Kot TNG vIEpPSPaTatpiog, kodikog ATC: VO3AEQDS

Mnyaviopdc dpdong

To Velphoro nepiéyet covkpoeepikd 0&v-vdpoéeidio 1o omoio amoteleitar 0md molvmvupnvikd o&v-
vdpoéeidio tpiobevoig aidnpov (pn-FeOOH), caxyapdln kot dpvia. H déopsgvuon gocpdpov
TPOYUATOTOLEITOL LE TNV OVTOAAXYT] COUTAOK®V PETAED VOPOEVA-OLAd®V KA1 VEPOD KAl TV 1OVTI®V
PMSPOPOV OTIG PLGIOAOYIKEG TIHEG PH TG YaoTpevteptkng 0000.

Ta enineda POGEOPOL OPOV PEUDVOVTUL OG ATOTELECLO TNG LELWUEVTG ATOPPOPTOTG SLALTPOPIKOD
P®OSPOPOVL.

KMvikn omoteAeopatikdTnTo,

"Exet dte€ayBei pia khvikn perétn gdong 3 oe acbeveic pe XNN og kabapon yia va diepevvndei n
QOTEAECUOATIKOTITA KOt 1] a.o@dAeio, Tov Velphoro atov ev Aoym mAnbuoud. Avty n pedétn frov pa
OVOIKTT], TUYOLOTOMUEVT], EAEYYOLEVT LE EVEPYO OapLoKO (avOpaKikh cePelapépn), TapdAiniov
onadmV perén dibpketag £c 55 efdouddwv. tovg eviAikes aoeveis e vepPwo@atapia (emineda
e®cPOpov 0pov >1,94 mmol/l) yopnynHOnke covkpopepicd o&v-vdpoeidio ue doon évapéng 1.000 mg
ownpov/Muépa axorovBovevn amd o tepiodo Tithomoinong d6ong diapkelag 8 efdouddwy.
KaBopiotnke un katotepodmra Evavt g avBpaxikng oefehapépng katd t 121 efdopdada. Ot
acleveic e€axorovOnoay vo Aaufavouy 1o eapuako TG LeAETNG amd v efdoudda 12 £mg tnv
efdoudoa 55. Amo v efdopdda 12 mg tnv efoopdda 24, EMTPATNKAY TITAOTOWGEL 0OGNC Y10,
Adyovg avekTikOTNTOG Kot amoterecpatikotntoc. H Ogpaneia vrorinfuoudv acbevov and v
gfdopada 24 émg v efdoudda 27 pue docoroyia cuvtipnong covkpoeepikod o&v-vdpoeidiov (1.000
¢m¢ 3.000 mg odnpov/muépa) N yopmin 66om covkpoeepikod o&v-vdpoeidiov (250 mg
o1NPoL/MUEPR) KATEDEIEE VMOTEPOTNTA TNG SOCOAOYING GLVINPTONG.

¥ Merém-05A, 1.055 acbBeveic oe ayoxdbapon (N=968) 1 oe meprrovaixn kdbapon (N=87) ue
ehoPopo opod >1,94 mmol/L petd omd nepiodo Ekmivong 2 — 4 eBdopddmv e decUELTH
POCPOPIKMV, TUYaoTomOnKay Kot Eafav Oepaneia gite pe covkpoPeptkd 0&v-vdpo&eidlo, oe apyIkn
doom 1.000 mg cdnpov/muépa (N=707), gite ue evepyd oapuroko eréyyov (avOpaxikr cefelauépn,
N=348) yio 24 gfdopnddec. 1o t€Aoc TG efdopddag 24, 93 acbeveig o€ apokabopon TV onoiwy Ta
eMimEda POSEOPOL 0pov Ntav ereyyOueva (<1,78 mmol/L) pe yoprynorn covkpopeptkol o&v-
VOPOEELDIOV GTO TPMTO PEPOG TNG LEAETNG, EMAVA-TUYOLOTOIONKOV Y10 Vo, cuveyicovv T Bepameia
gite pe  ddom cvvtipnong 24 fdouadmv covkpoPepikon 0&v-vdpotediov (N=44 1 un
OTTOTELECLATIKO ELEYYO YOUNANG 060oMS 250 My cidnpov/nuépa, N=49) yio emmhiéov 3 gfdouddec.

Metd v olokAnpwon ¢ Mehétnc-05A, 658 acbeveic (597 oe arpokabapon kot 61 og mepitovaikm
KkdOapon) vroPAnOnKay og Oepameio otn pelét enéktaonc 28 fdouddwv (Merétn-05B) ite ue
cOVKPOPEPLKO 0&EL-VOPoEeidio (N=391) eite pue avBpakikn ceferapépn (N=267) cOppmva pe tnv
OPYIKT TOVG TUYALOTOINOT).

Ta péca eninedo poo@opov opov oy 2,5 mmol/l kot v évapén kar 1,8 mmol/l katd mv
gfdopada 12 yia to covkpopeptkd 0&v-vdpoteido (ueiwon katd 0,7 mmol/l). To avticToyo enineda



yuo Ty avBpakikn oefelapépn katd v Evapén nrav 2,4 mmol/l kau 1,7 mmol/l v efdouddo 12
(ueiowon kota 0,7 mmol/l) avtictoyo.

H peimon tov pocpdpov opov cuvinpnOnke ya mepiodo 55 efdouddwv. Ta enineda ¢ocEOpoL 0pov
KoL To EMmEd TPOIOVTOV aGPECTION-POGPOPOL LELOONKOY (OC OTOTEAECLLA TNG LEIOUEVNS
aTopPOPNONG SLUTPOPIKOD POCPOPOV.

Ta 106001 avTamdKplons, optloOIEVA MG TO TOGOCTO TV AGHeEVMVY OV TETVYE EMIMESA POGPOPOL
0poD eVTOG TOV GUVIGTMOEVOD EVPOVE GVUPVE e TNV [Ipotofoviio ITowvtntog ExPdoemv Neppikng
Nocov (KDOQI — Kidney Disease Outcomes Quality Initiative) tav 45,3% kot 59,1% xatd v
efoopdoa 12 kot 51,9% wan 55,2% watd v efoopndda 52, yio To GovKPoPePKd 0&v-vdpoEeidio Kat
v avBpakikn cefelapépn, avticTorya.

H péon nuepnota 66om tov Velphoro katd m didpkeia tmv 55 efdopddmwv Bepamneioc nrav 1,650 mg
o1Npov Kot 1M pécn nuepnota 06on avBpakikng ceferapépng nrav 6,960 mg.

Meteykprrikd dedousva

"Exet dteEayBel pia mpoontikn, pn mapepPatikn peteykprrkn pedé acepdrelog (VERIFIE) yo v
a&loldynon g Bpoayumpdbeoung kot pokporpodfeoung (€mg 36 uMveg) acedAslog Kot
anotelecpatikotnTag tov Velphoro o eviilikeg aobeveic vd apokdbapon (N=1.198) 1 meprrovaikn
kdBapon (N=160), ot oroior TapakorovdnBnKav 610 TAAicL0 TG GVVIBOVG KAMVIKNG TPAKTIKNG Y10l

12 éwg 36 pnveg (oudda avdivong aoedaieag, N=1.365). Katd tn didpkeia tng perétg, 1o 45%
(N=618) avtdv tev acbevov Adupavay tavtdypova Bepomeio pe dEGUEVTH/-EC POGPOPIKOY EKTOC TOL
Velphoro.

2NV opdda avaAVONG AGPAAELOG, OL TTLO GUYVEG AVETIHOUNTES EVEPYELEC NTOV 1] OLOPPOLN KO 1)
VIEPYP MO KOTPAVAVY, ToL avapEpOnkav amd 1o 14% (N=194) kot to 9% (N=128) 1oV acBevav,
avtiototya. H cuyvotnta gpodvions g didppotag oy vynAdtepn Katd tnyv tpmTn foopdada Kot
pewmonke ot diapkela g xpnons. H didppota tav Nriag Emg HETPLOG EVTAONS GTOVG TEPLGGOTEPOVC
acBeveic kot vToydpNoE otV TAEOYNEio TOV 0cBevdv evtdg 2 gfdopddmv. H vrépypmon Korpdvav
(Lovpa KOTPava) AVOUEVETAL KATA TNV OO TOL GTOUATOG ANYT CKEVAGUAT®V [E fACT) TO GidNPO Kot
Umopel OTTIKA Vo 0mokpOYEL YaoTpevteptkn arpoppayio. o 4 and ta 40 texpunpliopévo Tontdypova
oLUPAVTO YOoTPEVTEPIKNG alpoppayiag, N oxetilouevn pe to Velphoro viépypwon xonpdvov
avaépOnke ®¢ aiTlo Un oNUAVTIKNG KaBuoTEPNONG 0T S1dyVMOT| TNG YOOTPEVTIEPIKNG OLLOPPAYinG,
Yopic va ennpeactel 1 vyeio ToL acHevoDc. XTI VITOAOITEG TEPIMTMOGELS, eV AVOQEPOTKE
KkaOvGeTEPTION OTN JAYVOOT TNG YOGTPEVTIEPTIKNG QLOPPYiog.

Ta amoteAéopota TG HEAETNG AVTNG KaTEdEEaV OTL 1] AmoTEAEGHATIKOTNTA TOV Velphoro g
TPOYUATIKES GUVONKEG (GLUTEPIAAUPAVOUEVTG TNG TV TOYXPOVIC YPNONS GAL®DY OEGUEVTAOV
POSPOPIKMV 6T0 45% TV 060gvdV) TV GOUPMVN LE QVTHY TOL TAPATNPNONKE TNV KAVIKY] HEAETN
eaong 3.

Houdrazpukdc TAnOvoudc

H amoteleopatikdotnta Kot n ac@dieto Tov Velphoro o madiatpucong acbeveic niikiog 2 eTmv Kot
dvo pe XNN kot vreppooeataipio [ XNN 4ov — Sov otadiov (Bdost puOpod oreipapatiknig omdnong
<30 ml/min/1,73 m?) | pe XNN 76 kdOapon] peletOniay o€ KAWVIKY HEAETT] OVOIKTYG ETLGTLOVOT|G.
Oyd6vta mévte acbeveig TuyotomomOnkay oto okérog Bepaneiog pe Velphoro (N=66) 1| 610 okélog
Oepamneiog pe 0&kd acPéotio wg dpactikd eappako er&yyov (N=19) ywo pia mepiodo 10 efoopdadmv
Tithomoinong 86ong (otdoto 1), akoiovBolduevn amd mepiodo enéktaons ao@aielng 24 fdouddwny
(otddo 2). H mhetovotra tov acbevav nrav nikiog >12 etdv (66%). To 80% nftav acbeveig pe
XNN vrd kaBapomn (67% vrd apokdBapon kot 13% vd meprrovaikn kabapon) kot to 20% frav
acOeveic pe XNN un vroParirouevor og kébapon.

H mepropiopévn dapopd g mpog N PEIDOT TOV HECHY EMTESWDY TOV POGPOPOL 0POV OO TNV
évapén £o¢ o T€Log ToL 6Tadiov 1 oty opdda Tov Velphoro (N=65) dev TV GTATIGTIKG GNULOVTIKY



ko fjray —0,120 (0,081) mmol/1 (95% CI: —0,282, 0,043) Baosl vIOAOYIGUOV HIKTOD HOVTEAOL LE
TPAYUOTIKA dedopéva, ot omoiot £dei€av péoa enineda 2,08 mmol/l katd v évapén kat 1,91 mmol/I
070 T€A0g Tov atadiov 1 (ueimon kotd 0,17 mmol/l). H enidpacn datnpnOnke Kotd T didpKeLn TOL
otadiov 2, av kot moapatnpOnKay OpIGUEVES SIKVILAVGELG 0TI LLEGT] EMOPACT LLE TNV TAPOSO TOV
xpovov [0,099 (0,198) mmol/l (95% CI: —0,306, 0,504)].

To 1060616 TV 0G0eVOV HE ETTEIA POTPOPOV 0POV EVTOC TOV PLGLOAOYIKAV TIUMV ovENONKE Ao
37% xatd v évapén o 61% oto 1€hoc Tov cTadiov 1 kot NTav 58% oto Téhog Tov oTadiov 2, KATL
OV JELYVEL TN JATNPOVUEVN EMIOPACT] TOL GOVKPOPEPIKOL 0EV-LOPOLEIDioV GTN PEI®ON TOV EMTESDV
PmcPOPov. Meto&h TV aobevav e VYNAOTEPQ ETITESN POGPOPOV OPOV OO TIC PLGLOAOYIKES TIULES
v TV nAkio Katd v évapén (N=40), katadeiydnke otatiotikd onpavtiki peioon tov emmédov
PMGEOPOL 0poL amtd TNV Evapén €mg To TéAOG Tov otadiov 1, pe péon petaforn tov eayioctov
tetpayoveov (LS) [tumkd opdipe (SE)] —0,87 (0,30) mg/dl (95% CI: —1,47, —0,27, p=0,006).

To wpogik acedrerag Tov Velphoro 6tovg modiaTpikovs aobeveic rav yevikd cuykpiolpo pe exeivo
7oV giye mapotnpndel TpoNyoLUEVMG G EVIAIKOVG 0iGOEVELS.

5.2 @OoppoKOKIVITIKEG LOLOTITES

To Velphoro Aertovpyei decpedoviag @OGEOPO 6T YAGTPEVTEPIKT 000, GUVETMG 1 GLYKEVTIPMGT
PMSPOPOV 0poL dev oyeTIlETOL Pe TNV amoTeEAecHATIKOTNTA ToV. E&attiog Tov YopaktnploTikdv
adtodlvtoTnTag Kot omodounong tov Velphoro, dev givar duvat 1 dielaywyn TumKdv
(QOPUOKOKIVITIKOV UEAET®V, T.Y., KAOOPIoGUOG TOV GYKOL KOTAVOUNG, TEPLOYN KATM OO TNV KOUTOAT,
UEGOG YPOVOG TAPUUOVNG, K.AT.

Ye dvo peréteg pdong 1, e€nyon to copmépacua 0Tt T0 EVOEXOUEVO VITEPCIONPMONG Eival EAAYIGTO KOt
dev mapatnpnonkay docoesuptdpeveg EmOPACELS G LYIElG eBehoVTEC.

Amoppdonon

To dpactikd Tuqua tov Velphoro, pn-FeOOH, ivot mpaxtikd adidAvto kot dgv amoppopdtal. QoTd00,
T0 TPOIOV A0SO ONG TOV, LOVOTLPTVA €101 GIONPOL, UTOPEL VO OTOJOECUEVTEL OO TNV EMUPAVELL TOV
pn-FeOOH «ot va, amoppopnOei.

Agv d1evepynOnkav ot LEAETEG OAOKANPOTIKNG 0ToppOPNoNg o€ avOpmdmovs. Mn kKAviké peréteg o
dtdpopa €161 (apovpaiovg kot GKOHAOLE) KATESEIEV OTL 1] GLGTNUIKT UTOPPOPTGN NTAV TOAD YOUUNAT
(1% g yopnyoduevng d60ng).

H npdéoinym c1dnpov and ) padtoonpacpévn dpactikn ovoia Velphoro 2.000 mg cidMpov o€

1 nuépa diepeuvinke oe 16 acbeveig ue XNN (8 mpo kabapong kat 8 oe apokdbapon) kot o€ 8
vyteig eBelovtéc e youmid amobépata oidnpov (pepprrivn opov <100 mcg/l). Xtovg vyieic aobeveic,
M pHéon TPOSANYN PadOCNHACUEVOL 11 pov 6To aipa ftav 0,43% (ebpog 0,16 ¢wg 1,25%) katd tnv
nuépa 21, 0,06% ot acBeveic mpo kdbBapong (evpog 0,008 £wc 0,44%) kot 0,02% oe acbeveig og
arpokdBapon (evpog 0 £wc 0,04%). Ta emineda padlooNUAGHEVOL GLOPOL GTO OO NTAV TOAD
YOUNAG kot epropiloviav oo epubporvTTapa.

Kotavoun

Agv devepynnkav o1 HEAETEC OAOKAN POTIKNG KATOVOUNG 68 avOpdmoug. Mn-kAvikég peréteg o
dtapopa €161 (apovpaiovg kot 6kOAOLG) katédelEav 6Tt to pn-FEOOH dlavépetal omd 10 TAAGUN GTO
GUK®TL, GTN OCTANVO KOl GTOV HDEAD TV 0GTMV, KL YPT|CIUOTOLEITUL LEG® EVOOUATOONC 6T EpLOPA
olpLoceaipiaL.

Y1ov¢ acbevels, 0 amoppoPMUEVOS GIONPOG avapéveTaL va, dtaveun el ETioNg 6T OPYOVA-GTOYOVS, TT.X.

0TO GUK®MTL, GTI GTANVO, KOl GTOV HVEAD T®V 0GTMV, KOl va ypnoloroindel pécm evompiTtmong ota
epuBpad apoceaipia.
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Buougtaoynuationdg

To dpactikd tuqua tov Velphoro, niadn to pn-FeOOH, dev puetafoliletar. Qotd60, TO TPOIOV
anodopunong tov Velphoro, povordpnva €idn 6181pov, Propel vo amodeGUEVTEL O TNV EXLPAVELL TOV
TOALTLPNVIKOV TP15OeVODS G131 pov 0EV-VOpoLetdiov Kot va amoppoenBel. Khwvikég peléteg éxovv
katadei&el OTL 1 GuoTKNY aroppdPEN G TOL 61dNPov otd to Velphoro sivar yaumAn.

Ta dedopéva in Vitro vTodNAGVOLY OTL TO GVGTATIKA GOKYAPOING KOl UHAOD TNG OPACTIKNG 0VGI0G
umopotv vo, vToPANBoVV oe TEYN Kot LETATPOT| G€ YALKOLN Kol ppovkToln, Kot LoATOln Kot YAvkoln,
avtioTotya. AVT TO, GVGTOTIKE LTOPOVV VO ATOPPOPNO0VY GTO aipLa.

Amofol

Te peréteg ota {ha, katd Tig omoieg yopnyndnke n dpactikh ovsia *Fe-Velphoro ce apovpaiovg kat
6KOAOVG 0 TO GTOUA, O POSIOCT|LAGHEVOS GIdNPOS avakTOnke oTa KOTpova ahAd Oyl oTa ovpa.

5.3 Ipoxmvikd dedopéva Yo TV 06QIAEL,

Ta pun KAvid dedopéva dev amokaAdTToVY 1d1aitepo Kivovvo yia tov dvBpwmo pe Bdon Tig
SLUPOTIKEG LEAETEC PUPUOKOAOYIKNG OICQAAELNG, TOEIKOTNTOG ETOVAAUUPOVOUEVOV dOGEMV KoL
yovoto&koTNTaS.

O1 eMATOCELG TTOL TOPATNPOVVTAL GTN UEAETT TOEIKOTNTAG OTNY AVATTUEN TV EUPPO®V (OKEAETIKEG
HeTaPoAEg Kot EAMTTNG ooTeomoinom) oyetiloviat pe vVIePPOAIKT PUPLOKOAOYIN Kol KOTA OGO
mBavotnta dev apopolV Tovs 0obeveis. AAAeg LEAETES TOEIKOTNTOG GTIV OVATOPOYWYIKY] IKOVOTNTO
dev koTEdEIEaV avemBounTeg EVEPYELEC.

AteEnyncav pedéteg kapkivoyéveons oe movtikia Kot apovpaiove. Aev vripée kopio caeng Evoeidn
KOPKIVOYEVEST|G O TOVTIKIOL. XTOLG 0pOVPAions, mapatnpOnke vrepmAiacio Tov fAeVVoydVOL pE TO
OYNUOTIGUO EKKOATOUOTOG/ KOGTNG GTO TToD EVIEPO KOL GTO TVPAO EVIEPO TV TOVIIKAOV UETA OO

2 ypévio Bepameiog, aAld avtd Bempndnke og pepovapévn tepintwon mov eoptdral and 1o 160G
YOPIG TNV ELPAVION EKKOATOUATMV/KVOTAOV KOTA TN SIEVEPYELDL LOKPOYPOVIOV LEAETOV GE
0pOVPAIOVG | GKOAOVE. XTOVG apoLPioVS, VTTNPEE EAAPPDOS AVENUEVT] GLYVOTNTO ELPAVIONS
kaAon0ovg adevapotog kKuTtdpmv C 6Tov BUPEOELDT TOV UPCEVIKMY apoVPaimY OEGOUEVNC TNG
VYNAOTEPNG DOGNG TOV GOVKPOPEPIKOV 0EL-VOPoLEdion. AvTtd Bempeitarl 6Tl opeileTon KOTA TAGO
TOAVOTNTO TNV TPOGUPUOYT GTIC PUPLUKOAOYIKES EVEPYELEC TOV PUPUAKEVTIKOD TPOIOVTOG Kot Oyl
OTIG KAMVIKEG.

6. DPAPMAKEYTIKEX IAHPO®OPIEX
6.1 Katdroyog ekdodymv

I'evon kdKKIVOL LOVPOL TOL dACOVG
Neogonep1dtvodwdpoyorkdvn

2TEOTIKO PLOyVT|Gl0

AvV0opo KOALOELOEC TTLPITIO

6.2 AcvpPatoéTnTeg

Agv gpoppdletar.

6.3 Awdpxkera ong

3 ypdvia

Avdpreta {ong petd and 1o TPAOTO Avoryra TG eLaAng: 90 nuépeg
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6.4 Idwitepeg TPOPULAEELS KOTA TN QUAOEY TOV TPOTOVTOG

dvAdocete oTNV OPYIKN CLGKEVAGIN Y10 VO TPOGTATEVETAL OO TNV LYPAGIO.

6.5 @¥on Kol GVETOUTIKG TOV TEPLEKTY

D16 TorlvaBvieviov vyning mokvotntog (HDPE) pe ndpo ac@aieiog ToAvTpomTuAEVio Yia Toldtd
KO ETAYOYIKT GOPAYION LETAAAKOD QUAAOV pe amo&npavtikd poplokd kdokivo Kot Bappdit. Meyéon
ocvokevactov e 30 7 90 pacmpeva diokia.

Alovpvévia oppayion/cuokevacies Koyehdv (blister) acpoleiog yio Toadld e S1dTpnTn TEPLOYN Y10
Kkd0e d0om, OTOL KAbE TakETO TEPLEYEL 6 Lacmdpeva dlokia. Xvokevaocies pe 30 X 1 poohpeva diokia 1
moALomAEg cuokevacieg pe 90 (3 cvokevacieg pe 30 X 1) pacouevo diokia.

Mmnopet va. unv KuKAOQopoLV OAEG Ol GUGKEVAGIEC.

6.6 Idwaitepeg TPoPVAGEELS ambppLyYNg

Kd&Be aypnoiponointo poappokevtikd mpoidv 1 VIOAELUN TPETEL VO OTOPPITTETAL GOUPDVO, [LE TIG
KOTO TOTOVC 16 VOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France

100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAlio

8. APIOMOZX (OI) AAEIAX KYKAO®OPIAX

EU/1/14/943/001

EU/1/14/943/002

EU/1/14/943/003

EU/1/14/943/004

9. HMEPOMHNIA ITPQTHY ET'KPIZHX/ANANEQYXHY. THX AAEIAX

Hpepopnvia tpmng £ykpiong: 26 Avyovotov 2014
Huepopunvia tehevtaiog avavémong: 25 Maptiov 2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPoPopieg Yo TO TOPOV PUPHOKEVTIKO TPOioOV givar d1a0écieg otov SikTvaKd TOTO
t0v Evponaikod Opyavicpotd ®apupdkmv: http://www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 125 mg néoiun k6vig 6€ pakelicko

2. IMOIOTIKH KAI ITOXOTIKH XYNOGEXH

Kd&Be paxeriokog mepiéyetl coukpopepikd 0&Eu-vdpoeidto mov avtictolyel og 125 mg cdnpov. To
GOVKPOPEPIKO 0EL-VOPOEEIDIO TTOV TTEPLEYETOL GE VOV PUKEAITKO TOGIUNG KOVEWDC ATOTEAEITOL OLTTO
ToALTLPTVIKO 0EV-VOPOEEIdIO TP1EOEVOVG 51 POoVL (oL TTEPLEYEL 125 mg cidnpov), 187 mg
caxyopoing kot 175 mg apoiov (dpvio matdtog kot tpolelativomonpévo Apvio apafoscitov).
[N tov TAnpn katdloyo Tov exdoywV, BA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

[ooyun kdvig og QokeLioKO.

H mooun xévig £xetl KapeKOKKIVO YpmUa.

4. KAINIKEX TAHPO®OPIEXZ
4.1 OgpamevTiKEg EVOEiEELg

To Velphoro gvdesikvotal yio Eleyyo TV EmTES®YV TOV POGPOPOL 0pOL o€ EVAMKES 0oBeveiG ue
xpovia veppikn voco (XNN) mov vrofdilovrat oe aipokabapon (AK) 1 meprrovaikn kabapon (I1K).

To Velphoro gvdgikvutat yia EAeyy0 TV EMIES®Y TOVL POOPOPOL 0POV G€ TAUSIATPIKOVG 0oeveig
nikiog 2 etov kot ave pe XNN 4ov — Sov atadiov (Pdoel puOuod crepapatikng dmbnong
<30 ml/min/1,73 m?) | ue XNN vz6 kabapon.

To Velphoro 0a mpénet va ypnoipomoteitol 6ta Ao TOAUTANG OEPUTEVTIKNG TPOGEYYIONG, 1
omoia Oo uropovce va meprlapfavel couminpou acpeotiov, 1,25-dwdpolufrrauivn Dz 1 kdmoto amd

T OVOAOYA TNG 1 AGPECTIOMUNTIKA Y10 TOV EAEYYO AVATTLENG OGTIKNG VEPPIKTG VOGOV,

4.2  Aocoloyio Kol TPOTOS YOPIYNONS

Aocoloyia

Aoon évoplne, ithomoinan d0anc Kol avvtipnon yia Tololorpikovc acbeveic 2 éwc <12 gty
O1 cuvioT®pEVEG 0OGELS EVaPENG Y1a TIG S1APOPEG NAKLAKEG OLLASEG TAOLUTPIKOV 0eOevmdv
napotifevtat otov [ivaka 1.

Hivaxkag 1 Xvvietopeveg 0661 Evaping Kot TITAOTOMGELS 6061 Y10 TOOL0.TPIKOVS 0o0eveig
nikiog 2 £0g <12 gT®v

Hhkia Hpepiow 66on AvEnoeig 1 perdoeg Méyiotn covioTOpEVY
ac0evoig (£11) évapéng d6ong nuepnioa d6on
>2 ¢wc <6 500 mg 1251 250 mg 1,250 mg
>6 ¢wc <9 750 mg 125, 250 1 375 mg 2,500 mg
>9 €wg <12 1.000 mg 250 11 500 mg 3,000 mg

Ta enineda Tov POCEOPOL 0pov Ba TPENEL vV TapaKoAovBobVTAL Kot 1] TITAOTOINGT dOGNG TOV
GOVKPOPEPIKOL 0EV-VOPOEEIdion Ba mpémel va av&aveTal 1 vo eAaTT@VETOL piot popd KaOe dvo
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€POOLAOES e TPOCAPLOYT TS NUEPNOLG 060N dwG LITodelkvoetal otov Tlivaka 1, péypt va
emrevyDel £va amodekTd MInEdO POSPOPOV 0POV, EXAKOLOVOOVUEVO OO TAKTIKN TOPOKOAOVONGN.
TNo acbeveic nhikiog 6 Emg <12 g1dv, pmopodv va cuviayoypaenfovv pacopeva diokio Velphoro
avti yio 1 o€ cuvovaoud pe v mooun koévi Velphoro, sav n nuepnoto d6on givar 1.000 mg 61dmpov
(2 pacdpeva dokia) N peyolvtepn.

Ye mepintoon mapdrelyng piog 1 TEPIEGOTEP®Y 00cEMV, Ba TPEMEL VoL cLVEXIGTEL | AWM TNG
KOVOVIKTG 006G TOL PUPUAKEVTIKOD TPOTOVTOG LUE TO EXOUEVO YEVLLA.

Emiriéov popon xou wepiekurxdtyro diobéoiun

To Velphoro diatiBeton emiong pe ) popen pacodpevov diokiov (500 mg 61dnpov) yia xprion o
EVINALKOLG Kot TandlaTpikovg acbeveic niwiog 6 etdv Kot dvo. H emhoyn @appokoteyvikng Lopeng
e€aptaton amd TV nAkia, TNV TPOTIUNON, TO YOUPAKTNPIGTIKA KOl TN CUUHOPPMOOT) TOV 060EVOG.
Orav yiveton petéfoon amd ™ pio poper| oty GAAN, TpEREL va, xpnoiponoleital 1 id1 cuVIGTMOUEV
d0on. To Velphoro e popor| mdéoyung kdvewg dev €xet peretnBel oe evikes. ['a aoBeveic niwciog 2
€m¢ <6 €TV, TPETEL VAL YopnYEiTtaL 1 TOGIUN KOVIC, KAOMG 1) LOPPT| TOV LOUCOUEVOV SIoKI®mV OgV eivat
KOTOAANAN Y10 T GUYKEKPLEVT] NAIKIOKT] OULAdAL.

Toudiozpikoc tinBvouoc <2 etayv
H acpddelo kot 1 amotelespotikdtnto 00 Velphoro o€ maidid kdto Tmv 2 eTdv dev €00V
tekunpwbei. Agv vépyovv drabéoipa dedopéva.

Negppixn overdpxeio,

To Velphoro gvdegikvotal yio Eleyyo TV EMTES®Y TOV POGPOPOL 0pOL o€ EVAMKES aobeveiG ue
xpovia veppikr| voco (XNN) mov vrofdAirovtor og aipokdBapon (AK) 1 meprrovaikn kaBapon (11K).
Agv vrapyovv dabéciua KAvikd dedopéva yio acbeveic mov Ppickovial € To TPMIUN GTAdLN
VEPPIKNG OVETAPKELNG.

Hronixn overdpxreia

Acbeveig e cofapn nrotikn averdpkelo eEopédniay amd T CLUUETOYXN OTIS KAMVIKEG LEAETEC KOTA
TG omoieg yopnyNOnKe covKpoPeptkd 0&v-vdpo&eidio. Q2oT0G0, dev TapaTnPRONKay EvOeilels
NTOTIKNG OVETAPKELNG 1 OTLOVTIKNG SLOTOPAYNG TOV NRATIK®V VIOV KOTA TIG KAVIKEG LEAETES
KaTd TIC 0mmoieg yopnynonke covkpopepikd 0&-vdposeidlo. I'a teplocodTEPEC TANPOPOPiES, BA.
mapaypapo 4.4.

Tpdroc yopynong

Amo Tov 6TONOTOG XPNOT.

["a ™ peylotonoinomn g amoppdENGNG TOL SUTPOPLKOD POSPOPOL, | GUVOAIKT NUEPTTLL SOON
(oMo apOuog pakeliockwv) Oa Tpémet va dtopuolpdleTol oo KOPLe YELLOTA TS NUEPOC, dNAadT oTa.
yebpata e T HeyaADTEPT TEPLEKTIKOTNTA GE POCPOPO. Otav 0 GUVOALKOS aplBUds PakeAIoK®Y OV
UTOPEL VO Y®PIOTEL IGOUEPDS PETAED TV KOHPLOV YEVUATWOV, TO VIOAOUTO TNG 600G Ba Tpémet val
Aappdvetar pe €va 1 dV0 Kopa yevpata. O BEATIGTOS TPOTOC YOPNYNONG TNG GUVOAIKNC NUEPTIOLOG
d0omg tov Velphoro mpénetl va amopacileton pe fdon 1o mpdypappa datpopnc kabe achevoug.

[pwv and T yopnynon, n moéciun kévig Velphoro Oa mpénet vo, avopetyvoeTal e Lo LIKPT TOGOTNTA
UOAOKNG TPOPTG (.Y, TOLPE UNAOL) 1 UE 1N avOpoaKovyo PO 1} VEPO Kot Vo AaBAvVETOL [LE TO
yeopoto. o Ty evoidpnon Kabe pokeAokon TOGIUNG KOVEWDG OTOTOVVTAL TOVAN)IGTOV 5 ml vypov,
Y. 2 poakeAiokol TpEnel va evaiwpovvtal o€ 10 ml vypod tovidyiotov. H mocotnta tov vypod pmopsei
va. ovénbei, OGOV 1) GUVOAIKT MUEPNGLY TTPOCANYT VYPDV TAPOUUEVEL EVTOC TOV SUTPOPIKDV
odnyudv kdbe acbevoug.

O acBeveig Tpémel va Aapfavouvv v mooiun kvt Velphoro gvtog 30 Aemtadv petd v evaudpnon. H
noéoun kovig Velphoro dev mpénet va Ogpuaivetar (.. 6€ poOpvo UIKPOKLUATMV) OVTE VA
npootifetat og (eoTég TPOoPEG 1 VYPA. To pelypa Tpémel va avadedeTol KoAd, kabdg 1 KOVIG dev
SLOAVETAL EVIEAMG KOl TTOPOUEVEL GE HOPPT] EVOLMPAUOTOS KAPEKOKKIVOL YPOUATOG. AV ¥petdleTal, TO
evaumpn o Oo TPETEL VO EMOVEVOLMPEITAL APESHOG TPV OO TN YOPNYNON.
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H ovvtayoypoaenuévn d6om ndécung kovemg Velphoro petd tnv evoaidpnon o vepd, Ommg
epLyphpeTOL TApUTAVE, UTopel va yopnynOel péow Kabetnpa eviepikng oitiong peyébovg >6 FR
(yoAdun kAipoake). AkolovBnote Tig 0dNYieg TOV KATOOKEVAGTY TOV KAOETHPA GITIONG Y100 TN
YOPNYNON TOL PAPLAKEVTIKOV TPOIOVTOG. 10 Vol Sl PaAIGTEL 1) YOp1yNoN TG GMGTNG 8GN, O
KaOeTPOG EVTEPIKTG GitioNg mpénet vo EemAévetal Le vepd PETd T YOP1YNGT TOL TOGLLOV
evalmpnuatog. BA. mapdypapo 6.6 yio meptocoTEPEG AETTOUEPELES,

4.3 AvtevoceiEeag

. YrepevoicOnoio otn dpacTiki ovcia 1) 6€ KATOL0 omd To £KO0YM TOV CVUPEPOVTL GTNV
napdypogo 6.1.
. AYOYPOUATOGT Kot 0OTOONTTOTE GAAT SLOTOPAYT) CLCCDPEVGNG GLONPOL.

4.4  Ewkég mpoerdonmomoels Kot mpo@uidiels katd t ypion

IIeprrovitido, YooTPKES Kol NTOTIKES d0TapayEC KOl YAGTPEVIEPIKN YEPOLPYIKT ENEUPACT

Ot acBeveig pe TPOGPATO 16TOPLKO TEPTOVITIONG (KT TOVG 3 TEAELTAIOVG UNVEG), CNUAVTIKES

YOO TPIKEG N NIATIKES SlatapayEs Kat ol acBeveig mov Exovv voPfinbei oe peilova yaoTpeviepikn
yepovpyiky eméufocn dev Exovv cvumepingdel otic kKAvikég pedéteg pe Velphoro. H Oepameia pe
Velphoro 6o npénet vo ypnotipomoteitat o€ 0wtodg 100G 060eveic pOVO KATOTY TPOGEKTIKNG
a&l10AdyNoNG NG GYXECNG OPEAOVG-KIVOVVOU.

Y7répypwon KOTpivmv

To covkpoeeptkd 0&v-VOpoEeidlo UTopEl VO TPOKAAEGEL VIEPYPMOOT] TOV KOTPAVOVY (Ladpa KOTPOVE).
H vrépypwon tov kompdvav (Ladpo ypdpa) Uropel OTTIKA VO TOKPOYEL YOOTPEVTEPIKT] QLOppoyio
(BA. mapaypago 4.5).

ITAnpopopicc oyetikd e 1N coxyopoln kot ta duvia (véoTdvOpaKked)

To Velphoro nepiéyet caxyapoln. Ot acheveic pe omdvia kKAnpovopkd tpoPinpota dvoaveéiog ot
@povkToln, ducamoppdenot YALKOLNG-yolakTolNe 1| AVETAPKELL GOVKPACTG-IGOUAATAGNC dev Oal
TPETEL VoL AGBOVY 0VTO TO PUPUAKEVTIKO TPOTOV.

Mmnopet va gival emPBraPég yio Ta dOVTIa.

To Velphoro mepiéyet dpvro motdtog kot Tpolelativoromuévo auoio apafocitov. Ot dafntikoi
acBevelg Oa mpémet va AaPouvv vdy 0Tt £vag pakeMoKog ToounG KOvews Velphoro icoduvapel pe
0,7 g voatavOpdkmv mepinov (1codvvapo pe 0,056 povédeg ympov).

45 Almiemopdosis pe Ghio QUPRUKEVTIKA TPOIOVTO KoL AALES POPPES aAANAETIOpAOTG

To Velphoro oyeddv dev amoppopdtar amd T yooTpevieptkn 060. Iapdio mov n mbavdtnta
OAANAETIOPACEWDY LUE POPUOKEVTIKE TPOTOVTA PaiveETOL VoL €lvar younAr, 1 towtdypovn Oepameio e
(POPLOKEVTIKA TPOTOVTA [IE OTEVO BEPATELTIKO EVPOG AMALTEL TV TAPOKOAOVONGT TV KAWVIK®V
OTOTELECUATAOV 1) TOV AVETIOOUNTOV ovVTIOPACE®V KATd TNV £vapén 1 TNV TPOGAPLOYT TG 000N it
tov Velphoro &ite tov Tavtdypova yop1nyodUEVOD GAPUOKELTIKOD TPoiovTog. EvallakTikd, o yotpdg
Oa mpémel va eetalel To evdgyOUEVO PETPNONG TOV EMEdWY oT0 aipa. Kotd n yoprynon
OTOLOVONTTOTE POPUAKEVTIKOD TPOIOVTOG TO OTOI0 EIvaL YVOGTO OTL AAANAETIOPA e TOV GidNpo (OT®G
N oAevdpovatn kot 1 SoELKVKATVT) 1 €ivarl SLVVATO VoL CAANAETOPA LUE TO GOVKPOPEPIKO
0&v-vdpo&eidio Baoel povo pueketmv in vitro 6mwg n Aefobvpoliv, 1o pappokevTIKd TPOIdY o TpLmEL
VoL YOPNYELTOL TOLAGYIGTOV pio dpo TPV 1 SVO OPEG META T Afym tov Velphoro.

O1 peréteg in Vitro pe tig mopakdtm dpacTikég ovoieg dev £de1€ov kdmolo oyeTIkn aAANAenidpaon:

OKETVAOGOAIKVAIKO 0&D, KepaAe&ivn, KIVAKOAKETT, oumporo&acivn, KAOTOOYPEAN, EVOLUTPIAN,
VOPOoYA®Pobalidn, LETEOPUIVY, LETOTPOAOAT, VIQEdTivY, ToyATaldvn Kot Kvidivn).
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Meréteg aliniemidpacewv £xovv Tpayuatonombel povo og vyieic ebehovtés. Ot pehéteg Exovv
de&oyBel og vyelg dvdpeg Ko yuvaikec aobeveic e Aocaptdvr, povpoceuion, otyo&ivn, Bapeapivny
ko opempaloin. H cuyyopiynon tov Velphoro dev eanpéace ™ Brodiabeciptdtna. ovtdv tomv
QUPUOKEVTIKDV TPOTIOVTOV OMG LETpNONKE amd TV Ttepoyn KaT® amd tnv Kopmdin (AUC).

Agdopéva amd KAMvikég peréteg Exouvv deitel 6TL To GOVKPOPEPIKO 0&EV-VOPOEEIdIo dev emnpedlet Tig
emdpdoeic tov avaotoréwv e HMG-CoA pedovktdong (w.y. atoppactativn kot ciupactotivn)
6o0v apopd ™ peimon tov Mmdiov. Emmiéov, post-hoc avoldoeig amd khvikég peréteg katédel&av
6t to Velphoro dev éxel enintmon oty enidpoon ™ peimong g a0t g Tapabopudvng (iPTH) tov
0o Tov 6TOpTOG ovorOY®y Bitapivng D. Ta enimeda tng Prrapiving D kot g
1,25-3wdpoéufrropivng D mapéuevav apetafinta.

To Velphoro dev emnpedlet Ti¢ e€etdoelg aviyvenong aiplatog 6To KOTPAVO, e SOKIUAGI0 YOLOTAKTG
(Haemoccult) 1 avocoroywm dokipuacia (iColo Rectal kot Hexagon Obti).

4.6 Tovipotnra, KONON KOt yarovyio

Konon

Agv vrdpyovv dabéoiua KAvikd dedopéva amo Ty £kBeon Tov covkpoPeptkol o&v-vdpoeidiov o
€YKVEG Yuvaikec.

MeréTeg avamapay@yIKng Kot avamtuElakig ToEkotTog o€ (Oa dev kaTédel&ay Kamotov kivouvo
OGOV aPOPE TNV EYKVUOGHVY, TNV avATTLEN TOL EUPPOV, TOV TOKETO KOl TNV AvATTLEN LETH TN YEVVA
(BAéme mapdaypapo 5.3). To covkpopeptkd 0&v-vdpo&eidio Ba Tpémet va YPNOLUOTOIEITOL GE EYKVEG
YOVOIKEG EQV EIVOL TPAYLLOTIKY OVOYKOIO LLOVO KATOTY TPOGEKTIKNG AEI0AOYNONG TNG OYE0NG OPELOVG-
Kwovvou.

Oniacudg

Agv vrapyovv dobéoiua kKhvikd dedopéva amd ) ypnon tov Velphoro og Onialovoeg yovaikec.
Epodcov n amoppdenomn tov 6161 pov and 10 coukpopepikd 0&L-vdpoteidio ivar ehdyiotn (PA.
Tapdypo@o 5.2), eivar aniBavn 1 anékkpion c1dnpov axd T0 GovKPoPEPIKO 0&EL-VOP0EEISI0 GTO
unTpkd yora. H amdpaon yuo ) cuvéyion tov Oniacuo 1 g Oepaneiog pe coukpopepikod o&v-
VOpo&eidio Ba mpémetl va Anebel cHppmva pe Ta 0péAT Tov ONAACHOV Y10 TO TOdl Kol ToL OQEAT TNG
Oepameiag pe Velphoro yuo ) puntépa.

Tovipdtta

Aev vdpyovv dedouéva doov agopd v enidpacn tov Velphoro otn yovipdtnta otov dvBpwmno. Xe
peAéteg mov deénydnoav oe Lma, dev mapoatnpOnKay avemBounTeg evépyeieg OGOV aPOpPa Tig
TOPOUETPOLG S1001KaGT10g TOV (EVYOUPMUATOC, YOVILOTNTOG KOl TOPAUETPOVS TOV VEOYVOD KATOMY
YOPNYNONG GOVKPOPEPIKOD 0&EV-vdpoeidiov (BA. mapdypapo 5.3).

47 Emdpaosig 6TV IKOvVOTNTA 001171161 KO (EPLCROV UNYAVILATOV

To Velphoro dgv &gt kopia 7 £xel acnuavtn exidpacr oTny KavOTHTA 081 yNONG KOl XEPLCUOD
unyovnudtoy.

4.8  AvemOOunteg evépysieg

IIepiinymn Tov TPOEIA AGQAAELOGS

To tpéyov Tpoeik acpdreiog tov Velphoro Baciletatl og yopiynon Beponeiog pue 6ovkpoEeptkd o&v-
VOpo&eidio dudpkelag £mg 55 efdopddwv o cuvolikd 778 acbeveig Tov vwofAnbnkav ce
apokdaBapon kot og 57 acbeveig mov vofANnOnkay o mepttovaikn KabBapon.
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e oTéG TIG KAWVIKEG pHeAéteg, mepinmov 10 43% tav aclevdv epedvice tovddylotov pia avemBount
evépyewn Kotd ) Bepaneio pe 1o Velphoro kot 1o 0,36% tov avemBountov evepyeidv avapépdnkoy
¢ coPapéc. H mietovotnta tov avemifOuntmv vepyeidv mov avapEépdnikoy amd Tig HeAETES NTAV

YOO TPEVTEPIKES OLATAPAYES, EK TMV OTOIMV 01 cLYVOTEPL avapepBeioe avemBounTeg evépyeleg NTav M
SLppoLa Kot 1 VEPYPWST KOTPAV®V (ToAD cuyvég). H cuvipintikny mhetoyneio avtdv tov
YOGTPEVTIEPIKAOV JATOPOYDV ELPAVIGTIKE VOPIG KATA TN S1dpKeLa Tng Oepameing Kot vwoympnoe Pe
TNV TAPOS0 TOL YPOVOL KOl T1 GLVEYLGT TNG ANYNE TOL QOPUAKOD.

Agv mapatnpfOnkay docoeEaptdeves TAGES 6TO TPOPIA avemBOuNTOV evepyeudv Tov Velphoro.

ITivaxog ovemfountwv evepyEimv

Ot avemBounteg evépyeleg mov avagéptnkoy oo t yprion tov Velphoro og d6oeig and 250 mg
ocwnpov/MuéEpa €mg 3.000 mg cdnpov/Muépa o€ antods Toug acbeveic (N=835) mapoatiBevtar oTov
MMivaxa 2.

H cvyvémta avapopds evidocetol otig katnyopieg moAd cuyvis (>1/10), cvyvég (>1/100 émg <1/10),
Oy ovyvéc (>1/1.000 émg <1/100).

Mivaxag 2 AvemOopnTeg EVEPYELEG TOV EVTOTIOTNKAY 6€ KAMVIKES OOKIPUES

Katnyopia/opyaviké oAb ovyvég Yoyvég Oy ovyvég
ovotnna

Awtapayéc Tov YrepacPeotionpio
LETAPOAIGLOV KOl TNG YracPeotionpio
Opéyng

Awrtapoyég Tov Kepariaryia
VEVPIKOD GUGTNHOTOC

Awotapoyég Tov Avdormvola
OVOTTVELGTLKOV

GUGTNLOTOG, TOV
Ompaka Kot Tov

uecobwpdxiov
Awtapoyég Tov Awgpporo* Noavtia Aldtaon g Kotiog
YOOTPEVTEPIKOD Yrépypwon kompdvav Avokototnta lootpitida
"‘Epetog Kotaxn dvepopia
Avoreyia Avcoayia
Kook dryog laotpooicopaykn
Metewpiopog naAvdpounon (I'OIIN)
Avoypopotiopdc AvoypOUATIGHOC TNG
006VTOg YADGOOG
Awotapayéc Tov Kyvnopdg
S£PLOITOC KOl TOV E&avOnua
VITOSOPLOV 1GTOV
Ievikég Sratapayés kot A@bowm yevon Kénwon
KOTOGTACELS TNG 0000 TPOTOVTOG

xopnynong

Heprypaogn emieypévov avemBOunTov vepysidv

*Algppoia
H diéppora mpoékvye 610 11,6% TV 060evdv mov coppeteiyay otig KMvikég peétec. Katd tig
LOKPOYPOVIEG LEAETEC SLAPKELNG 55 efSOpHAd®V, 1| TAEOYN (I AVTOV TOV aveETBOUNTOV
EVEPYELMV OLAPPOLAG NTOV TAPOOIKESG, TPOEKLYOV KOTE T TPMIUN oTAdIO TNG EvapEng Tng
Bepamneiog kon katéAn&av og drakont| g Oepaneiog oto 3,1% TV acbevav.
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HMowwatpikde TAnfvouoc

To mpoeik acedieiag tov Velphoro oe moudatpikos (2 émg <18 etdv) ko evidikovg acBeveic rav
veviKd cuykpioio. Ot cuyvoTePa avapEPOLEVES OVETIBOUNTES EVEPYELES NTAV SLOTAPAYES TOL

YOG TPEVTEPIKOV, GLUTEPIAAUPavVOLEV®V TG d1dppotag (ToAd cuyvd, 16,7%), Tov guétov (cuyvd,
6,1%), g yaotpitidog (cuyvd, 3,0%) kot g vagpypmaong TV Korpdvov (cuyvd, 3,0%).

Avaopd mioavoroyoduevev avemBountwv eVEPYEIHOV

H avagopd mhovoroyodpuevmv avemtBountov evepyeldv PETH amd TN YopnyNon Gdelg KUKAOQOpPiag
TOV QUPUAKELTIKOD TPOidVTOG elvan onpavtiky. Emitpénet n cvveyr| mapakorlohOnon g oxéong
0PEAOVG-KIVOVVOL TOV PAPLOKEVLTIKOD TPOIOVTOC. Znteital amd TOuG EXAyYEALATIES VYELNS VO
aVOPEPOVY OTOIEGONTOTE THOVOALOYODUEVES OVETLOVUNTEG EVEPYELEG LECH TOL EBVIKOV GUGTNUOTOG
avapopds mov avaypdeetat oto [apdaptnpa V.

4.9 Ynagpoocoloyio

Toyov mepmtooelg viepdocoroyiag Tov Velphoro (m.y. vropmoeatopia) Ba mpénet va
AVTIHETOMILOVTOL KOTA TIG TUTIKES KAVIKES TPOKTIKEC.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppoKodVVIPIKEG 1O10TNTEG

Ddappokobepanentikn katnyopio: Oro o dALe OepamevTiKd TPoidvTa: QapHoKa Yo T Oepameio TG
veproAtopiog Kot e vaepeocpatatiiog, kodikoég ATC: VO3AEQOS

Mnyavioudc dpdonc

To Velphoro nepiéyet covkpoeeptkd 0&v-vdpoeidio to omoio amoteheitar amd ToAvTLPNVIKO 0&VL-
OPo&eidio Tpiobevoig odnpov (pn-FEOOH), caxyopoln kot duvia. H déopeuon pmc@opov
TPOYUATOTOLELTOL UE TNV OVTOAANYT) CUUTAOK®V PETAED VOPOEVA-OLAS®V Ko/ VEPOD KUl TV LOVI®V
QPMGPOPOV GTIC PVGIOAOYIKEG TIHEG PH TG YaoTpevTEPIKNg 0600.

To eninedo POGEOPOL 0POV UEUDVOVTUL OC OTOTELECUO TNG LEIMUEVNG ATOPPOPNONG SIUTPOPLKOD
POCEOPOVL.

KAwikn oroteleopotikdTnTo

"Exet SteEayBet pa khvikn| perétn gdong 3 oe acbeveic pe XNN og kdBapon yio va diepevvndein
QOTEAECUOTIKOTITA Ko 1] ac@dAeio, Tov Velphoro atov ev Aoym mAnbvopud. Avti n pedétn Nrav o
OVOLKTT], TUYOLOTOMUEVT], EAEYYOUEVT UE EVEPYO GapLoKO (avOpaKikh ceBelauépn), TapdAinioy
oHad®V HeEAET didpkelog £¢ 55 efdouddmv. tovg eviAikec aobeveic e viepewo@atapio (emineda
ewePopov 0pov >1,94 mmol/l) yopnyhHOnke covkpopepicd 0&v-vdpoéeidio pe doon Evapéng 1.000 mg
onpov/MuéEpa akoAovBoiuevn amd Lo Tepiodo Tithomoinomng d6ong Siapkelag 8 efdouddwy.
Koabopiotnke un xotmtepotnto Evavtt g avlpakikng oeferapépng katd t 121 efdoudda. Ot
aocBeveic e€arxorovOnoay vo Aapufdavouy 1o eappako tng LeAéTng amd v efdopdda 12 éwg tnv
epdoudoa 55. Ao v efoopdda 12 £mg tnv efdopdda 24, ETTPATNKAY TITAOTOMGELS 0OCNG Y1
Adyovg avekTikdTnTOG Ko amoterecpatikotntoc. H Oepaneio vrominfvoudv acbevov and v
efdoudoa 24 £mc v efdopdda 27 ue docoloyia GuVTHPNONG COVKPOPEPIKOD 0&v-vdpo&etdiov (1.000
¢wc 3.000 mg cdnpov/Muépa) 1 YapnAn 606m Govkpopeptkov o&v-vdpotetdiov (250 mg
o1dNPOV/MUEPR) KATEDEIEE AVMOTEPOTNTO TG SOCOAOYING GLVTNPTONC.

¥ Merém-05A, 1.055 acbBeveic oe ayoxdBapon (N=968) 1 oe meprrovaixn kdbapon (N=87) pe
@emOGPopo opov >1,94 mmol/L petd amd mepiodo Ekmivong 2 — 4 fdopddmv pe decuenTn

POOPOPIKMV, TuYoomomonkay Kot EAapav Bepaneia gite e coVKPOPEPIKO 0EV-VOPOEELDI0, GE aPYIKT
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d6om 1.000 mg cdnpov/muépa (N=707), gite ue evepyd @apuroko eréyyov (avOpakikr ceBelauépn,
N=348) yia 24 Boopades. Xt10 T€A0C TG €Bdopadag 24, 93 acbeveig e apokabopon TV omoimy To
eMineda POGEOPOL opov Ntav ereyyoueva (<1,78 mmol/L) pe yopynon covkpoeeptkon
0&v-vdpoceldion 6To TPMOTO PEPOG TNG LEAETNG, ETAVO-TVYOLOTOMONKAY Yio VO GuVEXIGOLV TN
Bepamneia eite pe ) 600m cuvinpnong 24 gfdouddmv covkpopeptkov 0&v-vopotediov (N=44 1 un
OTOTELECUATIKO EAEYYO YOUNANG 060oMc 250 Mg cdnpov/nuépa, N=49) yio emmiéov 3 gfdouddec.

Metd v oloxAnpwon g Merétng-05A, 658 acBeveig (597 og apokdbapon kot 61 6 mepitovaikn
Kk@0apon) vroPAnOnKay o Bepaneio otn peAétn enéktaong 28 efdouddwv (Merétn-05B) ite pe
coVKPOPEPLKO 0&EL-VOpoEeidio (N=391) eite pe avOpakikn ceferapépn (N=267) cOupmva pe tnv
OPYIKY] TOVG TLYOLOTOING).

Ta péoa eninedo poo@opov opov Nrav 2,5 mmol/l katd v Evapén kot 1,8 mmol/l katd v
gfoopada 12 yio to covkpoeepikd 0&p-vdpo&eidio (peimon katd 0,7 mmol/l). Ta avtictoryo enineda
v v ovBpakikn oefehopépn katd v vapén nrav 2,4 mmol/l ko 1,7 mmol/l mv efdopdda 12
(ueiowon kota 0,7 mmol/l) avtictoyo.

H peimon tov poopdpov opov cuvinpnnke yia mepiodo 55 efdouddwv. Ta enineda @ocEdpov 0pov
KO TO EMTESA TPOIOVTOV 0GPESTION-POGPOPOL LEIOONKOYV (OC OTOTEAECUA TNG LEOUEVTG
amopPOPNONG SLUTPOPIKOD PMOCPOPOV.

Ta 1060614 avTamOKPLoNg, OpLOIEVE MG TO TOGOGTO TOV AGHEVMY OV TETLYE EMMESD POGPOPOL
0poYD EVTOG TOV GUVIGTMOIEVOD EVPOVE GOLUEMVA, e TNV [Ipotofoviio ITowvtntog Expdoemv Neppiknig
Nocov (KDOQI — Kidney Disease Outcomes Quality Initiative) tav 45,3% kot 59,1% xatd v
gfdopada 12 kot 51,9% ko 55,2% watd v efdopdda 52, yio 10 GovKpoPePtkd 0EL-VOPOEEISIO Kot
v avBpaxikn cePerapépn, avtictoya.

H péon nuepnota d6om tov Velphoro katd t didpkeia tmv 55 gfdopddmwv Bepaneioc nrav 1,650 mg
o1NpoL Kot 1 pécn nuepnota 06on avOpakikng ceferapépng nrav 6,960 mg.

Meteykprrikd dedouéva

"Exet dre€ayBel pia mpoomtikn, un mopeuPotikn peteykprikny pekém acedieiag (VERIFIE) yio v
a&lohdynon g Bpoayurpddeoung kot pokporpdfeoung (€mg 36 uMveg) aceaAslog Kot
anotelespatikotnTag tov Velphoro oe evilikeg aoBeveic vd apokabapon (N=1.198) 1| meprrovaikn
kd0apon (N=160), ot ooiol TapakorovdNONKoyV 610 TAAicI0 TG GVVHOOVG KAMVIKNAG TPUKTIKNG Y10

12 éwg 36 pnveg (oudda avdivong acedareag, N=1.365). Katd tn didpkeia tng perémg, 1o 45%
(N=618) avtdv tov acbevodv Adppoavay tavtdypove Oepameio pe SEGUEVTH/-EC POOPOPIKOV EKTOG TOV
Velphoro.

2NV opdda avAAVONG AGPAAELOG, OL TTO CUYVEG AVETIBOUNTEG EVEPYELES NTOV 1] OLAPPOLOL KOL 1)
VIEPYPWOT KOTPAvmV, Tov avaeépOniay and 1o 14% (N=194) kot to 9% (N=128) tev acbevov,
avtiotorya. H cuyvotnto epedavionc g didppotag fray vynAdtepr Kot tnv TpdTh efdoudado Kot
pewmonke ot diapkela g xpnons. H didppota oy Nriag Emg HETPLOG EVTAONS GTOVG TEPLGGOTEPOVC
acBeveic kot vToYOPNoE oTNV TAEIOYN Gl TOV 0oBevav evtdg 2 gfdopddmv. H vaépypmon Korpdvaov
(Lovpo KOTPAVO) AVOUEVETAL KATA TNV OO TOL GTOUATOG ANYT| CKEVAGHAT®OV [E fACT) TO GidNPO Kot
umopel onTIKd Vo amokpOYEL YaoTpevtepkn arpoppayio. I'ia 4 amd ta 40 tekpumplopéve Tontdypova
SLUPAVTO YOoTPEVTEPIKNG apoppayiag, | oxetiiouevn pe to Velphoro viépypwon xonpavov
avaEpOnNKe @G 0iTlo PUn ONUAVTIKNG KaBLoTEPNONG 0T J1AYVMOT| TNG YOOTPEVIEPIKNG OLOPPUYia,
YopPic va. emnpeactel 1 vyeio Tov acevohc. XTI VIOAOITES TEPIMTMOGELS, OV ovapEPONKe
KaOvoTEPTION OTN JAYVOOT TNG YOOTPEVTIEPIKNG ALOPPYiOG.

Ta amoteAéopata T HeAETNG av ¢ Kotédel&ov 0Tt 1) amotedesuatikotnta tov Velphoro oe
TPOYUATIKEG GUVONKEG (GLUTEPIAAUPUVOUEVTIC TNG TV TOYXPOVIC YPNONE GAL®Y OEGUEVTOV
POGPOPIK®V 6T0 45% TV 0cBeVOV) NTAV COLPOVT] LE AVTHV TOV TOPATNPNONKE GTNV KAVIKT HEAETN
eaong 3.
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Howwarpikde TAnfvouodc

H anoteleopatikdémra kot 1 aceareia tov Velphoro oe madiotpikoig acbeveic nhikiog 2 etdv kot
dvo pe XNN kot vreppocseatarpio [XNN 4ov — Sov otadiov (Paoet puBpod orepapotikng omonong
<30 ml/min/1,73 m?)  pe XNN vrd kaBapon] peretnOnioy e KAVIKN LEAETN OVOIKTNG EMGTLOVONG,
Oydovta mévte acbeveig Tuyatomombnkav oto oxélog Oepameiog pe Velphoro (N=66) 1 6to okélog
Oepaneiog pe 0&kd aoPéotio wg dpaoctikd eappako eAéyyov (N=19) yuo pia mepiodo 10 efdopdadmv
Tithozoinong 86omng (otédto 1), arxorovBoldpevn and mepiodo enéktaons aceaietng 24 efdouddmv
(otddro 2). H mhetovotmra tov acbevav nrav nikioc >12 etav (66%). To 80% ftav acbeveig pe
XNN vr6 kaBapomn (67% vrd apokdBapon kot 13% vd meprrovaikn kabBapon) kot to 20% Ntav
acBeveic pe XNN pn vroBaiiopevor oe kdbapon.

H meplopiopévn dapopd g mpog TN HEIDOT TOV HECHY EMTESWDY TOV POGPEOPOV 0POV OO TNV
évapén mc 1o TéLog Tov otadiov 1 otnv opdda tov Velphoro (N=65) dev oy 6TaTIoTIKG ONUAVTIKN
ko oy —0,120 (0,081) mmol/l (95% ClI: —0,282, 0,043) Baoel VTOAOYIGUOV HUIKTOD HOVTELOV g
TPAYUOTIKG dedopéva, ot omoiot £det&av péoa enineda 2,08 mmol/l katd v évapén kat 1,91 mmol/I
070 TéA0g 1oV otadiov 1 (ueimwon kotd 0,17 mmol/l). H eridpaocn drotnpnonke Kotd T d1dpkelo Tov
oTadiov 2, av Kot TapatnpOnKay OpIGUEVES SIKVIAVGELG OTN LEGT] EMOPACT] LE TNV TAPOSO TOV
xpovov [0,099 (0,198) mmol/l (95% CI: —0,306, 0,504)].

To m060016 TV acHevDOV g ETITEID POGPOPOL 0POV EVTOG TOV PUGLOAOYIKMV TIH®V avénbnke amd
37% xatd v évopén o€ 61% oto téhog Tov otadiov 1 kat fTav 58% oto Téhog Tov otadiov 2, kTt
7OV Ol Vel TN S10TNPOVUEVT ETIOPACT] TOL GOVKPOPEPIKOD 0EV-VOPOEEISION OT LEIDOT TOV EMTESDV
Qe®cPOPov. Meta&h TV aobevdv pe vYNAdTEPQ EMITESD POGPOPOV 0POV OO TIC PUCIOAOYIKES TULES
v TV nAkio Katd v Evapén (N=40), katadeiydnke 6TaTIoTIKE GNUOVTIKTY LEIMON TOV EMITESDV
QPMGPOPOV 0pov 0d TNV Evapén £m¢ T0 TEAOG TOV GTadiov 1, pe uéon uetaforn Tov erayictwov
tetpayovov (LS) [tuvmkd cedipa (SE)] —0,87 (0,30) mg/dl (95% CI: —1,47, —0,27, p=0,006).

To mpoeik acedrelag Tov Velphoro otovg maudiatpikong aobeveic NTav yevikd cuYKPIoHO LE EKEIVO
7oV giye mapotnpndei TponyoLUEVmG o8 EVIAIKOVG aieOEVELS.

5.2 ®OoppoKOKIVIITIKEG LOLOTITES

To Velphoro Aettovpyel deouedoviog phOGPOPO 6T YAGTPEVIEPIKT 080, GUVELMOG 1] CLUYKEVIPMOGN
P®SPOPOV 0poL dev oyeTICETOL PE TNV amoTeELECHATIKOTNTA ToV. E&outiog TV YopakInpioTikdv
adloaivtoTnTag Kot amodounong tov Velphoro, dev eivar duvarr 1 die€aywyn Tomkdv
(QOPUAKOKIVITIKOV UEAET®V, T.Y., KAOOPIoUOG TOV GYKOL KOTAVOUNG, TEPLOYN KATM OO TNV KOUTOAT,
UEGOG YPOVOG TALPOLOVIG, K.AT.

Ye dvo peréteg edong 1, e€nyon to copmépacua 0Tt T0 EVOEXOUEVO VITEPCIONP®ANG Eival ELAYIOTO Kot
dev mapatnpnniav docoesoptdpeves emOpAceLg o€ vylelg eBehovTéc.

Amoppdonon

To dpactikd tunpe tov Velphoro, pn-FeOOH, sivat mpaktikd adidivto Kot dev amoppopdtal. QotdG0,
TO TTPOIOV A0SO ONG TOV, LOVOTLPTVA E10T) G1ONPOL, UTOPEL VO OTOSECUEVTEL OO TNV EMUPAVELL TOV
pn-FeOOH «at va, amopponOei.

Agv devepynnkav o1 HeAETEC OAOKAN POTIKTG amoppoOPpnomg o€ avBpdTovs. Mn kKAvikég peléteg oe
dtapopa 161 (apovpaiovg Kot GKOHAOLE) KATESEIEV OTL 1) GLGTNUIKT ATOPPOPTICN NTAV TOAD YOUUNAT
(=1% g yopnyoduevng d6ong).

H npdcinym cidnpov amd ™ padioonuacuévn dpactikn ovoia Velphoro 2.000 mg cidnpov o€

1 nuépa diepeuviinke o 16 acbeveic ue XNN (8 mpo kabapong kai 8 oe apokdbapon) kot o€ 8
vy1eic e0elovtég e yopnAd amobépata odnpov (eepprtivn opod <100 mcg/l). Zrovg vyeic aobeveis,
N péon TPOSANYN PUSOCT|LAGUEVOL GO POoL 6To aipa nTav 0,43% (gvpog 0,16 Emwg 1,25%) katd v
nuépa 21, 0,06% oe acBeveic mpo kdBapong (evpog 0,008 £wc 0,44%) ko 0,02% oe acbeveig o
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aipokdBapon (ebpog 0 €wg 0,04%). Ta enimeda pad10cUAGUEVOL GLOTPOV GTO OlipLo TAV TOAD
YOUNAG kat teplopilovtay ota epvBpokdTTOpa.

Kotavopn

Agv devepynnkav o1 LELETEC OAOKAN POTIKNG KATOVOUNG G€ avOpdmovg. Mn-kAvikég peréteg o
dtdpopa €16 (apovpaiovg kot 6kOHAOLG) Katédel&ov 6Tt To Pn-FEOOH davépetal omd 10 TAdGUe 6TO
GUK®ATL, GTN] CTANVA KOl GTOV HVEAD TMOV 0GTMV, KOl YPNCLLOTOLEITAL LEG® EVOOUATMOONS 6T EpLOPA
oLLOGOaiplaL.

21ou¢ acbevels, 0 amoppopdLEVOG GidNPOg avapéveTol va dlaveundel eniong ota Opyava-cTOXOLS, ..
GTO GUKMTL, GTI GTANVO KOl GTOV HVEAD TV 0GTAV, Kol va ypnoipomombel Lécm evooudT®mons 6Ta

epuBpa apoceaipia.

Buougtaoynuationdg

To dpactikd tuqua tov Velphoro, niadn to pn-FeOOH, dev puetaforiletal. Qotdc0, TO TPOIGV
anodounong tov Velphoro, povorhpnva €idn 6181pov, Propel vo amodeGUEVTEL OO TNV EXLPAVELL TOV
TOALTLPNVIKOV TP15OEVOHS 511 pov 0EV-VOPOLediov Kat va amoppoenBel. Khvikég peléteg éxovv
Kkatadei&el OTL 1 GLOTIKNY amoppdPN o TOL 61dNPov otd to Velphoro sivar yoaumAn.

Ta dedopéva in Vitro vTodNAGVOLY OTL TA GVGTATIKA GOKYAPOING KoL UDAOD TNG OPACTIKNG 0VGiNg
umopoHv vo, LToPANB0VV oe TEYN Kot PeETATPOT G€ YALKOLN Kot ppoukTdln, Ko poAtdln kot yAvkoln,
avtioTotya. AVT TO, GVGTOTIKE LTOPOVV VO ATOPPOPNO0VY GTO aijLa.

AmofoAn

Te peréteg ota {da, katd Tig omoieg yopnyndnke n dpactikn ovsia *Fe-Velphoro ce apovpaiovg kat
OKOAOVG 0d TO GTOUA, O POSIOCT|LAGUEVOS GIdNPOC avakTOnke oTa KOTPOva aAAd Oyl oTa 0vpaL.

5.3 Ipoxivikd dedopéva yia TV 06QIAEL,

Ta, un KAWiKd dedopéva 6gv amoKaADTTOVY 1010iTtEPO Kivouvo Y10, Tov dvOpwmo e Baon Tig
oLUPOTIKEG LEAETEC PUPUOKOAOYIKNG OIGQAAELNG, TOEIKOTNTOG ETOVAAUUPOVOUEVOV dOGEMV Ko
YOVOTOEIKOTNTOG.

O1 eMMTOCELG TTOL TOPATNPOVVTAL GTN UEAETT TOEIKOTTAG GTNV aVATTUEN TV EUPPO®V (CKELETIKEG
petaforég Kot EAMT G ooteomoinom) oyetiloviat pe vepPOAIKT POPUOKOAOYIN Kot KOTA TAGO
mBavotnta dev apopolV Tovg 0oBevels. AAAeg LEAETEC TOEIKOTNTOG GTIV OVATOPOYWYIKY] IKOVOTNTO
dev kotédeI&av avembBounteg eVEPYELEC.

AteEnynoav pedéteg kapkivoyEveonc o movtikia Kot apovpaiove. Aev vnpée kopio caeng Evoeitn
KOPKIVOYEVEST|G O TOVTIKIO. XTOLE 0povPaiovg, mapotnphdnke vrepmiacio Tov fAevvoydvov e 10
OYNUOTIGUO EKKOATOUOTOG/ KVGTNG GTO TTOD £VIEPO KOL GTO TVPAD EVIEPO TOV TOVIIKOV UETA OO

2 ypbdvio Bepameiog, aAld avtd Bempndnke og pepovapévn tepintwon mov e&optdral and 1o €160
YOPIG TNV ELPAVION EKKOATOUATMV/KVOTOV KOTA TN SIEVEPYELD LOKPOXPOVIOV LEAETOV GE
apoVPAIOVG 1] GKLAOVE. XTOVG aPOVPAIoVE, VINPEE EAAPPDG ALENUEVT] CLYVOTNTA ELPAVIONG
kaAonBovg adevapotog Kuttdpmv C 6Tov Bupeneldn TV aPoEVIKMY apovpoimV dEd0UEVNC TNG
VYNAOTEPNG DOGNG TOV GOVKPOPEPTKOV 0EV-VOP0LEdion. AvTd Bempeitar 6Tl opeileTol KOTA TAGO
TOAVOTNTO TNV TPOGAPUOYT GTIC POPLUKOAOYIKES EVEPYELEC TOV PUPOKEVTIKOD TPOTOVTOG Kol Oyl
OTIG KAVIKEG,
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6. OAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Katdrloyog ekdoymv

MoktodeETpivn

MiKpoKpLGTUAAIKT KOTTOPIVT

Kopu EavBdvng

Avuopo KOALOELDES TLPITIO

2TE0TIKO PLOYVTGl0

6.2 AocvpfatotnTeg

Agv gpapuolerar.

6.3 Awdpxewn Long

3 ypdvia

6.4 Iowitepeg TPoPLLAEELS KOTA T1) QVAAEY TOV TPOIOVTOG
AVTO TO PUPUAKEVTIKO TPOTIOV deV amattel 101KEC cuVONKES POANENC.

6.5 ®@Von Kol GVOTUTIKA TOV TEPLEKTY

Yvokevaocio ac@areiog yio Todid 6 PUKEAGKO d00 HOVOV 00cemV amd TEPEPHAALKO
moAvaBVAEVIO/adovivio/eOAAa ToAvatBuAieviov. Zvokevacia 90 pakedickmy.

6.6 Iowitepeg TPOoPLAAEELS AmOPPLYNG KOl AALOGS YEIPLONOG

Kd&0e aypnoionointo eoapuokevtikd mpoidv 1| VIOAEWIO TPETEL VO, OTOPPITTETOL GOUPDVOL UE TIG
KOTO TOTOVS 1GYVOVGEG OYETIKEG OLUTAEELS.

IIpoctowacio Kot yeptopndg

H nooun kévig Velphoro 6o mpénet vo avaperyvietat pe pa pikpn moodtmto LoAakng Tpoeng (..
TOVPE UAAOD) | LE LIKPT] TOGOTNTO VEPOD 1 Un avBpaxodyov poenuatog (PAEre mapdypago 4.2). To
Uelypo Tpémet v, avodgdETOL KOAN, KOOMG 1 KOVIC OgV SOADETOL EVTEADC KO TOPAUEVEL GE LOPPT
EVOLMPTLATOG KOPEKOKKIVOL YpdpoTos. To evaudpnua tpémetl va yoprnyeitat evtdg 30 Aentodv petd
Vv TpoeTolpocio. Av ypeldletal, To evardpnpo Bo TpEmeL va emaveEVOI®PEITAL AUESMG TPV amd TN

xopnynon.

Kabetnpog eviepikne oitionc

H cvvtayoypagnuévn d6on mooung kévewg Velphoro petd v evaudpnon og vepd, dnmg
TEPLYPAPETAL TOPATAV®, HUopel va yopnynbel péow kabetnpa eviepikng oitiong peyébovg >6 FR
(yoAdun kAipaxa). To péyebog kabetpa mov Oempeitanl KATAAANAO Yl TV EVOEIKVLOUEV YPNOT KOl
TV NAKLOKN opdoa eival and 8 £wg 12 FR, dnladn kobetpec 6iTiong motdidv Kot EVIAMKOV UIKpo
émc pecaiov peyébovc.

AxoAiovBnote Tig 001YiEC TOL KATAGKELOOTY TOV KOOETN PO GITIONG Y10 TN XOPNYNON TOL
(QOPUAKEVTIKOV TPOTOVTOG. [ Vo, S106QaAIGTEL 1] YOPTYNOT TG COOTNE dO0MG, 0 KaBETNPUC
EVTIEPIKNG GiTioNng mpémet va EEMAEVETOL e VEPD LETA TN YOPTYNOT TOL TOGILOV eval®prpaToc. Ot
OyKot EkmAvong yio TNV emitevén TAPoVg avaKTNong TG 000G — Yo kabetnpo ukovg S0 cm — givan
amd 6 ml (8 FR) éw¢ 10 ml (12 FR). Kafdg t0 opprakevTikod mpoidv el KAPETL ypdUa, 1 and@pan
N M GLECOPEVON KATAAOITWV GTOV KabeTPO Eivarl opath o€ dlapaveic kabetnpeg oitionc.
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7. KATOXOX THX AAEIAYX KYKAO®OPIAX
Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAia

8. APIOMOZX (OI) AAEIAY KYKAO®OPIAX

EU/1/14/943/005

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepopnvia tpong £ykpiong: 26 Avyovotov 2014
Hpepopnvia tekevtaiog avavémong: 25 Maprtiov 2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpPiES Yo TO TOPOV PUPLOKEVTIKO TPOTOV givar dlabéciueg oTov SIKTLOKO TOTTO
tov Evpomaikod Opyavicuod @apudkov: http://www.ema.europa.eu.
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IMAPAPTHMA I

MHAPAXKEYAXTHX(EX) YHEY®OYNOX(OI) I'TA THN AIIOAEXMEYXH
TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A.  TIAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN AITIOAEXMEYXH TQN
ITAPTIAQN

Ovopa xat d1evbuvon tov(tev) Tapackevact)(®Vv) Tov givor veevBuvog(ot) yia TV atodEGUEVOT TOV
TAPTIO®V

Vifor France

100-101 Terrasse Boieldieu
Tour Franklin La Défense 8
92042 Paris la Défense Cedex
TaAAdia

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH

DoppokeLTIKO TPOTOV Y10 TO OTOT0 ATALTEITOL LTPIKT] GLVTAYT).

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX KYKAO®OPIAX
. Ek0¢os1g Teprodikng rapakorovdnong e asparerns (PSURS)

Ot amaitioelg yio v vrofoin tov PSURS yio to ev Ady® @apuakeutikd Tpoidv opiloviatl otov
KaTAAOYO UE TIg Nuepounvieg avapopdg ¢ Evoong (katdioyoc EURD) mov mopatifeton oty
apdypoeo 7, tov dpBpov 107y, tng odnylag 2001/83/EK kon kdOe emaxkdrovdng enucorponoinong
OTMG ONUOGIEVETAL GTNV EVPMOTAIKT SIKTVOKT TOAN Yo To. Pappaka. O Katoyog Adsiog Kvkhopopiog
(KAK) 00 vrropdidrer tnv mpdtn PSUR yia to mpoidv péca e 6 punveg amd tnv £ykpion.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoo owayeiprong Kivovvov (ZAK)

O Kdaroyog Aderag Kvkhopopiag (KAK) Ba dieEaydyet Tig anattovpeves dpacTnptoTnTeS Kot
TOPEUPACELS PUPLOKOETOYPVTVIOTG OTT(C TTapovoldlovtal 6to cupenvniéy XAK mov mapovetaleton
omv evotnta 1.8.2 ¢ ddelog KuKAOQOPIng Kot 0T01EGONTOTE EMUKOAOVOEC EYKEKPIUEVEG
avabempnoelg tov TAK.

‘Eva. emkaiporompévo XAK Oa mpémnel va katotedei:

. Metd and aitnpo tov Evponaikod Opyavicpod @apudxov,

. OnoTedNTOTE TPOMOMOLEITOL TO GVGTN A SL0YEIPLONG KIVOHVODL, EOIKEG MG ATOTELEGLLO ANYNG
VE®V TANPOQOPLDV TOV UTOPOVV VO ETLPEPOVY GNUAVTIKT GAAXYT GTN GYE0T] 0QEAOVC-KIVILVOL
1 ®G AMOTEAEGLLA TG EMITEVENG EVOG OMUAVTIKOD OPOGTLOV ((PUPLOKOETAYPOTVION 1)
eAo(LoTOTOINGT KIVOUVOL).
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IMAPAPTHMA I

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI — ®IAAH ME 30 KAI 90 MAXQMENA AIZKIA

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 500 mg pacopeva diokio
cidnpog oe popen covKpoPeptkoH 0&v-vdpoeldion

| 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kd&Be pacopevo diokio mepiéyel covkpopepikd 0Ev-vdposeidio mov avtictoryel oe S00 Mg cdnpov.

3. KATAAOTI'OX EKAOXQN

[epiéyel caxyopdoln, duvlo moTdTog Kot TPOoleAUTIVOTOINIEVO GUVAO apafocitov. Agite To POALO
00N YLDV Y10l TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Mooopevo diokio

30 pacmpevo dlokio
90 pacmpevo dlcKio

| 5. TPONOX KAI OAOX(OI) XOPHTHZHE

Mogcdte 1 Opvupatilete Ta diokio Kot AAUBAVETE Ta KOTA TN SIGPKELD YEVUATOV.
Awfaote T0 POALO 03N YLDV YPNHONE TPV OO TN ¥PNON.
Amo Tov 6TONOTOG XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXYXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA HITAIAIA

Noa puidooetal o€ 0éom, TV onoio dev PAETOLY Ko dev TPooeyyilovy Ta TAld1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONIOIHZH(EIZ), EAN EINAI AMAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Awdprela {ong petd and 1o TPAOTO Avoryra TG PLaAng: 90 nuépeg
Hpepopnvia avoiypatog:
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9. EIAIKEX XYNOHKEY ®YAAEHX

Dduidooete TNV APYLKN CLGKEVAGIA Y10l VO TPOGTATEVETAL OO TNV LYPAGIaL.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EQ@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAdia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/943/001 30 poaoopeva dickio
EU/1/14/943/002 90 pocopeva, dickio

13. APIOMOZX IMAPTIAAX

[oprtida

| 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

| 16. TAHPO®OPIEX *E BRAILLE

velphoro 500 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TaTOC YPOUU®TOS KOk (2D) Tov pépet Tov TepIAN@HEVTA LOVASIKO avayVOPLOTIKO KMOIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQITIO

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ENNIIXHMANXH — ®IAAH ME 30 KAI 90 MAXQMENA AIZKIA

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 500 mg pacopeva diokio
cidnpog oe popen covKpoPeptkoy 0&v-vdpoeidiov

| 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kd&Be pacopevo diokio mepiéyel covkpopepikd 0Ev-vdposeidio mov avtictoryel oe S00 Mg cdnpov.

3. KATAAOTI'OX EKAOXQN

[epiéyel caxyopdoln, duvio matdtog Kot TPOoleAUTIVOTOINUEVO AULAO apaPocitov. Alafdcte To0 GOALO
00N YLDV XPNONG TPV OO TN XPNON.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Mooopevo diokio

30 pacmpevo dlokio
90 pacmpevo dlcKio

| 5. TPONOX KAI OAOX(OI) XOPHTHZHE

Mogcdte 1 Opvupatilete Ta diokio Kot AauPAveTE To. KOTA T OAPKELD TOV YEVUATOV.
APAcTE TO POALO 0NYIOV ¥PNONG TPV OO TN XPNOT.
Amo Tov 6TONOTOG XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXYXETAI XE OEXH THN OITIOIA AEN BAEITIOYN KAI
AEN ITPOZEITIZOYN TA HAIAIA

Noa puidooetal o€ 0éom, TV onoio dev PAETOLY Ko dev TPooeyyilovy Ta TAld1d.

| 7. AAAH(EX) EIANIKH(EX) TPOEIAOMNOIHZH(EIZ), EAN EINAI AMAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
Awdprela {ong petd and 1o TPAOTO Avorypa TG eLaAng: 90 nuépeg
Hpepopnvia avoiypatog:
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9.

EIAIKEX XYNOHKEY ®YAAEHX

Dduidooete TNV APYLKN CLGKEVAGIA Y10l VO TPOGTATEVETAL OO TNV LYPAGIaL.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EQ@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAdia

12.

APIOMOX AAEJAY. KYKAO®OPIAX

EU/1/14/943/001 30 poaocopeva dickio
EU/1/14/943/002 90 pocopeva, dickio

13.  APIOMOZX [TAPTIAAY
[oprida
| 14. TENIKH KATATAZH I'lA TH AIAGEXH
| 15. OAHTIEX XPHZHE
| 16. TAHPO®OPIEX XE BRAILLE
17.  MONAAIKOX ANATNQPIZTIKOE KQAIKOY — AISAIAXTATOE TPAMMQTOX
KQAIKAY (2D)
18. MONAAIKOX ANATNQPIETIKOE KQAIKOX — AEAOMENA ANATNQEIMA ATIO

TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI - 30 MAXQMENA AIZKIA (5 ZYXKEYAXIEX KYWEAQN (BLISTER)
ME 6 MAXQMENA AIXKIA)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 500 mg pocodpevae diokio
cidnpog oe popen covKpoPePtKoy 0&v-vdpoeidiov

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

Kd&Be pacopevo diokio mepiéyel covkpopepikd 0Ev-vdposeidio mov avtictoryel oe S00 Mg cdnpov.

3. KATAAOT'OX EKAOXQN

[epéyetl caxyapoln, duvio motdtog Kot mpolelatvonomuévo dpvio apafocitov. Agite To GUALO
00N YLDV Y10l TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Moodpevo diokio

30 x 1 pacoueva dokia.

| 5. TPONOX KAI OAOX(OI) XOPHTHZHE

Mogcdte 1 Opvupatilete Ta diokio Kot AAUBAVETE Ta KOTA TN SIGPKEL YEVUATOV.
Awfaote T0 POALO 03N YLDV YPNHONE TPV OO TN ¥PNON.
Amo Tov 6TONOTOG XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEITIOYN KAI
AEN ITPOZEITIZOYN TA HAIAIA

Noa guAdooetal o€ 0éon v onoia dev PAEmovV Kot dev mpoceyyilovy T TodId.

| 7. AAAH(EX) EIANIKH(EX) TPOEIAOMNOIHZH(EIZ), EAN EINAI AMAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX ®YAAEHX

Dduidocete TNV APYLKN) CLGKEVAGIA Y10 VO TPOGTATEVETAL OO TNV LYPAGIaL.

10. IAIAITEPEX IPO®YAAZEIX I'A THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAdia

12. APIOMOZX AAEIAY KYKAO®OPIAX

EU/1/14/943/003

13. APIOMOZX ITAPTIAAX

[oprida

| 14, TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX E BRAILLE

velphoro 500 mg

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

A160106T0T0G YPOUL®TOS KMo (2D) mov gépel Tov TEpIAN@OEvTa LOVISIKO 0VayVmPIGTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQITIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI - 30 MAZQMENA AIZKIA (5 LYEKEYAXIEEX KYYEAQN (BLISTER)
ME 6 MALQOMENA AIZKIA), TMHMA THE MIOAYXZYEKEYAZXIAY (XQPIZ MIIAE
MTAAIZIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Velphoro 500 mg poocopeva diokia.
cidnpog oe popen GoVKPOPEPIKOL 0EV-VOPOLEIdion

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

Kd&0e poacopevo diokio mepiéyel covkpopepikd 0&V-vdposeidto mov avtictoyyel oe S00 Mg c1dnpov.

3. KATAAOT'OX EKAOXQN

[epiéyetl caxyapoln, duvio totdtog Kot tpolelatvonomuévo dpvio apafocitov. Agite To EUALO
001 YLDV Y10, TEPULTEPD TANPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Mooouevo diokio

30 x 1 pacopeva dokia.
Ytoyeio tng moAvovokevaciag. Agv pumopel va towindel yopiota.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Moodte 1 Opvpparilete Ta diokio Kot AAUBAVETE Ta KOTA TN S1PKELN YEVUATOV.
Awfaote T0 POALO 03NYIOV YPHONE TPV OO TN XPNON.
Amo Tov 6TOHOTOC XPIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, v omoia dev PAETOLVY Ko dev Tpooeyyilovv Ta Tandid.

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

| 8. HMEPOMHNIA AHEHX

AH=EH
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9. EIAIKEX XYNOHKEY ®YAAEHX

Dduidooete TNV APYLKN CLGKEVAGIA Y10l VO TPOGTATEVETAL OO TNV LYPAGIaL.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EQ@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAdia

12. APIOMOX AAEIAY KYKAO®OPIAX

EU/1/14/943/003

13. APIOMOZX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

| 16. MNAHPO®OPIEX XE BRAILLE

velphoro 500 mg

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

A166146T0TOG YPOUU®TOS KMdKaAS (2D) mov pépel Tov TepAn@OEvTa LOVOSTIKO avayVmPIoTIKO KOJIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQITIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (ITIOAYXYXKEYAZXIA) — 90 (3 XYXKEYAXIEX ME 30) MAZQMENA
AIXKIA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 500 mg pocopeva diokia.
cidnpog oe popen covKpoPePtKoy 0&v-vdpoeidiov

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

Kd&Be pacopevo diokio mepiéyel covkpopepikd 0Ev-vdposeidio mov avtictoryel oe S00 Mg cdnpov.

3. KATAAOT'OX EKAOXQN

[epéyetl caxyapoln, duvio motdtog Kot mpolelatvonomuévo dpvio apafocitov. Agite To GUALO
00N YLDV Y10l TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Moodpevo diokio

[MoAvevokevacio: 90 (3 cvokevacieg pe 30) poochueva diokia.

| 5. TPONOX KAI OAOX(OI) XOPHTHZHE

Mogcdte 1 Opvupatilete Ta diokio Kot AAUBAVETE TO KOTA TN SIGPKELN YEVUATOV.
Awfaote T0 POALO 03N YLDV YPNHONE TPV OO TN ¥PNON.
Amo Tov 6TONOTOG XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION IIPEIIEI NA ®YAAXYXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA HTAIAIA

Noa puidooetal o€ 0éom, TV onoio dev PAETOLY Ko dev TPooeyyilovy Ta TAld1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONIOIHZH(EIZ), EAN EINAI AMAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX YYNOHKEYX ®YAAZHX

Dduidocete TNV APYLKN) CLGKEVAGIA Y10 VO TPOGTATEVETAL OO TNV LYPAGIaL.

10. IAIAITEPEX IPO®YAAZEIX I'A THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAdia

12. APIOMOZX AAEIAY KYKAO®OPIAX

EU/1/14/943/004

13. APIOMOZX IMAPTIAAX

[oprida

| 14, TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX E BRAILLE

velphoro 500 mg

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

A160106T0T0G YPOUU®mTOS Kddkas (2D) mov gépel Tov TepIAN@OEvTo LOVOSIKO avayVmPIoTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

XYXKEYAXIA KYYEAQN (BLISTER) ME 6 MAXQMENA AIZKIA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 500 mg pocodpevae diokio
cidnpog oe popen covKpoPePtKoy 0&v-vdpoeidiov

2. ONOMA KATOXOY THX AAEJIAY. KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

[oprtica

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

EEQTEPIKO KOYTI - 90 ®PAKEAIXKOI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Velphoro 125 mg néoiun k6vig o€ pakelicko
cidnpog oe popen covKpoPeptkoH 0&v-vdpoeldion

| 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kd&Be paxeriokog mepiéyetl coukpopepikd 0&Eu-vopoeidto mov avtictoyel og 125 mg cdnpov.

3. KATAAOTI'OX EKAOXQN

[epiéyel caxyopdoln, duovlo moTdTog Kot TPOoleAUTIVOTOINIEVO GVA0 apafocitov. Agite To POALO
00N YLDV Y10l TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Moo Kévig

90 poakelickot.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Avaopeitte pe pikpn TocOTNTO LOACKNG TPOPNG N LE HIKPT TTOGOTNTA VEPOD 1) Un avOpaKovyov
POPNHOTOC.

Avokatéyte KaAd, S1opopeTIKA 1 KOVIG dgv Oa d1oAv0el TANpmg.

AwPaocte T0 GOAAO 0ONYLOV YPNONG TPV OO TN XPNON.

Amo Tov 6TOHOTOC XPIoN.

Metd v avacvotoon:

Xopnynote gvtog 30 Aemtdv.

6. EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OITIOIA TO ®APMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA HAIAIA

Noa puidooetal o€ 0éom, v onoio dev PAETOLY Ko dev TPooeyyilovy Ta Tald1d.

| 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AH=EH
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9. EIAIKEX XYNOHKEX OYAAEHX

10. IAIAITEPEX IPO®YAAZEIX I'A THN AITIOPPIYH TQN MH
XPHXIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

ToAria

12. APIOMOZX AAEIAYX KYKAO®OPIAX

EU/1/14/943/005

13. APIOMOZX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

| 16. MNAHPO®OPIEX XE BRAILLE

velphoro 125 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMOKaG (2D) mov pépel Tov TepIAn@OEvTa LOVASTKO avoyVePIoTIKO KOJIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH - ®PAKEAIXKOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHEZHX

Velphoro 125 mg noéoun kévig o€ pakeLicko
cidnpog oe popen covKpoPePtKoy 0&v-vdpoeidiov
Amo Tov 6TONOTOG XPNON.

| 2. TPONOX XOPHIHIHE

Avopeifte pe pikpn ToGOTNTO LOAOKNAG TPOPNG N LE LIKPT TOGOTNTO VEPOD 1) U1 avOpaKovyov
POPNHOTOC.

Avokatéyte KaAd, SopopeTikd 1 KOVIG dgv Oa d1oAvel TANPOG.

Awpdote T0 PUALO 0INYIDOV XPNOTG TPV O TN XPTON).

Metd v avacvotoon:

Xopnynote gvtog 30 Aemtdv.

| 3. HMEPOMHNIA AHEHE

AHEH

| 4. APIOMOZX MMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

[oprida

| 5. HNEPIEXOMENO KATA BAPOZX, KAT’ OI'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA

Na puAdcoetar o€ 0éon v onoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId.

46



B. ®YAAO OAHTI'IQN XPHXHX
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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Velphoro 500 mg pacdpeva diokia.
cidnpog oe pLopen covKpoPePtkoy 0&v-vdpoeldion

A PaoTe TPOGEKTIKA OLOKANPO TO QPVAAO 0ONYLOV YP1ONG TPV UPYIGETE VU TALPVETE GVTO TO

QapproKo, o10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YU GUG.

- DdoraEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dfdcete Eavd.

— Edv éxete mepartépo amopieg, pOTAGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

- H ocvvtayn yia avtd 10 pdppoko xopnyndnke anokAeloTikd yio oag. Agv TpEmel Vo SDGETE TO
QAapHaKo o€ AAAOVG. Mmopel va Tovg TpoKoAETEL PAAPN, aKOUA Kot OTAV TO GUUTTAOLOTO TG
acBévelog Tovg givart 1010 pe Ta ki Gag,.

- Edv mapatnpnoete Kamowo avemBOUNTN EVEPYELL, EVIUEPDGETE TOV YIOTPO 1| TOV PUPULAKOTOO
caG. Avtd 1oyvet kat Yo ke mhovi) avemBOunTn evépyela Tov dev avaPEPETAL GTO TAPOHV
@OALO oMYV Yprione. BAére mapdypago 4.

T epréyer To mapév evAro 0dNYLOV:

Tt eivar to Velphoro kot mowa givat n ypion tov

T npémer va. yvopilete mpv mapete o Velphoro

Iog vo mwapete to Velphoro

[MBavég avemBounteg evépyeteg

i va. pvidcoete to Velphoro

[epieydpeva g cuokeLUGING Kot AOITEC TANPOPOPiEg

ogakrwhE

1. T givor to Velphoro ket o givor 1 pijon Tov

To Velphoro givot éva @dppoko Tov mepléyel T dpOcTIKH 0VGi0 GOVKPOPEPIKO 0£V-VIPOEEISIOo, N
omoia amoteieiton amd 6idnpo, Cayapn (cakyapdln) Kot Gpvia.

AVTO TO PAPLLOKO YPNCLOTOLEITAL Y10l TOV EAEYYO TOV VYNADV EMTESOV POGPOPOV 0pOY
(vmeppwopatoio) oe:

. eVAAIKEG acOeveic Tov vTofailovtol o€ alokabapon N o€ TepLTovaikn kaOapon (drudikacieg
1o TV e€dAetyn TV TOEIKOV OVGLHOV 0O TO Oilo), AOY® YPOVIOE VEPPIKNC VOCOU,
A A
. Tod1d omd 2 €TMV Kot Gve Kot eprfoug pe xpdvia veppikn voco 40v kot S0v 6tadiov (cofapn

UelmoN TG IKAVOTNTOG TOV VEPP®V VO, AELTOVPYODY 0(GTA) 1 6€ KaBapon.

H vrepPoliki mocdTTo @OGPOPOL GTO Oiple UTOPEL VoL TPOKOAEGEL TNV EVOTODEST] 0GPEGTION GTOVG
16t0V¢ (0loPectonoinom). Avto pe T el TOV UTOPEL VO TPOKAAEGEL TN GKANPLVGT) TV ULLOPOPMY
ayyeiov duoyepaivovtog TV KVKAOPopia Tov aiplatog 6To copa cag. Mropei eniong va Tpokaiéoel
evamoféoelg aofeotiov 0TOVG HOAOKOVG 1IGTOVG KOl 00TE EMPEPOVTAG CLUTTOUATO 0TS EpLOPITNTA
oT0 UATIO, KVTGUO GTO OEPLLOL KOl OGTIKO GAYOC.

Av106 10 PAapUaKOo Opa SEGUEHOVTOS TOV POGPOPO A0 TO TPOPIUO GTO TEXTIKO GG GUGTN O (GTOUYL

Kot €viepa). Me autd Tov TpOTO PELDVEL TIV TOGOTNTO TOV POGPEOPOV TOV UTOPEL VO amoppoprOei

OGNV KUKAOPOPIN TOL GiILOTOG KOl G €K TOVTOV LEIDVEL TO EMITESA POGPOPOL GTO iLO GOGC.

2. T apéner va yvopilete Tpv mapete to Velphoro

Mnyv napere To Velphoro:

- o€ TEPIMTOOTN aALEPYING 6T0 GOVKPOPEPIKO 0EV-VOPOEEIDIO 1| GE 0TO10dNTTOTE GALO OO TOL
GLOTOTIKG GVTOD TOV PAPUAKOL (AVOPEPOVTOL GTIV TTOPAYPUPO 6),

— €AV £XETE 1GTOPIKO U1 PLGIOAOYIKNG CLGCMOPEVOTG GLONPOV GTA OPYOVA GOG (LULOYPOUATWOOT)),
- €@ £yeTe OTOLONTOTE AAAT dlaTapay] VIEPPOAIKNG GLCCMPELGNG GLOTPOVL.
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Edv dev elote BEPaiot, amevBuvbeite otov Y10Tpd GO TPOTOV TAPETE AVTO TO PAPLAKO.
IIpocidomou]oeis Kot TPOPVAAEELS

AmevbuvBeite otov yiatpo N Tov Qapuakonod oag mpv tapete to Velphoro:

- €qv glyate TEPLITOVITION, L0l PAEYUOVN TOV TTEPITOVAIOV (0 AETTOC 1GTOC TOV KAADTTEL TO
€0MTEPIKO TOIYOUA TNG KOIAOKNG KOTAOTNTOG) EVTIOS TV TEAELTAIOV 3 UNVOV,

— €AV £XETE ONUAVTIKEG SLOTOPAYEG TOL GTOUAYOL 1)/KOL TOV NTOTOC,

- €av voPAnOnkate og coPapn xePovpyIKn ETEUPACT) GTOUAYXOV /KoL EVIEP®V.

Edwv dev elote BéPartot av woyvet katt amd ta Tapandve yio £odc, anevBuvbeite Tov yiatpd 1 oTov
(OPLOKOTTOLO GOG TPV OO TN ANYN TOL POPUAKOV.

AvT16 10 PappaKo propel va TpokaAécel povpa kompava. Ta povpa Kdnpava prnopel va amokpuyouv
EVOEYOUEVT ALLLOPPAYIO TOV TEXTIKOV GLOTHUATOG (GTOUMYOG Kal £viepo). Edv éxete pavpa kémpave,
KOl QALY COPUTTAONATO, OTTOS AVEAVOREVT] KOTMOT] KOl SVGTVOLU, ETIKOLVMOVI|GTE GUEGT, ILE TOV
YwTpo cag (PAéne mapdypago 4).

Hawora ko £pnpor

H acpdlelo kot 1 amoteAeGHOTIKOTNTO GE TOOLY KATM TOV 2 ETOV OEV EYOLV aKOpO TEKUNPLOOEL.
YVVETMG, OEV CLVIGTATAL ] XPHOT] AVTOV TOV POPLAKOV GE TOOLH KAT® TOV 2 ETMV.

Alo gappaxa ko Velphoro

Evnuepdote tov ylotpd 1 ToV QopUaKOTOLd oG EQV TOIPVETE, EYETE TPOCPUTO TAPEL T} EVOEYETAL VAL
népete GAAA QapLLaKa.

Edv Aappdavere omolodnmote GALO QAPLOKO TTOL Eival YvwoTtd 0Tl emnpealetal omd Tov 6idnpo [m.y.
(APLLOKO TTOV TEPLEXOVV T1) OPACTIKY| 0vGia ahevdpovatn (1 omoia ypnoyLomoteiTon Yo TV
OVTUHETOMIOT] GUYKEKPLUEVOV OGTIK®V Slatapaydv) 1 00EuKukAivn (éva avtifloTtikd)],  umopel va
EMNPENOTEL 0O TOV GIOMNPO [Y10 TAPASELY L0 PAPLLOKO TTOV TEPIEXOLV TN dPpaoTIKN ovoia Aefobvpo&ivn
(1 omoia ¥pNOYOTOLELTAL Y10 TV AVTIUETOTION dlaTapuydV TG Bupeoeidikng Aettovpyiag)],
BeParwbeite 6t éxete AdPet avtd 10 PhpuaKo ToVAd GTOV pio dpa Tpv amd T Ayn Tov Velphoro 1
TOVAGYIoTOV dVO MPeg petd T Anyn tov Velphoro. Eav dev eiote BéBatol, pothote Tov yiotpd cog.

Kinon ko Onioopog

Agv VTLAPYOVY TANPOPOPIEG GYETIKA LE TNV EXIOPACT AVTOL TOL PAPUAKOL dTav AapuPaveTol Kotd T
dlpKeLa TG EYKvosVuYNG 1 Tov BnAacpov. Edv giote éyxvog 1 Onidlete, vouilete 611 pnopet va giote
éykvoc 1 oxedialete va anoktinoete mondi, {ntnote T GLUPOLAN TOL YIUTPOL T} TOL POPLUKOTOLOD GOG

TPV TOPETE AVTO TO PAPLLOKO.

O ywtpdg oag Ba cag evnuepdoet av to Velphoro 6o mpémel vo ypnoyomoteitar Kotd T S1dprela TG
gyKopooHvng, ue Paon  oxéon oPELOLG/KIVODVOD Yo PO KATA TN JEPKELD TG EYKLLOGHVG.

Edv Inidalete, o yiotpog cag Ba culntoet poli cog edv B cuveyicete Tov Onhacuod 1 tn Bepaneio pe
Velphoro, Aappavovrtag voyn to 6perog g Oepanciog pe Velphoro yuo e6dg kot To 0perog ™
Oepamneiog Tov OnAacpod yio To Todi cog.

Eivon aniBavo 10 pdppoko va nepdoel 6To unTptkod YaAa.

Oonynon ko YEPGROS PNYovVRATOV

Av16 T0 PAPUOKO OEV EYEL CNUOVTIKT ETIOPOOT] OTIV KAVOTNTO 001YNONG OAG 1 YEPICUOD EPYOAEi®mV
N IV UaToy.
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To Velphoro agpiéyel coxyapolin ko auora (véoTdvOpokes)

Edv o yiatpog cag odg evnuépwoe 0Tt Exete ducavetia oe oplopéva GAKYOPa, EMKOVOVNOTE pLall Tov
TPV OO TN AP QVTOV TOL EOPUAKOV.

AvT06 TO AppraKo umopei va ivan emPBAAPES Yo To OOVTIOL

AVTO TO EAPUOKO TTEPLEYEL AUV, AV ExeTe dwafntn, Oa mpénet va Adfete vTdYN OTL £va S16Ki0 oL TOD
TOV QapUaKoL 1oodvvapei pe 1,4 g véatavOpdkmv mepinov (loodvvapo pe 0,116 povadeg youiov).

3. Iog va wapete to Velphoro

[Tévtote va maipvete T0 PAPUAKO ALTO AVGTNPE GOUPOVE LE TIS 00T YIES TOL YITPOV 1| TOV
Qoppakonolod cag. Eav éxete appiforieg, potioTe TOV Y1ITPO 1 TOV QAPUOKOTO0 GOG.

H ocuvnbng cuvictdpevn do6om Evapéng etvat:

. 750 mg c1dnpov nuepnoimg yio toidid amd 6 £0g KATm Tav 9 eTdv,

. 1.000 mg c1dnpov (2 diokian) nuepncing yio modid kot eprfove amd 9 g 12 etdv,
. 1.500 mg c1dnpov (3 dwokin) nuepnoimg yio eviAIKEG Kot €PNPous Gve Tmv 12 eTdv.

O y10tpOg 60Gg EVOEYETAL VO TPOGOPUOCEL TN SOOT| KATE, TN O1ApKELD, TG OEPUTEVTIKNG OY®YNG
avAAoYo LE TO EMMEDO POCPOPOL GTO AULLO GO,

H péyiot ovvietopevn doon eivat:

. 2.500 mg cnpov (5 diokia) nuepnoimg yio Todid amd 6 £0g KATo TV 9 eTmv,
. 3.000 mg cwnpov (6 diokia) nuepnoiog yio mondid kot prfovg amd 9 £wg 18 eTmdv Kot yuo
EVNAIKEG.

*To Velphoro dwtifeton emiong mg mdoun kKovig o pakerioko (16oddvaun pe 125 mg c1dnpov) yuo
¥PNoM o€ TadLd oo 2 Emg KAT® TV 12 eTdv.

Tpomog yopiymong

- No waipvete avTo T0 APLOKO LOVO ATt TO GTOLL.

— Noa Aappavete to diokio katd tn d1dpKeLd KATO0V YELHOTOS Kot VoL TO poodte (4v glvan
amopaitnto, uropeite va Opoppaticste To diokio yuo d1kn cag devkoivven). MHN 1o
KOTOTIVETE OAOKATPO.

— Na popdlete ta diokio mov Aappdavovtal avd nuépa oTa YEOUATO OANG TNG NUEPOC.

- Orav AapPavete Velphoro, 8o pémnet vo akolovbeite ) cuvictdpevn S10TpoPn KoL Tig
Oepameiec Tov £xovv cuvtayoypaen el amd ToV YLTpd 6aC, OTME CLUTANPMUATH 0CPECTIOL,
Brrapivn Dz M acPeotioppuntikd (xpnoomolobvTaL Yo, THY aVTILETOTION TPOPANUATOV TV
TopafVPeOEIdDY AOEVMV).

Mobvo ylo GuoKevLaGieg KOYEANC:

- Awyopiote ) cvokevooio koyéing (blister) ota didTpnta onpeio.
- Tpoapr&te 10 POALO YOPTIOV GTN YOV,

— YrpdETe 10 616Ki0 SLOUEGOL TOL PUAAOD AAOLUVIOV.

Eav napete peyorvtepn d6on Velphoro amé v kavoviki

Edv mpote kotd Ao moAAd Siokia, unv mhpete GAla kot anevbuvieite dueca otov yorrpd 1| GTov
QOPUOKOTOLO COLC.
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Eav Egyaoete vo napete to Velphoro
Edv Egydoate o 600m, anmidc cuveyiote e TV eTOUeVN dO0T KATA Tr 6LV dPo ANYNS e KAmo10
yevpo. Mnv mapete S 066N Y10 VO AVOTAPDGETE T1 00GT TOL EEXAGUTE.

Eav octopaticete va maipvere to Velphoro
Mnyv dakOyEeTE TN AW TOL PAPUAKOL TPoToV amevBuvheite GTOV YI0TPO 1 GTOV PAPUAKOTOLO GO,
Kabmg evoéyetar vo avénbolv ta eninedo Tov pocEdpov 610 aipa cag (PA. Tapdypago 1).

4. MBavéic avemBopnTeg evépyereg

Onwg 6Aa Ta pAppraKa, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL aVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovc1alovtal 6€ OAOVG TOVG AvOPMOTOLG,.

H gpoavion povpwv konpdvev cg acbeveic tov Aapfdavovv to Velphoro givol mold cuyvn. Edv
TOPOVGIALETE KOl GAAD CLUTTOUATO, OTTMOG AVEAVOUEVT KOTWOOT) KOl SVGTVOLO, EMIKOVOVIGTE GUEGT
ue tov yorpd cog (PA. wapdypapo 2 «I1poe1domooelg Kot TpoPuALEEIS»).

Ot mopakdte avemBounteg evépyetes £xovv avapepdel amd acbeveig mov AduPavoy avtd To PAPLAKO:

IMoAv ovyvég (umopel va eppavicotoy o tepiocotepa and 1 ota 10 dropa): didppoia (Tapovstaletor
YEVIKA GTO apyiko otddlo TG Bepaneiog kot amokabictatal pe v Tdpodo Tov povov).

Yuyvég (umopei va, epeaviotody o€ émg 1 ota 10 dropa): aictnua adwbeciog (vavtia), duokolAidotTa,
éuetoc, dvomeyia, GAYOg 6TO GTOUAYL KOl GTO EVIEPO, AEPLO, SVCYPOUATICUOG T dOVTLA, GALAYY] OTN
yeoon.

‘O ovyvég (umopet va epeovietovv oe £0¢ 1 ota 100 dtopa): povokopa (Sidtacn e Kotag),
(QAEYLOVT] TOL GTOUGYOV, SUGPOPIN GTIV KOIAMOKT| YDPa, SVCKOAID GTNV KATATOOT], 050 TPOEPYOUEVO
070 TO GTOUMYL (YAGTPOOIGOPOYIKT TAALVOPOUNGT)), SUCYPOUOTIGHOS TS YADGGOC, XOUNAG 7| VYN
emineda aoPfectiov 010 aipa KOTOTY EETAGEMV, KOTMON, KVNoUOS, eEavOfLaTa, TOVOKEPAAOG,
dvoTVola.

Ava@opd avemOounTOV evepyELOV

Edv mopoatmproete Kamoo avemBOunT evEpyELa, EVIUEPDCETE TOV YIOTPO 1 TOV PAPUOKOTOLO GOC.
AVT0 1oyveL Kot Yo kKEOe mhavi avemBountn VEPYELN TTOL OEV AVUPEPETOL GTO TUPOV PUAAO 0dNYIOV
xpnons. Mmopeite emiong va avagépete avembountes evépyeteg ansvbeliag, pLécw Tov g6vikol
GLGTILLOTOG OVOPOPAS ToV avaypapeTor oto Hapdpnua V. Méow tng avapopds avemBountwov
gvepyeEl®V pmopeite va fondncete ot GLAAOYN TEPIGCOTEP®V TANPOPOPLDOV GYETIKA UE TNV ACPAAELN
TOV TAPOVTOG PAPULAKOL.

5. IMog va pvidosste To Velphoro

To eappako ovtd TPEMEL Vo pUAACOETAL GE PEPT TTOL dgV TO BAETOLY Kot dev TO POGVOLV Ta TALOAL.
Noa pn ypnoonoteite ovtd T0 PAPHOKO UETE TV NUePOpUnVia ANENS TOV aVAPEPETAL GTO KOVTL, OTN
Q1A M ot ovokevaoio koyéAng (blister) petd v évoeién «EXPy». H nuepopnvio Anéng eivor n
TeAELTALN NUEPO TOV UNVA TTOL OVOQEPETOL EKEL.

Metd 10 TPMTO AVOLYLO TNG PLIANG, TO LACOUEVH dlokio Umopohv va xpnoiporomfovv yio 90 nuépec.

DVAAGGETE GTNV APYLKN] CLCKEVAGIN Y10 VO TPOGTOUTEVETOL OO TNV VYPAGia.
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Mnv metdite EAPUAKO GTO VEPD TNG OMOYETEVONC 1| OTA OIKLOK( amoppitpoto. Pothote tov
QOPUOKOTOLd GOC Y10 TO TTMG VO TETAEETE TAL PAPLLOKA, TTOL OEV YPNOLLoTOolEiTE o AvTd To LéTpa Ba
BonOfncovv otV Tpoctacio Tov TEPIPAAAOVTOC.

6. Mepreydpeva TN 6VOKELAGLUG KOL LOUTEG TANPOPOPIEg
T epiéyer to Velphoro

- H dpaotikn ovoia givar covkpopeptkd 0&0-vdpo&eidio, N omoio ATOTEAEITOL OO TOALTLPNVIKO
0&v-vdpoteidio TproBevog G1dnpov, cakyapoln kot duvia. Kabe pacoduevo diokio mepiéyet
GOVKPOPEPLKO 0EV-VOPOEELDL0 oL avticTorkel e 500 Mg cudrpov. Kabe diokio mepiéyet eniong
750 mg caxyopoling kot 700 mg apviwv. o tepiocdTepeg TANPOPOPIES GYETIKA UE TN
oakyapoln Kot ta Guovra, PA. mapdypapo 2.

- Ta GAla cvotaTikd gival yehon KOKKIVOU LoDPOL TOV 8EGOVG, VEOEGTEPLOILVOSVOPOYAAKAOVT,
OTEOTIKO LOYVIG10, KOAAOELDEG AVUIPO TVPITIO.

Epgavien tov Velphoro kot wepieydpeva g svokevaciog

Ta pocopeva diokia £xovv KaPeTi xpodua, givatl KukAKd kot épovy avayloen évositn PAS00 ot
pio mevpd. Atokia dapétpov 20 mm ko méyovg 6.5 mm.

Ta diokia cuokevalovial o ELAAES TOAVUOVAEVIOL VYNANG TUKVOTNTOG UE TOUON TOAVTPOTVAEVIOD
0CQUAEING Y10 TOUOLA KO ETAYOYIKT) OPPAYIOT) LETAAAIKOD GUAAOL 1} GAOVUIVEVID, GLCKELOGIO
koyeldv (blister) aopaieiog yio maidid.

To Velphoro dwtibeton og cuokevaoieg pe 30 1 90 pachueva diokia. AloTifevTol TOAGVEKEVAGIEG
Yl TI§ GVOKEVOGiEG KLYeA®VY pe 90 pacopeva diokia (Tov mePEYovy 3 ATOUIKEG GUOKEVAGIES LUE
30 x 1 pacopeva diokio Ekaotn).

Mmnopet va, un KuKAOPOPOUV OAEG Ol GLUOKEVAGIES.
Karoyog Adcrog Kvkhogopiag

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TaAAdia

HMopookevacti|g

Vifor France

100-101 Terrasse Boieldieu
Tour Franklin La Défense 8
92042 Paris la Défense Cedex
TaAAia

INo omoladnmote TANPOPOpic. GYETUKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvbeite otov Kdtoyo e Adsiag Kvkhogpopiag.

To mapdév eOALo 00N LAV YprioNg avedepOnke Yo TeELeVTAIN POPA OTIG

Agmtopepeic TAnpopopieg yia 1o pappoKo avtod gival d1a0écieg oTo diKTLOKO TOTO ToVv Evpwmnaikon
Opyavicpod Ooppdxov: http://www.ema.europa.eu.
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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Velphoro 125 mg wéoyun kovig 6€ pokeLicKO
cidnpog oe pLopen covKpoPePtkoy 0&v-vdpoeldion

A PaoTe TPOGEKTIKA OLOKANPO TO PVAAO 00N YLOV YP1ONG TPV OPYIGETE VU TAIPVETE AVTO TO

QapproKo, o10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YU GUG.

- DdoraEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dfdcete Eavd.

— Edv éxete mepartépo amopieg, pOTAGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

- H cvvtayn yia avtd 10 edppoko xopnynbnke amokAeloTikd yio oog. Agv TpEmeL Vo SDGETE TO
QAapHaKo o€ AAAOVG. Mmopel va Tovg TpoKoAETEL PAAPN, aKOUA Kot OTAV TO GUUTTAOLOTO TG
acBévelog Tovg givart 1010 pe Ta ki Gag,.

- Edév mapatnpnoete Kamowo avemBOUNTN EVEPYELL, EVIUEPDGETE TOV Y1ATPO 1] TOV QAPHLOKOTOLO
caG. Avtd 1oyvet kat Yo ke mhovi) avemBOunTn evépyela Tov dev avaPEPETAL GTO TAPOHV
@OALO oMYV Yprione. BAére mapdypago 4.

T epréyer To mapév evAro 0dNYLOV:

Tt eivar to Velphoro kot mowa givat n ypion tov

T npémet va. yvopilete Tpv mapete o Velphoro

Iog vo mwapete to Velphoro

[MBavég avemBounteg evépyeteg

i va. pvidcoete to Velphoro

[epieydpeva g cuokeLUGING Kot AOITEC TANPOPOPiEg

ogakrwhE

1. T givor to Velphoro ket o givor 1 pijon Tov

To Velphoro givot éva @dppoko Tov mepléyet T dpacTIKN 0VGio GOVKPOPEPIKO 0EV-VIPOEEISIO, N
omoia amoteieiton amd 6idnpo, Cayapn (cakyapdln) Kot Gpvia.

AVTO TO PAPLLOKO YPNCUYLOTOLEITOL Y10l TOV EAEYYO TOV VYNADY ETUTEIDV POGPOPOL 0pOv
(vmeppwopatoio) oe:

. evinAkec acBeveic mov vrofailovtor o€ alokabapon N o€ TepLTovaikn kaOapon (Stadikacieg
v TNV €EAAEYT TOV TOEIKOV 0VCIOV ATd TO Aipa), AGY® ¥POVING VEPPIKNG VOGOV,
. Tod1d omd 2 €TMV Kot Gve Kot eproug pe xpdvia veppikn voco 4ov Kot Sov otadiov (cofapn

UelmoN TG IKAVOTNTOG TOV VEPP®V VO, AELTOVPYODY 0(GTA) 1 6€ KaBapon.

H vrepPoliki mocdTTo @OGPOPOL GTO Oiple UTOPEL VoL TPOKOAEGEL TNV EVOTODEST] 0GPEGTION GTOVG
16t0V¢ (0loPectonoinom). Avtd pe T oePd TOV UIOPEL VO TPOKAAEGEL TN GKANPLVGT] TV ULULOPOPMY
ayyeiov duoyepaivovtog TV KuKAOPopio Tov aipatog 6to copo cag. Mropei eniong va Tpokaiéoel
evamoféoelg aofeotiov 0TOVG HOAOKOVG 1IGTOVG KOl 00TE EMPEPOVTAG CLUTTOUATO 0TS EpLOPITNTA
oT0 UATIO, KVTGUO GTO OEPLLOL KOl OGTIKO GAYOC.

Av106 10 PapUaKOo Opa SEGUEHOVTOS TOV POGPOPO A0 TO TPOPIUE GTO TEXTIKO GG GUGTN IO (GTOUAYL
Kot €viepa). Me autd Tov TpOTO PELDVEL TIV TOGOTNTO TOV POGPEOPOV TOV UTOPEL VO amoppoprOei
OGNV KUKAOPOPIN TOL GiILOTOG KOl G €K TOVTOV LEIDVEL TO EMITESA POGPOPOV GTO O GOC.

2. T apéner va yvopilete Tpv wapete to Velphoro

Mnyv napere To Velphoro:

- o€ TEPIMTOOT aALEPYING 6T0 GOVKPOPEPIKO 0EV-VOPOEEIDIO 1| GE 0TO10dNTTOTE GALO OO TOL
GLOTOTIKA GVTOD TOV PAPUAKOL (AVAPEPOVTOL GTIV TOPAYPUPO 6),

— €AV £XETE 1GTOPIKO U1 PLGIOAOYIKNG CLGCMOPEVOTG GLONPOV GTA, OPYOVA GaG (ULUOYPOUATWOOT)),

- eaqv €xete omoladNmote GAAN draTopoayn LLEPPOAIKNG CLGCDOPEVGONG GLONPOL.
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Edv dev elote BEPaiot, amevBuvbeite otov Y1aTpd GO TPOTOV TAPETE AVTO TO PAPLAKO.

Mpocdomounioeis Ko TPoPVAAEES

AmevBuvbeite otov yatpd 1 Tov Qappakorold oag tpv Tapete to Velphoro:

- edv elyate meptrovitida, po PAEYHOVH TOL TEPLTOVAioL (0 AETTHC 1GTAC TOV KAAVTTEL TO
ECMTEPIKO TOLYOUO TNG KOIAOKN G KOTAOTNTOG) EVTIOG TV TEAELTAIOV 3 UNVaAV,

— €AV £YETE OMUAVTIKEG SLOTOPAYEG TOL GTOUAYOL 1)/KOL TOV NTOTOC,

- edv voPAinOrkate oe coPapn xepovpyikn eméPPact GTOUA OV /KoL EVIEP®V.

Edwv dev elote BEPatot av 1oyvel KATL amd T TOPATAV® Yo €0dG, anevBuvbeite 6ToV Yiotpd N oTOV
(OPUOKOTOLO GOG TPV OO TN AYN TOL PAPLULAKOV.

AVTO TO PAPUOKO UTOPEL VO TPOKOAESEL povpa, kKOTpava. To povpo KOTpava PTopel vo 0moKpOYoLV
EVOEYOLLEVT] CILLLOPPAYI TOV TEMTIKOV GLOGTHUATOS (GTOMYOS Kol £viepo). Edv éxete pavpa kémpoave
K0l GAA0 COPTTONOTO, 6TOG AVEAVOUEVT] KOTOGT KUl SVGTIVOLA, EMIKOLVOVI|OTE GUEGA 1E TOV
Ywtpo cag (PAéne mapdypapo 4).

Howwd xon £pnpor
H acpdlelo kot 1 amoteleGHLOTIKOTNTO GE TOOLY KATM TOV 2 €TV OEV EYOLV aKOU TEKUNPLOOEL.
YVVETMG, OEV CLVIGTATAL 1] XPHOT] CLTOV TOV PUPHIAKOL GE TOLOIE KAT® TV 2 ETMV.

Alo appaxa ko Velphoro
Evnuepoote tov ylotpd 1 ToV QopUaKOTOLd GaG EQV TOIPVETE, EYETE TPOCOUTO TAPEL T} EVOEYETAL VAL
napete GAAA QApUaKO.

Edv Aappdavere omoodnmote GALO QAPLOKO TOL Eival YvooTd OTL emnpealetal omd Tov 6idnpo [m.y.
(QAPLLOKO TOV TTEPLEXOVV T1 SPACTIKT| ovGia ahevopovatn (1 omoia ypnoyLoTolEiTaL Y10, TV
OVTULETMIOT] GUYKEKPLUEVOV OGTIK®V dlatapaydv) 1 00EuKuKAIvY (éva avtiPloTtikd)], | umopel va
EMNPEOCTEL O TOV GIOMNPO [Y1o TAPAIELY O PAPLOKO TTOV TEPEXOLV TN dpaoTiK ovoia Aefobupo&ivn
(1 omoia ¥PNGOTOLELTAL Y10, TNV AVTILETOTICT dlaTapoYdV TG Bvpeoe1dikng Aettovpyiog)],
BeParmbeite 6t éxete AaPet avtd 10 PhpuaKo ToLVAd IGTOV pio dpa Tpv amd T Ayn Tov Velphoro 1
TOLAGYLoTOV 800 dpeg petd ™ Ayn tov Velphoro. Edv dev giote BEPatot, potiote Tov y1otpd 6og.

Kdnon kot Onraocpog

Agv vLapy oLV TANPOPOPIEG GYETIKA LLE TNV EMOPACT] ALTOL TOL PaAPLUAKOL dTav AapPaveTol Katd T
dudpkela TG eykvposvvng N Tov Oniacpov. Edv siote éyxvog 1 Onidlete, vouilete 6t1 pnopet va, giote
éykvoc M oyedialete va anoktnoete Tandi, {ntHote T GLUBOLAN TOL YITPOV N TOL PUPUAKOTOLOD GOG
TPV TAPETE AVTO TO PAPLLOKO.

O ywtpdc oag Oa cag evnuepdost av to Velphoro 6o mpémet va ypnoyomoteital Kotd T S1apKeL TG
gyKopoohvng, e Pdon  oxéon oPELOLG/KIVODVOD Yo pNoT KOTA T1 SEPKELD TNG EYKVUOGVVNG.

Edv OnAdalete, o yiotpog cag 0o culnmoet poli cog edv Oo cuveyicete Tov Onlacud 1 ) Oepaneio pe
Velphoro, AauBavovtag voyn to 6pelog g Oepanciog pe Velphoro ywa eodc kat 1o 6pelog ™G

Bepamneiog Tov OnAacpod yio To Todi cog.

Eivoi aniBavo 10 @dppoko va mepdoel 6To untptkod Yaia.

O0fyNoN Ko YEPIGROS PNYAVIRATOV
AVTO TO PAPLOKO JEV EYEL GNUAVTIKT EMIOPACT] GTNV IKOVOTNTO 00N YNONG UG T} XEPIGHOD EPYOLEIDV

N UNYevnUaToY.

To Velphoro ngpiéyel coxyapoln ko auora (véoTdvOpokes)

Edv o yatpog cag 6dg evnuépwoe 0TL £xete ducavelio o€ 0plopéva GAKY0PN, ETKOWVOVNOTE pall Tov
TPW OO TN AW CLTOV TOV PAPUAKOL.

Av16 10 QapuaKo umopet vo etvan emiPAaféc yio ta 0dvTIa.
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AvTd 10 QApLOKO TTEPLEYEL LA, AV €xeTe ST, Oa mpémel va AdPete vTOYN OTL Evag oKeAITKOG
kovemg Velphoro weodvvapei pe 0,7 g véatavOpdkwv mepimov (toodvvapo pe 0,056 povadeg youov).

3. Iog va wapete to Velphoro

[Tévtote va maipvete T0 GAPUAKO ALTO AVGTNPE GOUPOVE LE TIS 0OMYIES TOL YITPOV 1| TOV
Qoppakonolod oag. Eav éxete appiforieg, potiote TOV Y10TpO 1 TOV PAPUOKOTOO GOG.

[Mo moud1d nhkiog 2 etdv Ko dvm, o yiatpog Ba kabopicetl T cwotr| d6on pe Paor v nikio Tov
ond1ov. H d6om évapéng g mooiung kévewg Velphoro Aapfaveror tpeig popéc nuepnoiong e tpoen
OTMG VTTOOEIKVVETOL TOPUKATM:

Hlxkio wooio0 YovicToOpev Nueptoa d6on Evaping
2 £0¢ KATO TOV 6 ETOV 500 mg c1dnpov (4 pakerickor)
6 £0¢ KdTO TOV 9 ETOV 750 mg c1dnpov (6 pakerickor)

1.000 mg cdnpov (2 dwokiaq

9 ¢w¢ kGt TV 12 etV ,
8 paxeliokot)

O y10tpOg 60Gg EVOEYETAL VO TPOGOPLOCEL TN SOCT| KATE TN O1ApKEL, TNG OEPAUTEVTIKNG AY®OYNG
avdAoya Le TO EMMESO POCPOPOL GTO QLD GOG.

To Velphoro dwtiBeton emiong og popen pacouevov diokiov yio xpnon oe Todid Kot eprifovg omd 6
émg 18 etddv Kot o8 EVIAIKEG.

H péyiot ovvietdpevn doon eivat:

— 1.250 mg cdnpov (10 paxerickor) nuepncing yro Todid and 2 £mg KdTo Tov 6 ETOV,
— 2.500 mg cdnpov (5 diokic) nuepnoiog yio moandid amd 6 £mg KATo TV 9 eT1dv,

— 3.000 mg cdmMpov (6 diokia) nuepnoimg yio wondid kot pnovg amd 9 £wg 18 tmv.

Tpomog yopiymong

- No maipvete ovtd T0 APUOKO HOVO KATH TN OEPKELD TOV YEVUATOV.

— H méoun kévig Velphoro npénetl va avapstyvoeta pe:

- LIKPY] TOGOTNTO LOACKNG TPOPNGS, .Y TOVPE HAAOD, 1|

- LIKPY] TOGOTNTA U avOpakoDyov poenLaTog 1 vEPOD

H okdvn dev O dtaAvbei evteddg kot 0o mapapeivel 6 LOPPT EVOLOPNUOTOS KAPEKOKKIVOL
YPDOLOTOG.

— [pémet va migite To evaidpnpa k6vemg eviog 30 AETTOV PETA TNV TPOETOLAGIO TOV.

- Av yperdleton, avapeifte Eavd ) ooV AUECHS TPV Omd TNV KATATOOT).

- H mooun xévig Velphoro dev mpénet va Bepuaivetal (m.y. otov ¢odpvo KpoKvUdT®v) o0TE vol
npootifetan oe {e0TEG TPOPEG 1 LYPAL.

- Orav LapPavete Velphoro, 8o mpémet vo akolovbeite ) cuvictdpevn S10TpoPn} KoL Tig
Oepamneiec Tov £yovv cuvtayoypagn el amd Tov YloTpd 60G¢, OTMC CLUTANPMUATE 0CPECTIOL,
Brrapivn D3 1 acPeotioppntikd (xpnoomolohvTal Y10, TV aVIIULETOTICT TPOPANUATOV TV
TapaBuPeOEdDV 0OEVOV).

Eav napete peyorvtepn d6on Velphoro amé tnv kavoviki)
Edv mpate Katd AdBog TOAAOVG PUKEAMOKOVG TOGIUNG KOVEMG, PNV TUPETE GAAN TOGHTNTA Kot
amevuvbeite dueca oTov YITPO 1) GTOV QPOPLUKOTOLO GOGC.

Eav Egyaoete vo napete to Velphoro
Edv Eeydoate o 6601, anidg cuveyioTe Le TNV EMOUEVT 00GT KOTA TN cLuVHON dpa ANYNgG He KAmolo

yeoua. Mnv népete SutAn 001 Yo Vo OVOTATPOCETE T dO0T oL EEYACATE.
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Eav stapatiocste va noipvets to Velphoro
Mnyv dakOyEeTE TN AW TOL PAPUAKOL TPOTOV amevBuvheite GTOV YI0TPO 1 GTOV PAPUAKOTOLO GO,
KoBhg evdéyetar va avnbovv ta enineda Tov POGEOPOL 6To aipa cag (BA. mapdypapo 1).

4. MBavéic avemBopnTeg evépyereg

Onwg 6A0 To pAPLLOKOL, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovc1alovtal 6€ OAOVG TOVG AVOPMOTOLG.

H gpodavion povpwv konpdvev cg acbeveic tov Aapfdavovv to Velphoro givol modd cuyvn. Edv
TOPOVGLALETE KOl GAAN CUUTTOUOTA, OTOC LEAVOLEVT] KOTMGT KOl SDGTVOL, EMKOIVOVIGTE GUEGH
pe Tov yotpo cog (PA. mapdypoeo 2 «IIpogidomolfcelg Kot TpoPLALEEIS»).

Ot mopoakdte avemBounteg evépyeteg £xovv avapepbei amd acbeveig mov Adufovoy avTd To PAPUOKO:

oAV ovyvég (umopel va eppavicotody o tepiocotepa and 1 ota 10 dropa): didppoia (Tapovstdletor
YEVIKA GTO apyko 6Tdd10 TG Bepameiog kot anokadictatol pe Ty Tapodo Tov xpovov).

Yoyvég (umopel va epeaviotovy o€ €mg 1 ota 10 dropa): aicOnua adbeciog (vavtia), duckotmdtnTa,
éuetoc, dvomeyia, GAYOg 6TO GTOUAYL KOl GTO EVIEPO, AEPLO, SVCYPOUATICUOG GTA dOVTLA, GALAYY] OTN
yeoon.

‘O ovyvég (umopet va epeovietovv oe £0¢ 1 ota 100 dropa): povokmpa (d1dtacn g Kothiag),
(QAEYLOVT] TOL GTOUGYOV, SUGPOPIL GTIV KOIAMOKT YDPa, SUGKOAIN GTIV KATATOGT, 0&0 TPOEPYOLEVO
07t0 TO GTOUdYL (YAGTPOOIGOPAYIKT TAAVOPOUNGT)), SUGYPOUOTIGHOG TS YADGGOC, XOUNAG 1| VYN
enineda aoPectiov 010 aipo KOTOMY EEETAGEMV, KOTMON, KVNoUOS, eEavOTLaTa, TOVOKEPAAOG,
dvoTVola.

Avo@opd avemOdunTOV EVvEPYELOV

Edv mopoatmproete Kamowo avemBOunTn evEPYEL, EVILEPDGETE TOV YIOTPO 1 TOV PAPUOKOTOLO GOC.
AVT0 1oyvEL Kot Yo kaOe Thavr avemBountn vEPYELR TOV OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDV
xpnons. Mmopeite emiong va avagépete avemBountes evépyeteg anevbeiac, pecw Tov g6vikol
GUGTHUOATOG OVOPOPAS TOL ovaypapetor 6to [apdpmua V. Mécm tng avaeopdg averBountov
gvepyel®V pmopeite va fondncete ot GLALOYN TEPIOTOTEPOV TANPOPOPIDV GYETIK LIE TNV ASPHAELN
TOV TAPOVTOG PAPULAKOL.

5. Ilog va puidsoere To Velphoro

To @apuaxo owtd TPETEL Vo PUAACCETOL GE UEPT) TOV OgV TO PAETOVV Kol OV TO POAVOLV T, TSI,
Na pn ypnoonoteite ovtd T0 PAPHOKO PETA TNV MUEPOUN VK AENS TOV AVOPEPETOL GTO KOVTL 1] GTOV
QokeAioko petd Vv EvoeiEn «EXPy». H nuepounvia AnEng ivor n tedevtaio nuépa Tov pive Tov

avopEPETAL EKEL.

AopPavete 10 avooLOTAUEVO Eval®PN O EvTOG 30 AETTOV HETA TNV TPOETOLLAGIO TOV.
AvT106 TO EAppOKO deV amaltel E101KEG cVVONKEC POAOENG.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETELGNG 1] GTA OKLOK( aroppinpota. Pothote tov

(POPLLOKOTTOLO GOG Y10, TO TG VO TETAEETE T, PAPUOKO TTOV OEV ¥PNOLULOTOLELTE Tl AvTd Tar pétpa Oa
Bonfncovv oty Tpoctacio Tov TEPIPAAAOVTOC.
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6. Iepreydpeva NG GVOKELUGTUG KL AOUTEG TANPOPOPIEg

T epréyer to Velphoro

- H dpaotikn ovsia givar covkpopeptkd 0&0-vdpo&eidio, n omoia amoteleiTonl amd TOALTLPNVIKO
0&v-vdpoceidio TproBevovg GLdMpov, cakyapdln kat apoia. Kabe paxeliokog mepiéyet
GOVKPOPEPLKO 0EV-VOPOEEISLO TTOV avTioToKEl 68 125 My cudnpov. Kabe pakelickog mepiéyet
emiong 187 mg caxyoapoling kol 75 mg apdrov. o teplocoTEPE; TANPOPOPIEG GYETIKA LIE TN
oakyapoln Kot ta Guora, PA. mapdypapo 2.

- Ta dAAa cuoTaTiKd givar HoATOdEETPIVY, LIKPOKPVOTOAAKT KLTTOPIVY, KOUUL E0vOAvng,
OTEOTIKO LaYVIG10, KOAAOELDEG GvudpOo TTVpiTIO.

Epgavien tov Velphoro ko wepieydpeva g svekevaciog
H mooun kévig Velphoro £yst kapekOKKivo ypmo Kol ToapEYETOL 0 GCLOKELOCIN AGPAAEING IO
od1d o€ PaxeAickovg 600 HOVAY dOGEMV.

H mooun xévig Velphoro dwotibetot o€ ouokevacieg mov mepiéyovv 90 pakerickovg.
Karoyog Adcrag Kvkhopopiog

Vifor Fresenius Medical Care Renal Pharma France
100-101 Terrasse Boieldieu

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

ToAria

Hopackevaotic

Vifor France

100-101 Terrasse Boieldieu
Tour Franklin La Défense 8
92042 Paris la Défense Cedex
TaAAdia

INo omoladnmote TANPOPOPin, GYETIK LIE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOUAEIOTE VL
angvBuvbeite otov Kdtoyo g Adegiag Kukhopopiag.

To mwapov @UALO 00NYLOV Yp1ioNS avaBe®P1)ONKe Y0 TEAEVTAIO POPE GTIS

Agntouepeic TANpopopieg yia 10 QappoKo avtod gival d1abécieg 6to dikTLaKd TOTo ToV Evpomnaikon
Opyavicpov Papudkev: http://www.ema.europa.eu.
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