CSL Vifor

IEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX
1.  ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Velphoro 500 mg pacmpeva, diokio.
2.  TOIOTIKH KAI ITIOXOTIKH XYNOEXH
Ka6e pacopevo diokio mepiéyet covkpo@eptkd o&v-vopoteidio mov avtistoryei oe 500 mg cidnpov.
To covkpoPeptkd 0&L-VOPOLEidI0 OV TEPIEXETAL OE £Va SIOKIO AMOTEAEITAL OTO TOAVTLPNVIKO 0EL-
VOpo&eidio Tpiobevoug aidnpov (wov mepieyel S00 mg c1dMpov), 750 mg caxyapolng kot 700 mg
apOA®V (GpVA0 TOTATAG Kot TPOleAUTIVOTOMUEVO GLVAo apafocitov).
Mo tov TApn katdloyo TV ekddy®V, PA. Topdypapo 6.1.
3. ®APMAKOTEXNIKH MOP®H
Mooc®pevo diokio.
Koagerti, kokhxa owokia pe avayloen évoelén PAS00 ot pia mhevpd. Ta diokio €xovv didpetpo
20 mm ot wéryog 6,5 mm.
4. KAINIKEX TAHPO®OPIEX

4.1 OgpamevTikég evoeielg

To Velphoro gvdsikvotat yio Eleyyo TV EMTESOV TOV POGPOPOL 0POD e EVAAIKEG 0oOEVELG e
xpoVia veppikn vocso (XNN) tov vrofdrrovion oe arpokdabapon (AK) v mepirovaikn kaBapon (I1K).

To Velphoro gvdeikvotal yio EAeyy0 TV EMITESDV TOV POCPOPOL OPOV GE TALIATPIKOVS acHeveic
nikiog 2 etov kot ave pe XNN 4ov — Sov otadiov (Bacet puBuov orepopatiknig dmbnong
<30 ml/min/1,73 m?) 1} ue XNN vrd kabopon.

To Velphoro 0a mpénet va ypnoytomoteiton 6to TAaicio TOAAATANG OepAmELTIKNG TPOGEYYIONS, N
omoia o pmopovoe va epthopfavel couminpopa acfectiov, 1,25-6twdpoéufrrauiviy Ds 1 kdnoto

and to avaloyd TG 1| 0OPECTIOUUNTIKG Y10 TOV EAEYXO0 AVATTLENG OGTIKHG VEQPIKNG VOGOU.

4.2  Aocoloyio Kol TPOTOS YOPINYNONS

Aocoloyia

Adan évaplng yio evilirec kai epnfovg (=12 etwv)
H ocvvietouevn d6on évapéng eivar 1.500 mg c1dnpov (3 diokia) avd nuépa, SLoopacUévn ota
YEOUATO TNG NUEPAG.

Titdomoinon e d0ong ka1 avvTpnon yio evhAkeS koi epijfovg (=12 etwv)

Ta enimeda 10V POSPOPOV 0PV Ba TPEMEL VoL TAPOKOAOLOOVVTAL KOt 1) TITAOTTOINGOT TNG dOCTG TOV
GoVKPOPEPIKOD 0EV-VOPOLEdion Do TPEmel Vo AVEAVETOL 1] VO EAATTOVETOL LE TPOGAVENCELS TV
500 mg onpov (1 diokio) ava nuépa kdbe 2 — 4 efdouddeg péypt va emitevydel Eva amodeKTo
eninedo POSEOPOV 0pov, EMAKOAOVOOVEVO OO TUKTIKT TOPOKOAOVONOT).

v KAvikn TpokTikn, 1 Oepaneia fociletal oty avdykn eEAEYXOV TOV EMTESDV TOV POGEOPOL
0poV, TapOAO OV 01 0obeveig TOV avtamokpivovtal ot Oepaneia pe Velphoro cuvifmg
EMTLYYAVOLV Ta BEATIOTA EMIMES O POSPOPOV 0pOL e d0celg Towv 1.500 — 2.000 mg 511 pov avd
nuépa (3 émg 4 dokia).

e mepintwon mapdrewyng piog 1 teplocotepV 00GEWMY, O TPETEL VO GLUVEXIGTEL 1) ANYN TNG
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KAVOVIKNG 0OGMG TOL PUPUAKEVTIKOD TPOIGVTOG LE TO EXOUEVO YEVLLAL.

Méyiotn avext nueprolo. 0oon yio evilikes kol epnffoug (=12 etawv)
H péyiom ovvictopevn d6on ivar 3.000 mg c1dnpov (6 diokia).

Adon évoplne, tithomoinon e 000nS Koa ovVTHPNON Yio, ToadLoTpLkovs aobeveic (2 éme <12 etdv)
To Velphoro diatifeton emiong og mooiun kovig 6€ pakeriocko 125 mg yia ¥p1ion € TodloTPIKovg
aoBeveic nhkiog 2 émg <12 etdv. H emhoyn @appakoteyvikng Lopeng eaptdtat amd Ty nAkia,
TNV TPOTIUNOT, TA YOPAKTNPIGTIKA KAl T GLUUOPP®ST ToL acBevols. Otav yiveton petapocmn amd
TN H0 LoPOT 6TV GALN, TPETEL VAL P CLUOTTOLEITOL 1] 1310 cLVIGTOUEVT d00T. Ol GUVIGTANEVES
d00g1g Evapéng Kot oL TITAOTOM6E1g 600G Tov Velphoro yio mondiatpucos aobeveic nhikiog 2 €wg
<12 gt®v mapovcidlovion otov [ivaka 1.

Hivaxkag 1 Xvvietdpeves 006615 Evaping Kol TITAOTOMGELS 6061G Y10, TOOLATPIKOVS 0c0gvVEiQ
niuxkiog 2 é0g <12 gtov

Hlxia Hpeprjow d6om AvEnoeig perooeig Méyioti) cuvieTOpEVY
ac0evovig (étn) évapéng d601g nuepioa d6on
>2 émg <6 500 mg 1251 250 mg 1,250 mg
>6 £0¢ <9 750 mg 125,250M 375 mg 2,500 mg
>9 éwg <12 1.000 mg 2501 500 mg 3,000 mg

Mo acBeveic nlikiog 2 €wg <6 eT@V, TPETEL VA YOpTYEITOL 1] TOCIUN KOVIC, KOOMG 1 LOPPT TV
HOCHUEVOV O1KI®mV 0V €ival KATAAANAN Y10 T1 GLYKEKPLUEVT] NAMKLOKT OLLASAL.

Mo acBeveic nhikiag 6 £og <12 et@v, umopov va cuvtayoypaendovy pocopeva diokia Velphoro
avti yio 1 6€ cuVOLAGHO pE TV oo k6vi Velphoro, edv n nuepnota d6on givar 1.000 mg
o1dnpov (2 pocopeva dtokia) 1 HeyardTep.

Ta enineda Tov POGEOPOL 0pov B TPETEL Vo, TopakolovBovvTal Kot 1 TITAOTOINGT dOGNG TOV
GOVKPOPEPIKOL 0EV-VOPOoLeIdion Ba mpEmet va aEAVETOL 1] VOL EAATTMVETOL LE NUEPTIOLES
npocavénoelg kabe 2 — 4 gfdoudoeg, péxpt va enttevydei Eva amodekto eninedo EMGPOPOV 0POv,
EMOKOAOLOOVUEVO 0d TOKTIKN TTOpaKoAoVON oM.

Toudiozpixoc whnBoouoc <2 etapv
H acedieia ko 1 amoteleopatikotnTa Tov Velphoro og Taudid K4Tm tov 2 TV 08V EX0VV
tekunprobel. Aev vdpyovv drobéoipa dedopéva.

Neppixn avendprelo.

To Velphoro gvdeikvotot yio EAeYY0 TOV EMTEIDV TOV POGPOPOL 0POV GE EVAMKES aoBEVEIS LE
xpovia veppikn vocso (XNN) mov vropdiiovtor oe arpokdbopon (AK) 1 mepirovaikn kadBapon
(ITIK). Agv vrapyovv dtabécio KAVIKG 0edopUEVa V1o acBevelg TOv BpioKOVTOL GE TTLO TPMLLLO.
OTAOL0 VEPPIKNG OVETAPKELNG,

Hrorikn avendpkeio,

AocBeveig pe cofopn Nratik avendpkelo eEoapédnkay omd T COUUETOYN OTIG KMVIKEC LEAETEC
KaTd TIG 0moieg yopnynonKe covkpopepikd 0&p-vdposeidio. 201000, dev TapaTnPNONKAY eviei&elc
NAOATIKNG OVETAPKELNG 1] GNILOVTIKNG SL0TaPUyNS TOV NIATIKOV eVIOH®V KOTA TIG KAVIKEG LEAETEG
KaTA TIG 0moieg yopnynOnke covkpopeptkd 0&v-vopoceidto. I'a mepiocdtepeg TANpoPopies, PA.
mopdypaeo 4.4.

Hlxiowuévor (265 stav)

To Velphoro £yetl yopnynei oe neprocdTepovg amod 248 nAKImpEVONS (>65 eTdv) cOUP®VO LE TO
EYKEKPLUEVO B0GOA0YIKO GYNUa. ATtO TOV GUVOMKO 0plBUd acBevdy OTIG KAVIKEG LEAETEG TOV
GOVKPOPEPTKOL 0EV-VOPOEELdioN, TO 29,7% NTav 65 eTdV Kot Avm, evd To 8,7% ftav 75 eTdv Kot
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Ave. XT1g LEAETEG AVTEG OEV EPAPLOCTIKOV EOIKEG KOTEVLOUVINPIEG YPOUIES OOONC KAl YOPIYNONS
GTOVE NMKIMUEVOLS KOt TO JOGOAOYIKA GYNLOTO OEV GUGYETICTNKOV LE KATOL0 onuoavtikd {fTnua.

Tpomog yopnynong

A7 TOV GTOLTOG YPTION.

To Velphoro givai éva pacopevo diokio To onoio Oa wpémet va Aappdvetot Katd tn SLdpKeLd TV
yevpdtov. ['a 1 peyiotonoinon g omoppdPnomg ToL SUTPOPIKOD POGPOPOL, | GUVOALKY|
nuepnota 66on Ba Tpémet va Stopotpaletol ota yedhpoTa TG NUEPOC. AgvV amotteital 1) KaToavaAwon
TEPIOCOTEPOV VYPAOV OO TO GLVNOIGUEVO ad ToVg acbeveic kKot 1 KoTavidlmon Ba Tpénet va
GUULOPPAOVETAL [LE TN dlonta TOV TOVG £XEL opioet 0 YLoTpdg Tovg. Ta diokia Ba Tpémel va pacmvtaol
M va Opoppotilovral. Ta diokio dev TPEMEL VO KATATIVOVTAL OALOKAN PO

4.3  Avtevoeigeag

. YrepevaroOnoio 6tn 0paGTIKT 0VGIN 1) G€ KATO10 Ad TO £KO0Y 0 TOL OVAPEPOVTOL
otV mopdypaeo 6.1.
. AoypopATOOT Kot 0To1adNmoTe GAAN O10TApUY] GLCCMOPELONG GLOTPOV.

4.4 Ei10wkéc mpo1domomoelg Kol IPpoPuAdEels katd T ypion

[eprrovitida, yooTpikéc Ko NIoTIKES SL0TaPpayEC KOl YOO TPEVIEPIKT) YELPOVPYIKY| EXEUPoon

O1 acBeveig e TPOGPATO 16TOPIKO TEPLTOVITIONG (KATA TOVG 3 TEAEVTAIONG UIVES), ONUOVTIKEG
YOO TPIKEG T} NTOTIKES SlatapayEg Kat ot acbeveig mov Exovv vtoPAndet oe peilova yaotpevtepikn
YEPOVPYIKN eMEPPaoM dev Exovv cuUTEPIANEOEl 6T KAVIKEG pedéteg e Velphoro. H Ogpaneia pe
Velphoro 0o tpémnel va xpnoLonoteiton 6€ avToE TOVG ACHEVEIC LOVO KATOTLY TPOGEKTIKNG
a&1oAdYNoNG TG GYECNG OPEAOVG-KIVOVVOU.

Ynépypwon korpdvmv

To covkpoeepikd 0&EL-VOPOLEIdIO PTOpEl VO TPOKAAEGEL LITEPYPDOT TV KOTPAVOV (Ladpa
kompava). H vrépypmon tov Kompdvov (Ladpo ¥poduUe) UTOPE OTTIKA VO, ATOKPOYEL YOG TPEVTEPIKT
opoppayia (BA. mapdypago 4.5).

[TAnpoopieg oyetikd e tn cakyapoln kot ta duvio (VOaTdvEpOKES)

To Velphoro nepiéyet cokyapdln. Ot acbeveic pe omdvia kKAnpovoukd tpopfinuete dvcaveéiog ot
PpovkToln, dSvcamoppdPNon YALKONG-YOAAKTOING 1] AVETAPKELD GOVKPACTC-ICOUOATACNG dev Oal
TPENEL VO, AAPOVV QLT TO PAPUAKEVLTIKO TPOTOV.

Mmopei va etvar emPAAPEC Yo Ta OOVTLOL

To Velphoro mepiéyel auouio motdtag kot mpolerativomrompuévo apvio apofocitov. Ot dafntikol
acBeveic Oa mpémel va AdPovv vdyn ot éva diokio Velphoro codvvapei pe 1,4 g voatavOpakwmv
nepinov (1oodvvapo pe 0,116 povades youlov).

4.5 Alriemopacels pe GAho QUPUUKEVTIKA TPOIOVTA KAl AAAEG HOPPES UAMAETTIOPOONG

To Velphoro oygdov dev amoppopdtar omd T yaotpevtepikn 0d0. [Tapodro mov n mbavotta
OAANAETIOPACEWDV LUE PUPUAKEVTIKA TPOTOVTO POIVETOL VAL Elvar YOUNAT, 1 Towtdypovn Bepameia pe
QOPUOKEVTIKG TPOTOVTA [1E GTEVO BEPOTEVTIKO VPO AMALTEL TV TOPAKOAOVON OGN T®V KAVIKGOY
amoteAESLATOV 1] TOV avemBOHUNTOV avTdpdcoewv Katd v Evapén 1 TNV TPoGopLoyn TN dOONGS
elte Tov Velphoro gite tov To0TOPOVA YOPNYOVUEVOL PUPHOKELTIKOV TPOidVTOC. Evaliaktikd, o
ytpog Bo mpénet vo e€etdlel T evOEXOUEVO LETPNONG TOV EMITES®V GTO aipa. Katd ) yoprynon
0TOL0VONTTOTE POAPUAKEVTIKOD TPOIOVTOG TO 0010 Eival YvmaTO OTL AAANAETIOPA LE TOV GioMpo
(6mwg n arevopovarn kat 1 do&ukvukiivn) 1 lvar Suvatd vo AAANAETOPA e TO GOVKPOPEPIKO 0&V-
vOpo&eidio Baoel udvo peletmv in vitro 6TmG M AePfoBupoivn, T0 PAPLAKELTIKO TPOTOV Ba Tpémel va
YOpMYELTAL TOLAGYIGTOV Hio dpa TPV 1 VO dPEG HUETA T AqwT Tov Velphoro.
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Meléteg in vitro Ko in vivo cuviyopoLv vEp Tov 6Tt 1 Prodiabecipudtnto e fadadovsTdTNG Kot TG
po&adovoTdtng punopet va petwbei 6tav AapPavetot TanTOYpOVa LE SECUEVTEC POCPOPIKMY,
ocvpmeptiappavopévov tov Velphoro. [Ipokeypévou va meplopiotody 6to AN IGTO 01 TOUVEG
oAAniemidpacelg pe 1o Velphoro, n fadadovotdn kot 1 po&adovotdatn Oo mpémetl va yopnyobvtan
TOVAGYIGTOV pio dpa TPV 1 S0 Mpeg petd o Velphoro.

Ot HEAETEC in Vitro e TIC TOPUKAT® dPACTIKEG OVGieg dgv £0€1EaV KATOL0 OYETIKT AAANAETIOpaOT:
OKETVAOGUAIKVAIKO 0&D, KepaAeEivn, KIVOKOAKETT, SITpoPLo&acivn, KAOTLOOYPEAN, EVOLUTPIAN,
vOpoyAmpotalion, petpopuivr, LETOTPOLOAN, VipeduTivr, ToyAttalovn Kot Kividivn.

Meléteg aAlniemdpaoemv £xovv mpaypotononel povo o vyieic eBelovtég. Ot peréteg Exovv
deayBel o€ vyteig avopeg kot yuvaikeg aobevelg e Aosaptdvr, POVPOGENIdT, dtyo&ivn, Papeapivn
kot openmpaloin. H cuyyopriynon tov Velphoro dev emmpéace tn frodiabesitdotnTa avtdv TV
QOPUAKEVTIKOV TPOIOVI®V OTTMG UETPNONKE ammd TV meptoyn Katm amd v kaumdin (AUC).

Agdopéva amd KMVIKEG PEAETES £X0VV OEIEEL OTL TO GOVKPOPEPTKO 0EV-VIPOEEISIO dev emnpedlet TIC
emdpdoelc tov avactoréwv e HMG-CoA pedovktdong (w.y. otoppactativn kot cyupfactotivn)
0G0V agopd T peinon tav Amidiov. Eximiéov, post-hoc avaridoelg amd khvikég pelétec katédei&ay
ot to Velphoro dgv €yel enintmon otnv enidpaocn tng peiwong g dbikng mopaboppovng (iPTH)
TV oo Tov 6TtopoTog avaidywv Bitapivng D. Ta enineda g Prropivng D kot g
1,25-6wopoévPrropivng D mapéuevay apetdapfinto.

To Velphoro dev ennpedlet T1g eEeTdoE1C aviyveLong AlaTog 6To KOTPOVO e SOKILAGTH YOLUidKNG
(Haemoccult) | avocoroykn dokipacio (iColo Rectal kot Hexagon Obti).

4.6 TLovipétnTo, KUNGN KOl Yorovyia

Konon

Agv vapyovv dtabéotpa KAVIKA dedopéva amo Ty EkBeot Tov GOVKPOPEPTKOL 0&V-VOPOEELSTON GE
£YKVEC YuVaiKeC.

Meléteg avamopayytkng Kot avartuélokng tolikotntog oe (da dev Katédel&ay KAmolov Kivouvo
OGOV aPOPE TNV EYKLUOGVVN, TNV avATTLEN TOL EUPPHOV, TOV TOKETO KOl TNV OVATTUEN LETA TN
vévva (PAéme Tapdypao 5.3). To covkpoeepikd 0&v-vopoteidio Ba mpémet va ypnoionoleital e
£€YKVEG Yuvaikeg edv eivatl TpayHaTikd ovoykaio Hévo KoTdmy TPoceKTIKNG 0EI0AOYN oG TG OXE0TG
0PEALOVC-KIVOVUVOU.

Oniocuog

Agv vapyovv dabéotpa KAvika dedopéva amd tn ypnon tov Velphoro o Onlalovceg yuvaikec.
E@bdcov 1 amoppdpnon Tov 6101pov omd avtd TO QAPLOKELTIKO TPoidy givar eAdyiotn (PA.
mopaypaeo 5.2), eivor aniBovn 1 anékKpion odnpov amd T0 GOVKPOPEPIKO 0EV-VOPoLEidlo 6TO
untpcd yoro. H amdpaon yio m cvvéyion tov Inhacpov 1 g Oepaneiog Le covkpopepikod
0&v-vdpoteidio Bo mpénet va Anebel cOUPVO, e Ta. 0PEAT TOV ONAAGLOD Y10 TO AT KoL TOL OPEAT
¢ Oepameiog pe Velphoro yio t untépoa.

Tovipdmto

Agv vrdpyovv dedopéva dGov apopd v enidpacn tov Velphoro otn yovipdtnto otov avBpwmo. Xe
peiéteg mov oeénydnoav oe {ma, dev mapotnpNOnKay avemBounteg evépyeieg 6GOV 0QOPA TIg
TOPUUETPOLG S10dKAGTIOG TOL LEVYOPDUATOG, YOVILOTNTOG KOt TOPAUETPOVS TOV VEOYVOD KATOTLY
YOPNYNONG GOVKPOPEPIKOD 0EV-VOPOEELSTOV (PA. Tapdypapo 5.3).

4.7 Emopdceig oty IKaveTNTa 001171)61)G KO EPIGHOV POV LETOV

To Velphoro dgv €yet kapio 1 £x€1 Ao UAVTN EXIOPOCT) GTNV IKAVOTTO OONYNOTG KoL YELPIGUOD
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UnYovnUaToy.

4.8 AvemOopnteg evépyseieg

TIepiAnyn Tov TPOYIA acEIAEIOC

To tpéyov mpoeik acpdrelag tov Velphoro Baciletal og yoprynon Bepanciog pe covkpopeptkd o&v-
VOPOoEeidilo ddpkelag Emg 55 efdopadmv e cuvorlkd 778 acBeveic Tov voPAnOnKav 6e
opokaBapon kot o€ 57 acBeveic mov vrofAnOnKav oe Tepitovaiky kdBapon.

e ouTég TIC KAMVIKEG PeAéTeg, mepinmov to 43% TV 060evVAaV ELEAVIcE TOLAGYIGTOV pio avemBounT
gvépyela Kotd T Bepaneio pe To Velphoro kot 1o 0,36% tov avemBountov evepyeidv avapépdnkoy
¢ coPapéc. H mhetovotnto tov avemiBountov evepyeidv mov avaeépinkay amd Tig ueAéTeg NTay
YOOTPEVTIEPIKES SLOTAPAYES, EK TV OTOI®V 01 GLYVOTEPA ovapepBeiceg avemBOUNTEG EVEPYEIEG TV
1 Sdppota Kot 1) VIEPYPOOT] KOTPAV®V (ToAD cuyveS). H ocuvipurtiki mhetoyneia avtdv Tov
YOGTPEVIEPIKADV OLATUPOUYDV ELPAVIGTNKE VOPIG KaTd TN d1dpKeLn TG Oepomeiog Kot VToYMPNCE e
TNV TAPOS0 TOL YPOVOL KOl T GLVEYLIGT] TS ANYNG TOL QPOPLAKOD.

Agv mapotnpfnkay S000eE0PTOUEVEG TACELS GTO TPOPIA avemBOUNTOV evepyeldv Tov Velphoro.
HMivakag avemBounTev evepyelmv

O avemBduntec evépyeiec mov avaeépnkay amd ™ ypnomn tov Velphoro oe docelg omd 250 mg
ownpov/Muépa £wg 3.000 mg cdnpov/MuUEPA 6€ aVTODS Tovg acbeveig (n=835) mapatiBevtarl oTov
[Tivaka 2.

H cuyvotta avaeopdc evidooetal oTig Kot yopieg modd cvyvég (>1/10), cuyvég (>1/100 éwng
<1/10), &yt ouyvég (=1/1.000 £wg <1/100).

Iivokog2 AvemOOUNTES EVEPYELES TOV EVTOTTIGTNKAY GE KAIVIKES OOKLUES

Katnyopio/opyoaviké oAb cuyvég Yoyvég Oy ovyvég

ovoTNO

Metafoiikég Kot YrepacPeotiopio

SOTPOPIKEC OLOTAPALYES YracPBeotionpio

Awotapoyéc Tov Keporalyia

VELPIKOV GLGTYLLOTOG

AvomvevoTikég, Avcmvola

Ompokucég droTapayéc

Ko OloTapayES

pecobmpakiov

Taotpeviepiéc Adpporo* Noavtia AldToon TG Kollag

dlaTaporyEg Yépypmon Kompavmv Avckotmotnta Tootpitida Kothiokn
"Epetrog Avomeyia dvopopia Avceayio

Kot\tokd dAyog Tlaotpooicopayikn

Metempiopog moAvdpopunon (I'OTIN)
Avoyp®OUATIGHOC AVCYPOUATIGLOC TNG

006VTOg YADGGOG
Awotapoyéc Tov Kvnopdg
OEPLATOC KOIL TOV E&dvOnua
VTOSOPLOL 16TOD
Tevikéc datapaysg Ko A@Voikn yevon Konmon
KatTaotdoelg otn 0éon TPOIdVTOC

XOpPNYNonS
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Ieptypopn emAEYUEVOV OVETLOOUNTOV EVEPYEIDYV

*Audppola
H didppora mpoékvye oto 11,6% tv acbevdv mov cuppeteiyoy otig kKAvikég peréteg. Kotd
TIC LOKPOYPOVIEC LEAETEG OLbpKELaG 55 BOOLAd®VY, | TAEOYNPIO AVTOV TOV AVETIBOUNTOV
EVEPYELDV O1GPpPOLOG NTAV TOPOOIKES, TPOEKLYAY KUTE T, TPOILN 6TASIN TNG EvapEng TG
Oepaneiog kot katéAn&av og dakonn tng Bepaneiog oo 3,1% TV acbevav.

THowdwotpucdc TAnOuoude

To popil acedielag tov Velphoro 6e madiatpucong (2 émg <18 eTmv) Ko eviAikovg acbeveic
Nrav yevikd cvykpicipo. Ot cuyvatepa avoQepOUEVES AVETIBVUNTEC EVEPYEIEC TTOV OLOTAPUYES
TOV YOGTPEVTIEPIKOV, GUUTEPIAOUPOVOUEV®V TG O1appotag (TOAD cuyvd, 16,7%), Tov euétov
(ovyva, 6,1%), g yaotpitdag (cuyva, 3,0%) Kot TG VIEPYPOONG TV KoTpavev (cuyvd, 3,0%).

Avagopd mHovoAoyOUUEVAOV OVETLHVUNTMOV EVEPYEIDYV

H avagopd miBoavoroyodpuevov avemBounTmy evepyelmy Hetd omd Tn yoprynon adelog KukAopopiog
TOL QPOPUOKEVTIKOD TPOTOVTOG elvar onuavtiky|. Emtpénetl ™) cvveyn mapakorovdnon e oyéong
0PEAOVC-KIVOHVOL TOL POPLOKEVTIKOD TPOIOVTOG. ZNTEITOL OO TOVG EMAYYEALOTIEG VYEING VO
AVOPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG AVETLOVUNTEG EVEPYELEG LECH TOL EOBVIKOV GLGTHKOTOG
AVoPOpAG:

EBvikdg Opyaviopog @apudxmv

Meooyeimv 284

GR-15562 XoAlapyog, Adnmva

TnA: + 30 21 32040337

Iototomog:  http://www.eof.gr
http://www kitrinikarta.gr

4.9 Ymnegpdoocoroyia

Toyov nepintdocelg viepdocsoroyiag tov Velphoro (1.y. vropwoeataio) O tpémet va
ovTILETOTILOVTAL KOTA TIG TUTIKES KAMVIKEC TPOKTIKEC.

5.  ®APMAKOAOITKEX IAIOTHTEX

5.1 ®@oppokodvvopIKES 1IO10TNTEG

Dappaxobepamevtikn katnyopio: Ola o dALa Bepamevtikd TpoidvTa: eapuaKka Yo T Oepomeio g
veproAtopiog Kot e vaepemopatopiog, kodwkdég ATC: VO3AEOS

Mnyovicopodc dpdonc

To Velphoro mepi€yel covkpopepikd 0&u-vopoeidio To omoio amoteleitol amd ToAvTLPNVIKO 0&D-
vopo&eidio tprabevoig odnpov (pn-FeOOH), cakyapdln kot dpvia. H déopevon posedpov
TPOYUATOTOLELTOL UE TNV AVTUALNYT CUUTAOK®OV HETOED VOPOEVA-OUAd®Y KA/ VEPOD KoLl TV
VIOV POCPOPOL GTIG PLCIOA0YIKES TIEG pH TG YaoTpEVTEPIKNG 000V.

Ta enineda pOSPOPOV 0POH UELDVOVTOL OC ATOTEAEGLLOL TNG LEIMUEVNG OITOPPOPNONG OLUTPOPLKOD
POCPOPOV.

Klvikr) amoteieopaticodtnto
Exel die€ayBel o khvikn pedétn eaong 3 oe acbeveic pe XNN o€ kaBapon yio va diepevvnbein
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OTTOTEAECUATIKOTNTA Kol 1] ao@dAela Tov Velphoro otov ev A0y mAnBuoud. Avti 1 LeAétn fTov pio
OVOLKTT], TUYOLOTOWMUEVT], EAEYYOUEVT] e eVEPYO QdpLako (avOpakikn oeBelapépn), TapaAANAoV
OHAd®V HEAETN dapKelog £G 55 efdopddV. ZTovg EVAAIKES 0GOEVEIG LLE VTEPPOCPATALIN
(emineda poodpov 0pov >1,94 mmol/l) yopnyndnke covkpopepikd 0&v-VOpo&eidio e d6oM
évapénc 1.000 mg oo pov/nuépa akorovBovpevn amd pia tepiodo Tithomoinong 66omng didpketag 8
eBoopnddmv.

KoaBopiotnke pun kototepotnTa Evavtt g avipakikng oeferapépng kotd m 121 efdopdda. Ot
aocBeveic e€axorovOnoay vo AauBdavouy 1o QaproKo TG ueAETng amod v efdoudda 12 £mg tnv
gfdoudoa 55. Amo v gfdopndda 12 mg v efoopdda 24, ETTPATNKAY TITAOTOMGELS 0OCNG Y10,
Adyovg avekTikOTNTOG Ko amotelecpatikotntoc. H Bepaneio vionAnfuopmv acbevav amod tnv
ePdopdoa 24 £mg tnv efSopdda 27 pe S0GOA0YIO GLVTIPNOTG GOVKPOPEPIKOV 0EV-VOPOLEdion
(1.000 ¢ 3.000 mg cdfpov/MUEPA) 1 YOUNATY OGN GoVKPOPEPLKOD 0&V-VIPoEediov (250 mg
o1NPOLV/MUEPA) KATEDEIEE OVMOTEPOTNTA TNG SOCOAOYING GLVINPTONG.

> Mehém-05A, 1.055 acBeveic oe apoxdbapon (N=968) 1 oe meprrovaikn kabapon (N=87) ue
QemcPopo 0pov >1,94 mmol/L petd amd nepiodo ExmAivong 2 — 4 fdouddwv pe decGUeELTH
POSPOPIKAOV, TuYoonomOnkay kot Erafav Beponeia eite pe GovkpoPepkd 0&v-vdpoteidio, ot
apykn 66om 1.000 mg cionpov/nuépa (N=707), eite pe gvepyd edapuaxo eréyyov (avOpakikn
oePferauépn, N=348) yio 24 gfoopadec. 1o 1éhog ¢ efdouddag 24, 93 acbeveic oe apoxdbapon
TV onoimV Ta enineda OSPOPOV 0pov NTav ereyyoueva (<1,78 mmol/L) pe yopriynon
GOVKPOPEPIKOL 0EV-VOPOEELSIOV GTO TPMTO PEPOG TNG LEAETNG, EMAVO-TUYALOTOONKAV Yl VOl
ocvveyioovv T Oepamneia gite pe T d66M cuvthpnong 24 eBSOUAS®Y GOVKPOPEPIKOD 0&D-
vopo&eldiov (N=44 1 un amotelecpatikd Ereyyo yaunAng 66ong 250 mg cidnpov/nuépa, N=49)
v emmAéov 3 efdopddeg.

Metd v odokAnpwon g Merétng-05A, 658 acbeveic (597 oe apoxdBapon kot 61 og
meprrovaiKn kabapon) vroPAndnkav oe Bepaneio otn perétn enékraong 28 efdopddwv (Merén-
05B) eite pe covkpoeepikd 0&v-vopoeido (N=391) eite pe avBpokikn oePerapépn (N=267)
GOUO®VA LLE TNV OPYLKT] TOVG TUYOLOTOINGT).

Ta péoa enimeda @oEOpov opov ftav 2,5 mmol/l katd v évapén kot 1,8 mmol/l katd v
gPdoudda 12 yia 10 covkpopepikd 0&v-vdpo&eidio (peimwon katd 0,7 mmol/l). Ta avtictoya
emimeda yro v avOpaxikn cePelapépn kotd v Evapén nrov 2,4 mmol/l kot 1,7 mmol/l myv
eBdopdda 12 (peimon kartd 0,7 mmol/l) avtictorya.

H peimon tov poc@dpov opod cuvtnpnonke yuo mepiodo 55 efdopadwv. Ta eninedo pocEdpov
0poD Ko TO, EMITESQ TPOIOVI®V 00PESTIONV-PMSPOPOV LEIMONKAY MG ATOTEAEGILO TNG LELOUEVNS
amoppOPN oG SLATPOPIKOL POCPOPOV.

Ta 06001 AvTATOKPIoT S, OPLOEVE MG TO TOGOGTO TOV AGHEVMOVY OV TETVYE EMIMESA POGPOPOV
0p0Y EVTOG TOL GLVIGTAOUEVOL VPOV GVUP®VO. e TNV [IpwTtofovAria [Towdvtntag Expfdoemv
Neppkrig Nocov (KDOQI — Kidney Disease Outcomes Quality Initiative) ftav 45,3% kot 59,1%
Katd v efdopdda 12 xat 51,9% xat 55,2% kot v gfdopdda 52, yia 10 Govkpopepikd o&v-
VOpo&eidto kot TV avBpakikn cefelapépn, avticTorya.

H péon nuepnoia d6om tov Velphoro katd t didpkeia tov 55 gfdopddmv Beponeiog ntav 1,650 mg
G131 poL Kot 1 péom nuepnoto d6on avpakikng oeferapépne nrov 6,960 mg.

Meteykprrikd dedousvo

‘Exel d1e€ayBel o mpoomtiky|, pn mapepfartin peteykpiriky pedétn acedieog (VERIFIE) yu
v a&oAdynon g Ppayurpddecung Kot paxporpodecung (€og 36 uivec) acedielog Kot
amoteleopatikdtnTag ToL Velphoro o evijlikeg acBeveic v apokdBapon (N=1.198) 1
neprrovaikn KaBapon (N=160), o1 omoiot mapakorovOn Koy 610 TAGIcI0 TG GLVIBOVE KAMVIKNG
TPOKTIKNG Yo 12 €émg 36 pnveg (opudoda aviivong aoedaretag, N=1.365). Katd tn didpkeia tng
peAétng, to 45%

(N=618) avtdv tev acbevav Adpfoavay Tautoypova Bepameia e dEGUEVLTI/-EC POOPOPIKADY EKTOG
tov Velphoro.
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2NV opdida avaAvomg AoPAAELOG, OL TTLO GLYVEC AVETIOVUNTEG EVEPYELEG NTOV 1) SLEPPOLA KoL 1)
VIEPYPDOT KOTPAVV, Tov avapépdniay amd to 14% (N=194) kot 10 9% (N=128) twv acbevov,
avtiototrya. H cuyvotnta epedviong g 01dppotag ftay vynAdtepn Katd tnv tpaTn fdopdada Kot
peinOnke otn ddipreta g xpnons. H didppota rav Nriag £0c HETPLag EVIOoNS 6TOVG
EPLGGOTEPOVS 0eBeveic Kol vITOYMPNGE GTNV TAEIOYNPia TV acBevdV gvidg 2 efdouddwv. H
VIEPYPDOT KOTPAveV (Ladpo KOTPOVE,) OVOLUEVETOL KOTA TNV GtO TOV GTOUOTOC ANy
OKEVAGUOTMV LE BAoT) TO GIONPO KOl WITOPEL OTTIKA VA, OTOKPVUYEL YOO TPEVTEPIKN opoppayia. ['a
4 and ta 40 TEKUMPLOUEVE TOVTOYPOVE GUUBAVTA YOGTPEVTEPIKNC atpoppoyiag, n oxetilopevn pe
10 Velphoro vrépypwon kompdvmv avaeépnke g aitio pun onuavtikng kabvotépnong ot
SLIyVOOT TG YOOTPEVIEPIKNG aOppayiag, Y®pig va ennpeactel 1 vyeio Tov acbevoie. XTig
VIOAOITEC TEPIMTAOGELS, OgV avapéPONKe KabvoTéEPNOT 6T S1AYVWOGT TG YOUOTPEVTIEPIKNG
opopparyio.

Ta amotehéopato TG HeEAETNG AVTNC KaTEdEIEOV OTL 1] amoTEAEGHATIKOTNTO TOL Velphoro og
TPOYUATIKEG GUVONKEC (CUUTEPIAAUPOVOLEVIIC TNE TAVTOYPOVNG XPNONG GAADY JEGUELTOV
POSPOPIKAOV 670 45% TV 0ohevdv) NTaV GCOUPMOVT LLE AVTHY TOL TOPATNPNONKE 6TV KAVIKN
ueAétn edong 3.

Howdwazpukde TAnBuoudc

H amoteleocuatikdmmra kou ) ac@dieio tov Velphoro o modiatpikode aobeveic nhikiog 2 eTmv
Kot ave pe XNN kot vreppoceatapio [ XNN 4ov — 50v otadiov (Bdost puOuod orelpaplotiKig
dmbnong

<30 ml/min/1,73 m?) | ue XNN v kabopon] peretOnkay o€ KAvIK LEAETT OVOIKTNG
emonuavons. Oydovra mévte acbeveic TuyatomoOnkay oto okélog Oepaneiog pe Velphoro
(N=66) 1 ot0 oKéAog Oepameiog pe 0&ikd acPEoTio MG OpacTiKd Papuako eEAEyyov (N=19) yia pia
nepiodo 10 gfdopddmv tithomoinong 06ong (otddio 1), akorovBodevr omd TePiodo EMEKTUOTG
acpdrelag 24 efoopadmv (otado 2). H mhetovotra tov acbevov ntav nikiog >12 etdv (66%).
To 80% ntav acBeveig pe XNN vrd kdbapon (67% vnd apokdBapon kot 13% vrd meprrovaiknm
KkdBapon) kar to 20% Nrov acbeveig pe XNN pn vroforidpevorl og kdOapon).

H meplopicpévn d109opd mg tpog TN UEIDOT TOV HECHY EMTESDY TOV POGPOPOL 0pOD OO TNV
évapén £m¢ 10 TéAog Tov otadiov 1 oty opdda tov Velphoro (N=65) dev T0v oTATIGTIKA
onpavtikn kot oy —0,120 (0,081) mmol/l (95% CI: —0,282, 0,043) Bdoel VTOAOYIGUDY UIKTOD
LOVTELOL E TTPaYLOTIKG dedopéva, ot omoiot £de1&ay péoa emimeda 2,08 mmol/l kotd v Evapén
kot 1,91 mmol/l 6to téhog Tov otadiov 1 (peiwon katd 0,17 mmol/l). H enidpaon drotnpnOnke
Katd Tn 01dpKelo Tov GTadiov 2, av Kot TapotnpnOnKay oplopEVES SIOKVLAVOELS OTY LEON
enidpacn pe v mapodo tov xpovou [0,099 (0,198) mmol/l (95% CI: —0,306, 0,504)].

To 1060016 TV acbevdv Le eTineda POTEOPOL 0POv EVTHS TOV PLGIOAOYIKMV TIHMV owENndnke
amo 37% xatd v évapén oe 61% ot0 éhog Tov oTadiov 1 ko HTav 58% oto TEAOG TOL GTAdIOL 2,
KT TOL JElYVEL TN S1OTNPOVUEVT ENIOPAGT] TOV GOVKPOPEPIKOV 0EV-VOPOEEIdion 6T peimon TV
eMIESOV POSPOPoL. Meta&d v achevdv pe vymlotepa eninedo pOSEOPOL 0poD Ao TIC
QUOIOAOYIKEG TIES Yo TNV NAKia kotd TNV évapén (N=40), katadeiydnke GTOTIOTIKA OTILOVTIKY
UEIMOT TOV EMTEIDV POSPOPOV 0poD amd TNV Evopén émg To TEAOG TOV oTadiov 1, pe péon
petafoin tov ehaylotov tetpaydvev (LS) [tumkd cedipa (SE)] —0,87 (0,30) mg/dl (95% CI:
—-1,47, 0,27, p=0,006).

To mpoik acedielag tov Velphoro otovg maidiatpucois acheveic Tov yevikd cuykpicilo pe
exeivo mov glye mapotnpnbei Tponyovpévmg og EViALKOLS 0oOEVELS.

5.2 ®@appokokivnTikEG 1010TTEG

To Velphoro Aettovpyel decpedoviog @OGPOPO GTN YOOTPEVIEPIKT 000, GUVETMDGS 1) GLYKEVIPWOOT
POOPOPOV 0pov dev GYETILETOL LE TNV OMOTELECUATIKOTNTA TOV. E&attiog TV YopaKTnploTiKoy
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adLOALTOTNTOC Kol arodopnong Tov Velphoro, dgv eivat duvartn 1 die&oywyn TUTIK®OV
QOPUOKOKIVITIKOV LEAETAOV, T.X., KABOPIGLOC TOV OYKOL KATOVOUNG, TEPLOYN KATW amd TNV
KOUTOAT], LEGOC YPOVOG TOAPOUOVAG, K.AT.

e 000 peléteg edong 1, e€nydn to coumépaciia OTL TO EVOEXOUEVO VTTEPCLONPWOOTG Elval EALAYLGTO
Kol 0gv mopatnpiOnKay docoelaptdueveg emdpdoelg oe vylelg eBelovtéc.

Amoppodgnon

To dpactikd Tpua tov Velphoro, pn-FeOOH, givat mpaktikd adidAvto Kat dgv amoppopatat.
061660, TO TPOIOV OTOIOUNGCNS TOV, LOVOTVPTVA EI0T) GLONPOV, UTOPEL VO ATOOEGUEVTEL AUTTO TIV
emeavelo Tov pn-FeOOH kot va, amoppopndei.

Agv devepynnkav o1 LEAETEC OAOKAN POTIKTG amoppOPN oG 68 avOpOTOLS. M1 KAVIKEG LEAETES
o€ 01dpopa €101 (apoVPAIoLS Kol GKOAOLE) KATESEIEAY OTL 1] GLGTILIKT OTOPPOPTGT TOV TOAD
xounAn (1% g yopnyovuevng d6ong).

H npdcinymn o1dnpov amd ) padiocnuacuévn dpactiki ovcio Velphoro 2.000 mg cidfpov oe

1 nuépa diepevvinke oe 16 acbeveic ue XNN (8 mpo kabapong kot 8 oe apoxdbapon) kot o€ 8
vY1eig eBglovtég pe younAd amobépata odnpov (pepprrivn opod <100 mcg/l). Ztovg vyieig
acBeveic,  péomn npodcANYN padtoonuacpévov 61dnpov oto aipo tav 0,43% (gvpog 0,16 £wg
1,25%) xoza v nuépa 21, 0,06% ot acbeveic npo kdbaponc (evpog 0,008 wg 0,44%) kar 0,02%
oe aobevelg og apoxdBapon (ebpoc 0 £mwg 0,04%). Ta eninedo PadIOCLAGLLEVOL GIOT)POV GTO
aipo oy oA yaunid kot teplopilovtay ota epubpokiTTapa.

Kotoavoun

Agv devepynnkav ol LELETEC OAOKAN POTIKTG KOTOVOUNG G€ avOpdmovg. Mn-kAvikég peréteg o
dtapopa €id1 (apovpaiovg kot okOAoVS) katédei&av 6Tt To pn-FeOOH davépetal amnd 1o TAAGHO 6TO
GUK®TL, GTN CTANVO KOl GTOV HVEAD TOV 0GTMOV, KOl YPTCILOTOLEITUL LEGH EVEMUATOONG 6T, EPVOPA
opoceaipia.

210v¢ 0obevels, 0 amoppoPm®UEVOS GlOMPOG avausveTal vo, dlaveun0el emriong ota OPYAVa-GTOYOVG,
T.). OTO GUKMTL, GTI] GTANVA KOl GTOV HVEAD T@V 0GTAOV, Kol Ve, Yp1olponotnel péom

eVoOudTOoNC 6To EpLOPA arpoceaipia.

Blouetaoynuatiopuog

To dpaotikd Tpna Tov Velphoro, oniadn to pn-FeOOH, dev petaporiletal. Qot600, TO TPOTIOV
amodounong Tov Velphoro, povomopnva €i0m 610Mpov, UTOPEL VoL ATOOEGUEVTEL ATTO TNV EMLPAVELL
TOV TOALTLPNVIKOD TPLeBeVOVG GO POV 0&L-VIPOEEdiov Kat va amoppoenBel. Khvucég pehéteg
£€yovv KatadeiEel OTL N GLOTNIKT ATOPPOPNCT TOL GdNPoV amd To Velphoro eivar yapnAn.

Ta dedopéva in vitro VITOINAMGVOLV OTL TO GLOTATIKA GOKYAPOLNG KOl AUOAOL TNG OPUCGTIKNG

ovciog uropovv vo LToPAN0oVV ce TEYN Kol HETATPOT 6& YAVKOLN Kot ppovkTdln, Kot paAtoln
Kot yYAwkoln, avtiototya. AvTd To GLOTATIKA UTOPOLV Vo, aroppoenBoby 6To aijta.

Amofolq

Ye uedéteg ota {da, katd T1c omoieg yopnynonke N dpactikh ovsia **Fe-Velphoro og apovpaiovg kat
OKOAOVG 0O TO GTOUA, O POSIOCT|LACUEVOC GIdNPOC avakTNONKe 6Ta KOTTPOva AL Ol 6T 0VPaL.

5.3 IIpoxivikd dgdopéva. Yo TNV a6QAAEL0

Ta pun KAwvid dedopéva dgv amokeADTTOVY 1810itepPO Kivouvo yio Tov avBpwmo pe Bdon Tig
oLUPOTIKEG LEAETES POPLOKOAOYIKNG ACPAAELOG, TOEIKOTNTOG ETAVUAAUPAVOLEVOY dOGEMV KOl
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yovoto&ikdtnrag.

O1 EMATOCELG TOV TOPOTNPOVVTOL GTN UEAETT] TOEIKOTNTOG TNV avarTLEN TV EUPPOOV
(oreletikég petaPorég kot EAMMING 0oTEOTOINGT]) OYETIOVTOL e VITEPPOAIKT PAPUAKOAOYIO KOt
KaTd Taco ThavoTnTa OV apOoPOovV TOLG acbeveic. AAAeg neAétec TOEIKOTNTOGC GTIV
OVOTTOPOYWYIKT IKOVOTNTO deV KATESEEAY AVETIBOUNTEC EVEPYELEG.

AeEnynoav HeléTec KapKIVoyEVESTG GE TTOVTIKLA Kot apovpaiove. Aev vanpée kapio capng Evosién
KOPKIVOYEVESTG O€ TOVTIKIN. XTOVC apovpaiovs, mapatnpnnke vrepmlocio tov fAevvoyovov pe To
GYNUOTICUO EKKOATIMHOTOG/ KOGTNG OTO TV £VIEPO KOL GTO TVPAO EVIEPO TOV TOVIIKAOV LETE 0o 2
xpovio Bepameiog, aAld avTtd BempnONKe OC HELOVOUEVT] TEPITTOOT TOL €£OPTATOL ATO TO €100G
YOPIC TNV ELPAVIOT EKKOATOUATOV/KUGTOV KATA TN SIEVEPYELN LAKPOYPOVIOV UEAETOV GE
apoLVPAIOLG 1 CKOAOVG. XTOVG APOLPOIOVS, VTNPEE EAAPPDSG AVENUEVT] GUYVOTNTA ELPAVIOTG
KaAon0ovg adevopatoc kKuttdpmv C oTov Bupeoeldn TV apCGEVIKMV 0povpainy ded0UEVNG TNG
VYNAOTEPNG BOGNE TOV GOVKPOPEPIKOV 0EL-VOPOEEdion. AvTo Dempeitor OTL 0PEireETOL KOTA TAGO
TOOVOTNTO GTIV TPOGUPLUOYN GTIG PAUPUAKOAOYIKEG EVEPYELES TOV PUPHOKEVTIKOD TPOTOVTOG Kot Oyl
OTIG KAVIKEG.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Koataloyog ekdoymv

I'edon xoOKKIVOL PLOVPOL TOL

d4covg

Neoeomep1dtvoddpoyaikovn

2TE0TIKO PLOyVTGl0

Avvdpo KOALOEEG TLPITIO

6.2 AovppotoTnTeg

Agv epappoletar.

6.3 Awdpkera Cong

3 ypdvia
Avdpxeia Long PeTd amd To TPpDTO Avorypa TS eraAng: 90 nuépeg.

6.4 Idwitepeg mpoPuAGEelS KoTd T QUAAEN TOV TPOIOVTOS

DdvAdoceTe OTNV OPYIKT] GLOKELOGIN Y10l VO TPOCTUTEVETOL OO TNV VYPAGTaL.

6.5 @®Von Kol GVOTUTIKA TOV TEPLEKTN

d1aAn morvarbvieviov vyming tokvotntog (HDPE) pe mopo aceaieiog TolvmpomvAieviov yio
TOSLA KO EXAYOYIKN COPAYIOT LETAAAMKOD pUAAOD pE amoEnpoavtikd poplokd KOoKvo kat PapBdit.
Meyébn ovokevaciov pe 30 1 90 pacopeva diokia.

Alovpvévia copayior/cvokevacies Koyedav (blister) aocpaieiog yio moidid pe S1dtpnn TEPLOYN
v KGO 066N, 01OV KAbE TOKETO TTEPLEKEL 6 PLooDuEVa dlokia. Tvokevaoieg pe 30 X 1 pacmdpeva
dtokia 1 moAlamAég cvokevacies pe 90 (3 ocvokevaoieg pe 30 X 1) paoopeva dokia.

Mmopei va unv KokAo@opodv OAEG 01 GUCKELUGIES.

6.6 Iowitepeg TpoPULAEELS ambppLYNG

Ka0e aypnoipomointo eopuakeuTikd Tpoiov 1 VITOAELLN TPETEL VO ATOPPITTETOL GOUPDVO UE TIC
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KOTA TOTOVG 16YVO0VGEC GYETIKEG SLaTAEELS.

7. KATOXOX THX AAETAY KYKAO®OPIAX

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

Tour Franklin La Défense 8

92042 Paris la Défense Cedex

TodAio

8. APIOMOX (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 IIPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepopunvia mpdtng £ykpiong: 26 Avyovotov 2014
Huepounvia tedevtaiog avavémong: 25 Maptiov 2019

10. HMEPOMHNIA ANAGEQPHXIHX TOY KEIMENOY
DePpovdprog 2026

Aentopepeic TANpoeopies Yo To TAPOV PUPLOKELTIKO TPOIdV eivar dtabécipec 6Tov SikTLOKS TOTO
tov Evponaikod Opyavicpov Goapudkwyv: https:/ www.ema.europa.eu.

Velphoro-tab500-spc-gr-1.0 11


https://www.ema.europa.eu/

