ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QAPUOKO QVTO TEAEL LITO GUUTANPOUATIKT TOPAKOAOVONOT. AVTO Bl EMLTPEWYEL TO YPIYOPO
TPOGIIOPIoUO VEDV TANPOPOPLOV OCOAAEING. ZNTEITOL OO TOLG EMAYYEAUATIEG VYELNG VO AVOPEPOVY
omolecdnmote mBavoloyovueveg avembBountes evépyeleg. BA. mapdypapo 4.8 yia Tov TpOTO avapopag
OVETIOOLNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX

Kapruvia 50 pukpoypappdpia/ml evécyro dtlopa

2. MHOIOTIKH KAI MOXOTIKH XYNGEXH
Ka0e piaiidio tov 1 ml mepiéyetl 50 pukpoypappdpio dSipeitke@aiivng (og o&ikn).

IMoa tov TApn kaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoyo d1dAvpa.
Awowyég, dypopo dtdlopa, ehedbepo copatidiov (pH 4,5).

4, KAINIKEX ITAHPO®OPIEX
41 OgpamevTikég EVOEiEelg

To Kapruvia gvégikvotor yio ) Ogpaneio e p€Tplog £mg GoPapng LOpPNg KVNGUOV oy cyeTileTal
LE TN (pOVie VEQPIKT VOG0 o€ eviilikeg aoBeveic mTov vofdiioviol o apokdBapon (BA.
Topaypaeo S5.1).

4.2  Aocoloyio kol TPpOTOG YOPNYNONS
H ypron tov Kapruvia 6o mpénet va mepropileton omokAIoTIKA Yo apokdapon eviog KEVIPOU.

To Kapruvia mpoopiletar yio xpnon omd enayyeAlotiec vyeiog e umepio ot o1dyvmon Kot
Oepaneio ToV TaONGE®V V1o TIG 0moieg evoeikvuTaL 1] SIPEMKEPAAIVT. AXAeS auTieg KVNOHOD EKTOG OO
™ xpovia veppikn voco Ba mpémel va amokAieiovtal Tpv amd v Evapén g Bepameiag pe
SupeMKePAAivT).

Aocoloyia

H dwpehkeparivn yopnyeitat 3 popég v efdopndda pe evoopréPia bolus éveon otn erefikn ypopuun
TOL KUKAMUOTOG apokdBapong Katd to télog g Bepaneiag apokdbapong, otn StapKelo TG
avTioTPoPNG EKTAVGNC 1| LETA TNV AVTIGTPOPT] EKTAVOT).

H ovviotodpevn 66on g dipehkeparivng eival 0,5 pukpoypappdpro/kg Enpov copotikod Pdpovg
(OnA. o Papoc-aTdYOG HeTd TV apokdOapon). O cuVoAKOg OyKog TG dOang (ml) Tov amatteitan omd
70 QLoAid10 Ba mpémet va, vtodoyiletor g e€ng: 0,01 x Enpd copatikd Bapog (kg),
GTPOYYLAOTONEVOC 6To TANnGLEsTtepo Oékato (0,1 ml). ' Tovg acbeveig e Enpd copatikd Papog



peyorvtepo 1M ico pe 195 kg, n cvviotmdpevn 660 givar 100 pikpoypappdpia (2 ml). Ot 6ykot éveong
TAPOVCIALOVTOL AETTOUEPDG GTOV TUPAKAT® TiVOK(L:

Evpog papovg ‘Oyxog éveonc?

(Enpd copatikod Bapog ot kg) (ml)
40-44 0.4
45-54 0,5
55-64 0,6
65-74 0,7
75-84 0,8
85-94 0,9
95-104 1,0
105-114 1,1
115-124 1,2
125-134 1,3
135-144 1,4
145-154 1,5
155-164 1,6
165-174 1,7
175-184 1,8
185-194 1,9

> 195 2,0

I Mropet va ypetactody nepiocdtepa omd 1 praAidio edv amarteiton 6yKkog £veong ve tov 1 ml.

H enidpaon g dipeiicepariving otn peimon Tov Kvnopol avapuévetal HETA amd 2—3 gfdopdades
Oepameiog.

Adboeig mov mopaleipOnroy
Edv maporeipbei po taxtikd npoypoppatiopévn Bepansio apoxdbopong, to Kapruvia Oa npénet va
yopnynOet katd v endpevn Bepaneio aypokdbapong oty idto doOoM).

Emirléov Ogparneio

Edv mpaypatonombei 4n Oepaneio apokdbapong péoa o pio efdopdda, To Kapruvia 0o mpémetl va
yopnyNOetl 610 T€h0g NG OpoKABapoNg, GOUPOVO LUE TN CLUVIGTAOUEV dOGN. Aev TPETEL val
YOPNYOUVTOL TEPLGGOTEPEG ATO 4 dOGEIS TNV €RdoUada, axoun Kot av 0 aptipog Tv Beparneidv
alpokdBapong péoa oe pia efdopdda vrepPaivet Tig 4. Mia 4n dd6on Kapruvia givon anifavo vo
00MNYNOEL GE CLGGOPEVOT| HIPEMKEPUAIVIG TTOV Ba TpOoKAAOVGE aviioLYI Yo TNV OCEAAELD, KAODS M
TAELOVOTNTO TNG SLPEAMKEPOAIVIIG TTOV OTTOUEVEL ATTO TNV TPOTYoL eV Bepameio O amopakpvvOel
péom tng apokdbopong (PA. mapaypdpovg 4.9 kot 5.2). Qo16060, 1] 0CQAAELN KoL M
OTOTEAEGHATIKOTNTO oG 41G dOoMG deV ExEL TEKUNPLOOEL TANP®G, AOY® AVETOPK®OV OEOOUEVMV.

Aabeveig ue un oloxAnpowuévy Gepaneio orpoxddopons

I'a Bepomeieg apodidivong mov dlopkovy Aydtepo amd 1 mpa, 1 yopynon g StpeMKePaiivng Ba
TPEMEL VO TEPYEVEL EMG TNV EXOUEVT cuvedpia arpokdBapong.

Metd ) yopnynon dipeiikepalivig o dtopa wov vroPdilovral g apokabapon, Eog kat to 70%
oamofdAietal amd Tov opyavicid TP amd Ty emdpevn cvuvedpio atpokdbapong (PA. mapaypdeovg 4.9
Ko 5.2). Ta enineda TG SUPeAKEPAAIVIC TOL TAPAUEVOVY GTO TAACLLO KOTE TOV YPOVO TNG EMOUEVNG
apokaOapong peuwvovtol kKot tepimov 40-50% gvtog piog opog omd v apokadopon.

AcBeveic ue nrotixy ovoleitovpyio.

Agv amarteital Tpooapuoyn g 60omg Yo acheveic pe e 1§ pétpro nratiky dSvciettovpyia (BA.
apdypoeo 5.2). H dupehucepadivn dev €xet peretndel o€ dtopa pe cofapn nratikn ducAettovpyio
[EBvikd Avtikapkivikd Topopa tov HITA (National Cancer Institute, NCI), Oudda Epyaciog
Opyavikng Aveiettovpyiag (Organ Dysfunction Working Group, ODWG)] kat emopévmg dev
GULVIGTATAL Y10, XPOT| GE AVTOV TOV TANOLGUO acOev@V.

Hlrkiwuévog minboouos (mhxiog > 65 etdv)
O1 6VoTAGELG BOOMGS YO TOVE NAKIOUEVOLS acbevelg etvat 101e¢ e anTéc TV evnlikov acbevov.



Taidratpirog ninBoouog

H acpdieia kot 1 amoTeAeoHATIKOTNTA TG SPEAKEPAAIVIC 6€ Tond1d nAkioag 12—17 etdv dev Exovv
aKopa Tekunplooet.

Ta tpéyovta dwwbéoipa dedopéva meprypdpovtal oty Tapdypago 5.1.

H ac@dieia kot 1 amoTELECUATIKOTNTA TG SIPEAKEPAAIVIG G€ TTOUd1d NAIKIG LUKPOTEPNC TOV

12 10V dev €xel axopa TeKUNPLoOEt.

Agv vtapyovv drobéoiua dedopéva og aobeveic nhikiag KaTm TV 12 eTdv.

Tpomog yoprynong

To Kapruvia dev Oo Tpémet va opoaidVeToL KOl Vo OVOULYVOETOL UE GAAD QOPUOKEVTIKA TPOIOVTAL.

H dupehikepadivn amopokpOveTaL amo T LEUPPEVN TOL UNYOVIIOTOS OLLOKABOPOTG KoL TPETEL VO
YopNyeitar 0pov 1o aipa dev KukAopopel TAEoV LEGM Tov pnyovhpatog apokdbapong. H
drpehkepalivn yopnyeitor 3 @opéc v efoopdda e evdopAEPia bolus Eveon ot QAN YpopLun
TOV KUKAMUOTOC opokdfapong katd 1o téhog e Oepaneiog apokdbapong, otn d1GpKeLd TNG
avTioTPoPNG EKTAVGNC 1] LETA TNV AVTIGTPOPT| EKTAVOT).

Otav yopnyeiton LT TV avtioTpopn EkmAvo, Ba mpémetl va yopnyovvtol TovAdytotov 10 ml
EVEGIOV SADLOTOC YAmprovyov vatpiov 9 mg/ml (0,9%) wg 6ykog avtioTpoeng EKkTAveng HETH TV
éveon tov Kapruvia. Edv 1 d6on yopnyeiton katd tn S1dpKela tng avtioTpoens EKmlvong, ogv
amotteiton Tpdceheto evésipo ddivpa yAwprovyov vatpiov 9 mg/ml (0,9%) yo v ékmivon g
YPOUHUNG.

4.3  Avrevositeag

YrepevarcOnoio otn dpactikn ovcia 1 6€ KATo10 amd To £KO0Y0 TOV AVAPEPOVTL GTNV
Topaypapo 6.1.

4.4  E101kéC TPOELOOTONGELS KUl TPOPVAAEELS KATA TN Y p1on

Yreprohopio

H vrepraiiopio eppaviletal ovyva og acbeveig pe ypovia veppikn voco mov vroPailovtal o€
aoKEOapoT). XTIC ELEYYOUEVES LLE EIKOVIKO QAPLOKO KAVIKEG LEAETEG, £va aplOUNTIKA VYNAOTEPO
TOGOGTO AVETIHOUNTOV EVEPYEIDV VIEPKAALALLING avapEpOnKe Yo Tovg acbeveig Tov vTofAnOnKav
o€ Oepamneio pe dSipelikeparivn (4,7%, 20/424 acbeveic) oe cOyKpIon Ue TO ElKOVIKO papuako (3,5%,
15/424 acbeveig). Agv TexunpudOnKe OITIOAOYIKT GYECT). ZVUVIGTATOL GLYVT TOPOKOAOVON O™ TV
EMITESDV TOV KAAIOV.

Kopdiokn avemdpKelo, Kol KOATIKN LopLULOPVYN

H Swpehikeparivn dev €xet peretndel oe aoeveic e Kapdiokn| avendpkeia katnyopiog IV katd v
Kapdioroyin Etatpeia tng Néag Yopkne. XTi¢ apyikés kKAVIKEG LEAETEC TapatnpnOnKe o pikpn
aplOuNTIKY aviGoppoTio HETOED TOV GUUPAVIOV KOPOIOKNG AVETAPKELNG KOl KOATIKNG LAPUOPVYNG
610VG acbeveig Tov voPANONKav o Bepameio e SIPEAKEQAAIVI GE GVYKPLON LE TO ELKOVIKO
QapHOKO, E101KOTEPO, LETAED 060EVDOV e 10TPIKO 1GTOPIKO KOATIKNG LOPLLOPVYNG O1 0TToiotl S1EKoWyaV 1
mapéretyav T Bepomeio TOVE YO TNV KOATIKY LOPLOPLYTH. AEV TEKUNPLOONKE AITIOAOYIKT OYECT).

AocOgveic pe dotopoyn TOL GUATOEYKEQPOALKOD QPOYLLOV

H dwpehikeparivn gival €vag ayovioTig TOL VITOS0YEN KATTO TOV OTIOEWDDV TEPLPEPIKNG Opdong Le
EPLOPIGUEVN TPOSPaoT 6To KeEVIPIKO vevpikd cvuotnuo (KNX). H akepatdotnta tov
OLLOTOEYKEPOALKOV Ppaypov (BBB) elvatl onpovtikn yio Tov Teplopiopd 61o eAGIOTO TNG TPOSANYNG
dupelkeaAivng oto ec@tepikd Tov KNZ (BA. mapdypago 5.1). Ot acbeveig pe KAvikd onpovtikég
dwtapayég Tov BBB (m.y. peifoveg kakondetec tov eykepdiov, petaoctdoels oto KNZ 1 dAAeg
QAEYLOVAOIELS KOTAGTAGELS, EVEPYO TOALOTAT GKANpLVOT|, TPpOoYmPNUEVN VOG0 Alzheimer) evdéyetan



Vo, SlaTpéyouvy Kivouvo 16080V g dipelikeparivig oto KNZ. To Kapruvia 8a npémet va
CLVTAYOYPUPEITAL LLE TPOGOYN O TETO0VG acbeveic, Aapfdvovtag v’ Oy TN LEHOVOUEVT GYéon
0PEAOVG-KIVOHVOL TOL KaBEVHS, TapaTp®VTOS Yo SuVNTIKEG eMOPAcel; 6to KN,

ZAAn Kot vTvniio

76 ko vevnAia £xovv epeoaviotel g acBeveic Tov Aapupdvovy dipeikepaivn kot pwwopel vo
VIOY®PNGOLV UE TNV TAPOS0 TOL ¥POVOV e TN cvvE ion TS Bepaneiag (PA. mapdypaeo 4.8). H
TOVTOYPOVT] YPNOT KOTOGTUATIKOV AVIUSTAULVIKOV, OTIOEWMOV AVIAYNTIKOV 1| GAADV KOATOCTOATIKMOV
QOPUOKEVTIKOV TPOiOVT®MVY TTov dpovv 6to KNZ, pumopei va avénoet Ty mbavotnta ELOAVIoNS QVTOV
TOV avemBOUNTOV EVEPYELOV Kal Oo TPETEL VO YPNCYUOTOLEITOL LE TPOCOYN KOTA TN SIAPKELD TNG
Oepaneiog pe dSiperikeparivn (BA. mapdypago 4.5).

€ 6UYKPLoN UE TO EIKOVIKO PAPLLOKO, 1 EXUTTOOT TNG VIVNAING TOV VYNAOTEPT GTO ATOWA NAIKIOG
65 etV ko ave wov Ehafav Oepameio pe dSipeiikeparivn (7,0%) amod 6,T1 oo dropo NAKiog KAT®
TV 65 etdv mov ElaPav Oepaneio pe Sipelkeparivn (2,8%).

"Exdoyo. pue yvwot 0paon

AvT6 T0 PUPUAKEVTIKO TPOTOV TEPLEYEL AydTEPO 0mtd 1 mmol vatpiov avd @laiidio, Sniadn
0VLGLOOTIKA Eival «eAeVBePO vaTpiovy.

45  Aliemopaceig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg popPEis allnleniopacng

Agv &govv mpaypotomon el kKhvikég peléteg aAniemidpaceny. H dipehikepadivn dev avaoTéAlel
ovte endyet o évivpa CYP450 kot dev anoterel vmootpopa tov evidpmv CYP450, 0tmg kot dev
oamotelel emiong avaotorén TV evEOUOV YAvKovpovidmong. H dipehkeparivn dev ivor vmocTpmLo
0UTE aVOOTOAENS TV avOpdOTIVEOVY petapopémy (PA. Ttapdypao 5.2). Katd cuvénela, ot
OAANAETIOPAGELG TNG SUPEMKEPAAIVIG LE GAAN POPLOKEVTIKA TPOTOVTA gV Eivar TOAVEG.

H tavtoypovn xopiynon @apuoKeLTIK®Y TPOIOVIOVY, OTMG KOTACTOATIKOV OVTUGTUUIVIKOV,
OTLOELOMV OVOAYNTIKAOV 1) GAL®V KOTAGTUATIKOV QOPUAKEVTIKOV TPOTOVI®MV 1oL dpovv 6Tto KNX
(6mwg Khovidivn, ovoaveeTpovn, youromevtivn, Tpeykapmoiivn, (oAmdeun, odnpaloaun,
oepTpadivn, Ttpalodovn), evdéyetar va avéncovy v mlfavotnta {dAng kot vevniiog (BA.
Topaypapo 4.4).

46 TovipétnTa, KOO KoL Yorlovyia
Kinon

Agv datiBevton 1 elvol TEPLOPIGUEVE TA, KAVIKE OEGOUEVO GYETUKEL LLE TN XPTOT) TNG OLPEAKEPAAIVIG
6€ £YKVO YuvaiKo.

Meléteg oe {da dev KaTEdEEAY AUES 1] EUUEST TOEIKOTNTO GTNV AVOTAPOYOYIKN tkovotnTo (BAETE
Topaypaeo 5.3).

20V TPOANTTIKO HETPO, EIVOL TPOTIUNTED VAL OTOPEVYETAL 1] xp1omn Tov Kapruvia kotd ) didpkelo TG
EYKLLOGVVNG.

OnAacuog

Agv glval yvootd €4v 1 SLPEAKEPAAIVY ATEKKPIVETAL GTO OVOPOTIVO UNTPIKO YAA.

O kivdvvog ota veoyévvnta/Bpéen dev unopel vo amokAeloTel.

[pénet va amopaciotel av Oa dtakomel 0 OnAacudc N Oa dakonei/Oa amoeevydei n Oepaneia pe

Kapruvia, Aappdvovtog vroyn 1o 6¢eroc Tov ONAacpol yio to moudi kot to 6eelog g Oepaneiag yio
T yovvoika.



Meléteg oe {da £xovv KaTodeIEEL AMEKKPION TNG SIPEAKEPUAIVIIG GTO UNTPIKO YAACL.

Tovipétta

Agv vtdpyovv 6edopévo OGOV aPopa TNV EMIOPAOT TNG SIPEAKEPAAIVIG GTN YOVILOTNTO GTOV
avOpwmo. Xe PLEAETEG GE 0POVPOLIOVG LE dLpeKeEPaLiv, dev vpée enidpacn ot yoviuotnta (PA.
Topaypapo 5.3).

47 Emopaceis 6Ty IKAvOTITE 001Y161)G KU1 {EIPIGHOV PN UVI|HLETOV

To Kapruvia éyst pikpn emidpacn otny KavoTnTa 001yNoNG Kot XEPIGUOD UNYOVIILATOV.

Y& aoBeveic mov AapPavovv diperkeparivn Exovv avapepBel vivniia f/kot Lain (BA.

apaypapo 4.8). Ot acBeveic Ba mpémel va TPOEBOTOIOVVTAL GYETIKA LE TNV 001YN O 1] TO XEPICUO
EMKIVOLVOV UNYOVUATOV £®G OTOV YIVEL YVOGTN 1 EXIOPOOT) TG SIPEMKEPAAIVIG GTNV IKAVOTNTA
Tov acbevoig va 0dnyel | va yepileton unyovipato. Yavniia Tpoékoye eviog TV TpATOV

3 gfdouddwv Bepameiog Kol TaPOVGINCE TACT LIOYDPNONG LE TN SVVEXLLOUEVT] YOPYNON TOV
d0cewv. ZAaAn Tposkuye evioc v TpOT®V 9 efdopadmv Bepameiog Kot NToV YEVIKOC TopodiKT.

4.8 AvemOopnteg evépyereg

IIepiAnymn Tov TPoIA ac@dAelog

Xe KMvIKEG peréteg oaomg 3, EAeYYOLEVES LLE ELKOVIKO PAPLLOKO Kot [T EAEYYOUEVES, TePimov T 6,6%
TV acbevov euedvice TovAdyIoTOV pio avemBountn evépyela Katd tn didpkela g Oepameiag pe
Swpehikeparivn. Ormo ovyvég avembBountes evépyetes nrav vvniia (1,1%), {ain (0,9%),
nmopacOnoia (cvuneptroppavopévng vroaictnciog, TopaicOncio GTOHOTIKN Kot vTosOnoio
otopatikn) (1,1%), keparakyia (0,6%), vavtia (0,7%), éuetoc (0,7%), dibppora (0,2%) ko petaforég
NG VONTIKNG KaTaoTaong (cuumepiiapfavopévng g Katdotaong ovyyvong) (0,3%). Ta mepiocdtepa
oo aVTA T CLUPAVTA NTAV TG 1 LETPLEG BapdTnTag, dev odnynoav e emiPrafeig cvvémeleg Kot
voyMPNoaV He T cuveyllouevn Bepamneio. Kavéva copfav dev ntoav coPapd kat 1 exintoon tov
ocupupdvtev Tov 0dNynoe og drokom g Bepaneiog tav < 0,5% yio 0mwo1dNTOTE OO TIC
aVEMOVUNTEG EVEPYELES IOV OVOLPEPOVTOL TTOPATAV®.

Kotdroyog avertl@ountmv evepyEIDV G€ LOPON TIVOKO,

Ot avemBOUNTEG EVEPYELES TTOV TTAPOTNPNONKAY OTIS KMVIKEC LEAETEG PAONC 3, EAEYYOUEVES LE
EIKOVIKO PAPPOKO Kal LN EAeYYOpEVES, o€ aoBevelg mov Ehafav Bepameia pe dipelkepaiivn

(N = 1306) mopatifevror otov [livaxa 1 avd katnyopio/opyovikd cOGTNLO, TPOTILDUEVO OPO KO
ouyvotnta Tov MedDRA.

H ocvyvomta ta&vopeitor g cuyvéc (> 1/100 éwg < 1/10) kan 61 ovuyvég (= 1/1.000 émg < 1/100).

Mivaxog 1: AvemOBopnteg evépyeieg mov amwodidovral otn Ocpameio pe dSrpeMkeparivy o
000gveig Tov vwofdilovrol o€ apnokadapon

Katnyopia/opyoviké cdotnpa  Xvyvég Oy ovyvég

MedDRA

Poylatpikés datopoyés MetaBoAég TS vonTIKYS KaTdoTaong!
Awtapoyég Tov VeupLkon Ymvmo, mapoicOncio? ZaAn, kepohoryia

GUGTNUOTOG

Awrtopayég TOV YOOTPEVIEPIKOV "Epetoc, vavtia, didppota

1 Ot petaBorég Tng vonTikng KatdoTaong TepAauBEvony Toug TPOTIUMUEVOVS OPOVE GLYYVTIKNG KATACTAONG Kol LETOBOANG
™g VoNTIKNG Katdotaons tov MedDRA.

2 H noporcOnocia mepthapBavel Tovg TPOTIMUEVOLVS Opovg mopoictnaic, vraicOncia, TapaicOncio ctopaTiky Kot
vrooOnoia otopatikr tov MedDRA.



IIeprypaen emAeyuEveV oveETOOUNTOV EVEPYELDV

Yrvniia

H vavnio avaeépbnke og avemBount evépyeia mov tpokdntel and ) Oepaneio oo 2,2% TV
GUUUETEXOVTOV TOL TVYOLOTOMONKaY GTN dipertkepaiivn. H peydin mieiovotnta avtdv tov
cuupdvrov NTov Nmeg N péTplag coPapotnrogs. 1o 0,3% tov acbevav,  vevnila odMynce ot
dwakomn g Bepomeiog pe dSwpehkepaiivn. H vovniia avaeépdnke og cofapr| avembBountn evépysia
og < 0,1% tov acbevav Tov vrofAOnkay o Oepameia pe dipelikeparivn. 1o 1,1% tov acbevov,
vvnia avaeépnke 0Tl elye arToAOYIKn oyéon pe T Bepaneia e dupeAtkeparivn. H vovniia
TPOEKLYE EVTOG TV TPOTOV 3 gfdouddwv Bepameiog Kot Tapovsiose TG VIOYDPNONG LE
cuveyllopevn xopnynom 00GEwV.

H mBavomta eppdviong vrvniiog evdéyetar va avénbet 6tav 1 dipelkepaiivn cuyyopnyeital pe
GAAG QOPLOKELTIKA TPoiovTa (PA. Tapaypdeovg 4.4 kot 4.5).

Zaln

H Z&An avapépbnke wg avemBountn evépyela mov mpokvmtel and ) Bepaneio oto 7,9% TV
GUUHETEXOVTOV TTOV TVUYaoTomOnKay 611 dipelkeparivn. H peydin mhelovotnto autdv tomv
ocupupdvtev nTov freg 1 néTplag coPaportntog. 1o 0,5% tov acbevav,  {dAn odnynoe e dlakonr
¢ Oepamneiog pe dSwpehxeparivn. H Ladin avapépbnke g coPapn avemBountn evépyewa og 0,5% tov
acBevmv mov vtoPANONKay og Bepancia pe dipelkeparivn. Xto 0,9% towv acbevav, n (dAn
avapépOnke OTL giye artiodloyikn oyéon pe ) Oepomeio pe dipelkepaiivn. H (dAn tpoékvye eviog
TV TPOTOV 9 £BSopddmv Bepamelas Kot fTav YEVIKMOG mapoOIKT).

H mBovomnta epedviong Laing evoéyetal va avénbel dtav n dipelikeaiivy cvyyopnysital pe dAia
QopUOKELTIKA TTpoidvta (PA. Tapaypdeovg 4.4 kal 4.5).

Merafoléc tne vonTikng katdToong

H petapoin g vontikig katdotaong (COUTEPIAAUBOVOLEVTS TG KATAGTACTG CUYYVONC)
avaépOnKe @¢ avemBountn evépyela Tov TpokvmTeL oo T Oepamneia 610 4,4% TOV GLUUETEXOVTOV
OV TLYOOTOMONKAY GTY| SUPEAMKEPAATVT).

H mhelovomrta avtodv tov cupfaviov nrav nmog 1 pétprog copapotntac. Xe 0,2% tov acbevov, ot
UETAPOAEG TNG VONTIKNG KATAGTAGNS 0dNYyNoav og dlokom TG Oepameiog e StpelkeaAivn.

O petaforég Tng voNTIKNG KOTAGTAONG ovapépnkay g cofapn avemBountn evépyela o€ 2,2% tov
acBevav mov vroPAnOnkav ce Bepaneia pe dSipeiikeparivn. 1o 0,3% tov acBevov, ot peTafoALS TG
VONTIKNG KOTAGTAONG avapEpOnKe OTL elyov aLTloOA0YIKT oxéon L TN Bepameio pe dSipelkeaiivn.

Avaopd movoroyoduevav avemfounTmv EVEPYEIDV

H avagopd mboavoroyoduevov avemBOunTov evepyYEL®Y PETH amd TN YopNYNoN &gl KukAopopiag
TOV QUPUAKELTIKOD TPOiIdVTOG elvan onpavtiky. Emitpénet n ocvveyn mtapakorlobnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTOVTOG. ZNTEITUL A TOVG EMAYYEALATIES VYELNG VOl
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LECH TOVL EOVIKOD GLGTNLOTOG
ovapopds mov avaypdeetot 6to Hopdptmua V.

49 Ymepdoooloyia

e KMvikég peréteg og aobeveic mov vrofailovtal og apokdbapon yopnynbnke epdmas d6om
drpelkeaiivng mg kot 12 popég peyardtepn Kot TOAAATAES 0OGEIC SPEMKEPUAIVIG MG Kot

5 popég peyardtepeg amd v KAwvikn d6om tov 0,5 pikpoypappapiovkg. [Hapotmpnnike
d000eEapTM®UEVT DENON TOV OVETIBOUNTOV EVEPYEIDYV, GLUTEPIAAUPavOpEVNG TG LAANG, TNG
vvnAoG, TV LETOPOADY TNG VONTIKNG KOTAGTOONC, TG Topalctnciog, Tng KOTMoNG, TNG VIEPTACNS
KOl TOL EUETOV.

X nepintoon vrepdocoroyiog, Bo mpémel va mopEyeTal KATAAANAT WTPIKN @povTida pe Paorn tnv
KAMVIKN Katdotaon Tov acBevovg. H apokdBopon yio 4 dpeg pe ¥pion UnyeviUaTog ookadopong
VYNANG PONG amopdKpuve amotelecpatikd tepinov to 70-80% g diperikeaiiving and To TAAGHO
KoL 1 SIPEMKEPAATVT] OEV NTAV AVIYVEDGIUTN GTO TAAGLO GTO TEAOG TOV OEVTEPOL OO TOVS dVO
KOKAovg apoxdBapong (BA. mapdypapo 5.2).


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

5. DOAPMAKOAOTI'TKEX IAIOTHTEX
51 ®@appoxodvvopikis 1010TNTES

DopuoKodepameLTIKY KaTyopic: OA0 To AAAL BEpameEVTIKA TPOTOVTA, AAL BEPATEVTIKA TPOTOVTAL,
kwdwoc ATC: VO3AX04

Mnyavioudg dpdong

H dwpehikepadivn givar évag EKAEKTIKOC 0YOVIGTAC TOV DTOS0YEN, KATTO TV OTIOEWMV UE YOUNAN
O1elodLON 0TO KEVIPIKO VELPIKO GVGTNUA. Ol QUOIKOYNIKES WOOTNTES TG OLPEAKEPAAIVIG
(VOPOELAO, GUVOETIKO TEMTiO D-0apuvoEEog e YNAN TOAIKN EMLPAVELD KOl POPTIO GE PVGLOAOYIKO
pH) ghoyioTomolovy v madnTikn Sidyvon (S1oTEPATOTNTA) KOL TNV EVEPYNTIKT LETOPOPA TNG
Spécov Tov pepPpavav, teplopilovag £T61 T d1eicdvor 6To KEVIPIKO veupikd cuotnua. H
TO0PVGIOA0YI0 TOV KVNGLOV OV GYETILETOL LE TN XPOVIN. VEPPIKT VOGO BemPEITUL TOALTAPOYOVTIKY,
GUUTEPIAOUPBAVOLEVIC TG CLGTNUOTIKNG PAEYLOVIG KO TNG dtaTapayns Tov 1olvyiov Tov
€VOOYEVOVG GUGTILOTOG OTOEWMV (T.). VIEPEKPPACT] TV U-VTOSOYEMV OTLOEWD DV KO TAHLTOYPOVN
aPVNTIKY POOULOT) TV K-VTOS0YEMV OTIOEWMV). O1 VTOd0YElG OMOEWDV Elval YvwoTd 0Tt puBuilovv
TO, GYLLOTO, KVIGHOV KOl T QAEYHOVI], LLE TNV EVEPYOTOINGT TOL K-LITOO0YEN OTOEWDDY VO, LELOVEL TOV
KVNGUO KOl VO TPOKUAEL 0VOCGOTPOTOTOINTIKEG EMOPAGELC.

H evepyomoinom tov K-umodoyEmv 0TOEBDY GTOVS TEPIPEPTIKOVG acONTIKOVS VELPOVEG KOl GTO
KOTTOPO TOL OVOCOTOTIKOY GLGTHUATOC 0t TN SIPEMKEPUAIVT, BempeiTan UnyavioTikd vevivuvn
YO0 TV OVTIKVIGLLAOOT KOt OVTIPAEYHOVAON dpdomn TnG.

KAwvikn omoteAeoHOTIKOTITO KOl 0 QAAELQ,

Meléreg edeyyOueves [e EIKOVIKO POPUAKO

e 800 KOpleg KAMVIKEG peEAéTEG AomG 3, Le TapOHO10 SITAL TVPAD, TUYOLOTOINUEVO, ELEYXOUEVO LIE
gkovikd pdppoko oyedtoopnd (KALM-1 kow KALM-2), acBeveig pe ypdvia veppikn vdGo mov
vroPaAlovtal o€ apokabapon pe HETPLOG EmG GoPapng LopPNG Kvnouod Elafav gite EIKOVIKO
oappoako, gite 0,5 picpoypappdpro/kg dSipehkeparivng evéopiefing 3 popég v efSopdda LeETE TNV
opokdBapon yia 12 gfdouddes. Emtpénovray émg 4 d6oe1g v efdopdda 1o HEYIoTo 68 0oBeVEIC TOV
vrofdirovtoy o Tpdcshetn arpokdBapon katd T ddpkela pog dedopéving efoopddag. To Tpmtedov
KOTOANKTIKO GNUEI0 Kot 0TS 000 HEAETEG TOV TO TOGOGTO TV AcHevdV TOV TETVLYOV HEI®ON
TOLAGYLIOTOV KOTA 3 HOVADES GE GYECT LE TNV OPYLKN T TNV aptBuntik kKAipoaka Badpoidynong
TOV YEPOTEPOL Kvnopos (Worst Itching-Numerical Rating Scale, WI-NRS) o1ig 12 gfdopddes. Ta
K0Pl HELTEPEVOVTO, KATOANKTIKA GMpeio Kot 6TIC V0 PEAETEG TAV TO. TOGOGTH TV AGHEVOV L
Beitimon tov WI-NRS katd tovddyiotov 4 povédeg petd omd 12 gfdopddes kot ot aAlayes o
Bapvtnta tov KVNGpov kot otny motdTNnTe (ong (QoL) mov oyetileTon pe Tov KvnoUO, OTTMC
petpnOnkav pe tov cuvolikod deiictn Skindex-10 kot tnv KAipoko kKvnopov 5-D. Zvurnepidnebnke
EMIONG Mo OVOAVGOT ATOUMV OV TOPOVGINGHY OVTATOKPION HE PAoT TN GUVOAIKY| EVIVTMGT TOV
aoBevoig yia v aAlayn (Patient Global Impression of Change).

2116 KOpleg pehéteg evrdyOnkay cuvolkd 851 acBeveic pe pérplag £ coPapng Lopene Kvnouod
(apyucn T WI-NRS > 4). H péon niio frav ta 59 €, to 33,1% Ntav niikiog 65 £1dv Kot dve, To
11,1% "rav nAwiag 75 etdv ka1 avo, eved to 60% tov achevov ntav avdpes. H péceg fabuoroyieg
WI-NRS «atd v apywn a&ordynon nrav 7,18 kot ota 500 GKEAN, SIPEAKEPAATVIG Kl EIKOVIKOD
eappakov. Ot diapeoeg Pabporoyieg WI-NRS katd tv apyxn a&loldoynon frav 7,13 (€dpog

4,2 ¢wc 10) 0 oxéhog NG dperkeparivns kot 7,13 (e0pog 4,1 £mg 10) 6T0 GKEAOG TOL EIKOVIKOD
QOPUAKOV. AALO YOPOKTNPIOTIKA TNG VOGO KATA TNV £vopén NTav GUYKPIGILO OTO GKEAT TNG
SLPEAMKEPAAIVIC KOl TOV EIKOVIKOD QUPUAKOV: XpOVOG amd TN dLdyvmon TG POV VEQPIKNG VOGOU
(8,22 &1 évavt 8,54 gtdv), dudpkela Tov kvnopov (3,20 étn évavt 3,31 etdv) kot ypron
(OPUAKEVTIKAOV TPOTOVTIMV TOV TPOoOopiLovTal yio TNV avaKoD(IGT) TOV KVIGLOV OTTMG TO
OVTUGTOUIVIKE, TO KOPTIKOGTEPOELDT|, 1| YKOUTamevTiv 1 1 TpeyKapmoarivn (37,5% évavtt 38%). Ztig
SLpopeG PEAETEG, M SIPEMKEPAATVT LEIMOE GNUAVTIKA TNV £EVTAGT TOL KVNGpoD Kot Bedtiowoe Tnv
nowdtnTo {o1g mov oyetileTot pe Tov kvnoud oe diotnpo 12 fdopddmv, OT®e PaiveTal GTovV
[Mivoka 2.



Mivakog 2: ZOvoyn TOV TPOTEOVCAOV KL TOV KVPLOV JEVTEPEVOVEAY EKPAGEDY TOV PELETMOV
KALM-1 ka1 KALM-2 kotd tqv €fdopado 12

KALM-1 (n =378) KALM-2 (n =473)

Swpehkeparivny  Ewovikd gdpuaxo  dupehkeparivn Ewoviko
Kotoinktiko onpeio oto (n=189) (n=189) (n=237) PappoKo
Téhog TG Efdopadag 12 (n=236)
Hpotedov kKaTaiKTIKO
onueio
WI-NRS
Aocbeveig pe Bertioon 51,0% 27,6% 54,0% 42,2%
> 3-Babpovg (%) (p <0,001) (p =0,02)
Agvtepevovta
KOTOANKTIKA onueio
WI-NRS
Aocbeveig pe Pfeltioon 38,9% 18,0% 41,2% 28,4%
> 4-BoBpovg (%) (p <0,001) (p=0,01)
Skindex-10
MetafoAr amd TV apyikn -17,2 -12,0 -16,6 -14,8
T (p <0,001) (p=0,171)
[ouvorn| BaBuoloyia]
Kvnopég 5-D
MetafoAr amd TV apykn -5,0 -3,7 -49 -3,8
T (p <0,001) Agv gpappoleton!

[ouvoiikn BaduoAoyia]

1 Aev ehéyyOnke pe Béomn v epopyikt] oe1pd SOKUMY.

2mv Ewoéva 1 mtapovoidletal o péco tocootd tov peretmv KALM-1 kot KALM-2 pe Beitioon
> 3 Babudv amod v apykn T ot Padporoyic WI-NRS, avd efdoudda pelétnc. Me Baon v
avaAoyio TOUVOTHTOV, GTUTIOTIKG OTLOVTIKEG PEATIOCELG DITEP TNG OLADOG TNG OLPEAIKEQOAIVIG
apoTnpnOnkay £wg v efdopdda 3 g perétng KALM-1 kot éog v efdoudda 2 tng perétng
KALM-2 kot cvuveyiotnkav o€ Kabe endpevn efdopddn Eog tnv efdopdda 12 kot otig Vo peAETeC.

Ewéva 1: Tlocooté acOevav pe pertiooon = 3 adpdv oty fabporoyic WI-NRS avd efoopdda
otn perétn KALM-1 kan KALM-2 (mln0Ovepdg ITT)

KALM-1

70
65
60
35
50 A
45
40
35 A
30
25
20
15
10
5
o

Méogo mocooT16 LS (95% Cl)

Apyrn T, EpSopdda 1 EpSopdSa? ERGopddal ER 4 Epi 5 ER & Epi 7 EB 8 Epi 5 ER 10 ER 11 EB 12
Emiokeyn
Opada Bepareiag Qipehikepakiv  — — — - Exovikd gdppako




KALM-2

704
63
60
55
50 A
45

Méoo TrooooTéd LS (95% Cl)

Apxn Tiug Ej dGa 1 E dda 2 E| Gfa 3 E aGa4 E| dda 5 Ef iGa & E| Gda 7 E dfa 8 E| aGa s E| Gda 10 El dda 11 E AGa 12
Emiokewn

Opdda Gepareiag Aipehikepativp — — — - Ewovikd gdppaxo

CI = duotpa gumotocvvng, ITT = pe mpddeon ya Oepomeia, LS = ehdyiota tetpdyova, WI-NRS = apiBunticn kiipoko
Babpordynomng tov xepdTEPOV KVNGLOD

Meléteg eméxTaons aVoIKTHG ETLONUAVONGS

H enidpaon g Bepamneiag pe dipelxeparivn yio €og kot 52 gfdopddec a&toroyndnke pe ™ ypnon
NG KMUOKOG Kviopov 5-D 6Tig ovol okéAoVe ETEKTAGELS OVOIKTNG EMOHUAVONG TV UEAETOV
KALM-1 ko KALM-2 mov nepidapfovay 712 acBeveic.

210G aoBevelg Tov AALAENY OO EIKOVIKO QAPUOKO GE SIPEMKEPUAIVT] GTO TEAOG TNG OITAG TUPANG
@aong, Topatnpnonke feltioon g fadporoyiog kvnopov 5-D petd amd 4 efdouddeg Oepaneiog, pe
péon tiun LS (SE) tng petaforng amd v apyikn tiun, cvykpion pe Toug acbevelg mov Elafoav
drpelkepaiivn amd v Evapén g perétnc: —6,0 (0,22) évavtt —5,7 (0,23). H Beitioon ot
Babuoioyia kvnopov 5-D dwotnpndnke kot otig 000 opddeg Bepameiag Katd T S1dpKEL TS TEPLOSOV
Oepamneiog 52-efdouddwv.

TMowwarpikde TAnfvoudc

Yuvolika 8 épnfor (nikiog 12 émg 17 e1dv) Tov vtoPaiiovtay oe apokdbapon evtdydnikay ce pio
UEAETN AVOLYTNG EMIOTLLOVONG, EVOG GKEAOVG, Y10l TNV 0EIOAOYN O TNG QUPUAKOKIVITIKNG LG EQOTAE
gvooAEPLag doomg dipeltkeparivne. ‘Exet kataderyOei dti 1 xopriynomn wog epamaé d6omg
dwpehkeparivng 0,5 pg/kg, pe faon to ENpo copatiko Papog, mapéyel Tapouola kbeon petaln
epnPav kat evniikewv oe HD. To wpo@il acpdieiag g dipelkepaiivng 0,5 png/kg Enpov copatikod
Bapovg, yopnyoduevnc oe eprfovg w¢ epdmas evooAERLa 006N, NTAV GOUPOVO LE TO YVOGTO TPOPIA
AoPUAELNG TNG SPEMKEPAAIVIG GTOVC EVIAIKEG.

O Evpomnaikog Opyoviopog Poappdkmy £xel 0mdoel avafolr omd Ty vToypEmon LTOBOANG TV
OTOTELECUATOV TOV HEAETMOV UE T OLPEAKEQUAIVI GE pio 1] TEPIGGOTEPEC VITOKATNYOPIEG TOV
Tondlatpikov mAnbvopov yuo ) Bepoameio Tov KVNOUOV OV GYETILETAL UE TN XPOVIOL VEPPIKT] VOGO
(PAéme mapdypao 4.2 Yo TANPOQOPIES OYETIKA [LE TNV TALOLTPIKT| YPNOT).

52  ®appoxokivnTIKEG 1O10TNTES

e acbBeveig pe coPapn veppikn dvcAieitovpyio Tov vrofdAiovtal oe opokabapon, 1 oMk Kabapon
NG OIPEAKEQPUAIVIG GTO CAOUA LEMONKE GE GVYKPION UE TOVG LYIEIG CUUUETEXOVTES KOl OL
GLYKEVTIPMGELS 6TO TAAGHO LEW®ONKAY apYa £0¢ OTOV ATOUAKPVUVOT KOV KOTA TN SIGPKELD TNG
aipokdBapong. Adym Tov yeyovotog 61t To 70-80% tng Speiikepoiiving amopakphvinke Katd T
dlapken TG apokdBapong, 1 dipelkeparivn yopnyeitoan petd amd kdbe cuvedpia apokdbapong o
avtovG Tous acbevels. Ta dwwbéoia dedopéva oXeTIKA He TN S1aKOLAVOT HETOED ATOL®V GTOVG
GLUUETEYOVTES OV LIOPdALovTaL o€ arpokaBapon mov Aapupdvovy 0,5 pikpoypappdpio/kg
Srperkeaiivng vodeikvoouy 6ti 1 drakvpavern tov AUC propel va vepPet to 30%.
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Koatavoun

H déopevon g SipeAikeoAivng 6T TPOTEIVEG TOV TAAGHATOG Elvar yaumAn g pétpua (24-32%),
Kot ogv emnpedleTol amod TN veppikn duciertovpyic. O pécog 6YKOG Katavoung o otadepr KATdoToo
Kopaivovtay amd 145 éwg 189 ml/kg oe vym dropa ko amd 214 émg 301 ml/kg og acbeveic mov
voPaAlovtal o€ apokabopon pe HETPLOG Emg coPapng nopeng kvnoud. H dieicdvon g
SUPEMKEPAAIVIG OTO KEVIPIKO VELPIKO GOGTNUE. Eival TEPLOPIoUEVN (KAT® 0td TO OPlO TOGOTIKOD
TPOGOLOPIGUOD), OTME TPOKVTTEL OO PLGIKOYNIIKE Ko iN-Vitro dedouéva, kat omd dedopéva og {da.

Amofoin

e vym dropa, 1 KHpla 006 amoPoAr|g g dtpekearivng eivar n veppikn, kabdg tepinov o 81%
g 000NG UTEKKPIVETAL GTO 0Vpa, G€ cUYKPLom pe To 11% mov anekkpivetal ota kémpava. TOGo o
vY1Elg eBelovTég 660 Kot og GTopa TOL VITOPAAAOVTOL GE AokABaPaT), TO HEYOADTEPO LEPOG TNG
300 ¢ OV amEKKPIONKE GTOL 0OVPA KOl TO KOTPOVO NTOV OUETAPAN TN S1peMKEPAAIvI e LKPEG
m0GOTNTEC BE®POVUEVDV LETAROMTOV, €K TOV OTOlWV Kavévag oev vepéParve 1o 2,5%. H péon
oLVolKY k@Bapomn kopaivovtay and 54 émg 71 ml/h/kg kot o pécog ypovog nuicetog {ong amod 2 Emg
3 opec. Avtibeta, o€ acbeveig mov vrofdAiovtal og aoKaBapon, 1 arofoin NTUV KLUPIWS LECH TWV
KOTPAVOV Kol OVIUTPOCAOTEVE Kot PHEGo Opo mepinov 10 59% g d6ong, evd mepimov to 19%
avaktOnke 6to dNONua ¢ apokdbapong kot wepintov 1o 11% damiot®onke ota ovpa. X
GUYKPLOT UE TO GTOUO LE PLCLOAOYIKY] VEPPIKT Agttovpyia, 1 LEGT) GLUVOAIKN KABapoT PeEIDONKE Kot O
¥POvog nuicetog {ong avéndnke katd tepimov oto 10mAdo1o, pe gvpoc 5,3 €wg 7,5 ml/h/kg kan 23 €mg
31 wpeg, avticTorya.

AlMnAeridpaon e GALOL QOPUAKEVTIKA TPOiOVTa,

H dwpehikeparivn dev amotelei vrooTpopa yio to CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6
N CYP3A4, ovte avactorén tov CYP1A2, CYP2B6, CYP2CS8, CYP2C9, CYP2C19, CYP2D6 1
CYP3A4/5 xor da0éter Eldyiot émg kabBoAov duvotdtnTa ET0y®yng TV ovlpomivayv CYP1A2,
CYP2B6 11 CYP3A. Agv amotelel emiong avactoréa Tov eviduwmv yAvkovpovidwong (UGT1A3,
UGT1A9 1 UGT2B7).

Emumdéov, ) dpedikepodrivn dev amotelei avactorén tov BCRP, BSEP, LAT1, MATEL, MATE2-K,
MRP2, OATI1, OAT3, OATP1A2, OATP1B1, OATP1B3, OCT1, OCT2, OCT3, P-yAvkompmTeivn,
PEPT1 11 PEPT2 «ai dev amotelei vmootpopa yio too ASBT, BCRP, BSEP, LAT1, MATEI,
MATE2-K, MRP2, OAT1, OAT2, OAT3, OATP1A2, OATP1B1, OATP1B3, OATP2B1, OCT]1,
OCT2, OCT3, OCTN1, OCTN2, OSTap, P-yhvkonpwteivy, PEPT1 11 PEPT2.

T'poaupikdtno/un ypouuUKotnto,

H pappokokivntikn g dipeAiceporivig Katadeiynke 0Tt ival YPOLLUIKT KOl 0vaAOYIKN HE TN SO0
o€ vy dropa (dokiudotnke og €Hpog d6cemVv 1 g 40 kot amd 1 £wg 20 pukpoypapudplo/kg oe
peAéteg epanal kot emovaropupavopevng doong, avtiotowya). H avaloyikdmta g 66ong o otabepn
KaTAoTOOT TEKUNPLOONKE eMiong o€ acbeveig pe ypovia veppikn voso mov vrofdAilovial e
aipokaBapon kat Aappavovy eravolappavopeves doceig and 0,5 €wg 2,5 pikpoypapupdpio/kg,

3 popéc v efdopdoa yia 1 gfdopdda. Qotdco, oe o AN HEAETT TopaTnPONKE AVaAOYIKOTN T
g 060m¢ 6115 860¢elg 0,5 xan 1 pukpoypappapiov/kg, aAld 6yt ot d6on 1,5 wkpoypappapiov/kg. Ot
YOUNAOTEPESG TIHEG CLYKEVIP®OTG OTO TAAGH EPTAcHV G otafepn KaTdoToon and T devTepT dOOM
Ko yio T 66on 0,5 pikpoypappopiov/kg o pécog Aoyog cuocompevong ftav 1,144 oe pio perétn pe
Baon 1o AUCoush ko 1,33 og pio, GAAN perém pe Paon 10 AUCo_a4n KatadekviovTog 0T

SV VO Y10 TIC TAPAHETPOVS GLGCMPELONG umopel va vrtepPel to 30%.
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XopoKTnploTikd o €101KEC OUAdEC OTOL®Y T 0.oOEVAY

Me Bdon ta dabéoipa ototyeia, dev vITdpyoLY evOLiEelc OTL TapAyovTeS OTTMC 1| NAKia, To POAO, N
€0votTO 1 M L0 £0¢ PETPLO NTOTIKT SOVGAELTOVPYiD ETNPEALOVY T POPUOKOKIVITIKN TNG
SupeMKePAAivG.

5.3 TIIpoxlvikd dgdopéva yia TNV d6QIAELN
Ta pun KAvikd dedopéva dev amokaAdTTOUV 11aitePo Kivouvo yia tov avBpmmo pe Pdon Tig
SLVUPATIKEG LEAETEG PUPLAKOAOYIKNG ACPAAELOG, TOEIKOTNTOG EMAVOLAUPAvOLEV®DY dOGE®V,

yovoto&kdTNTag Kot EVOEYOUEVIG KOPKIVOYOVOD SpAoTG.

Avanapoywyikn tofikdTnta

2T0VG 0pOVPAIOVG, 1 YOVIHOTNTO OTO OPCEVIKE Kal oTa ONALKE, 1) TpOUN EUPPLIKT avamTLEN KoL 1
TPOYEVVITIKY KO LETAYEVVNTIKY avAmTuén dev ennpedotnkay £m¢ kot 610 2000mAdc10 Tov
avBpamvov AUC. 10 KOUVELL 1 TPOYEVVNTIKT OvVATTTLUEN Emiomg OeV EMNPEACTNKE TOPE TN
onuavtikn to&ikotnta yio ™ untépa oto 30mAdoio tov avhpamivov AUC.

H dwpehkeparivn damepva ToV TAOKODVTO GTOVS 0pOVPAiovg.

ITOavoétnTo KaTdypnonc kKot EApTNoNC

Ot pehéteg yuo TNV mhovoOTNTO KOTAYPNoNG Kot EEAPTNONG GTOVS 0POVPAIOVS LTOONADVOVY OTL T
duwpehkepaiivn givar aniBavo va £yetl kivouvo copatikng edptmong i kivouvo Katdypnong.

6. OAPMAKEYTIKEX TAHPO®OPIEX

6.1 Katdloyog ekdoymv

O&w 0&D (Y10 pBpon Tov pH)

Nétp1o 0&ikd Tprdpikd (yro pvOon tov pH)

Nétp1o yAoplovyo

"Yomp yio evéoipa

6.2 Acvuporotnreg

EAAetyel peAeT®dV OYETIKA E TN GUUPOTOTNTA, TO TAPOV PUPUAKEVTIKO TPOTOV dEV TPEMEL VoL
OVOUELYVOETOL LE BAAN POPUOKEVTIKG TPOIOVTAL.

6.3 Awgpkera {ong

2 xpovia

6.4 Idwitepeg mpoura&ers kata T QOAAEN TOV TPOIGVTOG

AVTO TO POPUOKEVTIKO TPOTIOV dev amattel Wtaitepeg cLuVONKEG PUAAENC.
6.5 @Yon Kol 6VETUTIKA TOV TEPLEKTN

To Kapruvia mopéyetal o€ yodivo @loAidlo piag ypnong tov 2 ml (tomov 1), pe topo etoydpnong and
K0OVTGOVK Ppopofovturiiov, cepayion amd GAOVUIVIO Kol HTAE AMOGTAOUEVO TAAGTIKO KOTAKL.

Meyébn cvokevaciog 3 kot 12 @aAdiov mov nepiéyovv 1 ml evéoipov dtodvuartog.
Mmropei va pnv KokAo@opovV OAEG Ol CUGKEVAGIEC.
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6.6 Idwitepeg TpoPULAEELS ambppLYNG

Moévo ywa pio xpnon.

Kda0e aypnoonointo popuokevtikd Tpoidv 1 VTOAEUUN TPETEL VO UTOPPITTETAL GOUPDVO, [LE TIG
KOTA TOTOVE 16YVOVGEC CYETIKEG Sl0TAEELS.

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

TaArio

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX
EU/1/22/1643/001

EU/1/22/1643/002

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepopnvia mpdng £ykpiong: 25 Ampiiiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopieg Yio TO TOPOV PUPUOKEVLTIKO TPOioV gival S100éaiueg oTov S1KTVAKO TOTO
tov Evponaikod Opyavicuov Goppdkwyv: https:/ www.ema.europa.eu.
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ITAPAPTHMA I

MHAPAXKEYAXTHX(EY) YHHEYOYNOX(OI) I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

OPOI'H TEPIOPIEMOI XXETIKA ME TH ATIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TNMAPAXKEYAXTHX(EX) YILEYOYNOZX(OI) I'lA THN AITIOAEXMEYXH TQN
ITAPTIAQN

Ovopa kat d1evfvven tov(twv) Topackevost(®V) Tov gival vtevhuvoc(o) yio TNV aTodEGUEVST] TV
TaPTId @V

Vifor France

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

B. OPOI'H HEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopUAKELTIKO TPOTOV Y10 TO OTOI0 amALTEITAL TEPLOPIGUEVN WTPIKn cvvTayT| (BA. Tapdptnua I:
ITepiinyn tov Xapaktnpiotikdv tov [Ipoidvrog, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢og1g meprodikig mapakorovdnong g ac@aierag (PSURs)

Ot amoutioetg yia v vofoin twv PSURS 1o 10 v Adym pappakevtikd mpoidv opiloviot otov
KatdAoyo Le T nuepounvieg avapopds s Evoong (katdroyog EURD) mov mapatifetor otnv
Tapaypapo 7, Tov apdpov 107y, tng odnyiag 2001/83/EK kot kGOe enakodlovdng emikaponoinong
OT®MG ONUOCIEVETAL GTIV EVPOTOIKT] SUKTLOKT TOAN Y10, TO PAPLLAKAL.

O Karoyog Aderag Kvkhopopiog (KAK) Ba vropdirer tnv mpmtn PSUR ywa to mpoidv péoa oe
6 unveg amd v Eykpiom.

A.  OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI ATOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Xyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adetag Kvkhopopioag (KAK) Oa die&aydyet Tig amaitodpueves SpacTtnploTnTES Kol
TOPEUPACELG PAPUOKOETAYPVTVIOTG OGS Tapovotdlovtal 6to cupeavndéy ZAK mov tapovcidaletan
otV evotnta 1.8.2 g ddelag KukAoQopiog Kot 0molecONTOTE EMAKOAOVOES EYKEKPIUEVEG
avabempnoeig tov TAK.

"Eva emaiporompévo XAK Oa mpénet va katotedei:

. Metd and aitnpo tov Evponaikod Opyavicpotd @appakov,

. OnoTedNTOTE TPOTOTOLEITAL TO GVGTNUA SLOYEIPIONG KIVOHVOD, EOIKE MG AmOTELEGLO ANYNG
VE®V TANPOPOPIDOV TOV PTOPOVV VO EMPEPOVY GNUAVTIKT AAAAYT OTI GYECT] 0PEALOVG-KIVOHVOL
N ®©¢ ATOTEAEG LA TNG EMITEVENG EVOG OTLLOVTIKOV OPOGTLLOV (POPUOKOETOYPOTVION 1
glayiotomoinon Kvévvov).
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ITAPAPTHMA III

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

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Kapruvia 50 pukpoypapudpio/ml evésiuo dtdAvua
dupelMkePaAivn

2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Kabe proridio mepiéyet S0 pkpoypoppdptor SIpEAKEPAAIvNG.

3. KATAAOI'OX EKAOXQN

"Exdoya: O&ud 0&D kot vatpio 0&ikd Tpiudpiko (Yo puduion tov pH), vatpio yAwpiovyo kot Doémp yia
EVECTUAL.
BA. to pOAAO 00N YLDV Y¥PNONG Y10 TEPALTEP® TANPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo ddivpa
3 proAidio tov 1 ml
12 puokidio Tov 1 ml

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

AwBdote To GUALO 0INYIDV YPNONG TPV ATO TN YPNON.
IMa evooeAéPua xpnom.
Moévo yw pio xpron.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toud1d.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHZH(EIL), EAN EINAI ATAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEYX XYNOHKEYX OYAAZEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

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

ToAlio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1643/001 — 3 @ioAiowe
EU/1/22/1643/002 — 12 @iaAidio

13. APIOMOZX ITAPTIAAX

Moprtida

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEHE

| 16. TTAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Kapruvia 50 mcg/ml éveon
drpelkeaiivn
E®

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOX ITAPTIAAX

ITaptida

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

50 mecg/ml

6. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonyOv ypiong: IIAnpogopics yia Tov ac0evi)

Kapruvia 50 pikpoypappdpra/ml gvéoipo dréiopa
Srpelkepoivn

vTo QApLOKO QVTO TEAEL VTG CLUTANPOUOTIKY TOPOKOAOVONGN. AVTO B0 emMITPEWYEL TO YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV ac@alelns. Mmopeite va Bondnoete pécm g avapopdg mhovav
OVETIOOUNTOV EVEPYELDV TTOV EVOEYOUEVMG TTopovotdlete. BA. T€dlog g mapaypdpov 4 yio Tov Tpdmo
avapopdg avemBOHUNT®V EVEPYELDV.

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1GIS TPOTOV UPYIGETE VO, (PI|GLUOTOLEITE
avTo TO PAPNOKO, OL16TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

. DvidEte avtd TO EUALO 0dNYIBVY Xpiions. Towg ypelaotel va to dPfdcete Eavda.
. Edv éxete meportépw amopieg, p@TNGTE TOV YLOTPO 1 TOV VOGOKOUO GG,
. H cvvtayn yio avtd 1o eappako xopnyndnke oamokAeloTiKA Y10 ooG. Agv TPEMEL VoL ODGETE TO

@apurako o€ AAAoVG. Mmopel vo Tovg TPOoKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg gival id1a pe ta Sk Gog.

. Edv mapatnpnoste kdmowo avemBOUN T EVEPYELN, EVILEPDOTE TOV YIUTPO 1 TOV VOGOKOLO GOC.
Av10 1oy0et Kot Yo kdOe mhavr avemBounTn evépyela Tov OgV aVaPEPETAL GTO TAPOV PUALO
odnydv yprione. BAéne mapdypago 4.

T wepréyel 1o Tapov UALO 00NYLOV:

1. Tt etvan to Kapruvia ko wota givat ) xpiomn Tov

2. T mpémer va yvaopilete mpv ypnoomooete o Kapruvia
3. [ag va ypnoonomoete to Kapruvia

4. [MBavég avemBounteg evépyeteg

5. [g va puidooete To Kapruvia

6. [epieydpeva g ovokevaciog Kot Aomég TAnpopopieg

1. Th eivan To Kapruvia kol wowa gival n yp1on tTov

To Kapruvia mepiéyet t dpactikn ovoia dipedikeporivy. Xpnoponoteital yio m Ogpaneia Tov
KVNIGPOU Gg EVIAIKES LE YpOVIa VEQPIKT VOGO TTov ypetdlovtat opokdbapon yia va kabopicovv 1o
aipo Toug.

To Kapruvia Aeitovpyei o 610(00G GTOV 0pYOVIGUO TOL OVOLALoVTOL K-VTOJ0YELS OTIOEDMV, Ot
0oTo{01 EUTAEKOVTAL GTOV EAEYYO TNG OVTIANYNG TOL KVNGLOV. Aleyeipovtag avtovg Tovg VITOdoYElG oTO
veLpa Kol Ta. KOTTOPO TOL AVOGOTOINTIKOV EE® amd Tov £yképaro, to Kapruvia avakoveilet and 1o
aicOnpo Tov Kvnopob Tov TpoKoAeital amd Tn ypdvia veppikn voco. H dpactikn ovoia
Srpelkealivn dev SLOTEPVA TOV ALULATOEYKEPOMKO PPAYLO (TOV PUOIKO TPOCTUTEVTIKO PPOAYLLO
avApEsO OTA AUOPOPA Oy YELD KL TOV EYKEPAAD), KATL TOL LELOVEL TOV Kivouvo avemBountov
EVEPYELDV.

2. Tvrpémer va yvopilete mpv ypnopomonjcete To Kapruvia

Mnyv ypnoiponoumjoste 7o Kapruvia
. o€ MEPIMTOON aAlepying oTn SIPEMKEPAAIVT 1} GE 0TTO10ONTTOTE GALO OTd TA GLGTATIKA AVTOV
TOV PAPUAKOL (AVaPEPOVTOL GTNV TAPEYPAPO 6).

IIpocidonmomoseig kKot TpoPvAGEeLS

AmevBuvbeite 6TOV Y10TPO 1 TOV VOGOKOWO GOG TPOTOL oG yopnynbei to Kapruvia edv:
. €xete avénuéva eminedo Kailov 6to aipa

. €xete 1 glyote Kapdlokn advvapio 1 dtaTapayr Tov Kapdiakolh puopov
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. €XETE PELOUEVT] AEITOVPYIO TOV OLUATOEYKEPOAKOD PPUYUOD (OTMG KOPKIVO GTOV EYKEPAAO 1
GTO KEVIPLKO VEVPIKO GUGTNLO 1] VOGO TOL KEVIPIKOD VELPIKOD GLUGTILOTOC OTTMG 1] TOAAWTAN
oKAnpuvon i dvola), KaBdS avTh evOEyeTal va 0VENGEL TOV KIVOUVO VO TOPOVGLAGETE
avemBouNTEeG EVEPYELEC

. glote nhkiog 65 etdv 1 peyardtepog(n), KaBmdg evogyeTal va £xete HEYOADTEPES TMOUVOTNTEG VO
G0G TPOKAAECEL TO PAPLLOKO VITVNALY
. xpnoomoteite eappako mov Oa propovcay va ovéncovy tov kivovvo vvniiog 1 {dAng, 6mwg:

- PAapurOKa TTOV ETPPAGHVOLV TN dPACGTNPLOTITA TOV EYKEPAAOV, OTMG eKeiva oL BonBovv
UE TIC S1aTapayEC TOV VIVOL KOl TO AYYOG
- QAPLOKA TTOV XPTOLLOTOI0VVTOL Yia T Ogpameio GAAEPYLDV, KPVOAOYLATOC, VOLTIOG
/Kot LETOV Kol OVOUALOVTOL OVTUGTOUIVIKG
- oyLPp& TaLGiTovae ToL ovouAloVTal OTLOEWT| UVAAYTIKA
AmevBuvbeite 6ToV Y10TpO GOG £V TOIPVETE OTOLOONTOTE OO CVTA TOL PAPLLOKCL.

Howd ko éenpor
To Kapruvia dev cuvictdrol og Toudid Kato tov 18 etdv, kabog dev £xel pehetndei oe avTOVG TOLG
aoBeveic.

Adlha @éppoxa ko Kapruvia
Evnpepmaote tov yiatpd cog 6V ¥pNOYLOTOIEITE, EYXETE TPOCOATO. XPGLOTOMCEL 1 Lopel va
YPNO OO CETE AALN PAPLOKOL.

Kinon ka1 Oniaopog
Edv eiote éykvog 1 OnAialete, vopilete 0t pmopei va giote £yKv0og 1) oYeO1ALETE VA ATOKTOETE T,
{nmote 1 ovuPovAn Tov YTpoL cag Tpotov cag yopnynoei to Kapruvia.

To Kapruvia dev &xet peretn0el o éykveg yovaikec. Aev givar yvootd edv 1o Kapruvia pmopet va
PAdyer to ayévvnto popd. O yatpog oag Ba cuintioet poll cag edv Ba TpEmeL va YP1CLLOTO|CETE TO
Kapruvia katd ) dtdpkela TG €YKLHOoHVNG,.

Agv glval yvootd €dv 1 dipeAkeaiivn umopel va Tepdoel 6To UNTpikod yaia. Eqv OnAdlete o yiatpoc
c0c Ba cag cvpPovievoet edv Tpémel va StoKOWETE TOV BnAacud 1 T ypron tov Kapruvia,
Aappdvovtag voyTn To 6PEAOG TOV ONAacpoD Yo To pEPd Kot Tov Kapruvia yia €6dg, T untépa.

0d01yNnoN Kot YEPIGROS POV RATOV

To Kapruvia pmopei va tpokaiéost {AAN kol vrvyAio o1 0oieg UITopel va ETNPERGOVY TV KOVOTNTA
avtidpaong cag. Mnv odnyeite Kot [N PNOLLOTOLEITE LXOVALLOTO EAV 1] IKOVOTNTA GOG Y1 OVTIOPOOoT
glvan petopévn M edv dev yvmpilete v enidpoon Tov Kapruvia oty tkavdtnto vo avtidpaong coc.

To Kapruvia wegpiéyer vatpro
To @appaxo avtd TepiEyel Arydtepo amd 1 mmol vatpiov (23 mg) avd @aAidlo, ivat avtd Tov
ovopalovpe «ehevBepo vatpiovy.

3. Iog va ypnowpomomjcete To Kapruvia

O yatpog o vroroyicel T cwoth d6or Tov Kapruvia yia €6dg, pe faon to copotikd cog Papog. Ao
yopnynOetl og éveon oe o eAEPa amd Yiotpd 1 VOGOKOUo 610 TEA0G NG Bepaneiog apokdBapong
HEG® TOL GOANVO TOV GOG GLUVOEEL LE TO LUNYOVNHO alpokdBopong.

To Kapruvia 0a yopnyeitai 3 popég v gfdopndda. Avtd avédvetar oe 4 popég tnv efdopddo o
TEPITTOOT SEVEPYELNG TETOPTNG CLVEIPIOG OLUOKAOAPONG. AEV GUVIGTAOVTOL TEPIGGOTEPES IO
4 366¢€1G aKoOUN Kot av 0 aptipog Tmv cuvedplav alpokabapong néca o pio efdoudoa ivar
peyoAvTEPO amd 4.
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Edv o Bepomeio apokabopong dev oAokAnpmbei, o yratpdc cog Oo amopacicel edv eivatl KaAdTePO
Y €666 vo Tapete To Kapruvia petd m un oAokANpoUEVT cLVESPID AOKABaPOoNG 1| VO TEPIUEVETE
™V emdpevn Bepamneio arpoxdBopong.

Edav maporeipbei o Oeponeio arpokabapong, 0o cag dobei  cuvndiouévn d6on Kapruvia xotd v
emopevn Bepameio apoxdboponc.

O kvnopdg avapévetar va petmdei petd amd 2-3 efdouddeg Oepaneiag pe to Kapruvia.

AcOeveig pe peropévn NraTiKi Asttovpyio

Agv amouteiton Tpocappoyn e 60on¢ o acBevels pe o 1] LETPLOL LELOWUEVT) NTOTIKTY AELToVpYia.
To Kapruvia dev cuviotdtol o€ acheveic pe coPapr| HEIOUEVN NTOTIKY Agttovpyia, KabdS 1 xpHoT Tov
dev €yel pekeBel og avtovg Tovg acbeveic.

Eav cag éxer yopnyn0ei peyorvtepn 66on Kapruvia ané tnv kavoviki
AvT106 B avénoet T GuYVOTNTO ELPAVIONG TOV AVETIHOUNTOV EVEPYELDV OV AVOPEPOVTOL GTNV
mopaypapo 4. Evinuepmaote tov yiatpd cog £0v TOTEVETE OTL ALTO OYVEL Y10 EGGG.

Edv éxete meplocdtepeg epMTNCELG GYETIKA LLE T YPNOT OVTOV TOV QAPUAKOL, POTHGTE TOV Y10TPO 1)
TOV VOGOKOLO GOG.

4, IMBavéic avemOBOuNTES EVEPYELES

Onwc 6Ma o papuoKa, £T61 Kol 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPoVGLALoVTaL GE OAOVG TOVG AvOPMOTOLC.

O apokdto avemBounteg evépyeleg Exovv avapepbei and acbeveig mov Erafov ovtd T0 PAPLOKO:

Xoyvég, pnopel va ennpedoovy émg 1 ota 10 dropa:

. vvnAio

. doTapayn g aicbnomng oto dépa, OTMG LLPUAYKIAGLO, IGO0 TEIUTUATOS, KAWILO 7
HOVGHA, LEW®UEVT aicBnon 1 evoicOnoia

Oy ovyvég, umopet va emnpedcovv €mg 1 ota 100 dropa:

. Cakn

. KEQOAQAYi0L

. aAAayég ot voNTIKN Katdotaot (€ypryopon Kat kaboapdtnta okéyng), tepthapifavopévng me

GUYYLONG
. vavtia, LETOS
. diappota

AvaQopd avemOounTOV evepyELOV

Edv mapatnproete kamoo avemBOunTn evépyela, EVIUEPMGTE TOV YIATPO 1) TOV VOGOKOUO GaG. AVTO
1oYVEL Kal Yo kGBe TOav| avemiBountn evépyela TOV eV AVAPEPETOL GTO TAPOV PVAAO 0ONYIDV
ypnonc. Mropeite emiong va avapépete avembounteg evépyeleg anevbeing, Léocw Tov Bvikond
GULOTNLOTOG OVAPOPAG TTOL avaypdeeTal oto [lapdpnua V. Méowm tng avapopds ovembountomv
gvepyelmv umopeite va fondnoete ot GLAAOYN TEPIGCOTEP®V TATPOPOPLDOV GYETIKY LE TNV AGPAAEL
TOL TOPOVTOG PAPUAKOL.

5. Iog va puiaccete To Kapruvia
To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn ypnoiLonoteite 0vtd T0 PAPLOKO UETE TV NUepOUNVia ANENG TOV AVOPEPETAL GTNV ETIKETO KO

010 Kouti petd ™ «AHEH». H nuepounvia AMé&ng eivor 1 tedevtaio nUépa TOL PRVO TOV AVOQEPETAL
eKel.
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AvT106 TO QAppaKO deV amaltel E101KEG GUVONKEG POAAENG.

6. Iepreyopeva TS GLOKEVAGIOG KUl AOUTES TANPOPOPIES

T epréyer To Kapruvia

. H dpactikn ovcia eivat 1 SipeAtke@oiivn.
Kdabe praridro mepiéyet S0 pikpoypoppdpia dipelikeporivng (og o&ikn) oe 1,0 ml dtwAdpoaroc.
. Ta dAla cvotatika eival 0&ikd o0& (Yo puBen Tov pH), vatplo o&ucd Tpudpikd (Yo pvBon
tov pH), vatpilo yAoplovyo, Hédmp yia evéayua. BA. mapdypagpo 2 «To Kapruvia mepiéyet
VATPLO».

Epg@avion trov Kapruvia ko wepieydpeva mg 606KELAGIOG

To Kapruvia givot éva diavyég, aypopo dilvpa, erevbepo copatidiov (pH 4,5). [Tapéyetor o
YOOAVO QLOAIOLO LLE TAOUO EIGYDPNONG OO KOOVTCOVK, GOPPAYIoT] A0 GAOVLIVIO Kot UTAE
OTOCTIMEVO TAAGTIKO KOTAKL.

Meyén cvokevaciog 3 kot 12 proidioy.
Mmropei va uinv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.

Katoyog Adsrog Kvkhoopiag

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

Tour Franklin La Défense 8

92042 Paris La Défense Cedex

ToAlio

Hopoackevaostig

Vifor France

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

IMa omoladNmoTe TANPOPOPio GYETIKA LE TO TUPOV PUPUAKEVTIKO TPOIOV, TOPAKOAEISTE VU
amgvbuvleite otov Katoyo g Adstog Kukhopopiag.

To mapdv @OALo 00N YOV YprioNg avadewpOnke yia TelevTaio POPa oTIg

Agmtopepeic TAnpopopieg yio To PappoKko avtod gival dabéoyeg oto duktvakod Tomo tov Evpomnaikon
Opyoviopov @apudkv: https:// www.ema.europa.eu.
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