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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

MASIVET 50 mg emkodvppéva pe Aertd vpévio dtokio yio oKOAOLC.
MASIVET 150 mg emkoAvppéva pe Aemtd VUEVIO S10KI0 Y10 GKOAOVG.

2. ITOIOTIKH KAI IIOXOTIKH XYNGEXH

Ka6e emxaivppévo pe Aemtd vpévio diokio mepéyst:
ApooTIKO 6VeTUTIKO:

Masitinib 50 mg (lcodvvaun e 59,6 mg masitinib mesylate).
Masitinib 150 mg (icodvvoun pe 178,9 mg masitinib mesylate).

"Exodoya:

BA. mApn kotdrhoyo exdoywv 6To Kepolato 6.1

3. OAPMAKOTEXNIKH MOP®H

Emwcaioppévo pe Aemtd vpévio diokio
Avoty 10 TOPTOKOAL, GTPOYYVLAD, EMKAAVUUEVO e AETTTO DUEVIO O1oKi0 OV PEPEL eyyxapaln “50” 7
“150” ot pia mAevpd Ko To AOYOTLTIO TNG ETOPEING OTNV GAAT.

4. KAINIKA XTOIXEIA

4.1 Eion {onv

XKoot

4.2 Oepoamevtikég evoeitels mposdlopilovrag Ta £idn {omv

Oepomeio un yePpovpykd eEAPESIUL®OY LAGTOKVTIOUATOV (I6TOAOYIKOD 6Tadiov 27 3) 6€ GKOAOVG e
emPePforopévn petddriaén tov yovidiov c-KIT tov vrodoyéa g Kivdong g Tuposivg.

4.3 Avtevoeitelg

No unv ypnowonoteitar 6€ fnAvkodc okdAOVS 1oV KLOPOPoHV 1 OnAdlovy (BA. kepdiato 4.7).

Na unv ypnoiponoteitor 6 GKOAOLG NAKING KATM TOV 6 UNVAV 1] COUATIKOV BAPOvg LIKPOTEPOL TMV
4 kg.

Noa unv ypnowomoleitolt 6e okOAOLC UE MTOTIKY VOO vmodnAovuevn omd v avénon g
dpaotnprotntog s AST 1 g ALT mov vaepPaivel To TpITAGGIO TOV OVATATOV GUGIOAOYIKAV TILOV.
No unv ypnoiponoteitol 68 okOAOLE TOV TACKOVV ONO VEPPIKN VOGO VTOOMAOVUEVN amtd TO AHYO
TPOTEIVNG/KPEATIVIVIIG GTO, 0VPpO. TOV LIEPPAivEL TO 2 M TN GLYKEVIPWOOT AEVKOUATIVIIG GTO Oiplo
YOUNAOTEPNG TNG KATATEPTS PLCIOAOYIKNG TIUNG.

No unv ypnoyonoteital o okvAovg pe avoupio (opooeaipivr < 10 g/dl).

No unv ypnowyonoteital 6€ oKOAOVG Ue ovdetepomevia (amdAvtoc aptdudg ovdetepdpiiaoy < 2000
/mmd).

Na unv ypnoyLonoleital o€ mepintmon vrepevalcinciog 6To dPAGTIKO GVOTATIKO 1) GE KOO0 od Ta.
£Kd0y0.



4.4 E161kéc mpocldomoInoelg

g TEPUTTAOCELS YEPOVPYIKA EEUPECILOV LOGTOKVTTOUATMV, 1] XEPOLPYIKT eméuPaoct mpénel va
anotelei v Bepancio ekhoyne. H Oepameio pe Masitinib gvdsikvoton amokAelotikd 6 6KOAOLG pE un
eEapéoio LooTOKLTTOMATO pe peTdAlaén Tov yovidiov C-KIT tov vrodoyéa g Kivaong g
topocivng. H petdAiaén avt pénel va emPefaidvetor Tpv omd ) yoprynon g Oepaneiog (BA.
emiong Kkepdiawo 5.1).

4.5 Id1aitepes TpoUAAEEIS KaTd TN (prion
Id1aitepec TPoPUAGEEIS KaTA TN AP o o8 LD

O1 6K0AOL TPETEL VAL TAPOKOAOVLOOVVTOL TPOCEKTIKG, Kail, EGV Ypelachet, 1 Oepaneio umopei va
TPOTOMOLELTAL 1] VO SLOKOTTETAL.

Hopakorovdnon g veepkng Aettovpyiog

Kabe piva n veppikn Aettovpyio mpémnel vo TapakoAovBeitol emapKds Le TN XPNOT XPOUOTOUETPIKOV
TV gpfantiong oto ovpa (dipstick).

e mepintoon OeTikod amOTEAEGUOTOS UE TIG MUITOCOTIKEG TEXVIKEG TV YPOUATOUETPIKOV TOVIDV
(mpateivn > 30 mg/dl), mpémel vo TPAYLOTOTOIEITOL AVAAVGT] TMV OVPAOV Y10 TOV TPOGOLOPIGUO TOV
AOyov mpmTEivN/KpeaTIVIiVG Kot vau ANeOel deiypa aipatog yuo T UETPNOTN TG CLYKEVTPMONG TNG
KPEATVIVIG, TNG AEVKOUATIVIG KOl TOL 0VPETKOL alOTOV.

Edv o Adyog mpwrteivng/kpeatviviig ota ovpa elvar > 2, N 1 cLYKEVIPW®OT NG Kpeatvivng gival >
Kkatd 1,5 popéc amd TV avdTEPT] PUGIOAOYIKN TN 1 1] CLYKEVIPW®OT TNG AEVK®UOTivg eivan < Katd
0,75 @opég TG KATMOTEPNG PLGLOAOYIKNG TIUNAG 1| M TIUH TOL 0VPEIKOL aldTov givar > katd 1,5 opéc
NG AVAOTEPNC PVCLOAOYIKNG, 1| Bepameia TPEMEL VO, SIUKOTTETAL.

[oapokorovOnon TS OTOAELNC TPOTEIVAOV LE TOL OVPO
Kabe pnva mpénet vo dtevepyeital e€ETa0N TOV 00pMV LE XPOUOTOUETPIKESG TOViEG EUPARTIONG. €
nepinTon OeTiKo amoTEAEGLOTOC LE TIG NUUTOGOTIKES TEYVIKES TMV TAVIMV EUPATTIoNS (TpwTeivy >
30 mg/dl), mpémet va Tporypotonoteiton ovaAuon TV 00p®VY Yo TOV TPOGOIOPIGHO TOV AGYOL
TPOTEIVNG/KpeaTIVIVIG.
Ka0e unva mpémet vo, peTpdtan 1 GLYKEVTPMGT TG AEVKMUATIVIG GTO Oipla.
=Yg mepintoT mov 0 AOYOG TPMTEIVNG/KPEATIVIVIIG 6T 00pa Elval > 2 1] 1] GLYKEVTPMOOT] TNG
Aevkopotivng ival < katd 0,75 popéc amd TNV KOTMTEPT UGIOAOYIKN TN, 1| Oepaneio Tpémet
VoL SIOKOTTETAL £ OTOV 1 GLYKEVTP®GT TNG AEVKOUATIVIG KOl 0 AOYOC TPOTEIVNC/KPEATIVIVIG
6T 00pa Vo, ETaVELBOLY GTO AT0deKTA Opla. (AOYOGg TP®TEIVNG/KpeaTIviving oTa obpa < 2 Kot
GLYKEVTPMOT] AEVKOUOTIVIG 670 aipa > katd 0,75 opég amd TV KATATEPT PUGIOAOYIKN TY),
omote ko 1 Ogpaneio umopel va cuveylotel pe v 1010 SocoAoyia.
= Edv kdmoto amd TI¢ Tapamive Ploynuikéc dtatapayés epeavioTtel yio dgvtepn @opd, | Oepomeio
TPEMEL VO OLOKOTTETOL OPLOTIKA.

Avonpio ko apdivon
Ot oxVA0L TTPETEL va TapaKoAoVOOHVTUL TPOGEKTIKA Y1 VOEiEelg (AUOAVTIKNG) avapiog. Xe
nepintwon vmapéng KAvik®v gvdeifemv avarpiog 1 atdAvong, TPETEL Vo LETPATOL 1] GUYKEVIP®OT
™G OROoPaAlpivg, TNG EUUESTG XOAEPLOPTIVIC KOt TNG ATOCPALPIVIG, KO VO TTPOLYLOTOTTOLEITON
e&étaon aipatog (meptiapfavopévon kot Tov aplfpon TV SikTvogpuBpoKuTTdp®V).
H Oepomeio mpénel va dtokomTeTOL O€ TEPITTOON:
" AHOADTIKNG OVOLUIOG, TT0V VITOONADVETOL [LE GVYKEVTPOOT awpocpalpivig < 10 g/dL, upeong
xorepuBpivne > katd 1,5 popég amd TV avadTEPN PUGIOAOYIKN TN Kot antoceotpivny < 0,1
g/dL,
= Mn avayEVWNTIKNAG OVOLLING TTOL DITOSNAMDVETOL LE GLYKEVTp®ON apocotpivig < 10 g/dL kot
apduod diktvoepvdpoxvttdpov < 80.000/mm?.




Hratoto&wdta (avénon g dpacstnpidmrag temv eviopmv ALT 1) AST), ovdetepomevia

Xe mepintoon avénong mg dpactnprotntoc tov eviduwv ALT 1 AST > 3 popég and v avatepn
QULGIOAOYIKT] TIUN, HEIDONC TNG GLYKEVTP®ONC TV 0VdeTEPOPILmY < 2000/Mmm? 1 orasdnmote AAANG
cofopng avemBountng evépyelag, | Bepomeio mpénel va, TpOTOTOIEITAL MG AKOAOVO®G:

Tnv Tp@TNn POPa ERPAVIGNG TOVC, 1| Bepameio TPEMEL VO SIOKOTTETAL EMG TNV VITOYMDPTOT TOVG KO, OTN
GUVEYELD, VO ETOVOYOPTYEITOL LE TO 1010 SOCOAOYIKO GYNLLO.

Tn 6evtepn Popd epeaviong g idtag avemBOUNTNG evépyeloGg, N Oepameio Tpémel va StaKOTTETOL
LEYPL TNV VTTOYDPNGCT TNG Kat, akoAoVBmE va cuveyileTat e TN YOp1yNoTn LEWWUEVNG NUEPTOLOG
d0oomg mov avépyetar ota 9 mg/kg copatikov Bapoug.

Tnv tpitn popd epedviong g idlag avemBOunNS evépyelog, 1| Bepaneio Tpémel va SloKOTTETOL PUEYPL
TNV VTOYOPNOT TNG Kal, akoAoVO®C Vo cuveyileTon Pe 1 YOPYNCT TEPOUTEP® UEIUEVTG NLEPNOLOGC
doomMg mov avépyetar oto 6 mg/kg copatikov Bapovg.
Edv o1 coPapéc avemBounteg evépyeieg cuveyicovv va peovifovat pe tnv nuepnote 66cm Tv 6
mg/kg copotikov Bapovg, | Bepomeio Tpémel Vo S1UKOTTETAL.

Aowéc TpouAdEELS

H Oepamneia mpémel vo S10KOTTETOL OPLOTIKG GE TEPIMTOOT VEPPOTOEIKMONGC, AVTOAVOCTG UOAVTIKNG
OVOLIOG KOUM Un avayevwnTikng avoipiog kabog Ko o€ mepintwon cofapng ovdeTepomeviag Kovmn
cofapnc 61appotag KA ELETOV OV dEV VTOYWOPOLV UETE amd TN peimon ¢ 60omg.

O1 6Kk0A01L TOL VTTOPAAAOVTOL GE Bgpameio OV TPEMEL VO YPT|CULOTOLOVVTOL Y10 CVOTOPOYWDYT|.
Hepiinyn TOV TIPOV TOV £pYaoTNPIlOKOV ££ETAGEMV TOV GVVIGTOUV avTEVOLIEN Yo TNV
avainyn M exifdirovv v Tpomomoinon tg Oepansiog (TpoocwpINT] dlakomi), peimon Tng d6ong
1 opIoTIki] 61aKO7TY])

ANTIMETQIIXH THX HIDATOTOZIKOTHTAX (ALT W AST)

AvTévoeiln IIpocwpIN olakom) Mzeiowon d66omg Oplotiki) dlokom

> 3 (popEG TO AVAOTATO > 3 pOpEG TO AVAOTATO
QVG10A0Y1KO OP1O QVGLOAOYIKO OPlO PLG10A0Y1KO OP1O

(1" popdr) (213" popdr) (4" popdr)

. , > 3 popég TO OVATATO
> 3 PopéG TO AVMTOTO Popes

(VOIO0A0YIKO Oplo

ANTIMETQIIXH OYAETEPOIIENIAY (6vYKEVTP®ON OVOETEPOPILMV)

Avtévoeln IIpocwpIN olakom) Mzeiowon d66omg Oplotiki) dlokom
3 <2000 / mm? <2000 / mm? <2000 / mm?
<2000 Fmm (1" gopt) (213 gopd) (4 gopd)

ANTIMETQIIIEH THX AIIQAEIAY TPQTEINQN (AevkopotINaIpio kal/fj Adyog
npoTEivc/KpEATINIVIG 0TA 00pQ)

Avtévoeltn IIpocwpINyg olakom) Mzeiowon d66omc Oplotiki) dlokom

Agvkopotivn < 1 eopd
T0 KOTATOTO
QLGLOLOYIKO OplO
1 Adyog
TpOTEIVING/KpEUTIVIVIG
ot ovpo > 2

Agvkopativn <0,75
QOPEG TO KATMTOTO
(QVOIO0A0YIKO Oplo
N Adyog
TpOTEIVIG/KpENTIVIVIG
ot ovpo. > 2
(1" popd)

Agv gpapuoletan

Agvkopativn < 0,75
(POPEG TO KATMOTOTO
(QVOIO0AO0YIKO Oplo
N Adyog
TPOTEIVIG/KpEATIVIVIG
ot ovpo > 2
(2" gopd)




ANTIMETQIIIZEH THX AIMOAYTIKHY KAI MH ANATI'ENNHTIKHY ANAIMIAX
(aIpooc@alpivn, yoiepvOpivy, antoc@alpivy, dIkTLOEPLOpOKVTTUPX)

AvTEVOEIEN IpocmwpINy dlakom) Meiowon d060omng OploTikn dlaxom)
Awoceaipivny < 10 g/dL
Kol gite

éupeon yoiepubpivn >
Agv gpappdleton Agv gpappodleton 1,5 @opég t0 avdTato
(QULOIOAOYIKO Oplo Ko
artocpopivn <0,1g/dl
1 dIKTVOEPLOPOKVTTAPOL
<80.000/mm3

Awyocaipivn <
10g/dL

Id1aitepeg TPoPUAAEEIG TOV TPEmel Na AapPfavovTal amd To GTONo OV JOPNYEL TO PUPUAKEVTIKO
Tpoioy ota Lo

H emavolapfavopevn emaen tov déppatog pe v ovoio. masitinib evdéyetar va mpokaAéost
VTOYOVIHOTNTO OTIC YUVOIKES Kol dtatapary] TG ELPPLIKNAG avamTTLENG.
To dpaoctikd cuotaTikd Tov TEPLEYEL TOo Masivet pumopel va TpokaAécel viepevacOncia Tov dEPUOTOS.
e H emoagpn TOU OEpUOTOC HE TO TEPITTOMOTO, TO OVPO KOL TO EUEGUO TOV OCKOA®V TTOV
vroPdAlovral oe Bepomeio TPETEL VO ATOPEVYETAL.
e Katd v amoppiyn TOv EUEGHOTOC, T®V 0DPOV Kol TOV TEPITTOUATOV T®V GKOAMV OV
vroPdAlovtal oe Bepameion GLGTHVETOAL 1] XPTOT| TPOGTATEVTIKDOV YOUVTIDV.
o Y& mepintmon mov Bpavouéva diokia, Epecua,, 00PN TEPITTOUATO GKOAWDY TOL VToPAALOVTL
o€ Oepamneia £EpBovv 6e emapn| pe To 6éppa, EemAvvete apéomg pe dpbovo vepo.

To dpactikd cvotatikd Tov mepiéyel To Masivet pmopel va tpokarécel coPfapod epediopd kot PAAPN
6TOVG 0QOUApOVG.
e H enaon| pe Toug opBaAo0g TPETEL VO ATOPEVYETOL.
o YVVIGTATOL 1] ATOPLYN TNG EMUPNE UE TOVG 0POAAUOVE TPV TNV 0paipEST) KOL TV
ATOPPIYT] TOV YOVTIDV Kol TO TPOGEKTIKO TADGIUO TOV XEPIOV.
o Y& mePIMTOON EMAPNG TOV TPOIOVTOG LE TOVG 0POUALODS, GUVICTATOL 1] AUEST TAVON UE
apBovo vepo.
Ta dropa pe yvoot vepevoictnoio oty masitinib dev mpénet va yeipilovrar to mpoiov.
e mepintoon Tyaiag Katdmoons, avalnmote aUEcHOS 1TPIKT GUUBOVAN ETIOEIKVOOVTOG GTOV 10TPO
TO POAAO OOMYLDV YPNONG T TNV ETIKETA TOL PapUdKov. My tpdTe, Tivete N kamvilete dtav yopnyeite
TO PAPUOKO GTOV GKVAO.
To woud1d dev TPEMEL VoL EPYOVTOAL GE AUEST ETAPY| LE TOLG GKVAOVS oV vroPdAlovTal o Bepaneia,
TO, TEPLTTAONOTA 1] TO EUEGUA TOVG.

4.6  AverlOounteg evépyeles (cuyvotnTa kKol copfapétnra)

o\ cuyvéc

= "Hrieg £m¢ pétpilag coPapdtnrag yooTpevteptkec olatapoyEs (S1éppota Kat EUETOC) HEGTC OIAPKELNG
mepimov 21 ka9 nuepov, avtiotorya.

» 'Hma éog pétpro ahomekio péong dtdpkelag mepinov 26 nuepmv.




2UYvEG

= X oKVAOVG OV TAGKoVY amd VEQPIKN VOG0 katd TV Evapén g Bepaneiog (meptiappfavopévaov
NG VREPKPEATIVALLLEOG 1) TNG TPOTEIVOVPLAG), EVOEYETAL VO EKONA®OEL VEQPOTOELKT dpAGT TOV
Qopudxov.

= Métplo Eémg cofapn avorlpio (amAacTiKn/ aploAvTikn) HEong diipKeLag TEPITOL 7 NUEPDOV.

= XHvopouo andAelog Tp@TEivG (Kupimg Adym peimong e Aevkouativng atov opd Tov OpLaToq).

=  'Hma 1 pétpra ovdetepomevio péong dtapkelag mepimov 24 nuepmv.

= Avénon mg dpaotnprotrog tov eviounv ALT 1 AST péong dudpketlag mepimov 29 nuepmv.

Ta edwd pétpa mov mpénet va AapPavoviol o€ TEPITTOGCT ELPAVIONG TOV TPOAVAPEPOLEVOV

OVETBOUNTOV EVEPYEIDV TEPLYPAPOVTAL GTO KEQAANLO 4.5.

AMAEG CLYVEG OVETIBOUNTES EVEPYELES, OTIS TEPLOGOTEPES MEPIMTMOGELS NTLES N HETPLES, ElvarL:
= ANBapyoc kar advvapio péong diapketog mepinrov 8 kon 40 nuepmv, avtictoyo

= Meiwon 1 andAeio TG 6peéng néong duapketlag 45 ko 18 nuepdv, avrtictorya.

= Brjyog (néong didpketog 23 nuepdv).

= AgppadevomdBela (péong ddpketog 47 nuepmv).

= Oidnua (uéomng dtapkelag 7 MUEPDOV).

= Almopo (péong dibpketag 53 nuepdV).

H ovyvémra tov avemBountov evepyeldv kabopiletal og axoAovbng:
- moAV ovyvn (mepiocdtepo amd 1 ota 10 {da mapovsidlovv avemBounteg evépyeleg KATA TN
dupketa g Bepameiog)
- - ouyvn (mepiocdtepo amd 1 ardd Myotepo amd 10 (oo ota 100 (oo)

4.7 Xpion Kata TNV Koo, 11 yorovyia 1 TNV ©0TOKi

Na unv ypnowyomoteitor oe OnAvkodg okvAOVG oL KvoPopovv 1 InAdlovv (PA. kepdrawo 4.3).
Epyoomprlaxég peréteg og movtikovg e nuepnota d6omn 100 mg/kg katadeikvhouy vroyovipudTTo Tmv
Onivkov, eved nuepnoteg 60celg v tov 30 mg/kg Kotadetkviovy eufpuoToiKdTNTo Kot dlaTapoyég
otV avantuén tov euPpowv. Meréteg og KOLVELD MOTOGO, OV KATESEIENY TA TOPATAVE®.

4.8  AMMAETIOPAOEIG UE GALO QUPUUKEVTIKG TPOIOVTU KAT GALES popPES aAMAemiopaong

Aokpég in vitro pe ovBpdmva pKkpos®UaTe KATadelkvoovy 0TLn tantdypovn Bepaneio, pe ovoieg Tov
petapoirilovror and to evivpikd cvotnue CYP450 evoéyetar va avEOUEIDTEL TN GUYKEVTPWOOT| TNG
masitinib 1 twv vroAoinwv ovoldv 610 TAdopa. T TOVG GKOAOVG dEV VILAPYOVY AVTICTOLYES
dwbéotueg mAnpoeopisc. Q¢ ek TOVTOV, GUVIGTATAL TPOGOYN KUTA TNV TAVLTOYPOVN XOPTYNOT
masitinib kot dAAov ovoidv.

H tavtoypovn yopnynon dAlmv ovoidv pe peyoldtepo Pabpo SEoUEVOTG TPOTEIVOY EVOEYETOL VO
avtayovileton t déougvon g Masitinib ko, katd cvvéneia, va Tpokalel avemBbunteg evépyeiec.

H amotelecpaticotnto tov Masivet evoéyetol va eival LEIOUEVT] 6€ GKOAOVG OV £xovy vToPAnOel
010 TopeABOV og ynuelobepaneio kovn axtvobepameio. Agv VITAPYOVY TANPOPOPIES GYETIKA LE TN
duvnTikn dtacTowpov eV avlekTIKOTTA 6€ GALD KUTTOPOGTATIKG TPOIOVTO.

4.9 Aocoloyia Kol TPOTOS YOPNYNONG
Xopnynon amnd 10 GTOUAL.

H ovvietodpevn 66om givan 12,5 mg/kg (pe evpog d6ong peta&o 11-14 mg/kg), drof nuepnoiong, émwg
TEPLYPAPETOL GTOV TIVOKO TTOV AKOAOLOEL.

e oKOAOVG pe COUATIKO BApog pikpoTepo TtV 15 kg dev etvar Tavta epiktn 1 akpiPig docoroyia.
IMoa v eritevén g embopn g d6onc towv 11-14 mg/kg copatikov Pdpove, oTovg eV Adywm oKHAOVG
TPEMEL VAL YOPNYOLVTOL CLVOMKEC ddoelg Taov 50, 100 1§ 150 mg.



Ta Swokio wpémel va yopnyobvior oAGKANPO Kol Ogv TPEMEL Vo dloupovvTal, vo. Bpoavoviol 1 va
Koviomolovvtal. Edv o oxdlog amofdiiel éva d1okio Aol TO HOONOEL, TO J10KIO 0VTO TPEMEL VO
amopplpoel.

Ta dwokia mpémetl va yopnyodvol TAVTOTE e TPOPN Kol KOTA TOV 1810 TpOMO.

12,5 mg/kg
CONOTIKOD Ap10pog
Bépovg olokiov ava
nuépa Adéen mg/kg

Y opotiké Kortorte

Bapog oxvrov | 50 150 po AvoTtep
oc kg mg - mg | Bapog |o PBapog

>15 18 1 ow 1 13,7 111
> 18 22 2 ow 1 13,9 11,4
> 22 26 - - 2 13,6 115
> 26 30 1 ow 2 13,5 11,7
>30 34 2 ow 2 133 11,8
>34 38 - - 3 13,2 11,8
> 38 42 1 ow 3 13,2 11,9
> 42 46 2 ouw 3 13,1 12,0
> 46 50 - - 4 13,0 12,0
>50 54 1 ow 4 13,0 12,0
>54 58 2 ow 4 13,0 12,1
> 58 62 - - 5 12,9 12,1
> 62 66 1 ow 5 12,9 12,1
> 66 70 2 ouw 5 12,9 12,1
>70 74 - - 6 12,9 12,2
> 74 78 1 ow 6 12,8 12,2
>78 - 2 ovw 6 12,8 -

Edv evtog 10 Aemtdv amd ™ yopnynon tov dickiov mapatnpndel avaymyn 1 EUETOG, N XOPYNON TNS
d0omg mpémnet va emavaAn@Bel. Edv mapatnpnbei avoywyn 1 €petog petd my mapérevon tov 10 Aentdv
ato T XOPNYNoT TOL d1oKion, 1 YopYNoT TG dOGNC eV TTPEMEL VO, EMAVAATPOEL.

Metd and 4 £mc 6 efdopnadeg n Oepamneio npénel va enoveetdaletal yio va a&loAOYEITOL 1] OPYIKT
Oepamevtikn avtandkpion. H dudpkeia g Oepaneiog e&aptdral amd TV avtamoKpioTn 6€ aUTH. X
nepintwon otabepng mopeiag tng vooov, SNAadN AUETAPANTNG KAMVIKNG EIKOVOC, LEPIKNG 1] TATPOVS
KAV avtamdkpiong, | Oepoameio mpénet vo, cuveyiletat epOcov 10 TPoidv eival KOAR avekTo. Xe
nepintoon e£EMENG Tov OYKov, 1 Bepomeio eV avapEVETOL VO EIVaL ETLTLUYNG KoL TPETEL VO
emave&etaleTar.

Mcimon 6061¢, TPos®PINT dlakorn) TG Osparsiog Kol OploTiki dlakorn Tne Ospareiog

O1 oxOAOL TTPEMEL va TopakoAoVBOVVTOL TPOGEKTIKA KOl VO EKTILATOL 1] AVAYKT) LEIMONG TNG dOOMG GE
nepintoon mbavov cofapdv avemBountmv evepyeidv (PA. kepdiato 4.5). O1 d6c€1g Lmopovy va,
pewwbovv ota 9 mg/kg copatikov Papovg (pe evpog 7,5 — 10,5 mg/kg) 1 ota 6 mg/kg copaticod
Bapovg (pe ebpog 4,5 — 7,5 mg/kg) cvppava pe Toug akdAovboug mivaked.

Kotd ™ didpkela Tov KAVIKOV PHEAETOV, 1| NUEPTIOLL 000T HEIdONKE AOY® EPQAVIoNG aveTIfOUNTOV
EVEPYELDV Kal KLUPLOG AOY® TG ahENOTG TV Tpaveaivacadv o€ tepimov 16% tov okOlmv.



9 mg avé kg copotikod Bapovg anas nuepnoing Onmg TeptypapeTol 6Tov akOA0VO0 mivoKa.

ApIOpog
OIGKIi®V avd
nuépa Aéon mg/kg
Y onotiké Kotod | Avorte
Bépog oxdrov | 50 150 | Tepo po
ot kg mg - mg | Bapog | Bapog
>150( 194 - - 1 10,0 7,7
>194 | 250 1 ouw 1 10,3 8,0
>250( 30,6 2 ow 1 10,0 8,2
>30,6 | 36,1 - - 2 9,8 8,3
>36,1| 41,7 1 ouw 2 9,7 8,4
>417| 47,2 2 ow 2 9,6 8,5
>472 | 52,8 - - 3 9,5 8,5
>52,8 | 58,3 1 ouw 3 9,5 8,6
>58,3| 639 2 ow 3 9,4 8,6
>639| 694 - - 4 9,4 8,6
>694 | 750 1 ow 4 9,4 8,7
>750| 80,6 2 ow 4 9,3 8,7

6 Mg avé kg copotikod Bapovg anaé nuepnoing Ommg TePLYpAPETOL 6TOV 0KOAOVOO TivaKa.

ApIOpog
dlokimv avad
nuépa Aoen mg/kg
Yopotiké Kato | Avarte
Bapog oxvrov | 50 150 | Tepo Po
ot kg mg mg | Bapog | Bapog
>150| 208 2 - - 6,6 4,8
>208 | 29,2 - - 1 7,2 51
>292| 375 1 ow 1 6,9 53
>375] 458 2 ow 1 6,7 55
>458 | 54,2 - - 2 6,5 55
>542 | 625 1 ow 2 6,5 5,6
>625| 708 2 ow 2 6,4 5,6
>70,8| 79,2 - - 3 6,4 57
> 79,2 - 1 ow 3 6,3 -

4.10 Yagpdocoloyio (copmTOROTA, PETPA OVTINETOTIONG, AVTIOOTA) £GV Eival amapaityTa

H ocvvietdpevn nueprowa 06on tov 12,5 mg/kg copatikod Papovg aviiotolyel 6T LEYIOTN OVEKTH
0001 M ool TPOEKLYE ATO LEAETEG TOEIKOTNTOG EMOVAAAUPOVOUEVIG dOONG GE VYIEIG GKOAOVLS TNG
@uAng Beagle.

Evdeiteig vrepdocoroyiog mapatnpndnikay oe peléteg T0EIKOTNTOG TOL dlevepynOnKaV Gg VYIElg
oKOAOVG, 01 ooiot voPfANnOnkav og Bepameia Yo 39 efdopddeg pe dOGEIS LEYOADTEPES OO TN
owvieTOpeVN 86om katd 2 popég mepimov (25 mg masitinib), yio 13 ko 4 efdouddec pe ddoeig
ueyaAvTEPEG amd TN cvvicTOUEVN ddon katd 3 opég mepimov (41,7 mg masitinib) kot yio 4
efdopadeg pe d0oelg peyolvtepes oo TN cuVicTOuEVT 6001 KoTd 10 popég mepimov (125 mg
masitinib). Ta Booikd 6pyava-ctdyog ota omoio, uropei vo mapatnpndel to&ikdmra givol o
YOOTPEVTEPIKOG COAVOS, TO OLULOTOTIKO GUGTN LA, Ol VEQPOL KAl TO Nap.



e mEPINTOON EUPAVIONG avemBOUNTOV EVEPYEIDV PETA amd vrepdocoroyia, 1 Oepameio Tpémel va
SLOKOTTTETOL UEYPL TNV LTOYDPTNON TOV OVETIBOUNTOV EVEPYEUDV KO, GTI] GUVEXELD, VO, XOPNYEITOL
Bepamneia pe ) cuvictdpevn BepamevTikn 600m).

4.11 Xpévog avapovig

Agv amouteitot.

5. DOAPMAKOAOI'TKEX IAIOTHTEX

DoppokobepamenTikn opdodo: AvaGTOAENS TNG TPOTEIVIKNG KIVAGTG TNG TVPOGIVIG
Kwdwdc ATCvet: QLOLXE9O.

5.1 DopproKodOVVORIKEG IOIOTNTES

H masitinib givat avaoToAé0g TG TPOTEIVIKNAG KIVAGTS TNG TVPOGIvN M omoia in Vitro £xst
TekUNPLoOel 0Tl 0moTELEL IGYLPO EKAEKTIKO OVAGTOAEN TNG UETAAAUYUEVIC LOPPNIC TOL DTTOSOYEN TTOL
Kodwomnoteitar amod to yovidio ¢-Kit, otnv mapapepfpavikn meproyn. Emiong, avactéAiel tov
VodoyEa Tov AENTIKOD TapdyovTo mov mapdyetot omrd ta aponetdiio (PDGF) kot tov vmodoyéa Tov
avénTikov mapdyovta TV woPractadv (FGFR3).

2 Baotkn KAMviKn HEAETN o€ TpayLaTIKEG GLVONKES, GKOAOL dLaPOP®V PLAMV NAKiag petald dvo
Ko OEK0ENTE €TV, VITOPANONKaV pe Toyoia emAoy o Oepameio pe T yoprynon d6ong Masivet 12,5
mg/kg M oe Oepomeio pe KOVIKO PAPUOKO. X& GKOAOVG LE UM YEPOVPYIKE e€apéciia
UOGTOKVTTMOTO, 10TOAOYIKOV aTadiov 2 1 3, ota omoia ekepaletat To petaAlayuévo yovidlo c-KIT
TOV VTLOJOYEA TNG KIVAGTG TNG TVPOGivng, N Bepameia pe Masivet KatédelEe onUavTIKA PeyoldTeEPO
YPOVIKO SLACTNUA, LEYPL TNV KAIVIKY ETIOEIVMOGT] TOL OYKOV, UE UEGO Opo TIC 241 nuépec o GUYKPION
pe Tic 83 NuUEPES TOL NTAV O AVTICTOLYO0G YPOVOG Y10, TO EIKOVIKO Gappako. H avtamdkpion ot
Oepancio pe masitinib exppdotnke og otadepomoinon e vocov, dNAadh apetdPAnTm KAvikn ewdva,
HEPTKN N TANPNG KAVIKT] 0vVTOTOKPLoT.

H Oepancio pe masitinib npénet va yopnyeitan povo 6€ 6KOAOLG pE un eEUPECTLO LOAGTOKVTTOLOTO,
ota omoia exppaleTat To petaAilaypévo yovidlo C-KIT tov vmodoyéa tng Kivdong tng tupocivng. H
TaPoLvGio Tov petaAlaypévon yovidiov c-KIT tov vrodoyéa e Kivdong g Tupocivig TpEmeL va
emPefordveron Tpv and ) Oepansia.

5.2 @ appoKoKINYTIKA oTOlYEO

Metd v amd Tov 6TopTog Yoprynon 66ong 11,2 mg (20,5 mg) avd kg couatikod Bapovg oe
oKVAOVG, 1 masitinib aToppoPATAL TOXEMS Kot 0 ¥POVOG Y10, TN HEYIETN GLYKEVTPOOT (Tmax) €lvon
nepimov 2 dpeg. H duapreto nulmng (t¥2) ivar mepimov 3-6 odpeg. H masitinib mpookoildtot otig
TPOTEIVES TOV TAAGUOTOG 6 TOG0GTO TTEPinmov 93%.

H masitinib petapoAiiletar kvupimg péom ¢ N-anoaikvrioons. H anékkpion tpayuatonoteitat omd
™ OAN.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Kaoataloyog ekddymv

Cellulose, microcrystalline
Povidone K30

Pig Liver powder
Crospovidone
Magnesium stearate



Tablet coating:

Macrogol 3350

Polyvinyl alcohol

Talc

Titanium dioxide (E171)

Sunset yellow (E110) aluminium lake.

6.2 AcvpfatoTnreg

Agv 1oybeL.
6.3 Aldpkela Long

Aldgprela {oNG TOL KTNVIATPIKOD QUPUOKELTIKOD TPOIOVTOC COUP®VA UE TN GVoKELOGTO TOANONG: 4
xpéVIL

6.4. Idlaitepes TPoPULAEEIS KATA TN QUANEN TOV TPOiIOVTOG
No pUAGGGETE TOV TEPLEKTT GOLYTA COPAYIGUEVO.
6.5 ®von kal cvvleon TG GTOIYEIMOOVS CVOKEVUGING

Agvkn AN and Torlvatbvrévio vyning mokvotntoag (HDPE) pe Ogppocuykodliovuevn peuPpdvn kot
avOeKTIKO TOU aGPUAEiNG Yo AGYOVE TPOGTAGIONG TV TOIOLDV.

H ouédn 6ykov 30 ml nepiéyet 30 diokia Masivet 50 mg emucoivppéva pe Aemtd vuévio. H

@1aAn 6ykov 40 ml wepiéyer 30 dioxio Masivet 50 mg emkoAvppévo, pe Aemtd vuévio. H

@uin dykov 60 ml wepiéyet 30 diokio Masivet 150 mg emikaAivupéva pe Aentd vuévio.

6.6 EIdIkég mpo@uAiaielg amdppIyng £vOg un pNoIpnoroin0Eévtog KTNVIOTPIKOD QUPUAKEVTIKOD
TPOIOVTOG 1 ALV VAIKAOV TOV TPOEPYOVTAL 00 T1) PN G1) TOV TPOIOVTOS, OV VITAPYOVY

Ka0e pun xpnopomombéy knviatpikd QoprokenTikd mpoioy 1 Un xpNoonom0évto vIoAEiUUaTE TOV
TPETEL VO, OTOPPITTOVTOL GOUPDVO, LE TIG IOYVOVGES EOVIKEC OTAULTHOELC.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

AB Science S.A.

3avenue George V

75008 Paris

ToAlio

+33(0)1472000 14

+33 (0)1472024 11
MASIVET @ab-science.com

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX
EU/2/08/087/001

EU/2/08/087/002
EU/2/08/087/003

10


mailto:MASIVET@ab-science.com

9. HMEPOMHNIA IIPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepopnvia 1Ing éyxprong: 17/11/2008

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic mAnpopopieg yio To Topdv TPoidv datiBevtal 6Tov diktvakd TOTo Tov Evpomaicod
Opyavicpod Oopudkov ot diebbovon http://www.ema.europa.eu.

AITAI'OPEYXZH IIQAHXHXE, AIAGEXHX KAI/H XPHXHX

Agv 1oybetl.
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IHAPAPTHMA 11

KATAXKEYAYXTHX YHHEYOYNOX I'TA THN AITIOAEEMEYXH TQN
ITAPTIAQN
OPOI'H IEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

12



A KATAXKEYAXTHX YIIEYOYNOX I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopa kot 01enfuvon tov Topay®yoL Tov £ival LTELOHVVOC Yo TNV OTOOEGUEVON TWV TOPTIOWV

Centre Spécialités Pharmaceutiques
Avenue du Midi

63800 Cournon d’Auvergne

TodAia

B OPOI'H IEPIOPIZEMOI ITIOY A®OPOYN TH AIAOEXH KAI TH XPHXH

Na yopnyeitot To KTNVIATPIKO POPLOKEVLTIKO TPOIGV HOVOV LE GLVTAY.

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv anattovvTol.
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IMAPAPTHMA 1II

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EIIIXHMANXH

15



IHAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XaptokvTtio

| 1 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

MASIVET 50 mg emikoAvppévo. e Aemtd vpévio d1okia yio GKOAOVG.
Masitinib

| 2. YYNGOEXH XE APAXTIKO KAI AAAA XYXTATIKA

Masitinib 50 mg

| 3. OAPMAKOTEXNIKH MOP®H

Emucoloppévo pe Aemtd vuévio dickio

|4 TYIKEYAXIA

30 dwokia

S. EIAH ZQOQN

2kOAol

| 6. ENAEIEEIZ

| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APacte To POALO 0ONYIOV TPLY amd TN YOPIYNOoT

| 8.  XPONOZ ANAMONHX

Agv amouteiton

| 9. EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

AwBdote To POALO 0ONYIDOV ¥PAGEMS TPV OO TN YP1oN

| 10. HMEPOMHNIA AHZHX

AHEH (uivag/étoc) :
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11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pUAGGGETE TOV TEPLEKTT GOLYTE GOPAYIGUEVO.

12. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

AwiBeon: drofdcte To POAAO 0INYIDOV XPNGEWC.

13. Ol AEEEIZ «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VAAPYOVY

ATOKAEIOTIKA Y10 KTNVIATPIKY Xp1on -va dtoTifeton povov Je KTNVIOTPLKT GuVTAyT.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Na puAdoceton o€ B¢om, v omoia dev PAEmOLY Kot dev mpoceyyilovv Ta TodLd.

15. ONOMA KAIAIEYOGYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

AB Science
3avenue George V
FR-75008

Paris

ToA)ia

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/08/087/001
EU/2/08/087/003

17.  APIOMOX ITAPTIAAX TAPAT'QI'HE

Hoprida {ap1Ouoc}
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EAAXIXTEX ITAHPO®OPIEX ITOY ITPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etlkéto @1éing

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

MASIVET 50 mg emukoloppéva pe Aemtd vpévio di1okio yio GKOAOVG.
Masitinib

2. INOXOTIKH XYN®EXH XE APAXTIKO(A) XYXTATIKO(A)

Masitinib 50 mg

3. HEPIEXOMENO

30 dwoxia

| 4 OAOX(OI) XOPHTHIHE

APacTe To GUALO 0OOMYIDV XPNOEMG TPV Amd T YPNON.

|5.  XPONOX ANAMONHE

Agv 1oydet

[6. APIOMOX MAPTIAOX

Moptido {apOpog}

| 7. HMEPOMHNIA AHEHX

AHEH (prvog/étog)

8. OI AEZEIX «-AIIOKAEIXTIKA TTA KTHNIATPIKH XPHXH»

ATOKAEIGTIKG Y10 KTNVIOTPIKY| XpYon).
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XaptokvTtio

| 1 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

MASIVET 150 mg emkoAoppéva pe Aemtd vpuévio diokia yio GKOAOVG.
Masitinib

| 2. YYNGOEXH XE APAXTIKO KAI AAAA XYXTATIKA

Masitinib 150 mg

3. OAPMAKOTEXNIKH MOP®H

Emucoloppévo pe Aemtd vuévio dickio

|4 TYIKEYAXIA

30 dwokia

S. EIAH ZQOQN

2kOAol

| 6. ENAEIEEIZ

| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APacte To POALO 0ONYIOV TPLY amd TN YOPIYNOoT

| 8.  XPONOZ ANAMONHX

Agv amouteiton

| 9. EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

AwBdote To POALO 0ONYIDOV ¥PAGEMS TPV OO TN YP1oN

| 10. HMEPOMHNIA AHZHX

AHEH (pivag/étocg)
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11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pUAGGGETE TOV TEPLEKTT GOLYTE GOPAYIGUEVO.

12. EIAIKEX TIPO®YAAZEEIX AITOPPIYHX ENOX MH XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

AwiBeon: drofdcte To POAAO 0INYLDOV XPNGEWC.

13.  OI AEEEIX «<AITIOKAEIXTIKA I'T'A KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MNEPIOPIZMOI NOY IZXYOYN XZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVV

ATOKAEIOTIKA Y10 KTNVIATPIKT XpNon -va Stotifeton povov Je KTNVIOTPLKT GUVTAYT.

14.  OI AEZEIX «NA ®YAAXXETAI XE GOEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

No puAdocetal o€ B¢om, v omoia dev BAEmovV Kot dgv Tpoceyyilovy Ta Taold.

15. ONOMA KAIAIEYOGYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

AB Science
3avenue George V
FR-75008

Paris

ToA)ia

16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/08/087/002

17.  APIOMOZX ITAPTIAAX ITAPATI'QI'HX

Hoptida {ap1Oudc}
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EAAXIXTEX ITAHPO®OPIEX ITOY ITPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Etlkéto @1éing

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

MASIVET 150 mg emikodvppéva pe Aemtd EVIO d1oKia Y10 GKOAOVG.
Masitinib

2. INOXOTIKH XYNOEXH XE APAXTIKO(A) XYXTATIKO(A)

Masitinib 150 mg

3. HEPIEXOMENO

30 dwoxia

| 4 OAOX(OI) XOPHTHIHE

APacTe To GUALO 0OOMYIDV XPNOEMG TPV Amd T YPNON.

|5.  XPONOX ANAMONHE

Agv 1oybet.

[6. APIOMOX MAPTIAOX

Moptido {apOpog}

| 7. HMEPOMHNIA AHEHX

AHEH (puvoc/étoc)

8. OI AEZEEIYX «<AIOKAEIXTIKA TTA KTHNIATPIKH XPHXH»

ATOKAEIGTIKG Y10 KTNVIOTPIKY| XpYon).
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B. ®YAAO OAHI'IQN XPHXHX
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O®YAAO OAHI'IQN XPHXHX

MASIVET 50mg enlkoivoppéva pe Aentd vpévio dlokia yla oKvAovg
MASIVET 150 mg erlkaioppéva pe Aemtod vpévio dIcKio Yo 6KOAOVG

1. ONOMA KAI AIEYGYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPATQI'HX ITIOY EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN, E@OOXON EINAI AIA®@OPETIKOI

Kdtoyoc e ddeioc KukAo@opiag:

AB Science S.A.

3 avenue George V
FR-75008 Paris
ToA)ia

Iopaywydc vrevbuvoc yio TV omeAgv0Epmwon TV TopTidmV:

Centre Spécialités Pharmaceutiques
Avenue du Midi

63800 Cournon d’ Auvergne

ToAhio

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

MASIVET 50 mg emkaivppéva pe AETTO DVUEVIO S10KI0 Y10, GKOAOVG

MASIVET 150 mg extkalvppéva pe Aemntd VUEVIO SIoKIa Y10 GKOAOVG

3. XYNGOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

To MASIVET eivar avorytd moptokoi, GTPOYYLAO ETUKOAVUUEVO (e AETTO VUEVIO S1OKIO.

Kabe diokio mepiéyel SOmg 1 150 mg masitinib, w¢ dpactikd cvotatikd. Kdbe diokio mepiéyet emiong

Sunset FCF (E 110) aluminium lake kot d10&gidio Tov trtaviov (E171) og ypootikn ovcia.

Ta diokia pépovv eyxdpasn “50” 1 “150” on pia Thevpd Kot TO AOYOTUTO TNG ETALPEiNG OTNV GAAN.

4, ENAEIZEH(EIYX)
To Masivet gvdeikvotal yio tn Oepomeio un xe1povpykd eEopEcIumy HOoTOKVTIOUATOV (I6TOAOYIKOD

otadiov 2 1 3) og okvAovg pe emiPeParmpévn petdriasn Tov yovidiov C-KIT tov vrodoyéa g
KWVAoNG TNG.
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5. ANTENAEIZEIX

Na pnv xopnyeite otov okbro cag Masivet gqv:
e Kvopopei 1] Onrialel kovtdfia,
Eivon nAikiag pikpdtepng tov 6 unvav 1 {uyilet Atyotepo amd 4 kg,
[Taoyer amd NrOTIKN 1 VEQPIKY] AVETAPKELD,
"Exet avoupio 1 yopnid eninedo ovdetepdPAmy,
IMapovoialer ariepyikn avtidpoon otn masitinib, ot dpactiky ovoia tov Masivet 1| oe
KGO0 atd T £KO0Y0L TTOV TEPLEYOVTOL GE OVTO TO PAPIOKO.

6. ANEINIIOYMHTEX ENEPI'EIEX

Kota ™ oldpkela g Ocpanciog pe Masive t vrapyovv avenI@vunteg evépyeles YIa TOV 6KOLO;
To Masivet, 6mwg copfaiverl pe Kabs PapLoKo, EVOEXETAL VAL TPOKOAECEL AVETOVUNTES EVEPYELES, TIC
OTO1EC UTMOPEL VO GOG TEPTYPAWYEL KATAAANAQ O KTNVIATPOC GOC.

oAV cuyvéc:

= "Hmieg €w¢ pétpiog coPapdtnrag yooTpevteptkés otatapoyss (dibppota Kot EUETOC) HEGTG OAPKELNG
nepinov 21 ko 9 nuepdv, avtictorya.

= 'Hro éo¢ pétpro ahomekio péong dtdpkelag mepinov 26 nuepmv.

2uyvég avemBounteg evépyeleg:

O kmviaTpdg cog mpémetl va AaPel e1d1kd PETPOL GE TEPITTOOT ELPAVIONS TOV OKOLOVO®Y
avemBountov evepyeldv (PA. kepdiato 8):

= Y& oKkOAOVE OV TAGYOLV amd VEPPIKN VOGO KuTa TNV évapén g Oepameiag (mepropufavouévmv
NG VIEPKPEATIVOLIOG 1) TG TPOTEIVOVPLNG), EVOEYETAL VO EKONA®OEL VEPPOTOEIKT dpAGsT) TOV
Qopudxov.

Métpla £mg coPapn avarpio (ATAACTIKA/ AUOALTIKT) HEGNS SIAPKELNG TTEPITOV 7 UEPDV.
2HVOpOLO aTMAELNG TPOTEIVIG (Kupimg AGY® HEI®ONG TS AEVKMOUATIVIG GTOV 0pd TOV OHILOTOQ).
"Hmia 1) pétpra ovdetepomevio péomng dtapkelag mepimov 24 nuepmv.

AvEnon g dpactnprorog Tv eviopwov ALT | AST péong Sdpkelag mepinov 29 nuepmv.

AMAEG GUYVEG OVETTIOVUNTEG EVEPYELEG, OTIG TEPIOGOTEPEC TEPUTTMGELC EIVaL NTTIEG 1| UETPIEG,:

= AnBapyoc ko advvapio péong diapkelag mepimov 8 kat 40 nuepdv, avtictoyo
= Meiwon 1 andAeio g 6peéng néong duapkelag 45 kan 18 nuepov, avtictoyo.
= Bryog (néong ddpketog 23 nuepav).

= Agupoadevondfela (néong ddpketog 47 nuepmv).

= Odnua (Léong Srapkelag 7 MUEPOV).

= Almopo (péong didpketag 53 nuepav).

TI ntpémel No KAve €dv EpPavieToOv averlOOuNTES EVEPYEIES GTOV GKDAO OV KOTH TN OIGPKEID TNG
Oepameiog pe Masive t;

Edv mapatnpnioete omoladnmote cofapn 1 GAAN avemBountrn evEPYELD OV OV AVAPEPETOL GTO TAPOV
QUALO 0OMYLDV XPNOTG, TOPAKAAEIGHE VO EVIUEPDGETE GYETIKMG TOV KTNVIOTPO OOG. XE TMEPIMTOOT)
eUPAVIoNS avemBOUNTOV EVEPYELDV, O KTNVIATPOS GO EVOEYETL VO ATOPAGIGEL TN PEIOT TNG SO0 1
T Swokonn| g Oepamneiog.

7. EIAH ZQQN
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2KkOAOL

8. AOXOAOI'TATTA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To Masivet yopnyeitol 0md ToOV GTOUATOG GE GKOAOVG COUPMVO TAVTA LE TIC 0OTYIEG TOL KTNVIATPOL
cag. O kmviaTpds cog Ba mpocdiopicel TNV KATAAANAN TOGOTNTO QOPLAKOL Y10 TOV GKUAO GOG.

H cuviotdpevn d6om eivar 12,5 mg/kg (pe edpog d6ong 11-14 mg/kg) anaé nuepnoiong, Omwmg
TOPOLOLALETAL GTOV 0KOAOVOO Tivaka. g oKOAOVG GmUATIKOV BApovg pikpdtepov Tmv 15 Kg dev givan
navta Qi 1 akpiPng docoroyia. o v emitevén g embopng d6ong twv 11-14 mg/kg
COUOTIKOD BAPOVs, 6TOVG £V AOY® 6KOAOVG TTpémel va yopnyovvtat ddcelg Tmv 50, 100 7 150 mg.

12,5 mg/kg
GOUUTIKOD ApIOpog
Bapovg dlokiov ava
npépa Aoen mg/kg

X onotiké Kotorte

Béapog oxdrov | 50 150 po Avorep
o kg mg - mg | Papog |o Bapog

>15 18 1 ow 1 13,7 111
> 18 22 2 ouw 1 13,9 11,4
> 22 26 - - 2 13.6 115
> 26 30 1 ow 2 135 11,7
>30 34 2 ow 2 133 11,8
>34 38 - - 3 13,2 11,8
> 38 42 1 ow 3 13,2 11,9
> 42 46 2 ouvw 3 13,1 12,0
> 46 50 - - 4 13,0 12,0
> 50 54 1 ow 4 13,0 12,0
>54 58 2 ow 4 13,0 12,1
> 58 62 - - 5 12,9 12,1
> 62 66 1 ow 5 12,9 12,1
> 66 70 2 ouw 5 12,9 12,1
>70 74 - - 6 12,9 12,2
>74 78 1 ow 6 12,8 12,2
> 78 - 2 ow 6 12,8 -

Edv evtog 10 Aemtdv amd ) yoprynon tov diokiov moapatnpndel avaymyn 1 €UeToc, n xopnynon mge
doomng mpémel vo emavarapupavetat. Edv mapatmpnbei avoaywyn 1 Epetog uetd v mopéievon 10 Aerntdv
oo TN XopNynon tov dickiov, n xopnynomn g 060G dev TPENEL va emavorappaveTat.

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

Mg kol yla 660 dlaotnuo pénel Na xopny®d to Masivet otov okvio pov;

Ta dokio wpémel va yopnyodvIoL TAVTOTE UE TPOPN Kol KoTd Tov 1010 Tpomo. Ta diokia mpémel va
XOPMYOUVTOL OAOKAN PO KOt deV TTPEMEL Vo, Stopodvtal, va Bpavovtal 1 va Koviorolovvtal. Edv o okdiog
amoPaiiet £va S1okio apoD TO PLOONOEL, TO J10KI0 aVTO TPETEL VoL amopPLpbEt.

Edv mapadeiyete kdmoa 060M, 1 EXOUEVT TPOYPAUUATICUEVT] 060N TTPETEL Vo YopnynOel cOUP®VA e
™ ovvtayoypdonon. Mnv avédvete ko unv dumlacialete ) 66on. Edv yopnynoete meptocodtepa
d1oKio 0o T GLVTAYOYPAPOVUEVT TOCOTNTO, ETIKOIVOVIOTE LUE TOV KTNVIOTPO GUGC.

H dubpxera g Oepaneiog e€aptdton omd TNV TOPATNPOVUEVT] ATOKPION. L€ TEPINTM®OT GTUOEPNC
mopeiag TS vOGOU, NTOL GTATIKNG, LEPIKNG 1) TANPOVE amdkpiong Tov Oykov, 1 Bepaneio Tpémel va
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ocvveyiletar vd TV TPoVHTHOeoN OTL TO TPOTOV Eival KOADC avekTd. e mepintwon eEEMENG Tov dyKkov,
1 Bepaneio eviéyeTol va unv gival emtuyng Kot Tpénel va enoveéetaleTorl.

Metd amo 4 éwg 6 efdoudoeg n Oepameion mpémel va emavebetaotel Yo va a&loAoynOel n apyiky
Bepamevtikn avtamokpion. H pakpoypovia Bepaneia mpénet va vrofdiietar Taxtikd (TovAdylotov pio
(OPA TOV LNV GE KTNVIOTPIKO EAEYYO.

10. XPONOX ANAMONHZX

Agv amatteiton

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdooetal o€ 0éom, v omoia dev PAETOLY Kot dev TPooeyyilovy Ta TAld1d.

Noa puAICCETE TOV TEPLEKTN GPLYTA CPPAYICUEVO.

Noa pnv ypnowponoteital HETA amd TNV NUepoUnvia ANENG ToL avaypAQETOL GTNV ETIKETA, LETA amd TN
AEEN «AHEH».

12.  EIAIKH(EX) ITIPOEIAOINIOIHXZH(EIYX)
12.1 EI0IkéG TPpoUAGEEIS KaTd T Yprion:

E161kéc mpogldomolnoelc:

["o omolovdnToTe 0YKO HOGTOKVTTAPWY oL Bepamevetal e eyyeipion, n eyxeipton Ba Tpémetl va givor
n tpmdtn emdoyn Oepameiog. H Oepancia pe Masitinib Oa mpémet vo ypnoyionoteiton povov 6 6KOAOLG
UE UN-EYXEPICUOVG OYKOVE LAGTOKVTTAPMOV KO 0V EKPPALOVV TOV UETUAANYIEVO VTTOOOYEN KIVAONG
Topocivng y-kit. H mapovcio evog petadloypuévov vmwodoyéa y-KIit KIVIong TOPOGIvIG TPETEL VA,
emPePorwdel Tpv omd ™ Bepameio.

Id1aitepec TPOPLAGEEIS KaTA TN Yp1oN o€ Loa:

Iolgg gival OI €181kég TPOPVAAEEIS TOV GLPOPOVY TOV GKVAO HOV;

Ot oxdAol pémetl va mapakoAovfodvial TPOoEKTIKA and Tov KTnviaTpd cog (TovAdylotov dnaé
unviaimg) kat, epocov Kpivetar amapaitnto, 1 Beponeio mpémetl vo Tpocapuoletor | va SlokOTTETAL.
H Oepomeio npémel va S10KOTTETOL GE TEPIMTTMOOT TOV EUPOVIOTEL KATTO10, 0t TG akdAovOeg evoei&els:
avaiio, ovdetepomevia Papldg Lopeng, cofapn veppikn toéikodtnta, NrartotoéikdtnTa Ka/f didppoia
Baptdc popeng 1 £UETOC OV EMUEVOLY UETE omd TN ueimon e d6omG.

O1 ovAot Tov vtofaiiovtar o€ Bepameia dev TPEMEL VOL YPTGLULOTOLOVVTOL Y10 KVOTOPOLY Y.

Noa unv ypnowonoteitan o€ £ykvovg 1 InAdlovteg orviovg.

IToleg ival OI €181kEC mPoPUAGEEIS wov ipémel Na AapPavel to dropo mov yopnyei Masivet;

H emavolopfovouevn emoen tov dépuatoc pe tnv ovoio Masitinib evééyetan vo mpoxaAiécel
VTOYOVIHOTNTO OTIC YUVOIKES Kal dtatapoyn NG EUPPLIKNG avamTuéNg.
To dpactikd cuotaTikd ToL TEPLEYEL TO Masivet pumopel va TpokaAécel vrepgvatsnacio Tov dEppATOC.
e H enoagf TV O0EpUOTOC HE TO TEPITTOMOTO, TO OVPO, KOL TO EUEGUO TOV OKOA®V OV
vroPairovtal o€ Oepameio TPETEL vV, ATOPEVYETAL.
e Kotd v amdppiyn TOUL EUEGUOTOS, TOV OVPMV KOl TOV TEPUTTOUATOV TOV GKLA®V 7OV
vofairovtal g Bepomeio. GLGTAVETAL 1] YPTON TPOCTOTEVTIKADV YUVTIDV.
e Y& mepintmon mov Bpavouéva diokia, EPESU,, OVPO 1 TEPITTOUATO CKOAWDY TOL VTOPAAAOVTOL
o€ Oepamneio EpBovv o€ emapn pe To 6éppa, EemAvveTe apéowms pe dpbovo vepo.

To dpactiKd cuoTaTikd TOL TEPLEYEL TO Masivet uropel vo Tpokaiécel coPapd epediopd kot BAGSN
G6TOVG 0QOAApOVG.
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H emapn pe toug 0pBoApode Tpémet va amopedyeTal.
e YUVIGTATOL 1] ATOPLYN TNG EMOPNS LLE TOVG 0PBAALOVS TPV TNV APAipEST) KOL TNV
ATOPPIYT] TOV YOVTIOV K0l TO TPOGEKTIKO TADGIUO TOV XEPLOV.
o Y& mepinT®ON EMAPNG TOL TPOIOVTOG UE TOVG 0POUALODS, GUVIGTATOL 1] AUEST TAVGN UE
dpBovo vepo.
Ta dropa pe yvoort vepevatctnoio oty masitinib dev mpénet va yeipilovrar to mpoiov.
e mepintoon Toyoiag Katdmoons, avalnTnoTte aUECHOS 1TPIKT GUUPOVAT ETIOEIKVOOVTOG GTOV 10.TPO
TO POAAO OOMYLDV YPNONG T TNV ETIKETA TOL PAPUiKOL. My TpdTE, Tivete N} kamvilete dtav yopnyeite
TO PAPLOKO GTOV GKVAO.
Ta mondd dev mpémetl va Epyovtal o€ GUEST) EMAPT LE TOVG OKOAOVS oL VITOPaAlovtal 6g Bepameia,
T TEPLTTAOUATO 1] TO EUECUE TOVG,.

M7mop® va }opny16® 6ToV 6KOAO POV GAAES QUPUOKEVTIKES ayYES v hapfavel Masivet;
Yrdpyovv opiopéva @ApLoo To 0Toio OeV TPEMEL VAL YOPTYNOETE GTOV OKOAO GOg KATA TN dldpKELD
g Oepameiog KabMG 0 GLVIVAGHOG TOVE EVIEXETAL VO TPOKOAECEL GOPOPES OVETIOVUNTEG EVEPYELES.
H tovtoypovn yopnynon GAA@v ovcidv pe vymio Babud SEcUEVONG TPOTEIVOV EVOEYETOL VO
avtayovifetor T déopevon T masitinib Kat, KoTd cuvERELD, Vo TPOKOAEL avemBOUNTEG EVEPYELES.
H tovtoypovn Bepamneia pe ovsieg mov petaforilovior and to evlupuco suotnua CYP450 evoéyston
vo avEOUEIDGEL TN GLYKEVTIP®GT TG Masitinib 1 tov vroloinwv ovoidv 610 TAAGHO.

Evnuepdote tov KTnviatpod 6og oeTkd e OA TAL QAPLOKO, TEPIALUPAVOUEVOV TOV [N
GUVTAYOYPUPOVUEVOV PUPUAK®Y TOL GKOTEVETE VO, YOPT Y GETE GTOV GKOAO GOG.

H amotelecpatikotnta tov Masivet gvdéyetot va ivar PEt®UEVT] GE GKOAOVG OV £xovv vofAnbel
010 TapeABovV og ynuetobepaneia kavn aktivobepaneio. Agv vdpyovv TANPOPOPIES GYETIKA LE T
SVVNTIKN SLOCTOVPOVUEVT AVOEKTIKOTNTO GE GAAN KUTTOPOGTUTIKY TPOIOVTO.

Ynepdooolroyia:

H ocuvietodpevn kabnuepvi 66om 12,5 mg/kg copatikod Bapovg avtictotyei oty Méyiotn Avekt
Adon (MTD).

Ta kbpla dpyava-ctdyot TG TOEIKOTNTAG GE GKOAOVE EIVOL 1 YOGTPEVTIEPIKT] 000G, TO OILUOTOMTIKO
GUOTN O, OL VEQPOL KO TO NTTap.

e mepintmon avemfountov copPdviov petd amd vaepdocoroyia, 1 Oepomeio Oo tpénet va draxomel
péypt va emAvBel To {RTNUO KoL KATOTY VO, GUVEYLOTEL GTO CLVIGTMOUEVO BepamevTiKd eminedo dOomnG.
[MopakaAiovpe, EMKOVOVIGTE e TOV KTNVIATPO COG.

13. EIAIKEX IPO®YAAZEEIX AIIOPPIYHX ENOX MH XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY [TIPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Ta eappoka OV TPETEL VO ATOPPITTOVTIOL LECH TOV AVUATOV 1) TOV OIKIOK®V oA T@v. vuBovAievbeite

TOV KTNVIOTpO oG Yoo TOV TPOTO amoppwyns Tev ypnoipomombéviov eoapudkov. Ta pétpa avtd
ATOGKOTOVV GTNV TPOGTAGI0 TOL TEPPAAAOVTOC.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHTI'IQN XPHXHX

Aemtopepeic MANPOPOpieC Yo T0 TPV TPOo1dv dlatibevral oTov diktvaxod tomo Tov Evpomnaikon
Opyoviopod Gopudkmv otn dievbvven http://www.ema.europa.eu.

15. AAAEX TAHPO®OPIEX

ATOKAEIGTIKG Y100 KTNVIOTPIKT] (P OT).
Ta dwokia dwatiBeviar og cuokevaoies tv 30.
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To Masivet &ivol ocuvTaYOYPOQOOUEVO (APUOKO TOL YPNCILOTOLEITAL YlOL TNV  OVIILETOTION
HOGTOKVTIOUATOV G€ OKVAOVC. To HUOGTOKLTIMUOTO TPOEPYOVTOL OO TOV TOAAMTANGLOCUO
KOPKWVIKOV GITELTIKOV KuTtdpmv. [lpdkettal yio po etepoyevn voso n omoio pmopel va givor oyeTikd
axtvouvn N emBetikd KakonOne. Xe OpIGUEVES TEPMMTMOGELS, TO LOGTOKVTTOUATO UTopodV va givat
anenTikd yo ) Lon tov okvAov cag. To Masivet gvoéyetorl va mapateivel To xpovo TP omd TNV
eEEMEN TV OYK®V.

E181kéc minpo@opies yIo Tov KTnviaTpo

O1 oKVAOL TTPETEL VO TOPAKOAOVOOVVTOL TTPOGEKTIKE KOl O TPOGOIOPIGHOG TG avAyKNG pHelmong g
300G o€ TEPITTOON GOPUPOV AVETIOOUNTOV EVEPYELDV TPEMEL VOL TPALYLLOTOTOIEITOL LLE TI] GLVOPOUN

e€edkevpévng yvounge.

Haparxoiovdnon g veppikng Aettovpyiog
Kabe piva n veppikn Aettovpyio mpémnet vo mapakorovBeitol emopkds Le T XPNOT XPOUOTOUETPIKOV
TV gpfantiong oto ovpa (dipstick).

Ye mepintoon OeTikod amOTEAEGUOTOS UE TIG MUITOCOTIKEG TEXVIKEG TV YPOUATOUETPIKOV TOVIDV
(mpwteivn > 30 mg/dl), mpémel va mpaypatonoleitol avaAvsn TOV OVP®V Yl TOV TPOGOIOPIGUO TOV
Adyov mpmTEivNg/KpeaTIVivVIG Ko v ANeBOel deiypo aipatog yio T UETPNOT TNG CLYKEVTPOONG TNG
KPEATIVIVIG, TNG AEVKOUATIVIG KOl TOL 0VPETKOL alOTOV.

Edv o Adyog mpwrteivng/kpeatviviig ota ovpa elvar > 2, N 1 cLYKEVIP®ON TG Kpeatwvivng sivor >
Kkatd 1,5 popéc amd TV avdTEPT] PUGIOAOYIKN TN 1 1] CLYKEVIP®OT TNG AgvkopaTivig gtvarl < Katd
0,75 @opég TG KATMOTEPNG PLGLOAOYIKNG TIUNG 1| M TR TOL oVPETKOL aldTov givar > katd 1,5 popéc
NG AVMTEPNG PUGLOAOYIKNG, 1) Oepameio TpEmel va S10KOTETETAL.

[oapokorovOnon TS OTOAELNC TPOTEIVAOV LE TOL OVPO

Kdabe prva mpémet va dievepyeitar e€€Taon TV 00pmV LE YPOUOTOUETPIKES TOLViEG EUPATTIONG. ZE
nepinTon OeTiKo amoTEAEGLOTOC LE TIG NUUTOGOTIKES TEYVIKES TMV TAVIMV EUPATTIoNS (TpwTeivy >
30 mg/dl), mpémet va Tporypotonoteiton ovaAuon TV 00p®VY Yo TOV TPOGOIOPIGHO TOV AGYOL
TPOTEIVNG/KpeaTIVIVIG.

Kdabe pva mpémet va peTpdtan 1 GLYKEVTIPMON TNG AEVKMUATIVIG GTO OiplaL.

=Yg mepinton mov 0 AOYoG TPMTEIVNG/KpeaTIvivng ota ovpa glval > 2 N 1 GUYKEVIPWOOT) TNG
Aevkopotivng ival < katd 0,75 popéc amd TNV KOTMTEPT UGIOAOYIKN TN, 1| Oepaneio Tpémet
Vo SLOKOTTETAL £0G OTOV 1 CLYKEVIPW®OT TNG AEVKOUATIVIG KOl 0 AOYOG TPOTEIVNG/KpeaTvivg
oT0 00pa Vo, ETaVELBOLV GTa ATOdEKTA 0Pl (AOYOG TPMTEIVNG/KpeaTIvivg oTa ovpa < 2 Kot
GLYKEVTPMGT] AEVKOUOTIVIG 670 aipo > katd 0,75 opég amd TNV KATOTEPN PVCIOAOYIKN TWY),
omote ko 1 Ogpaneio umopel va cuveylotel pe v 1010 SocoAoyia.

= Edv kdmoto amd TIc Topamive Ploynuikés dtatopayés EReaviotel yio devtepn gopd, 1| Bepomeia
TPEMEL VAL OLOKOTTETOL OPIOTIKA.

Avonpio ko apdivon
Ot oxVA0L TTPETEL Vo TaPaKoAoVOOHVTOL TPOGEKTIKA Yia. VOEIEELS (AUOAVTIKNG) avarpiog. Xe
nepintwon vmapéng KAvik®v gvdeifemv avarpiog 1 atldAvong, TPETEL Vo LETPATOL 1] GUYKEVIP®OT
™G ORLOoPALPivg, TNG EUUESTG XOAEPLOPTIVIC KOt TNG ATOCPALPIVIG, KO VO TTPOLYLOTOTTOLEITON
e&étaon aipoartog (mepapfovopévon kot Tov apiuol TV SIKTvogpLOPOKVTTAP®VY).
H Oepomeio mpénel va dtokomTeTol 68 TEPITTOON:
= AIHOAVTIKNAG OVOLIOG, TTOL VITOINADVETOL LE GLYKEVIP@OT awpocpatpivig < 10 g/dL, éupeong
xorepuBpivne > katd 1,5 popég amd TV avadTEPN PUGIOAOYIKN TN Ko antooeopiviy < 0,1
g/dL,
= Mn avayEVWNTIKNG OVOLLLIOG TOV DTOSNADVETOL LUE GLYKEVTPMOT arpoc@apiving < 10 g/dL kot
apduod dikrtvoepvdporvttdpov < 80.000/mm?.

Hrototo&wkotnto (avénon ne dpactnprotntoc tov evioumv ALT ) AST), ovdetepomevio
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Xe mepintoon avénong mg dpactnprotntoc tov eviduwv ALT 1 AST > 3 popég and v avatepn

QULGIOAOYIKT TN, HEIOONC TNG GLYKEVTP®ONC TV 0VdeTEPOPILmV < 2000/Mmm? 1 owacdnmote GAANG
coPopng avemBountng evépyelag, | Bepoaneio mpénet va Tpomonotleital ™G akoAovBwg:

Tnv pdT™ Popd epPdvions Tovg, 1 Bepameia TPETEL VO SIAKOTTETAL EOG TNV VTOYDPNGT TOVS KoL, OT1
GULVEYELD, VO ETAVOYOPTYEITAL LE TO 1010 HOCOAOYIKO GYY|LLaL.
Tn devtepn popd epeaviong g idwag avemBOuN G evépyeloc, | Oepameio Tpémel v dStoKOTTETOL
LLEYPL TNV VTOYDPNOT TNG KA, akoA0VB®S va cuveyileTol pe TN YOp1yNomn LEWUEVNS NUEPNOLOG
d0omg mov avépyetar ota 9 mg/kg copatikov Papovc.
Tnv tpitn popd gpedviong g idtog avemBountng evépyelag, n epameio Tpémet vo S1aKOTTETAL PEYPL
TNV VTOYDPNOT TNG KoL, akoAoVO®S va cuveyileTon e T YOPTYNCT TEPOUTEP® UELOUEVS NLEPOLOG
d0omg mov avépyetar ota 6 mg/kg copatikov Papovc.
Edv ot coPapéc avemBounteg evépyeteg cuveyicovv va gppoavifovion pe v nuepnota 66on tov 6
mg/kg copotikov fapovg, | Bepameio mpEmel Vo S1UKOTTETOL.

Hepinqyn ToOV TIHAOV TOV EPYUSTNPIOKOV €EETAGE®Y OV GLVIGTOUV avTévoelEn YIo TV
avainyn M exipairovv Tnv Tpomonoinon T Oepanciog (TpoocwpIN dlakomn, peiwon Tng 600G
1 oploTiKi)

ANTIMETQIIXH THX HIDATOTOZIKOTHTAX (ALT W AST)

Avtevoeltn

IpocwpINy dlakomn
g Bepamelog

Melowon doong

Oplotikn dlaxomn g
Ocpanelog

> 3 popéG TO AVMTOTO
(QVGLO0AOYIKO Oplo

> 3 (popEG TO AVAOTATO
PLG10A0Y1IKS OP1O
(1" gopd)

> 3 popEG TO AVAOTATO
(LGLOAOYIKO OPlO
(2"/3" popdr)

> 3 QOopEG TO AVMTATO
(PLG10A0YIKS Op1O
(4" gopd)

ANTIMETQIIIXH OYAETEPOIIE

NIAX (ocvykévip®on 0vOETEPOPIL®V)

IIpocmwpINy dlakomn

Oplotikn dlaxonn g

Avievoelcn TG Oeponelag Meloen doong Ocpanelog
<2000 / mm? <2000 / mm? <2000 / mm? <2000 / mm?
(1" popd) (2V3" gopd) (4" opér)

ANTIMETQIIIEH THX AIIQAEIAY TPQTEINQN (AevkopotINaIpio kal/fj Adyog
npoTEIVIC/KpEATINIVIG 0TA 00pQ)

Avtevoelln

IIpocmpINn dlakomn
¢ Oepanelog

Melowon doong

OplotIkn dlokomn TG
Ocpamelog

Aegvkopativn < 1 popd
TO KOTMTATO
(QVGIOAOYIKO OPlO

Agvkopativny < 0,75
QOPEG TO KATMTOTO
(QVOIO0A0YIKS Oplo

Agvkopativn < 0,75
(POPEG TO KATMOTOTO
(VOIO0AOYIKO Oplo

'H Ayoc 1 Adyog Agv gpapudleton M Adyog
. TPOTEIV/KpeaTvivn TPOTEIVI/KpENTVIV] OTAL
TPOTEIVI/KpEATIVIVT , ,
So0 > 2 ot0 ovpa > 2 ovpa > 2
o ovpd (1" gopé) (2" popd)
ANTIMETQIIIEH THX AIMOAYTIKHX KAI MH ANATENNHTIKHY ANAIMIAX

(aTpoc@alpivy, yoiepvOpivy, antocPaIpivy, SIKTLOEPVOPOKVTTOPA)

Avtevoeltn

I[pocwpINy dlokomn
g Oepamelog

Melowon doong

Oplotikn dlaxomn g
Ocpanelog

Awoceaipivn <
10g/dL

Agv gpapudleton

Agv gpapuoletan

Awooeorpivn < 10g/dL
Ko gite

éupeon yoiepvOpivn >
1,5 popég to avmToTo
(PLGLOAOYIKO OP1O Kot
amtoopatpivn < 0,1 g/dL
1 diktvogpvBporvTTapO
< 80.000/mm?
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IIpocappoyn g d0ong

H ocvvietopevn nueprowa d6on tov 12,5 mg/kg copatikod Bapovg avtiotolyel ot HEYIOTN OVEKTN
d0om M omoia Tpodkvye amd HEAETEG TOEIKOTNTAG EMOVAAAUPOVOUEVIG OOGTNG GE VYLEIS GKDAOVS PUANG
Beagle. X¢ nepintoon guepaviong avembOunTov evepyEL®mV, 01 OGELS TPETEL VO LELOVOVTAL GE

9 mg/kg copotikod Bapovg, yopnyoldueveg dmaf nuepnoing (bpog 7,5 — 10,5 mg/kg) 1 6 mg/kg
copatikov Papovg (evpoc 4,5 — 7,5 mg/kg) chppmva pe toug akdAovBovg Tivakes.

9 mg ava kg copotikod Bapovg

ApIOpdg dlokinmv

avé nuépa Aéon mg/kg

Y opotiké Koto | Avore
pBapog ckvrov TEPO po

oc kg 50 mg - 150 mg| papog | papog
>150 (| 194 - - 1 10,0 7,7
>194| 250 1 owv 1 10,3 8,0
>250| 30,6 2 ow 1 10,0 8,2
>30,6 | 36,1 - - 2 9,8 8,3
>36,1 | 41,7 1 owv 2 9,7 8,4
>417 | 47,2 2 ow 2 9,6 8,5
>472 | 52,8 - - 3 9,5 8,5
>528| 583 1 owv 3 9,5 8,6
>58,3| 639 2 ow 3 9,4 8,6
>639| 694 - - 4 9,4 8,6
>694 | 750 1 owv 4 9,4 8,7
>750| 80,6 2 ow 4 9,3 8,7

6 mg ava kg copatikod Bépovg
ApIOuég dlokicmv

ava nuépa Aéon mg/kg

Xopotiké Kato | Avarte
papog oxdvrov TEPO po

oc kg 50mg - 150 mg | papog | papog
>150| 208 2 - - 6,6 48
>20,8| 29,2 - - 1 7,2 51
>292| 375 1 owv 1 6,9 53
>375| 458 2  ow 1 6,7 55
>458 | 54,2 - - 2 6,5 55
>542| 625 1  owv 2 6,5 5,6
>625| 70,8 2  ow 2 6,4 5,6
>708 | 79,2 - - 3 6,4 57
> 79,2 - 1 owv 3 6,3 -
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