i sia Dy,

gy ey, MINISTERUL SF Nt T HI |
& % AGENHI Al @NMALE A MEDI CAMEN
b, //) (\\\ 2 Al A DISPOZITIVELOR MEDICALE DIN ROMANIA

=
é g Str. Av. Stnteesou hr. 048478
£ 8 Tel: +4021-317.11.00
Z ~
2 &

Fax: +4021-316.34.97
www.anm.ro

% )
% anmomr

RAPORT DE EVALUARE A TEHNOLOGIILOR MEDICALE

DCIIAPALUTAMIDUM

Lb5L/AONILBF YSY (Gdz OF y O SmkbirstaditireziRiéht ld dNsBrarel | G N
(hmCRPC, nonmetastatic castratithS a A a4 yd LINRPadGlF GS OF yOS
LINB T Ay lchescdzgd NRE D@2t G o621t N YSil a

Data depunerii dosarului 26.062020

b dzY NNUz R2al NH 10342

PUNCTA&O



G0, MINISTERUL SF NI T F HI |

oM 2,
& % AGENHI Al @NMALE A MEDI CAMEN
b, //} (\\\ 3 il A DISPOZITIVELOR MEDICALE DIN ROMANIA
g Str Av Stnteesou hr.028478
£ . . . £
Y s Tel: +4021-317.11.00
Y Fax: +4021-316.34.97
’%@ &o"@ Www.anm.ro
ANMDMR ™"

1. DATE GENERALE

1.1. DCIApalutamidum

1.2. DCErleada 60 mg comprimate filmate

1.3. Cod AT@:02BB05

1451 4 F  LINA Y S4ianbad@i2®OR T NNR Y

Mm®dp ® 5 S0 Ay Saisielilal IntBrGational N\Belga

1.6. Tip DC¥ 2 dzN

MOPT® C2NXI FEN¥VIFEOSdziAONT O2yOSYyiaNrGAl s OFEtSE RS | RY

C2NXYI FI N¥YI OSdziA ON comprimat filmat

/| 2y OSYyiNI 0AS 60mg
Calea de administrare 2 NI
aNNRYSIF Yol I 2dzZ dzi cutie cu blist. PVC/PCTFE/Al in ambalaj tip portofel x 120 compr.fi

Mmdy & t NBG O2y F/24Nirie 2020 padifakizaty NP MM c p

t NBodz Odz | YNydzyddzZ YI E) 16,881.81 lei

t NBodz Odz I Y Ney®zy1i dzt LIY | dzyk Ak 140.68 lei
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MOpP® Ly RA OlGidzéle dé &iNMihidtdselzornfo@NREReada 60 mg comprimate filmate

Durata medie a

LYRAOFDAS &SNI LIS 521 1 NBO2YLl yRI Gl tratamentului

Erleada este indicdn tratamentul cancerulu 521 ' NBO2YFyRIGN Sa Nu este
RS LINR a-thetastdtic ngzstgnla castrare comprimate de 60 mg) sub forma unei do YSY UA 2y |
(hmCRPC, nonmetastatic castrati@sistant unicepezi RYA YA &G NI} G4 N LIS
LINRAGFGS OFyOSND ¢ I
dzy NAaO ONBaOdzi RS I

£ 0S8 Ay T2 NMdades0 ing dohpfimate/filmate
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5 ON SaitsS 2vyxaN 2 R2INX OSFadGl GNBodzAS aN FAS fdZ2aEwN O
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LINHZRSY UGN tF LI OASYUGAA Odz AyadzFA OASyaiiNdzRSHYG N Nt a SIOGHNZ G R Sz
5F ON 4SS AYAYAITN GNYayx¥SgUlEA B0 A MG BAAH (REFSNEESS MBS INBt.R2 T |
nd®n 5271S 6A Y2R RS I RYAYA&UGNI NBo

LyadzFAOASYEN SRES yBO8A I NN | 2dzad NBIF R2T SA t1 LI OASYUlGAA O
b NBAaLISOGAGT [/ t IChildPugh).9OONZ ySH2RNY yQiz | SIBATFS OMBNAAY F y REF G € LI O.
RS2 NBOS yMmBSENRGRI RBGSI | O0Sad 3INHzLI RS LI OASYYAZ AL NI I LI
pct. 5.2).
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Medicamentul cuDClApalutamidumU A EBeAda 60 mg comprimate filmagefostevaluatRS ON G NB  /
pentru TrasLJr NBLYSIYNG NHz OWRASOIRGA ISEAXIS AYRAOFG ny ( Ndmétdststi§ y G d
rezistent la castrare ("nmCRPC, nonmetastatic castrdighd A A G y i LINRaAGF GS OF yOSND f
risc crescut de a deziol 6 2 | f N Y Rapdrtd tethnigpibicsitpesskedzf  F NIy O &viaul fainadil A y
NJ Y 6 dzad&disaN&niului amintitn regim de 100%cordat indata de12 iunie 2019.
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PesitedzZf AYyAaAGAGdziASA NBAY AWSHI NdzS G ¥ i NBF NBSKy 2 234
b2NR O0A 1 NI Natlofallisi@usebfor Ngalth lail Card Excellenoeeste publicat niciun raport de

evaluare a medicamentului cu DCI Apalutamidum.
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Pesiteul/ 2y &2 NIl A dzft dzA  { O2 0 Ay LISy ( NHz 18 BhRAr®A0206nddc@nent  F 2
OFNB 880N ON SNy BAa®E FoiyhiaNGAE by EREIOF NiRdzY YSYUA2Y | (

acestui documentDAPP nu a solicitat evaluarea acestei tehnologii medicale.
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LyatdAddzoAl OFNB NBIFItATSIT N S@Ifdad NBF {irSQuafiattugd3 A A
Wirtschaftlichkeit im Gesundheitswesem, publicat pesite-ul oficial raportul de evaluare a medicamentului
F LI £ dziF YARN Odz A Y RA OCadnfarmraporiGllui Yuink AROB6, idatat AinyieCRO2dyftratamerdutd
Odz F LI fdzil YARN NILRNIIFG €1 §SNIzadal O D2 @@ (Ndz[iR IR ONESH
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F2a0 D& Beréztiatbr studiului clinic SPARTAN

Inrapat S&GS | YAY(GABARSOAR A SONa DSy il dzydzhi o6SySFAOA

Apalutamidum.
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Ulterior, Tn raportul GBA datat 01 octombrie 2028pautamidaadministratt 1 6 NNDH | OA | Rdzf DA
risc crescuRS | RST @2t it 062Ff N YSOBHGFADDONS | IREY Elyf o RIY S d
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3. RAMBURSAREA MEDICAMENTULUI IN STATELE MEMBRE ALE UNIUNII EUROPENE

{2t A0AGEYGdZAE +F RSOt AMbtEmIdonS 2Yi SR AND Y6 SN dzfistaty dfienstizbily” K {
ale Uniunii Europene Austria,/ A LINHzE / SKA L X 51 ySYI NDFX CAYyfl yRIFEXZ CNJIy

4. STADIUL EVOLUTIV AL PATOLOGIEI
MO2y GSEldzA LINBGSRSNAE2NI | D yNX» THAakHAny |+ &idz
hdad{ dk/ b! { YyNIP mMonmkpnnkunny Odz dzf (A Ypkin rdpartereta ®ragiaNS
FyGAl yRNRISY A Omedidais y 8 82/ S NIdzi A5/ LL X! LI £ dzli I YA RdzY NBLINBT |
YSRAOI YONINSG aNS 1 a20AFT N Odz GSNYLALF FyGAlIyRNRISYAO
LJ2 LJdzt ladopefitydh iy RA OF G Al RS f 1 LlzyOldzZ modpod

Algoritmul de tratament plB LJdzd LISy G NXz LI QigcScyescut dleS @2 N&&G ANBH A Y |
LINR apidcizatd Y I KA RdzZf SdNBRESRAGI 1§ REOAPOATLAAAS LIBGSA®O!
cancer: ESMO Clinical Practice Guidelines for diagmesispentand followup esteprezentatn Yy ¥ A 3 dzNJ  dzN.



