A. Pa3penenu 3a ynorpe0da JiekapcTBeHHU NPOAYKTH 10 HeHTpaJu3upana npoueaypa Ha EC
cbriacHo Perimament (EO) Ne 726/2004, 3a nmepuona 01. 04 - 30. 04. 2021 r.

Hme

JlekapcrBena popma

AOuparepoH Accord No//laTa Ha pelleHHeTO HA
EBponeiickaTa xkomucust

250 mg ta6metku, OyTHakn X 120 EU/1/20/1512

500 mg punmupanu TabIeTKH, OJUCTEPH C SIUHIUYHE 031 56 X 1; 26/04/2021

60x1

INN AGupaTepoHOB aneTar
Abiraterone acetate

ATC xopn L02BX03

Moxa3zanust: AbupatepoH Accord B KOMOMHAIMS C IPEAHNU30H MM IPEIHU30JI0H € ITOKa3aH 3a :
* JIeYCHUE Ha HOBOJMArHOCTUIIMPAH BUCOKOPHCKOB METACTATHYCH TyBCTBUTEIICH KbM XOPMOHAIHA
Tepanus kapiuHoM Ha npoctatarta (MHSPC) npu Be3pacTHN MBke B KOMOMHAIHSA C aHIPOTECH-
nenpuBanuonHa Tepanus (ADT).
* JIleueHHEe Ha MeTacTaTHUeH PE3UCTEHTEeH Ha KacTpauus kapuuHoM Ha npoctatata (mCRPC) mpu
BB3PACTHU MBKE, KOUTO ca 0€3 CHMIITOMH HJIM C JIEKH CHMIITOMH CJI€]] HEYCICIIIHA aHAPOTeH-
JETIPUBAIIMOHHA TEPaIns, IIPY KOUTO BCE OIIE HAMA KIMHUYHY MOKA3aHMS 33 XUMHOTEpanusl.
+ neuenue Ha MCRPC npu Bb3pacTHH MBbXKe, YHETO 3a00JsIBaHE € IPOrPECUpPalIo Mo BpeMe Ha WITU Ciie]]
JoleTakcen-0a3upana XMMUOTEPATIHS.

Ipurexaren Accord Healthcare S.L.U.

HauyuH Ha oTHycKaHe IO JIEKApCKO
IIpeIcaHme

Hme Sibnaya| Ne/JlaTa HA pelIeHHETO HA

EBponeiickaTa komucust

JlexkapcTBena ¢popma

EU/1/20/1517
30/04/2021

8 mEq rpanyiu ¢ yabbKeHo 0cBoOOX IaBane, camera 282 mg/527 mg

X 60; rpymoBu omakoBku 120 (2 x 60); 180 (3 x 60); 240 (4 x 60); 300

(5 x 60); 360 (6 x 60)

24 mEq rpaHyiu ¢ yIbIDKCHO 0CBOOOK1aBaHe, camera 847 mg/1582 mg
x 60; rpymoBu omakoBku 120 (2 x 60); 180 (3 x 60); 240 (4 x 60); 300

(5 x 60); 360 (6 x 60)

INN Kanues nutpar/Kanues xugporenkapooHat
Potassium citrate/Potassium hydrogen carbonate

ATC kon Al12BA30

Mokazanus: Sibnayal e mokasaH 3a eueHue Ha gucTanHa ObOpevYHa TYOyIHA alu/03a IPU Bh3PACTHHU, IOHOIIH U Jela
Ha BB3pACT eJlHa FOJMHA 1 IIOBeYe.

IMpurexaren Advicenne S.A.

Hauun Ha oTnyckaHe

IO JIEKapCKO
npeAnucaHune




Hme Jemper" No//laTa Ha pelieHHeTO Ha
EBponeiickata komucus
Jlexapcreena gpopma 500 mg koHUIEHTpAT 3a nHbY3HOHEH pa3TBop, Guakonu 10 ml EU/1/21/1538
(50 mg/ml) x 1 21/04/2021
INN Hocrapiaumad
Dostarlimab
ATC xon LO1XC40
IToka3anus: JEMPERLI e noka3aH KaTo MOHOTEpAIIUs 3a JICYCHUE HA Bb3PACTHU NALIUEHTU C PELUAUBUPALL WU
aBaHCHUpAJI paK Ha EHAOMETpUyMa C Ie(HUIUT Ha BH3CTAHOBSIBAHE IPH HECHOTBETCTBHE
/MUKpOCaTEeIUTHA HECTAOMITHOCT-BUCOKA CTETICH, KOWTO € IIPOTpecupai o Bpeme
Ha WJIM CJIe]] IPEIXOAHO JIEYEHHE ChC CXEMa, ChABPIKAILA TUIaTHHA.
Ipurexaren GlaxoSmithKline (Ireland) Limited

Hauun Ha OTIyCKaHe

10 OrpaHUYCHO JICKapCKO
npeanrcaHmue

T'openocouenume nexkapcmeenu npodykmu mozam oa 0voam npooasanu ¢ Penyonuxa bvnzapusn
clle0 pecucmpupane Ha yeHa.




