PEITYBJIMKA BbJITAPUSA
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MuHHCTBEp Ha 31paBeONa3BaHETO

3ANOBE ]I

6.8.2025r.

X P/A-01-380/06.08.2025

Signed by: Ivo Tsvetanov Manchev

3a gonbiaHenne Ha 3anoBea Ne P/1-01-291/24.06.2025 r., nonbaneHa cbe 3amoBen Ne PJ1-01-
302/04.07.2025 r., 3anoBex Ne P/1-01-319/08.07.2025 r. u 3anosex Ne P/1-01-371/28.07.2025 r.

Ha ocnoBanue ui. 62, an. 1 oT AIMUHUCTPATUBHOIIPOLIECYATHUS KOJEKC, 1. 25, ai. 4 ot
3aKoHa 3a aIMUHUCTpaLUATA, Wi. 266a, an. 2 oT 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MeaunuHa, 4i. 16, an. 4 u an. 6 or Hapen6a Ne 10 ot 2011 r. 3a ycrnoBusita U pea 3a JIeYeHHE C
HepaspeleHn 3a ymnoTrpeba B PemyOnuka bbiarapus jexkapcTBeHH MPOAYKTH, JIEKApPCTBEHH
MPOAYKTHU, TIPUJIAraHy U3BBHH YCIOBUATA HA PA3pPEIICHUETO 3a ynoTpeda, 1 JIGKapCTBEHU MPOTYyKTH
3a ChCTpajJiaTeIHa ynoTpeda, KakTo M 3a YCIOBHUSATA U pelia 3a BKIIOYBAHE, TPOMEHH, U3KITFOUBAHE
1 JJOCTABKa Ha JIEKaPCTBEHU MPOAYKTH OT COUCHKA MO 4il. 266a, ain. 2 oT 3aKoHa 3a JICKapCTBEHUTE
MPOJAYKTH B XyMaHHATa MEAMIIMHA U BbB Bph3Ka ¢ mpennoxkeHue ¢ Bx. Ne 20-00-246/16.07.2025 r.
or MBAJI ,Ilapk Xocruran“ EOO/, cranoBume c¢ BX. Ne 20-00-246/23.07.2025 1. ot
W3meiHuTEeTHATa areHn|s Mo JiekapcTBata W craHosumie ¢ BX. Ne 26-00-1850/31.07.2025 r.,
JOMBIHEHO ¢ mucMo ¢ BX. Ne 26-00-1850/01.08.2025 r. ot ExcniepTHUS CbBET MO MEAUIIMHCKATa

CHEUaIHOCT ,, MeqUIIMHCKAa OHKOJIOTHS

HAPEXIAM:

B Ilpunoxenuero ,,CriuchK Ha JIEKapCTBEHUTE MPOAYKTHU IO Wwi. 2664, ait. 2 oT 3akoHa 3a
JIeKapCTBEHUTE MPOJYKTH B XyMaHHaTa MenuiuHa™ kbM 3amnosen Ne P/1-01-291/24.06.2025 r.,
nombiiHeHa c¢be 3amoBed Ne PJ1-01-302/04.07.2025 r., 3anmoex Ne PJ1-01-319/08.07.2025 r. u
3amoBen Ne P/1-01-371/28.07.2025 1. ce cb3maBa pex Ne 118:



Ne ATC kon | Mexnaynapoano | Jlekapcreena ¢gopma u | 3a0oasaBane 1o JdonbaHuTesHa
HENMATEeHTHO KOJIN4€CTBO MeKIyHapoaeH | uH(popmamus
HAHMeHOBaHUe KO/ HA
3a00/19BaHUATA
118 | LO1EX22 | Selpercatinib 40 mg hard capsules; 80 | MKb C34.9
mg hard capsules
HacrosimaTa 3amoBes a ce my0JIMKyBa Ha HHTEPHET CTpaHuIlaTa Ha MUHHUCTEPCTBOTO Ha
3/lpaBeoIIa3BaHEeTo.

6.8.2025 .

X Cunsu Kvpunos

[ou. a-p Cunen Knpnnos, gm
MuHUCTBP Ha 3apaBeona3BaHeTo
Signed by: Silvi Kirilov Petrov




