PEITYBJIMKA BbJII'APUSA
MuHHCTEpPCTBO Ha 31paBeONa3BaHETO

MuHuCTED Ha 34pABEONIA3BAHETO

3AITOBE I

8.6.2022 r.

X PA-01-227/08.06.2022 r.

Signed by: Ivo Cvetanov Manchev

3a nonbaHeHne Ha 3amoBen Ne P/1-01-525/24.06.2021 r. nonbaHeHa cbe 3amoBen Ne
P/1-01-556/06.07.2021 r., P/1-01-602/19.07.2021 r., P/1-01-625/27.07.2021 r., P/1-01-
687/06.08.2021 r., P/1-01-789/24.09.2021 r., P/1-01-822/11.10.2021 r., P/1-01-
870/26.10.2021 r., P1-01-917/09.11.2021 r., P/1-01-993/03.12.2021 r., P/1-01-
1001/07.12.2021 r., P1-01-1039/20.12.2021 r., P-01-37/25.01.2022 r. u P/1-01-
131/10.03.2022 r., P/1-01-182/26.04.2022 r. u PJ[-01-224/06.06.2022 r.

Ha ocnoBanwue 4. 25, an. 4 oT 3akoHa 3a aIMUHUCTpAUATA, WI. 2664, an. 2 oT 3aKoHa 3a
JIEKapCTBEHHUTE MPOJAYKTH B XyMaHHATa MeIUIIUHA, Wi. 16, an. 4 u 6 ot Hapen6a Ne 10 ot 2011
. 32 yCJOBHUATa M pella 3a JIeYeHUE ¢ HepaspelleHu 3a ynorpeba B Pemybnuka Bwarapus
JIEKapCTBEHU MPOAYKTH M JIEKAPCTBEHU NMPOIYKTU 3a ChCTpajaTesaHa ynorpeda, KakTo U 3a
YCIIOBHSITa M pela 3a BKJIIOYBAHE, NMPOMEHHW, M3KIIOYBAHE W JOCTaBKa Ha JIEKapCTBEHU
MPOJAYKTH OT CIIUCHKA IO Wi. 266a, aj. 2 oT 3aKOHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MeIUIMHA ¥ BBbB Bpb3ka ¢ mucMo ¢ BX. Ne 20-00-383/01.06.2022 r. or MBAIJI ,Ilapk
Xocmuran®, ITnosaus, cranosuie ¢ BX. Ne 20-00-383/01.06.2022 r. or UsmbiHuTenHaTa
areHIus 1o Jiekapcrrara u craHosuine ¢ Bx. Ne 20-00-383/03.06.2022 r. ot ExcrniepTHus chBeT

10 MEIUIIMHCKATa CICIUAITHOCT ,, MEIUITMHCKIA OHKOJIOTHSA

HAPE X JIAM:

B Ilpunoxennero ,,CIUCBHK Ha JEKaPCTBEHUTE MIPOJYKTH 110 4. 266a, an. 2 oT 3akoHa 3a
JICKapCTBCHHUTE MPOIYKTH B XyMaHHaTa MeaunuHa™ kbM 3amoBea Ne PJ1-01-525/24.06.2021 .
ponbiaHeHa cbe 3amoBen Ne PJI-01-556/06.07.2021 r., PI-01-602/19.07.2021 r., P-01-



625/27.07.2021 r., P/1-01-687/06.08.2021 r., P/1-01-789/24.09.2021 r., P/1-01-822/11.10.2021
r., P/1-01-870/26.10.2021 r., PA-01-917/09.11.2021 r., PA1-01-993/03.12.2021 r., P/1-01-

1001/07.12.2021

T.,

P/1-01-1039/20.12.2021

T.,

P1-01-37/25.01.2022

PJI-01-

r.,

131/10.03.2022 r., PJ1-01-182/26.04.2022 r. u PJ1-01-224/06.06.2022 r. ce cv3aaBa pex Ne 80:

MeskayHapoaHo
HEMaTeHTHO JlekapcTBena ¢opma | 3abosisiBaHe 10
HAUMCHOBAHHE, M KOJINYECTBO MexayHapoaeH | JlombJIHUTETHA
Ne | ATC kox KBbM KO€TO yHap
N HA AKTHUBHOTO KOJ Ha uHopmanus
p BelleCTBO 3200/ 1IBaHUATA
NPOAYKTHT
(INN)
40 mg hard capsules x
. . 56; .
80 | LO1EX22 | Selpercatinib 80 mg hard capsules x C34; C73
56

1. Hacrosmara 3amoBen ga ce HY6J'II/IKYB3 Ha MHTCPHCT CTpaHUIaTa Ha MI/IHI/ICTepCTBOTO Ha

3ApaBCOIa3BaHCTO.

8.6.2022 r.

X , HeBeHa LlaHkoBa

npo¢. AceHa Cepbe3oBa, ad
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Nevena Dimitrova Tsankova




