PEITYBJIMKA BbJITAPUSA
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MuHHCTBEp Ha 31paBeONa3BaHETO

3ANOBE ]I

15.7.2024 r.

X PA-01-532/15.07.2024

Signed by: ELIZABETA SVETOSLAVOVA RUSEVA

3a nombJHeHue Ha 3anoBea Ne P/1-01-387/24.06.2024 .

Ha ocHoBanue ui. 25, an. 4 ot 3akoHa 3a aAMUHUCTpalUsITa, 4i. 266a, ai. 2 ot 3akoHa 3a
JIEKApCTBEHHUTE MPOYKTH B XyMaHHaTa MeIulnHa, 4. 16, an. 4 u 6 or Hapen6a Ne 10 ot 2011 r.
3a yCIIOBHSATA U pe/ia 3a JICUCHHE C Hepa3pelleHu 3a ynorpeda B PemyOinka bearapus nekapcTseHu
MIPOJYKTH, JIGKAPCTBEHU MPOAYKTH, IPUJIATaHU U3BBH YCIOBUATA HAa Pa3pelIeHUETO 3a ynorpeoa, u
JIEKapCTBEHH MPOJIYKTH 3a ChCTPaJaTelHa ynorpeda, KakTo U 3a YCIIOBUSATA U pefia 3a BKIIIOYBAHE,
IIPOMEHH, U3KJIIOYBAHE U JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT CIMCBHKA IO wi. 266a, an. 2 oT
3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIMILIMHA U BB Bpb3Ka ¢ mucMo ¢ BX. Ne 20-00-
282/09.07.2024 r. or MBAJI ,,ITapk Xocruran® EOO/I, cranosuiie ¢ Bx. Ne 20-00-282/11.07.2024
r. oT MI3mbJIHUTENHATA areHIus o Jekapcrara u cranoBuie ¢ Bx. Ne 20-00-282/11.07.2024 r. ot

ExcrniepTHHS ChBET 110 MEIUIIMHCKATA CIIELIMAIHOCT ,,MEeIUIIMHCKAa OHKOJIOT U

HAPEXIAM:

B IIpunoxennero ,,CuChbK Ha JIEKAPCTBEHUTE NMPOAYKTH 10 WiI. 266a, ain. 2 oT 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTU B XyMaHHaTa MeaunuHa“ kbM 3anoseq Ne P/1-01-387/24.06.2024 r. ce

ch3naBa peag Ne 111:

ATC kon | Mexnynapoan | JlekapcrBena ¢opma u | 3a6oasiBane mo | JlombianuTe/Ha

0 HENMaTeHTHO | KOJUYeCTBO MEeKIYHapoaeH | nH(popmauus
HAMMEHOBAHHE KO HA
3200JIIBAHMATA

111 | LO1EX22 | Selpercatinib 40 mg capsules hard x 60; | C34

80 mg capsules hard x 60




HacrosimaTa 3amoBes a ce myOJIMKyBa Ha MHTEPHET CTpaHuIlaTa Ha MUHHUCTEPCTBOTO Ha

3ApPaBCOMa3BaHCTO.

15.7.2024 r.

X Kondeva

[-p lans KoHpeBa

MUHNCTBP Ha 34paBeona3BaHeTo
Signed by: Galya Georgieva Kondeva-Mankova



