.| PEITYBJIMKA B'bJIFAPUA
\ MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MI/IHI/ICT”bp Ha 3/IpaBC€OIIa3BaAHETO

3AITOBE [

12.8.2022 .

X PA-01-391/12.08.2022

Signed by: Aneta Lyubenova Todorova

3a mombJjaHeHue Ha 3amoea Ne P/I1-01-253/17.06.2022 r., nonbjaHeHa cbe 3amoBen Ne

P/1-01-276/28.06.2022 r. u 3anosex Ne P/1-01-317/13.07.2022 r.

Ha ocnoBanue ui. 25, an. 4 ot 3akoHa 3a aAMUHUCTpAIMATa, 4i. 266a, ajl. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJIYKTU B XyMaHHATa MeAUIMHA, Wwi. 16, an. 4 u 6 ot Hapen6a Ne 10 ot 2011 r.
3a yCJIOBHSITA U peJia 3a JICUEHHE C HepaspelieHu 3a yrnotpeda B Permybnuka boirapus nekapcTBeHu
MPOIYKTH, JICKAPCTBEHU MPOIYKTH, IPUJIaTaHA U3BHH YCIIOBHATA HA Pa3pelIeHUETO 3a yrnoTpeoda, u
JIEKapCTBEHH MPOJIYKTH 3a ChCTpaJaTelHa ynoTpeda, KakTo U 3a YCIIOBUSATA U pefia 3a BKIIIOYBAHE,
MPOMEHH, M3KJII0YBAaHE U JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT CIHCHKA MO 4i. 266a, ai. 2 oT
3aKoHa 3a JICKapCTBEHUTE MPOYKTH B XyMaHHATa MEIUIIMHA U BHB BpBh3Ka ¢ MICMO C BX. Ne 20-17-
136/21.07.2022 r. or YMBAIJI ,,Cs. T'eopru“ EAJl, rp. [InoBaus, cranoBume ¢ BXx. Ne 20-00-
583/09.08.2022 r. ot M3nbiHUTENHATA areHIUs MO JiekapcTBaTa U cTaHoBulle ¢ BX. Ne 20-00-
583/10.08.2022 r. or EkchepTHHS CBBET MO MEAMIMHCKA CIEIHATHOCT ,,JleTcKa KIMHUYHA

XEeMAaTOJIOTUI U OHKOJIOTHA

HAPE XK JTAM:

B ITpunoxenunero ,,CriuChK Ha JIEKapCTBEHUTE NMPOIYKTH O WiI. 2664, an. 2 oT 3akoHa 3a
JICKApCTBEHHUTE MPOJIYKTH B XyMaHHaTa MeauiuHa“ kbM 3amoBen Ne P/1-01-253/17.06.2022 r.,
nombiiHeHa ¢be 3amoBen Ne PJ1-01-276/28.06.2022 r. u 3amoBex Ne P/[-01-317/13.07.2022 1. ce
ch3nasa pen Ne 84:



MexayHapoaHo

HENATEHTHO

JlekapcTBeHna ¢popma u | 3a0osiBaHe MO
HaMMEHOBAHHC, KOJIHYECTBO MexayHapoaeH | [lonbJIHUTEeTHA

Ne | ATC kxon KBbM KO€ETO0 yHap
HA AKTHUBHOTO KO/ HAa uHopmanus
NMPUHAJIEKA
BellecTBO 3200/ 1IBaHUATA
NPOAYKTHT
(INN)

25 mg hard capsules x
84 | LO1EEO4 | Selumetinib 60; 10 mg hard capsules
X 60

Hacrosmiara 3amoBen ga ce HY6J'II/IKYB21 Ha MHTCPHCT CTpaHUIlaTa Ha MI/IHI/ICTepCTBOTO Ha

3ApaBCOMa3BaHCTO.

12.8.2022 r.

X A-p AceH Mepxxnaves

[-p AceH Meaxunamnes
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Asen Georgiev Medzhidiev




