PEITYBJIMKA BbJITAPUSA
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MuHHCTBEp Ha 31paBeONa3BaHETO

3AITOBEJ

30.5.2024 r.

X PA-01-364/30.05.2024

Signed by: ANETA LYUBENOVA TODOROVA
3a qonbaHeHne Ha 3anmoBen Ne P/1-01-356/22.06.2023 r., nonbjaHeHa ¢cbe 3amoBeq Ne
PI- 01-377/10.07.2023 r., 3anoBex Ne P/[-01-403/21.07.2023 r. 3anoBex Ne P/[-01-
412/27.07.2023 r., P/1-01-470/22.08.2023 r., 3anosex Ne P/1-01-536/03.10.2023 r., 3anoBex Ne
P/1-01-623/14.11.2023 r., 3anoBen Ne P/1-01-623/14.11.2023 r., 3anoBen Ne P/1-01-
704/21.12.2023 r., 3anosen P/1-01-708/22.12.2023 r., 3anosen P/1-01-16/16.01.2024 r.,
3anosen P/1-01-25/19.01.2024 r. u 3anosen P/1-01-64/09.02.2024 r.

Ha ocHoBanwue ui. 25, an. 4 ot 3akoHa 32 aIMUHHUCTpPALUATA, Wi. 2664, an. 2 oT 3aKoHa 3a
JIEKApCTBEHHUTE MIPOJYKTH B XyMaHHaTa MeIulnHa, 4. 16, an. 4 u 6 or Hapen6a Ne 10 ot 2011 r.
3a YCJIOBUSTA U PeJia 3a JICYCHUE ¢ Hepa3pelleHu 3a yrnoTpeda B Perrybnmka brirapus nexkapcTBeHn
MIPOJYKTH, JIGKAPCTBEHU MPOAYKTH, IPUJIATaHU U3BHH YCIOBUATA Ha Pa3pelIeHUueTo 3a ynorpeoa, u
JIEKapCTBEHH MPOJIYKTH 3a ChCTpaJaTeHa ynoTpeda, KakTo U 3a YCIOBHUATA U pefia 3a BKIIOUBAHE,
IIPOMEHH, U3KJIIOYBAHE U JOCTaBKA Ha JIEKAPCTBEHU MPOAYKTH OT CIMCHKA MO wWiI. 266a, ai. 2 ot
3aKoHa 3a JICKapCTBEHUTE MPOYKTH B XyMaHHATa MEIUITMHA U BBB BpBb3Ka ¢ TUCMO C BX. Ne 33-18-
27/15.04.2024 r. or YMBAJI ,,Anexcanaposcka™ EAJI, cranouie ¢ Bx. Ne 12-01-29/26.04.2024
r. oT M3mbIHUTEIHATA areHIusl [0 JiekapeTBaTa i cTaHoBuIle ¢ BX. Ne 12-01-29/ 29.05.2024 r. ot

EKCHepTHI/Iﬂ CBHBCT 11O MCIMIIMHCKATa CIICIUAJIHOCT ,,KHI/IHI/I‘-IHa anepronorml“

HAPEXIAM:

B Ilpunoxenuero ,,CriuchK Ha JIEKapCTBEHUTE MPOAYKTH IO Wwi. 2664, ail. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MenuiuHa™ kbM 3amosen Ne P/1-01-356/22.06.2023 r.,

nombiHeHa c¢be 3amoBen Ne PJI- 01-377/ 10.07.2023 r., 3amoBex Ne PJ1-01-403/21.07.2023 r.



3amoBen Ne PJ1-01-412/27.07.2023 r., PJ-01-470/22.08.2023 ., P/1-01-
536/03.10.2023 r., 3anoBex Ne PJ[-01-623/14.11.2023 r., 3amoBex Ne P/1-01-623/14.11.2023 r.,
3anoBen Ne PJ1-01-704/21.12.2023 1., 3amoBen PJ1-01-708/22.12.2023 r., 3anoex PJI-01-
16/16.01.2024 r., 3anosen PJ1-01-25/19.01.2024 r. u 3anosex P/1-01-64/09.02.2024 r. ce ch3aaBa
pen Ne 100:

3amoBen Ne

Ne | ATC kox | Mexnynapoano | Jlekapcreena ¢popma | 3abonsiBane no | lonbJHuTeIHA
HENATEHTHO 1 KOJINYeCTBO MesKIYHApoAeH | HH(popManus
HAaUMeHOBaHHe KO/l Ha
3a00J1IIBaHUATA
100 | BO6ACO5 | Lanadelumab 150 mg solution D84.1
for injection in pre-
filled sytinge
Hacrosimiara 3anoBe 1a ce my0iauKyBa Ha HHTEPHET CTpaHUaTa HA MUHUCTEPCTBOTO Ha
3/lpaBeoIIa3BaHEeTo.
30.5.2024 1.
X Kondeva

[-p Fans KoHaesa
MUHUCTBP Ha 34paBeona3BaHeTo
Signed by: Galya Georgieva Kondeva-Mankova



