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MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3AITOBE [

9.2.2024 .

X PA-01-64/09.02.2024

Signed by: ELIZABETA SVETOSLAVOVA RUSEVA
3a qonbaHeHne Ha 3anmoBen Ne P/1-01-356/22.06.2023 r., nonbjaHeHa ¢cbe 3amoBeq Ne
PJI- 01-377/ 10.07.2023 r., 3anmoBen Ne P/1-01-403/21.07.2023 r., 3anosex Ne PJ1-01-
412/27.07.2023 r., P/1-01-470/22.08.2023 r., 3anosex Ne P/1-01-536/03.10.2023 r., 3anoBen
P1-01-623/14.11.2023 r., 3anosen Ne P/1-01-704/21.12.2023 r., 3anoBex Ne P/1-01-
708/22.12.2023 r., 3anoBex Ne P/1-01-16/16.01.2024 r. u 3anosex Ne P/1-01-25/19.01.2024 r.

Ha ocnoBanue wi. 25, an. 4 ot 3akoHa 3a aAIMUHUCTpALMATA, Wi. 266a, ai. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MeAUIMHA, Wwi. 16, an. 4 u 6 or Hapen6a Ne 10 ot 2011 r.
3a yCTIOBHSTA U pe/ia 3a JICUeHHe ¢ HepaspellleHu 3a ynotpeda B PenyOnuka boarapus nekapcTBeHr
MPOYKTH, JICKAPCTBEHU MPOIYKTH, IPUJIAraHu N3BBH YCIOBHITA HAa Pa3pelICHUETO 3a yIoTpeda, u
JIEKapCTBEHH MPOYKTH 3a ChCTpajaTesiHa ynorpeda, KakTo U 3a YCIOBUATA U pe/ia 3a BKIIIOYBAHE,
MIPOMEHH, M3KJII0YBaHE U JOCTaBKa Ha JIGKAPCTBEHU MPOAYKTH OT CHHCHKA MO 4. 266a, ain. 2 ot
3aKoHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA U BBB Bpb3Ka ¢ MIcMO ¢ BX. Ne 33-16-
3/12.01.2024 r. ot YMBAJI ,,Cetu UBan Puncku* EAJI, cranoBumie Bx. Ne 33-16-3/22.01.2024
r. oT M3nbaHUTEIHATA areHIMs 110 JiekapceTBaTa U craHoBwmine ¢ BX. Ne 33-16-3/01.02.2024 r. ot

ExcriepTHHs chBeT 0 MEAMIIMHCKATA CIIEUATHOCT ,, [ lennatpus

HAPE XK JTAM:

B Ilpunoxennero ,,CIUChK HA JEKAPCTBEHUTE MPOAYKTH 1O Wwi. 266a, ait. 2 oT 3aKoHa 3a
JICKApCTBEHHUTE MPOJIYKTH B XyMaHHaTa MemuimHa™ kbM 3anoBen Ne PJ1-01-356/22.06.2023 .,
nombiHeHa c¢we 3amoen Ne PJ[-01-377/10.07.2023 r., 3amosex Ne PJ1-01-403/21.07.2023 1.,
3amoBen Ne PJ1-01-412/27.07.2023 r., PI-01-470/22.08.2023 1., 3amoBex Ne PJI-01-
536/03.10.2023 r., 3anoBen PJ[-01-623/14.11.2023 r., 3amoBex Ne PJ1-01-704/21.12.2023 r.,



3amoBen Ne PJ1-01-708/22.12.2023 1., 3amoBex Ne PJ/1-01-16/16.01.2024 r. u 3anosex Ne P/1-01-
25/19.01.2024 r. ce cp3maBa pea Ne 99:

Ne | ATC kox | MexxkaynapoaHo | JlekapcrBena ¢gopma | 3a6ossiBane no | JlombjaHuTe I HA

HEMaTeHTHO U KOJIMYeCTBO Me:KIyHapoaeH | undopmanus

HAHMEeHOBaHHUe KO/l Ha

3a200/1IBAHUATA
99 | A16AX16 Givosiran 189 mg/ml solution for E80
injection-1 ml, 1 vial
HacrosimaTa 3amoBesn a ce myOJIMKyBa Ha HMHTEPHET CTpaHuIlaTa Ha MUHHUCTEPCTBOTO Ha
3/IpaBEONa3BaHETO.

X

8.2.2024 r.

Mpod. Xpucro XmHkos
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Hristo Ruskov Hinkov




