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MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3AITOBE [

19.1.2024 r.

X PA-01-25/19.01.2024

Signed by: ANETA LYUBENOVA TODOROVA
3a qonbaHeHne Ha 3amoBen Ne P/1-01-356/22.06.2023 r., nonbjaHeHa ¢cbe 3amoBeq Ne
PJI- 01-377/10.07.2023 r., 3anoBex Ne P/1-01-403/21.07.2023 r., 3anmoex Ne P/1-01-
412/27.07.2023 r., P/1-01-470/22.08.2023 r., 3anosex Ne P/1-01-536/03.10.2023 r., 3anoBen
P/1-01-623/14.11.2023 r., 3anoBen Ne P/1-01-704/21.12.2023 r., 3anoBen Ne P/1-01-
708/22.12.2023 r. u 3anosea Ne P/1-01-16/16.01.2024 r.

Ha ocHoBanue ui. 25, an. 4 ot 3akoHa 3a aAMUHUCTpaLUsITa, Wi. 266a, aji. 2 o 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MeAUIMHA, Wi. 16, an. 4 u 6 or Hapen6a Ne 10 ot 2011 r.
3a yCIIOBHSATA U pejia 3a JICUSHHE C Hepa3pelleHu 3a ynorpeda B PemyOimka bearapus nekapcTBeHn
MIPOYKTH, JICKAPCTBEHU IMPOIYKTH, IIPHJIATAHA U3BHH YCIOBHATA HAa PA3peIICHUETO 3a yroTpeda, u
JIEKapCTBEHH MPOJIYKTH 3a ChCTpaJaTelHa ynoTpeda, KakTo U 3a YCIIOBUSATA U pefia 3a BKIIIOYBAHE,
MPOMEHH, M3KJII0YBAaHE U JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT CMHCHKA MO wi. 266a, ai. 2 oT
3aKoHa 3a JICKapCTBEHUTE MPOYKTH B XyMaHHATa MEIUITMHA U BBB BpBb3Ka ¢ TUCMO C BX. Ne 20-17-
197/14.12.2023 r. or YMBAJI ,,.Csetu I'eopru‘ EAJI, ctanoBuine BX. Ne 20-17-197/15.01.2024 r.
r. OT M3mbJIHUTEIHATA areHIns 110 JIeKapcTBaTta U craHoBuIna ¢ BX. Ne 20-17-197/15.01.2024 r. ot
ExcriepTHusi cpBeT mO MeUWIIMHCKaTa creuuaiHocT ,Hepsu Oomectu® u BXx. Ne 20-17-

197/15.01.2024 r. ot ExcriepTHUs ChBET 1O MEAMIIMHCKATA CrieruanHocT ,,Ilenuarpus®

HAPEXIAM:

B Ilpunoxenuero ,,CriuchK Ha JIEKapCTBEHUTE NMPOAYKTHU IO Wwi. 2664, ail. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MenuiuHa™ kbM 3amnosen Ne P/1-01-356/22.06.2023 r.,
nombiiHeHa c¢be 3amoBen Ne PJI- 01-377/ 10.07.2023 r., 3amoBex Ne P/1-01-403/21.07.2023 r.,
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., 3amoBenx PJ[-01-623/14.11.2023 r., 3anosenq Ne PJ1-01-704/21.12.2023 r.,
3anosea Ne P/1-01-708/22.12.2023 . u 3anoex Ne P/1-01-16/16.01.2024 r. ce cp3aaBa pex Ne 98:

ATC kox | Mexaynapoano | JlekapcrBena ¢popma | 3aboasiBane mo | JonmbJHuTEIHA

HEIIATCHTHO " KOJINYECTBO MEKIYHAPOIECH HH(])OpMaIII/IH
HAaUMCHOBAHUC KO Ha
3a200J1I9BaAHUSITA
NO3AX27 | Ganaxolone 50mg/ml oral G40.4; G40.6

suspension — 110 ml
(pack size: 1 bottle + 2
dosing syringes of 3 ml,
2 dosing syringes of 12
ml + 1 bottle adaptor) u
(pack size: 5 bottle + 5
dosing syringes of 12
ml + 5 bottle adaptors)

HacrosimiaTa 3amnoBes aa ce HY6J'II/IKYB3 Ha MHTCPHCT CTpaHHIIATa HA MI/IHI/ICTepCTBOTO Ha

3APaBCOIIa3BaHCTO.

19.1.2024 r.

X

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




