PEITYBJIHMKA BBJIT'APUSA
MunuCTEPCTBO Ha 31PaBEOIIa3BAHETO

MuHHCTED Ha 31paBeOna3BaHETO

SAITOBE ]
NePH-Qd~%44 /279 2018r.

3a nombaHeHHe Ha 3anosen Ne P/1-01-146/29.05.2018 r., nonbiaHeHa cbe 3anosen P/I-01-
227/01.08.2018 r., 3anosex Ne P/1-01-228/02.08.2018 r. u 3anosea Ne P/1-01-243/23.08.2018 r.

Ha ocuoBanue wi. 25, ai. 4 or 3akoHa 3a aIMHHHCTpAIUATa, WI. 266a, ajl. 2 BEB BPB3Ka C
ai. 1 oT 3aKoHa 3a JIEKAPCTBEHHUTE IPOAYKTH B XyMaHHATa MEJ[UIINHA, WI. 16, an. 4 u 6 or Hapenba
Ne 10 or 2011 r. 3a ycioBHATa M pela 3a JiedeHHe C Hepa3peleHH 3a yrmorpeba B PemyOmuka
Brirapus JeKapCTBEHH IPONYKTH, KaKTO H 3a YCJIOBHATA H pela 3a BKIIOYBAaHE, IPOMEHH,
M3KIOYBAHE M JOCTaBKa Ha JIEKAPCTBEHM MPOXYKTH OT CIIUCHKA 110 Wi. 266a, al. 2 oT 3aKoHa 3a
JEKapCTBEHHTE NPOAYKTH B XyMaHHAaTa MEJWLMHA W BBB Bph3Ka ¢ MHCMO ¢ BX. Ne 33-12-
29/19.09.2018 r. ot ,,Cienuanusupasa GONHAIR 32 aKTHBHO JIEYEHHE 110 JETCKH OonecTH - npod.
HBan Mutes*“ EAJ], mucmo ¢ BX. Ne 33-12-29/18.10.2018 r. ot UAJI u craroBHIIE C BX. Ne 33-12-
29/16.10.2018 r. OT HAIHOHATHATE KOHCYJITAHTH IO HEBPOJIOTHs ¥ AETCKA HEBPOJIOTHS

HAPEXIAM:

I. B npunoxenuero ,,CIHCHK Ha JIEKAPCTBEHHUTE MPOXYKTH IO 911 266a, ai. 2 ot 3akoHa 3a
JIeKapcTBEHMTE IIPOTYKTH B XyMaHHaTa MeauuuHa“ keM 3amopen Ne PJ1-01-146/29.05.2018 r. ce
ch3naBa pexn Ne 38:

Kon Me:xayHapoano | 3aGoisiBaHe
Ne no AHATOMO | HENATEHTHO 0o HJonban
TepaneBTHYHA HaMMeHOBaHHe, | MexayHapo | JlekapcTeeHa ¢dopma H | HTeJIHA
XHMHAYHA KBbM KOETO | JeH koA Ha | KOJINYECTBO AKTHBHO BEIECTBO nHdopm
Kiaacudukanus NPUHAIENRHA 3abonsIBaHM anus
NpooyKTbT siTa
250 mg hard capsules;
38 NO3AX17 Stiripentol (G40.4;G40.6 | 250 mg powder for oral suspension
in sachet




