PEITIYBJIUKA BBJII'APUSA
MunncTepCcTBO Ha 31[paBeONa3BaHETO

MHHHCT’Bp Ha 3JpaBcoIia3BaHETO

3ANIOBE ]
NePH-DA~DB85 /29 2018r.

3a gjombJaHeRne Ha 3anoses Ne PJ1-01-146/29.05.2018 r., nousanena cbe 3anosen PJI-01-
227/01.08.2018 r., 3anosex Ne P/1-01-228/02.08.2018 r., 3anosex Ne P/1-01-243/23.08.2018
r. u 3amosen Ne PJ1-01-314/23.10.2018 r.

Ha ocroBanme 4. 25, ai. 4 oT 3aKoHa 3a aAMHHUCTPALIHATA, W1. 2664, an. 2 BB Bpbh3Ka
¢ an. 1 or 3akoHa 3a JEKapCTBEHUTE MPOLYKTH B XyMaHHATa MeJWIMHa, WI. 16, an. 4 u 6 ot
Hapen6a Ne 10 or 2011 r. 3a ycioBHATa M pefia 3a JIeUeHHE ¢ HEpa3pellcHH 3a ymorpeba B
PenyGuka Boirapus nexapcTBEHH MPOXYKTH, KaKTO M 33 YCJIOBHATA H pela 3a BKIIOYBAHE,
NpOMEHH, H3KITIOYBAHE M IOCTABKa Ha JIEKapCTBEHM MPOIYKTH OT CIHCHKA 1O WI. 2663, ai. 2 oT
3axoHa 32 IEKapCTBEHHUTE IIPOAYKTH B XyMaHHATa MEAMIMHA B BBB BPB3Ka C MICMO ¢ BX. Ne 16-
00-2/26.02.2018 r. oT ,,YHuUBepCHTETCKa MHOrompoduiaHa OOIHHIA 338 AKTHBHO JICUYCHUE
»Anexcannposcka® EAJ], mucMmo ¢ Bx. Ne 74-05-41/19.10.2018 ot MAJI u cranoBHIIe C BX. Ne
74-05-41/19.09.2018 r. OT HAIMOHAJHHTE KOHCYJITAHTH IO HEPBHH OOJIECTH U IIO JETCKA
HEBPOJIOTHA

HAPEXIAM:

I. B npunoxenuero ,,CIMCHK Ha JeKapCTBEHHTE IIPOAYKTH 10 WI. 2663, ail. 2 oT 3akoHa
3a JIEKapCTBEHHUTE MPOAYKTH B XyMaHHaTa MequinHa ksM 3amosen Ne PJ1-01-146/29.05.2018
T. ce cp31aBa pex Ne 39:

Kon MeskayHapoaHo | 3a6ossiBaHe

Ne | mo aHATOMO | HENATEHTHO no Jonbin
TepaneBTHYHA HauMeHoBanuMe, | mexayHapo | JlekapcTBeHa dopma H | HTeJIHA
XHMHYHA KbM KOETO | JeH KOA HA | KOJIHYeCTBO AKTHBHO BELIECTBO uHpopM
knacuduxanns NPUHALJIEKH 3a0onsIBaHH anust

NPOAYKTHT ATa
39 MOSAX07 Nusinersen CernacHo | 12 mg solution for injection — 5 ml
Py




