.| PEITYBJIMKA B'bJIFAPUA
\ MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MI/IHI/ICT”bp Ha 3/IpaBC€OIIa3BaAHETO

3AITOBEJ

6.7.2021r.

X PA-01-556/06.07.2021 r.

AOKYMEHT,
perncrpupas ot:
Signed by: Ivo Cvetanov Manchev

3a nonbaHeHne Ha 3amoBen Ne P/1-01-525/24.06.2021 r.

Ha ocnoBanue ui. 25, an. 4 ot 3akoHa 3a aJIMUHHUCTpaLUTa, 4. 266a, aji. 2 oT 3aKoHa 3a
JIEKapCTBEHUTE MPOJIYKTH B XyMaHHATa MeAUIMHA, Wwi. 16, an. 4 u 6 ot Hapen6a Ne 10 ot 2011 r.
3a yCIIOBHSTA U pe/ia 3a JISUEHHE ¢ Hepa3pelleHu 3a ynorpeda B PenmyOnuka bearapus nekapctseHu
MIPOIYKTH | JIEKAPCTBEHH MPOIYKTH 32 ChCTpaJaTeliHa yrmoTpeda, KaKTo M 3a YCIOBHATA U pelia 3a
BKJIFOUBaHE, IPOMEHU, U3KJIIOYBAHE U JOCTABKa HA JICKAPCTBEHU MPOAYKTH OT CIIUCHKA 10 4JI. 2664,
ann. 2 ot 3aKoHa 3a JICKApCTBEHUTE MPOAYKTH B XyMaHHATa MEUIIMHA U BbB BPB3Ka C MUCMO C BX.
16-00-5/23.02.2021 r. or YMBAJI Csera Mapuna Bapua EA]Jl, cranoBumie ¢ Bx. Ne 12-01-
31/28.04.2021 r. ot M3mbiHuTEeNHATa areHIMs IO JieKapcTBata W craHoBuiia ¢ BX. 12-01-
31/02.07.2021 r. or EkcrepTHus ChbBET MO MEIMIIMHCKATA CICIMATHOCT ,,EHIOKPUHOJIOTHS |
Oonectu Ha obmstHaTa™ 1 BX. Ne 12-01-31/02.07.2021 r. ot ExcriepTHHS CHBET 10 MEIUIIMHCKATA

cnienuantoct ,,Hepponorus*

HAPEXIAM:

I. B [Ipunoxenuero ,,CiuchbK Ha JIEKApCTBEHUTE NMPOJYKTH MO wi. 266a, ait. 2 oT 3akoHa
3a JICKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MeauiuHa* kpM 3amoBen Ne PJ1-01-525/24.06.2021 r.
Ce MPaBAT CJIECTHUTE JOMbIHEHUS:

1. B xonona ,,MKb* Ha pen Ne 8 nakpast ce no6ass ,,N01.0-NO1.8; N03.0-N03.8; N04.0-
NO04.8; NO05.0-N05.9; M06.0; N08.2*;N08.4*;N08.5*;N16.4; M30.0; M31.0; M30.1; M31.1;
M31.3; M31.4; M32; M33.2; M34.0; D69.0; E85.

2. B xonona ,,JlombaautenHa uHbopmarusa ™ Ha pex Ne 16 ce BKIIIOUBa CIIETHOTO:

,,HOKaBaH 34 JICYCHHC HAa XpPOHUYHA Haﬂ61,6peqHa HC,Z[OCTaT’b‘{HOCT“.



3. Cp3naBar ce penose ¢ Ne 37 u 38:

MeskayHapoaHo
YHapoX JlekapcTBena
HENATEHTHO bopma u 3adossiBaHe Mo
HaMMEHOBaHHUeE Me:xayHapojaeH | lonbiaHuTeHa
Ne | ATC xon ’ KOJIHYECTBO yHApoA A
KbM K0€TO KO/l HA uHdpopmanusa
HA aKTHBHOTO
NMPUHATEKA 3a00/19BaHUATA
BelleCTBO
npoaykTsT (INN)
37 | HO4AAO01 Glucagon nasal powder 3mg | Csriuacao PY

solution for injection
10 mg/ml;

solution for injection
20 mg/ml,;

solution for injection
30 mg/ml

38 | M05BX05 Burosumab Csrnacuo PY

1. Hacrosiara 3anoBen aa ce HY6J'II/IKYB8. Ha MHTCPHCT CTpaHHULIdATa HA MI/IHI/ICTepCTBOTO Ha

3ApaBCOMa3BaHCTO.

6.7.2021r.

X Cronyo Kauapos

[-p Croluo Kauapos
MWHUCTBP Ha 3apaBeona3BaHeTo
Signed by: Stoicho Todorov Katsarov



