3ACEJAHME HA HAJI3OPHUSA CBBET HA H30K

17 FOHH 2019T.

HOMEP PEHIEHUE

PEHIEHUE

Ne PJT-HC-04-48/17.06.2019 r.

1. BsB Bpw3ka ¢ yrBBpAcHHUTE B pemeHue Ne PJ[-HC-04-
45/27.05.2019 r. mombauutennu croHoctd Ha P3OK 1o .
4 or 3BH30K 3a 2019 r., yrBBpKZaBa JOMBIHUTEIHU
WHIUKATUBHH ¥ MECCYHHM CTOMHOCTH 3a JCHHOCTUTC B
OonHMYHATA MEOUIMHCKA IIOMOI, II0 HW3IBJIHUTEIN Ha
OONMHWYHA MEIUIIMHCKA IIOMOI B MPWIOKEHUS KbM
HACTOSIIOTO PelIeHHUE.

2. Bp3nara Ha ynpasutens Ha H3OK na pasnopenu Ha
nupektopute Ha P3OK:

2.1. yrBBpAE€HUTE JONBIHUTEIHN MECEUHN CTOMHOCTH 11O T. 1
OT HACTOAIIOTO pELICHHEe, Ja Ce OTpa3siT B CKIIOYEHUTE
JIOTOBOPY C M3IIBIHUTEINTE HA OOJHWYHA MEJUIMHCKA
HIOMOLII,

2.2 na yBenOMAT MO MOAXOJAL] HAYMH HM3NBJIHUTENINTE Ha
OOJIHMYHA  MEQUIMHCKAa  IOMOII 33  YTBbPJAEHUTE
JONBbJIHUTENHM WMHJIMKATUBHU CTOMHOCTM 1o T. 1 oOT
HACTOSIILIOTO pEIIEHUE.

Ne PJI-HC-04-49/17.06.2019 T.

OnobpsiBa rogumnausa (purancoB oruyer Ha H3OK 3a 2018
rOJAHA.

Ne PJI-HC-04-50/17.06.2019 r-.

1. Ono0OpsiBa rOOUIIHUS OTYET 32 U3MBIHEHUETO Ha OI0KeTa
Ha Hammonannara 3apaBHoocurypurenHa kaca (H3OK) 3a
2018 rogHa M KpaThK OTUET 32 M3ITBIHEHUE Ha OFO/KEeTa Ha
H30K 3a 2018 roguna.

2. Bw3nara na Ynpasutens Ha H30K na BHece romummHus
OTYeT 3a U3IbJIHEHHETO Ha Orojpkera Ha 3a 2018 roauna B
cpok 1m0 30 1OHM Ype3 MHUHHCTBpPA Ha 3/IpaBEONa3BaHETO M
Munucrepcku cbBeT B HapogHoTto chOpanue.

Ne P/I-HC-04-51/17.06.2019 .

1. OnoGpsiBa romumHus otueT 3a AeitHoctra Ha H30K 3a
2018 roguna.

2. Bp3nara na ympasutenss Ha H30K na BHece rogumiHus
oruetr 3a aeiiHoctta Ha H3O0K 3a 2018 rogumna upes
MUHHCTBHpPA Ha 37]paBeoNa3BaHeTo B MUHHUCTEPCKUS ChBET.

Ne PJI-HC-04-52/17.06.2019 .

1. Ilpuema mnpenocTaBeHus JOKJIAZ 3a pPa3BUTHE Ha
MH(OPMALIMOHHUTE CUCTEMH W DPETUCTPU B CHCTEMara Ha
H30K.

2. Bp3mara Ha ympaBHWTENs Ja TPEANPHEME ITOCIEIBAIIH
JIENCTBUS 10 PeaIM3UpaHe Ha LEINUTE ONMCAaHU B JOKJIAJA.

Ne PJI-HC-04-53/17.06.2019 1.

1. Ormens pemenne Ne PJI-HC-04-124/18.12.15 1. m
pemenue Ne PJ/I-HC-04-76/26.05.2017 r. na HC na H3OK.

2. Besnara na ynpasurens Ha H30K n1a oTMeHH yTBBpICHHUTE
OT Hero ,,BbTpeninu nmpaBuia 3a 1eHHOCTTAa HA KOMHUCHUATA B
I{enTpanHo yIPaBJICHHUE Ha Hanwmonanxara




3npaBHoocuryputenHa kaca (H3OK) 3a pasrnexnmane Ha
MCKaHUA 3a 3alljialllaHe JICYeHUETO Ha MAlleHTH C JharHosa
»~Muenopubdposza“ ¢ MKbB kox D 47.1 ¢ nekapcTBeH IpOayKT
JAKAVI tablets 5 mg (RUXOLITINIB)*.

Ne PJI-HC-04-54/17.06.2019 .

1. Pa3pemaBa OTKpMBAaHETO W MPOBEXKJAHETO HAa OTKpPUTA
npolelypa 3a Bb3JIaraHe Ha OOLECTBEHA IIOPbUKA C IIPEIMET:
,ClleirapaHinOHHO a0OHAMEHTHO CEPBHU3HO IOIIAbPKAHE,
npopwiakTuka M CHaOJQsgBaHe C PE3epBHM 4YacTU MU
KOHCYMaTuBM 3a KomupHu amapatu ,,XEROX“ B IV Ha
H30K u 28-te P3OK*.

2. Bwv3nmara nHa ymnpaBurens Ha H3OK pa opranusmpa
IPOBEXJAHETO Ha IpolleyparTa o T. 1 1 1a CKIIIOYH 1I0TOBOP
C OIpeJeNIeHNs] U3IIBJIHUTEN 3a CPOK OT 1 roguna.

Ne PJI-HC-04-55/17.06.2019 .

1. PazpemaBa oOTKpuBaHe Ha OTKpUTa IMpoleaypa 3a
Bb3JaraHe Ha  oOmlecTBeHa IOpPBYKA C  IPEAMET:
,3paboTBane " NepUuoINIHA JOCTaBKa Ha
3IpaBHOOCUTYPUTENIHU KHUKKH 3a H30OK*.

2. Bwo3mara Ha ympaButens Ha H3OK pa opranusmpa
IPOBEXJAHETO Ha Ipolieypara o T. 1 ¥ 1a CKJIIOYH JI0rOBOP
C KJIaCMpaHUs Ha ITbPBO MSCTO YYAaCTHHK 3a CPOK OT TPH
TOIMHHU.




