3ACEJAHUE HA HA/IB3OPHHUSA CBBET HA H30K

27 10JI1 2015 T.

TOYKA OT JHEBHMUSI
PE]

PEHIEHUE

Ortuer 3a TEKYIIIOTO
M3IIbJIHEHUE Ha OrOJpKEeTa Ha
H30K, «koero chabpxa
uHbopManus 3a IBPBOTO
nonyrogue Ha 2015 1. wu
nHpOpMaNKs 32 04aKBaHOTO
m3nbaHenne Ha 2015 1., B
mnpIHeHne Ha § 8 OT
[IpexoaHu M 3aKIFOYUTEITHUA
pasmopendu Ha 3akoHa 3a
orooxkera Ha H30K 3a 2015
roJuHa

1. Tlpuema 3a cBemeHHWE OTYET 3a TEKYIIOTO H3MBJIHEHHUE HA
3akona 3a Oromxera Ha H30K kbMm 30.06.2015 1. u nuadopmarus
3a OYakBaHOTO wu3mbIHeHHe Ha Oromxkera Ha H30K kbM
31.12.2015 1.

2. Bw3nara na ynpaButens Ha H3OK, cnex wustnuane Ha
JIEBETMECEUNETO, OTYUTANKH ePeKTa OT MPEANPUETUTE MEPKH,
na BHece B Hamsopums cpBer Ha H3OK wuHboOpMamms 3a
0YaKBaHOTO M3mbiHeHue Ha O0romkera Ha H30K kum 31.12.2015
T., ClIeJ] KOETO Jia ce M3NBJIHKM paznopendata Ha § 8 ot [I3P Ha
3BH30K 3a 2015 1.

[Ipennoxenue B
M3IBJIHCHHE Ha MPOTOKOJHO
penieHue mo T. 4 OT JTHEBHUS
pea Ha TPOBEICHOTO Ha
08.07.2015 r. 3acenmanue Ha
Hanzopnus ceBer Ha H30K

1. [Ipuema npennoxenute ot ynpasutens Ha H30K anropursm
3a eXeIHeBEH KOHTPOJ UM MOHUTOPHHI Ha NOTPEOJIEHHMETO Ha
pa3xoaa Ha OHKO/OHKOXEMAaTOJOTHYHH JIEKAPCTBEHHU IpeTaparu,
kouto H3OK 3amnama wu3BbH 1l€HaTa HAa KIMHUYHATA
I'bTEKA/KIIMHUYHATA MTPOLElypa U aJITOPUTHM 3a U3BbPIIBAHE HA
HETNOCPEJCTBEH KOHTpPOJ B o00OjacTra Ha MEIUIIMHCKATa
OHKOJIOTHS, OTpa3eHM B JokiagHa 3amucka Ne HC-01-00-
146/24.07.2015 t. ¥ ¢ HanmpaBeHUTE 10 BPEeMe Ha 3aCEeIaHHUETO
JIOT'BJIHEHHMSL.

2. Bwanara Ha ympasutens Ha H30K na npeanpueme neiictBus
10 U3IBJIHEHUETO HA T. 1.

[Ipemnnoxenune B
U3IIbJIHEHNE Ha perieHne Ne
P/I-HC-04-56/16.07.2015 .
Ha HamzopHus cBBeT Ha
H30K

1. Tlpuema mpemnoxxenute oT ynpasutens Ha H3OK wmepku,
oTpazenu B qokiaana 3amucka Ne HC-01-00-145/24.07.2015 . ¢
HalpaBeHHUTE B X0/1a Ha 3aC€aHUETO JIOMbIHEHHUS.

2. Bwanara Ha ympasutens Ha H30K na npeanpueme neiictBus
10 U3I'BJIHEHUETO HA MEPKUTE MO T. 1.

OTkpuBaHe Ha Mpoleaypa 3a
BB3JIlaraHe Ha OOIIecTBEeHa
MOpBHYKa c MpeaAMET:
,lIpemocTapsiHe Ha yCIyTU
110 HU3BLPIIBAHE Ha
¢u3nyuecka oxpaHa, KOHTPOI
Ha J0CThIa W MHOAIBbPIKAHE
Ha M3TPAJICHUTE €NEKTPOHHU
CUCTEMH 3a CHUTYpPHOCT B
obektute Ha H30K

1. PazpemaBa oTKpuBaHe Ha Mpoleaypa 3a Bb3jJaraHe Ha
o0IIecTBeHa MOpbhUKa ¢ Mpeamer: ,,JIpegocraBsHe Ha yCIIyry 1o
U3BbpIIBaHE Ha (HU3MYecKa OXpaHa, KOHTPOJ Ha JOCThIIA U
MOAABPKAHE HA U3IPAJEHUTE CJIEKTPOHHM CHCTEMH 3a
curypHoct B ooextute Ha H30K™.

2. Bwp3nara Ha ynpaBurens Ha H3OK pa opranusupa
IIPOBEXKJAHETO Ha MpoLeaypara Mo T. 1 U 1a CKIYH JIOTOBOP C
KJIACUPAHHUS HA IbPBO MSICTO YYaCTHHK.




[Ipennoxenue 3a
paspemaBane otr Hanzopen
CBbBET Ha H30K 3a

3aruialaie Ha MEAUIIMHCKU
m3genuss ot rpyna 14
» | PAHCKAaTETBbPHU  KJIAITHU
npoTe3u*

1. la ce 3ammaru 1 (eauH) Opoit MEIUIIMHCKO W3MIETUE OT Ipyma
14 , TpaHcKaTeTbpHM KJIAIIHU IMPOTE3U, CHIVIACHO CIUCBHK B
[Tpunoxenue 1 KbM HACTOAIIOTO PEIICHUE.

2. CTOWHOCTHTE 3a 3aIUIaTeHUTE MEIUIIMHCKH U3/ 1a OBbaatT
oTpazeHM B akTyanuzauuss Ha [lpunmoxenue Ne 2 kbM
WHJMBUIYAIHUTE JOTOBOPH Ha Jie4eOHHUTE 3aBEACHUS 3a
0O0JHMYHA MEIULMHCKAa TOMOII B Mecella Ha HM3BBpILIBAaHE Ha
3aruIallaHeTo.

Nudopmarus OTHOCHO
3aIlIallane Ha JIeKapCTBeHHS
npoaykT Jakavi

1. C ornex 3amoyBaHe 3aIUialllaHe Ha JICKAPCTBEHHS MPOIYKT
Jakavi tablets 5 mg x 56 (Ruxolitinib) ot [Tpunoxenne Ne 2 Ha
[To3UTHBHKS JIEKApCTBEH CIMCHK, MpHEeMa HEOOXOJAUMHUTE
MPOMCHU B:

1.1. B KII Ne 251 ,,JIeBkeMuu, B KOATO J1a C€ BKJIIOYHU
3abomnsBaneTo ,,Muenodudposza“ c MKb-kog D47.1.

1.2. B ximnnyna npouenypa Ne 07 ,IlpocinensBane Ha
TEpareBTUYHUS OTIOBOP NPU MAlMEHTH Ha JOMAIIHO JIEYEHHUE C
IIpULIETHA [IepopalHa MPOTUBOTYMOpPHA Tepamus U IepopajiHa
XuMHoTepanus', B KOSATO Jia ce 100aBH JIEKApCTBEHUAT IPOAYKT,
KOABT Ha 3a00JsBaHETO, IIOKa3aHUATa CBIJIACHO KpaTkKara
XapaKTepUCTHKAa Ha NPOAYKTa M YCIOBUATA 3a 3allOYBaHE,
IpoclieAsiBaHe, MPoIbJKABAHE U CIIUPaHE HA JIEYEHUETO.

2. Pemienuero no T. 1 BiIM3a B cuila cliefl CKJIIOYBAHE Ha JIOTOBOP
mexny H30K u [lpurexarens Ha paspeuieHueTo 3a ynorpeda
(ITPY)  Hoaptuc  HOpodapm  Jlumutug  wim  HEros
YI'BJIHOMOIIIEH TMPEACTaBUTEN, ChAbPKAIl CIEJAHUTE OCHOBHU
KJIay3U:

2.1. MakcumasieH MeceueH Opod OOJIHU, JIEKYBaHU C
JICKApCTBEHHS MTPOIAYKT:

- 20 6omam 32 2015 .

- 40 6omHM 32 2016 T.

2.2. AnraxxumeHT Ha [IpuTexarens Ha pa3pelIeHUeTo 3a
ynotpeba Aa noeme U310 JIEYEHUEeTO Ha OOJIHU Ha/l TO3U OpOi.

2.3. Pexxum Ha u3NHCBaHe clie]] 0A00psiBaHE OT KOMHCHS
kM H30K.

2.4. JloroBopeHM OTCTBIKH IMOJ pPAa3IU4YHU (HOpMHU,
BOJICIIM 10 peaykius Ha noHe 50 MmpoleHTa OT pa3XxoAuTe N0
kpasg Ha 2016 r., kKaro Te3u OTCTBIKHU HE CE€ NMpHUCHAnaT NpHU
MPEACTOAIIOTO JoroBapsiHe Ha npoaykrure Ha I[IPY 3a
3aJIbJKUTEIHA OTCTBIIKH.

2.5. AHraxxuMeHT 3a CIEUHAJIHO HAOJIOIEHHE Ha
BKJIIOUEHUTE 34 JICUeHUE OOJIHU.

2.6. BxirouBaHe moOa YCJIOBUE 3a NEpUOA OT €1Ha
roguHa, karo cien Hes I[IPY mopbua m mpeacraBu akTyaiHa
OIICHKa Ha 3J[paBHUTE TEXHOJIOTUM 3a TNpOAYyKTa Ha 0aza Ha
JAaHHUTEC oT Ha6J'IIOJIQHI/IeTO )51 AKTYaJIHUTC JaHHU oT
npuioxkenrnero B EC. AHTaKUMEHT TIpU OTPHUIIATENIHA OLIEHKA J1a
ce MpeKpaTtu peuMOYypPCHUpPAHETO Ha MPOJyKTa 0€3 MOCIEeACTBUS
3a H30K.




3. Cnen ckitouBaHe Ha aoroBopa 1o T. 2, mpomeHute B KIT Ne
251 ,Jleskemun“ wu KlIlp Ne 07 ,IlpocnensBane Ha
TEpaneBTUYHUSI OTTOBOP MpPHU MAIMEHTH Ha JOMAIIHO JIEYEHHE C
MpUIE]IHa MepopaiHa MPOTUBOTYMOpPHA Tepamnusi U MepopajiHa
xuMuoTepanus" aa ce npeioxkar 3a npuemane ot YC na BJIC u
Clle[l €BEHTYAIIHO 0/00peHHe OT TSIXHa CTpaHa, Jla ce BbBEJaT
KaTo chBMecTeH akT oT ynpasutens Ha H30K u npeacenarens
Ha YC na BJIC.

Pazuu

7.1.

[Ipemyioxenuss 3a pemeHus
Ha Ham3opHus cbBeT Ha
H30K BbB BpB3KA C
npunaraiero Ha IIpaBuiaTta
mo wi. 4 or 3bH30K 3a
2015 1.

1. Ha CBATUJIPLII ,,CBera Codusa EOOJl u na ,,CbAJIOb
JEH*“ EOO/] na ce m3miatsat chorBeTHO 58 040 nmeBa u 9 493
JIeBa, OTYETEHU B €KEIHEBHHUTE OTUYETH CTOMHOCTH 3a JIEWHOCT
M0 KJIMHUYHU MBTEKH, U3BBPIICHA Mpe3 Mepuoja MapT — IOHH
2015 romunHa, 3a KOSITO HE Ca KOHCTaTMPAHUM OCHOBAHHUS 3a
OTXBBPJIIHE OT IUIamane no ui. 17, an. 12 or [lpunoxenune Ne
2b xbMm un. 2 ot IlocranoBnenue Ne 57 ot 16.03.2015 r. Ha
MuHucTepcku cbBeT - OT 3azenenure cpeacrsa B LIY na H30K,
KaTo ChC U3IUIaTEeHAaTa CTOMHOCT Ja Cc€ YBEJIMYM ChOTBETHATa
YIBbpAEHA  CTOMHOCT 1O  mpwiokeHue Ne 2 KbM
WHIUBUAYAITHUTE UM JIOTOBOPHU.

2. CBAIUIPAUIT ,,CBeta Codus EOO/ u ,,CBAJIOb JEH*
EOOQO/] - 3a ocraBamure MecelM Ha IeHHOCT 01 — HOEMBPHU Ha
2015 roauna, pecnekTUBHO Meceuu Ha u3muiamaHe or H30K
aBryct — fgekeMBpu 2015 roauHa ga U3Mnosi3Bar npyu OTYUTAHE HA
U3BbpLIEHATa JAEHWHOCT BBb3MOXKHOCTTA, MpeJocTaBeHa ¢ wi. 21
an. 4 u am. 5 or IIMC Ne 57/16.03.2015r., KaKTO BCHYKH
JIe4eOHM 3aBeleHHsl 3a OOJHHMYHA MEIMIMHCKA IIOMOIIL,
U3IIBJIHSBAIIM CHEIIHA JUarHOCTUKA U JICUSHHE.

7.2.

JlonmbnBane Ha pemeHne Ne
P1-HC-04-60/16.07.2015 .
Ha Hag3opHus ceBeT Ha
H30K

HomenBa T. 1 or Pemenue Ne P/I-HC-04-60/16.07.2015 . Ha
Hanzopnus ceBer Ha H30K ¢ P3OK — rp. bnaroesrpan, P3OK —
rp. Bennko TwproBo u P3OK — Jlo6puu.

7.3.

CranoBume kbpM 3UJ] Ha
3J13

IIpuema na ce wusnpatu cra”oBuiiero B Komucusara mno
31paBeonas3Bane B HaponHoto crOpanue.




