3ACEJAHME HA HAJI3OPHUA CBBET HA H30K

29 FOHH 2023T.

HOMEP PEHIEHUE

CbAbP/KAHUE

NHOPOPMAILUA 3A MEJIUUTE

Ne PJ1-HC-04-38/29.06.2023 .

1. Ono6psiBa mpoeKT Ha 3aKoH 3a Oropkera Ha HanmonanmHata
3/IpaBHOOCUTYpHUTENHA Kaca 3a 2023 roauHa ciie]] CTAHOBHUILIE
Ha MUHHMCTBpPa Ha 37paBeorna3BaHeTo mo wi. 19, ain. 7, T. 3 oT
3aKoHa 3a 3[paBHOTO OCUTYypsIBaHE.

2. Bb3mara Ha BpEMEHHO W3MBJIHSBAIIMSA JTHKHOCTTA
ynpasuten Ha HannonanHaTa 3[paBHOOCUTYpHUTEIIHA Kaca, Ha
ocHoBanwe wi. 19, am. 7, T. 5 or 3akoHa 3a 3ApPaBHOTO
OCHUTYpsIBaHE, Ia BHECE upe3 MUHHCTBHPA Ha
3/IpaBeorna3BaHeTO B MUHUCTEPCKHUS ChBET 0J00peHus 110 T. 1
npoekT Ha 3akoH 3a Owomxera Ha Hanwmonannara
3/lpaBHOOCUTYpHTEIIHA Kaca 3a 2023 ronuHa.

W3rotBeHUsIT  3aKOHOMPOEKT €  ChoOpaseH ¢
IapaMeTpuTe U JOIYyCKaHUsATAa Ha pazpadboTeHara oOIia
pamka Ha bromxer 2023 r. u npemnoxenue Ha M®D 3a
OCHOBHH MapamMeTpu Ha O0roxera Ha H30K 3a 2023 1., B
TOBa YHMCIIO U3MEHEHUS HA KOHKPETHH MOKa3aTeNd, KaKTo
¥ TaBaH Ha Pa3XOAWTE IO U3MPATCHHUTE MPOCKTOOIOIKET

322023 r. u OrOKETHH MPOTHO3M 3a nepuojaa 2024-2026
r. Ha H30K.

CTaHOBHINIETO Ha MHUHHUCTBpPAa Ha 3/IpaBEOIa3BaHETO
no mpoekra Ha 3akoH 3a Oromxera Ha H30K e ,He
OTIIpaBs OCIICKKHU U MPETOKECHHUS 110 MPOEKTA".

Ne PJ1-HC-04-39/29.06.2023 .

1. Ilpuema, B mpwiokeHue 1 KbM HAacCTOSIIOTO pEUICHUE,
IIpaBWJIa 3a U3MEHEHHUE U fonbiiHeHue Ha [IpaBunara, npuetn
¢ pemenne Ha Hamsopums ceBer Ne PJ[-HC-04-32 or
21.03.2022 r. u pombaHeHu c¢ pemeHus Ne PJI-HC-04-
44/14.04.2022 r., Ne P/I-HC-04-89/30.08.2022 r. u Ne PJI-
HC-04-134/16.12.2022 r., Ne P/I-HC-04-2/12.01.2023 1., Ne
PI-HC-04-6/19.01.2023 r. u Ne PJI-HC-04-14/20.03.2023 .
3a MPWJIAraHeTo UM 3a JEWHOCT M. IOHU U M. toiu 2023 1. 1o
BJIM3AaHETO B cujia Ha 3akoHa 3a Oromkera Ha H30K 3a 2023 .

2. YTBBbpXK/IaBa, B MPUIOKEHUE 2 KbM HACTOSIIOTO PElIeHUe
nmo P30OK, mMecedHm ©W WHIWKATUBHH CTOMHOCTH 3a
neitHoctute B OonHMuyHa MemuimHcka momorn (BMII), 3a
3amianiane mnpe3 Mecernu oiu u aBryct 2023 1. (IeHHOCT M.
IOHM U M. toid 2023 r.) U WHOUKATUBHU CTOMHOCTH 3a

Cwc 3axona 3a uzmeneHue u OonwviHenue Ha 3aKoHa
3a npunazame Ha pasnopeodu Ha 3aKOHA 34 ObPHCABHUSL
o10001cem na Penybnuxa bvacapusa 3a 2022 2., 3axona 3a
0100%cema Ha ObPHCABHOMO O0OWECMBEHO OCUSYPABAHE
3a 2022 2. u 3axona 3a 6Owoxwcema na Hayuonannama
30pasnoocucypumenua xaca 3a 2022 2. (o6u. JIB, 6p. 53
ot 20.06.2023 r.), Taka Hape4yeH- Y AbDKUTENIEH 3aKOH Ce
MpeaBIKIa TPOMsSHAa Ha CpOKa OmpenesieH ¢ wi. 1, a
UMEHHO: ,,ue 00 npuemanemo Ha 3/BPH 3a 2023 e,
357100 3a 2023 2. u 3bH30K 3a 20232., HO He nO-KbCHO
om 31.07.2023 2. ““ ce mpunarar pasnopeaoure Ha 4i. 3-4,
§ 2, 5, 7 u 14 or llpexogHuTte W 3aKIIOUYUTEITHUTE
pasmopen6u Ha 3BH30K 3a 2022 r. u cnexBa nma ce




MEIAMIIMHCKH W3CIUsA W JICKAPCTBECHU MPOJYKTH, KOHTO
H30K 3ammama W3BBH CTOMHOCTTA HAa  OKa3aHUTE
MEJMIIMHCKH YCIyTH 3a 3alllalllaHe Ipe3 Meceld aBrycT U
centemBpu 2023 1. (1eMHOCT M. IOHU U M. tosn 2023 1.).

3. Bwp3nara Ha BpPEMEHHO M3IBJIHIABALUSA JIBKHOCTTA
ynpasuren Ha H30K na pasnopenu Ha nupexropute Ha P3OK
Jla mpeuiokart 1o pena Ha IlpaBunara no wi. 4 ot 3akoHa 3a
oromkera Ha H3OK 3a 2022 r. pasnpeaeneHue Ha
YTIBBPJAEHUTE UM IO T. 2 OT HACTOSALIOTO pelIeHHE CTOMHOCTH
mo wm3nmbiHUTEIX Ha BMII, chriacHO CKIIOYCHHUTES HM
JIOTOBOPH.

npwiara pega Ha ui. 4, an 1, 7. 1 u 1. 2 ot 3bH30K 2022
I.

C pemenue Ne PJI-HC-04-17 ot 27.03.2023 r.,
chritacHo pena Ha IlpaBunara mo wi. 4 ot 3BH30K 3a
2022 r., Hamzopuusar csBer Ha H3OK yrBBpan no P30K
MECEUYHU U WHIUKATUBHU CTOMHOCTH 3a JEWHOCTUTE B
BMII, 3a 3amnamane M. 1oHu 2023 r. (geitHOCT M. Maif
2023 r.) ¥ WHIUKATUBHH CTOMHOCTH 3a MEIUIIMHCKH
U3JenusT U JeKapcTBeHW npoayktu, kouto H3O0K
3amamna U3BbH CTOMHOCTTAa HA OKA3aHUTE MEAUIIMHCKU
YCIYTH 3a 3amjamniane mnpe3 M. toiau 2023 r. (I1elHOCT M.
maii 2023 r.).

3a ocurypsiBaHe Ha HOPMAJIHOTO (PYHKIIMOHUpAHE Ha
JIEHOCTTa Ha M3nbaHUTENUTEe HA bMII 1o joroBopute ¢
H30K Hanzopnust ceBer Ha H30K yTBBpIM MeceuHu u
WHJUKATUBHU CTOMHOCTH 1o pena Ha [IpaBunara no uin. 4
ot 3BH30K 3a 2022 r. aeidHOCT Meceld IOHH M I0JIH
2023 .

Hanzopuusar ceBer Ha H3OK yrBbpam mo P30K
MECEYHH W WHAVKATUBHU CTOMHOCTH 3a JIEHHOCTUTE B
BMII W WHIMKATHBHU CTOMHOCTH 3a MEIUIIMHCKHA
U3JeNUsl W JIeKapcTBeHM mponayktH, kouto H3OK
3amamna MU3BbH CTOMHOCTTA Ha OKa3aHUTE MEIULIMHCKU
yCIyrd, KOUTO ca TPEAJIOKEHH Ja ca paBHM Ha
yrBbpaeHute ¢ pemreane Ne P/I-HC-04-17 ot 27.03.2023
I. CTOMHOCTH 3a Mecel] Ha aeiiHocT Mail 2023 r. B Tasu
BpB3Ka, B [IpaBmiara o wi. 4 ot 3bH30K 3a 2022 r. ce
JONIbJIBAT  TEKCTOBE, KOWTO Ja  perJIaMeHTHpaT




OTIPECISTHETO W MPUJIATAHETO HA CTOWHOCTHTE 32 HOBHUS
NIEpUO/I, KAKTO CIIC/IBa:

1. Texcmogeeme na un. 11 ce Odonwaseam, Kakmo
cneosa:

a) B an. 4 cneo mexcma ,,(nepuoo na uzsvpuwisane na
oevinocmma: m. mapm — m. mau 2023 2.)““ ce donvnea ,,u
3a nepuooa M. wau— M. ageycm 2023 2. (nepuod Ha
ussvpusane Ha oelnocmma. m. woHu —m. roau 2023 2.) “

0) B an. 6 cneo mexcma ,, (nepuoo Ha u38bpuleare Ha
Oeunocmma: m. mapm — m. mau 2023 2023 2.)“ ce
donwviasa ,,u 3a nepuoda M. oau— M. aseycm 2023 e.
(nepuoo Ha uzsvpuIBane Ha OeUHOCMMA. M. IOHU — M. 107U

2023 2) "

2. B npexoonume u 3aknouumenHume pasnopeoou ce
0ooass nos § 10:

(1) 3a meceyu na oetinocm wnu u wiu 2023 2.,
Haozopnuam cveem na H30K ymewpowcoasa na P30K
cmounocmu 3a oetiHocmume no 4ua.5, an. 1, m. 1 um. 2,
pasHu Ha ymewvpoeHume cmounocmu Ha P3OK  3a
oetinocm m. mati 2022 2. om Haozopen cveem na H30K c
Pewenue Ne P/[-HC-04-17 om 27.03.2023 2.

(2) 3a  meouyuncku  uzdenus,  npuraeaHu 8
OonrHUYHamMa MeOUYUHCKA NOMOW|, U 34 JIeKapcmeeHu
npoOyKmu 3a JledeHue 8 YClosusma Ha OOTHUYHA
meouyuncka nomows, koumo H3OK 3annawa u3évh
CMOUHOCMMA HA  OKA36AHUMe MeOUYUHCKU  YCayeu,
npunodicenu npez meceyu Ha oetHocm onu u toau 2023 2.,
Haoszopuuam cveem na H3O0K ymewporcoasa na P3OK
UHOUKAMUBHU CMOUHOCMU, PABHU HA YMEbpOeHUme




cmotinocmu Ha P3OK 3a Oetinocm mecey mati 2023 2. om
Haozopen cveem na H30K ¢ Pewenue Ne P/[-HC-04-17
om 27.03.2023 2.“

- MeceuHnure W MHIUKATUBHUTE CTOWHOCTHU 3a
nerinoctute B BMII mo P30OK 3a mecenu Ha IiamjaHe
oy 1 aBryct 2023 1. (Mecenn Ha JEHHOCT FOHH U FOJIH
2023 r.) ca yrBBpACHH B 001 pa3mep Ha 278 906 184
JIB. MECEYHO ;

- HIUKaTUBHHA CTOMHOCTH 32 MEIUITUHCKU U3JICIHSI B
BMII mo P30K 3a meceuu Ha IUlanjaHe aBrycT U
cenrremBpu 2023 1. (Mecenu Ha AeHOCT 1oHU U ronu 2023
r.) ca yrBbpAcHH B 00w pa3mep Ha 8 730 060 us.
MeCEe4HO;

- InaukaTUBHU CTOWHOCTH 32 JIEKApPCTBEHU MPOITYKTH
B BMII nmo P3OK 3a Meceuu Ha mamiaHe aBrycT H
centemBpu 2023 1. (Mecenu Ha IeWHOCT oHH | roim 2023
r.) ca yIBbpAECHU B o0um1 pa3mep Ha 45416 666 Js.
MeCe4Ho.

B wmsnonnenue Ha i, 4, an. 1, 1. 2 or 3BH30K 3a
2022 r. npupextopute Ha 28 P3OK B crpanata ciensa Ja
pasnpenensT YTBbPAEHUTE MECEUYHH U WHIAUKATUBHU
CTOMHOCTH  MEXIy wu3nbiHuTenuTte Ha DBMII B
CbOTBETHUSI PETHOH IPH MpuUiaraHe Ha peAa Ha wi. 7 OT
IIpaBunara mo un. 4 or 3BH30K 3a 2022 r. u nma
npemioxar Ha Hanmsopums ceBer Ha H3OK, wupes
ynpasutens Ha H30K, pasnpeneneHue no M3MbIHATENN
Ha BMII 3a ceoTrBeTHaTa P30K.




Ne PJ1-HC-04-40/29.06.2023 .

1. YTBBpKAaBa, B MPUIOKEHWE KbM HACTOSIIOTO PEIlEHUE,
[IpaBuna 3a u3MeHeHwe u JombiiHeHue Ha I[lpaBunara 3a
ycioBusTa U pena 3a yrebpaxaaBade or H30K 3a Beska P30OK
U 33 BCSIKO TPUMECEUHE KbM JOTOBOPHUTE C M3ITBIHUTEIIUTE HA
U3BBHOONHMYHA  [BPBUYHA W HAa  HM3BBHHOONIHHMYHA
CrielMagu3upaHa MEIWIMHCKAa Tomoml Ha Opos Ha
Ha3HA4YaBaHUTE CHEIHATU3UPAaHN MEAMIMHCKH JCWHOCTH U
CTOWHOCTTa Ha Ha3HAYaBAaHUTE MEIUKO-IHArHOCTHYHU
neiiHoctn 3a 2022 r., mpueru c¢ pemenue Ne PJ[-HC-04-
36/28.03.2022 r., m3m. u gom. c¢ pemeane Ne PJI-HC-04-
3/12.01.2023 r. u pemenue Ne P/I-HC-04-21/05.04.2023 r.

2. Bb3nmara Ha BPEMEHHO W3MBJIHSABALIUS JUIBAKHOCTTA
ynpasuren Ha H30K na cBene xpm nupekropute Ha P30K
HACTOSILOTO PEIICHUE 3a U3IIbIIHEHHE.

Cwe 3axona 3a usmeneHue u OonviHeHue HA 3aKOHA
3a npunazame Ha pasnopeodu Ha 3aKOHA 3 ObPIHCABHUSL
o1000cem na Penyonuxa Bvreapus 3a 2022 2., 3akona 3a
01002cema Ha ObPHCABHOMO O0OWECMBEHO OCUSYPABAHE
3a 2022 2. u 3axona 3a 6woxcema na Hayuonannama
30pasroocucypumenua kaca 3a 2022 e. (oou. /B, op. 53
om 20.06.2023 2.) ce onpezelis CpOK 3a MpUjlaraHe Ha .
3 or 3bH30K 3a 2022 r. ne no-kvcno om 31.07.2023 2.

[IpeaBua orpaHnyeHUETO 3a MpHJIaraHe Ha 4jia. 3 OT
3bH30K 3a 2022 r. He no-kbcHO oT 31.07.2023 1., pensbt
Ha [IpaBunara no wi. 3 ot 3bH30K 3a 2022 r. He Mmoxe
Jla C€ TPHJIOXKH 110 OTHOIIICHHE Ha TPETO TPUMECEeure Ha
2023 1. (01.07. -30.09.2023 r.).

BbB Bpb3ka ¢ Ha3HAYaBaHWUTE OT W3IIBIHUTENINA Ha
IbPBHYHA U CHEIHATM3UPaHa MEIUIIMHCKA TOMOII Opoi
crenuanu3upaiu  MmeauiuHcku aeHoctn (CMJ) wu
CTOMHOCT Ha MEIUKO-IuarHoctuynu nerinoctu (M) 3a
Tpeto Tpumeceure Ha 2023 r. Haa3opHHMAT CcbBET Ha
H3O0K npue cinepnure mombiiHenus kpM IIpexomHute u
3aKTIOUUTENHH pasnopendu Ha [lpaBumata mo uwi. 3 oT
3bH30K 32 2022 r.:

»3 1. B mpexomHu M 3aKIIOUUTETHH pasnopeadu ce
ch3naBa § 10 ¢bC CIETHOTO ChABPIKAHUE:

»$ 10. IIpe3 M. romm 2023 1. 10 mpueMaHeTo Ha 3aKOH
3a Oromkera Ha H30K 3a 2023 1. m mpuemaHeTo ot
Hanzopuusa ceBer mHa H30K na IlpaBmwia mo w3 or
3akoHa 3a Ommrxera Ha H30OK 3a 2023 1. u
yTBBbpkAaBane Ha Opos 3a CMJI u croitHocTTa Ha MJIJ]
3a Tpero Tpumeceune 3a 2023 r. na P3OK:




- w3neaauTenute Ha I[TMMIT u CUMII nasnagasar 1/3
OT OMNpE/ICNICHUTE UM TaKHUBa MPe3 MbPBO TPUMECEUUE Ha
2023 ., cprobpa3Ho obemMa W YecToTaTa MM, CBIJIACHO
ChOTBETHUTE npwioxkeHus kpM HPJ[ 3a Menummuckure
nernoctu 3a 2020 - 2022 1.

- pu otnyckane Ha croiHocT 3a M1/l (bianka M3-
H30K Ned4) 3a wm3ciaenBanusita 1o Wi 26 Ha
m3nbiaHutenute Ha CHUMIIL, 3asBunm  MoTuMBHpaHa
Heooxoaumoct, P3OK cnenBa na ce mpuabpxka kbM 1/3
OT ompejeNneHus Opoil Tpe3 MBPBO TPHUMECEYUEe Ha
2023 .«

Ne PJI-HC-04-41/29.06.2023 1.

Bb3nara Ha BpeMEHHO W3IBIHSABAIIMA JUTHKHOCTTA
ynpasuten Ha H30K na ckitoum 10roBOopu € ThPrOBCKHUTE
0aHKH, Ha KOUTO Jia OBJ/Ie BH3IOKEHO MPABOTO Ja OOCITYKBAT
OIOIKETHUTE cpeacTBa Ha 28 palioOHHU
3paBHOOCUTYPHUTEIHN Kacu, cbhryiacHo [Ipunoskenne Ne 1,
Hepa3JielHa 4acT OT HACTOSAIIOTO PEIICHHE.

Ne PJT-HC-04-42/29.06.2023 .

1. YtBppxnaasa ,,M3uckBanus Ha H30K mpu npoBexaaHe Ha
WHCYJIMHOBO JieueHHWe Ha 3axapeH pguaber Tun | B
M3BBHOOTHUYHATA TIOMOII .

2. VrBepxnaasa ,M3uckBanus Ha H3OK npu seuenune Ha
3axapeH auadeT TN 2 B U3BbHOOJHUYHATA TOMOII'.

3. VYrBppxknasa ,JM3ucksanus Ha H3OK npu nedenue Ha
0CTE0NOopO3a B U3BbHOOTHUYHATA TIOMOII ™.

4. VYreepxnaaBa ,M3uckBanus Ha H3OK npu neuenuwe Ha
TEXBK IICOPUA3UC B U3BLHOOIHUYHATA TTOMOIII ™,

5. VYrBbpxknaBa ,,M3uckBanus Ha H3OK mnpu neuenue nHa
YMEPEH /10 TeXBK aTOMUYCH JEPMATUT B M3BHHOOIHMYHATA
IIOMOII.

1. TIlpoext nHa ,H3uckBanus Ha H3O0K npu
NMPOBEKIAHE HA HHCYJMHOBO JIeYeHHME Ha 3axapeH
auader Tun 1 B H3BLHOOJTHHYHATA MOMOII* U

2. IlpoexT Ha ,,M3nckBanus Ha H3OK npu jeyenue Ha
3axapeH aAuader TUN 2 B U3BHHOOJHMYHATA MOMOIL®,
KOWTO BKJIFOUBAT OTIIQ/IaHE HA KPUTEPHUHUTE MPU JICUCHUE
C aHAJOrOBM HWHCYJIMHHU U TPEMHUHABaHE KBbM JPYT
AQHAJIOTOB MHCYIIMH C OrJie]] 0e3mpo0IeMHO OCHUTYpsiBaHE
Ha seuenne Ha 30JI cbc 3axapeH auabeT, mopanu
HEJI0CTAThUHU HATMYHOCTU U MOCTHIIMIA HHPOPMAIHUS 32
MPOU3BOJICTBEHH TPOOIEMH OT TPUTEKATEIUTE Ha
paspelieHneTo 3a ynorpeda Ha JIEKapCTBEHUTE MPOTYKTH.

MeuIMHCKUTE KPUTEPUU TIPU 3aII0YBAHE HA JICYEHUE




6. YtBbpxknaBa ,M3uckBanus Ha H3OK npu nedenue Ha
TEXKa acCTMa B U3BHHOOTHUYHATA IOMOIIT .

C AaHaJOrOBU MWHCYJIUHU CIIeJ IIOHE IIECT MECEYHO
JICYCHHE C YOBCLIKM WHCYJIMHOBU IIPOJYKTH OCTaBaT
HenpomeHeHu. [IpomsiHara BkIrOYBa OTHAJAaHE Ha
KpPUTEpUUTE IIPH INPEMUHABaHE OT €IUH aHAJIOIOB
WHCYJIMH Ha APYr U CMsAHA OT €IHAa CXE€Ma Ha Tepalus C
HMHCYJIMHOBM aHAJIO3U HA pyra.

IIpennaranure IIPOMEHU ca MEIULIMHCKU
1esnechoopazHu u KacasT OCHUT'ypsIBaHE Ha
0e3anTepHaTUBHOTO UHCYJIMHOBO JIEUEHUE 32 NAllUEHTUTE
Che 3axapeH auabet. Besika cMsiHa Ha €1MH BHUJ WHCYJIUH
C ApYr MOXKE [1a HAJIOXKHU KOPEKLMs Ha JHEBHUTE 103U U
IIEPUOJ Ha aJaNnTalys C HAJUYHUSA MHCYJIWH, HO JIMIICaTa
Ha 3aMECTHTEIHO MHCYJIMHOBO JIeueHHE O 3aCTpaliuio
XKUBOTa Ha nanueHture. C mpenjgaraHuTe MPOMEHH ce
OCHUTYpsIBa YJIECHEH aJMUHUCTPATUBEH el 3a MOJI3BaHE
Ha HAJIMYHUTE UHCYJIMHOBH aHAJIO3M.

3. I[IpoexT Ha ,,M3uckBanus Ha H3OK npu Jieuenue Ha
0CTEOoNnopo3a B M3BbHOOJIHUYHATA MOMOIIN® H3rOTBEH
BbB Bpb3Ka C HEOOXOAMMOCTTAa OT KOPEKIHsS Ha
MPOABDKUTETHOCTTA HAa JIEYEHHE B CHOTBETCTBHE C
KpPaTKUTE XapaKTEPUCTUKU Ha JIEKAPCTBEHUTE MPOAYKTHU C
MEXIYHapOAHO HEMaTeHTHO HauMeHoBaHue /INN/
Teriparatide. /o HacTosAIIMS MOMEHT, CBHIIIACHO TOUKa 12
OT M3KJIIOYBAIINTE KPUTEPUH, JICKAPCTBEHATA TEPaIus C
Teriparatide ce nmpoBexna 10 18 Mecena eTHOKpaTHO 3a
KHUBOTa. BBB Bpb3Ka C HATPYIMaHWUTE IOKA3aTEICTBA 3a
MPUJIOKEHNE Ha TeparusiTa ,,IpH Bb3PACTHH 3a JICUYCHHE
Ha OCTEOIopo3a TPU MOCTMEHONAY3alHHU XEHH W TIPH
MBKE C TOBUIIEH PHUCK OT (pPaKTypH; 3a JIeYeHUEe Ha
OCTEOII0p03a, CBBp3aHa C TMPOIBIDKHTEIHO CHCTEMHO
J€YEHHE C TIIOKOKOPTHKOWJIM TpPU JKEHH U MBXKE C




MOBHIICH PUCK OT (pakTypu™ ce mpuema 3a 3aBbpIIcH
TepaneBTHueH Kypc ¢ Teriparatide mo 24 wecena
STHOKPATHO 32 JKHBOTA.

4. Ilpoexr Ha ,M3nckBanusa Ha H3OK npwu Jieyenune Ha
TeKbK ICOPUA3ZUC B H3BBHOOJHUYHATA MOMOII®, C
OTpa3eHU M3MEHEHMS U JIOI'BJIHEHUS 110 OTHOILIEHHUE Ha:
BKJIIOYEHUSI HOB JIEKAPCTBEH MPOJYKT C MEXKAYHApOJIHO
HenareHTHO HammeHoBanue /INN/ Bimekizumab B
[Ipunoxenue 1 Ha IlO3UTUBHMS JIEKapCTBEH CHHMCBHK 3a
JeYEeHUE Ha YMEPEHO TEeXbK J0 TEXbK IUIaKaTeH
IICOpPHA3UC NPH BB3PACTHHU MALUEHTH; MUHIUKALMITA I10
KpaTKa XapaKTepHCTHKa 3a jekapcTBeHU npoaykTu ¢ INN
Secukinumab 3a npunokeHue Npu MALUMEHTH C TEJIECHO
tersio > 90 kg u HegocTaThueH OTTOBOP KbM ceamHuIia 16,
KaTo ciej ceamuua 16 cxemara Moxe Ja  ce
uHTeHsupumupa ¢ 300 mg Ha BCeKH 2 CEAMHLHU TpPH
JeYeHHE Ha yMEpeH /0 TEeKbK IUIaKaTeH ICOpPHAa3MC 3a
nanueHT Haja 18 roaumiHa BB3pacT; NpOMsHA MpU
U3[1aBaHE Ha IIPOTOKOJIM TIpU JIEYEHHE Ha TEXbK
[ICOpUa3uc caMo OT CHelHaTu3upaHa KOMHCHUS C el
ylIeCcHsBaHE Ha JOCTblIa A0 Tepamus KaTro OTHajaa
HEOOXOIUMOCTTa OT MOBTOpHO BpbilaHe Ha 30JI 3a
U3JIaBaHE Ha IMPOTOKOJ OT JIeKap CIEUUAIUCT OT
N3BBHHOOJHUYHATA IIOMOIII.

5. Ilpoekr Ha HoBH ,M3uckBanumsa Ha H3OK mnpu
JieyeHHe Ha yMepeH /10 TeKbK aTONU4YeH JepMaTHT B
U3BBHOOTHMYHATA NMOMOII®, M3rOTBEH HAa OCHOBAHUE
BKitouBaHe B [Ipunoxxenne 1 Ha [lo3uTuBHUS N€KapCTBEH
CIMCHK Ha HOBAa MHJMKALMA 3a JIEKAPCTBEH IMPOILYKT C
MEXIYHapoAHO HemaTeHTHO HaumMeHoBaHue (INN)
Upadacitinib 3a ieyeHue Ha yMepeH JI0 TEKBK aTONHUYCH




JIEPMaTHUT TIPU BB3PAaCTHHU U IOHOIIM HA BB3PACT HA U HaJl
12 rogunu.

6. [Ipoekt Ha ,M3uckBanus Ha H30K npu jeyeHue Ha
TeXKKa acTMa B H3BBHOOJHMYHATA  MOMOII®,
chriacyBal ¢ ekcrieprure Ha H30K mno cnenumanHocTute
KJIMHUYHA aJepProJIOTUsl M MTHEBMOJIOTHS U (PTU3HATPUSA U
YJIEHOBE Ha EKCIepTHUTE ChBeTH KbM M3 Kkaro ca
MpEeUU3UpaHd MEAUIUHCKUTE KPUTEPHH MPH MMOA00p Ha
nanueHTuTe, cboOpasHo pernameHnture Ha GINA wu
KJIMHUYHAaTa npaktuka. O6nexdasa ce gfoctbna Ha 30J1 3a
TPUTE MEXIYHAPOJHU HEMATEHTHH HAMMEHOBaHUS -
Mepolizumab, Benralizumab u Dupilumab ¢ uznaBane na
MIPOTOKOJIM MPHU 3all04YBaHE HA Tepamnus, Ha 6-Tu U Ha 12-
TH Mecel] camMO OT CHelHalu3upaHa KOMHCHS, KaTo
0TIIaJja HEOOXOAUMOCTTa OT MOBTOPHO BpbIinane Ha 30JI
3a M3AaBaHe Ha IMporokos oT Jyekap ot CHUMIL
[Iporokonute 3a nOpoAbHKaBaHE Ha JIEYECHHETO 0e3
MpOMsSHA c€ Wu3JaBaT OT CHEUUAIUCT MO0 KIWHUYHA
aJIeprojiorust WM MHEBMOJOTUA U (Tu3uarpus, 0e3
HE00XO0IMMOCT OT aJJMUHHCTPATHUBHA OLIEHKA OT KOMHUCHS
3a exkcneptuzu B LY nma H3OK npu 3amasBane Ha
MEIUIIMHCKUTE KPUTEPUM M IIOKa3aTeau 3a OLEHKAa U
€(eKTUBHOCT.




Ne PJ1-HC-04-43/29.06.2023 .

OnoOpsiBa rogumraus puaancoB ordeT Ha H30K 3a 2022

TroauHa.

B usnbinenue Ha ui. 19, am. 7, T. 4 ot 3akoHa 3a
3apaBHOTO ocurypsBaHe (330) ynpasutensat Ha H30K e
W3TOTBWIJI TOfuIneH (GuHaHCOB oTyeT 3a 2022 r. U T0 €
BHeCHh B HaazopHus cbBeT 3a pasmiexiaHe u
onobpenue. ['ogumiHUST (GUHAHCOB OTYET MMa 3a IIET J1a
Jazie BspHAa M YeCTHA MpEACTaBa 3a KOHCOIUIUPAHOTO
(mHaHCOBO chCTOSIHME Ha HannoHaliHa 31paBHOOCUTYPH-
TeIHA Kaca W 3a HeWHuTe (PUHAHCOBU pE3yNTaTH OT
JEHHOCTTa U MapuyHu notouu npe3 2022 roauna.

Ha ocnoBanwue un. 15, an. 1, 1. 4 ot 330 Hanzopuust
cbBeT 0100pu roaumHus GuuancoB oryer Ha H3O0K 3a
2022 r.

B wusmenHenne Ha uin. 63 or 3akoHa 3a
CUYETOBOJICTBOTO M Wi. 166 oT 3akoHa 3a MyOIUYHHTE
¢unancu, romumHuAT (unancoB order Ha H3O0K e
U3TOTBEH CHOOpPa3HO KPHUTEPUUTE M HM3UCKBAHUATA Ha
Haummnonanuute cueroBomuu cranmapta  (JAC  Neo
20/14.12.2004 r.), yka3zaHusta Ha MUHHUCTEPCTBO Ha
(dbunancure u CMerkoIruiana Ha OIOKETHUTE
opranuzanuu. ['OOUIIHUAT (UHAHCOB OTYET ChIBpPKA
€JIeMEHTHUTE, YTBBPJEH! ChC 3amoBe] Ha MUHHUCTBpa Ha
¢unancure Ne 3M® 1338/22.12.2015 1. u cbriacHo
m3uckBanusita Ha JJAC  08/22.12.2022 r. Ha
MuHucTepcTBO Ha (PUHAHCUTE, KAKTO CJE/Ba:

- bamanc B nesa u B xmi. jgeBa Ha H3OK xbMm
31.12.2022 r.;

- OT4er 3a MPUXOJNUTE U PA3XOJHUTE B JIEBA U XUJISIU
jeBa KkbM 31.12.2022 1.;

- CO0peH OTYeT 3a KaCOBOTO M3ITBJIHEHUE Ha OI0HKETa




Ha H30K 3a 2022 r. B 1eBa 1 XHUJIAIH JICBA,

- OOscHuTeNIHA 3alKCKa 3a M3IMBIHEHHETO Ha
oromxera Ha H30K 3a 2022 r., mpunaranara c4eToBOJIHA
MOJUTHKA, TpOMsHaTa Ha CUETOBOAHATA TOJUTHKA,
nH(popMaIus 3a CbCTOSHUETO U U3MEHEHUETO HA aKTUBH,
MaCUBH, MPUXOJIA U Pa3X0JIv, CIPSIMO MPEIX0IHA TOIUHA.

Cermacao JIJIC 08/22.12.2022 r. Ha MUHUCTEPCTBO
Ha ¢QuHancuTe, HammoHamHaTta 37PaBHOOCHTYpPUTEITHA
Kaca € W3rOTBUJIA W TMpEACTaBUIa TOIUITHUAT (PUHAHCOB
oruer 3a 2022 r. CbC CHOTBETHUTE MPWIOKEHUS IIO
€JICKTPOHEH IIbT HAa IOCOYEHHW OT MUHHUCTEPCTBO Ha
(UHAHCUTE CICKTPOHHH aJpecH W Ha XapTUEH |
€JIEeKTpOHEH HocuTel B CMeTHa majara.

Cermacio 1. 74 or JJAC 08/22.12.2022 r. Ha
MunucTepCcTBO Ha (UHAHCUTE, TOIUIIHUAT (UHAHCOB
otruer Ha H30K ciensa na ce myOimKyBa Haii-KbCHO 0
Kpasi Ha Mecella, cjlelBall Mecelia, B KONTO € MOoJyuyeH
omuTHUAT nokian or CMeTHa Tajiata 3a 3aBepka Ha
TOJUIIHNS (PUHAHCOB OTYET.

Ne PJI-HC-04-44/29.06.2023 r.

1. OnoGpsiBa ['omuilieH OTYET 3a UBIMBIHEHUETO Ha OrOKeTa
Ha Hammonannara 3apaBHoocurypurenHa kaca (H3OK) 3a
2022 ropura 1 KpaTbk roMIeH OTYET 332 U3IBIHCHHETO HA
oromkera Ha H30K 3a 2022 roamHa ¢ mpUIOKEHUSATA KbM
TSX.

2. Bp3nmara Ha BpPEeMEHHO W3MBIHABAIIUSA JIBKHOCTTA
ynpasuten Ha H3OK na BHece [omumupg order 3a
u3nbIHeHHeTo Ha Oromkera Ha H30K 3a 2022 ronuHa B cpok
10 30 ronm 2023 r., 4pe3 MUHUCTHPA HA 3/IpaBEONA3BAHETO U
Munucrepckus cbeT B HaponHoTo chOpanue.

B wu3mbiHenwe wa un. 19, am. 7, 1. 4 or 330
ynpasutensat Ha H30K e m3rorsun roauieH otder 3a
n3nbiaHeHueTo Ha Oroxera Ha H30K 3a 2022 .

Ha ocnoBanue uin. 15, an. 1, 1. 4 ot 330 Hangzopaust
cbBeT Ha H30K ono0Opu 'onumien oTder 3a U3MbIHEHNE
Ha Oromkera Ha H30K 3a 2022 r. u Kparbk roguniexn
OTUET 3a M3NbiaHeHneTo Ha Oromkera Ha H3OK 3a 2022
TOJIMHA C IPUJIOKEHUATA KbM TSIX.

Cevrinacuo wi. 30, an. 1 ot 330, ,,/ oouwnusm omuem
3a usnvAKEeHUue Ha 010cema U omuemvm 3a 0etUHoOCmma
na H30K ce enacam om ympasumens na H3OK upes




MUHUCmMBpa Ha 30paseonazeéamemo u Munucmepckus
cveem 6 Hapoonomo cvopanue ne no-kvcuo om 30 onu
creosauama 200una “.

B Tasu Bpb3Ka, HOPMATUBHO ONPENEICHUAT CPOK 3a
BHAaCSHE 4Ype3 MHMHHCTBhpa Ha 3/paBeola3BaHETO U
Munuctepcku chBeT B HapomHoro cwOpaHue Ha
Tomumen oryer 3a n3nbiHeHUeTo Ha Orokera Ha H30K
3a 2022 r., cnen omoOpenue ot HamzopHusi cbBeT Ha
H3O0K, e ne no-xbcHO 0T 30.06.2023 1.

CwrimacHo pasmopenmbara wa 4wi. 30, amr. 2 or 330
pemenueTo Ha Hapomnoto chOpanue 3a npuemane Ha
oTuera 3a wu3MbIHeHHME Ha Ormomkera Ha H3O0K ce
oOHapoBa B ,,JIbp>KaBeH BECTHHK .

Ne PJ1-HC-04-45/29.06.2023 .

1. OpobpsBa romumHMA OTYET 3a JEeHHOCTTa Ha
Haumonannara 3npaBHoocuryputensa kaca (H30K) 3a 2022
TOJIMHA.

2. Bp3nara Ha BpPEeMEHHO M3MBIHABAILUA JJIBKHOCTTA
ynpasurten Ha H30K na BHece ronuniHus oT4er 3a JeifHOCTTa
Ha H3OK 3a 2022 roauna, B cpok 10 30 ronu 2023 r., upe3
MUHHCTBpPa Ha 3/IpaBeona3BaHeTO U MUHHUCTEPCKHS CHBET B
Haponnoto crOpanue.

B wu3mbinenwe Ha win. 19, am. 7, 1. 4 or 330
ynpasutensaT Ha H30K e u3rorBuil roguuieH OT4eT 3a
nerinocrra Ha H30K 3a 2022 1.

Ha ocnoBanue un. 15, an. 1, 1. 4 or 330 Hamzopausr
cbBeT Ha H30K o100pu roauiiHus oTyeT 3a JAEWHOCTTA
Ha H30K 3a 2022 r.

Coraacuo wi. 30, ain. 1 ot 330 roguuIHuAsIT OTYET 3a
neitnocrra Ha H30K ce BHacsa ot ynpasutens Ha H30K
Yype3 MUHUCTBPA Ha 37paBeona3BaHeTo 1 MUHHCTEpCKUS
cbBeT B HapoaHoto chOpanue He mo-kbcHO OT 30 roHM
cieqBaniaTa roguHa.

CwraacHo pasnopenbata Ha wi. 30, am. 2 ot 330
pemenuero Ha HapomHoTo chOpaHue 3a mpuemaHe Ha
oryera 3a jeiiHocrta Ha H3OK ce obOnHaponsa B
»J I BPKaBEH BECTHUK .




