MOTHUBU

KbM npoekT Ha Hapen6a 3a uzamenenue na Hapenoa Ne 14 ot 14 noemBpu 2019 r. 3a npuemane
Ha (papMako-TepaneBTUYHO PbKOBOJCTBO M0 PEBMATOJI0T U
(ooH. B /IB, 6p. 94 ot 2019 r., u3M. u aom. 6p. 38 ot 2021 r., u3m. u gom. op. 38 u op. 102 o1 2022 1.,
M3M.M Jom. 6p. 63 ot 2023 1.)

[TpoexTbT Ha HapenOa 3a n3menenue Ha Hapenba Ne 14 ot 14 noemspu 2019 r. 3a mpuemane
Ha (hapMako-TepaneBTUYHO PbKOBOACTBO 10 PEBMATOJIOTHUS € U3TOTBEH HAa OCHOBaHMWE Wi. 259, ai.
1, 7. 4 or 3akoHa 3a JIEKapCTBEHUTE IMPOAYKTH B XyMaHHAaTa MEIMIIMHA, CBHIVIACHO KOMTO
HauuoHanHusT chBET MO LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE NPOAYKTH NPUEMA, OTMEHs
nin HU3MCHA (bapMaKO-TepaHeBTI/I‘-IHI/I PBKOBOACTBA, KOUTO BKIIFOYUBAT KPUTCPHUU 3a OLCHKA Ha
pesyirara OT pujlaraHaTa Tepamnus U alrOPUTMH 3a JICYEHUE C JIEKapCTBEHH MPOAYKTH.

[TpyunHYU, Hajaramy NpUEMaHETO Ha HOPMATUBHMUSL aKT

dapmako-TepareBTUYHUTE PHKOBOJICTBA Ca YacT OT TepalleBTUYHATA CTPATETrHsl, FapaHTHPaHa
oT Oromkera Ha HamuonanHaTa 31paBHOOCUTYpUTENIHA Kaca, C L€l IpHJIAaraHeTo Ha €IMHEH
TEpaneBTUYEH NOAXO0/ IIPY aHAJIOTUYHU KJIMHUYHU CIIy4aH.

MenunuHckara crenuaiHocT ,,PeBmaronorus™ oOxBaila CbBKYIHOCT OT KOMIIETEHIMH U
YMEHHMSI, KOUTO CE pealu3upaT B JIEYEOHO-AUMATHOCTUYHA U PO(PUIAKTUYHA IEHHOCT 110 OTHOILLIEHUE
HAa: MYCKYJIO-CKEJIETHUTE M ChEIMHUTETHOTbKAHHUTE 3a00JIBaHUs, KOMTO BKIIOYBAT CHUCTEMHHU
3a0o0yiiBaHMsI Ha ChEIUHHUTENHATa TbKaH, BB3MAJUTENHU CTAaBHU 3a00JIIBaHMsI, OCTEOAPTPUT,
rpbOHAaYHU NPOOIEMH, PEBMAaTU3bM Ha MEKUTE ThbKaHU M PETMOHAIHU OOJIKOBH CHHIPOMH, a ChIIO
Taka W HETPaBMAaTHYHU KOCTHM HapylleHUs. PeBmMarnyauTe 0OJECTH MMAT OTPOMHO COLMAIHO-
MKOHOMHMYECKO 3HadyeHue. Te ca Hali-uecTaTa NpUYMHA 32 XpPOHMYHA OOJKAa M TEKKU (U3NYECKU
YBPEXKIAHMUS.

[TpuunHuTe 3a pazpaboTBaHe Ha MpOEKTa Ha Hapenda ca CBBP3aHU C JIOMBIBaHE Ha
JeKapcTBeHara Tepanus ¢ ouonornuin BMAPH mpoaykTu ¢ HOBM TepameBTUYHU NOKa3aHUS NpU
AHKWIO3MpALl CIIOHAWIOAPTPUT U IICOPUATUYECH apTPUT, B T.4. U IIPU IOBCHWIMEH UAMONATUYEH U
IICOPUATPUYEH apTPUT.

Ilenn HAa HOpMATHBHUSA aKT

C npoexTa HapenoOa 3a u3meHenue Ha Hapenba Ne 14 ot 14 HoemBpu 2019 r. 3a npuemane Ha
(dapmako-TepareBTUYHO PBHKOBOJACTBO IO PEBMATOJOrHS Ce€ LEIM Ja Ce aKTyaJlu3upa IpaBHATa
perinaMeHTanuss Ha TepanmeBTHUYHUS TOJXOJA MpH JIeKapcTBeHaTa Tepanus B oOjactrta Ha
PEBMaTOJIOTUATA, KAKTO M Ha KPUTEPUUTE 3a OLIEHKA Ha e()eKTUBHOCTTA Ha MpHiIaraHara tepanus. B
pe3yaTaT Ha NPUIAraHETO Ha W3MCKBAaHUATA HA HACTOSIIMS HOPMAaTHBEH aKT 1€ C€ rapaHTHpa
JIOCTBI Ha MalUEHTUTE 10 ChOTBETCTBALIM HA €BPONEUCKUTE CTAHAAPTH JIEKAPCTBEHU MPOAYKTH.

O4akBaHU Pe3YyATATH OT NPUJIAraHETO Ha MPEIOKEHUS TPOEKT

OuakBaHUAT pe3yaTaT OT MPHJIAraHETO Ha MPOEKTa Ha HOPMATHUBEH aKT € BBBEXKIAHETO Ha
€IMHEeH TepaneBTUYEH MOIXOJ IPU MPEANHCBAHETO W MPUIAraHETO Ha JIEKAPCTBEHUTE MPOAYKTH,
KOETO Ja TrapaHThpa ONTHMajeH e(eKT Mpu JeYeHHWeTO Ha MalueHTuTe B o0jacTra Ha
peBmarosorusTa. Cria3BaHETO Ha AJITOPUTMUTE 3a JICUEHUE € rapaHIus 3a BUCOK TEpalleBTUYCH
OTTOBOP MPHU HIMPOKUS KPBI' OT MAIUEHTH.

Pesynrature oT mpuiaraHeTo Ha (apMako-TEpaneBTHYHOTO PHKOBOJACTBO Ca CBBP3aHH C
MOCTUTaHe Ha Hail-BajkHATa 11€J1 - OCUTypsIBaHE Ha MAllMEHTUTE BUCOKO Ka4eCTBO Ha JIEUEHUE upe3
npujaraHe Ha €IUHHM M OOOCHOBAaHU NPUHIMIM, MpaBUia M KPUTEPUM 3a NPEANUCBAHETO U




NpUJIAraHeTO Ha JIEKapCTBEHM TPOAYKTH B 0O0XBara Ha MEIWIMHCKATa CIEIHATHOCT
,,PEBMaTOJIOTHA ¥ EIMHHH Ka4eCTBEHH W KOJHYCCTBEHHM IIOKasareiad 3a e(EeKTHBHOCTTA Ha
npujaraHata Tepamus, 4pe3 MOombiBaHe Ha JjedeHuero ¢ Secukinumab u Bimekizumab mpwu
HAlMEHTH ¢ aHKWJIO3KUPAIl CIIOHAUIOAPTPHUT U ICOPHATHYCH APTPHUT.

duHaHCcOBHU cpelicTBA, HEOOXOAUMU 33 IPUJIAraHETO HA HOPMATUBHUS aKT
[TpremaHeTo HA HOPMATHBHMS aKT HSAMa Ja OKa)Xe MPSIKO W/WIM KOCBEHO BIIMSHUE BBPXY
TbPXKABHUS OFOIKET.

AHanu3 3a ChbOTBETCTBHE C MPABOTO Ha EBponelcKus Chi03

HpOCKT’bT HC € CBBbp3aH C BBBCIKIAAHC HAa MU3UCKBAHUA Ha eBpOHCﬁCKOTO 3aKOHOJATCJICTBO,
nmopaau KOECTO HE € HCO6XOI[I/IMO H3TOTBAHE HAa aHAJIM3 3a CbOTBETCTBUEC C IIPAaBOTO Ha EBpOHeﬁCKHH
CbIO3.

[TpoexTsT Ha Hapenda e ObAe ChITIACYBAH C €KCIEPTHUS CHBET 110 PEBMATOJIOTUS B X0Ja Ha
00111eCTBEHOTO 00CHKIAHE Ha ITPOEKTa.



