MOTHUBU

KbM TpoekT Ha Hapenba 3a usamenenne Ha Hapen6a Ne 11 ot 17 oxkromBpu 2019 r. 3a npuemane Ha
dapmako-TeparneBTUIHO PHKOBOJICTBO M0 MEIUIIMHCKA OHKOJIOTHS (00H. B /IB, 6p. 85 01 2019 1., 13M.
u qom. O6p. 55 ot 2021 1., u3m. u mom. 6p. 38 ot 2022 r., momp. O6p. 43 ot 10.06.2022 T., U3M. U AOIL.
op. 96 ot 2022 r., u3m. 6p. 70 ot 2023 r., u3m. Op. 63 ot 26.07.2024 r.)

ITpoexTsT Ha Hapenba 3a usmenenue Ha Hapen6a Ne 11 ot 17 oktomBpu 2019 r. 3a npuemane
Ha (hapMaKo-TEepareBTHYHO PHKOBOJCTBO 10 MEJWIIMHCKA OHKOJIOTHUSI € M3rOTBEH Ha OCHOBAHME UII.
259, an. 1, T. 4 or 3akoHa 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEAMIIMHA, CHIJIACHO KOWTO
HarnmoHamHuAT CHBET 1O [IEHU U peUMOYpCHpaHe Ha JICKaPCTBEHUTE MIPOAYKTH MPUEMa, OTMEHSI HITU
u3MeHs (apMaKo-TepareBTUYHN PbKOBOJCTBA, KOMUTO BKJIIOUBAT KPUTEPUU 3a OLIEHKA Ha pe3yiTara
OT MpujlaraHaTa Teparnus U aJropuTMH 3a JICUCHHE C JICKAPCTBEHU MPOAYKTH.

[IpyyuHy, Hajgarany NpUeMaHeTO Ha HOPMATHBHUS aKT

®dapMako-TepaneBTUYHUTE PHKOBOJCTBA Ca YacCT OT TepaleBTUYHATA CTpATETUsl, rapaHTUpaHa
oT Omomkera Ha HamumonanHata 3JApaBHOOCUTYPUTEHA Kaca, C 1€ NpHJIaraHeTo Ha €JIWHEH
TepaneBTUYEH MOAXO0/ IPU aHAJIOTUYHU KJIMHUYHU CIIyYaH.

MeaunuHcKaTa CieHaaHoCT ,,MeIUIIMHCKa OHKOJIOT U 00XBallla HO3HAHUATA, TCXHUUCCKHUTS
YMEHHUsI U TIPEIICHKH, HEOOXOUMH 32 aJIeKBaTHA JUATHOCTHKA U JICUEHHE HA BCUUKH 37I0KAUYECTBEHU
COJIUIHN TYMOPH, KaKTO M METOJUTE 3a TAXHATa NPO(UIAKTUKA W OBJQISBAHC HA HEKEITAHUTE
JIEKAPCTBEHU PEAKLIMHU OT IPOTUBOTYMOPHOTO JICUEHUE.

Hacrosimmara nmpoMsiHa ce Hajiara mopajay HeoOX0IMMOCTTa OT aKTyaIM3upaHe U KOPUTUPAHE Ha
JI030BUTE PEKUMU U UHJIUKAIMU 32 IPUIOKEHUE HA OHKOJIOTUYHUTE JIEKAPCTBEHU MPOAYKTH, KaKTO
Y BKJIIOYBAHETO HA HOBHM MHIAMKAIMKA M TEPANEBTUYHH KOMOMHAIIMU, KOUTO MPEACTOU JIa MOIydaT
peumOypcanus. [Ipeasus dakra, ye ¢papmako-TeparneBTUYHOTO PHKOBOJCTBO € OCHOBEH JOKYMEHT,
KOWTO C€ M3MOJI3Ba OT MEAUIIMHCKATE OHKOJIO3H B €XKEIHEBHATA UM KIMHUYHA MMPAKTHKA, OT 0COOEHa
BaXHOCT € TOH Ja ObJe BBb3MOXKHO Hal-aKTyaJieH W Mpelu3eH, 3a Ja ce M30erHar MOTEeHIUATHU
3aTpyAHEHUS B MIPABUITHOTO JICUCHHE HA MAIIUEHTUTE C OHKOJIOTMYHU 3a00/1sIBaHHUS.

Ilenn Ha HOpMATHBHUSA aKT

[TpoexTsT Ha Hapen6a 3a usmenenue Ha Hapen6a Ne 11 ot 17 oktomBpu 2019 r. 3a npuemane
Ha (hapMako-TEepareBTUYHO PBHKOBOJCTBO IO MEAMIMHCKA OHKOJOTHS IIENH J]a OCUTYPU BHCOKO
Ka4eCTBO Ha IEHHOCTHUTE 110 JIEKApCTBEHOTO JIeYeHUE B 00XBaTa Ha MEIUIIMHCKATA CIICIIMATHOCT Ype3
W3MCKBAaHUS 3a CHa3BaHE HA IMOPEAHOCTTa HA JIMHUUTE TEpanusi W TepaneBTUYHHTE cXeMu. B
CBHOTBECTBHE C Ta3H LieJl, B HACTOSIIUAT NMPOEKT Ca aKTyaTM3UPAHU U KOPUTUPAHU J030BH PEKUMHU U
WH/IMKAIUH 32 PUIIOKESHNE Ha JIGKAPCTBEHU MPOAYKTH, KAKTO U ca OTOENI3aHN HOBH MHIAMKAIINU H
TepaneBTUYHU KOMOMHAIIMH, KOUTO MPEACTOU Ja MoJydyaT peuMOypcalus B CTpaHaTa HU.

B pesynrar Ha npuiiaraHeTo Ha M3UMCKBAHMATA HA HACTOSIIMS HOPMATHUBEH aKT WLIE CE
MOCTUTHE OCHTYpsSIBAaHE Ha BUCOKOKBAIM(HUIIMpaHA paHHA OIIEHKA, aJleKBaTHA crenupuIHa
JIeKapCcTBEHA Tepamusl W MpocleasBaHe Ha OOJHUTE ChC 3a00isiBaHUS, BKIIOUEHU B 00XBara Ha
JIEUEeHHE 110 MEIUITMHCKA CITEIIHATHOCT ,,MeaUITMHCKAa OHKOJIOTHS .

OgakBaHu PE3VYITATH OT MPUJIAraHeTO Ha NPCIIOKCHHUA ITPOCKT
OyakBaHHUAT PE3YITAT OT NPHUJIAraHCTO Ha ITPOCKTA HA (I)apMaKO-TepaHCBTI/I‘{HO PBKOBOACTBO €
BBBCKIAHCTO Ha CAWHCH TCEPANCBTUUYCH IMOAXOJA MpHU MNPEANUCBAHCTO MW IPHUIIAraHeTo Ha




JIEKapCTBEHUTE MPOJIYKTH, KOETO Jla FrapaHTUpa ONTUMaJeH eQeKT MPH JICUYECHUETO Ha MalUEHTUTE C
OHKOJIOTMYHHM  3a0omsBanHus. Cria3BaHeTO Ha AITOPUTMUTE 3a JICUEHHE € TapaHlusl 32 BHCOK
TEparneBTUYEH OTIOBOP MPH MIUPOKUS KPBI' HA MAIUEHTH.

Pesynrature oT mnpuiaranero Ha (apMako-TEpParneBTUYHO PBHKOBOJICTBO Ca CBBP3aHH C
MOCTUTaHe Ha Hal-Ba)KHATA 1IEJ1 — OCUTYpsABAaHE HA MallMEHTUTE BUCOKO KaueCTBO Ha JICYCHUE Ype3
[pWJIaraHe Ha €IMHHU M OOOCHOBAaHU IPUHIMIM, IPaBUIa U KPUTEPUHM 3a MPEANHCBAHETO U
MPUJIaraHeTo Ha JICKApCTBEHU MPOAYKTH B 00XBaTa Ha MEIMIIMHCKATa CHEelHaTHOCT ,,MeaulnHcKa
OHKOJIOTHA" ¥ €IMHHH KaUYeCTBEHU U KOJIMYECTBEHH MOKA3aTeNn 3a e()eKTUBHOCTTA HA IpUjIaraHara
Tepanusi.

duHaHCcOBHU cpelicTBA, HEOOXOAUMHU 3a IPUJIAraHeTO Ha HOPMATHBHUS aKT
[IpuemaHeTo Ha HOPMATHUBHHUS aKT HAMA JIa OKa)Xe MPSKO H/MIM KOCBEHO BIIMSHHE BBPXY
TbPXKABHUS OFOIKET.

AHanu3 3a CHbOTBETCTBHE C ITPaBOTO Ha EBponelickus chi03

[IpoekThT HE € CBBbpP3aH C BBHBEXKJAHE HAa M3UCKBAHUS HA €BPOIEHCKOTO 3aKOHOJATEJICTBO,
MOpaJii KOETO HE € HE0OXO0IMMO M3TOTBSIHE Ha aHAIM3 3a ChOTBETCTBUE C MPaBOTO Ha EBpomneiickus
CBIO3.

[TpoekThT Ha Hapenda e chriacyBaH ¢ EkCriepTHUs ChBET [0 MEIUIIMHCKA OHKOJIOTHS B X072
Ha 00IIECTBEHOTO 0OCHKIaHE HA TPOEKTA.



