MOTHUBU

KbM MpoeKT Ha Hapenba 3a uamenenue u nonbvianenue Ha Hapen6a Ne 11 ot 17 okromspu 2019 r. 3a
npruemMaHe Ha (papMaKo-TepaneBTUYHO PbKOBOJICTBO 10 MEIUIIUHCKA OHKOJIOT s
(oOH. B /IB, Op. 85 o1 2019 r., u3m. u gon. 1B, 6p. 55 or 2021 1.)

[TpoexTsT Ha Hapenba 3a n3menenue u nomnbianenue Ha Hapen6a Ne 11 ot 17 oktomBpu 2019
I. 3a IpMeMaHe Ha (papMako-TepaneBTUYHO PBKOBOJICTBO 10 MEAMIIMHCKA OHKOJIOTHS € U3TOTBEH Ha
ocHoBaHue uil. 259, an. 1, T. 4 or 3akoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIUIIMHA,
ChIVIACHO KOHTO HannoHamHMAT ChbBET IO LIEHM UM peuMOypCUpaHe Ha JIEKAPCTBEHUTE MPOIYKTU
npremMa, OTMEHs WIIM U3MEHsI (papMaKo-TepaneBTHUYHU PHKOBOJICTBA, KOUTO BKIIOYBAT KPUTEPUU 3
OLIEHKa Ha pe3yJiTara OT pujlaraHaTta Tepamnus 1 alTOPUTMHU 3a JIEYEHUE C JIEKapCTBEHU MPOAYKTH.

[IpyyuHy, Hajgarany OpUeMaHeTo Ha HOPMATHUBHUSA aKT

®dapmako-TepareBTUYHUTE PHKOBOJICTBA Ca YacT OT Te€parieBTUYHATa CTpaTerusi, rapaHTUpaHa
or Oromxera Ha HamumoHanHata 3ApaBHOOCHUTYpPHUTENTHA Kaca, C 1€l MpUIaraHeTo Ha EJAMHEH
TepaneBTUYEH MOAXO0/1 MPY aHAJIOTUYHU KJIUHUYHH CITyYaH.

MeagunMHCKaTa  CHELUATIHOCT  , MemMIMHCKa  OHKOJOIHA“  o0xBamia  MO3HAHUATA,
TEXHUYECKUTE YMEHUS U MPELICHKH, HEOOXOUMH 3a aJleKBaTHA TUArHOCTHKA U JICUCHHE HA BCHUYKHU
37I0KQ4€CTBEHU COJIUIHU TYMOPH.

MenuuuHcKaTa OHKOJIOTHS € Ta3u YacT OT HayKaTa, KOSITO U3y4aBa 3JI0Ka4YeCTBEHUTE COJIHIHU
TYMOpPH, KaKTO U METOJIUTE 3a TSAXHATa JAUarHo3a, JeueHue U mpoduIaKkTHKa, KAaKTO U OBJa/sBaHe
Ha HEXKEJIAHUTE JIEKAPCTBEHW PEAKIUU OT NPOTUBOTYMOpPHOTO Jedenue. [lpuumnurte 3a
pa3paboTBaHe Ha TNpOeKTa Ha Hapeada ca CBbpP3aHU C HEOOXOJMMOCTTAa OT OIpPEACIsIHE Ha
JIEKapCTBEHATa TEpamusi Ha 3JIOKAYECTBEHHUTE COJIMIHM TYMOPH NpPHU BB3PACTHH TMAlMEHTH, HA
KpUTEpUUTE 3a OIICHKAa Ha pe3yiaTara OT IpuilaraHara Tepanus U ajJrOpUTMUTE 3a JICUCHUE C
JIEKApCTBEHH TMPOAYKTU. JIEKapCTBEHOTO JICUEHHME Ha COJUIHUTE 3JI0KAYeCTBEHHM TYMOpPHU €
JTUHAMHYHO TPOMEHSAIIO CE, CBBP3aHO € C OBp30 HaBIM3aHE HE CaMO Ha HOBHU JIEKapCTBEHH
MPOJIYKTH, HO U C TPOMsHA Ha WHJUKAIMU 3a TPWIOKEHHWE Ha BEYE ChHINECTBYBAIM TaKWBa.
[IpoMsiHa e W3BBpIIEHA B MOUYTH BCEKHM pa3fel Ha (apMaKo-TEpParneBTUYHOTO PBKOBOACTBO IO
MEJUIIMHCKA OHKOJIOTHS, MIPEABU/] aKTyaTU3UPAHUTE WHAUKAIIMA U HOBUTE MPOAYKTH. Beuuko ToBa
Hajara TMpeayoKeHUs MPOeKT Ha (papMako-TepameBTHUYHOTO PBHKOBOJICTBO MO MEAMUIIMHCKA
OHKOJIOTHS Ja ObJIe pa3riiekaaH U 00CHKIaH, a BIIOCIEACTBUE U TIPUET B IISLTOCT.

Ilenn Ha HOpMATHBHUSA aKT

C npoekra Hapenba 3a usmenenue u nonbinenue Ha Hapen6a Ne 11 ot 17 oxtomBpu 2019
T. 32 IpUeMaHe Ha (apMaKo-TepPareBTUYHO PHKOBOJCTBO IO MEAMIIMHCKA OHKOJIOTHS CE LIEJH Jla Ce
Ch3/1aJie NpaBHA perjaMeHTalMsl Ha TepareBTUYHUS IOAXOJ MpH JIEYEeHHWE Ha 3JI0KaYeCTBEHHUTE
COJIMJIHU TYMOPH, KaKTO M Ha KPUTEPUHTE 32 OIICHKA Ha €()EKTUBHOCTTA HA MpHJIaraHaTa TEeparms.
OcHOBHa IIeJ1 € rapaHTHpaHe JOCThII Ha MAIMEHTUTE JO0 CHOTBETCTBAIIO Ha EBPOMEWCKUTE
CTaHJAPTH JIEYCHUE C JICKQPCTBEHH MPOAYKTH M OCHTypsiBaHE Ha e(EeKTUBEH MEXaHW3bM 3a
CHCTEMHO M IUIAHUPAHO OLIEHSBaHe, HaOI0JJIeHNE U HEeTIPEKbCHATO MOA00psSBaHe Ha Ka4ecTBOTO Ha
MEIUIUHCKUTE YCIAyrd. [IpOeKThT Menu Ja OCHTYpH BHCOKO KadecTBO Ha JCHHOCTUTE TI0
JIEKapCTBEHOTO JIeYeHne B 00XBaTa Ha MEIUIIMHCKATa CIIEIUATHOCT, Ype3 U3UCKBAHMS 32 ClIa3BaHe
Ha MMOPEAHOCTTA Ha JJMHUUTE TEPAITUs ¥ TEPATIEBTHYHUTE CXEMHU.

B pesynatar Ha npuiaraHeTo Ha W3MCKBAHUATA HAa HACTOSIIMA HOPMATHBEH aKT IIE Ce
MOCTUTHE OCUTYpsIBaHE Ha BHCOKOKBAIM(HWIMpaHAa paHHA OICHKA, aJeKBaTHA CrenupuIHa




JIeKapCTBEHA Tepamusi U MpocleasiBaHe Ha OOJHUTE ChC 3a00JsBaHUsS, BKIIOYEHH B 0oOXBaTa Ha
JIEYeHHE 110 MEAUIIMHCKA CHEIMAIHOCT ,,MeIUIIMHCKAa OHKOIOTUA .

[TpoekThT Ha apMaKO-TEPaNEBTUYHOTO PHKOBOJICTBO € CTPYKTYpHUpaH B 49 pa3nena:
[IbPBUYHN MO3BYHU TYMOPU
METACTATUYHU MO3BYHU TYMOPU
KAPLIMHOMU HA T'JIABA U IIINA
KAPLIMHOM HA IIIUTOBUIHA XJIE3A
KAPLIMHOM HA I'bPJTA
MAJIMTHEH TUMOM U TUMYCEH KAPLIUHOM
KAPLIMHOM HA BS1JI JPOB
MAJIUTHEH IVIEBPAJIEH ME3OTEJIMOM
KAPLIMHOM HA XPAHOITPOBO/I
. KAPLIMUHOM HA CTOMAX
. AJIEHOKAPLIMHOM HA ITAHKPEAC
. XEITATOLIEJIYJIAPEH KAPLIUHOM
. BUJIMAPEH KAPILIUHOM
. KAPIITMUHOM HA BbBPEK
. KAPIITMUHOM HA JIEBEJIO U IIPABO YEPBO
. KAPIITUHOM HA AHYC
. HEBPOEH/JOKPUHHU TYMOPH
. KAPLIMUHOM HA SIMYHUK, ®AJIOTIMEBA TPBBA U ITbPBUYEH [TEPUTOHEAJIEH
KAPLIMHOM
19. KAPLIMHOM HA EHJIOMETPUYM
20. TPO®OBJIACTHA BOJIECT
21. KAPLIMHOM HA MATOYHA [INIKA
22. 3JIOKAUECTBEHU TYMOPU HA BATHA
23. 3JIOKAUYECTBEHU TYMOPH HA BVJIBATA
24. KAPIITMHOM HA ITMKOYEH MEXYP
25. KAPITUHOM HA ITPOCTATHA JXJIE3A
26. KAPIIMHOM HA TECTUC
27. KAPIIMHOM HA IIEHUC
28. CAPKOM HA KAPOSI
29. CAPKOMU HA MEKH ThbKAHU
30. OCTEOCAPKOMU
31. TUTAHTOKJIETBYEH TYMOP HA KOCTTA
32. TACTPOMHTECTUHAJIHA CTPOMAJIHU TYMOPU
33. MAJIMTHEH MEJIAHOM
34. KAPLIUHOM HA KOXA
35. KAPLIUHOM C HEM3BECTEH ITPOU3XO0/1
36. IIOBEJIEHUE ITPYI METACTATUYHA KOCTHA BOJIECT U 3ATYBA HA KOCTHA MACA
37. IIPABUJIA 3A ITIPUJIATAHE HA TPAHVYJIOIIUTEH KOJIOHUCTUMYJIUPAILL ®AKTOP
38. IIOBEJIEHME ITP1 ®EBPUJIHA HEY TPOITEHU S
39. IIOBEJIEHME ITP KAPLIUHOM-CBBP3AHA AHEMU S
40. TIOBEJIEHUE ITPU TACTPOMHTECTUHAJIHA TOKCUYHOCT
41. CBBP3AHA C XUMHOTEPAIINS KAPJMOTOKCUYHOCT
42. TIOBEJIEHUE ITPU OCTPH AJIEPTUYHU U UTH®Y3UOHHU PEAKLIY OT ITAPEHTEPAJIHO
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IMPUJIOKEHUE HA TTIPOTUBOTYMOPHMU JIEKAPCTBA

43. [IOBEJEHUE ITP1 EKCTPABA3ALIMA HA ITPOTUBOTYMOPHU JIEKAPCTBA

44. TIOBEJIEHUE ITPY1 BEHO3EH TPOMBOEMBOJIN3bM

45. TIOBEJIEHUME ITPY1 XEMOPAT'MYHA JIMATE3A

46. KOHTPOJI HA OHKOJIOI'MYHA BOJIKA ITPH COJIMJAHU TYMOPU U MAJIMTTHEHN
XEMOIIATUHA

47. OLLEHKA HA JIEYHEBEH E®EKT ITP1 CUCTEMHA IIPOTUBOTYMOPHA TEPAIIMA

48. ObLLIN ITPEIIOP'BKHM B JIEHEHUETO HA OHKOJIOI'MYHO BOJIHU

49. MMPOCJIEASABAHE HA BOJIHU CbC 3JIOKAYECTBEHU COJIMAHU TYMOPU

50. ITPMJIOKEHHWA

OuakBaHU PE3yATaTH OT NPWJIAraHETO Ha MPEIOKEHUS TPOEKT

OuakBaHUAT pPe3ydTaT OT MPUJIAraHeTO Ha MPOEKTa Ha Hapenda € BbBEXKIAHETO Ha €IUHEH
TEpaneBTUYEH MOAXO0/ IPU IPEINUCBAHETO U MPUIIAraHETO HA JIEKAPCTBEHUTE MPOJIYKTH, KOETO J1a
rapaHTHUpa onTuMalieH e(eKT MpH JICYEHUETO Ha MaLUEHTUTE ChC 37I0KaYECTBEHHU COJHMIHU TYMOPHU
npu Bb3pacTHU nauueHTd. Crna3sBaHETO HA aJrOPUTMHUTE 3a JICUEHHWE € TrapaHlMs 3a BHCOK
TepaneBTHYEH OTTOBOP MPH LIMPOKHS KPBI OT HALIUEHTH.

Pesynrarure or mpunaraHero Ha (apMaKo-TEpParneBTUYHOTO PHKOBOJCTBO Ca CBBP3AHU C
IOCTUTaHEe HAa Hali-Ba)KHATa 1IeJ1 — OCUTypsiBaHE Ha MAIlMEHTUTE BUCOKO KayecTBO Ha JICUEHHE Ype3
IpujaraHe Ha €IMHHM U OOOCHOBAaHU IPUHIMIM, NpaBUia U KPUTEPUU 3a IPEINUCBAHETO U
IpUIaraHeTo Ha JICKapCTBEHH MPOAYKTH B 00XBaTa Ha MEAMLMHCKATa CHELMAIHOCT ,,MeTuIHCcKa
OHKOJIOTUA" U €JUHHU KaYE€CTBEHU U KOJIMUYECTBEHU MOKA3aTeNN 3a €PEKTUBHOCTTA Ha MpUJlaraHara
Tepanusl.

DHUHAHCOBHU CPEICTBA, HEOOXOAUMH 34 IPUIAraHETO HA HOPMATHUBHUS aKT
[IpuemaneTo Ha HOPMATHBHUS aKT HAMA J1a OKa)Xe TPSKO /WM KOCBEHO BIIHSIHHE BBPXY
bpXKaBHUS OFO/IKET.

AHanu3 3a CHLOTBETCTBHE C IMPaBOTO Ha EBponelickus chi03

IIpoekThbT HE € CBBbpP3aH C BBBEK/JAHE HAa M3UCKBAHUS HA €BPOIEHCKOTO 3aKOHOIATEJICTBO,
MOpaJii KOETO HE € HE0OXO0IMMO M3TOTBSHE Ha aHAIM3 3a CHOTBETCTBUE C MPaBOTO Ha EBponeiickus
CBIO3.

[TpoexTsT Ha Hapenba mie ObAe chriacyBaH ¢ ExcriepTHHs ChBET MO MEAMIIMHCKA OHKOJIOTHUS
B X0/1a Ha 00IIIECTBEHOTO OOCHKTaHE HA MPOEKTA.



