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NW3NCKBAHUA HA H30K

3A NMPOBEXAAHE HA NEPOPANTHO XOPMOHAJIIHO NNEYEHUE HA
3NOKAYECTBEHO HOBOOEPA3YBAHUE HA NMPOCTATHA XINE3A

B UBBBHBOJIHUYHATA NOMOLL



 [image: image2.jpg]M3UCKBAHUA HA H30K NPU U3OABAHE HA MPOTOKOSU 3A MEPOPAJNTHO XOPMOHAIHO NEYEHUE
HA 3NTOKAYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XIE3A

MpoTokonbT ce u3aasa OT cneuuanuaupaHa komucusi B nevebHo 3aBeaeHne 3a 60MHMYHA NOMOLY UMM KOMMMEKCEeH
OHKONOrMYeH UeHTLp, ckmouunu gorosop ¢ H30K. CneunanuanpanuTe KOMUCUM Ce Cb3fasaT Cbe 3anoses Ha AvpekTopa
Ha neyebHoto 3aseaeHve (J13) M BKNIOYBAT nekapu CbC CNELMANHOCT MEAULIMHCKA OHKOMOrUS UNU BbTpelHu Gonect u
OHKOMNOTUS.

¥ PE[] 3A 3ABEPAIBAHE HA MPOTOKOJUTE

MpoTokonu 3a 3ano4BaHe Ha neveHune

= ‘“llpoTtokon 3a npeagnucsaHe Ha
CMEUUAINU3UPAHA nekapcrea, sannawanu ot H3OK/P30K” —
KomMucus " o6p. M3-H30K (nodnucan om ecuyku
YneHose Ha creyuanusupaHama Komucus)

3aBepka Ha npoTokona

MpoTokonu 3a NnpoabLIkKaBaHe Ha neveHue

= ‘lpotokon 3a npeanucsaHe Ha
CMEUUANU3UPAHA nekapcrea, 3annawanu ot H30K/P30K” —
KOMUCKA 06p. MB3-H30K (nodnucaH om ecuyku
uneHoee Ha crieyuanuaupaHama KoMUcUsi)

Il. OBLLUM NONOXEHUA

1. 3011 nopasa nogroTBeHuTe AoKyMeHTH B P30K, Ha TepuTopusTa Ha KOSITO € Hanpasuno u3bop Ha ONJ. [okymeHTuTe
BKNIOYBAT:

1.1 “MpoTokon 3a npeanMcBaHe Ha nekapcTea, sannawaxu ot H30K/P30K" — 06p. M3-HBOK, nsnaser ot cneuvanusupana
komucus. Mpunara ce opuriHan Ha NpoTokosna, a Mpu kaHAuaAaTCTBaHe 3a NPoAbIkaBaHe Ha TepanvaTa ce NpeacTass opuruHan
Ha NpeAXoAHUA NPOTOKON C OTPA3EHU BCUYKM OTIYCHATU KONUYECTBA MO Hero.

2. P30K npuema fokymeHTUTE MO T. 1 Cnea cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHua ctatyc Ha 30J1.

3. MbpBUAT M BCEeKU CneaBaly NPOTOKON Ce u3AaBar 3a nepuos Ao 6 meceua.

(¥}

L W3WCKBAHWA HA H30K 3A NMPOBEXAAHE HA NEPOPANHNO XOPMOHANHO NEYEHUE HA 3IOKAYECTBEHO HOBOOBPA3YBAHUE HA
% MPOCTATHA XXNES3A B U3BbHEONHUYHATA MOMOLL - & cuna ot 1 mapt 2014 roanHa
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KPUTEPUUTE NPU 3ANOYBAHE U NPOAB/MKABAHE HA MEPOPANTHO XOPMOHAJITHO NEYEHUE HA

3NOKAYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XINE3A

WUme:

ErH

3abenexka: MeduuuHckama AokymeHmayusi, ydocmoeepsisalya 8CEKU OM Kpumepuume e rocoyeHa ¢ yughpa 6 uHOeKC U 3adbIKUMenHo
npudpyxasa HaCMOAUOMO NPUIOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA AHTUAHOPOrEHHO INEYEHWE - FLUTAMIDE, BICALUTAMIDE,
CYPROTERONE (SAAB/MKUTENHU CA 1 U 4 KPUTEPUWN, KAKTO U EONH OT OCTAHAIUTE ~ 2 UNN 3 KPUTEPUN)

MKB C61

1 | KnuHMYHa aguarHo3a — XMCTonoruyeH pesynrtart

2 | BOMHM C BUCOK PUCK M/MNK C NOKANHO aBaHcupan Tymop

3 | Peuuaneupano w/unu metacrasupano sabonssaHe

4 | N'unca Ha n3kniouBawm kputepum no 1. 6

B. U3KNIOYBALLW KPUTEPUU (MPU 3ANOYBAHE HA NEYEHUETO)

DND s N

MpeawecTsala aHaunakTUyHa peakuus cnej NpUNoXKeHue Ha CbLua NekapeTBeH NpoaykT
OcTbp MUOKapaeH UHdapkT

[Awn6oka BeHo3Ha Tpombo3a

Benoppobex Tpombembonuzbm

Mo3bueH MHCYNT C AaBHOCT A0 6 Meceua

Mo3abuHu mMeTactasu (HeTpeTupanu)

Texka opraHHa HepoCTaTb4YHOCT

Apyrn

B. KPUTEPUU 3A NMPOABLMKABAHE HA NEPOPANTHO XOPMOHAIHO NEYEHUE (SBAOBIDKUTENHN CA BCUYKKU

KPUTEPUW)

MKB C61

1 | Xematonornyxu nokasarenu, PSA

2 | N'unca Ha uaknouBawm kputepum no 7. I

. U3KIMIOYBALLM KPUTEPUU (NPU NPOABIMKABAHE HA NNEYEHUETO)

SLD N OHD) =

MNpeawecTsala aHachunakTMyHa peakuns cnez NPUNoXeHNe Ha ChLUNSA NekapcTBeH NpoayKT
OcTbp MUOKapaeH UHapkT

[wvnboka BeHo3Ha Tpombosa

Benoapoben Tpombembonuabm

Mo3b4eH MHeynT ¢ AaBHoCT 4o 6 meceua

Mo3byHu meTacTasu (HeTpeTupaHm)

Texka opraHHa HeJ0CTaTbYHOCT

Apyrv

NPOCTATHA XXNE3A B U3BbHBEONHUYHATA NOMOLL, - & cuna ot 1 mapt 2014 roanHa

a,_E W3NCKBAHWA HA H30K 3A NPOBEXXOAHE HA NEPOPANHNO XOPMOHANHO NEYEHUE HA 3/IOKAYECTBEHO HOBOOEPA3YBAHWE HA
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(f NEYEBHO-AWATHOCTUYEH ANFTOPUTBM

1. NEKAPCTBEHW NPOAYKTW, skniouenun B Mpunoxenue 1 Ha MJIC, kouto H3OK 3annawa B cLoTBeTCTBUE C
AeicTBalUMTE HOPMATUBHI AOKYMEHTU.

INN AO3A

CYPROTERONE e 200 mg AHEBHO

e 50 mg aHeBHO
BICALUTAMIDE e 150 mg aHesHO - Npn GonHuM, kouto He nonyuasat LH-RH ananor ¢ ornea
CbXpaHsiBaHe Ha cekcyarnHute yHKuum

FLUTAMIDE e 750 mg AHEBHO

MEDROXYPROGESTERONE e 1000 mg aHeBHO - 10 AHK, cnep ToBa 3 X ceamuyHO no 500 mg

2. NPOCNEAABAHE:

Mokazarenu u uacneasaHus U3XoaHu 3 meceua + 6 meceua*
MKK (xemornobuH, XeMaToKpuT, epuTpoLIMTH, NEBKOLMTH, TpoMBoLMTH ) X X
PSA X X X
ASAT X X
ALAT X X
AnkanHa occparasa X X
KpeaTuHuH, NMKoYHa KUCenuHa, ypes X X
W3cnenpaqe Ha ypuHa — o610 U ceaAUMEHT X X

AbaomuHanHa exorpacus — no npeueHka

CT/AMP/PET CT — no npeueHka

KoctHa cumHTUrpacmsa — no npeueHka

KoHcynTauus ¢ yponor — no npeLeHka

KoHcyntaums ¢ kapavonor — no npeueHka

+ 6 Meceua* - U3BBLPIWBAT CE Ha 6 meceua

Il. OB UBUCKBAHUSA

1. Bn3pacroBsaTa rpaHuua ce U3UUCNSABA B HABBPLUEHN rOANHM - T.€. BKMIOYMTENHO KbM AaTaTa Ha u3jasaHe Ha npoTokona ot
cneunanuanpaHara KOMUCHA.

2. MNpu HasHayaBaHe Ha Tepanua No NPOTOKON 3aABLMKUTENHO Ce CbobpasaBaT BbL3PACTOBUTE OrPpaHNYEHUs, CbIMacHo Kpartkara
XapaKkTepucTuka Ha CbOTBETHUSA NeKkapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3/1MXM.

3. H3OK He 3annaila neyeHune U3BbH ykazaHaTa Bb3pacToBa rpaHuLia B KpaTkaTa xapakTepucTika Ha npoaykTa.

4. H3OK He 3annauja neveHue ¢ 403U HaJ MaKCUManHo paspeLueHnTe no kpaTtka xapaktepucTuka Ha npoaykTa.

5. B cnyvait Ha HacTbNUNa nojo3upaHa HexenaHa nekapcTBeHa peakuusi, nekapsit ysegomsea WA no peaa Ha un. 183 ot
3/NMXM. Konwve ot cbobLyeHneTo ce npunara KbM MeauLMHckaTa aokymeHTaumus Ha 30J1 npu kaHauaaTCcTBaHe 3a nevexue.

6. KOMUCUATA, uapana npotokona Ha 30J1, cbxpaHsiBa BTOPW €K3eMMNsp Ha NPOTOKONa M BCUYKM Heobxoaummu
AOKYMEHTU 3a U3aaBaHeTo My.

Hacmoswume u3uckeaHus ca paspabomeHu Ha ocHoeaHue 4n. 56 om HayuoHaneH pamkoe 002080p 3a MeOUYUHCKUME
detiHocmu 3a 2014 200una (06H., [B, 6p. 3 om 10.01.2014 2.) u enuszam e cuna om 1 mapm 2014 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnoeusima u peda 3a 3annawjaHe Ha nekapcmenu npodykmu o yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu e xymaHHama MeduyuHa, Ha MeOUUUHCKU u3denusi u OUeMUYHU XpaHu 3a creyuaniu
MeduyuHeku yenu (o6H., 4B, 6p. 31 om 2007 2.).

gy VBNCKBAHWUA HA H30K 3A NMPOBEXIAHE HA NEPOPANHUO XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHWE HA
MNPOCTATHA XINESA B U3BbHEONHUYHATA NOMOLL - B cuna ot 1 mapT 2014 roauna
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AEKNAPALMA 3A UHOOPMUPAHO CbIMTACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NMPOABL/MKABAHE HA
NEYEHMWETO C NNEKAPCTBEHWSA NPOAYKT

} 3anosHax C Uuanata Mu npepocTaseHa MHOpMauus efnTa Ha nNeYeHWeTo C nekapcTBeHus
O MONyYnx n3yepnaTenHu OTroBOPU Ha

, AeKnapvpam ye:

byaHaTa MM Cxema Ha neqeuue'u nepuoauhu ‘

Ce fBfiBaM Ha KOHTPONHW nperneau v HaAma Aa
MUy Tepanus.

NHUTE Nperneaun.
A CamMOBONHO WA MOA APYro BHYLIEHWE

}kwucmrra 3a ekcneptuan B P3OK

cu nekap u P3OK n we BbpHa B P3OK

W3NCKBAHUA HA H30K 3A NPOBEXXIAHE HA NEPOPANIHWO XOPMOHAJHO IEYEHUE HA 3NIOKAYECTBEHO HOBOOBPA3YBAHWE HA
MPOCTATHA XXNE3A B U3BBHEONHUYHATA NOMOLL — & cuna ot 1 mapt 2014 roauka





