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BAPHO:

N3UCKBAHUA HA H3OK
3A NMPOBEXAOAHE HA MAPEHTEPAJTHO UITM KOMBMHUPAHO
MNAPEHTEPANHO U NEPOPAJTHO XOPMOHAJIHO NNEYEHUE HA
3/TOKAYECTBEHO HOBOOBPA3YBAHUE HA NMPOCTATHA XITE3A

B U3BBHBOJIHUYHATA MOMOLLL



 [image: image2.jpg]M3NCKBAHUSA HA H30K
3A NPOBEXAAHE HA MAPEHTEPAITHO UM KOMBEUHWUPAHO MAPEHTEPAJTHO U MEPOPAJTHO
XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XINE3A
B U3BBHEOJIHUYHATA NMOMOLL

MpoToKONbT Ce u3AaBsa OT cneuuanuaupaHa kKomucus B nevyebHo 3aseaeHune 3a GONHMYHA NOMOL UNU KOMNIEKCEH
OHKONOrMYeH LeHTbP, ckmounnu gorosop ¢ H30K. CneunanuanpanuTe KOMUCUM Ce Cb3jaBat Cbe 3anoses Ha aAvpektopa
Ha nevebHoTo 3asepeHue (N13) u BKNIOYBAT Nekapu CbC CNELNAnHOCT MEAMLMHCKA OHKONMOrMs unu BbTpewwHu Gonectn n
OHKONOTUS.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKONUTE

MpoTokonu 3a 3anoy4BaHe Ha TepanuaTa
MpoTokonu 3a NpoMsHa Ha TepanusTa

= [lonbnHeHo u noanucaHo npunoxenue 1A /| 16 — nuct 3a onpepensHe Ha
kputepuute (no T.A)/ (no T.B) c BCUUKkM HEObX0AMMM n3cneaBaHns.

* EnukpusaletanHa enukpu3a, BKMOYBalla [aHHM OT aHamHesarta, crartyca n
——»{ npeaxoxgawo nedenue (npunazam ce U Ha OpueuHanHa bnavka unu 3aeepeHo
Konue)

* EKCNepTHO CTaHOBMLIE C iCHA MeAULMHCKA MOTUBAUMA (3aAb/DKUTENHO ce
otbensasa nunca Ha W3KMIOYBAWM KPUTEpPUN (MOONUCAHO OM BCUYKU Y/IeHO8e Ha
crneyuanuaupaHama KoMucus)

= “ Mpotokon 3a npeanuceaHe Ha nekapctea, sannawaxn ot H3OK/P3OK" —
06p. M3-H30K (nodnucar om 8cuyku YneHoee Ha crneyuanusupaHama KoMucus)

CNEUNANU3UPAHA
KOMUCUA

MpoTokonn 3a NpoAbMKaBaHe Ha TepanusTa

= ‘lpoTtokon 3a npeanuceaHe Ha nekapcrea,
CNEUMANU3NPAHA | I sannawanu ot H3OK/P3OK" — obp. M3-H30K
KoMucusa (nodnucaH ~ om  6cuyKu uneHoee Ha
cneyuanusupaHama KOMUcus)

Il. OBLLX NONOXEHUA

1. 3011 nopaBa noaroTeeHuTe AokymeHTH B P30K, Ha TeputopusiTa Ha KOsiTo @ Hanpaeuno usbop Ha ONI. [lokymentute
BKNIOYBAT:

1.1 3asenenue o [vpektopa Ha P3OK.

1.2 lMonbnHeHo 1 NoANMCaHo Mpunoxexue 1. Monbnea ce Mo CLOTBETHATA TOYKA U Ce Mpunara oTpaseHata B LUN(POB UHAEKC
MefULMHCKa JOKyMEHTaLms, Y|0CTOBEpPsIBaLLa BCEKU eAUH OT KpUTepuuTe.

1.3 MbnHuaT Habop uscneasaHus (PUUKANHK, UHCTPYMEHTANHU 1 NaBopaTopHK), OTPa3eH B NPUNOXeHue 2.

1.4 ‘MpoTokon 3a npeAnucBaHe Ha nekapeTea, 3annawann ot H30OK/P30K" — 06p. M3-H30K, nspaaeH ot cneuvanusupasa
komucus. Mpunara ce konue Ha NPOTOKONA, @ NPU KaHAUAATCTBaHe 3a NPoAbIKaBaHe Ha TepanusTa ce NpeacTaBs opuriHan Ha
NpeaxoAHUs NPOTOKON C OTPa3eHN BCUYKN OTNYCHATH KOMUYECTBA Mo Hero.

1.5 [leknapauus 3a uHopmMmupaHo curnacue no obpase (npunoxenue 3)

2. P30K npuema gokymeHTUTe Mo T. 1 cnep cnpaBka OTHOCHO 3[paBHOOCUrypUTenHus cratyc Ha 30/1.

3. MbpBUAT M BCeku crieaBaly NPOTOKON ce U3aasar 3a nepuoa Ao 6 meceua.

NEYEHUE HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MPOCTATHA XNE3A B U3BbHBEONHWYHATA NOMOLY ~ B cuna ot 1 mapt 2014

% WN3NCKBAHWUA HA H3OK 3A NPOBEXOAHE HA NAPEHTEPANHO UMW KOMBUHWUPAHO NAPEHTEPANIHO U NEPOPANIHO XOPMOHANHO
roAuKa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NAPEHTEPANHO UM KOMBUHUPAHO
NAPEHTEPAITHO U NEPOPAITHO XOPMOHAINHO NEYEHUE HA 3TOKAYECTBEHO HOBOOEPA3YBAHUE HA
NPOCTATHA XNE3A

Uwme: ErH

3abenexka: meduyuHckama GoKyMeHmayusi, ydocmosepsieawsa 6ceku om Kpumepuume e rocoyeHa C¢ yugpa 8 uHOeKC U 3adb/KumesiHo
npudpyxasa HaCMOAULOMO NPUsIOKeHUe.

A. KPUTEPUM 3A 3ANOYBAHE HA NMAPEHTEPANTHO AHTUAHAPOIEHHO NEYEHUE, NEYEHUE C LH-RH AHANOI
Unu KOMBWHUPAHO MAPEHTEPANHO W MEPOPANHO XOPMOHAIHO NEYEHWE (3AOBIMKUTENHN CA 1 U 4
KPUTEPUW, KAKTO U EAWH OT OCTAHANUTE ~ 2 UNN 3 KPUTEPUW)

MKB C61

1 | KnuHM4Ha anardosa — xuctonoruyeH pesynrar 1

2 | BONHK € BUCOK PUCK M/MNK C NIOKANHO aBaHcupan TYMop, NOAXOASALM 32 XOPMOHANHO nevyenne 1

3 | BonHy ¢ peunanBMpano uiMnu metacTasupano 3abonsiBate, NOAXOAALLM 33 XOPMOHAIHO nevenne

4 | Nunca Ha uakniouBawy kputepuu no 7. 6 °

T HeoBXoAUMMTE M3CNEABAHMA Ca OTPa3eHW B Tabnuua 2 Ha NPUMOXKEHMe 2 - 3AABIKUTENHO Ce NpeACTABAT HA OpUrMHanHa Gnawka ot
nabopaTopus UnKU 3aBEPeHO W NOANWCAHO KONMe, NPW Hanuuue Ha XOCNUTanu3auvs ce npunara enukpusa ¢ Homep U3 ¢ aaeHocT Ao 1 mecey
npeAu KaHAUAATCTBAHETO

amBynaTopHu NMCTOBE OT Nperneau NPy cneunanuct / unu konus ot 6n. M3 Ne11998 / Unu KONUA OT KOHCyNTauuu, otpasenn B JIAK,
KaKTo M MH(OPMaLUs, OTPa3eHa B envkpusa

yAOCTOBEpsiBa Ce C NOAMNUC Ha CNeunanucTa B Npurnoxenue 1 Ha HaCTOAWMTE U3UCKBAHUA U ce nonbnBea Tabn. 1

B. U3KMIOYBALLWN KPUTEPUU (MPU 3AMOYBAHE HA NEYEHUETO)

MNpeawecTteauwa aHadunakTiHa peakums Npu NpUNoXeHUe Ha ChNs NeKapCTBeH NpoayKT
OcTbp MUoKapaeH UHhapkT

[bn6oka BeHosHa Tpombo3a

Benopapoben Tpombembonuabm

Texka penpecus

Mo3bueH UHCYNT ¢ AaBHOCT Ao 6 meceua

Mo3byHN MeTacTasu (HeTpeTupanu)

Texxa opraHHa HeJ0CTaTbYHOCT

Hpyrn

cCoNoaRBN A

OtroBaps Ha KpUTEpUUTE 3a 3anoyBaHe Ha

neyeHuweTto c B AHeBHa nosa

NEYEHWE HA 3NIOKAYECTBEHO HOBOOBPA3YBAHWUE HA NPOCTATHA XXNE3A B U3BBHBONIHUYHATA NMOMOLL ~ & cuna ot 1 mapt 2014

% W3UCKBAHMA HA H3OK 3A NMPOBEXXIAHE HA MAPEHTEPANHO UM KOMBEWHWPAHO MAPEHTEPANIHO U NEPOPANIHO XOPMOHAJIHO
roauHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE MPU NPOABIMKABAHE HA MAPEHTEPAJTHO UM KOMBEUHUPAHO

MAPEHTEPAJTHO U NEPOPAITHO XOPMOHANNHO NEYEHME HA 3NTOKAYECTBEHO HOBOOEPA3YBAHUE HA
MPOCTATHA XIE3A

ErH

3abenexka: meduyuHckama dokyMeHmauyusi, ydocmoeepsieala 6CeKu om Kpumepuume e focoyeHa ¢ yughpa 8 UHOEKC U 3adbIKUMENHO
npudpyxasa HACMOAULOMO NPUNOKEHUE.

B. KPUTEPUX 3A MPOABLINKABAHE HA NMAPEHTEPANHO WIW KOMBMHWPAHO XOPMOHANHO NEYEHWE

(SAOBIDKUTENHU CA U ABATA KPUTEPUA)

MKE C61

1 | Xematonoruixu nokasarenu, PSA i

2 | Nunca Ha maknouBawm kpurepum no 7. I *

! GNMKPMWQTIHHi enuKpu3a Cc oTpaseHa CTeneH Ha NoBNUABaHe Ha nokasaTenure cnej 3anovysaHe Ha neYeHneTo, HeobxoaumuTe uacneaBaHus
ca oTpa3eHu B Tabnuua 2 Ha NpUNOXEHUe 2 - 3aAbIMKUTENHO ce NPeACTaBAT Ha OpuriHanHa 6naHka ot na&opa‘ropun Wnu 3asepeHo u NoANUCaHo

konue

4 ambynaropHu nNUCToBe OT Nperneau nNpu cneyuanuct / unu konus ot 6n. M3 Ne11998 / unu konus oT KOHCcynTauumn, otpasenu B JAK,
KaKTo M MH(OPMaLus, OTpa3eHa B enukpusa
yAoCTOBepsiBa Ce C NOANUC Ha CneunanucTa B NpunoXexue 1 Ha HacTosIUTe NINCKBaHUA

OTroBaps Ha KpUTEpUUTE 3a NPOALITKABaHE

. UKIMIOYBALLW KPUTEPUW (NMPU NPOABMKABAHE HA NEYEHUETO)

MpeawecTealla aHadunakTUiHa peakums Npu NPUNOXEHWe Ha CbLUNS NEeKapCTBEH NPoAYKT
OcTbp MUOKapAeH UHGapkT

[bnboka BeHo3Ha Tpombo3a

Benoapoben Tpomboembonmabm

Texka penpecus

MosbueH uHeynt

Mo3sb4Hu meTacTasn (HeTpeTupaHm)

Texka opraHHa Hef,oCTaTbYHOCT

Lpyrm

£0.00 NEED Ih I S =

B AHeBHa nosa

HaneweHueToc 0 R o oo easessssssssessiesenses

=)
@ WUBUCKBAHUA HA H30K 3A NPOBEXIAHE HA NAPEHTEPANHO UMW KOMBUHUPAHO NAPEHTEPANIHO WU NEPOPANIHO XOPMOHANHO

NEYEHUE HA 3/IOKAYECTBEHO HOBOOBPA3YBAHWE HA MPOCTATHA XIE3A B U3BBHBEONIHUYHATA MNOMOLL - 8 cuna ot 1 mapt 2014
roauHa
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I. NEYEBHO-AUATHOCTUYEH ANFTOPUTBM

1. NEKAPCTBEHW NPOAYKTW, skniouenn B Mpunoxexne 1 Ha [NIC, kouto H3OK s3annawa B cboTBETCTBME C
AeicTBalUTe HOPMATUBHN JOKYMEHTH.

INN AO3A
BUSERELIN = 0.11 mg depot implant
LEUPRORELIN = 0.134 mg depot inj
GOSERELIN = 0.129 mg depot implant
TRIPTORELIN = 0.134 mg depot inj
CYPROTERONE = 100 mg
BICALUTAMIDE = 50mg
FLUTAMIDE = 750 mg
MEDROXYPROGESTERONE = 1000 mg axeBHo - 10 aHwW, cnep Tosa 3 X ceammuyHo no 500 mg

2. NPOCJEAABAHE:

Moka3saTenu u uacneasBaHus Haxonyg Jhwcoua +'6:meceun”

MKK (xemorno6uH, xeMaTokpuT, EpUTPOLINTH, NEBKOLINTH, % o
TpomBoumnTy )

PSA X X X
ASAT X X
ALAT X X
AnkanHa ¢occparasa X X
KpeaTuHuH, NUKOYHA KUCenuHa, ypes X X
MacneppaHe Ha ypuHa — 0610 1 CeaMMEHT X X

A6aomuHanHa exorpagus — no npeueHka

CT/AAMP/PET CT = no npeuexka

KocTHa cuMHTUrpacus — no npeLeHka

KoHcynTtauws ¢ yponor — no npeueHka

KoHcynTtauusi ¢ Kapauonor — no npeueHka

+ 6 Meceua” - U3BLPWBAT Ce Ha BCeku 6 meceua
W3acnensanusita ce NPeACTAaBAT Ha OpurvHanHu GnaHku Wnu 3aBepeHu KonMWs C MoAnuc U nevar Ha J13 (npu Hanuuve Ha
XOCnUTanu3auus ¢ AaBHOCT A0 1 Mecel npeav kaHAMAATCTBAHETO ce Npunara 3aBepeHo Komue oT enukpusa ¢ Homep 13)

Il. OB UBNCKBAHUA

1. Bb3pacToBara rpaHuua Ce U3YNUCNSABA B HABBLPLUEHW FOAUHN - T.€. BKIIOYUTENHO KbM AaTaTa Ha u3jaBaHe Ha npoTokona ot
cneuvanuampaHara KoMucus.

2. MNpu HasHauyaBaHe Ha Tepanus No MPOTOKON 3aAbL/MKUTENHO ce CbobpassBaT BL3PaCcTOBUTE OrpaHNYeHus], CbrnacHo KpaTkara
XapaKTepucTuka Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBLp/AeHa no peaa Ha 3/1MXM.

3. H30K He sannauwia neyeHne U3BbH ykazaHaTta Bb3pacToBa rpaHuLia B kpaTkata xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalia neyexue ¢ 4031 HaJ MaKCUMAanHO paspeLUeHnTe No kpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyvait Ha HacTbnuna nojo3upaHa HexenaHa nekapcTBeHa peakuusi, nekapsit ysegomsiea WA no peaa Ha un. 183 ot
3/IMNXM. Konue ot cbobuieHneTo ce npunara kbm meauumHckata gokymentauvs Ha 30J1 npu kaHaupaTcTBaHe 3a neveHue.

6. KOMUCUATA, uspana npotokona Ha 30J1, cbxpaHsiBa BTOPU €K3eMNNsp Ha MNPOTOKONa M BCUYKM Heobxoaumu
AOKYMEHTHU 3a M3aaBaHeTo My.

Hacmosiwume usuckeanus ca paspabomeHu Ha ocHoeaHue 4n. 56 om HayuoHnaneH pamkos 002080p 3a MeOUYUHCKUME
delinocmu 3a 2014 2oduna (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 e., cvenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaqe Ha nekapcmeHu npodykmu no un. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npoodykmu 8 xymaHHama MeouuuHa, Ha MeOUYUHCKU u3denus u OUeMUYHU XpaHu 3a cneyuanHu
MmeduyuHeku yenu (06H., OB, 6p. 31 om 2007 2.).

NEYEHUE HA 3/IOKAYECTBEHO HOBOOBEPA3YBAHUE HA NPOCTATHA XNE3A B U3BbHBEONHUYHATA NMOMOLY ~ B cuna oT 1 mapt 2014

@ VU3UCKBAHUA HA H3OK 3A MPOBEXIAHE HA NAPEHTEPANHO UMW KOMBUHUPAHO MAPEHTEPANIHO U NEPOPANTHO XOPMOHANHO
roauHa

B
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AEKNAPALUA 3A UHOOPMUPAHO CBIIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
NEYEHMWETO C NEKAPCTBEHMUA NPOAYKT

enTa Ha neuyeHueTo C nekapcTBeHus
TO MOMyunX M3yepnaTenHin oTroBopu Ha

o Ha KomucusiTa 3a excnepuan B P3OK
nexkap u P3OK i\me BbpHa B P3OK

. ne npekpareHo u

~ (wwe, npesume u chammnis)

WBUCKBAHWA HA H3OK 3A MPOBEXAHE HA NAPEHTEPANIHO WIN KOMBWHWPAHO NAPEHTEPANIHO U NEPOPANHO XOPMOHANHO 9

NEYEHWE HA 3NIOKAYECTBEHO HOBOOBPA3YBAHWE HA NPOCTATHA XKIE3A B N3BBHBEONIHUYHATA MOMOL - B cuna ot 1 mapt 2014
ropguHa





