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HALIMOHAINHA 31PABHOOCUIYPUTENHA KACA
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YTBBbPXOABAM:
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YNPABUTEN HA H30K

BSIPHO:

M3UCKBAHUA HA H30K
3A MNPOBEXOAHE HA MEPOPAJTHO XOPMOHAJTHO NEYEHUE HA
3/TOKAHYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XIE3A

B USBBbHEOJTHUYHATA MOMOLL,
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M3UCKBAHMA HA H3OK MPU M3AABAHE HA MPOTOKOJU 3A MEPOPANHO XOPMOHAJTHO NIEYEHVE
HA 3NOKAYECTBEHO HOBOOEPA3YBAHMWE HA NPOCTATHA XIE3A

MpoTokonbT ce usaasa oT cneLManuaMpana KOMUCHS B NeveBHO 3aBeaeHMe 33 GONHWYHA NOMOW MNN KOMNAEKCeH
OHKONOMU4EH UEHTBLP, ckmio4unu Aorosop ¢ H30K. CneunanuanpaHuTe KOMUCHM Ce Cb3fasaT cbC 3anoses Ha AupekTopa

Ha neyeBHoTo sasenenve (/13) U BKNIYBAT Nexapy CHLC CNELMANHOCT MEAMLMHCKA OHKOMOMMS WAV BBTPEWHN Gonectu u
OHKOMOrUs.

I PER 3A 3ABEPABAHE HA NPOTOKONUTE

Flpomxonn 32 3anoyBaHe Ha nevyeHne

= ‘Npotokon 3a npeanuceale Ha
CNEUNANU3UPAHA nekapcrea, 3annawanu ot H3OK/P30K" — 3asepka Ha npotokona
komucusa > 06p. M3-H3OK (nodnucan om ecuuku [ BP30K

YIEHOBE Ha CNEYUAUIUPaHama KOMUCUS)

Mporoxonu 3a NPOoAbLIMKABAaHe Ha NeYeHue

« ‘lpotokon 3a npeanuceaHe Ha
CNELUMANU3UPAHA nekapcTea, sannaiasu ot H30K/P30K" —~ 3asepka Ha npoTokona

Komucus 06p.  M3-H3OK (nodnucan om ecuuku 8 P30K
UMIeHOBE HA CIeYUANU3UPaNama KOMUCUS)

11. OBLLY ONOXEHHA

1. 3001 nopasa noprotTeennte AokymeHTM 8 P30K, Ha TepuTOpMATa HA. KONTO e Hanpasuno miGop wa OfN.
LoKyMeHTUTe BKAIOYBAT: : . 9

1.1 “MpoTokosi 3a mpepnMcBaHe Ha NEKAapCTBd; 3annawanm of H3OK/P3OK' — o6p. M3-H30K, wsnageH ot
cneuvanuaupana komucus. Npunara ce opurvHan Ha npoTokona, a npu KBHEWAATCTBAHE 3@ NPOAbNXABAHE Ha TepanusTa ce
NPEACTABA OPUrMHan Ha NPeAXOAHUS NPOTOKOS C OTPA3EHM BCUYKA OTITYCHATH KOMMECTBA NO Hero.

2. P30K npuema QOKyMeKTHTe NC TOYKA 1.61eA CNPaBKka OTHOCHO 3ApaBHoOOCHTYpUTENHUA cTaTyc Ha 30/1.

3. NbpBUST U BCekM creaBalll NPOTOKOM ¢6 3RABAT 3a nepuon Ao 180 axu.

g M3UCKBAHWUA HA H30K 3A MPOBEXIAHE HA NEPOPANHMUO XOPMOHARHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHME HA
’%d MNPOCTATHA XNESA B U3BLHEONHUYHATA NOMOLU - B cuna ot 1 anpun 2018 roguna
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NPUNOXEHMUE 1

KPUTEPUMTE NPU 3ANOYBAHE U NPOALINKABAHE HA NEPOPAJIHO XOPMOHANMHO NEYEHMWE HA

3NOKAYECTBEHO HOBOOEPA3YBAHME HA NMPOCTATHA XIE3A

Wme:

ErH

3abenexka: meduyurickama Gokymenmayus, ydocmogepseaLa 6CeKU OM KPUMEPUUME & NOCOYENa © uupa & uHdekc u 3adbANKUMEnto
ApudpyKasa HacMOAUOMOo NPuROXeHue.

A. KPUTEPWW 3A 3ANMOYBAHE HA AHTWAHOPOTEHHO NEYEHWE - FLUTAMIDE, BICALUTAMIDE,
CYPROTERONE (3ARBLIMKWUTENHM CA 1 U 5§ KPUTEPUU, KAKTO U EAWH OT OCTAHANUTE ~ 2 UMK 3 KPUTEPUWA)

MKB C61

1 | Knuuuyna auarko3a — xuctonoruyen pesyntar

2 | BOsHM C BUCOK PUCK WIAN € NOKANHO aBaHCUparn TyMop

3 | Peumupusupano winu meTacrasmpano sabonsease

4 | CbCTOAHME CNIER OpXMeKTOMUR

5 | Nunca Ha u3knouBawm kputepuu no 1. 5

E. usxﬁloqumu KPUTEPUU (MTPU 3ANOYBAHE HA HEHEHMETO)

1.

ONOOaLN

MpeawecTsawa aHachunakTuHa peakLus Cries NPUNOXEHNE HA CbLLMS NeKAPCTBEH NPOAYKT
OcTbp MUOKapaeH uHapkT

Dunboka BeHosHa Tpombosa

BenoppobeH TpomBemGonuabm

Mo3snueH UHCYNT C AaBHOCT A0 6 Meceua

Mo3buYHN MeTacTasu (HeTpeTupanu)

Texka opraHHa HEQOCTATBYHOCT

Dpyrv

B. KPUTEPUY 3A MPOABLMKABAHE HA MEPOPAJTHO XOPMOHANHO NEYEHME (3ANQBIIKUTENHU CA BCUYKK
KPUTEPUW)

MKB C61

1 | Xematonornunu niokasatenu, PSA

2 | Nlunca Ha mlcmotiaaum xpurepmu no 1. T

OtroBaps Ha KputepuuTe 3a 3anoysaHe Ha

T. N3KMNIOYBALLW KPUTEPUM (MPYU NPOLBLINKABAHE HA NEYEHUETO)

nevyeHneTo ¢

PNIAB LN

MpeawecTsawa aHaGUNAKTUNHA PEAKLIMS CNEA NPUITOKEHME HA CbLLUS NEKAPCTBEH npoAyKT
OcTbp MUOKApAEH wHapKT

Awnboka BeHo3Ha Tpombo3a

Benoapoben TpomBembonmssm

Mo3anueH UHCYNT ¢ aasHocT a0 6 Meceua

MoabuHut MeTacTasu (HeTpeTvpanm)

Texka opraHHa HeAOCTaTLYHOCT

Dpyrn

ﬁ, §  VBUCKBAHNA HA H3OK 3A MPOBEXHAHE HA NEPOPANHUO XOPMOHAINHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHUE HA
@ MPOCTATHA XNE3A B M3BbHBONMHUYHATA NOMOUW - B cvna ot 1 anpun 2018 roguHa
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NPUNOXEHUE 2

I NEYEBHO-QUATHOCTUYEH ANITOPUTHLM

1. NEKAPCTBEHW NPOAYKTW, skrioueHu B Mpunoxerne 1 Wa [IC, kouto H3OK 3annawa B cLOTBETCTBME C
AeVicTBaLNTE HOPMATUBHU SOKYMEHTY.

INN no3A

CYPROTERONE e 200 mg aHeBHO

FLUTAMIDE o 750 mg avesHo

: * 50 mg AHeeHo
BICALUTAMIDE ¢ 150 mg axesHo - Npn GONHAN, KOWTO He nonydasat LH-RH aWanor ¢ orneg
: CbXpaHaBaHe Ha cekcyanHuTe tyHKumm

2. MPOCHEAABAHE:

Mokasatenu v uacneasaHns HIxogHu 3 mecena + 6 meceua*

>
x

MKK (xeMOrnioBun, XeMaTokpuT, EpUTPOLIUTH, NEBKOLMTH, TPOMBOLUTH )

PSA

ASAT

ALAT

Ankansa ocdatasa

KpeaTuHuH, niukouHa KugennHa, ypes

XX X |X | X |X|x
XX x| [x |x |x

U3Cnensane Ha ypuha — oBLIO 1 CeaMMeHT
ABaomnHankz exorpacus -

CT/AMP/PET CT — no npeueHka

KocTHa cuuHTurpacmst - no npeeHka

KoHcynTaums ¢ yponor — 1o npeyexka

KoHCynTauws ¢ Kapawonor — no npeemka

+ 6 Meceua* - U3BLPWEAT CE HA BCOKM 6 MeCeLa

Il. OBLLMY U3UCKBAHUA

1. BnapacToBaTa rpaHuLIa Cg PSHUCISIBA B HABLPLIEHN FOIMHM - T.6. BKNIOUMTENHO KbM AaTATa Ha M3AaBaHe Ha NpoToKona ot
cneuvanusvpanara kKomucus. ;

2. Npu HasHayaBaHe Ha Tepanusi NO NPOTOKON 33ABLMKUTENHO ce CboGPA3ABAT BL3PACTOBUTE OrPAHUYEHMS, ChINACHO KpaTkaTa
XapakTepucTUka Ha CbOTBETHUA NeKapcTBeH NPOAYKT, YTBLpAEHa no.peaa Ha 3JINXM.

3. H30K he sannala neuenne n3BLH ykasaHaTa BL3PAcTOBa FPaHMLIA 8 kpaTkata XapakTepucTvka Ha npogykra.

4. H30K He 3annawa nevenme ¢ 031 Hajl MAKCUMANHO PESPELLIEHUTE NO KPATKa XapakTepucTUKa Ha npoAyKTa.

5. B cnyvait Ha HacTeNUNa NOAOSUPaHA HeXenaHa NexkapcTBeHa peakLms, nekapAT ysegomasa WAl no pepa Ha un. 183 ot
3NNXM. Konne 0T cboBILEHNETO ce Npunara KbM MeanLMHCKaTa AokymeHTauus Ha 300 npu kaHaWAaTCTBaHe 3a NneveHue.

6. CNEUMANUINPAHATA KOMUCHUA nspasa Pewenve cnea nposeaexa AmBynatopHa npoueaypa Ne 38 ,OnpegaensiHe Ha nnakx
Ha NeyeHne U NPOCNEASIBAHE Ha TePaNEeBTUYHIUS OTTOBOP MPW NALMEHTW, NOMy4aBaLLK CKLIIOCTPYBALLM NEKapeTBeHN NpoaYKTH No
pepa Ha un. 78, 1. 2 330" Ha ocHosaxme un. 53 1 un. 303 oT HauuoHaneH pamkos ZOrOBOP 338 MEeAUUMHCKUTE AENHOCTU Mexay
Hauvonanxata aapasHoocuryputenHa kaca W Bbarapcku nekapckw cbioa sa 2018r. (06H., OB, 6p. 28 oT 29.03.2018 r.) u
npepoctasena o7 30J1 MeanLmHCKa AOKYMEHTaUWs. CneuManuanpaHaTa KOMUCUS CbXpaHsiBa eanH eksemnnap oT PeweHunero,
CBXpaHfBa BTODU €K3EMNNAD Ha MPOTOKOMA/M, BCUUKM HEOBXOANMM ACKYMEHTHM 33 M3AABAHETO My W KOMME OT npunoxenve 1 Ha
HACTOSLLMTE UNCKBAHMS, NONLHEHO NO CHOTBETHATA TOYKA W NOANUCAHO OT YTIEHOBETE Ha CEUVANN3NPAHATA KOMUCHS.

HacToswpure usucksanns ca paspaboTenn Ha ocHoBamme un. 58 oT HaunoHaneH PaMKOB A0TOBOP 338 MEAULMHCKUTE AEHHOCTU
Mexay Hauvonannara aapasHooCUrypuTenHa kaca # Bbnrapcku nexapcky cbios 3a 2018r. (06H., B, 6p. 28 ot 26.03.2018 1),

n, g MBUCKBAHUA HA HIOK 3A MPOBEXZAHE HA NEPOPANIHUO XOPMOHAJTHO NEYEHWE HA 3NTOKAYECTBEHO HOBOOEPA3YBAHUE HA
@ NPOCTATHA XIE3A B U3BBLHBOMHUYHATA NOMOL - 8 cuna o7 1 anpun 2018 roguxa
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OPUNOXEHUE 3

AEKNAPALUA 3A UHOOPMUPAHO CBITIACUE C MBUCKBAHUSATA 3A 3AMOYBAHE/ NPOLBLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWSA NPOQYKT

Cres Karo LB 3anosHax C UANATa MU NpeocTaseHa WHOPMALME M LeNTa Ha MeYeHWeTo G NeKapceTBeHMa
npopy«KT.
NOCTABEHMTE OT MeH BLAPOCH, AEKNAPUPaM ye:

¥ CNEA KaTo NOMYy4MX W3YEepnaTenHu OTroBOpMU Ha

1. illg'cnaseam npenopbYaHaTa MU CXEMa Ha nedeHme NePUOAUYHOCT Ha KOHTPONHUTE Nperneau.
2. Pepnosvo we ce SBSBaM HA KOHTPONHM MPerneon M Hema Aa NPOMEHSIM CaMOBONHO WNN NOA APYro BHYLUEHWe
HadHaueHara Mu Tepanus.

3. I'lph DPeyCTaHOBABaHE Ha NEYEHNETO NO FIPUNMHY, HeNPOU3TMYALLIM OT pelienneTo Ha KomucusiTa 3a excnepTusn B P3OK
ulun{i Komucmata no un. 78, 1.2 ot 330, we yseomn He3abagHO NuuHMA cu nexkap ¥ P3OK u we BbpHa B8 P30K
FOCNEAHVA NPOTOKON, MO KOWTO CbM NOMYHABarn/a NeKapcTBEHNs NPoOAYKT.

4. Tlpu HecriassaHe Ha NOCOMEHUTE YCTIOBUS NMEYEHNETO MIA C YNIOMEHATUR NEXapCTBEH NPORYKT e GbAe NPEKPaTeHo U
HﬂMé Aa umam npeteHumn kem H30K.

5. Mpuréxasam/ e nputexasam akryanHo TEJIK petuenmne pue BPL3Ka CbC 3abonseaHero.

n g VISUCKBAHUSA HA H3OK 3A NPOBEXAAHE HA NEPOPAIHUO XOPMOHANHO NEYEHME HA 3/IOKAYECTBEHO HOBOOBPA3YBAHVE HA 3
@ MPOCTATHA XKNE3A B M3BLHBONHUYHATA MOMOL - B cuna ot 1 anpun 2018 roguna




