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NPUNOXEHMUE 3

BEKNAPALMSA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUSATA 3A 3ANOYBAHE/ NPOABMIKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

Cej Kato' ce 3anosHax C UAnaTa Mw NpeAOCTaBeHA WHAIOPMAUMS M UENTA Ha NEYEHUETO C NeKapeTBeHus
NPOayKT...
IOCTABEHUTE OT MEH BBNPOCH, AEKNApUPaM Je:

¥ cnea KkaTo nonyvux usvepnaTenHu OTrOBOPWU Ha

1. Ule criassam npenoptuanata MU CXeMa Ha NEYEHVE W NEPUOAMIHOCT Ha KOHTPONHUTE Nperneau.

2. Penésno uje Ce ABABAM Ha KOHTPOMHW Nperfiean W HAMa Aa MPOMEHAM CaMOBONHO WNW NOA APYro BHYLeHWe
HazHaueHaTa MU Tepanus.

3. Npu hpeycraHoaﬁaaHe Ha NTeYEHNETO NO NPUYMHIA, HENPOKITUYALIN OT peLleHneTo Ha KomucusTa 3a ekcneptman B P3OK
winy Komucusta no un. 78, 1.2 ot 330, we ysefoMa HesabaBHO nuukus cy nekap u P30K u we BbpHa B P30K
TIOCIeAHUST NPOTOKON, NO KOWTO CbM NOMNY4ABAN/a NEKaPCTBEHNS NPOAYKT.

4. Mpw HecnassaHe Ha NOCOYEHUTE YCTIOBUS NEYEHUETO MU C YNIOMEHATMS NEKAPCTBEH NPOAYKT e Gbae NpekpaTeHo u

HSIM@ 43 UMaM npeTeHLMn keM H3OK.

08T cie s

3
@ V3NCKBAHUA HA H3OK 3A MPOBEXJAHE HA MAPEHTEPAIHO UM KOMBWUHWUPAHO NAPEHTEPAIHO # NEPOPANHO XOPMOHANHO 6

NEYEHWE HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA NIPOCTATHA XXNE3A B N3BBLHBOMHUYHATA MOMOLLL - B cuna ot 1 anpun 2018
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U3NCKBAHWUA HA H30K
3A NPOBEXAAHE HA NAPEHTEPAITHO MNU KOMEWHUPAHO NAPEHTEPASTHO W MEPOPANHO
XOPMOHAIHO NEYEHUE HA 3NTOKAYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XIE3A
B U3BBLHEONHUYHATA MOMOLL

MpotokonbT ce u3faea OT cneuuanusmpaHa xomucus B rieyebHO 3asBefeHMe 32 GOSTHMUHA nOMOL v
KOMMNEKCEH OHKONOTMMEH UEeHTLP, CKMOMMNU aorosop ¢ H3OK. Cneuuanmupanwre KOMMCHUHW CE Cb3aasaT ChC
3anoseq Ha AvpekTopa Ha neyvebHOTO 3aBeaeHve (N13) v BrniovsaT niekapu CbC CNeuUanHoCT MEANUMHCKA OHKONOrMA wnu
BbTpELWHU 60NecTU U OHKONOTMA.

I PEf,3A 3ABEPABAHE HA NPOTOKOIUTE

MpoTokony 3a 3anoyBaHe Ha neveHne
lMpoTokonu 3a NpomsANa Ha neueHne

» TonbnHeHo n nopnucaHo npunoxenwe 1A/1B — nucT 3a onpefensHe Ha
KPUTEPUUTE C BCUMKM HEOBXOAMMM U3CNEABAHNS(IPUNAZAM CE U HA OPUZUHANHE
6naHKa unu 3agepeHo Konue)

CMNELUWMATIM3UPAHA * MenuuuHcka AOKyMEHTAUMA, BKMOYBALLA AAHHW OT aHamWesaTa, craTyca u

KOMUCUS NPeaxoxaallo neyeHue

= PeweHne Ha cneuManU3NpPaHa KOMUCHS C ACHE MEANLIMHCKA MOTMBALMS
(3aabrKUTENHO Cce 0TOENA3Ba NUNCa Ha U3KMIOYBALLM KPUTEPUN)

/ * ‘lfporokon 3a npeanuceaHe Ha nekapcTea, sannawann ot H3OK/P30OK' —

06p. M3-H30K
Komucua no un. 78, 1. 2 3aeepka Ha npoTokona B
o1 330 B LY Ha H30K P30K

MNporokonu 3a Apoab/MKaBaHe Ha fieveHue

= ‘“Tporokon 3a npegnuceaxe Ha 3a Ha npoTokona B
gg;%ﬁ;nswmm » nekapcTea, 3annawanu ot H30K/P30K" — > P;;? *a P
06p. M3-H30K

Il. OBLWM NONOKEHUA

1. 300 nopasa noproveexute gokymentn B P30K, Ha repuTopHATa Ha KOATO e Hanpaeuno u3bop wa OII.
AoKkyMeHTHTe BKNlOYBAT:

1.1. 3anenenue o Aupektopa Ha PSOK.

1.2. MombnHeHo ¥ NoANMCaHO mpunoXeHwe 1. MorbriBa ce no choTBETHATA TOYKA W Ce Mpunara oTpaseHata B LUUGPOB
VHAEKC MeANLMHCKa NOKYMEHTaUWR, YAOCTOBEPSBALLA BUEKW AUH OT KpUTepunTe.

1.3. NbNHUAT HaBop u3cneaBaHUs ((DUNKANHU, WHCTPYMEHTAIHY ¥ NaBoPaTopHU), OTpaseH B npunoxenxue 2.

1.4.Tipotokon 3a npeanucBaHe Ha nekapcTsa, 3annaw@auu ot H3OK/P30OK - 06p. M3-H30K, usganed ot
cneunannanpana komucus. Mpunara ce konue Ha NPOTOKONA, @ MPU KAHAMAATCTBAHE 3a MPOAbIKaBaHe Ha TepanusTa ce
NpeAcTaBa OpUrMHan Ha NpeaxoAHus NPOTOKON C OTPAa3eHu BCUYKU OTNyCHaTU KONWYeCcTBa NO Hero,

1.5. PeweHue Ha crieunanuaupana KOMMCHSI OT NeYeBHO 3aBEAEHUE — M3NLNHUTEN Ha AmBynaTtopHa npouegypa Ne 38
~OnpeaensiHe Ha Nnax Ha neyeHue n NPOCNEAsiBaHe Ha TepaNeBTUYHNR OTTOBOP NPY NALMeHTY, nony4asaly CKbNOCTPYBALYM
NeKapcTBeHU NpoAYKTW NO peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.6. Aexnapaums 3a MHOPMUPaHO cbrnacue no obpasey (Mpunoxexmue 3)

2. P30K npuema ookymeHTUTe No TOYKa 1 creq CrIpaBKa OTHOGHO 3ApaBHOOCHIypUTENHUA cTaTyc Ha 301,

3. MpBUAT U BCeku cneaBaw NPOTOKON Ce N3NaBaT 3a nepuoa Ao 180 gHu.

.
rb V3NCKBAHMA HA H3OK 3A MPOBEXIAHE HA NAPEHTEPANHO UN# KOMBWUHWUPAHO NAPEHTEPANHO U MEPOPANHO XOPMOHANHO
NEYEHUE HA 3NOKAYECTBEHO HOBOOBPASYBAHUE HA MPOCTATHA XKIE3A B M3BBLHBONHWYHATA NOMOLL - B cuna ot 1 anpun 2018
ropuna
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APUNOXEHUE 1A

TUCT 3A OMPEQENAHE HA KPUTEPUMUTE NPU 3ANOYBAHE HA MAPEHTEPANHO UNU KOMEUHUPAHO
NAPEHTEPAITHO M NEPOPANHO XOPMOHANHO NEMEHWE HA 3IOKAYECTBEHO HOBOOBEPA3YBAHUE HA
MPOCTATHA XNE3A

Wme: ErH

3abenexwxa: meduyurckama GoKyMeHmayusi, ydocmosepssalya ecexu OmM KpUMePUUME € NocoYeHa ¢ yughpa ¢ uHdexc u 3adwrKumenno
Apudpyaea HALMOROMO punoXeHUe.

A, KPI&J’EPMM 3A 3ANOYBAHE HA MAPEHTEPAJTHO AHTUAHRPOTEHHO NEYEHWE, NEYEHWE C LH-RH AHATNOr
UM KOMBEMHUPAHO NAPEHTEPANHO W MNEPOPANHO XOPMOHANHO NEMEHVE (3AQBLIDKUTENHUA CA 1 U 4
KPUTEPUM, KAKTO W-EQUH OT OCTAHAIUTE — 2 UNU 3 KPUTEPUN)

MKB C61

1 | KnuruuHa guarsosa — XMcTonornyeH peaymé‘r !

2 | BOSHM C BUCOK PUCK WK C NIOKANHO aBAHCUPAT TYMOP, NOAXOAALLM 33 XOPMOHANHO nevenue |

3 | Bonuuc beuunuaupano u/unu metacTasupano sabonsiBade, NOSXOASLLK 32 XOPMOHANHO NeveHne

4 | Minca na uskniouBaum Kputepuu no Touka b °

T HeoBxoAMMUTe M3cneBanmA ca otpaseny B Tabnuua 2 Ha NPUAOKEHKE 2 - 33ZWMKATENHO C8 NPEACTABAT Ha OpUTMHanHa BnaHka ot
nabopaTopun NN 38BEPEHT U NOATCAHO KONUE, NP HANWUME HA XOCTIMTANA3ALMA CE NPMNATA enuKpU3a ¢ Homep M3 ¢ aasrocT A6 1 mecey
DPEAM KAHRNAATCTBAHETO

amBynaTopHi NUCTOBE OT APErNean NPH CNELMAITUCT, KaKTO ¥ MHOPMaLUA, OTPaleHa B eNUKPH3a

YAOCTOBEPABA Ce C NOANMC HA CMIGLIMANMCTA B NPUNOXEHHE 1 HA HACTOSIUTE UIUCKBAHUR W Ce NomMLNBa Tabnnya 1

B. U3KIMIOYBALUW KPUTEPUK (IIPH 3ATIONBAHE HA NEYEHUETO)

- NpepwecTeauia aHaUNAKTUNHA PEAKUMA NPU NPUNOXEHME HA ChILMS NEKAPCTBEH NPOAYKT
Mo3byHi MeTacTasn (HeTpeTMparm)

TemKa OPraHHa HEROCTATEMHOCT

Rpyrw :

pom s

OTroBaps Ha KpUTEPUUTE 3a 3anouBaHe Ha
neveHneTo ¢

=y N
&S M3NUCKBAHUA HA H3OK 3A NMPOBEXIAHE HA NAPEHTEPANHO UM KOMBMHWPAHO NAPEHTEPANTHO U NEPOPANIHO XOPMOHAMHO ’
NEYEHUE HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MPOCTATHA XKMNE3A B W3BBHEONHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2018
roguHa
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PUNOKEHUWE 16

TUCT 3A ONPELQENSHE HA KPUTEPUWUTE NPYU NPOLBIMKABAHE HA NAPEHTEPANHO UMK KOMBUHWUPAHO
NAPEHTEPAITHO W NEPOPAITHO XOPMOHAJTHO NEYEHVWE HA 3NOKAYECTBEHO HOBOOEPA3YBAHUE HA
MPOCTATHA XNE3A

Wme: ErH

3abenexka: mMeduuuHCKama GOKyMeHMayus,, yBOCTIOBepsIeaUla 6CeKU O KDUMEPUUME 6 ToCOYeHa C yubpa & undexc u 3adbmwumento
npudpyxaea HacMoAUOMo npunoXeHue.

B.. KPUTEPMN 3A NMPOABIMKABAHE HA MAPEHTEPANTHO WNU KOMEWHWPAHO XOPMOHANHO NEYEHUE
(SAOBLIDKUTENHN CA U OBATA KPUTEPUS)

MKB C61

1 | WHhopMaLiwMA 3a NPUNTOXEH NMOKANeH METO/A Ha NEYEHUE NPU NOKANHO aBaHCUpano sabonseare

2 | XemaronormHn nokasateny, PSA 2

3 | Nunca Ha U3KITIOUBALWLM KpUTEPUK No Touka T 3

T enukpu3aleTanHa eNuKpM3a C OTpaseHa CTENeH Ha NOBAKNKBAHE Ha NOKa3aTeNNTe CNej 3aNOYBAHE Ha NEYEHMETO, HEOBXOANMUTE UICNEABAHMS
€3 OTpasey 2 TabnnLa 2 Ha NpUIoKeHNe 2 - 33ALMKUTENHO Ce NPEACTABAT Ha opuruHanta Gnawka oT NaBopaTopus UAK 3ABEPEHO M NOANNCAHO
Konue ;
2 amBynatophs nucTose ot nperneau MU CNELMANMCT, KAKTO K MHABOPMALIMA, OTPA3eHa B eNUKpPH3a

YAOCTOBEPABA €& ¢ NOANUC HA CMEUKAITUCTA B NPUNOKOHME | Ha HACTOALINTE HIUCKBAHUS

T. U3KTHOYBALLM KPUTEPUM (MPU NPOTLIIKABAHE HA NEYEHUETO)

Mpenwectsalua aHadunakTuiHa peakLvsa NPU NPUNOKEHUE HA CHLUNS NEKAPCTBEH NPOAYKT
Mo3btiHn MeTacTasu (HeTpeTMpanm)

. Texxa opranHa HEAOCTATLHHOCT

- Opym :

LTI NPN

Otrosaps Ha KpUTepuMTe 3a IPOABIKABAHE
Ha NeYeHNeTo ¢

=
n\> M3NCKBAHWST HA H3OK 3A NMPOBEXOAHE HA MAPEHTEPANHO UNU KOMEWHWPAHO NAPEHTEPANTHO W NEPOPANHO XOPMOHASHO
NEYEHME HA 3/TOKAYECTBEHO HOBOOBPASYBAHUE HA NPOCTATHA HKNEIA B UBBLHBEOMHUUYHATA NOMOLL - & cuna ot 1 anpun 2018
roanHa
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I. AEYEBHO-AAIMATHOCTUYEH ASTTOPUTBM

APUNOXEHHWE 2

1. NEKAPCTBEHW NMPOOYKTW, Bkniouexn s Mpunoxexve 1 wa NNC, kouto H30K 3anrawa B CboTBETCTBME ¢

AencTBalmre HOPMAaTUBHWA JOKYMEHTH.

INN DO3A
BUSERELIN * 0.11 mg depot implant
LEUPRORELIN = 0.134 mg depot inj
GOSERELIN + 0120 mg depot implant
TRIPTORELIN = 0.134 mg depot inj
CYPROTER(;S;NE = 100mg
FLUTAMIDE = 750mg
BICALUTAMIDE * 50mg

2. NPOCNENABAHE:

Moxaszatenu u nuicnenBaHus

U3IXOAHW 3 meceua

+ 6 Mecena*

NMKK (xemorno6uH, xeMaTokpuT, epUTPOUNTY, NEBKOLIATH,
TpomBoLnTH }

x

PSA - usxogsiy v HacTosw peayntar

ASAT

ALAT

AnkanHa gocdarasa

KpeaTutuH, nifkouHa kucenusa, ypes

Macrienpake Ha ypuHa — OGILO ¥ CEUMEHT

AbaomuHanHa exorpagin

X x| [x [ | |x

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

CT/AMP/PET CT - no npeuexka

KoctHa cumHturpadms™

KoHcynTaums ¢ YPONor — no npeLeHka

KoHcynTalus ¢ KapAMonor — fo npeueHka:

+ 6 Meceua” - HIFLPWBAT CO HA BCBKW 6 MeCeLa
** M3CNIGABAHWATA CO MBBLPIBAT HA BCEKU 12 Mecena

Wacnepsanvstia ce npencTasBst Ha opurvHaNHK GRaHKM WM 3aBEPEHM KOMWR C MOANMC W neuar Ha N3 (npy Hanu4ne Ha
XOCMUTanN3aLis C AABHOCT A0  MeceL| Npeav KaHAMAATCTBAHETO Ce NPUIAra 3aBepeHo KONUE OT enukpusa ¢ Homep U3)

II. OGLL UBUCKBAHHKA

1. Bn3pacToBaTa rpaHuLa Ce WIHUCNABA B HABEPLUGHN FONWHA - T.6. BKNIYMTENHO KbM AATATA HA N3NABAHE HA npoTokona ot

cneyuannsnpaHaTa KoMucua.

2. Mpy HasHavasaKe Ha TePanus no npoi'bnon 3aABMKMTENHO ce CLOOPAIsiBAT BL3PACTOBUTE OTPAHIUESHNS!, CbINACHO Kpatkarta
XapaKkTepuCTUKa Ha CLOTBETHUA NeKapCTBEH NPOAYKT, YTBbPAGHa No.peaa Ha 3AMXM.
3. H30K He 3annaiua neueHue U3BLH yKasanata BLIPACTOBE rPaHALia B KpaTKaTa XapaKkTepUCTUKA Ha NPOAYKTa.

4. H3OK He 3annaiya nevenue ¢ 403V HAA, MaKCUManHo paspeuleHiTe fo KpaTka xapaKTepncTuka Ha NPoayKTa.

5. B criyuait Ha HacTeNMNa NOAO3UpaHa HeXenana NeKapeTBeHa peakuns, nekapat yseaomsasa WAI no pega Ha un. 183 ot
3NMNXM. Konne oT cuobLyenneTo ce npunara KbM MeguumMHckaTa AokymeHTauus Ha 30J1 npu kaHanaaTCTBaHe 3a neyenne.

6. CNELIMANU3NUPAHATA KOMUCHUA uspasa Pelienve cnen nposeaexa AmBynaTtopha npoueaypa Ne 38 ,OnpeaensHe Ha nnan
Ha neyeHue 1 NpocneAsBaHe Ha TepanesTUUHUA OTTOBOP My MNALUMEHTH, NOMY4aBaLLN CKLNOCTPYBALUM NEKAPCTBEHM NPOAYKTH MO
Pepa Ha un. 78, 1. 2 330" Ha ocHosaHme 4n. 53 1 un. 303 oT HauuoHaneH pamkos [0rOBOP 38 MEAULIMHCKUTE AENHOCTH Mexay
HauvouanxaTa sapasHoocuryputenta kaca # Sunrapckin nekapcku Ccbio3 3a 2018r. (o6H., 0B, 6p. 28 or 29.03.2018 r) u
npeaoctaseHa ot 30J1 MeauuMHCKa AOKYMeHTaumsA. CneuvanmanpaHata KOMUCHS CbXpaHsBa eAvH eK3eMnnsp oT PelweHweTo,
CbXpaHABA BTODW EK3EMNNAD HA MPOTOKONA/M, BCUUKM HEOBXOANMM JOKYMEHTN 33 U3SABAHETO My M KOMME OT npunoxerve 1 Ha
HACTOALLNTE NIUCKBAHMSA, NOMLITHEHO NO CLOTBETHATA TOYKA M MOANMCAHO OT UNEHOBETE Ha CTIELMANM3UPAHATA KOMUCHS.

HacroAumTe usncksanns ca paspabotenn Ha ocHoeamme un. 58 oT HauvowaneH PaMKOB A0rOBOP 338 MEAMUMUHCKMTE AEAHOCTU
Mexqy HauvonanHara sapasHoocuryputenta kaca  Bunrapcku NeKkapcku cbio3 3a 2018r. (06H., 4B, 6p. 28 ot 29.03.2018 r.).
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ﬁ\} M3WUCKBAHMA HA H3OK 3A MPOBEXAAHE HA MAPEHTEPANHO UMM KOMBUHWUPAHO NAPEHTEPATHO U NEPOPANHO XOPMOHANHO
NEYEHWE HA 3fIOKAYECTBEHO HOBOOBPA3YBAHUE HA NPOCTATHA XKIE3A B W3BBHBONHUYHATA NMOMOLUY — & cuna ot 1 anpun 2018
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