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U3NCKBAHUA HA H30K
3A NMPOBEXOAHE HA NAPEHTEPAJIHO UMM KOMBUHUPAHO NMAPEHTEPAITHO U MEPOPAJTHO
XOPMOHAIHO NNEMEHUE HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA NMPOCTATHA XNE3A
B U3BbHBOJTHUYHATA NMOMOLL

MpoToKoNbT ce U3gaea OT chneuuanuaMpaHa KOMUCUA B NieyeGHO 3aBeAeHMe 3a GONMHUYHA NOMOLL UMM KOMMJEKCEeH
OHKOJIOrMYeH LeHTBLP, cknouunu goroop ¢ H30K. Cneunanm3npaHMTe KOMUCUM Ce Cb3faBaT CbC 3arnoBeq Ha AMpeKTopa
Ha ne4vebGHoTOo 3aBegeHve (J13) n BkMOYBAT Nekapu CbC CNELManHOCT MeOUUUHCKA OHKOMOrMs unu BbTPELHU Gonectn u
OHKOIOrus.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3ano4BaHe Ha TepanusTa
[NboTokonn 3a NpoMsAAHA Ha TepanusaTa

* [lonbnHeHo u nognucaHo npunoxeHue 1A / 1B — nucT 3a onpegensiHe Ha

kputepuute (no T.A)/ (no T.B) ¢ Bcnukmn Heobxoaumm nscnenBaHus.

CMEUMAIIMSUPAHA | * Enukpusaletanna envkpu3a, BKNIOYBALLA AAHHN OT aHaMHe3aTa, CTaTyca u

KOMUCKHA NpeaxoxaaLlo NeveHne (Mpuiazam ce U Ha opuauHanHa baHKa unu 3a8epeHo

Koriue)

= EkcnepTHO cTaHOBMLE C SiCHA MeAMUMHCKA MOTUBaUMS (3a4bIMKUTENHO ce

oT6ensa3Ba nunca Ha U3KMYBaLLM KpUTEPUM (TOOMUCAaHO OM 8CUYKU Y/IEHOBE Ha

crieyuanusupaHama KOMUCUS)

= “[poTokon 3a npegnuceaHe Ha nekapcTea, 3annawaHn ot H3OK/P30OK” —
06p. M3-H3OK (nodnucaH om scuyku YyneHoee Ha crieyuanu3upaHama KoMUCUs)

Komucus no un. 78, 1. 2 ot —> 3aBepka Ha npoTokona
330 B LlY Ha H30K B P30K

npOTOKOJ’IM 3a npoAabliKaBaHe Ha TepanudaTa

= ‘TlpoTokon 3a NpegnuceaHe Ha nekapcTea,
CNEUMANU3NPAHA ' 3annawann ot H30K/P30OK” — 06p. M3-H30K . 3aBepka Ha

KOMUcusa (modnucaH om 8CUYKU YrieHose Ha npotokona B P30K
crieyuanusupaHama KOMUCUS)

Il. OB MNONOXEHUA
1. 330J1 nogaBa nogrorBeHuTe gokymeHT B P30K, Ha Teputopusita Ha KOAATO e HanpaBuno n3éop Ha OMNJ1. JokymeHTUTe
BKNIOYBaAT:

1.1 3asaBneHue go fupektopa Ha P3OK.

1.2 MNonbrHeHo M nognucaHo npunoxeHue 1. NonbnBa ce MO CbOTBETHATA TOYKA M Ce Mpunara oTpas3eHaTa B UMGPOB

WHAEKC MeaMUMHCKa OKYMEHTauusl, yOooCTOBEpPsiBaLLA BCEKM eANH OT KpUTEPUNTE.

1.3 MbnHMAT Habop uscnepBaHUA (pU3nKanHu, MHCTPYMEHTANHU 1 nabopaTopHX), OTPa3eH B NpuUIoXxeHue 2.

1.4 ‘“MpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu ot H3OK/P3OK” - o6p. M3-H3O0OK, wuspgapgeH ot
cneumanusmpaHa komucus. lNpunara ce komve Ha MpOTOKOMa, a MpU KaHAugaTCcTBaHe 3a MpoAbiikaBaHe Ha Tepanusita ce
npeacTaBs OpUrMHan Ha Npeaxo4Hus MPOTOKOS C OTPa3eHW BCUYKM OTMYCHATU KONMYECTBA MO HEro.

1.5 Oeknapauus 3a uHcpopmmpaHo cbrinacue no obpasel, (npunoxeHue 3)

2. P30OK npuema nokymeHTUTE no T. 1 cnep cnpaBka OTHOCHO 34paBHOOCUTypuTenHusa ctatyc Ha 330J1.

3. MbpBUAT M BCekn cneaBally NPOTOKON ce u3faBar 3a nepuopn Ao 6 meceua.

4. Mopaau uctopuyeckn 3anoxeHus Gromket, H30K 3annawa cbwmute o6eMn B CbOTBETCTBUE C YTBbPAEHUTE
MeAULMHCKU KpUTEPUM.
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“'/":f(‘ N3NCKBAHNA HA H3OK 3A NMPOBEXOAHE HA MNMAPEHTEPAITHO UITM KOMBMHUPAHO MAPEHTEPAJTIHO 1 MEPOPAJIHO XOPMOHAJTHO
g [TEYEHUE HA 3JIOKAYECTBEHO HOBOOBPA3YBAHWE HA MPOCTATHA >KNE3A B 3BbHBEOTHNYHATA MOMOLL,



NPUNOXEHUE 1A

JINCT 3A ONPEOENAHE HA KPUTEPUUTE MNMPU 3ANMOYBAHE HA NMAPEHTEPAJTHO N KOMBUHUPAHO
NAPEHTEPANHO U NEPOPAJIHO XOPMOHAJIHO JIEYEHUE HA 3JTOKAYECTBEHO HOBOOEPA3YBAHUE HA
MPOCTATHA XIE3A

Nwme: ErH

3abenexka: meduyuHckama AokyMeHmauus, ydocmosepsisauja 8CeKku Om Kpumepuume e focodeHa ¢ yugpa 8 UHOEKC U 3a0bIHKUMEeNIHO
npudpyxaea HaCMoOsIU,O0MO MPUIIOKEHUE.

A. KPUTEPUUN 3A 3ANOYBAHE HA NAPEHTEPAJIHO AHTUAHOPOIrEHHO JIEYEHUE, NEYEHUE C LH-RH AHANOI
MNn KOMBMHUPAHO TMAPEHTEPAIIHO U NEPOPANIHO XOPMOHAIIHO JIEMEHWE (3AOBIKUTENHU CA 1 U 4
KPUTEPUWU, KAKTO U EOUH OT OCTAHAJIUTE — 2 U 3 KPUTEPUN)

MKB C61

1 | KnMHuM4YHa gnarHosa — xucTonoru4yeH pesynrar 1

2 | bornHu ¢ BUCOK pUCK n/vnu ¢ nokanHo aBaHcupan Tymop, nogxoadlin 3a XopMoHarHo ne4yeHune 1

3 | BonHu ¢ peungueupano u/unu metactasupano sabonsiBaHe, NOAXOAALLM 33 XOPMOHAIHO redeHne 2

4 | Nunca Ha usknousawm kputepumno 1. 6 °

THeo6xoaUMNTE M3CNeaBaHUA ca OTpaseHM B Tabn 2 Ha MpUNOXeHMe 2 - 3aAbLIKUTENHO Ce NPEACTABAT HA OpWUrMHanHa GnaHka oT
naboparopus unv 3aBepeHo 1 NoANNCaHO Konue, MpW Hanuune Ha XocnuTanusaumsa ce npunara enukpusa ¢ Homep M3 ¢ aasHocT 4o 1 mec. npean
KaHAMAATCTBAHETO

2aMESynaTopl-m nucToBe OT nperneau npu cneuyvanuct / unu konusa ot 6n. M3 Ne11998 / unu konua oT KoHcynTauuu, otpaseHu B JI1AK,
KaKTo U MHdopmaLms, oTpaseHa B enukpusa

SynocToBepsBa ce ¢ NOANMC HAa CMELNANNCTA B NPUNOXeHNe 1 Ha HACTOSILUNTE M3NCKBAHNA N CE NONMbrBa Ta6n. 1

B. U3KITIOYBALLU KPUTEPUM (NMPU 3ANOYBAHE HA NEYEHUETO)

MpepLwecTBalla aHaunakTMyHa peakuusi Npy NpUoXKeHNe Ha CbLUUSI TEKAPCTBEH NPOOYKT
OcTbp MUokapaeH MHapkT

[Obnboka BeHo3Ha Tpombo3a

BenogpobeH Tpombembonnsbm

Texka genpecus

Mo3b4eH MHCYNT ¢ AaBHOCT o 6 Meceua

Mo3b4yHM MeTacTasu (HeTpeTupaHmu)

Texka opraHHa He4OCTaTbYHOCT

[Ipyrv

© o N o

OTroBapsi Ha KpuTepuuTe 3a 3ano4YBaHe Ha
P putep B AHEBHA Jo03a
JIBYEHUETO C e R

j—n 3
H/,“‘ U3VUCKBAHMS HA H30K 3A MPOBEXIAHE HA MAPEHTEPAITHO UM KOMBUHVUPAHO MAPEHTEPAIHO M MEPOPAITHO XOPMOHAITHO
w NIEYEHME HA 3MTOKAYECTBEHO HOBOOBPASYBAHME HA MPOCTATHA XITE3A B U3BHBEOMHUYHATA MOMOLL




NPUNOXEHUE 16

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABITXKABAHE HA NMAPEHTEPANHO UK KOMBUHUPAHO
NAPEHTEPANHO U NEPOPAJIHO XOPMOHAJTHO JIEYEHUE HA 3JTOKAYECTBEHO HOBOOEPA3YBAHUE HA
NMPOCTATHA XIE3A

Ume: ErH

3abenexka: meduyuHckama O0OKyMeHmauusi, ydocmosepsigauja 8Ceku om Kpumepuume e rocoyeHa C¢ yugpa 8 UHOEKC U 3a0bJ/DKUMEsSTHO
npudpyaea HacCmMosiW,0Mo MpPUsIoKeHUe.

B. KPUTEPUM 3A NMPOOABINKABAHE HA TNAPEHTEPAJIIHO UK KOMBUHUPAHO XOPMOHANHO JNEYEHUE
(SAOBIMKUTENHU CA U ABATA KPUTEPUA)

MKB C61

1 | XemaTonormnyHu nokasatenu, PSA

2 | Nlunca Ha usknYBawm Kputepum no 1. I 3

'enukpusaleTanHa enmkpusa c oTpaseHa CTeneH Ha NOBMMSBAHE Ha NokasaTenuTe Creq 3anoyBaHe Ha NeyYeHneTo, HeoBXxoaMMUTe U3cneaBaHNs
ca oTpa3eHu B Tabn. 2 Ha npunoxeHue 2 - 3a0bIHKUTENHO Ce NPEACTaBsAT Ha opurMHanHa 6naHka ot nabopatopus UM 3aBepeHo U NOANMCcaHo
konve

2aM6yna'rop|-W| niucToBe OT nperneau npu cneuyvanuct / unu konusa ot 6n. M3 Ne11998 / unmu konusa oT KoHcynTauuu, otpaseHu B J1AK,
KaKTO U MH(popMaLuUs, oTpa3eHa B enuKpusa

3'y;:;oc'roaepﬂBa ce C noAnuc Ha cneyManucTa B NpuUnoXxeHue 1 Ha HacTosILUUTE U3UCKBAHUA

. U3KNMIOYBALLU KPUTEPUU (MPU NPOOABINKABAHE HA JIEYEHUETO)

MpepLwecTBalya aHaUnNakTM4yHa peakuusi Npy NpUNoXeHne Ha CbLUUS NTEKApCTBEH NPOAYKT
OcTbp MHOKapAeH MHDapKT

[Obnboka BeHo3Ha Tpombo3a

BenogpobeH TpomboeMbonm3bm

Texka genpecus

Mo3byeH uHcynT

Mo3byHM MeTacTasu (HeTpeTMpaHu)

Texka opraHHa HeOCTaTbYHOCT

[ipyrv

BRI GD Cle S LIS e

OTroBaps Ha KpUTepuMTe 3a NpoabinKaBaHe
B AHeBHa fo3a
Ha MEYEHUETO C i O EEEETGAERGE e,

j—n 4
H/,“‘ U3VUCKBAHMS HA H30K 3A MPOBEXIAHE HA MAPEHTEPAITHO UM KOMBUHVUPAHO MAPEHTEPAIHO M MEPOPAITHO XOPMOHAITHO
w NIEYEHME HA 3MTOKAYECTBEHO HOBOOBPASYBAHME HA MPOCTATHA XITE3A B U3BHBEOMHUYHATA MOMOLL




L NEYEBHO-AUMATHOCTUYEH ANITOPUTBM

OPUNOXEHUE 2

1. JIEKAPCTBEHW NPOAYKTW, BknoyeHn B [Mpunoxenne 1 Ha [MJC, kouto H3OK 3annawa B CbOTBETCTBUE C
AeNCTBaLUMTE HOPMATUBHU JOKYMEHTW.

INN AOO3A
GOSERELIN = 0.129 mg depot implant
LEUPRORELIN = 0.134 mg depot inj
BUSERELIN (AS . .
ACETATE) 0.11 mg depot implant
CYPROTERONE = 100 mg
BICALUTAMIDE = 50mg
FLUTAMIDE = 750 mg
TRIPTORELIN = 0.134 mg
2. NPOCINEASABAHE:
U3X. 3m +6Mm*
Moka3zaTenu n nscneaBaHus
MKK (xemornobuH, xemaTokpuT, J \
€pUTPOLIMTH, NEBKOLIMTI, TPOMOOLINTK )
PSA X X X
ASAT X X
ALAT X X
AnkanHa cpocdartasa X X
KpeaTuHuH, NUKOYHa KncenuHa, ypes X X
WN3cneaBaHe Ha ypuHa — o6LLo n X X
CceouMeEHT
AbomuHanHa exorpacus — no npeueHka
CT/AMP/PET CT — no npeueHka
KocTHa cumHTUrpacdums — no npeLeHka
KoHcynTaums ¢ yponor — no npeLeHka
KoHcynTaums ¢ kapamonor — no npeleHka

+ 6 M.* - UI3BBPLUBAT ce Ha Bcekn 6 meceua
U3cnepBaHuaTa ce npepcTaBAT Ha OpUrMHamHW GnaHkM WM 3aBepeHu Komus ¢ noanuc u nedat Ha JI3 (npu Hanwnume Ha
xocnuranuaaums ¢ 4aBHOCT A0 1 Mec. Npeauv KaHAMOaTCTBaHETO ce npunara 3aBepeHo Konve oT enukpusa ¢ Homep UN3)

Il OBl USUCKBAHUA
1. Bb3pacTtoBaTta rpaHuua ce U34ucrsiBa B HaBbPLUEHW FOAUHU - T.e. BKIIOYUTENHO KbM AaTtata Ha usgaeaHe
Ha MpOTOKOMa OT crneunanuapaHaTa KOMUCKS.
Mpy HasHayaBaHe Ha Tepanus MO MPOTOKON 3aAbIMKUTENHO ce CbobpasABaT Bb3PACTOBWUTE OrpaHUYeHUs
CbITacHO KpaTKaTa XapaKTepucTUKa Ha CbOTBETHUS NeKapCTBeH NPOAYKT, yTBbpaeHa no peaa Ha 3MMXM.
H3OK He 3annaiiya neyeHune ¢ 4o3u HaJ MakcUMarnHo paspeLleHnTe Mo KpaTka XapakTepucTiika Ha NpoayKTa.
H3OK He sannawa neyeHve M3BbH YykasaHaTa Bb3pacToBa rpaHULa B KpaTkaTa XapaKTepucTuka Ha

2,

npoaykra.

KOMUCUATA, uspana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3eMNnsAp Ha MPOTOKOSia U BCUYKMU
Heo6XxoAMMU AOKYMEHTU 3a U3gaBaHeTo My.

Hacmoswume usuckeaHusi ca pa3pabomeHu Ha ocHogaHue 4. 54 u 4n. 55, m. 2 om HP[ 3a meduyuHckume deliHocmu 2011
200uHa (06H. 8 []B 6p. 3/11.01.2011 e.) u enuzam e cuna om 1 mau 2011 a., cbenacHo 4yn. 10 Ha Hapedba Ne 10 om 24 mapm

2009 e. 3a ycnogusma u peda 3a 3annawjaHe Ha fiekapcmeeHu npodykmu ro 4. 262, an. 4, m. 1 om 3akoHa 3a nekapcmeeHume
npodykmu 8 xymaHHama MeduyuHa, Ha MeOQUUUHCKU u3denusi U Ha OuemuyYyHU XpaHu 3a crieyuanHu meduyuHcku uenu (obH. B,
6p. 24 om 2009 e.).

i

{ (‘ N3NCKBAHNA HA H3OK 3A NMPOBEXOAHE HA MNMAPEHTEPAITHO UITM KOMBMHUPAHO MAPEHTEPAJTIHO 1 MEPOPAJIHO XOPMOHAJTHO
g [TEYEHUE HA 3JIOKAYECTBEHO HOBOOBPA3YBAHWE HA MPOCTATHA >KNE3A B 3BbHBEOTHNYHATA MOMOLL,



OPUNOXEHUE 3

OEKNAPALUNA 3A UHOPOPMUPAHO CBITIACUE C USBUCKBAHUATA 3A 3AMNMOYBAHE/ MPOOBITMKABAHE HA
JIEYEHUETO C NNIEKAPCTBEHUA NMPOAYKT

cneg KaTto ce 3ano3Hax C usnata My npegocTtaBeHa  MHdopmauums W UenTa Ha nevYeHWeTo C JleKkapcTBeHus
RIOTOTANYIINN o At PSSP UPRSORSUPRPPRY W cnep Kato Mony4yux uadepnarteniHu OTroBOpu Ha
NnocTaBeHWUTe OT MEH BbNPOCU, AeKnapupam ye:

1. Lle cna3sam npenopbyaHaTa MU CXema Ha fie4eHne 1 NepMoanYHOCT Ha KOHTPONHWUTE Mperneau.

2. PepoBHO Le ce siIBABaM Ha KOHTPOMHW MNperneayM U Hama ga MNPOMEHsIM CaMOBOSIHO WM MNoA APYro BHyLUEHWe
HasHayeHaTa MU Tepanusi.

3. [pw npeyctaHoBsIBaHE Ha NEYEHMETO NO NPUYMHW, HEMPOM3TMUYALLM OT peLleHneTo Ha Komucusita 3a ekcnepTtuan B P30OK
u/mvnn Komwucuara no un. 78, 1.2 ot 330, we yBegomss He3abaBHO nuyHus cu nekap n P3OK u we BbpHa B P30OK
nocrnegHus NpoTOKOr, MO KOWTO CbM MosyyaBarn/a nekapcTBEeHUs MPOAYKT.

4. T[lpwn HecnasBaHe Ha MOCOYEHUTE YCMOBUS NEYEHNETO MU C YNOMEHATUs NEKAPCTBEH NPOAYKT Wwe 6bae npekpaTeHo u
HAMa aa Mmam npeteHuun kbm H3OK.

5. MMpurexaBam/ He npuTexaBam aktyanHo TEJIK peweHre BbB Bpb3ka CbC 3abonsBaHeTo.

j—n 6
“//M‘ U3VCKBAHMS HA H30K 3A MPOBEXIAHE HA NMAPEHTEPAITHO UMM KOMBUHMPAHO MAPEHTEPATHO W MEPOPAJTHO XOPMOHAIHO
w NIEYEHME HA 3MTOKAYECTBEHO HOBOOBPASYBAHME HA MPOCTATHA XITE3A B U3BHBEOMHUYHATA MOMOLL
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