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3A NMPOBEXJAHE HA NEPOPAJTHO XOPMOHAIHO JIEYEHUE HA
3NTOKAHYECTBEHO HOBOOBPA3YBAHUE HA NMPOCTATHA XNE3A

B U3SBBBbHBEOJIHUYHATA NOMOLL



N3NCKBAHUA HA H3OK NMPU U3OABAHE HA NMPOTOKOJIU 3A NEPOPAJTHO XOPMOHAJITHO
NEYEHME HA 3JIOKAYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XIJE3A

lMpoTokonbT ce M3nasa OT cneuuanu3vMpaHa KOMUCUA B nevyebHO 3aBeaeHue 3a 60nHMYHA Nomol UNu
KOMMMMEKCEeH OHKOMOrn4YeH LeHTLP, cknouunu gorosop ¢ H30K. Cneunanuanpasure KOMUCUM Ce Cb3aBaT CbC
3anoBen Ha aupekTopa Ha neyebHoTo 3aBeaeHue (J13) u BkNOYBAT Nekapyu CbC CNeLuanHoCcT MeauUMHCKa OHKONOrus
MNKN BbTPELLHN 6ONECTN N OHKONOTUS.

. PEQ 3A 3ABEPABAHE HA NMPOTOKONUTE

lMpoTokonu 3a 3anoyBaHe Ha ne4yeHue

* “lporokon 3a npeanucBaHe Ha
CNEUWANTU3UPAHA »| nexapctea, sannawanu ot H30K/P30K” — ,| 3aBepka Ha npoTtokona
KoMucus 06p. M3-H30K B P30K

MpoTokonu 3a npoabrikaBaHe Ha nevyeHue

* ‘[lpoTtokon 3a npeanuceaHe Ha
CNEUUANTUUPAHA - nexapcg'sa. 3annavasm oF; H30K/P30K" — .| 3aBepka Ha npoTokona

Il. OBLLIU NONOXEHUA

1. E-npotokon ce u3naBa OT 4ieHOBe Ha CneuManu3upaHn KOMUCUMM B neyveGHW 3aBefieHMs, OKa3Bawy GONHMYHA
meauuumHcka nomouy (f1I3BMN) Ha ocHosaHue ,PeleHne Ha cneuuanusupaHa komucus“ no AlMp Ne 38 ,OnpeaensHe Ha nnaH Ha
nedyeHne u NpocneAsBsaHe Ha TepaneBTU4HUA OTFOBOP NPW NAUMEHTW, NONyYasaly CKLNOCTPYBALYU NEKapCTBEHN NPOAYKTH NO peaa
Ha un. 78, 1. 2 330" B croTBETCTBUE C HacTosAwWwuTe U3snckeanus Ha H30K 3a nepuop A0 365 AHM.

2. 3npaBHOOCUIYPEHOTO NkLE yAOCTOBEPABa C NOANMCA CU B ,PelleHre Ha cneuvanuaupana komucus® no Alp Ne 38: cnegHoTo:
~Kenas pa mu 6bae opobpeHo neyeHue C nekapcTBEHUS NPOAYKT, KaTo AeknapupaMm, Ye CbM YBEAOMEH 3a AEiCTBMETO Ha
HasHayeHaTa nekapcTBeHa Tepanus M AasBaM WH(OPMUPaAHO cbrnacue cbliata Aa Mu 6bae npunaraHa‘; ,Curnaced/a cbm 3a
U3Non3saHe Ha NNYHUTE MU AaHHW 3a LenuTe Ha ekcneptusarta“; ,XKenas Aa 6baa yBeaoMeH/a 3a pesynTata OT ekcnepTusaTa oT
P3OK no eauH ot cneaHute HauuHu: no e-mail, TenecoH unu Ha macto B P3OK*; ,Paspelwasam 4ocTen 40 €NEeKTPOHHOTO MM
3ApaBHO aocue’. ; : .

3. Mpeav cTaptupare Ha npoueca no usaaesaxe Ha E-npotokon Ha 30J1, cneunanusupaHata KOMUCHS CRejA NONYYEHO paspeLLeHue 3a
AocTin oT 301 A0 eNnekTPOHHOTO My 3APaBHO AOCHUE, NPaByU CNpaBka MO ENEKTPOHEH MBT 3a WU3AaAEHN NPEAXOAHN MPOTOKONM, NO
CulumA npocdun Ha 3abonssaue. MpouecwbT no uspasaHe Ha E-npotokon ce peanuavpa B MeauuuHcku codTyep. B HacToswmTe
U3MCKBaHUA Ca NOCOYeHU Heo6XxoaMMMUTE AOKYMEHTH 3a u3naBaHe Ha E-npotokon Ha 3011

4. Kem Bceku E-npoTtokon, ¢ KOWTO € HasHaueHa NnekapcTeeHa Tepanus, ce npunarat HeobXxoanMuTe AOKYMEHTH (ambynaTopHute
nnCToBE, enuKpU3KM, M3CNEeABaHWA M Ap.), CNeA KOETO AOKYMEHTUTE Ce WU3NpallaT No eneKTPOHeH NbT KbM WHGOPMAaLMOHHATa
cuctema Ha H3OK. [lokymeHTuTe, kouTto cuiyectsysat 8 H3UC/mHdbopmaumonHaTta cuctema Ha H30K, ce Aeknapupart B E-npoTtokona
C TEXHUTE YHMKanHu Homepa (HPH).

WHdopmauusaTa, OTHOCUMa KbM U3aaBaHe Ha E-NpoTokona, KOATO € B OKYMEHT, KOWTO HAMA eneKTPOHEH ¢opmart, ce nonvnea B
PeluenneTo Ha cneunanusupaHa KOMMCHA - OCHOBaHMWe 3a U3aasaHe Ha E-npoTokona, Unn 4OKyMeHTa ce npunara Kato cKaHupaHo
Konwue.

5. Mpwu n3pasare Ha E-npoTokon no peaa Ha ekcnepruaara no un.78, 1.2 ot 330, oTnaaa He06X0AUMOCTTa Aa ce npenocTaBaAT U
cbxpaHsBat npunoxetue Ne 1 n npunoxenune Ne 3 ot HacToswuTe M3ucksaHusTa Ha H3OK, npu cneaHute ycnoswms:

- 3a npunoxeHue Ne 1 - npy HaNNUNETO Ha TEKCT B CLOTBETHUA YeKGOKC B ,PelleHne Ha cneunanuaupaHa KOMUCHS" no Alp Ne 38:
JIMNCBaT U3KNIoYBaLLM KPUTEPUM 33 3anouBaHe/npoabLIkaBaHe Ha neyenue c M

- 3a npunoxetne Ne 3 - npu HanUuMETO Ha TeKCT B PelieHne Ha cneunanuanupaHa komucus* no AMp Ne 38: Kenas aa mu 6bae
0AOGPEHO neveHne C NekapcTBeHNs NPOAYKT, KaTo AeKnapupam, Ye CbM yBEJOMEH 3a AEfCTBUETO Ha HasHaueHaTa nekapcreeHa
Tepanus n AaBam UHPOPMUPAHO ChbINacue cbilyarta 4a My 6bae npunaraHa®.

W3NCKBAHUA HA H30K 3A NMPOBEXXOAHE HA NEPOPANTHUO XOPMOHAIHO NEYEHMWE HA 3NOKAYECTBEHO
HOBOOBPA3YBAHUE HA MPOCTATHA XXNE3A B U3BbHBEONIHUYHATA NOMOLL|




NPUNOXEHME 1

KPUTEPUMTE NPU 3ANOYBAHE U NPOABINKABAHE HA MEPOPANTHO XOPMOHAJTHO NEYEHUE HA
3NOKAYECTBEHO HOBOOEPA3YBAHUE HA MPOCTATHA XNE3A

A. KPUTEPUM 3A 3ANOYBAHE HA AHTUAHAPONEHHO NEYEHUE - FLUTAMIDE, BICALUTAMIDE,
CYPROTERONE (3AOABIMKUTENHMA CA 1 U 5 KPUTEPUU, KAKTO U EOUH OT OCTAHANUTE - 2 NN 3

KPUTEPUN)

MKB C61

1 | KnuHuyHa guarHo3sa — XucTonoruyeH pesyntart

2 | BOIHK ¢ BUCOK pUCK U/UNK C NOKanHO aBaHCUpan TyMop

3 | Peunausupano n/unu metactasuparno 3abonssaHe

4 | CbCcTOSIHWE Crnep OpXMEKTOMUS

5 | Nunca Ha n3akniouBalM KPUTEpPUM NO TouKka B ,

5. N3KIMIOYBALLW KPUTEPUU (NMPU 3AMOYBAHE HA JIEYEHUETO)

1.

QN O 0k WN

MpeawecTsawa aHadunakTUiHa peakuust Cfied NPUMOKEHWE Ha CbUUS NeKapcTBEH
npoaykT ;

OcTbp MUoKapaeH nHgapkT

[Ovnboka BeHo3Ha TpoMb6o3a

BenoagpobeH Tpombembonustm

Mo3bueH uHcynT ¢ AaBHocT Ao 6 Meceua

MosbuHu meTacTasu (HeTpeTupaHu)

Texka opraHHa HefoCTaTbLYHOCT

Apyra

B. KPUTEPUU 3A NPOABIMKABAHE HA MEPOPANTHO XOPMOHAIHO JIEYEHUE (BAABMKUTENHMU CA

BCUYKU KPUTEPUU)

MKB C61

1 | XemartonoruyHu nokaszatenu, PSA

2 | Jlunca Ha uM3kniouBaWK KpuTepum no Touka I

I. U3KINIOYBALLU KPUTEPUU (NPU NPOABIMKABAHE HA NEYEHUETO)

1.

N b N

K

Mpeawecteawa aHaunakTMyHa peakuuMsi criefi NPUMOKEHME Ha CblUMA NeKapcTBEH
npoaykT

OcTbp M1okapaeH MHgapkT

[Obnboka BeHo3Ha TpombGo3a

BenoapobeH TpoMGemMGonmabm

Mo3bueH UHCYNT ¢ AaBHOCT Ao 6 Meceua

Mo3sbuHu meTacTasu (HeTpeTupaHm)

Texka opraHHa He,OCTaTLYHOCT

Apyru

- M3NCKBAHWNA HA H3OK 3A NPOBEXXAAHE HA MEPOPANHNO XOPMOHANHO NEYEHWUE HA 3IOKAYECTBEHO

HOBOOBPA3YBAHUE HA MPOCTATHA XNE3A B U3BbHBEOTHUYHATA NOMOLL,




NPUNOXEHUE 2

. NEYEBHO-AUATHOCTUYEH AJNTTOPUTBM

1. NEKAPCTBEHU NPOAYKTMU, sknioueHn B Mpunoxenue 1 Ha MJIC, kouto H3OK 3annalla B cboTBETCTBUE
C AencTealUTe HOPMaTUBHU JOKYMEHTH.

INN AO3A

CYPROTERONE e 200 mg AHEBHO

50 mg AHeBHO

BICALUTAMIDE e 150 mg AHeBHO - npu 60MHYK, kouTo He nonyyasaT LH-RH aHanor c orneg,

CbXpaHsaBaHe Ha CeKCyanHuTe yHKUMM

2. NPOCNEAABAHE:

MokasaTtenu u uacnegsaHus U3XOAHU 3 meceua + 6 meceua*

MNKK (xeMornobwH, xemaToKkpuT, epuTPOLUTU, NEBKOLMTU, TPOMGOLIUTY ) X

x

PSA

ASAT

ALAT

AnkanHa ¢goccarasa

KpeaTuHuH, NukoYHa KucenuHa, ypes

MacnepsaHe Ha ypuHa — o6LL0 U CeaNMEHT

X [ X |x [x|x|x

AbaomuHanHa exorpacdus

X [ X | X [ X | X |X |X

CT/AMP/PET CT — no npeueHka

KocTHa cuuHTUrpacdms — no npeueHka

KoHcynTauus ¢ yposor — no npeueHka

KoHcynTauus ¢ kapavonor — no NpeueHka

+ 6 Meceua* - U3BLPIIBAT Ce Ha BCceku 6 meceua

Il. OBLLY USUCKBAHUA

1. Bb3pacToBarta rpaHMua Ce M3UMCNsABa B HaBLPLLEHW FOAMHY - T.€. BKIIOYUTENHO KbM AaTaTa Ha W3jaBaHe Ha NpoTokona oT
cneuuanuampaHaTa KOMUCHS.

2. lNpu Ha3HavaBaHe Ha Tepanus NO NPOTOKON 3aABLMMKUTENHO Ce CbOGPa3siBaT BL3PACTOBUTE OFPAHUMEHUS, CLINACHO KpaTkata
XapakTepucTuka Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTBbPAEHA no peaa Ha 3/MXM.

3. H3O0K He 3annauya neyeHne U3BbH ykasaHaTa Bb3pacToBa rpaHULIa B KpaTkaTa xapakTepucTHka Ha NpoayKTa.

4. H3OK He 3annaiya nevyenune C 4031 HaA MaKCUMAnNHO paspeLUeHUTe No KpaTka XapakTepucTuka Ha npoAyKTa.

5. B cnyvaii Ha HacTbNUNa NOA03MPaHa HeXenaHa NekapcTBEHa peakuus, NeKapaT yseaomssa UAJI no peaa Ha un. 184 ot 3NMXM.
Konue ot cbobuieHneTo ce npunara/onucea KeM/s8 MeanLMHCKaTa AoKymeHTaLua Ha 301 npu kaHanaaTcTBaHe 3a NeyeHue.

6. Bcekun e-npoTokon ce u3naBa Bb3 OCHOBA Ha U3AafeH MEAULUHCKM AOKYMEHT: cneuuanusmpaHa komucus B JI3BIM Ha ocHoBaHue
Alp Ne 38 ,OnpepensHe Ha nnaH Ha NEYeHWe W NpocneasBaHe Ha TepanesTUYHUA OTroBOp NpU nauueHTn, nonyyasaiym
CKbNOCTPYBaLLM nekapcTBeHN NPOAYKTH NO peaa Ha un. 78, 7. 2 330¢.

Eksemnnap Ha xapTuen Hocuten ot Alp Ne 38 ,Onpeaernsite Ha NNaH Ha neyeHne U NPOCNEASBaHE Ha TEpPaneBTUYHNS OTroBOp Npu
NalveHTH, nonyyasawuym CKLNOCTPYBALLYM nekapcTBEHN NPOAYKTU MO peaa Ha un. 78, T. 2 330, KOWUTO e OCHOBaHWe 3a U3jaBaHe Ha
npoTokon, nognucaH or cneuvanusupaHa komucus u 30J1, ce Boau no pea, onpeaeneH ot neyebHOTO 3aBeaeHue u ce CbXxpaHaBa B
kabuHeTa Ha kKoMucUATa.

7. Npu nspasaHe Ha E-npoTtokon no peaa Ha ekcnepTtusata no un.78, T.2 or 330, oTnaaga HeobxoaUMOCTTa Aa ce NPeaoCTaBsT U
cbxpaHsBar npunoxeHne Ne1 n npunoxerue Ne3 ot HacToswmTe ,Mancksanus Ha H3OK®,

8. UspasaHeTo Ha E-npoTokon ce ocblLiecTesBa B CLOTBETCTBME ChC CLBMECTHM ,YKa3aHus 3a paboTa ¢ nogageH no €neKTPOHEH
neT npotokon IA/IB/IC (e-npoTokon)*, Mexay HaunoHanHara 3apasHoocuryputenHa kaca n Bunrapcku nleKkapcku Cblo3 3a npunaraHe
Ha HauvoHanhus pamkoB 40roBOp 3a MEeAULMHCKUTE AefHOCTH.

Hacmosiwume usuckearus ca ymebpdeHu om ynpaeumens Ha H3O0K cned PeweHue Ne PL-HC-04-00-3/20.01.2026 2. Ha
HadsopHusi cbeem Ha H3OK u npedeapumento cwbanacyeane ¢ 5/1C, Ha ocHosaHue un.51, an.10 ebe 8p. ¢ an.8 om lMpasunHuka
3a ycmpolicmeomo u deliHocmma Ha HayuoxanHama 30paeHoocuaypumenHa Kaca. M3auckeaHusima enusam e cuna om damama Ha
obHapodsaHemo um e [JbpxaeeH eecmHuK” u ommeHsm Oelicmeawume u3uckeaHusi e cuna om 15 anpun 2020e. Ha ocHoeaHue
pewerue Ne P[]-HC-04-36/06.04.20202. Ha HC Ha H3OK.

= N3NCKBAHUA HA H30K 3A MPOBEXXJAHE HA NEPOPANTHUO XOPMOHAJSHO IEYEHWUE HA 3IOKAYECTBEHO 4
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4 7:(‘ HOBOOBPA3YBAHWE HA MPOCTATHA XJIE3A B U3BBLHEONHUYHATA MOMOLL,




NPUNOXEHUE 3

OEKNAPALIUA 3A UHOOPMUPAHO CBINACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

A3 gonynoanucanusT/arta

cnea Kato ce 3anosHax C usnata Mu npe.quTaaeHa MH(OpMaLUMA M LenTa Ha NEYEHWeTO C NeKapcTBeHUst
npop,yn W cnej KaTo MONyyMx W3YepnaTtenHu
OTFOBOPYW Ha NOCTaBEHUTE OT MEH BBLNPOCH, A€KNapupam ye:
1. Lle cnassam npenopbyaHaTa MM CxeMa Ha NeYEHNEe U NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.
2. PeposHo e ce ABABaM Ha KOHTPOAHU Nperneau U Hama aa npOMéHﬂM CaMOBOMHO UNK NOA APYro BHyLLEHWE
HasHa4yeHaTta M1 Tepanus.
3. [lpu npeycraHoBsiBaHe Ha NEYEHMETO NO NPUHUHW, HENPOM3TMHALLM OT pelleHWeTo Ha Komucusita 3a
ekcneptuan B P3OK n/unu Komucusita no un. 78, 1.2 ot 330, we yseioMs He3abaBHO NMuHMS CU nekap=
4. [lpu HecnassaHe Ha NOCOYEHUTE YCNOBUS NEYEHWETO MU C YNOMEHAaTUs NEKapcTBeH NpOoAyKT Lie Gbae
npekpaTeHo U HaMa Aa umam npeTteHuun kbM H3O0K.

{ g M3NCKBAHUSA HA H30K 3A MPOBEXXOAHE HA NEPOPANIHUO XOPMOHAIHO IEYEHMUE HA 3MIOKAYECTBEHO
a% % HOBOOBPA3YBAHUE HA MPOCTATHA XKNE3A B U3BbHBEONHNUYHATA NOMO
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