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U3UCKBAHUA HA H3OK
3A NPOBEXAAHE HA NEPOPAJTHO XOPMOHAIHO NEYEHUE NPU
3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MITIEYHATA XNE3A

B NU3ABBbHBOJIHUYHATA NOMOLL



M3NCKBAHUA HA H3OK NPU NU3AABAHE HA NPOTOKONU 3A NEPOPAJIHO
XOPMOHAIJTHO NEYEHME HA 3NNIOKAYECTBEHO HOBOOBPA3YBAHUE HA MITEYHATA XIE3A

MpoTokonbT ce M3pnasa OT cneuuanuaMpaHa KOMUCHS B neye6HO 3aBeaeHMe 3a GONMHUYHA NOMOLY UMK
KOMNIIeKCeH OHKOMOrn4yeH LeHTbp, ckmouunu aorosop ¢ H30K. CneunanuanpaHute KOMMCUM ce Cb3aasaT
cbc 3anosen Ha aupekTopa Ha nevebHoTo 3aBepeHue (/13) U BKNIOYBAT nekapy CbC CNeuWanHoOCT MeAULMHCKa
OHKONOrUS UNW BLTPELLHN 6onecT u oHkonorus

L. PEQl 3A 3ABEPABAHE HA NPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha nevyeHne

= “llpotokon 3a npeanucBaHe Ha
CNEUWATTUINPAHA > nekapcrtea, 3annawanu ot H30K/P30K” »| 3aBepka Ha nporokona
KOMUCUA - 06p. M3-H30K 8 P30K

MpoTokonu 3a npoabmkaBaHe Ha nevYeHue

= “lipotokon 3a npeanucBaHe Ha
CNEUUANN3NPAHA > nexapcTsa, sannawanu ot H30K/P30K® »| 3aBepka Ha nporokona
Il. OBLLUU NONOXEHUA

1. E-nporokon ce u3paBa OT YNeHOBe Ha cCneuManu3MpaHu KOMUCMM B neveGHU 3aBefeHMS, OKa3Ballu
6onHuyHa meauumHcka nomouw (JI3BM) Ha ocHoBaHue ,PelueHne Ha cneuuanuaupaHa komucus® no AMp Ne 38
~OnpefensHe Ha nnaH Ha nevyeHne M npocneasiBaHe Ha TepaneBTUYHUN ‘OTTOBOR:MPU. NALMEHTW, NONyYaBaLy
CKbINOCTpYBaLLy niekapcTBeHn NPoAyKTH no peaa Ha un. 78, T. 2 330" B cbOTBETCTBUE C HAacTosWmMTe M3uckBaHus Ha
H3OK 3a nepuopg ao 365 aHu.

2. 3npaBHOOCMIYPEHOTO NuLe YAOCTOBepsiBa C Noanuca cu B ,PelueHne Ha cneuvanuampaHa komucus“ no Allp
Ne 38: cneaHoTto: Kenas na Mu 6bae ofoGpeHO neyeHne C NekapcTBEHWs NPOAYKT, kaTo AeKnapupam, Ye CbM
yBeJOMEH 3a AeCTBMETO Ha Ha3HaYeHaTa NnekapcTBeHa Tepanus W AaBam WHGOPMUPAHO Cbrnacue cbliaTta Aa Mu
Gbae npunarava®; ,Cbrnacer/a CbM 3a U3NOMN3BaHe Ha NIUYHUTE MU AAHHW 33 LIENUTE Ha excnepTusaTta’; ,)Kenas aa
GbAaa yeegomen/a 3a pesynTara oT ekcnepTusata ot P3OK no eauH oT cnegHuTe HaunHu: no e-mail, TenedoH unu Ha
msacTo B P3OK*; ,PaspeluaBam 40CTbN A0 €NEKTPOHHOTO MM 3APaBHO A0OCHE".

3. MNpean craptupaHe Ha npoueca no u3naeaHe Ha E-npotokon Ha: 30J1, cneuwanusupaHata komucus cnes
nony4eHo paspetuenue 3a Aoctbn o1 30J1 40 eNeKTPOHHOTO My 3APaBHO AOCHE, NPaBY CNpaBka NO ENEKTPOHEH MbT
3a uspaneHn NpeaxoaHU NpOTOKOMK, NO Chiuvs Npocdun Ha 3abonssaHe. MpouechT No usnasaHe Ha E-npoTokon ce
peanusvpa B MEAVLIMHCKU codhTyep. B HacTosiwmuTe U3NCKBaAHMA Ca NOCOYEHM HeoBXoaUMMTE AOKYMEHTM 3a
usnasaHe Ha E-npotokon Ha 30J1.

4. Kbm Bceku E-npoTokon, ¢ KOWTO € HasHaueHa nekapcTBeHa Tepanus, ce npunarat Heo6XoavMUTE AOKYMEHTY
(ambynaTopHuTe nucToBe, €NUKPU3N, U3CNeaBaHNs U [P.), CNEA KOETO AOKYMEHTUTE Ce M3NPaLLaT No eneKkTPOHEH
NbLT KbM MHOpMaUMoHHaTa cuctema Ha H3OK. [lokymeHTuTe, kouTo cobuiectsysat B H3UC/MHboOpMauvoHHaTa
cuctema Ha H3OK, ce aeknapmpar 8 E-npoTokona ¢ TexHute yHukanHu Homepa (HPH).

WHdopmauusTa, oTHoCUMa KbM M3aaBaHe Ha E-npoTokona, KOSITO € B AOKYMEHT, KOWTO HAMa eNneKTpOHeH copmar,
Cce nonunea B PelleHMeTo Ha cneuvanuaMpaHa KOMUCHS - OCHOBaHWE 3a u3aaBaHe Ha E-npotokona, unu AOKyMeHTa
Ce npunara Kato CkaHupaHo konwue.

5. MNpu nspnasaxe Ha E-npoTokon no peaa Ha ekcnepTtu3sarta no yn.78, 1.2 oT 330, ornapa Heo6xoaumocTTa aa ce
NPeRoCTaBAT U CLXpaHABaT npunoxeHue Ne 1 u npunoxenne Ne 3 ot HacToswmTe ,M3anckeaHusTa Ha H3OK,
npu cneagHuTe YCNoBUS:

- 3a npunoxexue Ne 1 - Npu HaNU4METO Ha TEKCT B CLOTBETHUA YekGOKC B ,PelueHmne Ha cneLmanusnpaHa komucus®
no Allp Ne 38: ,Jlunceat nsknioysaluu KpuTepuu 3a 3anoysaHe/npoabLIIKaBaHe Ha neuenue ¢ JIN“

- 3a npunoxexue Ne 3 - Npu HanNMUMeTo Ha TeKCT B ,PelueHne Ha cneunanuaupaHa KOMUCUS® Mo Allp Ne 38: Xenas
Aa My 6bae 0A0GPEHO NeyeHne C nekapcTBeHUs NPOAYKT, KaTo AeKnapupam, Ye CbM YBEIOMEH 33 AENCTBUETO Ha
HasHaueHaTta nekapcTeeHa Tepanus U AaBam UH(OPMUPaHO Cbrnacue cbluarta Aa Mu 6bae npunaraHa®.

WU3NCKBAHUA HA H30K 3A MPOBEXAAHE HA NEPOPANHUO XOPMOHANHO NEYEHUE MPYU 3[IOKAYECTBEHO
HOBOBPA3YBAHWE HA MNEYHATA XXNE3A B U3BbHBEONIHUYHATA NOMOLL




NPUNOXEHKE 1A

KPUTEPUMTE NPU 3ANOYBAHE HA NEPOPANHO XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO
HOBOOBPA3YBAHUE HA MITEMHATA XNE3A

A. 1. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE C APOMATA3HU UHXMBUTOPYU — ANASTROZOLE,
LETROZOLE, EXEMESTANE (3A0BIKUTENHMU CA 1, 2, 3 U 8 KPUTEPUM, KAKTO M EQUH OT OCTAHANUTE
-4, 5,6 UNN 7 KPUTEPUN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

1 | Knunuuna auarHo3a, xucronoruyeH pesynrar

PeuentopeH cratyc — ER+ u/unu PR+

NocTmeHonay3anHu 6onuu

AZLI0OBaHTHO neyeHue

lleyenne npu meTtacTtasupano /peuuansnpanc/ 3abonsisaHe | nuHUS

JleueHne npu metacrasupano /peunavenpano/ sabonssate Il nuHua

Jleuenue npu metacrasupano /peuuaveupano/ sabonsisate |l nuHus
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TNunca Ha usknouBawy kputepum no Touka b. |

B. I. USKINIOYBALLU KPUTEPUU (MPU 3ANOYBAHE HA NEYEHUETO)

Mpeawecreala aHaunakTUiHa peakums OT NPUNOXEHUE Ha ChLNA neKapcTBeH NpoaykT
OcTbp MuoKkapaeH uHgapkT '

[vnboka BeHo3Ha TpoMbBo3a

BenoapobHa Tpombembonus

MosbueH nHcynT ¢ AaBHOCT Ao 6 mecela

Mo3sbuHu MeTacTasu (HeTpeTupaHu)

Texka opraHHa HeJOCTaTLYHOCT

Texka octeonoposa

. Texka gucnunuaemus

0. Opyrm

N B

g WU3NUCKBAHUA HA H30K 3A NPOBEXXOAHE HA NEPOPANHUO XOPMOHANHO NEYEHUE MPY 3NIOKAYECTBEHO
% 4 HOBOBPA3YBAHWUE HA MNEYHATA XXNE3A B U3BbHEONHUYHATA nomouy




NPUNOXEHUE 1A

KPUTEPUM NPU 3ANOYBAHE 3A MNEPOPAJNTHO XOPMOHANHO NEYEHUE HA 3NNOKAYECTBEHO
HOBOOBEPA3YBAHUE HA MITIEYHATA XNE3A

A. Il. KPUTEPUN 3A 3AMNOYBAHE HA nNEYEHUE C AHTUECTPONEHU - TAMOXIFEN
(SAOBIDKUTENHU CA 1, 2 U 6 KPUTEPUU, KAKTO U EIUH OT OCTAHAJIUTE - 3, 4 UNW 5 KPUTEPUN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

1 | KnuxuyHa anarHo3a, XuCTonoruyeH pesynrar

2 | PeuenTopex cratyc — ER+ u/unu PR+

3 | AnoloBaHTHO neyeHune

4 | Jleyenne npu meTacrasupano /peuuaveupanc sabonssaxe | nuHUs

5 | Jleuenne npu meTactasupano /peuuaneupanc 3abonssane |l nuHna

6 | Jlunca Ha u3kniouBalwm Kputepum no Touka b. Il -

B. Il. \3KNIOYBALLU KPUTEPUU (NMPU 3ANMOYBAHE HA NEYEHUETO)

MNpeawecTsalya aHacmnakTMiHa peakumus Cresl NPUNOXEHNE Ha CLUNS NEKapCTBEH NPOAYKT
OcTbp MUOKapAeH UHapKT :

[bnboka BeHo3Ha TpoMBo3a

BenogpobeH Tpombembonuzbm

MosbueH uicynt

MosbyHn meTacTasu (HeTpeTupaHxu)

Texka opraHHa HEAOCTaTLUYHOCT

Xunepnnasus Ha eHAOMETpUyMa

Apyru

OO N ON=

U3NCKBAHWUA HA H3OK 3A MPOBEXAHE HA NEPOPANHNO XOPMOHANHO NEYEHWUE NPU 3NIOKAYECTBEHO
HOBOBPA3YBAHUE HA MNEYHATA XXNE3A B U3BLHEOTHUYHATA MOMOLL|




NPUNOXEHUE 16

KPUTEPUUTE NPU NPOABIMKABAHE HA NEPOPAJTHO XOPMOHANHO NEYEHUE HA
3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MITEYHATA XINE3A

B. KPUTEPUU 3A NPOABIMKABAHE HA NEPOPANHO XOPMOHAJTHO NEYEHUE

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

XemaronoruyHu nokasarenu

JNunca Ha n3kniouBaim KpuTepum No Touka I

oM

@

. U3KIIOYBALLW KPUTEPUU (NPU NPOABIMKABAHE HA NIEYEHUETO)

MpeawectBala aHachmnakTUyHa peakLus OT NPUMOXKEHWUE Ha ChLLUUSA NEKapCTBEH NPOAYKT
OcTbp MUOKapAeH UHGapKT

Obnboka BeHo3Ha Tpombo3a

BenoapobHa Tpombembonus

MosbueH uHcynT

Mo3buHu MeTacTasu (HeTpeTupaHu)

YepHoapobHa unu 6b0peuHa HeaoCTaTbYHOCT

CbpaeyHa HefoCTaTbYyHOCT

Texka ocTeonoposa

Texka gucnunuaemus

- Opymm
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N3NCKBAHWUSA HA H3OK 3A MPOBEXAAHE HA NEPOPAJIHUO XOPMOHANHO NNIEYEHWUE NPU 3IOKAYECTBEHO
HOBOBPA3YBAHUE HA MNEYHATA XXNE3A B U3BBLHEONHUYHATA NOMOLL
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NPUNOXEHUE 2

. NEMEBHO-ANATHOCTUYEH ANMOPUTHBM
1. JNIEKAPCTBEHWU NPOAYKTWU, sknioueHn B [Mpunoxewve 1 Ha MNC, kouto H3OK 3zannawa B

CbLOTBETCTBUE C AAENCTBALLUTE HOPMATUBHU AOKYMEHTH.
INN AO03A
TAMOXIFEN e 20 mg AHeBHO
ANASTROZOLE e 1 mg AHeBHO
LETROZOLE e 25 mg oHEeBHO
EXEMESTANE e 25 mg AHeBHO

_ 2. nPOCﬂEﬂﬂBAHEE”_ 5

ETE
ropuHa

MNKK (xemMornobuH, xeMaToKpuT, epuUTPOLUTH, NEBKOLITH,
TpoMbOLUTH )

ASAT

ALAT

X
X
AnkanHa gocarasa X
KpeaTuHuH X

Jlvnuaen npocun X

AbBaomuHanHa exorpacgus

x
x
x

CT/PET-CT

PeHnTtreHorpachus Ha 6enu apo6ose

KocTHa cuuHturpacus

OcTteoaeHsutomeTpus*** (no npeueHka)

Mamorpadus/exomamorpacus X

EnpoBaruHanHa exorpacus npu nevexmne ¢ TamokcudeH

KoHcyntauus ¢ odTanmonor — npu nokasaHus

KoHcynTaums cbC CbAOB XMPYPr — NpW NOKa3aHUs!

Koucymauuﬂ C TMHEKONor — nNpu nokasaHus

KoHcynTaums ¢ kapauonor — npu nokasaHus

KoHcynTauus ¢ HeBponor — npu NokasaHus

+ 6 Meceua* - U3BLPWBAT Ce Ha Bceku 6 Mecela Ao 3-Ta roauHa; + 12 Meceua® - U3BBLPLIBAT Ce Ha BCekn 12 meceua Ao 5-Ta roauHa 3a
aAl0BaHTHO NneveHue ; cnea 5-Ta roAuHa - U3BLPILBAT Ce NO NOKa3aHURA;

** 32 MeTacTasupanu - u3criefBaHusTa ce U3BLPWBAT Ha BCekM 6 Mecela

M3cnensanusTa cneasa Aa ca c AaBHOCT 40 1 Mecel| npeau KaHAWAATCTBAHETO

***3aLIIKMTENHA OCTEOACH3UTOMETPUS Ha BCeku 12 MeceLia Npu neveHue ¢ apomMartasHu UHXUGuTOpMU

Il. OBLLUX UBUCKBAHUA

1. Bb3pacToBaTa rpaHMUa Ce W3UUCNABA B HABLPLUEHU FOAMHW - T.€. BKIIONMTENHO KbM Aatata Ha u3paBaHe Ha NpoTokona oT
cneuuanusupaHaTa KOMUCHSA.

2. Mpn HasHayaBaHe Ha Tepanus NO NPOTOKON 3aABLMKUTENHO ce cbobpassBaT BbL3PACTOBUTE OFPAHWYEHWs, CLINAcHO KpaTkaTa
XapakTepucTuka Ha CbOTBETHUA NekapcTBeH NPOAYKT, yTBbpAeHa No peaa Ha 3NMNXM.

3. H30K He 3annaiya neueHne u3BbLH ykasaHaTa BL3pacToBa rpaHNLa B KpaTkaTa xapakTtepucTuka Ha npoaykTa.

4. H30K He 3annawa neyeHue C 4031 HaA MaKCUMAaNHO Pa3peLUEHUTe No KpaTtka xapakTepucTuka Ha NnpoAyKTa.

5. B cnyvait Ha HacTLNUNA NOAO3UPaHa HEeXenaHa NekapcTBEHa peakuus, nekapat yseaomasa UAJI no peaa Ha un. 184 ot 3/INMXM. Konue ot
cbobLieHneTo ce npunara/onucea KbM/B MEAULIMHCKATA AokymeHTauws Ha 30J1 npu kKaHAKMAATCTBaHe 3a NeveHue.

6. Bceku e-npoTokon ce uanasa Bb3 OCHOBA Ha U3naneH MEAULIMHCKY AOKYMEHT: cneuuanuaupaHa komucus B N1I3BM Ha ocHosaHue Alp Ne
38 ,OnpeaensiHe Ha NNnaH Ha NeveHne U NPoCNeasBaHe Ha TEpPaneBTUYHNS OTrOBOp NpU NaLMeHTy, NoNy4aBaLLy CKbNOCTPYBaLUM NeKapCTBEHM
NpoAYyKTW No peaa Ha un. 78, T. 2 330

Eksemnnsp Ha xapTuen Hocuten ot Alp Ne 38 ,OnpesensiHe Ha NnaH Ha nevyexue u npocneasBaHe Ha TepaneBTUYHUA OTFOBOP NPV NaUMEHTH,
nony4aBall CKbMOCTPYBaLLM NeKapCTBEHU NPOAYKTHM NO peAa Ha un. 78, T. 2 330" KOMTO e OCHOBaHMe 33 U3aaBaHe Ha npoToKon, NoanucaH
Ot cneuvanusupana komucus v 30J1, ce BOAM NO pea, onpeaeneH OT ne4eGHOTO 3aBeAEHNe U Ce ChXpaHsBa B KaBUHETa Ha KOMUCHSITA.

7. MNpu u3pasaHe Ha E-npoTokon no peaa Ha exkcnepTuaara no un.78, 1.2 ot 330, oTnaja HeobxoAUMOCTTa Aa Ce NPEAOCTaBAT N CbXpaHABAT
npunoxexue Ne1 n npunoxeHne Ne3 ot HacToswwmTe ,MancksaHna Ha H3OK .

8. UapnasaneTo Ha E-NpoTOKON Ce OCBLLECTBABA B CLOTBETCTBME CLC CbBMECTHM »YKa3aHus 3a pabora c nogageH no enekTPoHeH MbT

npotokon IA/IB/IC (e-npotokon), mexay HauvoHanHaTa 3ApaBHoOCUrypuTenHa kaca M bBbnrapcku nekapcku Cbl03 3a npunaraHe Ha
HauuoHanHus pamkoB 40roBop 3a MeULIMHCKUTE AEAHOCTH.

Hacmosiwume usuckearus ca ymewpderu om ynpasumensi Ha H30K crnied Pewerue Ne PA-HC-04-00-3/20.01.2026 2. Ha Had30pHus cbeem
Ha H3OK u npedeapumento cbenacysaHe c BJIC, Ha ocHoeaHue un.51, an.10 ebe 8p. ¢ an.8 om [lpasunHuka 3a ycmpolicmeomo u
deiliHocmma Ha HayuoHanwama 3dpaeHoocusypumenHa kaca. M3uckeaHusma enu3am e cuma om Oamama Ha o6HapodeaHemo um &
JAvpxaseH eecmHuk“ u ommeHsm Oelicmeawume usuckeaHusi € cuna om 15 anpun 2020 2. Ha ocHosaHue PeweHnue Ne P[]-HC-04-
36/06.04.20202. Ha HC Ha H3OK.

‘g N3NCKBAHWUSA HA H30K 3A NPOBEX/AHE HA NEPOPANHNO XOPMOHANHO NEYEHWE NPU 3NIOKAYECTBEHO
(‘ HOBOBPA3YBAHUE HA MNEYHATA XXNE3A B U3BBbHEONHUYHATA nomouy



NPUNOXEHUE 3

AEKIAPALUUA 3A UHOOPMUPAHO CBIMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE
HA NNEYEHUETO C NEKAPCTBEHUA NPOAYKT

crnej kato ce 3anosHax C usnata Mu npegoctaBeHa MHoOpmauuMs W UenTa Ha NEeYEHWeTO C NeKapcTBeHUs
MPOLYICP s s ... ...........covernneeeneai b B W cnea Kato Nomyumx usdvepnatenHu
OTrOBOPY Ha NOCTaBEHWUTE OT MEH BbLNPOCK, AEKNapupam Ye:
1. Llle cnassam npenoptyaHaTa Mu cxema Ha fieyeHne 1 NepUoANHHOCT Ha KOHTPONHUTE Nperneau.
2. PefoBHO Wie Ce SIBSIBAM HA KOHTPOMHM nperneau. U HSMa Aa NPOMEHSM CaMOBOSIHO WNW NoA ApYro
BHyLLIEHWE Ha3HayYeHaTa M1 Tepanus.
3. [lpu npeycraHoBsiBaHe Ha NEYEHMETO MO MPUMUHU, HENPOW3TUYALM OT pelueHneTo Ha Komucusita 3a
excneptuau B P3OK u/mnu Komucusata no un. 78, 1.2 ot 330, wwe yBeaoMs He3abaBHO NMYHMSA cu nekap
4. Mpw HecnassaHe Ha MOCOYEHUTE YCIIOBUS NEYEHUETO MU C yrOMEHATUS nekapcTBeH npoAykT e Obae
npekpaTeHo 1 HAMa Aa uMmam npeteHumn kbm H3OK.

WU3NCKBAHUA HA H30K 3A MPOBEXXAAHE HA NEPOPAJIHUO XOPMOHANHO NEYEHUE MPYU 3IOKAYECTBEHO
HOBOBPA3YBAHUE HA MNEYHATA XKNE3A B U3BBHLHEONTHUYHATA NMOMOLL




