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NPUNOXEHWUE 1A

JACT 3A ONPEAENAHE HA KPUTEPUMUTE NMPU 3ANOYBAHE HA HA NAPEHTEPANHO UM KOMEWHUPAHO
NAPEHTEPAJTHO U NEPOPASTHO XOPMOHANHO NEYEHMUE HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA
MITEMHATA XNE3A

Ume: ETH ‘I

3abenexua: . meduyurckama OokymeHmayus, ydocmosspasawa eceku om Kpumepuume € nocoyeHa ¢ uugpa 8 UHOEKC u 3adbrmrumento
fApUGPYXaea HaCMOAWLOMO NPUNONeHUe.

A |\VI.,, KPUTEPUU 3A 3ANOYBAHE HA XOPMOHANHO NEMEHME C NAPEHTEPANEH AHTUMECTPOrEH
(SABIDKMTENHWU CA 1, 2, 3 1 6 KPUTEPUU, KAKTO U EOUH OT OCTAHAIMTE - 4 UMW 5 KPUTEPUIA)

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

1
1 | KnuHuyHa auariosa, xucTonoruyeH pesynrar

2 Peuenvopet cratyc ~ ER+ uiunu PR+ !

3 I'Iocruenfénaysanﬂu Gonnm 2

lleuenue npu Gonun ¢ nporpecus Ha 3a6ONSBAHETO (BL3HWKBAHE Ha PEeLMANB WINKW MeTacTasu ) no Bpeme Ha
aA0BAHTHO NeYeHne ¢ nepopaneH aHTUECTPOreH - | nuuua

Nedenme npy meractagupano /peuvausupanc 3afonsieaHe, NPOTPECMPAnD Cned Ha MeveHne C nepopare
aHTHecTporeH - || sivHua

6 | Nunca Ha U3KNIOYBAWM KPUTEPUM NO Touka B. lit 3

' HeOBXOAWMMTE M3CNEZiBaHMR Ca OTpaseHn B TaGriuua 2 HA NPUNOXeHHe 2 - 33RBIDKHTENHO Ce NPEeACTaBAT Ha OpWrMHanHa 6naHka of
naﬁopa'ropuﬂ W 3aBepeHo U NOANKCAHO KOMUE, NPU HaNU4YKe HE XOCnUTanusaums ¢e apunara enukpn3a c Homep n3c AaBHOCT 40 1 mecey
npeav KaHAUAATCTBAHETO

ambynaToPHW IUCTOBE OT NPETNenN NPU CMNELMANUCT, KAKTO U WHPOPMALKUA, OTPA3EHa B eNMKPH3A

YAOCTOBOPABRA Ce C NOANMCHTE HA MNTEHOBETe Ha KOMMCHUATA B NPUNOXEHUE 1 HA HACTORWMTE UIUCKBAHNA

B. IV. USKIIOMBALLY KPUTEPWY {NPU 3AMNOYBAHE HA NNEYEHUETO)

Mpepwectsalla aHaMNakTMYHa PEakLWs OT CbLLMS NEKapCTBEH NPOAYKT
OcTbp MUoKapaeH WHapKT

[Awnboka BeHosna Tpombosa

Benoapobra tpomGembonua

MosbueH MHCYNT ¢ AaBHOCT fo 6 meceua

Mo3buHIK METACTasn (HeTpeTMpaHu)

Texxa opraHHa HeAOCTATLUHOCT

Roymm %

PNO G A WN S

OTroBaps Ha KpuTepuuTe 3a 3ahovBaHe Ha
neyeHwero ¢

'i,,. M3UCKBAHUA HA H3OK 3A NPOBEXOAHE HA MAPEHTEPANHO UMW KOMBUHUPAHO NAPEHTEPANHO 1 NEPOPANHO XOPMOHAMHO 6

@ NEYEHMUE NPW 3I0KAYECTBEHO HOBOOBPA3YBAHMUE HA MNEYHATA XKNE3A B WU3BBLHBEOMHNUYHATA NOMOLL - 8 cuna ot t anpun 2018
roanHa
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APUNOXEHWE 16

NCT 3A ONPEAENSHE HA KPUTEPUWUTE NPYU MPOOBIMKABAHE HA MAPEHTEPAINTHO UNW KOMEMHUPAHO
NEPOPANHO ¥ NAPEHTEPAJTHO XOPMOHAMHO NIEYEHMUE HA 3MIOKAYECTBEHO HOBOOEPA3YBAHUE HA
MNEYHATA XMNE3A

Ume: EMH

3abenexka: Meduyurckama OGokymeHmauus, ydocmosepseawa eceku om Kpumepuume e nocoyeHa ¢ ughpa e uHOeKC U 3a0brxumenHo
npUGPYXaea HaCMOSUOMO NPUNOXKEHUe.

B. KPUTEPUU 3A NMPONLIMKABAHE HA MAPEHTEPANTHA UNTU KOMBUHUPAHA NMEPOPAITHA U NAPEHTEPANHA
XOPMOHOTEPANUSA (AL BLIDKUTENHKN CA 1 U 8 KPUTEPUN)

MKB C50.0, C50.1, €50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

XemarongruHu nokasatenu !

ABnomuHan«a exorpadus /CT, PET-CT/ '

Kocta cumHTurpacms '

Pentrexorpachus va 6enure apo6ose !

1
Mamorpacdpusi/exomamorpacus

Lpyrv KOHCYNTaLMIA N0 NOKA3aHNS /TUHEKONOT, ChAOB XMPYPT v Ap./ 2

1
HApyri uscneasannsa npu NokasaHns /OCTEOAEHIUTOMETPUS, NuRnAeH npocun/

L= I B - I T I N R PUR Y O T

Tunca Ha M3knOYBaIM KPUTEPUK NO Touka I 3

' Heobxommummre M3CNeasaHus ca OTpaseHu B Tabnuua 2 Ha NPUNOXEHWE 2 - 324 LNKUTENHO C8 NPEACTaBST HA OpWMHANHa Bnaxka oT
NabopaTopus WK 3aBEPEHO ¥ NOANMCAHO KONKE, NPY HaNWYMe Ha XOCNMTANU3auMA Ce npunara enukpusa ¢ Homep M3 ¢ aasHoCT Ao 1 Mecey
npeav KaHAKARTCTBAHETO :

amGynaTophu NMCTOBE OT NPBITIeAN NPK CIOUMANKUCT, KAKTO U MHGOPMALKS, OTPA3eHa B eNMKpU3a

YAOCTOBBPABA e C NOANNCHTE Ha YIEHOBET® Ha KOMUCHATA B NPUNOXEHWE 1 HA HACTORWMTE HINCKBAHNA

. U3KNIOYBALLM KPUTEPUK (i‘IPM NPOOBLIMKABAHE HA NNIEYEHUETO)

MpenwecTaaiya aHaQUNaKTHYHa PEAKUMA NPU NPEALIECTBALLO NPUNOKEHIE HA CHILMUS NeK. MPoAYKT
BpemenHoct

OcTbp MuokapaeH usgapkt

Aunboka BeHo3Ha TpomBosa

Benoppobra TpomGemGonua

MoabyeH wHeynT

MO3buHN METACTA3M (HETPETUPAHN)
YepHoapoGHa unm Gu6peuta HeaOCTaTLUHOCT
. CbpAeyHa HEAOCTaTBUYHOCT

10. Texka octeonopo3a

11. Texka aucaunugemus

12. Opymm

PCENOOB LN -

OTrosaps Ha KPUTEPUUTE 3a NPOALIMKAaBaHe
Ha fe4EHNETO C

n 3 VBUCKBAHMA HA H3OK 3A NPOBEXOAHE HA NAPEHTEPANHO UMU KOMBUHWPAHO MAPEHTEPANHO U NEPOPANIHO XOPMOHANHO
w NEYEHWE NPU 3NIOKAYECTBEHO HOBOOBPA3YBAHWUE HA MITEYHATA XIE3A B U3BLHEONHWUUYHATA MOMOLY ~ & cuna ot 1 anpun 2018
roauHa
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APUNOXEHKUE 2
I. NEYEBHO-AUMATHOCTUYEH ANIFOPUTBEM

1. NEKAPCTBEHW NPOAYKTH, skmoueru B Mpunoxexve 1 wa MIC, xouto H3OK sannawa B choTBeTCTEME C
REACTBALMTE HOPMATHBHI JOKYMEHTH.

INN V AO3A
?OSEREUN * 0,129 mg depot implant
TAMOXIFEN « 20 rﬁg AHEBHO
FULVESTRANT * 8,3 mg depot inj
ANASTROZOLE e 1mg AavHesHo ]
LETROZOLE *  2,5mg AHesHO
EXEMESTANE e 25 mg AHesHo

2. NPOCNEAABAHE:

KK (xeMornoGun, XeMaTokpuT, epUTPOLIMTY, NEBKOLIMTH,
TPOMBOLMTY )

ASAT

ALAT

AnkanHa cocarasa

| Kpeatunun

Junuaen npocpun

VIMyHOXMCTOXHMUUHO H3CneaBaHe

XUCTONaTONOMMYHO nacrieasare

AbgomuHanHa exorpadwis

CT/PET-CT

Pentrenorpacgun Ha Genn apobose

KocTHa cuusurpadus X
OCTE0REHINTOMETDHSR ~ DY NOKAZBHNA
Mamorpacus/exomamorpadma x x
EngoBarvHanhka exorpachus npu riewenne ¢ Tamokcndpen X
KoheynTaums ¢ odiTanmMonor — npu noKasakus
KoHcynTauusi CbC ChaoB. XMPYPT — NpH NOKA3AHWA
KOHCYNTauua ¢ IMHEKONOE ~ NP TIOKA33HUA
KOHCYNTaUuMA C KapAnoIor — Npy HoKa3aHus
KoHCynTauua ¢ HeBponor — Npy NOKA3aHMs

x
]
x

x| |x {x
x [ |x |x

x| [x [ [x [x %[> |x
x

x X Ix[x [x

+ 6 Meceua* - u3BLPIWEAT Ce HA BGEKK 6 Meceua no 3-Ta ropmMia; + 12 mecena* - MIBBPWBAT Ce Ha BCEKW 12 Meceua 40 5-7a FroauHa 3a
ARIOBAHTHO NEueHUe ; Crieq 5=Ta rOAWHA - H3BBLPWBAT €8 N0 NOKASIHKA;
** 3a MeTACTaMPanH - U3CNEABAHUATA Ce HIBLPWBAT Ha BCEKM 6 Meceua

W3cnensanmaATa ce NPEACTABAT Ha ODUTMHANHY BAHKU MU 33BEPEHN KONUA C NCANUC M NeuaT Ha J13 (NPW HANMUME Ha XOCNUTANU3AUNS C
ABBHOCT A0 1 MeceL| NPeAU KSHAMASTCTBAHETO Ce NPUNAra 3aBEPEHE KONUE OT eNUKpHaa ¢ Homep U3)

g VISNCKBAHWA HA H3OK 3A NPOBEXIAHE HA NAPEHTEPANHO WM KOMBUHWPAHO MAPEHTEPAMIHO W NEPOPANHO XOPMOHARHO
& NEYEHUE NMPU 3NOKAYECTBEHO HOBOOBPA3YBAHME HA MNEUHATA XKITE3A B M3BBHBEONHUUHATA AOMOLU - r cuna o1 1 anpun 2018
‘ ) roamna
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II. OBLL{K UBUCKBAHUSA

1. Bb3pacToBara rpaHMLa Ce U3YMCIABA B HABLPLWEHN FOAMHY - T.€. BIITIOUUTENHO KbM Aarata Ha u3aasane Ha npoTokona oT
cneuvanuapaHaTa KOMMCHs.

2. Npu HasHa4aBaKe Ha TepanusA NO NPOTOKON 3aABLIKUTENHO ce Cbobpassieat Bb3PACTOBUTE OTPAHWYEHUA, CbINAcHO KpaTkaTa
XapakTepucTUKa Ha CbOTBETHUSA NEKAaPCTBEH NPOAYKT, YTBbpAEHa no peaa Ha 3MMXM.

3. H30K He sannawa nevenune 3sbH ykasanata Bb3pacToBa rpaHuLa B kpaTkaTa XapakTepucTUka Ha NpoayKTa.

4. H30K He 3annaiya nedyenme c 4031 HaZ MAKCUMAIHO PaspeLLeHUTe NO KpaTka XapakTepucTika Ha NpoayKTa.

§. B cnyuait Ha HacTbNUNa NOAO3MpaHa HEXenaHa NekapcTBeHa peakuus, nekapat ysegomasa WAJ no peaa Ha un. 183 ot
3NINXM. Konue 0T Cbo6LUEHNETO Ce NpUnara KbM MeAULIMHCKATa AokymeHTaums Ha 301 Npy KaHAKARTCTBAHE 3a neueHve.

6. CMNEUKATIUIUPAHATA KOMUCHUS nanasa Pelenme cneg nposeaeHa AmbynatopHa npoueaypa Ne 38 ,OnpeaensHe Ha nnaH
Ha fieyeHmne ¥ NPoCieAsBaHe Ha TepaneBTUIHNA OTTOBOP MPU NALMEHTH, nonyyasaty CKbOCTPYBALWM NeKapCTBEHU NPOAYKTY NO
pena Ha un. 78, 1. 2 330" Ka ocHoBaHne un. 53 1 un. 303 oT HauvoHaneH pamkos AOrOBOP 33 MEAUUMHCKUTE AeWHOCTH MEeXay
Hauvonansara sapaBHoocurypuTenia kaca v Bwnrapcku nekapcku cubiod sa 2018r. (0BH., OB, 6p. 28 or 29.03.2018 r) n
npepocTaseHa or 3011 MepuuMHCKa AoKyMeHTauMs. CrieuvanuanpaHaTa KOMUCHA CbXPaHsiBa eauH eksemnnsp or PeweHuero,
CBXpaHsIBa BTOPU EKIEMIIAD Ha MPOTOKONA/M, BCUUKM HEOBXOAMMU JOKYMEHTY 33 M3AABAHETO My U KOMME OT NMPUMOXKeHWe 1 Ha
HACTOALUMTE USUCKBAHUSI, MONBITHEHO MO CbOTBETHATA TOHKA M NOGNICAHO OT YAEHOBETE HA CNELMAaNUIMPaHATa KOMUCHS.

HacTonwure usuckeaHms ca paspaboTeHin Ha OCHOBaHWE 4n. 58 OT HauvoHaneH pamKoB JOFOBOD 33 MEAULMHCKUTE AEHHOCTH
Mexay Hauwowan+ara sapasHoocurypuTenHa kaca v Bbarapcky nexkapcku cuios sa 2018r. (06H., 1B, 6p. 28 ot 29.03.2018 r).

V3NCKBAHNA HA H3OK 3A NPOBDKHAHE HA NMAPEHTEPANHO UMW KOMBMHUPAHO MNAPEHTEPANHO W NEPOPANHO XOPMOHANHO
NEYEHUE NPY 3NOKAYECTBEHO HOBOOEPA3YBAHWUE HA MAEYHATA XIIE3A B U3BBHBONHUYHATA NMOMOLY — B cuna ot 1 anpun 2018
roauHa
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NPUNOXEHUE 3

BEKNAPALIMA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSAITA 3A 3ANOYBAHE/ NPOOBXABAHE HA
NEYEHWETO C NEKAPCTBEHWUA NPORYKT

Crnep kato -Ce 3anosHax C usnata MU NpeaocTaseHa WHAOPMALMS M LEmTa Ha NeyeHneTo G reKapeTeenus
npoayKT.
NOCTABERUTE OT MEH BBIPOCH, AeK1apupam ue:

# Cnej KaTto nonyymx u3depnaTtenHu OTroBOpU Ha

1. ille‘'cnaseam npenopbyaHaTa MU CXeMa Ha NEYEHIE W NEPMOAMUHOCT Ha KOHTPOMHATE Npernean.

2. PepoBHo we ce SBABaM Ha KOHTPOMHM NPErneAM M HAMA A3 NPOMEHSM CaMOBOMHO WNM MoA LAPYrO BHyWeHWe
HasHaueHaTa Mn Tepanus.

3. Mpu npeycTaHoBABaHE Ha NEYEHUETO NG FIPHINHY, HENPOU3THYALLYN OT pelwwenmeTo Ha KomucuaTa 3a ekcneptusm 8 P3OK
wunm Komucuata no un. 78, 1.2 ot 330, we yBeAOMA He3abaBHO NMYHUA CU nekap » P3OK n we sbpHa B P3OK
ROCNEAHVA NPOTOKON, NO KOATO CbM NoNyHaBan/a NEKAPCTBEHNS NPOAYKT.

4. Tipit HecnassaHe Ha NOCOYEHUTE YCTIOBYS SIBMEHIIETO MM C YNIOMEHATUS NEKAPCTBEH NPOgYKT We Gbae NpekpaTeHo u
HAMa aa uMéM npetekumn kbm H30K.

Hara:

(ume, npesnme n hamunmnsy

Moanuc...

",1 VISUCKBAHMA HA H3OK 3A MPOBEXIAHE HA NAPEHTEPATIHO WM KOMBWUHWUPAHO NAPEHTEPANIHO ¥ NEPOPANHO XOPMOHANHO 10

\7)« NEYEHWE NPU 3ROKAYECTBEHO HOBOOBPA3YBAHWE HA MITEYHATA XKITE3A B V3BBbHBOMHUYHATA MOMOLL ~ B cvna ot 1 anpun 2018
‘ ) roawra
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M3NCKBAHUA HA H30K NMPU U3ABAHE HA MPOTOKONU 3A MPOBEXIAHE HA MAPEHTEPASHO WX
KOMBUHUPAHO MAPEHTEPANHO ¥ NMEPOPANHO XOPMOHANHO NEYEHWE HA 3NOKAYECTBEHO
HOBOOBPA3YBAHUE HA MAEYHATA XME3A

MpoToKON®T Ce U3AaBa OT cNeUNanu3upaHa KOMUCHS 8 NevebHO 3aBeaeHUe 3a GOMHUYHA NOMOLL NI KOMNIIEKCEH
OHKOIOTMYEH LEHTBLP, CKNiounnyu aorosop ¢ H30K. CneunanusupannTe koMMCHM Ce Cb3nasaT cbe 3anosea Ha AnpekTopa
Ha Ne4ebHOTO 3aBeAeHNe U BITTIOYBAT NEKAPW CLC CNELMANHOCT MeAMLIMHCKA OHKONOMS MK BLTPELLHN 6ONECTV 1 OHKONOTUS

1. PEQ} 3A 3ABEPABAHE HA NPOTOKONUTE

TpoToKONM 33 3anouBaHe Ha NaPEHTEPANHO WM KOMBUHUPAHO NAPEHTEPANTHO M NEPOPANHO XOPMOHAMNHO NeveHue
MpoTokony 3a npoMsiHa NPYU KOMEMHUPAHO NapeHTePaNHoO U NEPOPanHO XOPMOHAITHO NeYeHue

* TonbaHeHo u noanucaHo npunoxexwe 1A/ME — nucT 3a onpepensive Ha
KPUTEPUUTE C BCUMKN HEOGXOAMMU U3CNEABAHNA(NPUNAzam ce U Ha OpuauHasHa
GnanKa unu 3aeepeHo Konue)

CMELMANMU3NPAHA * MeauuMHCKa AOKYMEHTAUMA, BKNIOYBALLA JAHHW OT aHAaMHEe3ara, cTaTyca u
KOMUCUS P npeaxoxaaio neveHue
* PeweHne Ha crneuuanuavpaHa KOMMCHMA C fICHA MeWUMHCKA MOTUBAUMA
(3aaBLNXKUTENHO ce 0T6ENA3Ba NUNCA HA U3KNIOYBALIN KPUTEPUM)
= ‘[lporokon 3a npeanucBaHe Ha nekapcTea, 3annawarn ot H3OK/P3OK' -
06p. M3-H30K
Komucus no un. 78, 1. 2 .| 3aBepxa Ha nporokona 8
ot 330 B LIY Ha H30K P30K

Mpotokonu 3a npoAbLMkaBaHe Ha napeHTepanHo unu xoMmGuHupaHo NepopanHo M NapeHTepanHo XOpMOoHanHO

nevexne
=  ‘[lpotokon 3a npeanuceaHe Ha
Eg;ﬁzag”suPAHA nekapcTea, 3annawanv ot H3OK/P30K™ — P g;%e':) k@ ha npotoxona &
06p. M3-H30K
1. OBLUW NONOXEHURA

1. 3011 nogaea noaroTEeHWTe AOKYMEHTH B P30K, Ha TepuTOpMsTa Ha KOATO @ Hanpaswiio u3bop Ha ONN. JokymeHTute
BKNIOYBAT: -
1.1. 3anBnexne no [upékropa Ha P3OK.:

1.2. NonbnHeHo ¥ noanucaHo npunoxetine 1. MorbnBa ce NO CHOTBETHATA TOHKA U CE MpUNara OTpaseHaTa 8 UMPOB UHAEKC
MEAULIMHCKE AOKYMEHTaLMR, YI0CTOBEPABALLA BCEKW @AuH OT KpUTEpMUTE.

1.3. NMunnmnat Habop uscnenBanus ((PUINKANHY, UHCTPYMEHTANKY 1 NaGopaTopHM), OTPA3eH B NPUNOKeHUe 2.

1.4.'MpoTokon 3a npeanucBaHe Ha NekapcTea; 3annawanu ot H3OKP30K — obp. M3-H30K, nspaaeH oT cneunanuaupara
komucus. Mpunara ce konue Ha NPOTOKONA, 2 NPW KAHAUBATETBAHE 33 NPOALITKABAHE HA TEPANUATA Ce NPEACTABA OPUrMHAN Ha
NPeAXOAHUS NPOTOKCN C OTPA3EHN BCUYKW OTNYCHATW KOMUUECTBA NO Hero.

1.5. Pewenue Ha crneuvanusupaHa komucus OT neyvebHO 3aBeaeHwe — uanbrnwuTen Ha AmbynatopHa npoueaypa Ne 38
"Onpe,uensme Ha NNaH Ha neveHuwe v nNpocnensiBaHe Ha TepaneBTUUHWUA OTroBOp NpW NauueHTH, NoNy4aBalin CKbNOCTPYBaLLU
nekapcTBeHU NPOAYKTV NO peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.6. feknapauus 3a nHcopmmparo cwrnacue no obpasey (npunoxexue 3)

2. P30K npuema ROKyMeHTHUTe NO TOYKa 1 cnea cnpaska OTHOCHO 3APaBHOOCUTYPUTENHUS cTaTyc Ha 3011,

3. MpBUAT N BCekK CrieaBall NPOTOKON Ce M3aasar 3a nepuoa Ao 180 AHM,

2

n g M3NCKBAHUA HA H30K 3A NPOBEXJAHE HA MAPEHTEPANHO MW KOMEMHUPAHO MAPEHTEPANHO U MEPOPAAIHO XOPMOHASIHO  —

G NEYEHVE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHWE HA MNEYHATA XIESA B USBbHBONHUYHATA NOMOL - B cuna ot 1 anpun 2018
roauHa
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NPUNOXEHWE 1A

JACT 3A ONPERENAHE HA KPUTEPUUTE NPYU 3ANOYBAHE HA HA MAPEHTEPANTHO UMW KOMBMHUPAHO
NAPEHTEPANTHO W NEPOPANHO XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHME HA
MIEYHATA XNE3A

Ume: ElMH

3abenexxa: meduyurckama GoKyMenmayusi, ydocmoeepseawia 6cexy om KUMepUUme e focodYeHa ¢ yugpa 8 uHleKc u 3adbiKuMenHo
npuGPyMasa HACMOAUOMO NPUNONEHUE.

A. I KPUTEPUM 3A 3ANOYBAHE HA MAPEHTEPAIIHO XOPMOHANIHO NEYEHME C LH-RH AFOHUCT
(SALBIVKMTENHM CA 1, 2, 3 ¥ 8 KPUTEPUM, KAKTO U EAUH OT OCTAHAJUTE ~ 4, 5, 6 UNW 7 KPUTEPUIA)

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

1 | Knuknuma Awariosa, XMCTonorueH pesynrar |

2 | Peuenropen craryc — ER+ w/unu PR+ '

A. Npe-nepumeHonay3anti xeHu, C MEXAUHEH W BUCOK PUCK OT PELIMOHBUPAHE U METAaCcTa3npaHe -

3 B. Mxe, noanexaiwu Ha nevyeHne ¢ apoMartaseH uHxubuTop

4 | AnoBaHTHO neveHre NpU BOMHKU € MEXONHEH N BUCOK PUCK 2

5 | Neuexve npu meTactasupano /peunavenpanc/ sabonseane | nuHus 2
6 | Neyexune npu MeTacTasupano /peuwgueupano{ 3abonssane Il nukns
7 | Neuenue npu meTacTasupano /peunausupanc/ 3aGonssaxe [l uH1s 2
8 | Nunca Ha uaxniouBawM KpuTepUn No Touka B. | 3

' HEOGXOAMMMTE MICNEABAHWA Ca OTPA3CHM B TaGNWLA 2 Ha NPUNOKEHWE 2 - 3AALAKUTENHO Ce NPEACTABAT HA OPWIMHANKHA Bnakka oT
nabopaTopus WNK 3aBEPEHO U NOANKCANG KOMME, PN HANWUMe Ha XOCNUTANU3aUMA Ce pUnara eNWKpU3a ¢ Homep U3 ¢ gashoct Ao 1 mecey
npeau KaHAWAATCTBAHETO

amMBYNaTopHu NUCTOBE OT NPErneamn APH CRIOUMATIUCT, KAKTO U MHBDOPMALIUA, OTPAIEHA B ENUKpPU3a

YROCTOBOPABA €O C NIOANMCHTE HA MIGHOBATE HA KOMUCHATA B NPUITOKEHHE 1 Ha HACTORILUTE MIUCKBAHMA

B. I. UBKNIOYBALLIW KPUTEPWIA (NPY 3ATIOMBAHE HA NEYEHUETO)

MpeawecTsaiia anadvnaKTV4HX peakUik OT CbLLMA NEKAPCTBEH NPOAYKT
BpeméesHocT

Mo3buHu MeTacTasu (Hetpetupau)

Texka opraiia HeAOGCTATEHHOCT

Tesxka ocTeonoposa

Dpyru

DO AN

OTrosaps Ha KpuTepuuTe 3a 3anouYBaHe Ha
neueHueTo ¢

’1 g VISNCKBAHMA HA H3OK 3A MPOBEXBAHE HA MAPEHTEPANHO WU KOMBUHUPAHO MAPEHTEPANTHO W NMEPOPANHO XOPMOHANHO 3

@ JIEYEHWE MPU 3NOKAYECTBEHO HOBOOBPASYBAHME HA MNIEYHATA XNE3A B U3BLHEONHUMHATA OMOLL - & cuna or 1 anpun 2018
roanHa
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NPUNOXEHUE 1A

NUCT 3A ONPEQENAHE HA KPUTEPUMUTE NPU 3ANOYBAHE HA HA NAPEHTEPAITHO MAIM KOMBUHUPAHO
MAPEHTEPANTHO U NEPOPANTHO XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO HOBOOBPA3YBAHMUE HA
MINEYHATA XNE3A

Nwme: ErH

3abenenxa:: Meduyurckama OoKymeHmauus, ydocmosepsgatua 6ceKu oM Kpumepuume e NocoveHa ¢ uugppa 8 UHOEKC U
3a0BAKUMENHO NPUOPYXaea HACMOSWOMO NPUNOXEHUe.

A. H. KPVTEPUM 3A 3AMOYBAHE HA KOMBEWHWUPAHO XOPMOHAMNHO NEYEHWE C LH-RH AFOHUCT W
NEPOPANEH AHTUECTPOTEH (SAIBIDKMTENHU CA 1, 2, 3 U 7 KPUTEPHM, KAKTO U EAUH OT OCTAHAIUTE - 4, §
WIK 6 KPMTEPMI) :

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

B 1
1 | KnuHuyHa aMar#o3a, XMcToNoruyeH pesynrar

2 | Peuentopen cratyc — ER+ wiunu PR+ '

MpemeHonaysanHu 60MHY ¢ MEXAWHEH M BUCOK PHCK OT PELMAMBMPAHE W METACTa3npaHe

2
AngoBaHTHa XopMOHOTEPanus

Reuetiue npn meTacTasupano /peunaveupanc/ sabonssane | nuHus 2

D W

Neuenue npu metacrasmpano /peuuaneupanc/ 3abonssase |l nunmns 2

7 | Jlunca Ha u3kmoUBauWM KpuTepuK no Touka b. Ii 3

! neoGxopumuTe M3CMOABAHNA Ca OTPaseHn B TabriMua 2 Ha NPUNOXeHMe 2 - 334 bIKWTENHO Ce NPeACTaBAT Ha OpuruHanHa Gnakka oT
nabopaTopusi wik 32BEPEHO U NOANMCAHO KOMUE, NPU HANKYME HA XOCMUTANU3ALMA Ce NpUnara enukpusa ¢ Homep U3 ¢ gaBHOCT Ao 1 Mecey
npefu KaHAWAATCTBAHETO -
zamGynaropam NUCTOBE OT NPerneAM NPU-CHOUNANMCT, KaKTO U MHOPMALNS, OTPAIEHa B ENMKPH3A

YAOCTOBEpPABa Ce C TIOANMCHTE Ha YIOHOBETE Ha KOMUCHUATA B NPUITOKEHWE 1 Ha HACTOSLUMTE MIUCKBAHNA

B. lI. U3KITIOYBALLX KPMTEPH“ {FIPY 3ANOYBAHE HA NEYEHUETO)

MNpeptuectsaiya aHachuNAKTIYHA peakuns 0T NPUNOKEHUE Ha Chlis NEK. TPoORYKT
Bpémentioct ;

OCTbp MuoKapaeH uHpapkT

Lunboka pekoana Tpombosa

Benoapobua TpomGemBonmst :

MostueH uHeynT ¢ AaBHOCT A0 6 Meceua

Mo3abunm MeTacTasy (HetpeTupatu)

Texxka opraiHa HeAOCTATLYHOCT

Opymm

COENOINAWONA

OTrosaps Ha KpUTEepUUTE 3a 3aNOuYBaHe Ha
nevyeHuweTo C

4

j g VBMCKBAHWUA HA H3OK 3A NPOBEXIAHE HA MAPEHTEPANIHO UMM KOMBUHUPAHO NAPEHTEPANHO W NEPOPANHO XOPMOHANHO
"fa NEYEHUE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MNEYHATA XJTE3A B U3BbHBONHUYHATA NOMOLY - & cuna oT 1 anpun 2018
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NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUNTE NMPU 3ANOYBAHE HA HA NAPEHTEPANHO UMW KOMEUHUPAHO
NAPEHTEPANHO U MEPOPAINTHO XOPMOHANHO NEYEHWE HA 3NIOKAYECTBEHO HOBOOBPA3YBAHUE HA
MIEYHATA XNE3A

WUme: ErH

3abenexxa: Meduyurckama dokymenmayus, ydocmosepsieawa ecexu om Kpumepuume € focoyeHa ¢ uugpa 6 UHOEKC U 3adbaXumenHo
fIPUGPYHasa HECMORULOMO NPUNONEHUE.

A. Hl. KPUTEPUM 3A 3AMOYBAHE HA KOMEWHWPAHO XOPMOHARHO JNEYEHWE C LH-RH AFOHUCT U
APOMATA3EH WHXUBMTOP (SAITBIKMTENHW CA 1, 2, 3 U 8 KPUTEPHMM, KAKTO U EfIMH OT OCTAHAIUTE - 4, 5, 6
WA 7 KPUTEPUW)

MKB C50.0, C50.1, €50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

KNMHWYHA ANArHO3a, XMCTOMOTMYEH pesynTar |

1

2 | PeuenTopen craryc ~ ER+ w/unu PR+

3 A. NpelnepumeHonay3sanuu 6onuu, npoms?tiomaﬂu 3a nzewenue ¢ AnTnectporeH /Tamoxifen/ z
B. Muxe, nokasaHu 3a neueHWe ¢ apoMaTaseH WHXMGuTop

4 ABIOBaHTHA XOpMOHOTEpanus 2

5 | NleueHue npu MetacTasupano /peunavenpanc/ sabonseaHe | NMHUA 2

6 | IleueHue npu MeTacTasupano /peuuaveupanct sabonssane 1l nunus 2

7 | Neuenue npu MeTacTasupanc /peunaneunparc/ saGonsasane Il nuHus 2

8 | Nunca Ha waknloyBawwm KpuTepuu no Touka b. Il s

1

OTroBaps Ha KpUTepUMTE 3a 3aN04BaHe Ha

HeobxoguMuTe H3CNeABaHuA Ca OTpaseHn B vaﬁnuua 2 Ha fipunoxexne 2 - 3aABIKUTENHO C@ MPEACTaBAT Ha opuriMHanHa 6naHka ot
naopaTopus WM 3aBEPEHO K NOANUCAHO KORWE, NPU HANUYME HA XOCTUTANUSALUMA CE Mpunara enukpnsa ¢ Homep M3 ¢ AaBHOCT Ao 1 Mecel
npeAv KaHAMASTCTBAHETO

amGynaTopHn NNCTOBE OT Nperne M NPK CNERMANUCT, KaKTO U HHpOPMALUA, OTPa3eHa B eNUKPU3a

YAOCTOBEPHABa C& ¢ NOANKCUTE Ha YNBHOBATE HA KOMUCHUATA B NPUAoKEHHE 1 HA HACTOALNTE UIUCKBAHUA

B. IIl. UBKIIOYBALLIY KPUTEPUM (NPU 3ANOYBAHE HA NIEYEHUETO)

Mpeawecrsawia aHathNakTUuHa PEAKLMA OT ChLUS NEKAPCTBEH NPOAYKT
BpemeHHOCT
OcTsp Mrokapaes whdapkr
Luaboka serosHa TpomGosa .
Berioapo6Ha TpoMGembonus
Mo3sbueH #HCYNT € ASBHOCT 40 6 Mecelia
Mo3buhn MeTacTasu (HeTpeTupann)
Texka opraHHa HeRGCTaTbUHOCT
Texka ocTeonoposa

. Texka aucnunuaemn

Opyru

2PN A LN

-0

neYyeHueTo ¢

n g VSUCKBAHWA HA H3OK 3A MPOBEXOAHE KA MAPEHTEPANHO UITM KOMBUHUPAHO MAPEHTEPAJIHO ¥ NEPOPAIIHO XOPMOHAIIHO
@ NEYEHWE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MIIEUHATA XNE3A B U3BBHBONHUYHATA TMOMOILL - B cuna ot 1 anpun 2018
roguHa
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