[bookmark: _GoBack][image: C:\Users\aangelova\AppData\Local\temp\EDOCS.29B64A22\001320FA.DBB9D459\002F6BC9.jpg]
[image: C:\Users\aangelova\AppData\Local\temp\EDOCS.C203D4CC\00132102.FA3DC2F1\002F6A25.tif]
[image: C:\Users\aangelova\AppData\Local\temp\EDOCS.C203D4CC\00132102.FA3DC2F1\002F6A26.tif]
[image: C:\Users\aangelova\AppData\Local\temp\EDOCS.C203D4CC\00132102.FA3DC2F1\002F6A27.tif]
[image: C:\Users\aangelova\AppData\Local\temp\EDOCS.C203D4CC\00132102.FA3DC2F1\002F6A28.tif]
[image: C:\Users\aangelova\AppData\Local\temp\EDOCS.C203D4CC\00132102.FA3DC2F1\002F6A29.tif]
[image: C:\Users\aangelova\AppData\Local\temp\EDOCS.C203D4CC\00132102.FA3DC2F1\002F6A2A.tif]
image6.tiff
NPUNOXEHWE 2
. NEYEBHO-AMATHOCTUMEH ANTOPUTHM

1. NEKAPCTBEHU MNPOAYKTW, skmiouenn B lMpunoxenuwe 1 Ha MNC, kouto H3OK 3annawa B cboTBETCTBME C
AENCTBALUMTE HOPMaTUBHN AOKYMEHTH.

INN OO3A
TAMOXIFEN e 20 mg aHeeHo
ANASTROZOLE ¢ 1 mg gHeBHO
LETROZOLE": e 2 5mg gHeBHO
EXEMESTANE o 25mg aHesHo

2_TIPOCTENABAHE:

KK (xeMOrnobuH, xemaTtokpuT, epUTPOLIUTH, NeBKOUNTH,

Tpombounm )

ASAT X X X

ALAT X X X

AnkanHa paTasa x X X

KpeaTuHuH - x x X

TNunuaeH npocdun X
A6,q0MMHanHa‘éxorpadem X X X

CT/PET-CT

Pentrenorpachust Ha Henu aApoGose

KocTHa cuuHTUrpadua

QcreopeHsutoMeTpua™ (No npeueHka)

Mamorpadus/exomamorpagust X X
EnposaruHanua exorpadus npu nevenve ¢ Tamokcuder X
Koncyntauuma ¢ odranMonor — npy nokasaxus

KoHCynTauus Cbe Cha0s XMPYPT —npU NOKasaHua

KOHCYNTauMa ¢ fUHEeKOHOr — Npu NoxasaHus

KoncynTauuma ¢ xapavonor — Npu noKasaHus

KOHCYnTaumsi © HEBPONOT — NPY NOKASAHS!

+ 6 Meceua® - HIBLPIIBAT C@ Ha BCekv 6 Meceua 00 3-Ta roAvHa; + 12 Meceue® - MIBLPWBAT Ce Ha Beexn 12 meceua Ao 5-ta roa. 3a
ANI0BAHTHO NEYeKHe ; CNeJ 5~Ta roQuHa - HIBHLPIIBAT Ce NO NOKA3aHNA;

** 32 METACTa3MPANK — UICNGABAHMATA Ce MIRLPWBAT Ha BCEKM 6 mMeceua

WacneasanmnsTa Ce NPEACTABAT Ha OPUTMHANHN SNaHKW WNW 3a8epeHu KONUA C NOANKC W nevar Ha f13 NPy Hanwuwe Ka XocnuTanu3auma ¢
ABBHOCT A0 1 MECEL PEAW KAHAKKATCTBAHETO Ce NPUNara 3aBEPEHO KONWE OT ENUKPU3a G Homep U3)

***3aQLNXUTeNHA OCTeOASHIUTOMBTPMA Ha BCEKM 12 MeceLa NPU NeYeHre ¢ apoMaTasH® WHXMGUTOPKU

Il. OBLLA UBUCKBAHUA

1. BvapacToBata rpaHnua ce MSUMCHABA B HABBbPLLEHV TOANHM - T.€. BKMIOYUTENTHO KbM AaTaTa Ha u3fasaHe Ha NpoTokona ot
cneunanuanpaHaTa KOMUCHA.

2. pw Ha3HauaBaHe Ha Tepanus No APOTOKOR 3AABLIDKUTENHO Ce CboBPa3ABAT BL3IPACTOBUTE OTPAHWUEHMUSA, CLITIACHO KpaTKaTa
XapaKTepUCTUKa Ha CbOTBETHWA NEKAPCTBEH NPOAYKT, YTBbpAEHa fio peaa Ha 3JIMXM.

3. H3OK He 3annawa neveHue n3sbM ykasaHaTta Bb3pacToBa rpaHuLa B KpaTkaTa XapakTepucTka Ha NpoayKTa.

4. H30K He sannala nieqeHmue C 403U HaJ MaKCAMATHO PA3PEILEHNTE NO KPaTKa XapakTepucTMka Ha NpoayKTa.

5. B cnydail Ha HacTbNUNa NOAO3NPaHa HeXenaHa NeKapcTBeHa peakuus, nekapsT yeegomssa WAJ no pena Ha un. 184 ot
3MNXM. Konue oT choblueHneTo ce npunara KbM MeaMLIMHCKATa pokymeHTaums Ha 30J1 npu kaHauAaTCTBaHe 3a NeyeHue.

6. CNELIMANTU3UPAHATA KOMUCUSA nanasa Pewenne cnep nposeaena AmBynatopHa npoueaypa Ne 38 .OnpeaensHe Ha nnaH
Ha feyeHUe N NpocnessBaHe Ha TEPanesTUUHNSA GTTOBOP NPU NaUMEHTH, NoMly4asalln CKbNOCTPYBALLWM NEKAPCTBEHN NPOAYKTW Mo
peaa Ha un. 78, 7. 2 330" Ha ocHoBaHMe un. 53 u un. 303 oT HaunoHaneH PamMKoB JOFOBOP 33 MEANLMHCKUTE AEAHOCTM Mexay
HauvoHantara sgpaesoocuryputenta kaca w Bbrrapcku nekapcku cbios sa 2018r. (o6, B, 6p. 28 or 29.03.2018 ryw
npeaoctaseHa or 30J1 MeauUMHCKa AOKyMeHTaLMs. CheunanuanpaHata KOMUCUS CbXpaHsBa efuH eK3EMMNsp OT PelueHWeTo,
CbXpaHsBa BTOPW €K3eMNNAp Ha NpOTOKONa/M, BCUUKKM HEOBXOAUMM AOKYMEHTU 33 W3NABAHETO MY ¥ KONMEe OT Mpunoxexue 1 Ha
HACTORLNTE USNCKBAHYS, NONBAHEHO NO CLOTBETHATA TOUKA U NOANUCAHO OT UNEHOBETE Ha CrIeUNanu3NpaHaTa KOMUCHA.

HactoawmTe usncksanns ca paspaboteHn Ha ocHoeaHue un. 58 oT HauuoHaneH PaMKOB AOrOB0P 3a MeAWLMHCKUTE JeAHOCTU
mexay Hauvotannarta sapasHoocuryputenta kaca u Bbnrapcku nekapeku cbios 3a 2018r. (06n., [1B, 6p. 28 07 29.03.2018 1.).

g VNCKBAHMA HA H3OK 3A MPOBEXOAHE HA MEPOPATIHUO XOPMOHANHO NEYEHVE MPY 3MOKAYECTBEHO HOBOBPA3YBAHWE HA
‘\'(‘ MAEYHATA XKIIE3A B U3BBLHEOITHUYHATA NOMOLL - 8 cuna oT 1 anpun 2018 roguHa
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NPUMOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBIMACUE C M3UCKBAHMUATA 3A 3ATIOUBAHE/ NPOOBITKABAHE HA
NEYEHUWETO C NEKAPCTBEHUA NPOAYKT

Cnea karto Ce 3ano3Hax C uanata MM NpefocTaBeHa MHAOPMALMS W LENTa Ha NEYEHUETO C NEeKapCTBEHUS
npoayKT..
NOCTABEHUTE OT MEH BBNPOCH, AEKNapupam Je:

‘n cnep xavo NONy4Ynx u3vepnaTenHu OTTOBOpU Ha

1. Ue cnassam npenopbyaHaTa MU CXEMa HA NEYEHWE U NEPUOAMHHOCT Ha KOHTPONHWUTE nperneay.

2. PepoBHO We Ce SBABAM HA KOHTPOMHM NPErNeaM W HMa Aa GPOMEHSM CaMOBOMHO WM MOA APYro BHYiLeHne
Ha3HaYeHaTa My Tepanus.

3. Mpn npeycTaHoBagaHe Ha NEUYEHUETO NO MPUUMHY, HEMPOU3TUUALLM OT peLLeHneTo Ha KomucusTa sa excriepTvan B P3OK
whnu Komvcuata no un. 78, 1.2 ot 330, we yeenoms HesabaBHO NuuHMA cn nekap U P30K u we BbpHa B P3OK
NOCNEAHNA NPOTOKON, N0 KOWTO ChM Nony4asan/a nekapcTBEHUs NPOAYKT.

4. Mpu HecnassaHe Ha NMOCOYEHUTE YCIIOBUA IEWEHUETO MU C YNIOMEHATHA NEKAPCTBEH NPOAYKT e Bbae npekpaTeHo n
HAMa A2 UMam npeTeHLun koM H3OK.

r{, | MBMCKBAHWA HA H3OK 3A NPOBEXIAHE HA NEPOPANHNO XOPMOHANHO NEYEHUE NPU 3NOKAYECTBEHO HOBOBPA3YBAHUWE HA
@‘ MAEYHATA XJIE3A B U3BBLHBONHUYHATA NOMOLL - B cuna ot 1 anpun 2018 rogunxa
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N3NCKBAHUA HA H3OK NPU U3OABAHE HA NPOTOKONW 3A MEPOPANTHO XOPMOHANHO NEYEHWUE
HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MIIEYHATA XIE3A

TIpOTOKOMNBT Ce M3AaBa 0T cneunanuiupasa koMucus B nevebHo 3asefeHue 3a GONHUYHA NOMOW UM KOMNNEKCceH
OHKONOTUYEH UEHTLP, cKNouunn gorosop ¢ H30K. Cneunanuanpannute KOMUCHM Ce Cb3Aasat ChC 3anoBes Ha avpekTopa
Ha nedebHoTo saseaenne (f13) U BKNIOYBAT NeKapy CHC CMIELMANTHOCT MEAWLMHCKA OHKOMOMMS MMM BbTPElWwHW Bomectn u
OHKONOUA

l. PE[] 3A 3ABEPAIBAHE HA NPOTOKOMUTE

MpoToxonu 3a 3anouBaHe Ha neyeHne

* ‘Mporokon 3a npeanuceaHe  Ha
nekapctsa, sannawasum ot H30K/P30K" N
gg;agﬂ“smpAHA — 06p. M3-H30K (nodnucan om aecuyku g;ze'? ka Ha npoTokona &
4neHose Ha crieyuanuaupasama
Komucus)

flpoTokonu 3a npoALIDKaBaHe Ha fieyeHue

= “flpotokon 3a npeanuceaHe  Ha
nekapcTea, 3annawanm ot H30K/P30K" 3aBepka Ha NPOTOKoMNa B
CNEUWAINUIUPAHA > - obp. M3-H3OK (nodnucan om ecuuku e p30Kp P
KOMUCHUA uneroee Ha cneuuanusupanama
Komucus)
Ii. OBLUN NONMOXEHUA

1. 30N nopaea noaroveeHute aoxyMeHTH B P30K, Ha TepuTOopUaTa Ha KOSITO @ Hanpaswrio n3bop Ha ONN. flokymeHTuTe
BKNIOYBAT:

1.1. “NpoTokon 3a npeanuceaxe Ha nexkapcTea, sannawaxv ot H30K/P30K” — 06p. M3-H30K, uzgaaeH ot cneuvanusmpana
komucus, MNpunara ce opuruHan Ha NpoToKona, a Npy KaHAMAATCTBaHE 3a NPOAbMXABaHe HA TEPaNUATA Ce NPEACTaBs OPUruHan
Ha NPeAXOAHUSE NPOTOKOSI € OTPA3EHN BCUUKN OTTYCHATM KOSIMHECTBA NO HEro.

2. P30K npnuema MOKyMEHTHTE NO TOuka 1 crnep cnpaBKa OTHOCHO 30PaBHOOCUIYPUTENHUA craTyc Ha 30/,

3. MbpeMAT M BCekM cneABall NPOTOKOS ce W3JaBar 3a nepuwof Ao 180 aAxn.

'T, y  M3UCKBAHWUA HA H3OK 3A MPOBEXXOAHE HA NEPOPANHMO XOPMOHANHO NEYEHUE MPY 3NOKAYECTBEHO HOBOEPA3YBAHME HA
@‘ MNEYHATA XKNE3A B U3BLHBONMHNMYHATA NOMOLL - & cuna oT 1 anpun 2018 roauna
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NPUNOXEHWE 1A

KPUTEPHMUTE NPU 3ANOYBAHE HA NEPOPANHO XOPMOHANHO NEYEHUE HA 3NIOKAYECTBEHO
HOBOOBPA3YBAHUE HA MNEYHATA XNE3A

Ume:

ErH

3abenexka: meduyuHckama OoKyMenmauus, yoocmosepaeaa 6cexku om Kpumepuume € rocoyeHa ¢ uugpa & UHOBKC U 3adbaRUMenHo
npudpyxaea HaCMOAULOMO NPUSTOXeEHUe.

A.I. KPUTEPUU 3A SANOYBAHE HA NEYEHUE C APOMATA3HW MUHXUBMTOPU — ANASTROZOLE, LETROZOLE,

EXEMESTANE (SALITDKMTENHU CA 1, 2, 3 U 8 KPUTEPUU, KAKTO U EAWH OT OCTAHANUTE—4, 5, 6 UNU 7 KPUTEPUW)

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

1 | KnUHWYHA AUArHO3a, XMCTONOTUYEH pe3ynTart

2 | Peuentopen cratyc — ER+ u/unu PR+

3 | MNocTmeHonaysanyu Gonmm

4 | AnoBaHTHO nedeHne

5 | Nleuenwe npy MeTacTaaupano /peunausupanc/ sabonseade | nuHua
6 | Neuenve npu meTacTasupano /peunaneupanc/ sabonseate Il nuHua
7 | Neyenne npu metactasupano /peunansupano/ sabonaease Il nuHuA
8 | Nunca Ha uakmoyBaiym KpuTepun no Touka B. 1

OTroBaps Ha KpUTEpUUTE 3a 3aNOYBAHE HA

B. . USKMOUBALLM KPUTEPUU (MPU 3ANOYBAHE HA NEYEHUETO)

SOPNIO RN

MpeawecTaaiua aHahnNaKTUIHA peakums OT NPUNOXKEHWE HA CHILMA NEKAPCTBEH NPOAYKT
OcTbp MuoKapaieH uHPapKT -

Run6oka seHosua Tpomb0o3a

Benoapobha tpomGembonus

MosbueH MHCYNT ¢ faBHOCT A0 6 meceua

Mo3suHu MeTacTasn (HeTpeTpanm)

Texxa opraHHa HeAOCTaTbUHOCT

Teskka ocreonoposa

Texka pucnunaeMus

b. Opyru

neyeHueto ¢

M3NCKBAHUS HA H3OK 3A NPOBEXXOAHE HA MEPOPAIHUO XOPMOHAJTHO NEYEHWE NPY 3NOKAYECTBEHO HOBOBPASYBAHME HA

’Ld MIEYHATA XXITE3A B W3BBHBONMHUYHATA NOMOLL ~ B cuna oT 1 anpun 2018 roguHa
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NPUNOXKEHWUE 1A

KPMTEPMMTE NPU 3ANOYBAHE 3A NEPOPATHO XOPMOHANHO NIEYEHWUE HA 3NOKAYECTBEHO
HOBOOBPA3YBAHUE HA MNEYHATA XXNE3A

Wme:

ErH

3abenenxa: MEOULUHCKaMa QOKYMEMMAUUS, YOOCMOSEPSEaLLA ECEKY OM KDUMEPUUME € NOCONeHa ¢ uuhpa 8 UHOEKC U 3adBuKumenHo
NpudpyHaea HACMOAUOMO NPUNOXKEHUe.

A

. {I. KPUTEPUM 3A 3ANOYBAHE HA NNEMEHUE C AHTUECTPOIEHWU — TAMOXIFEN (3ABBIKUTENHU CA 1,2 U6

KPUTEPWM, KAKTO ¥ EAWH OT OCTAHAIUTE - 3, 4 UMW 5 KPUTEPWUK)

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

1 | Knunuuna awariosa, XUCTONOrMyYeH pesynrar

2 | PeuenvopeH ctatyc — ER+ u/unu PR+

3 | AQIOBAHTHO NevyeHne

4 | fNleyenue npi meTacTasmpano /peuugneupanc abonssaxe | nuHua

5 | Neuetine npu meTacTasupano /peunamneupanc sabonssase H nunus

6 | Nunca xa n3xmouBawm KpUTepuu no Touka B. i

(0]

OTroBaps Ha KpUTepUMTE 3a 3aNo4YBaHe Ha

OONDO D WN =

. . USKIOMBALLY KPUTEPUU (NPU 3ANOYBAHE HA NEYEHUETO)

MpeawecTsaila aHachunakTUyHa peakums cnea NPUNOXKEHUE Ha CHLUUA NeKapcTBeH NPOAYKT
OcTbp MUOKapaeH uHapKT ~

Aunboka seHosHa TpomGosa -

BenoapobeH TpomGemGonuaLm

MosvueH uHcynt

Mo3buHu meTacTasm (HeTpeTpanm)

Texxa oprasha HeROCTATLUHOCT

Xvnepnnasus Ha eHaoMeTpUyMa

Dpymm

neyeHueTo C

M3NUCKBAHMA HA H30K 3A NPOBEXIAHE HA NEPOPANTHMO XOPMOHAIIHO NEYEHUE NPU 3NOKAYECTBEHO HOBOBPA3YBAHUE HA
MNEYHATA XNE3A B U3BBLHEONHUYHATA NOMOLL - & cuna ot 1 anpun 2018 roquHa
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NPANOXEHUE 1B

KPUTEPUUTE NPU NPOQBIMKABAHE HA NEPOPAJIHO XOPMOHAITHO NEYEHUE HA 3NTOKAYECTBEHO
HOBOOBPA3YBAHUE HA MNEYHATA XNE3A

Ume: ETH

3aGenexxa: meduyuHckama OOKyMeHmayus, yooCmoeepssaa 6ceky Om KPUMepUUme @ MOCOYeHa C Utppa 8 UMAEKE U 3adbIIKUMENHO
npudpyxaaa HaCMORULOMO NpunoXeHue.

B. KPMTEPMM 3A NPOABIMKABAHE HA NMEPOPAITHO XOPMOHAJSHO NIEYEHUE

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

1 | XemaronoryHu nokasarenu

2 | Nlunca Ha 13kNIoYBaWy KpuTepum No Touka I~

. U3KNIOYBALLIK KPUTEPUK (NPWU I'IPOH'I:J'I)KABAHE HA NEYEHUETO)

MNpeawecTsalla aHatUNakTUHHA PEAKLUMA OT NPUNOKEHUE HA CbLWS NEKAPCTBEH NPOLYKT
OcTbp MroKapaeH UHapKT

Lwnboka BeHo3Ha Tpombosa

beriogpo6Ha TpoMGemGonus

MosbueH uhcynt

Mo3asuhu MeTacrasv (HeTpeTupanm)
YepHoppobHa unu 6b6peura HeaocTaTeUHOCT
CupaeyHa HeJoCTaTbYHOCT

Texxa ocTecnoposa

Texxa ancrunuaemus

Dpymm

SRodNeOrwL

-0

OTroBaps Ha KpMTepUMTe 3a NPOALINKABaHe
Ha NeYeHneTo ¢

V3UCKBAHNA HA H3OK 3A NMPOBEX(IAHE HA MEPOPANHNO XOPMOHAMNHO NIEYEHWE NPU 3NIOKAYECTBEHO HOBOGPA3YBAHUE HA
MNEYHATA XNE3A B U3BBHBONHNYHATA MOMOLY - & cuna o 1 anpus 2018 roauHa





