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U3NCKBAHUA HA H30K
3A MPOBEXAAHE HA NMEPOPANHO XOPMOHAJIHO NIEYEHUE MPU
3NTOKAYECTBEHO HOBOOBEPA3YBAHUE HA MIIEYHATA XITE3A

B U3BBHBOJNTHUYHATA NMOMOLL




[image: image2.jpg]M3UCKBAHUS HA H30K NPU U3OABAHE HA MPOTOKOJU 3A MEPOPANTHO XOPMOHAINHO NEYEHUE
HA 3/TOKAYECTBEHO HOBOOEPA3YBAHUE HA MJTIEYHATA XINE3A

[MpOTOKONBT Ce W3aaBa OT cneuManuaupaHa KoMucus B rieveGHO 3aBeaeHune 3a GONHMYHA NOMOLW UMM KOMNNIEKCeH
OHKOMOTMYEH LIGHTBLP, CKnounnmu gorosop ¢ H30K. Cneunanuaupanute KOMUCUM Ce Cb3aasat Cbe 3anoBey Ha AupekTopa
Ha neue6HoTo 3asepenne (N13) W BKMIOUBAT Nekapy CbC CMELMANHOCT MEeAUUMHCKA OHKOMOrMA MNW BbTpelwHu Gonectu w
OHKonorus

I PE[l 3A 3ABEPSIBAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha neveHne

= ‘Mpotokon 3a npeanuceaHe  Ha
nekapcTea, 3annawanu ot H30K/P30K" | - ;
ﬁg;ﬂgﬁgﬂZ’MPAHA — 06p. M3-H30K (nodnucan om ecuyku o) g;?‘? I hmnRdRaKonain
uneHoee Ha cneyuanuaupaHama
KOoMucusi)

MpoTokonu 3a npoAbLIMKaBaHe Ha fnevexHne

* ‘Tpotokon 3a npeanucaHe  Ha
nekapcrtea, 3annaiwanu ot H30K/P30K" 3aBepka Ha npoTokona B
CNELUWAITU3UPAHA — 06p. M3-H3OK (nodnucan om ecudku " PG.OKP B
KOMUCUA uneHoee Ha cneyuanuaupaHama
Komucus)

II. OBLLUX NONOXEHUA

1. 30/1 nopaBa noAroTBeHUTe AoKyMeHTH B P30K, Ha TepuTopusTa Ha KOSITO @ HanpaBuno u3bop Ha OnJ. flokymeHTute
BKNIOYBAT:

1.1. “NpoTokon 3a nMpeAnMcBaHe Ha nekapcTea, sannawanm ot H30K/P30K” — o6p. M3-H30K, uananeH ot cneunanuanpaHa
komucus. Mpunara ce opurMHan Ha NpoToKona, a Npu kaHavaaTcTBaHe 3a NPOAbIKaBaHe Ha TepanusaTa ce NpeacTass opurukan
Ha NpeaxXoAHUA NPOTOKON C OTPA3EHMU BCUUKN OTNYCHATI KONMYECTBA NO Hero.

2. P30K npuema gokymeHTUTe o T. 1 criea cnpaska OTHOCHO 3APaBHOOCUIY PUTENTHUSA CTaTyC Ha 300.

3. MLPBUAT M BCEKM CrieBaly NpoTOKON ce u3JaBar 3a nepuoa Ao 6 meceua.

(]

_y_ VBUCKBAHWUA HA H3OK 3A NPOBEX/IAHE HA NEPOPANHNO XOPMOHAIIHO NEYEHUE MPU 3NOKAYECTBEHO HOBOBPA3YBAHWE HA
% MNEYHATA XNE3A B U3BLHEONIHUYHATA NMOMOLL - & cuna ot 1 mapT 2014 roguHa
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KPUTEPUUTE MNPU 3ANOYBAHE HA NEPOPANTHO XOPMOHAINHO NIEYEHUE HA 3NTOKAYECTBEHO
HOBOOBPA3YBAHUE HA MIIEYHATA XINE3A

Ume: ErH

3abenexka: meduyuHckama OoKyMeHmayusi, ydocmoeepsieaula 6CeKu OmM Kpumepuume e rocoyeHa ¢ yugpa e uHoekc u 3adbmKumenHo
npudpyxasa HaCMOAULOMO NPUOKEHUe.

A.l. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C APOMATA3HU UHXUEUTOPU — ANASTROZOLE, LETROZOLE,
EXEMESTANE (AQBL/DKUTENHM CA 1, 2, 3 U 8 KPUTEPUU, KAKTO U EAUH OT OCTAHAIUTE-4, 5, 6 WU 7 KPUTEPUW)

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

1 | KnuHUYHA anarHosa, XMcTonoruyeH pesynrar

2 | Peuentopen ctatyc — ER+ n/unu PR+

3 | MocTmeHonay3anHu 6onHu

ANIOBaHTHO neyeHne

Jleyenune npu metactasupano /peunavsnpanc/ sabonseane | nuHns

Neyenme npu metacTasmpano /peunaneupanc/ sabonssane Il nunus

NeueHue npu MeTacTasupano /peunaveupanc/ sabonasare Il nuHus

o lN|lo|oa| s

Jlunca Ha naknioyBawm kputepumn no 7. 6. |

B. |. UKIIOYBALLY KPUTEPUM (NMPU 3ANOYBAHE HA NIEYEHUETO)

1. MNpeawecTsala aHachunakTuiHa peakums oT NPUNoXKeHNe Ha CbLUNA NekapcTseH NpoaykT
2. OcTbp MuoKapaeH HapKT

3. [lbn6oka BeHo3Ha TpomBosa

4. BenoapobHa Tpombembonus

5. Mo3b4eH MHCYNT C AaBHOCT A0 6 meceua

6. Mo3byHU MeTacTasn (HeTpeTupanm)

7. TexXka opraHHa HeAoCTaTbYHOCT

8. Texka ocTeonoposa

9. Texka gucnunuaemus

10. Apyrm

1 W3UCKBAHWSA HA H30K 3A NPOBEXIAHE HA NEPOPANHUO XOPMOHANHO NEYEHWE NPU 3NIOKAYECTBEHO HOBOBPA3YBAHUE HA
MNEYHATA XNESA B U3BBLHEONHUYHATA NOMOLLL - 8 cuna ot 1 mapt 2014 roguHa
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KPUTEPUUTE MPU 3AMNOYBAHE 3A NEPOPAITHO XOPMOHAJHO JIEYEHUE HA 3/TOKAYECTBEHO
HOBOOBPA3YBAHUE HA MITEYHATA XNE3A

Ume: ErH

3abenexka: MeduyuHckama GOKyMeHmauusi, ydocmoeepsieausa 6ceku Om KpUMepuume e rocoyeHa ¢ uugpa 6 UHOBKC U 3a0bIKUMENHO
npudpyxaea HaCMOSOMO NPUOKEHUE.

A. Il. KPUTEPUM 3A 3AMOYBAHE HA NTEYEHWUE C AHTUECTPOIEHM — TAMOXIFEN (SAAB/DKUTENHN CA 1, 2, 3
W 7 KPUTEPUW, KAKTO U EAUH OT OCTAHAIUTE - 4, 5 U 6 KPUTEPUW)

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

1 | KnuHUYHa AuarHo3a, XMCTONOrMYeH pesynrat

2 | PeuentopeH ctatyc — ER+ u/unn PR+

3 | NpemeHonay3anuu / nocTMeHonay3anxu Gonxm

4 | ARIoBaHTHO nevexve

5 | JleueHue npu meTactasupano /peunansupanc sabonssaxe | nuHus

6 | Jleuenve npn metacraaupano /peuuansupanc sabonseawe Il nuHus

7 | Nunca Ha uaknoyBawm kputepum no 7. B. Il

A. lll. KPUTEPUM 3A 3AMOYBAHE HA NIEYEHUE C AHTUECTPOIEHU — TOREMIFENE (SAIBIDKUTENHN CA 1, 2,
3 1 6 KPUTEPUMN, KAKTO U EANH OT OCTAHAIIUTE — 4 UNW 5§ KPUTEPUW)

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

1 | KnuHu4Ha auarHosa, XucTonornyeH pesynrar

2 | PeuentopeH cratyc — ER+ n/unu PR+

3 | MocTmeHonay3anku 60MHW, NPOTMBOMNOKA3aHK 3a neyexne ¢ Tamoxifen

4 | Nleyenne npu MeTacrasupano /peunavsupanc sabonssaxe | nuHus

5 | Nleyenve npu meTactasmpano /peuuavsupano sabonssare |l nuHns

6 | Nunca Ha uaknousalm kputepum no 7. B. Il

B. IL/B. lll. U3KIMIOYBALLM KPUTEPUM (NMPU 3ANOYBAHE HA NEYEHWETO)

MNpeawecTeala aHadunakTUiHa peakums cneps NPUNoKeHNe Ha CbLLUUs NekapcTBeH NPoAYKT
OCTbp MUOKapAeH UHpapkT

[wbn6oka BeHo3Ha Tpombo3a

BenoapobeH Tpombembonuabm

Mo3byeH nHeynT

Mo3byHu MeTacTasn (HeTpeTupaHu)

Texka opraHHa Hel0CTaTbYHOCT

Xunepnnasws Ha eHaoMeTpuyma

Hpyru

OO0 N DOV OO N2

—y_ VBUCKBAHWA HA H30K 3A NPOBEXIAHE HA NEPOPANHWO XOPMOHANHO NEYEHWE NPW 3NOKAYECTBEHO HOBOBPA3YBAHUE HA
MNEYHATA XNES3A B U3BLHEONHUYHATA NOMOLL - & cuna ot 1 mapt 2014 roauHa
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KPUTEPUUTE MPU 3ANOYBAHE HA NMEPOPAJTHO XOPMOHAIHO NEYEHUE HA 3NTOKAYECTBEHO
HOBOOBPA3YBAHUE HA MIEYHATA XINE3A

Uwme: ErH

3abenexka: MeduuuHckama OOKyMeHmayus, ydocmoeepsieausa 6ceku Om Kpumepuume e rocoyeHa ¢ yugpa e UHOBKC U 3adbrmKumenHo
npudpyxaea HaCMoAW0MO NPUIONKEHUE.

A. IV. KPUTEPMM 3A 3AMNOYBAHE HA JEYEHME C TMPOrECTAFEHM - MEDROXYPROGESTERONE
(BAOBIMKUTENHU CA BCUYKU KPUTEPUN)

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

1 | KnuHUYHa AnarHosa, XMcTonoruyeH pesynrar

XopmoHanHa YyBcteutenHoct — ER+ u/unu PR+

MocTtmeHonay3sanHu 6on1u

& lwN

Peunaueupano u/unu metacrasupano 3abonsisaHe

5 | Nunca Ha naknouBawm kputepum no 7. 6. IV

o

. IV. U3KNIOYBALLY KPUTEPUM (NPU 3AMOYBAHE HA NEYEHUETO)

MNpeawecTBala aHahunakTMyHa peakunsi OT NPUNOXKEHNETO Ha ChLLUMA NEKAPCTBEH NPOAYKT
OcCTbp MUOKapAeH MHapkT

[bnboka BeHo3Ha Tpombo3a

BenoapobeH Tpombembonuabm

Texka opraHHa HeaoCTaTbYHOCT

Mo3byeH nHeynT

Mo3byHM MeTacTaan (HeTpeTupanm)

lpyrvu

@ N OO G =

. W3UCKBAHUA HA H30K 3A NPOBEXXOAHE HA NEPOPANHNO XOPMOHANHO NEYEHUE NPU 3NIOKAYECTBEHO HOBOBPA3YBAHUE HA
% MNEYHATA XNES3A B U3BLHEONHWUYHATA MOMOLL, - 8 cuna ot 1 mapt 2014 ropuHa
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KPUTEPUUTE NPU NPOABIMKABAHE HA NEPOPAINTHO XOPMOHAIHO NIEYEHUE HA 3NTOKAYECTBEHO
HOBOOBPA3YBAHMUE HA MITEYHATA XITE3A

WUwme: ErH

3abenexka: MeduuuHckama OOKyMeHmauyus, ydocmoeepsiealya 6CeKu om Kpumepuume e rocoyeHa ¢ uugpa 6 UHOeKC u 3adbimKumenHo
0MO Npunoxexue.

A NekapcTBeH NPOAYKT

[bn6oka BeHO3Ha TPOI a
BenoapobHa *rpouGeMGonu 2
MoabyeH uHeynT
Mo3byHIN MeTacTasu (HeTpeTMpaHm)
'-Iepuop.po6n| nnu 6b6peyHa Heae

WBUCKBAHUA HA H30K 3A NPOBEXIAHE HA NEPOPANHNO XOPMOHANHO NEYEHWE NPU 3/IOKAYECTBEHO HOBOBPABYBAHUE HA
MNEYHATA XKNESA B U3BBHEONHWYHATA NOMOLL - & cuna ot 1 mapt 2014 roauna
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I. NEYEBHO-AWATHOCTUYEH ANFOPUTHBM

1. NEKAPCTBEHMW NPOAYKTW, sknioveHn B Mpunoxenne 1 Ha MJIC, kouto H3OK sannawa B cboTBETCTBME C
[AeUCTBALUMTE HOPMATUBHM [OKYMEHTH.

INN AO3A
TAMOXIFEN e 20 mg AHEBHO
TOREMIFENE e 60 mg AHeBHO
ANASTROZOLE e 1mg AaHeBHO
LETROZOLE e 2,5mg aHeBHO
EXEMESTANE e  25mg AHEBHO
MEDROXYPROGESTERONE e 1000 mg aHesHo - 10 AWM, cnep Toea 3 x ceammuHo no 500 mg

2. NPOCNEAABAHE:

Mepuon Ha neveHve

+6 +12 cnep 5-ta

Moka3artenu u nacneasaHus WU3XOAHU 6 meceua meceua® weceua” ronuHa

MKK (xemornobuH, XeMaToKpuT, €pUTPOLIUTH, NEBKOLMTH,

TpomMbBoumUTH ) 2 % X
ASAT X X X
ALAT X X X
Ankanxa doccarasa X X X
KpeaTuHuH X X X

JunuaeH npodun (no npeueHka)

A6aomuHanHa exorpacus (no npeueHka)

CT/PET-CT (no npeueHka)

PentreHorpadus Ha 6enn apobose X

KocTtHa cumHTUrpadms (no npeueHka)

OcTeoaeH3uToMeTpus (No npeLeHka)

Mamorpachus/exomamorpacus X

EnaoBarvuHanHa exorpacus npu nevenme ¢ TamokcuceH

KoHcynTauus ¢ ogTanMonor — npu nokasaHus

KoHcynTaumsi CbC CbAO0B XMPYPT — MPW NOKA3aHWs

KoHcynTauums ¢ ruHekonor — npy nokasaHns

KoHcyntauus ¢ kapauoror — npu nokasaHus

KoHcynTauus ¢ HeBPONor — NpW NokasaHusi

+ 6 Meceua® - M3BLPWBAT Ce Ha BCeku 6 meceua Ao 3-ta roguHa; + 12 meceue* - M3BLPWBAT Ce Ha BCekW 12 meceua ao 5-1a rog. 3a
aAlBaHTHO neYeHue ; cnen 5-Ta rogmHa - M3BBLPWBAT Ce NO NOKa3aHuA;
** 3a MeTacTasupanu — U3cneABaHUATa ce M3IBLPWBAT Ha Beekn 6 meceua

Il. OB UBUCKBAHUA

1. Bu3pacroBarta rpaHMLa Ce U3YUCNABA B HABBLPLUEHW rOAUHM - T.€. BKMIOYUTENHO KbM AaTaTa Ha usaasaHe Ha npoTtokona ot
cneynanuapaHsara KoMucus.

2. Mpyn HasHayaBaHe Ha Tepanusi NO NPOTOKON 3a/bIKUTENHO Ce CbobpassBaT Bb3PacToBUTE OrPaHNIeHWUs, CbINacHo kpaTkara
XapaKkTepucTika Ha CbOTBETHIUS NekapCTBEH MPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annalia fevYeHne U3BbH ykazaHaTa Bb3pacToBa rpaHuLia B KpaTkaTa xapakTepucTuka Ha npoaykra.

4. H30K He 3annalya neyeHne C 403N Haj MakCUManHo paspelueHnTe No KpaTka xapakTepucTika Ha npoaykTa.

5. B cnyuait Ha HacTbNMna NoAO3NpaHa HeXenaHa nekapcreeHa peakuwsi, nekapar ysegomssa WA/ no peaa Ha un. 183 ot
3/NXM. Konue ot cbobLieHneTo ce npunara kbM MeauumMHckaTa agokymeHTauus Ha 30J1 npu kaHArAaTCTBaHe 3a neveHue.

6. KOMUCUATA, usnana npotokona Ha 30J1, cbxpaHsBa BTOPM EK3eMNNsip Ha NPOTOKONa M BCUYKM Heobxoanumu
AOKYMEHTHU 3a M3aaBaHeTo My.

Hacmoswume u3uckeaHus ca pa3pabomeHu Ha ocHoeaHue u4ni. 56 om HauuonaneH pamkoe 002060p 3a MeAUUUHCKUME
deiiHocmu 3a 2014 20duna (06H., 4B, 6p. 3 om 10.01.2014 2.) u enuszam e cuna om 1 mapm 2014 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnoeusima u peda 3a 3annawjaHe Ha nekapcmenu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 6 xymaHHama meduyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHU XpaHu 3a creyuanHu
meouyuHeku uenu (obH., AB, 6p. 31 om 2007 2.).

- W3UCKBAHWUA HA H30K 3A NPOBEXIAHE HA NEPOPANIHNO XOPMOHANHO NEYEHWE NPU 3NIOKAYECTBEHO HOBOBPA3YBAHWE HA
MNEYHATA XINE3A B U3BbHBEONIHUYHATA NOMOLL - 8 cuna ot 1 mapt 2014 roguHa
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AEKNAPALIMA 3A UHOOPMUPAHO CBIMTTACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
NEYEHMWETO C NEKAPCTBEHWA NPOAYKT

fguho:max C uanata MM npejocTaBeHa WHGOPMALMS M LENTa Ha MEYeHWeTo C  neKapcTeeHus
L aTO NONYYMX M3uepnaTenHu OTroBOPU Ha

NIHUTE Nperneav.
A CaMOBOIHO WAW NMOA APYro BHYLEHWe
MU Tepanusi.
3. M [ aHOBSIBaHE HA NEYEHUETO MO NPULUHIA, HENPON3TUYa
no un. 78, 1.2 ot 330

7o Ha Komucusita 3a ekcrieptuan B P3OK
ne P30K u we BbpHa B P3OK

TOKOS, MO KOWTO CbM MO

BeH NpOAYyKT e Gbae npekpaTteHo u
. \L

Me W chamnis)

WM3NCKBAHUA HA H30OK 3A NPOBEX/IAHE HA NEPOPANTHNO XOPMOHANHO NIEMEHVE MNPY 3IOKAYECTBEHO HOBOBPA3YBAHUE HA
MNEYHATA XXNE3A B U3BLHEONHUYHATA NOMOLL - B cuna ot 1 mapt 2014 roauna





