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HALUWOHAIHA 30PABHOOCUIYPUTEJTHA KACA

Codpun 1407, ya. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121

YTBbPXOABAM:
YMPABUTEJ HA H3OK: /n/
A-P PYMAHA TOOOPOBA

BAPHO:

N3NCKBAHUA HA H3O0K
3A MPOBEXOAHE HA NMAPEHTEPANHO UM KOMBUHUPAHO
NAPEHTEPAJIHO U MEPOPANHO XOPMOHAJTHO JNIEYEHUE MPU
3NTOKAYECTBEHO HOBOOBEPA3YBAHUE HA MIIEYHATA XIE3A

B U3BBHBOJIHUYHATA NMOMOLL



 [image: image2.jpg]WU3UCKBAHUA HA H30K MPU U3AABAHE HA MPOTOKOJU 3A NPOBEXAAHE HA MAPEHTEPAITHO UK
KOMBWUHWUPAHO MNAPEHTEPANHO U NEPOPAINTHO XOPMOHAJHO NEYEHUE HA 3/TOKAYECTBEHO
HOBOOBPA3YBAHUE HA MITEYHATA XINE3A

MpoTokonsbT ce u3aaea OT crneynanuavpaHa KOMMcHus B ne4ye6HO 3aBeaeHue 3a GONHUYHA NOMOLY, UK KOMNIEKCeH
OHKONMOrn4eH LUeHTbLP, CKMYUNM Aorosop ¢ H3O0K. CneunanuanpaHute KOMUCUU Ce Cb3AasaT CbC 3anosep Ha aupekTopa
Ha neyebHOTO 3aBejeHne 1 BKNIYBAT Nekapy CbC CNeunanHocT MeALMHCKA OHKOMOMSA U BbTPELUHN Gonectu n oHkonorus

s PE[]1 3A 3ABEPAIBAHE HA NPOTOKOJIUTE

[NpoTOKONM 3a 3aNoYBaHe Ha NapeHTepPanHo UK KOMEMHUPAHO NapeHTEPasHO M NepoPanHO XOPMOHANHO nevexne
MpOTOKONYM 3a NPOMSIHA NPU KOMGUHNUPAHO NAPEHTePANHO U NepPOParHO XOPMOHAITHO neyeHne

= [lonbnHeHo W noanucaHo npunoxenuwe 1A/1B - nucT 3a onpeaensiHe Ha
KpUTEPUUTE C BCUYKIM HEOBXOAUMM M3CneaBaHus.

=  Enukpu3saletanHa enukpu3a, BKNIOYBalla AaHHM OT aHamHesara, crartyca u
NpeAxoXaalo neveHne (mpunazam ce U Ha opuguHanHa bnarka unu 3aeepeHo
Konue)

= EKCNEpPTHO CTaHOBMIE C fCHA MeAULMHCKA MOTMBaUMs (3aAbrkuTenHo ce
otbenssea nunca Ha W3KNIoYBaLKM KpUTepumn (nodnucaHo om 6CUYKU YleHose Ha
crneyuanuaupaHama KoMUucusi)

= ‘lpoTtokon 3a npeanucBaHe Ha nekapcTea, 3annawiaHu ot H30K/P30K" -
06p. M3-H3O0K (nodnucan om ecuyku YneHoee Ha creyuanuaupaHama KoMucus)

CNEUNANTU3UPAHA
KOMUCUA

Komucusi no un. 78, 1. 2 ot 330 B 3aBepka Ha npoTokona
- UYwaH30K "| B P30K

MpoToKONW 3a MPOABLIKABAHE HA NapeHTepanHo MM KOMEBMHMPAaHO NEepopanHo W NapeHTepasiHo XOPMOHanHo

nevexve
= ‘poTokon 3a npeanuceaHe Ha nekapcrea,
CMELMANU3UPAHA | | sannawann ot H3OK/P3OK" — obp. M3- 3asepka Ha npoTokona B
KOMUCUA H30K (nodnucaH om ecuyku 4neHoee Ha "l P30K
creyuanuaupaxama KoMUucusi)
II. OBLLUM NONOXEHUA

1. 30/1 nopaBa noAroTBeHUTe AOKyMeHTH B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpasuno uabop Ha OMNJl. lokymenTute
BKNOYBaT:

1.1. 3asiBnexue 1o [upektopa Ha P3OK.

1.2. MonbnHeHo W noanucaHo npunoxenue 1. Monbnea ce No CLOTBETHATA TOYKa U Ce npunara otpaseHata B UnbpoB MHAEKC
MeAULMHCKa AOKYMEHTaLMs!, yAOCTOBEpsiBaLLa BCEKU EANH OT KputepuuTe.

1.3. MbnHusT HaBop uacneaBaHus (PUSMKANHM, MHCTPYMEHTANHI U NaBoPaToOPHI), OTPA3eH B NPUNOXeHue 2.

1.4.‘NpoTokon 3a NpeAnMcBaHe Ha nekapcTea, aannawanm ot H30K/P30OK" ~ 06p. M3-H30K, usnaaex ot cneuvanusvpana
komucus. Mpunara ce Konue Ha NPoToKona, a Npu KaHAWAATCTBaHe 3a NpoAbIkasaHe Ha TepanuaTa ce NpeacTass opuriHan Ha
NPeaxoAHNA NPOTOKOS C OTPa3eHN BCUYKW OTNYCHATKH KONWYeCTBa Nno Hero.

1.5. [leknapauus 3a uHpopMmupaHo cbrnacue no obpasel (npunoxenue 3)

2. P30K npuema A0KyMeHTUTe No T. 1 criea cnpaBka OTHOCHO 3APaBHOOCUIypUTeNnHus cratyc Ha 30]1.

3. MbpBUAT U BCeKkW CrieaBall NPOTOKON Ce u3aasar 3a nepuoa Ao 6 meceua.

[¥)

NEYEHUE MPU 3NIOKAYECTBEHO HOBOOBPA3YBAHUE HA MNEYHATA XKNE3A B U3BBLHEONHUYHATA MOMOLL — & cuna ot 1 mapt 2014

w W3UCKBAHUA HA H30K 3A NPOBEXOAHE HA MAPEHTEPANIHO MM KOMBUHUPAHO MAPEHTEPANIHO U NEPOPANIHO XOPMOHANIHO
roavka
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA HA MAPEHTEPAITHO UITU KOMBUHUPAHO
NMAPEHTEPANHO U NEPOPAITHO XOPMOHAINHO NIEYEHWUE HA 3NTOKAYECTBEHO HOBOOEPA3YBAHUE HA
MINEYHATA XNE3A

Ume: ErH

3abenexka: MeduyuHckama GoKyMeHmayusi, ydocmoeepsiealia 6ceku Om Kpumepuume € rocoyeHa ¢ yugpa 8 UHOBKC U 3adbmKumenHo
npudpyKasa HACMOSAWOMO NPUIOKEHUE.

A. |. KPUTEPUN 3A 3AMOYBAHE HA TMAPEHTEPANTHO XOPMOHA/IHO JNEYEHME C LH-RH AFOHUCT
(SA'BIDKUTENHW CA 1, 2, 3 U 8 KPUTEPUM, KAKTO U EANH OT OCTAHAIIUTE - 4, 5, 6 UNN 7 KPUTEPUWN)

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

1
1 | KnuHu4Ha AuarHo3a, XucTonoruyeH pesynrar

2 | PeuentopeH cratyc — ER+ n/unu PR+ 1

3 | Npe-Inepumenonaysaniu 60MHU, C MEXAUHEH M BUCOK PUCK OT peunanBUpaHe n MeTactasupate ¢

AZLIOBAHTHO NeyeHne npu 6ONHN ¢ MeX/ANHEH U BUCOK PUCK 5

2
Jleyenue npu metactasupano /peunansupanc/ sabonssaxe | nuHus

Jleyenve npu metactasupano /peunavsnpanc/ sabonssaxe Il nuHns 4

N|lo|lo|s

Jlevenune npu metactasupano /peunavsupanc/ sabonseare Il nuHus 2

8 | Nunca Ha nakniouBawm kputepum no 7. B. | 3

' Heo6XxoAMMMTE M3CrNeaBaHMs ca OTpaseHu B Tabnuua 2 Ha NPUNOKEHWe 2 - 3aLIKUTENHO Ce NPeACTaBAT Ha opurHanHa Gnakka ot
na6opaTopus UM 3aBEPEHO U NOANUCAHO KONME, NPY HanWyMe Ha XocnuTanu3auus ce npunara enukpusa ¢ Homep U3 ¢ aasHoct Ao 1 mecey
npeAu kaHAWAATCTBAHETO

ambynaTtopHu NUCTOBE OT Mpernean Npu cneumanuct / unu konua ot 6n. M3 Ne11998 / unu Konusi OT KOHCYNTauuK, oTpaseHn B NAK,
KaKTo U MHGOPMaLWUA, OTPaseHa B enukpusa

YAOCTOBEpsiBA Ce C NOANUCUTE Ha YNEHOBETe Ha KOMUCHSTA B NPUIOXeHUe 1 Ha HaCTOAWNTE U3UCKBAHUS

B. |. U3KMIOYBALLW KPUTEPWUU (NMPU 3AMOYBAHE HA NEYEHUETO)

1. MNpeawecTsalya aHachunakTUiH1 peakLmmn OT ChLLUUA NekapcTBeH NPoAyKT
2. bBpemeHHocT

3. OcTbp MuokapaeH UHGapkT

4. [bnboka BeHo3Ha Tpombosa

5. Benoapo6Ha Tpombembonus

6. Mo3byeH MHCYNT € AaBHOCT Ao 6 meceua

7. Mo3ab4Hu MeTacTasu (HeTpeTupanm)

8. Texka opraHHa HeaoCTaTb4YHOCT

9. Texka ocreonoposa

10. Opyru

OTroBaps Ha KpUTEpUUTE 3a 3anoy4BaHe Ha
nevyeHuerto ¢

w

W3UCKBAHUA HA H3OK 3A NPOBEXOAHE HA MAPEHTEPANHO WU KOMBEUHWPAHO MAPEHTEPANIHO U NEPOPANIHO XOPMOHANHO
NEYEHUE NPU 3IOKAYECTBEHO HOBOOBPA3YBAHUE HA MIEYHATA XKNE3A B U3BBHBONIHUYHATA NMOMOLL - 8 cuna ot 1 mapt 2014
roAMHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA HA MAPEHTEPAITHO UITM KOMBUHUPAHO
MNAPEHTEPAJTHO U MNEPOPAITHO XOPMOHAIHO NIEYEHUE HA 3[TOKAYECTBEHO HOBOOEPA3YBAHUE HA
MITEYHATA XIE3A

Ume: ErH

3abenexka: meduyuHckama OoKymeHmayus, ydocmoeepsieawja 6ceku Om Kpumepuume e 11ocoyeHa ¢ yugpa 6 uHOekc u
3a0bL/IKUMENHO NpudpyXaea HACMOSWOMO NPUIIOKEHUE.

A. Il. KPUTEPUN 3A 3AMOYBAHE HA KOMBUHUPAHO XOPMOHANHO NEYEHUE C LH-RH AFOHUCT U
NEPOPAJIEH AHTUECTPOrEH (SAAB/MKUTENHU CA 1, 2, 3 U 7 KPUTEPUW, KAKTO U EAINH OT OCTAHAIUTE - 4, 5
WK 6 KPUTEPUW)

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

1 | KnuHu4Ha auarHosa, XMcTonoruyeH pesynrar i

2 | PeuentopeH cratyc — ER+ n/unu PR+ t

3 | NpemeHonay3anHu 60nHM ¢ MEXAWHEH U BUCOK PUCK OT peLinauBUpaHe U MeTacTasupaHe ¢

2
AAoBaHTHa XOpMOHOTEpanus

Jleuenne npu metactasupano /peunaveupanol sabonssaxe | nuHUA 4

o |loa | s

Jleyenue npu metacraaupano /peunaveupanc/ sabonseaue |l nuHus 3

7 | Nunca Ha n3kniouBawm kputepun no 1. 6. Il o

¢ Heob6XxoauMMUTE M3cCneaBaHUs ca OTpa3eHW B Tabnuua 2 Ha NpunoXeHue 2 - 3aJbLIDKUTENHO Ce NPeACTaBAT Ha opuriHanHa bGnanka ot
nabopaTopus WM 3aBEpPeHO M NOANUCAHO KONWE, NPW Hanuyue Ha XOCNUTaNW3auus ce npunara enukpusa ¢ Homep M3 ¢ pasHoct 4o 1 mecey
npeAn KaHAWAATCTBAHETO

ambynaTopHu NUCTOBE OT nperneaun Npu cneumanuct / unu konus ot 6n. M3 Ne11998 / unu konus oT KoHcynTauuu, otpasenn B JIAK,
KaKTo U MHGOPMaLUA, OTPa3eHa B enukpusa

YAOCTOBEpsiBA Ce C NOANMCUTE Ha YNIEHOBETe Ha KOMUCHUSTA B NPUIOXeHUe 1 Ha HaCTOAWMTe U3UCKBaHUA

B. II. U3KMKOYBALLN KPUTEPUM (NMPU 3AMOYBAHE HA NEYEHUETO)

MpeawecTealla aHachnnakTUiHa peakums oT NPUNOXKEHNE Ha ChLUMS NeK. NPoAYKT
BpemenHocT

OcCTbp MMOKapAEH UHGapKT

[bnboka BeHosHa Tpombo3a

BenoapobHa TpomGembonus

Mo3byeH WHCYNT ¢ aBHOCT Ao 6 Meceua

Mo3buHn MeTacTasu (HeTpeTupaHu)

Texka opraHHa HeloCTaTb4HOCT

Apyrm

© % NDO A 0 DA

OTroBaps Ha KpUTEpUUTE 3a 3anoyYsBaHe Ha
nevyexHueTto c

JNIEYEHUE NPWU 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MNIEYHATA XIE3A B U3BBHBEOIHUYHATA NMOMOLL ~ & cuna ot 1 mapt 2014

g WBUCKBAHMA HA H3OK 3A MPOBEXXOAHE HA MAPEHTEPANHO UM KOMBUHUPAHO NAPEHTEPANIHO U NEPOPANIHO XOPMOHANIHO
roAvHa
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JIACT 3A ONPEAENAHE HA KPUTEPUMUTE NPU 3ANOYBAHE HA HA NAPEHTEPAITHO UM KOMBUHUPAHO
NAPEHTEPAJTHO U NEPOPAJTHO XOPMOHAINHO JIEYEHUE HA 3/TOKAYECTBEHO HOBOOBEPA3YBAHUE HA
MIEYHATA XNE3A

Ume: ErMH

3abenexka: mMeduyuHckama OoKymeHmauus, ydocmoeepsiealya 6CeKU OmM KpUumepuume € rocoyeHa ¢ yugpa 6 UHOKC U 3adb/mKUMenHo
npudpyxaea HaCMOAULOMO NPUNOXEHUe.

A. lll. KPUTEPUN 3A 3AMNOYBAHE HA KOMBUHUPAHO XOPMOHAINHO NEYEHME C LH-RH AFOHUCT U
APOMATASEH UHXWBWUTOP (SAABIMDKUTENHW CA 1, 2, 3 U 8 KPUTEPUMU, KAKTO U EAIMH OT OCTAHAIUTE - 4, 5, 6
WA 7 KPUTEPUW)

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

KnuHu4Ha anarHosa, xucTonoruyeH pesynrar {

“

PeuentopeH cratyc — ER+ n/unu PR+ ?

MNpe/nepumeHonay3anuu 60MHK, NPOTUBOMNOKA3aHM 3a nevyeHne ¢ AHTUecTporeH /Tamoxifen/ ¢

2
AAloBaHTHa XOpMOHOTEpanus

2
INeyenue npu metacrasupano /peunausupanc/ sabonssaqe | nuHus

JleyeHune npu metacrasupano /peunausupanc/ sabonssate Il nuHus ¢

Jleyenue npu metacraaupano /peunavsupanc/ sabonssaue Il nuHus g

X Nl s |W|N

Jlunca Ha uakniouBawm kputepum no 7. 6. Il 3

' HeobxoAUMUTE M3CNeABaHUA Ca OTPA3eHU B Tabnuua 2 Ha NPUNOXeHWe 2 - 33 bKUTENHO C NPEACTABAT Ha OpUrMHanHa Gnawka ot

naBopaTopua WM 3aBEPEHO W MOANUCAHO KOMWE, NPW Hanuyue Ha XocnuTanu3auws ce npunara enukpusa ¢ Homep M3 c¢ aasHocT Ao 1 mecey
npeAu kaHAUAaTCTBaHETO

amBynaTopHK NUCTOBE OT Npernean NpU cneunanuct / unu konus ot 6n. M3 Ne11998 / unu konua ot KoHcynTauum, otpasenu B J1AK,
KaKTo M MH(OPMaLMs, OTPa3eHa B envkpusa
2 YAOCTOBEPABA Ce C NOANUCUTE Ha YNeHOBETE Ha KOMUCHUSTa B NPUNOXeHUe 1 Ha HAaCTOAWMNTE NIUCKBAHNSA

B. lll. U3KNIOYBALLM KPUTEPWUW (NMPU 3AMNOYBAHE HA NNEYEHUETO)

MpepawecTBalya aHapunakTMiHa peakuus oT CbLUA NekapCcTBEH NpoayKT
BpemeHnHocT

OcTbp MUoKapAeH UHapKT

[bnboka BeHo3Ha Tpombosa
BenoapobHa Tpombembonus

Mo3bueH MHCYNT C AABHOCT /10 6 meceua
Mo3abyHu meTacTasu (HeTpeTupaHm)
Texka opraHHa HeJ0CTaTbYHOCT

Texka ocTeonoposa

Texka aucnunuaemmus

Hpyru

7> SN0 00 0 OV ONi e (G, 1N =&

- O

OTroBaps Ha KpUTEepUUTe 3a 3anoysaHe Ha

NEYBHMBTO C o eeessssessssssiinsenennsssineises B AHEBHa A03a ...l

noAnUCHU Ha YnNeHoBeTe Ha KOMUCKUATA:.

NEYEHUWE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHWUE HA MNEYHATA XNE3A B U3BBHBOIHUYHATA MOMOLL ~ & cuna ot 1 mMapT 2014

g VBMCKBAHWUA HA H30K 3A NPOBEXOAHE HA NAPEHTEPANIHO MU KOMBUHWUPAHO NAPEHTEPANIHO W NEPOPANIHO XOPMOHANHO
roavHa
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JIUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA HA MAPEHTEPAJTHO UM KOMBMHUPAHO
MAPEHTEPANHO U NEPOPANTHO XOPMOHAJTHO NNEYEHUE HA 3NNIOKAYECTBEHO HOBOOEPA3YBAHUE HA
MNEYHATA XNE3A

Ume: ErH |

3abenexka: MeduyuHckama AoKymeHmayusi, ydocmoeepsiealya 6cexku om Kpumepuume e nocoveHa ¢ Yucppa 6 UHOEKC U 3adbLMKUMENHO
npudpyxaea HACMOAULOMO NPUNONKEHUE.

A. IV. KPUTEPUA 3A 3AMOYBAHE HA XOPMOHANHO JIEMEHWE C TMAPEHTEPAJIEH AHTUECTPOrEH
(BAABIMKUTENHW CA 1, 2, 3 U 6 KPUTEPUW, KAKTO U EAVH OT OCTAHAJIIUTE ~ 4 WA 5 KPUTEPWUW)

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

1 | KnuHMYHA AnMardosa, XucTonoruyeH pesynrar !

2 | PeuenTtopeH ctatyc — ER+ u/unu PR+ 1

3 | MocTmeHonay3anku 6onHu A

TNeyenue npu 6onHW ¢ nporpecus Ha 3abonsiBAHETO (Bb3HWKBAHE HA PeLunauB U/MNN MeTacTasu ) No Bpeme Ha
a/lloBAHTHO NTeYEHNe C NepopaneH aHTUecTporeH - | nuHus

Jleuenue npu metacraaupano /peuuansupanc sabonssaqe, nporpecuparo crnea Ha neYeHne ¢ nepopanex
aHTecTporeH - |l nuHua

6 | Nunca Ha naknyBawm kputepumn no 7. 6. I i

' Heo6Xx0AMMMTE M3CNeABaHMA ca OTpaseHu B Tabnuua 2 Ha NPUNOXeHWe 2 - 3aABLMKUTENHO Ce NPeACTaBAT Ha opurMHanHa Gnawka ot f
nabopaTopus N 3aBEPEHO U MOANUCAHO KOMWe, NPW HaNM4We Ha XOCcnUTanu3auvs ce npunara enukpusa ¢ Homep U3 ¢ aasHoct Ao 1 mecey
npeAu kaHAUAATCTBAHETO
amGynaTopHu NIMCTOBE OT Nperneau Npu cneunanuct / unu konus ot 6n. M3 Ne11998 / unu Konus OT KOHCynTauuu, otpasenn B J1AK,
KaKTo U MH(OPMaLMs, OTPa3eHa B enukpusa
yAOCTOBEPSBA Ce C NOANUCHUTE HA YNIEHOBETE Ha KOMUCHATA B NPUNOXeHUe 1 Ha HaCTOAWNTE U3NCKBAHUS

B. IV. U3KNIOYBALUW KPUTEPUU (NMPU 3AMOYBAHE HA NEYEHUETO)

MNpealwecTealla aHahuNakTUiHa peakuus OT ChbLWUA NeKkapcTBEeH NPOAYKT
OcTbp MUoOKapaeH uHapkT

[wbnboka BeHo3Ha Tpombo3a

BenopapobHa Tpombembonus

Mo3byeH UHCYNT € AaBHOCT 10 6 Meceua

Mo3buHN MeTacTasu (HeTpeTupaHm)

Texka opraHHa HeloCTaTb4HOCT

Apymm

O N O O

OTroBaps Ha KpUTepUUTe 3a 3anoysaHe Ha
neuexuero ¢

i W3UCKBAHWUSA HA H3OK 3A NMPOBEXXOAHE HA NAPEHTEPANIHO UMW KOMBUHWPAHO MAPEHTEPANHO U NEPOPANHO XOPMOHANHO
JNIEYEHUE NPW 3NOKAYECTBEHO HOBOOBPA3YBAHWUE HA MIIEYHATA XIE3A B U3BBbHBONHUYHATA MNOMOLL - B cuna ot 1 mapT 2014
roaguHa
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JNUCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU NPOABIMKABAHE HA MAPEHTEPAJTHO UITM KOMBEMHUPAHO
MNEPOPAJITHO U NAPEHTEPANTHO XOPMOHANHO NEYEHME HA 3NTOKAYECTBEHO HOBOOEPA3YBAHUE HA

MINEYHATA XNE3A

ErH

3abenexka: MeduyuHckama OOKyMeHmayusi, ydocmoeepsieaula 6Cexu om Kpumepuume € rocoyeHa ¢ yugpa 8 UHOEKC U 3a0BL/KUMesnHo

npudpyxaea HACMOAULOMO NPUNOKEHUE.

B. KPUTEPUM 3A NPOABIMKABAHE HA MAPEHTEPAITHA UM KOMBUHUPAHA NEPOPAITHA U MAPEHTEPAJITHA

XOPMOHOTEPAMNUA (SAOBIMKUTENHU CA 1 U 8 KPUTEPUN)

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

XemaTonorniHu nokasarenu 1

A6aomunanta exorpacms /CT, PET-CT/ '

KocTHa cunHTurpacms '

PenTreHorpacms Ha Genute apoGose '

Mamorpadus/exomamorpachus :

[lpyrv KOHCYNTaLMM No NokasaHus /IMHeKonor, CbA0B XUpypr v ap./ *

[pyrvt M3CNIEABAHMS NPV MOKA3aHUS /OCTEOAEHIUTOMETPMS, NunuaeH npodun/ '

@ I Nl s W N -

Nunca Ha u3knoYBalwm kputepum no 1. I

1
HeobxoAuMUTE M3CNeABaHUA ca oTpaseHn B Tabnuua 2 Ha npunoxexue 2 - 3apBKUTENHO Ce NPeACTaBAT Ha opuriHanHa 6GnaHka ot
nabopaTopus UNKU 3aBepeHo U NOANUCaHO KONWe, NpW Hanuyue Ha xocnuTanuaauus ce npunara enukpusa ¢ Homep W3 ¢ pasHocT Ao 1 mecey

npeAn KaHAUAATCTBAHETO

ambynaTopHN NIUCTOBE OT Npernean nNpu cneuuanuct / unu konus ot 6n. M3 Ne11998 / unu konus OT KOHcynTauuu, otpasenu B NAK,

KaKTo U MHEHOPMALUS, OTPa3eHa B enukpu3a

yAocToBepsiBa ce C NOANUCUTE HA YNeHOBEeTe Ha KOMUCUATA B NpUnoXxeHue 1 Ha HacTosILMUTE U3UCKBAHUA

. U3KNIOYBALLU KPUTEPWUM (MPU NPOABIMKABAHE HA NEYEHWETO)

BpemenHocT

OcTbp MUOKApAEH UHGaPKT
Nwenboka BeHo3Ha Tpombo3a
Benogpobra TpomGembonus
MosbyeH uHeynt

Mo3buHn meTacTasu (HeTpeTupaqu)
YepHoapobHa unu 6b6peyHa HeaocTaTbYHOCT
. CbppeyHa HepoCTaTbYHOCT

10. Texka octeonoposa

11. Texka aucnunuaemus

12. Opyru

CENDO A LN

MpeawecTBala aHadunakTMuHa peakuus nNpu NpeALIecTBaLLo MPUNOKEHNE Ha ChLLMSA Nek. NPoayKT

g VIBUCKBAHWSA HA H3OK 3A NPOBEXOAHE HA MAPEHTEPANIHO WM KOMBUHUPAHO MAPEHTEPAIHO W NEPOPANHO XOPMOHANHO
NEYEHWE NPU 3NIOKAYECTBEHO HOBOOBPA3YBAHUE HA MNEYHATA XNE3A B U3BBbHBONHUYHATA NOMOLL - 8 cuna ot 1 mapT 2014
roAuHa
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NPUNOXEHUE 2

1. NEKAPCTBEHW MPOAYKTW, skniovenn B lMpunoxenne 1 Ha MIC, kouto H3OK sannawa B cwoTBETCTBUME C

AencTBalumMTe HOPMaTUBHU [OKYMEHTU.

INN A03A

LEUPRORELIN e 0,134 mg depot inj.

GOSERELIN e 0,129 mg depot implant

TAMOXIFEN e 20 mg AHEBHO

TOREMIFENE e 60 mg aHeBHO

FULVESTRANT e 8,3 mg depot inj.

ANASTROZOLE e 1mg aHeBHo

LETROZOLE e 2,5mg aHeBHO

EXEMESTANE e 25 mg AHeBHO

MEDROSEEIIWESJERONE e 1000 mg axesHo - 10 Axu, cnep Tosa 3 x ceamryHo no 500 mg

2. NPOCINEAABAHE:

_Mepi a nevexune

Moka3satenu u uscneasaHus uaxopHu | 6meceua | “;: 5 u:o::a‘ c"r::"i':'
MKK (xemornobuH, XeMaToKpuT, eputpoLMTH, NEBKOLUTH, ) i “
TpOoMBounTH )
ASAT X X X
ALAT X X X
AnkanHa coccarasa X X X
KpeaTuHuH X X X
Jlunupen npochun X
A6gomuHanHa exorpacus X X X
CT/PET-CT X
PentreHorpacus Ha 6env apobose X
KoctHa cuuHTurpacdms
OcTeoaeH3nToMeTpusi
Mawmorpacus/exomamorpacus X
EnpoBaruHanta exorpacus npu nevexue ¢ Tamokcuden
KoHcynTaums ¢ opTanmonor — npyu nokasaxus X
KoHcynTaums cbC CbAOB XVpYPr — NPy NokasaHus X
KoHcynTaums ¢ ruHekonor — npu nokasaxus X
KoHcynTauums ¢ kapavonor — npy nokasaxus X
KoHcynTauums ¢ HeBponor — Npu NokasaHus X

+ 6 meceua” - M3BBLPWBAT Ce Ha BCekn 6 Meceua ao 3-ta roauHa; + 12 Meceua* - U3BLPLIBAT Ce Ha BCekn 12 meceua Ao 5-ta roauHa 3a
aflBaHTHO nevexwe ; cnea 5-Ta roguka - M3BLPWBAT Ce NO NOKasaHus;
** 3a MeTacTaaupanu - uacneaBaHMATa ce MIBLPLIBAT HA BCEkW 6 Meceua

MSC"QABBNH’TTQ Ce nNpeacTaBsT Ha OpUrHanHu GnaHkn unu 3aBepeHun Konus C NOANKUC K nevar Ha n3 (I‘lplll Hanuyue Ha xocnuranusayvms c
AaBHOCT A0 1 Mecey NPeAv KaHAWAATCTBAHETO Ce NpUNara 3aBepeHo Konue OT enukpuaa ¢ Homep U3)

NEYEHUE NPU 3NIOKAYECTBEHO HOBOOBPA3YBAHUE HA MIIEYHATA XKNE3A B U3BBLHEONHUYHATA MOMOLL - B cvna ot 1 mapt 2014

a_g‘ WBNCKBAHUA HA H30K 3A NPOBEXOAHE HA NAPEHTEPANIHO MW KOMBUHWPAHO MAPEHTEPANHO W NEPOPANHO XOPMOHANHO

roAMHa
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1. Bw3pacToBaTta rpaHuua ce U34YMCNABA B HABBPLUEHU FOAUHN - T.€. BKNIOYATENHO KbM AaTaTa Ha M3aaBaHe Ha npoTokona ot
cneuvanuampaHarta KoMucus.

2. MNpn HasHayaBaHe Ha Tepanus No NPOTOKON 3a/bIKUTENHO Ce Cbobpa3sBaT Bb3PACTOBUTE OFPaHUYEHMSs), CbINAcHO kpaTkaTa
XapaKTepucTika Ha CbOTBETHUSA NeKkapcTBEeH NPOAYKT, yTBbpaeHa no peaa Ha 3/IMXM.

3. H3OK He 3annauwa neyenne U3BbH ykasaHaTa Bb3pacToBa rpaHiULia B kpaTkata xapakTepucTuka Ha npoaykTa.

4. H3OK He 3annauwa nevexne ¢ 4031 HaJ MakCUManHo paspeLueHnTe no KpaTka xapakTepucTika Ha npoayKTa.

5. B cnyyait Ha HacTbnuna noAosvpaHa HexenaHa nekapcTBeHa peakuusi, nekapsit yseaomssa MAJ no peaa Ha un. 183 ot
3/INXM. Konue ot cbobLieHreTo ce npunara kbM MeauuuMHckaTa aokyMmeHTaums Ha 30J1 npu kaHauaaTcTBaHe 3a neyeHve.

6. KOMUCUATA, uanana npotokona Ha 30J1, cbxpaHsiBa BTOPM €K3eMNNsip Ha NPOTOKONa M BCUYKWM Heobxoaumm
AOKYMEHTHM 3a u3paBaHeTo Mmy.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHosaHue yn. 56 om HayuoHaneH pamkos 002080p 3a MEOUUUHCKUME
deliHocmu 3a 2014 2oduka (06H., B, 6p. 3 om 10.01.2014 2.) u enusam & cuna om 1 mapm 2014 2., ceenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha nekapemeHu npodykmu no 4n. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 8 xymaHHama meduyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHU XpaHu 3a crieyuanHu
MeduyuHeku yenu (o6H., AB, 6p. 31 om 2007 e.).
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