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3A NPOBEXAOAHE HA NEPOPANTHO XOPMOHAJTHO NNEYEHUE HA 3NIOKAYECTBEHO HOBOOBPA3YBAHMUE -

HA BbBPEKA, C U3KINKOYEHUE HA BBEPEYHOTO NEFEHYE B U3BBHEONMHUYHATA NOMOLL

MpoTtokonbT ce u3naea OT cneuuanuaupaHa komucus B nevyebHo 3aBeaeHne 3a 6OMHUYHA NOMOLL UK KOMMIIEKCEeH
OHKONOrMYeH UeHTLP, cknouunu aorosop ¢ H30K. Cneunanuanpanute KOMUCUM Ce Cb3aaBat Cbe 3anoses Ha AupekTopa
Ha nevebHoTo 3aseaenve (J13) u BknlOYBAT nekapu CbC CNEUMANHOCT MEAWULMHCKA OHKOMOTMS Unu BbTpelHu Gonectu n
OHKONOTUSi.

l. PE[] 3A 3ABEPSIBAHE HA NMPOTOKOJUTE

MpoTokonu 3a 3ano4BaHe Ha neveHne

= ‘[lpotokon 3a npeanuceaHe Ha
CNELMATNIU3NPAHA nekapcTea, 3annauwanu ot H30K/P30K" —
Komucus | o6p. M3-H30K (modnucan om ecudku
YneHoee Ha crieyuanusupaHama KoMucusi)

epKa Ha NPOTOKC

OK

MpoTokonu 3a NpoAbINKaBaHe Ha nevyeHue

= ‘flpotokon 3a npeanuceaHe Ha
CMNELUMANUINPAHA nekapcTea, 3annawanu ot H3OK/P3OK" —
KoMucusa 06p. M3-H30K (nodnucan om ecuyku
yneHoee Ha creyuanusupaHama KoMucusi)

A 4

Il OBLLUMX NONOXEHUA

1. 33011 nopasa noaroTBenuTe AokymeHTH B P30K, Ha TepuTopusita Ha KOATO € Hanpasuno ustop Ha OMNJI. [lokymenTute
BKNoYBar:

1.1 “NpoTokon 3a npeanucBaHe Ha nekapcrea, 3annawanimn or H30K/P30OK" — 06p. M3-H3O0K, usnaneH ot cneunanuanpasa
komucusi. Mpunara ce opuriHan Ha NPOTOKona, a NpX KaHAUAATCTBAHE 3a NPOALIKABAHE HA TepanusTa ce NpPeaCTass opuriHan
Ha NpeAXoAHNs NPOTOKON C OTPA3eHU BCUYKM OTMYCHATU KONUYECTBA MO Hero.

2. P3OK npuema nokymeHnTute no 7. 1 cnea cnpaeka OTHOCHO 3apaBHoOOCUrypuTenHus cratyc Ha 33001,

3. MbpBUAT 1 BCekn cneaBaly NPOTOKON Ce U3AaBaT 3a nepuoa Ao 6 meceua.

4.Nopaam uctopuyeckn 3anoxenwus Giopxer, H30K 3annawa cwbwurte obemMum B CHLOTBETCTBUE C YTBLpPAEHUTE
MeAULIMHCKU KpUTepUHn.

o W3UCKBAHWUA HA H30K 3A MPOBEXAHE HA NEPOPANIHNO XOPMOHANHO NEYEHUE HA 3IOKAYECTBEHO HOBOOBPA3YBAHUE HA
BBBPEKA, C U3KNIOYEHUE HA BLEPEYHOTO NEFEHYE B U3BBLHBEONHUYHATA MNOMOLL - 8 cuna ot 1 mapt 2014 roauna
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KPUTEPUUTE NPU 3ANOYBAHE U NPOAB/MKABAHE HA NMEPOPANTHO XOPMOHAIHO NEYEHUE HA
3MOKAYECTBEHO HOBOOEPA3YBAHUE HA BbEPEKA, C U3KNIOYEHUE HA BbEPEYHOTO NEFEHYE

ErH

3abenexka: MeduyuHckama OokyMeHmauyusi, ydocmoeepsieaua 6cexku om Kpumepuume € rocoYeHa ¢ yugpa 6 UHOeKC U 3adbIIKUMENnHo
npudpyxaea HaCMoAUOMO NPUNONKEHUE.

A. KPUTEPUN 3A 3ANOYBAHE HA MEPOPA/THO XOPMOHANHO NEYEHME C MEDROXYPROGESTERONE
(SAOBIDKUTENHU CA BCUYKU KPUTEPUW)

MKBE C64

1 | KnuHuyHa AMarHo3a — XUCTonoruyieH pesynrar

2 | Peuuausupano wvnu metactasupano sabonssaHe

3 | Nlunca Ha naknoyBawm kputepun no 7. 6

B. U3KNIOYBALLW KPUTEPWUMU (MPU 3AMNOYBAHE HA NEYEHUETO)

it ot ke ol o b

MpepwecTsala aHadunakTuyHa peakuus cnej NPUNOKEHUE Ha CbLWA NekapeTBeH NPoayKT
BpemenHocT

OcTbp MUOKapAEH MHGapKT

Awvnboka BeHo3Ha Tpombo3a

Benoapoben Tpombembonusbm

Mo3sbueH UHCyNT ¢ AaBHOCT A0 6 Mecela

Mo3byHu MeTactasu (HeTpeTupaHm)

Texka opraHHa HeaoCcTaTbYHOCT

Opyrv

B. KPUTEPUN 3A NPOABL/NKABAHE HA NMEPOPA/THO XOPMOHAJTHO NEYEHUE (SAABIKUTENHU CA BCUYKKU

KPUTEPUW)

MKB C64

1 | XematonornyHu nokasarenu

2 | Nunca Ha uaknouBawm Kkpurepum no 7. I

. U3KNIOYBALLU KPUTEPUU (MPU NPOABIMKABAHE HA NEYEHWUETO)

DOND®EWN S

MNpeawecTteauia aHachunakTyHa peakums crea NPUNOXEeHNEe Ha CbLUUS NeKapcTBEH NPOAYKT
BpemeHnHocT

OcTbp MUokapaeH uHgapkT

[wn6oka BeHo3Ha Tpombo3a

Benoapobex Tpombembonuabm

MosbueH UHCyNT ¢ AaBHOCT 4o 6 Meceua

Mo3byHM meTacTasn (HeTpeTupaHm)

Texka opraHHa He,0CTaTbYHOCT

HApyrv

BBEPEKA, C U3KNIOYEHUE HA BbBPEYHOTO NEMEHYE B U3BBHBONHUYHATA NOMOLL - 8 cuna ot 1 mapt 2014 roauna
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|. NEYEBHO-ANATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOAYKTW, skniovenu B MNpunoxenune 1 Ha MNC, kouto H30K 3annaiwa B CbOTBETCTBUE C
AeiCTBaLLMTE HOPMATUBHU AOKYMEHTH.

INN AO3A

MEDROXYPROGESTERONE e 1000 mg aHesHo - 10 AHM, cnea Toea 3 x ceamuyHo no 500 mg

2. NPOCNEAABAHE:

Mokasatenu u nacneasanus U3xoaHu 3 Meceua + 6 meceua*

MKK (xeMOrnobuH, xeMaToKpuT, epuTPOLIUTY, NEBKOLMUTH,

TpomGouuT ) ¢ *
ASAT X X
ALAT X X
AnkanHa ¢occharasa X X
KpeaTtunuH, nukouHa kucenuua, ypesi X X
W3cnepsane Ha ypuHa — o6LUO 1 ceaumMeHT X X

AbaoMUHaNHa exorpachus — no npeueHka

CT/AAIMP/PET CT — no npeueHka

KocTHa cunHTMrpadms — no npevietka

KoHcynTauus ¢ yponor — no npeveHka

KoHcynTauus ¢ kapavonor — no npeuexka

+6 M." - N3IBLPWBAT Ce Ha BCeku 6 Meceua

Il. OBLUM USUCKBAHUA

1. BuapacToBara rpaHuua ce M3uMCNsBa B HABBPLIEHN FOAVHY - T.e. BKIIOYMTENHO KbM AaTara Ha uajiasaHe Ha npoTokona ot
cneuvanuanpaHara KoMUCHS.

2. Mpu HasHayasaHe Ha Tepanws No NMPOTOKON 3aAbLIMKUTENHO Ce Cbobpa3sBaT BL3PACTOBHUTE OTPAHUYEHNs!, CLINACHO KpaTkaTa
XapakTepucTuka Ha CbOTBETHUS NeKapcTBeH NPoAyKT, yTBbpaeHa no peaa Ha 3MMXM.

3. H3OK He 3annalya neyexue U3BbH ykasaHaTa Bb3pacTosa rpaHuLa B kpaTkara XapakrepucTtuka Ha npoaykra.

4. H30K He 3annalya neyeHne ¢ A03u Haa MakCUManHo paspeLueHunTe o KpaTtka xapakTepucTuka Ha npoaykra.

5. B cnyvait Ha HacTbNUNA NOAO3MPaHa HeXenaHa NekapcTeeHa peakuus, nekapsT ysepomsea WA no peaa Ha un. 183 ot
3JINXM. Konue ot cboblieHueTo ce npunara kbM MeAuLUMHekaTa AokyMenTauus Ha 301 NpW KaHAUAATCTBaHE 3a NeveHue.

6. KOMUCUATA, uspana npotokona Ha 30J], chxpaHsiBa BTOPM eK3EMNNSP HA MPOTOKONA M BCUYKM HEOBXOAMMM
AOKYMEHTY 3a N3[1aBaHeTo My.

Hacmoswume usuckeaHus ca paspabomeHu Ha oOcHogaHue un. 56 om Hauuoxanen pamkoe dozoeop 3a MeduyuHckume
deliHocmu 3a 2014 2oduHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaqe Ha nekapcmeHu npodykmu o yn. 262, an. 6, m. 1 om
3aKoHa 3a nekapcmeeHume npodyKmu 6 XymanHama MeduyuHa, Ha MeOUUUHCKU U30enusi u OUeMUYHU XpaHu 3a criequantu
meduyuHeku yenu (06H., [B, 6p. 31 om 2007 2.).

¥ MBUCKBAHWA HA H30K 3A NPOBEXIAHE HA NEPOPANIHNO XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA
BEbBPEKA, C U3KIOYEHWE HA BLEPEYHOTO NEFEHYE B U3BLHBONHUUHATA NOMOLL - & cuna ot 1 Mapt 2014 roauHa
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REKNAPALMS 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSITA 3A 3ANOYBAHE/ MPOABMKABAHE HA
NEYEHWETO C NEKAPCTBEHMS nNPOAYKT

Ha nedyeHweto c nekapcreeHus
ITO Nony4nx usuepnarenHu OTroBopu Ha

HUTE nperneau.
OBONHO mnu nog Apyro BHyweHue

T0 Ha Komucusita 3a ekcneptian 8 P3OK
cu nekap u P30K u we BubpHa B P3OK

MPOAYKT e 6bae npekpateHo

W3UCKBAHWA HA H30K 3A MPOBEXIAHE HA NEPOPANHUO XOPMOHAHO NEYEHWE HA 3/OKAYECTBEHO HOBOOBPA3YBAHWE HA
BBEPEKA, C U3KNIOYEHME HA BbLBEPEYHOTO NEFEHYE B W3BBHBONHUYHATA MOMOLL - & cuna ot 1 mapr 2014 roguma





