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MpoTokonbT ce u3pasa OT cneuuanuaupaHa komucus B neve6Ho 3aBepeHune 3a 60MHMYHA NOMOLY UMK KOMMMEKCEH
OHKOMMOrMYeH UeHTBLP, ckmouunu aorosop ¢ H30K. Cneunanuampanute KOMUCUK Ce Cb3zasat cbC 3anoBes Ha AupekTopa
Ha nevebHoTo 3aBepenve (J13) M BKNIOYBAT Nekapu CbC CrEUMAnHOCT MEAULMHCKA OHKOMOrWS WU BbTpelwHu Gonectn u
OHKOSOTUS.

I. PE[]1 3A 3ABEPABAHE HA NMPOTOKOJNUTE

MpoTokonu 3a 3anoyBaHe Ha neveHue

= ‘“MpoTtokon 3a npeanuceaHe  Ha
CMNEUWANTU3NPAHA nekapcTea, sannawanu ot H30OK/P30K" 3aBepka Ha
Komucus > — 06p. M3-H30K (nodnucan om ecuuku [ ®| npoTokona 8 P3OK
uneHoge  Ha  cheyuanusupaxama
Komucusi)

MpoTtokonu 3a NpoabLINKaBaHe Ha neveHue

= ‘Mpotokon 3a npeanuceaHe Ha
CMNEUWANU3NPAHA nekapcTea, sannawanm ot H30K/P30K" 3aBsepka Ha
KoMUucus P — 06p. M3-H30K (nodnucax om ecuyku »| nporokona B P3OK
uneHoee Ha crneyuanuaupaHama
Komucusi)

Il. OBLLUM NONOXEHUA

1. 3001 nopasa nogroteeHuTe AokymeHT B P30OK, Ha TepuTopusTa Ha KosiTo € Hanpasuno us6op Ha OMNJI. [okymeHTuTte
BKNIOYBAT:

1.1 ‘NMpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawadn ot H30K/P30K" — 06p. M3-H30K, nspaaeH ot cneuvanuavpana
komucusi. Mpunara ce opuriHan Ha NPOTOKoONa, a Npu kaHAAATCTBaHe 3a NPoAbIkaBaHe Ha TepanusaTa ce NpeacTaBs opuriHan
Ha NPEeAXOAHMUS MPOTOKON C OTPA3EHU BCUYKM OTNYCHATU KOMUYECTBA NO HEro.

2. P30K npuema gokymeHTMTE 110 T. 1 Crea cnpaska OTHOCHO 3APaBHOOCUIYpUTeNHuA cTatyc Ha 30J1.

3. MbPBUAT U BCeKW CrieaBall NPOTOKON Ce U3aasar 3a nepuoa Ao 6 meceua.
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KPUTEPWUMUTE NPU 3ANOYBAHE U NPOABLIMKABAHE HA NEPOPAITHO XOPMOHAIHO NEYEHUE HA
3NOKAYECTBEHO HOBOOEPA3YBAHUE HA EHAOMETPUYM

Ume:

ErH

3abenexka: meduyuHckama GoKymeHmayusi, ydocmosepsiealya 6ceku om Kpumepuume e focovYeHa ¢ yugpa 8 UHOBKC U 3adbmKUMENHO
npudpyKaea HACMOAULOMO NPUNOKEHUE.

A.

. KPUTEPUM 3A 3AMOYBAHE HA JIEYEHME C TPOrECTAFEHM - MEDROXYPROGESTERONE

(SAOBIDKUTENHU CA BCUYKN KPUTEPUW)

MKB C54.1

1 | KnuHMYHa AMarHo3a — XUCToNorM4eH peayntar

2 | JlokanHo aBaHcupano/peunanempanc nunu meracrasuparno sabonssase

3 | Nunca Ha naknouBawm kputepum no 1. 6

B. U3KNIOYBALLIN KPUTEPUM (MPU 3AMNOYBAHE HA NEYEHUETO)

MpeawecTsala aHaunakTMyHa peakuus cnej npUnoXKeHne Ha ChLna NekapeTBeH NpoayKkT
OcTbp MUOKapaeH UHdapkT

Awbnboka BeHo3Ha Tpombo3a

Benoppobex Tpombembonuabm

MosbueH UHCYNT ¢ AaBHOCT A0 6 Meceua

Mo3byHu MeTacTasu (HeTpeTupanm)

Texka opraHHa HefloCTaTb4HOCT

Opyru

N RS

B. KPUTEPUW 3A MPOABLIMKABAHE HA NEPOPAITHO XOPMOHAITHO NEYEHUE (3AOBIDKUTENHUA CA BCUYKM
KPUTEPUM)

MKB C54.1

1 | XemaTonornyHu nokasarenu

2 | N'unca Ha n3knioyBawm kpurepun no 1. I

F. VI3KJ'"O‘-IBALI.IVI KPUTEPUM (NPU NPOABIMKABAHE HA NEYEHUETO)

"

MNpeawecTsalya aHachunakTiHa peakuus cres NPUNoXEHNe Ha CbLUMS NeKapcTBEH NpoAYKT
OcTbp MUOKapaeH UHhapKT

[Awvnboka BeHo3Ha Tpombo3a

Benogpobex TpombemGonuabm

MosbyeH UHCYNT ¢ AaBHOCT A0 6 Meceua

Mo3byHK MeTacTasmn (HeTpeTupaHu)

Texka opraHHa HeloCTaTbyHOCT

Dpyru
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I. NEYEBHO-AWATHOCTUYEH ANMOPUTBM

1. NEKAPCTBEHW NMPOAYKTW, skniovenn B Mpunoxexne 1 Ha [JIC, kouto H3OK 3annawa B cboTBETCTBUE C
AencTBalmMTe HOPMaTUBHN AOKYMEHTW.

INN AO3A

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

2. MPOCNEAABAHE:

Mepuoa Ha neyexne

Mokasatenu n nscneasaHus U3XoAHU 6 meceua i e: :ua. b :clia' c;:::“::;a
MKK (xemMornobuH, XemaTokpuT, epuUTpOLIMTH, NEBKOLUTH, % i 5
TpombouuTH )
ASAT X X X
ALAT X X X
AnkanHa cocarasa X X X
KpeatuHuH X X X

KoarynauvoHeH craTyc — no npeuekka

AbgomuHanHa exorpacdus — no npeueHka

CT/AMP/PET CT - no npeueHka

PenTreHorpacus Ha Genute apo6ose — no npeueHka

KoHcynTauus ¢ ruHekonor — npv nokasaqus

KoHcynTauus CbC Cb/i0B XUPYpr — NpU NokasaHns

KoHcynTauusi ¢ KapAuonor — npy nokasaHus

KoHcynTauus ¢ HEBPOSIOr — MPM NoKasaHus

+ 6 M.* - M3BLPIIBAT Ce Ha BCeku 6 meceua Ao 3-Ta roauHa; + 12 M.* - M3BLPWBAT Ce NO NpeueHKka Ha Beekn 12 meceua; cnea 3-Ta rog. -
M3BLPLWBAT Ce NO NpeueHka;

Il. OBLLUN UBNCKBAHUA

1. Bn3pacToBaTa rpaHuua ce M34UCNsBa B HABBLPLUEHN rOAUHM - T.€. BKIIOYMTENHO KbM AaTaTa Ha u3pasaHe Ha npoTokona ot
cneuvanuanpaHarta KOMUCHSI.

2. MNpu Ha3HayaBaHe Ha Tepanus No NPOTOKOM 3aABLMKUTENHO ce Cbobpa3siBaT Bb3PACTOBUTE OrpaHUYeHWs, CbrnacHo kpaTkara
XapaKTepucT1ka Ha CbOTBETHUA NEKAapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/1MXM.

3. H30K He 3annaula neyexne U3BbH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTika Ha npoaykTa.

4. H30K He 3annauya neyexve C 1031 Haj, MaKCUMANHO PaspeLleHnTe No KpaTka xapakTepucTuka Ha NpoaykTa.

5. B cnyyait Ha HacTbnuna nojo3upaHa HexenaHa nekapcTeeHa peakuusi, nekapst yseaomssa WAJ no pepa Ha un. 183 ot
3/INXM. Konue ot cbobLyeHneTo ce npunara kKbM MeAuLMHeKkaTa aokymeHTaumus Ha 30J1 npu kaHanaaTcTBaHe 3a nevexve.

6. KOMUCUATA, uspgana npotokona Ha 30J1, cbxpaHsiBa BTOpPU €K3eMNMsp Ha MNPOTOKONAa M BCUYKM Heobxoaumm
[IOKYMEHTM 3a U3[aBaHeTO My.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHoeaHue 4n. 56 om HayuoHanew pamkoe 002080p 3a MeOUYUHCKUME
deliHocmu 3a 2014 zoduHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 2., ceenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnogusima u peda 3a 3annawaHe Ha nekapcmenu npodykmu no yn. 262, an. 6, m. 1 om
3akona 3a nekapcmeeHume npodykmu & xyMaHHama meOuyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHU XpaHu 3a creyuanHu
MeduyuHeku uenu (obH., AB, 6p. 31 om 2007 2.).
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AEKNAPALMSA 3A UHOOPMUPAHO CbINMTACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABMKABAHE HA
TNEYEHUETO C NNEKAPCTBEHMWA NPOAYKT

Ha ne4yeHWeTo C nekapcTBeHus
..................................... nony4ux mayepnarenHu oTroBopu Ha

nHUTE Nperneay.
CaMOBOMHO MNW NOA APYro BHyLLEHWe

1eT0 Ha KomucusTa 3a ekcnepuan 8 P3OK
k nekap u P30K u we BbpHa B P3OK

H NPOAYKT We 6bae npekpaTeHo n

ecrnassaHe Ha NoCOYEHUTE YCroBus ney
Aa umam npeteHumn kbm H30K.

(ume, npes.;me 1 hamunus)
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