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U3NCKBAHUA HA H30K
3A NMPOBEXOAHE HA NEPOPAJIHO XOPMOHAJTHO NEYEHUE HA 3JTOKAYECTBEHO HOBOOBPA3YBAHUE
HA BbBPEKA, C U3KINIOYEHUE HA BbBPEYHOTO JIEFTEHYE B U3SBBBbHBONMHUYHATA NMOMOLL

MpoTokonbT ce n3gaea OT cneuManuaMpaHa KOMUCUs B nie4ebGHO 3aBeAeHMe 3a GONMHMYHA NOMOLLY UK KOMMJMEKCeH
OHKOJIOrMYeH LeHTbp, cknouunu goroeop ¢ H30K. CneunanusnpaHute KOMUCUU Ce Cb3faBaT CbC 3anoBes Ha OUpeKTopa
Ha ne4yebGHoTO 3aBepeHve (J13) m BkMOYBAT Nekapu CbC CNEUManHOCT MEOUUUHCKA OHKOMOrMs Unu BbTPELHU Gonectn u
OHKOnorus.

. PEQ 3A 3ABEPABAHE HA NMPOTOKOJIUTE

[MpoTokonu 3a 3ano4yBaHe Ha neYyeHue

= ‘TpoTtokon 3a npegnucBaHe Ha

(K:gslugﬁ‘lg”s”PAHA —Jp»| nexapcrsa, sannawann ot H3OK/P30K” — —P» Sa:;op;a Ha nporokona
06p. M3-H3OK (nodnucaH om ecuuku B

4rleHose Ha crieyuanusupaHama KOMUcusi)

[MpoTokonu 3a npoabikaBaHe Ha NnevyeHue

= ‘TpoTtokon 3a npegnucBaHe Ha

(K:gslugﬁ‘lg”s”PAHA —Pp»| nexapctsa, sannawann ot H3OK/P30K” — —P» Sa:;op;a Ha nporokona
06p. MSB-H3OK (nodnucaH om ecuuku B

4rleHose Ha crieyuanusupaHama KOMUcusi)

Il OBLLUU NMONOXXEHUA
1. 330J1 nopasa noarorBeHnTe fokymeHTn B P30OK, Ha TepuTopusaita Ha KoAiTo e Hanpasuno n36op Ha OMJ1. [lokymeHTUTE
BKNIO4YBaT:
1.1 “MpoTtokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu ot H3OK/P3OK® — o6p. M3-H3O0OK, wuspgapgeH ot
cneumanusmpaHa komucus. Mpunara ce opuriHan Ha NPOTOKoNa, a Npy kaHAMA4ATCTBaHe 3a NpoabMxaBaHe Ha TepanusaTa ce
npeacTaBs OpurMHan Ha NpeaxoAHWs MPOTOKOS C OTPa3eHW BCUYKM OTMYCHATU KONMYECTBA MO HEro.
2. P30OK npuema nokymeHTUTE Nno T. 1 cnep cnpaBka OTHOCHO 3apaBHOOCUrypuTenHus ctatyc Ha 330]1.
3. MbpBUAT 1 BCceku cneaBaly NPOTOKON Ce U3[aBar 3a nepuop Ao 6 meceua.
4.NMopapn uctopuyeckn 3anoxeHus Oropgxker, H3OK 3annmawa cbuwurte ob6emn B CHLOTBETCTBUE C YTBbLpAEHUTE
MeAULIMHCKU KpuTepum.

”m _g VIBUCKBAHUA HA H3OK MNP U3JABAHE HA NMPOTOKOIN 3A MEPOPAITHMO XOPMOHAITHO JIEHEHUE HA 3JTOKAHECTBEHO
':f(‘\ HOBOOBPA3YBAHME HA BbBEPEKA, C M3KNIOYEHUE HA BbBPEYHOTO JIEFEHYE

w



NPUNOXEHWE 1

KPUTEPUUTE NPU 3ANOYBAHE N NPOOABINKABAHE HA NMEPOPAITHO XOPMOHAJTHO JIEYEHUE HA
3NNOKAYECTBEHO HOBOOEPA3YBAHUE HA BBbBPEKA, C U3KIMIOYEHUE HA BbEPEYHOTO JIEFEHYE

A. KPUTEPUN 3A 3AMOYBAHE HA TEPOPAJIHO XOPMOHAIIHO JNEYEHUE C MEDROXYPROGESTERONE
(SAOBITKUTENHU CA BCUYKU KPUTEPUW)

MKB C64

1 | KnMHuM4Ha gmMarHosa — xuctonorn4yeH pesyntat

2 | PeunauBupano u/vnu metactasvparno 3abonssaHe

3 | Jlunca Ha u3kn4Bawm Kkputepum no 1. b

B. USKINIOYBALLUN KPUTEPUU (NMPU 3ANOYBAHE HA JIEYEHUETO)

1.

O 0NON RN :

MpepwecTBalla aHachmnakTMyHa peakuus crep npunoXeHue Ha CbLuns nekapcTBeH NpoayKT
BpemeHHoCT

OcTbp MUokapaeH nHapkT

[Obnboka BeHo3Ha Tpombo3a

BenogpobeH Tpombembonnsbm

Mo3byeH MHCYNT ¢ 4aBHOCT A0 6 Meceua

Mo3b4yHM MeTacTasu (HeTpeTupaHu)

Texka opraHHa HeoCTaTbYHOCT

Apyrn

B. KPUTEPUU 3A NMPOOABINKABAHE HA NEPOPAJIHO XOPMOHAIHO NEYEHUE (SAOBIDXUTEINTIHN CA BCUYKU

KPUTEPUW)

MKB C64

1 | XemaTonorMyHu nokasartenmu

2 | Nlunca Ha usknouBawm Kputepum No 1. I

r. VI3KJ1IO‘-IBALI.I,VI KPUTEPUU (NMPU NPOABINKABAHE HA JIEYEHUETO)

CONDORLNS

MpepwecTBalla aHahmnakTMyHa peakuus crep NpunoXeHWe Ha CbLuMs fekapcTBEeH NpoayKT
BpemeHHocT

OcTbp MUokapaeH MHapkT

[bnboka BeHO3Ha Tpombo3a

BenogpobeH Tpombembonnsbm

Mo3b4eH MHCYNT ¢ 4aBHOCT o0 6 Meceua

Mo3b4yHM MeTacTasu (HeTpeTMpaHu)

Texka opraHHa He4OCTaTbYHOCT

Apyrun

”m MN3NCKBAHUA HA H3OK MNMPU USOABAHE HA NMPOTOKOIN 3A MEPOPANTHNO XOPMOHATNHO NEYEHWVE HA 3JTOKAYECTBEHO

w

HOBOOBPA3YBAHWE HA BbBPEKA, C U3KITKOYEHME HA BbBPEYHOTO JIEFEHYE




L NEYEBHO-OUATHOCTUYEH AITTOPUTBM

1.

OPUNOXEHUE 2

NEKAPCTBEHUW NPOAOYKTW, skntoveHu B Mpunoxenune 1 Ha MJIC, konto H30K 3annawa B cboTBETCTBUE

C fefcTBaluTe HOpMaTUBHU JOKYMEHTHU.

INN

OO03A

MEDROXYPROGESTERONE ® 1000 mg aHesHo - 10 AHK, cnep Toea 3 X ceammyHo o 500 mg

2,

NMPOCNEANABAHE:

MokasaTtenu n nscnegBaHnA

n3Xx.

3m.

+6 m.*

MKK (xeMornobuH, xemaTokpuT,
€puUTPOLIMTH, NEBKOLIUTH, TPOMOOLINTK )

x

X

ASAT

ALAT

AnkanHa ¢pocdartasa

KpeaTuHuH, NMkoYHa kucenuHa, ypes

X [ X | X | X

X | X | X | X

WM3cnepBaHe Ha ypyuHa — obLwo un
CeaVMEHT

x

x

ABaomuHanHa exorpadgusi — no npeLeHka

CT/AMP/PET CT — no npeueHka

KocTHa cumHTUrpacdms — no npeLeHka

KoHcynTauus ¢ yponor — no npeLeHka

KoHcynTauus ¢ kapgmonor — no npeueHka

+ 6 M.* - U3BBpPLUBAT Ce Ha Bcekn 6 meceuia

Il OobLWKM USUCKBAHUA
1. Bb3pacToBaTta rpaHuuUa ce U34YNUCMsBa B HaBbPLUEHW FOAUHU - T.e. BKIIOYMTENHO KbM AaTtaTta Ha usgasaHe
Ha MpOTOKOMa OT cneunanusnpaHaTa KOMUCHSI.
Mpy HasHayaBaHe Ha Tepanus Mo MPOTOKON 3aAbIMKUTENHO Ce CbobpasdABaT Bb3PacTOBUTE OrpaHWUYeHUs!
CbIIacHoO KpaTkaTa XapaKTepuCTUKa Ha CbOTBETHUS NIeKapCTBEH NPOAYKT, YTBbpAeHa Mno pefa Ha 3JTMXM.
H3OK He 3annatiua neyeHne ¢ 403U Haa MakCUMarnHO paspeLleHUTe Mo KpaTka XxapakTepucTuka Ha npoaykTa.
H3OK He sannawia neyeHWe M3BbH YkasaHaTa Bb3pacToBa [paHMLa B KpaTkaTa XapaKTepucTvMka Ha

2,

npoaykra.

KOMUCUATA, nspana npotokona Ha 330J1, cbxpaHaBa BTOPU €K3EMNIsip Ha MPOTOKONa U BCUYKMN
Heo6XoAMMU AOKYMEHTMU 3a U3faBaHEToO My.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHogaHue 4. 54 u 4n. 55, m. 2 om HP[ 3a meduyuHckume deliHocmu 2011
e2o0uHa (06bH. 8 [B 6p. 3/11.01.2011 2.). u enusam e cuna om 1 anpun 2011 2., cbenacHo 4n. 10 Ha Hapedba Ne 10 om 24

mapm 2009 e. 3a ycnosusima u peda 3a 3aniawaHe Ha JiekapcmeeHu rnpodykmu no 4. 262, an. 4, m. 1 om 3akoHa 3a
JiekapcmeeHume npodykmu 8 XyMaHHama MeouyuHa, Ha MeOUUUHCKU U30enusi U Ha OuemuyYHU XpaHu 3a crieyuanHu MeoOuUyUuHCKU
uenu (o6H. B, 6p. 24 om 2009 e.).

ks

w

_g VIBUCKBAHUA HA H3OK MNP U3JABAHE HA NMPOTOKOIN 3A MEPOPAITHMO XOPMOHAITHO JIEHEHUE HA 3JTOKAHECTBEHO
y Q‘\ HOBOOBPA3YBAHWE HA BbBPEKA, C U3KITKOYEHME HA BbBPEYHOTO JIEFEHYE



OPUNOXEHUE 3

OEKNAPALIUA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ MPOOBLIMKABAHE HA
JIEYEHUETO C JIEKAPCTBEHUA NMPOAYKT

cnepq

KaTo Ce 3ano3Hax C udnata Mum npegoctaBeHa uHGoOpMaums M uenta Ha nevyeHNeTo C JieKapCTBeHUA

T O Y KT B L et ee i e e iiiene i ren st s e s tasea st anet s tanettatensstaronssrasensssen il N cnen Kato nonyyvyunx wmn3dvepnartesniHm OoTroBopu Ha

nocTtaBeHUTE OT MeH BbIpOCKU, aeKrnapupam 4ve:

1.
2.

w

LLle cnassam npenopb4aHaTa M1 CXeMa Ha NeYeHre N NepUoaNYHOCT Ha KOHTPOMHUTE Mperneau.

PepnoBHO e ce sBsABaM Ha KOHTPOMHW nperneay M HAMa Aa MPOMEHAM CaMOBOMHO WMM MoA APYro BHYLUEHWEe
HasHayeHaTa My Tepanusi.

[Mpu npeycTtaHoBABaHe Ha NEYEeHMETO NO NPUYMHK, HEMpoM3TUYaLm oT pelleHneTo Ha Komucuara 3a ekcneptunsm B P30K
n/vnn Komueusta no un. 78, 1.2 ot 330, we yBegoms He3abasHO NuyHma cu nekap n P3OK n we BbpHa B P3OK
nocnegHusa NPOTOKOI, MO KOWTO CbM MoflyYaBan/a nekapcTBEeHUs MPOAYKT.

[Mpu HecnasBaHe Ha MOCOYEHWTE YCNOBUSA NEYEHUETO MU C YNOMEHATUs NeKapCTBEH MPOAYKT we 6bae npekpaTeHo K
HAMa aa Mmam npeteHuun kbm H3O0K.

MputexxaBam/ He nputexasam aktyanHo TEJIK pelweHne BbB Bpb3ka CbC 3abonsBaHeTo.

MN3NCKBAHUA HA H3OK MNMPU USOABAHE HA NMPOTOKOIN 3A MEPOPANTHNO XOPMOHATNHO NEYEHWVE HA 3JTOKAYECTBEHO

‘:f(‘ HOBOOBPA3YBAHWE HA BbBPEKA, C U3KITKOYEHME HA BbBPEYHOTO JIEFEHYE
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