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YTBbPXOABAM:

O-P HEJIX HELLEBA
YNPABUTEI HA H30K

U3NCKBAHUA HA H3OK
3A NMPOBEXOAHE HA NEPOPAJIHO XOPMOHAIJIHO JIEYEHUE HA
3JIOKAYECTBEHO HOBOOBPA3YBAHUE HA EHOOMETPUYM

B U3SBbHBOJIHUYHATA NOMOLY
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U3NCKBAHUA HA H3OK NPU U3OABAHE HA NPOTOKOJIN 3A NMEPOPAITHO XOPMOHANHO NNEYEHUE
HA 3NNIOKAYECTBEHO HOBOOBPA3YBAHUE HA EHOOMETPUYM

MpoToKoNbT ce M3ngaea OT crneuManuaMpaHa KOMUcUsi B ne4ye6bHO 3aBedeHUe 3a GONMHMYHA NOMOLY UMM KOMIMEKCeH
OHKOJIOrM4YeH LUeHTLp, cknouunu gorosop ¢ H30K. CneunanusnpaHuTe KOMUCUM Ce Cb3gaBaT CbC 3anoBe Ha AupekTopa
Ha ne4veGHoTo 3aBepgeHve (J13) m BkMOYBAT nekapu CbC CNeLUManHOCT MeOULUHCKA OHKOMOrMs unu BbTpewHn Gonectn u
OHKOTOrus.

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOJINTE

lMpoTokonu 3a 3ano4yBaHe Ha neYyeHue

“‘NMpoTokon 3a npeanucBaHe Ha NeKapcTBa,

CNEUNANTU3UPAHA » 3aBepka Ha

—P»| sannawann or H3OK/P3OK” — o6p. M3- | —Pp
KOMUCUA H3O0K (modnucaH om ecuyku 4neHose Ha npovokona s P30K
crieyuanusupaHama KoOMUCUs)

[MpoTokonu 3a npoabiKaBaHe Ha fle4YeHue

“‘NMpoTokon 3a npeanucBaHe Ha NeKapcTBa,

CNEUNANTU3UPAHA » 3aBepka Ha

—» sannawanu ot H3OK/P3OK” — o6p. M3- —P»
KOMUCUA H3O0K (modnucaH om ecuyku 4neHose Ha npovokona s P30K
crieyuanusupaHama KoOMUCUs)

Il. OBLLUU NMOJTIOXKEHUA

1. 33011 nopasa noarotBeHnTe gokymeHTn B P30OK, Ha Teputopusita Ha KoAiTo e Hanpasuno ns6op Ha OMJ1. [lokymeHTUTE

BKINIOYBaAT:
1.1 “MpoTtokon 3a npeanucBaHe Ha nekapcTBa, 3annawiaHu ot H3OK/P3OK” — o6p. M3-H3OK, wuspgapeH ot
crneunanuavpana komucus. Mpunara ce opurMHan Ha NPOTOKOMa, a NpU KaHAMAATCTBaHe 3a NPOAbINKaBaHe Ha TepanusTa ce
NnpeAcTaBs OpuUriHan Ha Npeaxo4HMs MPOTOKON C OTPa3eHn BCUYKM Ha3HaAYeHUs! MO Hero.

2. P30OK npuema pokymeHTuTe no T. 1 cnep cnpaBka OTHOCHO 3A4paBHOOCUrypuTenHua crtatyc Ha 3301J1.

3. MbpBUAT U BCekn crneaBall NPOTOKON ce M3gaBart 3a nepuopg Ao 6 meceua.

4.NMopagn wuctopuyvecku 3anoxeHus 6Gromker, H30K 3annawa cbwute obemMu B CHLOTBETCTBME C YTBbpAEHUTE

MeAULMHCKU KpUTepuu.
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NPUNOXEHWE 1

KPUTEPUUTE NPU 3ANOYBAHE U NPOABINKABAHE HA NEPOPAJTHO XOPMOHAJTHO NNEYEHUE HA
3JIOKAYECTBEHO HOBOOBEPA3YBAHUE HA EHOOMETPUYM

A. 1. KPUTEPUM 3A 3ANOYBAHE HA JIEYHEHME C TPOFECTATEHM - MEDROXYPROGESTERONE
(SAOBITKUTENTHU CA BCUYKU KPUTEPUN)

MKB C54.1

1 | KnMHM4Ha amMarHosa — xuctonorn4yeH pesyntar

2 | JlokanHo aBaHcvpano/peunaMBmpano u/vnu metactasvparso 3abonssaHe

3 | Jlunca Ha u3kno4Bawm Kputepum no 1. b

B. I/I3Km0l—IBALLlVI KPUTEPUU (NPU 3ANOYBAHE HA JIEYHEHUETO)

I'Ipe,qLueCTBama aHan)VIJ'IaKTVI‘-IHa peakuuda cnen npunoXXeHne Ha Cblna NekapcTBeH NpoayKT
OcTbp MHokapaeH MHapKT

[Obnboka BeHo3Ha Tpombo3a

BenogpobeH Tpombembonnsbm

Mo3byeH MHCYNT ¢ AaBHOCT Ao 6 MeceLa

Mo3byHM MeTacTasu (HeTpeTupaHm)

Texka opraHHa HefoCTaTbYHOCT

Apyrn

RANSIG R 0NS

B. KPUTEPUU 3A NMPOOABINKABAHE HA NMEPOPAJIHO XOPMOHAJIHO JIEYEHME (SAOBIDKUTEIIHU CA 1,4 N 5
KPUTEPUW)

MKB C54.1

1 | XemaTonormyHu nokasartenmu

2 | AbpomuHanHa exorpadus

3 | PeHTreHorpacusa Ha 6enute gpobose

4 | KoHcynTaums ¢ ruHekonor

5 | Jlunca Ha uskn4Bawm Kkputepum no T. I

r. I/I3KJ1IOLIBALLWI KPUTEPUU (MPU NPOOABINMKABAHE HA JIEYEHUETO)

MpepwecTBala aHadunNakTMyHa peakums crnes npuoXeHne Ha CbLUUS NTeKapCTBEH NPOOYKT
OcTbp MUoKapaeH nHapkT

[Obnboka BeHo3Ha Tpombo3a

BenogpobeH Tpombembonm3bm

Mo3byeH MHCyNT ¢ 4aBHOCT A0 6 Meceua

Mo3byHu MeTacTasmu (HeTpeTupaHiu)

Texka opraHHa HeoCTaTbYHOCT

Apyrun

PNOOPWN S

”m N3NCKBAHMA HA H3OK MNMPU USAABAHE HA MPOTOKOI 3A MEPOPAJTHMO XOPMOHAJTHO JIEYEHUE HA 3JTOKAYECTBEHO
( HOBOOBPA3YBAHVE HA EHOHOMETPUYM
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OPUNOXEHUE 2

L JNNIEYEBHO-AMATHOCTUYEH AJNTTOPUTDBM

1. JNIEKAPCTBEHWU NPOAYKTW, BknioveHn B MpunoxeHne 1 Ha [MJIC, kouto H3OK 3annawa B CbLOTBETCTBME C
OeNCTBalLMTe HOPMaTUBHU JOKYMEHTU.

INN OO3A

MEDROXYPROGESTERONE ®* 1000 mg aHeBHo - 10 aHK, crien Toea 3 X cegmmyHo o 500 mg

2. NMPOCINEOABAHE:

Mepuopn Ha nevyeHue
Moka3aTenu n nscnegBaHusA U3X. 6 m. +6 Mm.* +12 m.* c"?_‘g:'Ta
MKK (xemornobuvH, xeMaToKpuT, epuTpoLnTH, L \ %
NEBKOLMUTU, TPOMOOLUTK )
ASAT X X X
ALAT X X X
AnkanHa ¢gocdarasa X X X
KpeaTnHuH X X X
KoarynaunoHeH ctatyc — no npeLeHka X
AbgomuHanHa exorpadumsi — no npeleHka X
CT/AMP/PET CT — no npeueHka X
PeHTtreHorpadums Ha 6ennte gpobose — no "
npeueHka
KoHcynTauus ¢ ruHekonor — npu nokasaHus X
KoHcynTauusi cbC cbOoB XUpypr — npu x
nokasaHus
KoHcynTauus ¢ kapguonor — npy nokasaHus X
KoHcynTaums ¢ HeBponor — Npu NokasaHusi X

+ 6 M.* - N3BBbPLUBAT Ce Ha Bcekn 6 meceua o 3-ta rogmHa; + 12 m.* - U3BBLPLUBAT Ce NO NpeLeHKa Ha Bcekn 12 Meceua; cneg 3-ta
roa. - U3BbPLLBAT Ce NO NpeLeHKa;

Il OBLUN UBSUCKBAHUA

1. Bb3pacToBarta rpaHMua ce M34ncnsaBa B HaBbpLUEHU FOOUHM - T.€. BKIIIOYUTENHO KbM AaTaTa Ha u3gaBaHe
Ha NpoTOKONa OT crneunanuavpaHaTa KOMUCUS.

2. Mpu Ha3Ha4YaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO ce Cbobpa3siBaT Bb3pacTOBUTE OrpaHUYeHNs
CbIMacHo KpaTkaTa XxapakTepUCTMKA Ha CbOTBETHUSI NTEKAPCTBEH NPOAYKT, YTBbpAeHa no peaa Ha 3J1TMXM.

3. H3OK He 3annawia neyeHme ¢ 403N Ha MaKCUMarnHoO paspeLleHuTe Mo KpaTka XxapakTepucTuka Ha NpoaykTa.

4. H3OK He 3annalua nevyeHue N3BLH ykazaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTuka Ha
npoaykra.

5. KOMUCUATA, uspnana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3eMMNJIAp Ha NPOTOKOsa U BCUYKHK

Heobxoaumun AOKYMEHTU 3a nsgaBaHeTo my.

Hacmosuwume usuckeaHus ca paspabomeHu Ha ocHogaHue 4n. 54 u 4n. 55, m. 2 om HP[ 3a meduyuHckume deliHocmu 2011
200uHa (0o6H. 8 [B 6p. 3/11.01.2011 2.). u enusam & cuna om 1 mapm 2011 2., cenacHo 4n. 10 Ha Hapedba Ne 10 om 24
mapm 2009 e. 3a ycnosusima u pela 3a 3annawaHe Ha JiekapcmeeHu rnpodykmu no 4n. 262, an. 4, m. 1 om 3akoHa 3a
nekapcmeeHume npodykmu 8 XxymaHHama meduyuHa, Ha MeOUUUHCKU u3denusi u Ha QuemuyHU XpaHu 3a crieyuanHu MeoOuyuHCKU
uesnu (06H. [IB, 6p. 24 om 2009 e.).

”m _yg MIBNCKBAHUA HA H3OK MPU U3JABAHE HA MPOTOKOIN 3A MEPOPAJITHNO XOPMOHAIHO NIEHYEHWE HA 3[TOKAYECTBEHO
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NPUNOXEHUE 3

OEKINAPALNA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOOBIMKABAHE HA
JIEYEHUETO C JIEKAPCTBEHUA NMPOAYKT

cnea Kato ce 3ano3Hax C uanata MW nNpegocTtaBeHa MHGopmaums M LUenTa Ha JeYeHMeTo C feKapCTBeHusi
TP O Y KT e e et e e e e e e eerme e e b e e e sansisinnssassscseeneeessasees B W cnes kaTo Mony4yux u3depnartesniHu OTroBOpU Ha
nocTaBeHUTe OT MEH BbMNPOCU, AeKnapupam Ye:

1. Lle cnaseam npenopbyaHaTa MU cxema Ha rie4eHne 1 NepuoanYHOCT Ha KOHTPONHWUTE Nperneau.

2. PepoBHO Llle ce siBABaM Ha KOHTPOMHW MNperneauM M Hsama [a NPOMEHsIM CaMOBOMHO MNW MNO4 OPYro BHYLUEHMWE
Ha3HayeHaTa My Tepanusi.

3. [lpu npeycTaHoBsiBaHe Ha NeYeHMeTo Mo NPUYNHK, HEMPOU3TMYALLM OT pelueHmeTo Ha KomucusaTta 3a ekcnepTtunsm B P3OK
u/vnn Komucusata no un. 78, 1.2 ot 330, we yBegoms HesabaBHO nuyHua cu nekap n P3OK u we BbpHa B P3OK
rocrnegHus NPOTOKOS, MO KOMTO CbM MoslyyaBasn/a nekapcTBeHUs MPOAYKT.

4. Tlpu HecnasBaHe Ha MOCOYEHWTE YCIOBUS NIEYEHMETO MU C YNOMEHATUS NEKAPCTBEH MPOAYKT We Obae npekpaTeHo U
HAMa Aa uMam npeteHuun kbm H3O0K.

5. TpurtexaBam/ He nputexasam aktyanHo TEJK pelueHvne BbB Bpb3ka CbC 3ab0onsiBaHeTo.
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