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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

—P»| sannawann or H3OK/P3OK” — o6p. M3- | —Pp
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
npeacTaBs OpUrMHan Ha NpeaxoAHus MPOTOKOS C OTPa3eHW BCUYKM OTMYCHATU KONMYECTBA 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/I3KJ1I-O'~IBALI.IVI KPUTEPWUU (NMPU 3ANOYBAHE HA NIEYEHUETO)

RANSIG R 0NS

I'Ipe,qLueCTBama aHa(*)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

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

KPUTEPUW)

MKB C54.1

1 | XemaTonormyHu nokasartenmu

2 | INunca Ha usknouBawm kKputepum no 1. I

r. VI3KJ1IO‘-IBALI.|,I/I KPUTEPUU (NP NPOABIMKABAHE HA JIEYMEHUETO)

PNOOPONS

MpeplwecTBalla aHadhmnakTM4Ha peakuusi crnep npunoXeHue Ha CbLums fekapcTBeH NpoaykT
OcTbp MUoKapaeH MHapkT

[bnboka BeHo3Ha Tpombo3a

BenogpobeH Tpombembonmabm

Mo3bYeH MHCYNT ¢ AaBHOCT Ao 6 MeceLa

Mo3byHM MeTacTasu (HeTpeTupaHm)

Texka opraHHa HefoCTaTbYHOCT

[pyrv
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NPUNOXEHUE 2

l. NEYEBHO-AUMATHOCTUYEH AJNITOPUTBM

1. TNEKAPCTBEHWU NPOAYKTW, sknioyeHn B [NpunoxeHne 1 Ha [MC, kouto H3OK 3annawa B CbOTBETCTBME C
OelncTBalLMTe HOPMATUBHN LLOKYMEHTMU.

INN OO03A

MEDROXYPROGESTERONE ® 1000 mg aHesHo - 10 AHK, criea Toea 3 X ceaMuyHo o 500 mg

2. NMPOCINEOABAHE:

Mepuopn Ha nevyeHue

cnep 3-ta

Moka3aTenu n nscnenBaHusA n3Xx. 6 M. +6 Mm.* +12 m.* ron

MKK (xemornobuH, xeMaToKpuT, epUTpoLIUTH,

NEeBKOLMTU, TPOMOOLNTK ) I X 1
ASAT X X X
ALAT X X X
AnkanHa cocdaTasa X X X
KpeaTuHuH X X X

KoarynaunoHeH ctaTyc — no npeLeHka
AbgomuHanHa exorpadust — no npeLeHka
CT/AMP/PET CT — no npeueHka
PeHTreHorpadus Ha 6enute apoGose — no
npeueHka

KoHcynTaums ¢ ruHekonor — npy nokasaHus

KoHcynTaumsi cbC CbAOB XMPYpPr — Npu
noKasaHus

KOHch'ITaLI,VIﬂ C Kapauonor — npu noka3aHuA

KOHcyﬂTaLI,I/Iﬂ C HeBpoJior — npu nokasaHus

+ 6 M.* - U3BBPLUBAT Ce Ha Bcekn 6 meceua o 3-ta roguMHa; + 12 m.* - U3BBLPLUBAT Ce NO NpeLeHKa Ha Bcekn 12 meceua; cneg 3-ta
rog. - U3BbLPLUBAT Ce MO NpeLeHkKa;

L. OBLUN UBSUCKBAHUA

1. Bb3pacToBaTta rpaHMua ce M34ucsiBa B HABbPLUEHU FOOUHM - T.€. BKIIIOYUTENHO KbM AaTaTa Ha u3gaBaHe
Ha NpoTOKoNa OT creunanuavpaHaTa KOMUCUS.

2. Mpu Ha3HavyaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO ce Cbobpa3siBaT Bb3pacTOBUTE OrpaHUYeHus
CbITAacHO KpaTKaTa XxapakTepuCcTMKa Ha CbOTBETHMS NIEKAPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3M1MXM.

3. H3OK He 3annawia neyeHve ¢ 403N Ha MaKCUMarnHo paspeLleHnTe Mo KpaTka XxapakTepucTuka Ha NpoaykTa.

4. H3OK He 3annalya nevyeHne n3BbLH yKkasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTuka Ha
npoaykra.

5. KOMUCUATA, nspnana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3eMMNJISp Ha NPOTOKOa U BCUYKHK

HeobGxoauMmu AOKYMEHTU 3a nsgaBaHeTo My.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHogaHue 4. 54 u 4n. 55, m. 2 om HP[ 3a meduyuHckume deliHocmu 2011
200uHa (obH. 8 [B 6p. 3/11.01.2011 2.). u enuzam & cuna om 1 anpun 2011 e., cbenacHo 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
JniekapcmeeHume rnpodyKkmu 8 XymaHHama meduyuHa, Ha MeOQUUUHCKU u3desusi U Ha QuemuYyHU XpaHu 3a crieyuanHu MeoOuyuHCKU
uenu (o6H. B, 6p. 24 om 2009 e.).
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OPUNOXEHUE 3

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

cneg Kato ce 3ano3Hax C uanata MW npegocTtaBeHa MHGopmauums W uenta Ha JIevYeHMeTo C neKapCTBeHusi
TP O Y KT et r e et e e st e e srmeres s e e e seneee s smeeessseeesnseesssaneee W cnep KaTo Mony4ux u3depnartesniHy OTroBOpU Ha
NoCTaBeHUTE OT MEH BbMNPOCU, AeKnapupam Ye:

1. Lle cna3eam npenopbyaHaTa MU cXema Ha fie4eHne 1 NepMoauYHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHO Lle ce sABABaM Ha KOHTPONHW MNperneauM M Hama [a NPOMEHsSIM CaMOBOMHO MNW MNOA4 OPYro BHYLUEHMWE
Ha3HayeHaTa My Tepanusi.

3. [pwu npeyctaHoBsiBaHe Ha NEYEHMETO NO NPUYMHK, HEMPOM3TMYALLM OT peLleHneTo Ha Komucusita 3a ekcnepTtuaun B P3OK
u/mnn Komucusata no un. 78, 1.2 ot 330, we yBegomsi He3abaBHO nunyHust cv nekap n P3OK u we BbpHa B P30OK
rnocrnegHns NPoTOKOI, MO KOUTO CbM Mony4yaBan/a nekapcTBEHUS MPOAYKT.

4. [Tpu HecnasBaHe Ha MOCOYEHWTE YCIOBUS NIEYEHUETO MU C YNOMEHATUS NEKapCTBEH MPOAYKT We 6bae npekpaTeHo u
HAMa Aa umam npeteHuun kbm H3O0K.

5. MMpurtexaBam/ He npuTexaBam akTyanHo TEJIK pewweHre BbB Bpb3ka CbC 3ab60onsiBaHETO.
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