KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



WIMTHNKKTENHA ATERUMA NO MHPCTBATL
Koamwa o

1. HME HA JEKAPCTBEHHS ITPOAYKT

Aanoxyp 50 mg TaGHeTKH I b POy <. . - U RPN
Androcur 50 mg tablets
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2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bcaka tabnerxa chabpxa 50 mg uMnpoTepoHoB auerar (cyproterone acetate).

[Momowmno(H) BelecTBo(a) ¢ U3BECTHO AeiicTBHe: 105,5 mg nakro3za MOHOXHApAT BB Besika Tabnerka (BXK.
Touka CneuranHy nNpeayrnpexxacHus U Npeana3Hyl MEpKH nNpH ynorpeda).

3a MbJIHHA CMHCDBK Ha MOMOLLIHHTE BCLLUCCTBa, BHOXKTC TOUKa 6.1.

3. JIEKAPCTBEHA ©OPMA

Tabnetku.

benau no 6neno xwunTH TabneTku ¢ aenuTeNHa HBHLA OT €IHATA CTpaHa W rpaBHpaHH ¢ “BV” B npaBuicH
IECTOBLIB/HHK OT ApyraTa crpaHa. Tabnetkara Moxe aa Obae pa3nesieHa Ha IBE paBHH MOJOBHHH.

4. KJIMHHYHU JAHHHN
4.1 TepaneBTHYHH NOKAIAHHA
4.1.1 Tloxaszanua NpH KeHA
TexKH ABIEHUS Ha aHAPOr€HU3UPAHE, HAMPHMED: MHOIO TEXBK XHP3YTH3BM, TEKKA aHAPOreHHa ajloneLus,
YECTO NPHAPYKEHH OT TEXKH GOpMH Ha akHe H/Unu cebopes.

[TpH TexKH ABNEHHS HA AaHAPOrEHU3HPAHE, HATIPUMEDP: MHOINO TEXBbK XUP3YTH3IBM, TEKKa aHIpOreHHa
anoneyHs, YeCTo NPUAPYKEHH OT TEKKU GOPMU Ha akHe WK cebopes LunpoTepoHoB auerat S0 mg ¢
nokasaH, KOraTo HeE ca MOCTUTHATH 3aJJOBOJIMTENHA PE3YNITATH C MPOAYKTH, ChAbPKALIM HUCKH J03H
UMAPOTEPOH HIH NPH KU3NON3BAHE HA IpYrH TEPANICBTHYHH BBb3MOXHOCTH.

4.1.2 Tloxa3zanms NpPH MLKE

[loTuckane Ha NMOMAOTO NPH CEKCYaTHH OTKIIOHEHHS.

3a NOTHCKAHE Ha JHOHAOTO NPH CEKCYANHH OTKNIOHEHHA NPH MbXe, LUNMPOTEpOoHOoB aueTaT 50 mg Moxe aa
Ce H3MOoN3Ba, KOraTo JIPYr HHTEPBEHLIUH C€ CHHTAT 32 HEMOAXOARLIH.
AHTHEHJPOTEHHO JieueHHe Ha HeonepabiieH KapLUMHOM Ha NPOCTaTaTa.
4.2 /Jo3npoBKa H HAYHE Ha MPRHJIOKEnne

4.2.1 [do3npaHe Npu xeHu

Hauun na npunodicenue

[TepopanHo npuioxeHHe

Ho3zos pescum

Tabnerkure TpﬂﬁBa A4 CC IMIpUEMaT C MaJTKO TCHHOCT CACA XpPaHCHC.




Kenu e oemepoona ev3pacm

Tpabsa a HanpaBWTE NPEOLEHKA HA NO3aTa H PHCKA OT JIEYEHHETO C AHAPOKYP B HAYANOTO Ha
MECHONAY3aTa.
Hunrocpoynata ynorpeba (roawHu) Ha AHApOKyp TpabBa aa ce n3bsaraa (Brxre Touka 4.4 MeHHHrHOMa).

bpemeHnuTe xxeHu He Tpabsa na ynorpedsasat AHnpokyp. [Ipeny 3anousaHe Ha feueHHETO € HEOOXOANUMO
Ja Ce M3KJIIOYM eBeHTYanHa GpeMeHHOCT.

Ilpu s)keHH B neTeponHa BbL3PACT NEYSHHETO 3aNO4Ba OT ITBPBHUA A€H Ha LMKWIA (ITbPBHSA 1EH HA KbPBEHE).
Camo xeHHTe ¢ aMeHopes MOraT Aa 3ano4yHarT JledeHHeTo Beanara. B Taxse cayuadl AeHdaT, B KOITO 3anoyBa
NEYEHHETO, CE€ CUMTA 3a MbPBH JEH HA LHKbJA U NO-HATATBEK CE CNAa3BaT CEAHHUTE NPENOPHKH.

Ot 1-u2 no 10-us aex Ha unkbaa (10 aun) ce npuemar no 2 Tabnerkn AHApokyp 50 mg aHeBHo. OcBeH ToBa
Ce MpHEMa NIEKAPCTBEH NPOAYKT, ChAbP KAl NPOrecToreH U eCTporeH, Hanp. ot 1-us Ao 21-us aeH Ha
uvkbia no 1 rabnerka /luane 35 aHeBHO, 3a na ce noTyuMn HeoOXoaMMaTa KOHTPALIENTHBHA 3a1IMTa K [a ce
crabunusupa LUUKbIA.

KeHure, KOUTO ca Ha UMKAIHYHO KOMOMHUpaHO NeveHre Tpabsa na mpuemat Tabnerkara B onpeaeneHo
BpPEME HAa ACHH.

Cnen 21 nuv cneasa 7-0HEBEH NEpHO, 1O BpeMe Ha KOHTO HE ce MpHeMaT TabneTKH U ce NMoABsABa KbpBEHe.
TouHo 4 ceaAMHLIM cnea HAYANOTO Ha MBPBUSA LIMKBI Ha JIEUEHHE, T.€. B CbIIHA A€H OT CEAMMLATA, 3aT104BRa
CAEABALLMAT LIMKTHYEH KYpC Ha KOMOWHHPEHO JeHYeHHE, HE3aBUCHMO JIANH KbPBEHETO € CIPANO.

Cnen HacTbnBaHe Ha KIHMHHYHO NoaodpeHHe, AHEBHATA 10332 AHAPOKYp S0 mg MoXe aa ce HaManM ao 1 wnu

Y2 Tabnerka B mopByTe 10 AHM Ha kOMOHUHHpaHOTO ¢ JlHaHe 35 neuenne. Bb3MOXHA € U MOHOTEpAIUA C
Jluane 35,

e Jlunceawo xvpeene

AKO HeE Ce NMOsBH KHPBCHC MIpE3 CBODOAHHS OT [TPHEM HA NCKAPCTBA HHTCPBAJ, JICHCHUCTO TpHGBa ga c¢
NpCyCTaHOBH U 114 CC HIKNIOYH 6PEMCHHOCT npcau aa ¢€ nOAHOBH OTHOBO,

o [Iponyckare na mabnemxu

JKeHuTe, KOUTO ca Ha LUKITHYHO KOMOMHHMPaHO NnedyeHHe TpabBa 1a npreMar Tabnerxara B onpeaeneHo
BpeMe Ha JEHR. AKO NMpHeMbT ce 3abaBu ¢ noeeue oT 12 yaca OT BpeMETO, B KOETO TA 0OKKHOBEHO NpueMa
Tabnerkata JlHane 35, KOHTPaLENTUBHOTO ASHCTBUE MOXKE Aa C€ HaMamM Npe3 TO3Y LMKBA. CneuuanHo
BHUMaHHe Ha TOBa € 0OBpHATO B NpoAyKToBaTa HHpopmauua Ha nane 35 (ocobeHo koHTpauenTHBHA
HaJEXKAHOCT KU NPENOPLKH NPH NporycHaTa Tabnerka). AKO He C& NOABH KbPBEHE NPE3 TO3W LHMKBI,
Ne4eHHETO TpAOBA 1a ce NMPEYCTAHOBH M fa ce M3KNOUH OpeMEHHOCT NpeaH Aa ce NOJHOBH OTHOBO.
[MponyckaHero Ha TabneTku AHAPOKYP MOXE Aa HaMall¥ TepaneBTHYHATa epeKTHBHOCT W Ja R0BEAE N0
HHTEpMEHCTpYalnHo kbpBeHe. He e Heobxonumo na ce npuema apoitHa 1032 ripu nportyckaHe Ha TabiaeTku
AHAPOKYp U NpUeMbT Tpabsa Aa npoabixu B 06uyaiiHOTO BpeMe 3aeiHo ¢ {uane 35.

HGHHEH?HKEJ 8 MeHONAYy3d UnU XUCMePeKMmOoMUpanu

Ilpy nauMeHTKH B MEHONAY3a HITH XHCTepeKTOMUpaHH AHOPOKYP MOXE J1a ce MPHEMAa CAMOCToATEHO. B
3aBHCHMOCT OT TEXXECTTA HA OIL1AaKBaHUATA cpeaHaTa ao3a Tpsabea na 6bvae 1 Ao Y2 Tabnetka AHapokyp 50
mg AHEBHO B MPOAB/IKEHHE HA 2] AHM, MOCAEABAHU OT 7—AHEBEH CBOOOAEH OT NpHeM Ha TabneTku
WHTEpBAJL.

Homvanumenna uRQopManus npu cneyuatnu zpynu nayuenmu
Heya u onowu

AHApOKYp € rnoka3aH 3a ynotpeba camo ripu xeHu ¢ npuknioynn mybeprer. Hama pan
HeoOXOAUMOCTTA OT KOPEKLIMA Ha J03aTa.




be3onacHocTTa M eprxacHOCTTa HA AHAPOKYP HE Ca YCTAHOBEHH B KJIIMHHYHH H3MHTBAHHA NpH Aela H
IOHOLLM Ha Bb3pacT noA 18 rogunm.

AHIpokyp He TpabBa na ce npwiiara npeau Kpas Ha mybepreTa, Thit KaTO He MOXe Aa Ce H3KNIOUH
HEOMAaroNpUATHOTO MYy BJIIMAHHME BLPXY PacTeXa U BbpXY HEeCTAOUNHUTE B3aUMOACHCTBUA HA €EHOOKPHHHUTE
AUIE3H.

HHI{HBHH‘IH 6 cmapuecka sv3pacm

Hama AaHHH, KOUTO Ja nokKai3anar HEODX0AUMOCTTA OT KOPCKLMA Ha O034Ta NPy NALUKHCHTH B CTApUHCCKa
BDB3pacT.

Hayuenmu ¢ uepHoOpobrU HApYUEeHUA
Ynorpebara Ha AHAPOKYp € NPOTHBOINOKA3aHA NpPH XKeHHU ¢ UepHOApoOHH 3a0onaBaHus (Hanp. aKo
CTOMHOCTHTE Ha YyepHOOpoOHaTa PYHKLMS HE Ce Bb3BbPHAT KbM HOPMAJTHHTE NPOIBIKHATEHO BpEME).

Ilayuenmu ¢ 6vbpevnu Hapyuenus
HsaMa naHHH, KOHTO fa Noxa3BaT HEOOXOAHMOCTTA OT KOPEKUHA Ha J03aTa MpH NauHeHTH ¢ OLOpeuHH
YBpPEXKIAaHHA.

4.2.2 Jlo3mpaHe npE MLKe
Hauun na npunodicenue
[lepopanHo npunoxenue
Hozoe pesicum

Tabnerkure Tpabra ga ce npueMar ¢ MATKO TEYHOCT Cliel XpaHeHe.
MakcnumannaTa gHeBHa no3a ¢ 300 mg.

Homuckane na nubudomo npu CeKCydinu OomKioOHeHUA

OburkHOBEHO NeyeHHeTo 3ano4ra ¢ 1 Tabnetka AHapoxyp 50 mg nBa MbTH AHEBHO, aKO € HEOOX0AHUMO
003aTa C¢ YBEJH4aBa ABa NbTH AHEBHO NO 2 TabneTku WiK AOPH TPH MLTH AHEBHO NO 2 TablieTKH 3a KpaTKo
speme. [IpoaBMKHTENHOCTTA HA NEYEHHETO C UHNPOTEPOHOB aueTaT TpAOBa Aa ce onpeaens HHAMBUAYAMNHO.
KoraTto € noCTUrHaT 3aJ0BOTHTENEH pe3yITaT, TepaneBTUMHHUAT edekT TpadBa aa ce noaabpxa ¢ Hak-
HUCKaTa Bb3MOMcHA a03a. KoraTto ce npoMeHs 103a WK KOTaTo NPHEMBT Ha UMIIPOTEPOHOR aLETaT ce
npeycTaHOBABA, TOBA TpAOBa Zja ce U3BbPLLUBA NOCTENEHHO.

Yecro e nocrarbyHo Aa ce npueMa no 1/2 Tabnerka aBa nbTH AHEeBHO. 3a Ta3u e fHEBHATA 1032 TpAbOBa aa
ce Hamansga ¢ |1 Tabnetka unu owe no-aobpe ¢ 1/2 Tabnerka B MHTEPBAN OT HAKOJIKO CEAMHLM.

Anapokyp Tpabsa aa ce npunara npoab/HKHTENHO, MO Bb3MOMXKHOCT 3aeAHO C NCHUXOTEpArHs, 3a Aa ce
nocTurue crabuneH neuebex edekxr.

ArmuarOpozenno neverue Ha unonepabunen KaApYUHOM Ha npocmamama

2 Tabnetkn AHapoxkyp 50 mg aea g0 Tpu MbTH AHeBHO (200-300 mg).
Jleuenuero He TpabBa na ce npekpaTARa W 403aTa He TpAOBa Aa ce NMPOMEHS Cliel NAOCTHIAHE HAa PEMHUCHH.

¢ 3a HaMangBaHE Ha MbPBOHAYAIHO MOBHLUCHOTO HHBO HA MBAKKH MONOBH XOPMOHH MTPH KOMOHHHMPAHO
neyeune ¢ GnRH arouucru:

[IbpBoHauanHo no 2 Tabnerku Anapokyp 50 mg nea mbTH aHeBHO (200 mg) B npoanIKeHy
crnen KoeTo ce npueMar 2 Tabnerku AHapokyp S0 mg aBa nbTH AHeBHO (200 mg) 3aeau / J _
NpenopbuaHaTa OT NPUTEXAaTeNs Ha paspeuieHHeTo 3a ynorpeba n03a B npoabnkeHne #a 54 CofiMuonis

npoaykropaTa HHGopmauus Ha GnRH arouuncra). '




¢ 3aICuCHME HA TOIUIY BB/IHH NPH NMALMEHTH, KOUTO ca Ha komOuHupano neyenue ¢ GnRH ananosn unu
KOHUTO Ca NPEThPNENH OPXHEKTOMHS

1-3 Tabnerku Anapokyp 50 mg nueBHo (50-150 mg) ¢ yBenuuapalio go3ara THTpUpaHe A0 2 TaONETKH TPy
nbTH AHeBHO (300 mg), ako ce Hanara.

Jonvanumenna unopmayus npu cnegquainu 2pynu nayuenmu

Heya u ionowu

AHApOKYp He ce€ NpenopbUuBa MPH MOMYETA M IOHOWH noA | 8 roavHu, nopaan AMIca Ha NaHHH 3a
6e30nacHoOCT ¥ ePUKACHOCT.

AHapoxyp He TpabBa aa ce npuiara rnpeam kpas Ha nybeprera, Thil KATO He MOXKE 1a C€ H3KITOUH
HeOaronpUATHOTO MY BIIMSHUE BbPXY pacTexka U BbPXY HecTaOWiHUTE B3aUMOACHCTBUA HA EHAOKPUHHUTE
HKJIE3H.

HQMHEHH!H 8 cmapiecKa gv3pacm

Hsima naHHH, KOMTO Ja 1NMoka3aBaT HeOOXOAKMOCTTA OT KOPEKUHMA Ha 103aTa MPH NaLlHEHTH B cTapyecka
Bb3pacT.

Ilayuenmu c yvepnodpobnu napyuenus
Ynotpebara Ha AHAPOKYP € NMPOTUBOINOKA3aHa NMPH NAUMEHTH ¢ YepHoapoOHH 3abongaBanus (Hanp. ako
CTOHHOCTHTE Ha UepHOApoOHATA PYHKLUMA HE C& Bb3BbPHAT KbM HOPMATHHTE NPOIB/DKUTEIHO BPEME).

ITayuenmu ¢ 6v6peunu Hapyuerus
Hama naHHH, KOWTO fa NOKa3BaT HEOOXOAHMOCTTA OT KOPEKLMA Ha [103aTa NPH nauneHTH ¢ 6b0peunn
YBPEKAAHH.

43 IlporaBonoxa3zanus

4.3.1 IIpoTHBONOKA3AHHA NPH )KEHH

bpemMeHHoOCT;

Kbpmene;

3abonsasaHus Ha yepHHa apob;

Cungpom Ha Dubin-Johnson, cunapom Ha Rotor;

AHAMHe3a 3a XBbATEHHLA WIH HAJIMYHE HA NPYPHUTYC NO BpeMe Ha 6peMeHHOCT;
AHaMHe3a 3a Xeprec 1o BpeMe Ha OpeMEHHOCT;

[IpeniuecTBally WK HAJTMYMHH YEPHOAPOOHH TYMOPH;

Hanuuue unn aHaMHesa 3a MEHHHTHOMA,

Hstomurenuu 3abonspaHus;

Texka XpOHUYHA ACNPECHS;

AHaMHe3a WM JaHHM 33 TPOMOOEMOONHYHH NPOLIECH;

Texmwk nnaber cbC CbAOBH NPOMEHH,

CbpnoBHAHO-KJIETHYHA AHEMHS;

CBpbXUyBCTBUTENHOCT KBM HAKOS OT ChCTABKHTE HA AHAPOKYP;

[1o oTHOLUEHHE Ha UMKIKWHHATA KOMOMHUpPaHA TEpANuA MPH TEXKH ABIEHHA Ha aHAPOTEHU3HUpaHe, €
HeoOXOAWMO NOBHULLIEHO BHUMAHHE OTHOCHO NPOTHBOMOKA3aHHATA, ChbAbPAALLH C€ B NIPOAYKTOBATA
nHpopmauma Ha InaHe 35, KolTO ce H3NON3BA 3a6AHO ¢ AHAPOKYP.
4.3.2 TlporAaBonoka3aHHE OPH MbKe

4.3.2.1 [loTrcKAHEe HA NHOAIOTO NPH CEXCYATHH OTK/JIOHEHAS

e UYepHoapobuu 3abonsBaHus;




CuHapom Ha Dubin-Johnson, cuxapom Ha Rotor;

[penmecTBaluy WK HATHYHHU YEpHOOPOOHH TyMOpH (CAaMO 8KO He CE€ Xb/DKAT Ha METacTa3H OT
KapliMHOMa Ha npocTaTara);

Hanwuue unH aHaMHe3a 3a MEHHHIAOMa,

H3rowurenuu zabonspanus;

Texka XxpoOHUUHA Aenpecus;

AHaMHe3a HIIH 1aHHH 32 TpoMBoeMbonuyuHH npouecH;

Texmwk anadeT cbe CHAOBH NPOMEHH;

CbpnOBUAHO-KIIETHYHA AHEMHS;

CBpBbXUYYBCTBUTENTHOCT KbM HAKOS OT CbCTABKUTE HAa AHAPOKYD;

4.3.2.2 AHTHAHJIPOreHHA TEPANIHA NpPH HeonepabGH/IeH KAPNHHOM HA NMPOCTATATA

e YepHoapobHu 3abonaBaHus;
Cunapom Ha Dubin-Johnson, cunapom Ha Rotor;

ﬂpc,umec*rnamu HJIH HAITHYHHA '-!BpHOIlpOﬁHH TYMOPH (C&MO aKO HE CC ABJDKAT Ha METACTa3H oOT
KapLuUHHOM Ha npoc:TaTam);

Usrowurennu 3abongsanud (C M3KMOUEHHE Ha HeonepabuneH KapLUMHOM Ha NPOCTaTaTa);
Texxxa xpoHnuHa penpecus;

AHaMHe3a WM JaHHH 3a TpoMboembonuuHm npoLecH;
CBpbX4yBCTBHTENIHOCT KbM JIEKAPCTBEHOTO WIM HAKOE OT MOMOLIHHTE BELIECTBA HA AHAPOKYD;
AHOpokyp He TpabBa 1a ce ©3non3sa NpH NaUMEHTH ¢ MEHHHIHOMA WIH 8HAMHe3a 32 MEHWHTHOMA.

4.4 CrnenHa/JHH NpeaAynpexieHHs H NpeANAa3HA MEPKH NIPH ynotpeba

[lpeau 3anouBaHe IEUEHHUETO HA XKEHH, TPAOBA 1a ce HAMpaBM MbJEH 00l ¥ THHEKONOTHYEH TIPErJIe
(BKJTHOYUMTESTHO Ha MIIEYHHUTE 3JI€3M, KAKTO W LIEPBHKAJIHA 1JWTOHAMA3Ka), KaKTO U Ja ¢€ U3KIIOUH
€BEHTYaNHa OpEMEHHOCT.

Yepen opob

Mma HabmoaeHus 3a AMpeKTHa YepHOAPOOHA TOKCHYHOCT, BKIHOUBALILA XBITEHHLIA, XENATUT U
yepHOAPOOHA HEIOCTATHYHOCT NPH NMaLKEeHTH, NpuemMann AHApokyp. [1pu no3u ot 100 mg u no-roneMm ce
cbobuiaBa CHLUO TaKa 3a ciydau ¢ aTtaneH kpaid. [loseuero cbobiueHus 3a cnyuau ¢ daraneH kpai ce
OTHACAT 3a MBXKE C HanpeaHal KapLMHOM HAa MpocTaTata. TOKCHYHOCTTA € J030B0O 3aBHCHMA U OOMKHOBEHO
Ce pa3BHBA HAKOJIKO Mecella Ceq 3anousaHe Ha eueHuero. Heobxonumu ca yepHoapobHo-GyHKUMOHANHH
U3CNEABAHHS NPEAH 3aN04BAHE Ha ICUEHHETO, HA PETYASAPHH HHTEPBAIH N0 BpeME Ha JIEYEHHUETO U BeaHara
LIOM C€ MOABAT CHMNTOMH WIH NMPH3HALM Ha XENATOTOKCHYHOCT. AKO XeNMaTOTOKCHYHOCTTA C€ NMOTBBPAH,
npuembT Ha AHAPOKYp TpAbBa Aa ce NpeKpaTH, OCBEH B C/y4aHuTe NPH MbXe, KOraTo NpUYHHAaTa 3a
YBPEANAHETO € APYra Hanp. METacTa3H, KaTO B TE3M CNTyHaH NeHEHHETO ¢ AHAPOKYDP MOXE Aa NMPOABIKH
CaMo, aKO OYAKBAHATA MO/34a € NO-rojgMa OT pPHCKa.

MHoro peaxu cayuad Ha 10OpokayecTBEHH H 310Ka4ECTBEHH YEPHOAPOOHH TYMOPH, KOWTO MOraT J1a
AOBEAAT [0 3acTpalliaBallla >KMBOTa HHTpa-abA0OMHHAIHA XeMoparua, ca HabmoaaBaHu npu ynortpeba Ha
AHAPOKYDP. AKO Ce NOSBAT OMUIAKBAHHA B ropHaTa abaoMHHaiHa o61acT, yBeJIMueHHe Ha YepHHs apod win
NpUM3HaLKW Ha HHTpa-abaoMuHanHa xeMoparus, B IMepeHUHATHATA MarHo3a TpsOBa aa ce BKIIOYH U

YyepHOOPOOEeH TYMOp.

Menunzuom
CrobuiaBa ce 3a NoABa Ha MEHHHTHMOM (€AHHHMEH MJTH MHOXKECTBEH) BBB Bpb3Ka ¢ ynoTpebara Ha
LIMNPOTEPOHOB ALETAT, NPEAMMHO B 0034 25 Mg U NO-BHCOKH. PHCKLT OT MEHHHTHOM p OEARFFERRE Ha
KyMynaTHBHaTa [03a LHNPOTEpOHOB aueTaT (BXK. Touka 5.1). BHCOKH KyMynaTHBHHM -e\ NI 2T ITres

+

AOCTHIHAT NPH NPOABLIKHTENHA ynoTpeba (HAKONKO rOAWHH) WK TIPU NO-KpaTKa N /. D,
BHCOKH AHeBHH N03H. [Taunenture Tpsabea na 6baaT HabnoaaBary 3a Nossa Ha MeH ey SRR % 'l
KJMHHYHATA MPaKTHKA. AKO NauMHeHT, N1eKyBaH ¢ AHIPOKYp, € AHATHOCTHLIMPAH C M i



AHAPOKYp ¥ ApPYTY NPOAYKTH, ChbAbPXKALIY LHUNPOTEPOH, TpaOBa 1a ce NpeycTaHOBK 3aBHHArH (BXK. TOUKA
,,] IPOTHBOMOKA3aHUA").

ChluecTBYBAT AOKA3ATENCTBA, Y€ PUCKBT OT MEHHHIHOM MOXE [a Ce HaMalld cliej npeKpaTaBaHe Ha
JIEYEHHETO C LIMNPOTEPOH.

Tpabsa na HanpaBHTE NPeOLIEHKa Ha N013aTa U PUCKA OT JIEYEHHETO C AHAPOKYP B HAYAIOTO HA
MEHOMay3aTa (BUXKTE Touka 4.2).

Tpomboembonuunu unyuoenmu

3a TpomboemBoNKHYHH ciiyuad ce chobluaBa nNpH NauMEHTH, ynorpebasalid AHAPOKYP, BBLIPEKH ye
IPUYHHHATA Bpb3Ka HE € ycTaHoseHa. [lauMeHTH © npeaulIHY apTepHanHl WIH BEHO3HH

TPOMOO3HH/ TPOMOOEMOONHYHH HHUHMAEHTH (BKA. Ab160Ka BeHO3Ha TpoMOOo3a, Genoapoben eMOoNH3BM,
MHMOKapeH HHPAPKT) WIN ¢ aHAMHE3a 33 HepeOpo-BacKyJlapeH WHIWAESHT UNY C HANPEAHANO 310KAYECTBEHO
3aD0N9BaHE, Ca C MOBHUILEH PUCK OT Obaeiuu TpoMOOeMOOIHUHN HHUIMAEHTH.

[Ipu MBbiKe ¢ HeonepabuneH kapLUMHOM Ha NpoCTaTaTa, aHaMHe3a 3a TPOMOOEMOOIHYHH NMPOLIECH WIH
CTPaAaiy OT ChbPNOBUAHO-KNETHYHE aHEMHA WM OT TEXbK AHabeT CbC ChAOBH UIMEHEeHUs, TpAbGBA na ce

HANpaBH BHHMATE/THA NPEUEHKE HA ChOTHOLIEHHETO PUCK:N0/13a 34 BCCKHW HHANBHIYANEH ClTyuyad npeau
Anapokyp na 6bae npeanucaH.

AHemun npu mvice

JoknansaHM €a ciyyad Ha aHEMMA NPH MbXKe MO BpeMe Ha JieueHHeTo ¢ AHApoKyp. ETo 3amo ¢
HeoOX0ANMO peOBHO H3cNieBaHE Ha OposA Ha EPUTPOLIMTHTE MO BPEME Ha JIEYEHHETO.

Huabem

HeobxoamM € CTPUKTEH MEAULIMHCKUA KOHTPON NpH NauUeHTH, cTpafaiuy ot avaber, Thil KaTo Hy»KJaTa OT
NEpOPANHH aHTHAHADETUYHH NEKAPCTBA WIH MHCYJIMH MOXE 18 Ce€ MPOMEHH M0 BpeMe Ha JIEUEHHETO C
MHCYNIMR (B2K. ToYka [IpoTMBONOKa3aHKUS).

AdperoxkopmuKania Qpynkuun

[lo BpeMe Ha neueHHeTo, aapeHokopTHKaNHaTa PyHKUHA TpAabBa aa ce u3cnenBa NepUOAHHHO, Thil KaTo
NpeiKNHHUYHUTE JaHHH NPEANOIaraT Bb3MOXHA CYpecHs, AbJXKallla ce Ha KOPTUKOUA-NoAOOHKS ediekT Ha
AHapokyp (Bx. Touka [IpeaAkTHHHYHHK AaHHM 3a He30NacHOCT).

3ampyoneno ouwane

Moxe na ce nosBH YyBCTBO 38 HEAOCTHUI HA Bb3AYX NpPH JIeUeHHe ¢ BUCOKH A03u AHApoKyp. [Ipu
AudepeHuManHaTa AMardo3a B T€3M ciiydad Tpsabea aa ce MMa npeaBU CTUMYTHPALLHAT edeKT BhpXY
ARIUIAHETO, H3BECTEH 3a NPOreCTOreH U CHHTETHYHH NMPOreCTOreHK, MPUIPYKEH OT XUMOKAIMHHUA U
KOMIIEHCATOpHA PECAWPATOPHA ANKAN034a, NPYU KOATO HE CE CUHUTA, e € HeoOXO0AUMO CrieUUPUYHO JleHeHHe,

Kombunupana mepanus npu >cenu

AKO 1O BpeMe Ha KOMOMHUPAHOTO JIeYEHHE CE NOABH 3alalBaHe Npe3 TPHTE CEAMMLUM, B KOMTO CE NpHeMaT
TabneTku, NpUeMbT He Tpabea na ce npeycTaHoBABa. AKO NEPCHCTUPALLO WITH MOBTAPSALLO CE KbPBEHE Ce
MOSABH Ha HEMPAaBWUIHH HHTEPBAH, TPAOBa [a ce HarpaBH FMHEKOIOrHYEH Mperje, 3a Aa e W3KJIIYH
BBh3MOXKHO OpraHnyHo 3abonseaHe.

C ornea Ha HeoOxoanMaTa AOMBNKHTENHA YnioTpeba Ha [Iunane 35 Tpadra na ce 00bpHE BHHMaHKE Ha
BCHYKH NaHHHM, OTHACALLM CE 3a TO3U NMPOAYKT.

Apyzu cocmoanun
[1o oTHOWIEHHE MOKA3AHKMETO ,,TTOTHCKAHE Ha TMOHAOTO NPH CEKCYANHHM OTKIIOHEHHA™
HaManaBalLMAT TMOHAOTO eeKT Ha AHAPOKYp MOXe Aa Objie HaMajIeH NMoN BIHSHUg

To3u nexapcTseH NpoaykT cbabpka 105,5 mg naxrosa b8 Beaka Tabnerka. [anneHg

HacAeACTBEHH 3a00NABaHUA raNaKTO3HA HEMOHOCUMOCT, Lapp nakra3Ha HepoCTaT! n%
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o
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ranakToseH ManabcopbumoHeH cuHAPOM, KOHUTO ca Ha auerta 6¢3 nakTosa, He TpaOBa Ja mpuemar TOBa
NIeKapCTRoO.

4.5 BiaamoaelcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH (JOPMH HA BIARMOAEHCTBHE

Bbnpeks 4ye He ca NpoBexJaHH KIHHUYHK NPOYUBAHUA 38 JICKAPCTBEHHU B3aUMOACHCTBUA, ClIEA KATO
nexkapcTBoTO ce MeTabonusupa ot CYP3 A4, ce ouakBa ye KETOKOHA301, HTPAKOHA30, KNOTPKHMAaz0,
pUTOHAaBUp H Apyry uHxubutopu Ha CYP3 A4 notuckar Merabonnsma Ha uunporepoHos auerart. Ot apyra
cTpaHa, UHAYXTOpH HA CYP3 A4 kato pudaMnuuuH, PEHHTOUH W NMPOAYKTH, ChbABPKAILH KbIT KAHTAPUOH,
MOTAT [1a HAMAIAT HUBATa Ha LIMNPOTEPOHOB ALIETAT.

OcHOBaBaMKM ce Ha in vitro NpOy4YBaHNs, NOTUCKaHE Ha uHTOXpoM P450 ensumure CYP2CSE, 2C9, 2C19,
3A4, 2D6 e BL3IMOMKHO NPH BUCOKH TepaneBTHYHKW 403K oT 100 mg Tpu MbTH AHEBHO UMNPOTEPOHOB aLIETaT.

PUCKBT OT CTaTHH-CBBP3aHa MHOMATHA WM pabaoMHONH3a MOXE Aa CE YBEIHYH, KOraTo MHXUOHTOPH
HMGCoA (cTatiHHM), KoUTO nbpBOHavanHo ce Metabonunsunpar ot CYP 3A4, ce npunarar 3aeaHO ¢ BUCOKH
TE€pPaneBTHYHH AO3H LUHINPOTEPOHOB ALETAT, Thil KATO MPEMHHABAT Npe3 ChlINA MeTab0NHUIBM.

4.6 @epraanTeT, OPEMEHBOCT H KbPMeEHE

AHIPOKYp € NPOTHBOIMOKA3aH N0 BpeMe Ha OpeMEHHOCT ¥ KbpPMEHE.

B KIMHHUYHO U3NKTBaHE ¢ 6 XEeHU, MPHEMatLK ENHHUYHA nepopanHa ao3a ot 50 mg uunporepoHos auerar 0,2% ot
103aTa ce eKCKpeTHpa B KbpMaTa.

4.7 EdexTH BBpXY cnocobHOCTTA 32 modupane H paboTa ¢ MAMBHA

Tpabsa na ce obbpHE BHHMAHHE HA NALMEHTHTE, YHATO ACHHOCT H3UCKBA MO-TONAMa KOHLIEHTpauus (Hanp.
BOAAYH HA MOTOPHH NPEBO3HH CPEICTBA, ONEPATOPH HA MaLLIHHH), ye AHApoKyp 50 mg moxe na
NpEaXU3BHKAa YMOPa U HAMAJIEHA H3HEHOCT U MOXE [1a BOIUM CMIOCOOHOCTTA 38 KOHLIEHTpAaLuA.

4.8 HexenaHH 1eKapcTBEHH PeaAKIHH

Ha#i-uecTo noknanBaHUTE HEXENAHU NekapcTBeHH peakuin (HJIIP) npu xeHu, npuemaitn Auapokyp 50 mg
Ca 3allanBaHeE, MOKAYBAHE HA TEIJIO H AENPECHBHO HACTPOEHHE.

Haji-uecto noknaapaH1Te HexenaHyu nekapeTeeHH peakuwu (HJIP) npn Mbixke, npuemaiu AHapokyp 50 mg
ca HaMaleHO AHOMA0, EpeKTHIHA AUChYHKUHMA U oOpaTuMoO UHXHOHpaHe HA CiEpMATOreHe3arTa.

Hafi-cepuosnute HJIP npu nauueHTn npuemamy AHapokyp 50 mg ca xenaTroTOKCHYHOCT,
nobpokayecTBEHH K VIOKAYECTBEHH TYMOPH Ha YEPHHSA Apo0, KOWTO MOraT Jia A0BeAaT A0 HHTpa-
abnomuHanya xemoparus U TpoMb0eMBONTHYHN HHUMIEHTH.

YecToTure Ha nosBa Ha aownaasadure 3a Anapokyp HJIP ca o6obuienu B Tabnuuara no-gony.

B 3aBucHMOCT OT yecroraTa Ha rnossa, HJIP ce knacuduuupar B cineguure rpynu: MHoro vectd (= 1/10),
yecTr (= 1/100 u < 1/10), Hewectu (2 1/1,000 v < 1/100), peaxn (= 1/10,000 u < 1/1,000) v MHOro peaxm

(< 1/10,000). HJIP, ycraHOBEHH ¢aMO NO BpeMe Ha NOCTMAapKETHHrOBOTO HAbMIOAEHHE U KYMYNaTHBEH OIHT

C AHOPOKYp, H 32 KOHTO HEeCTOTaTa He MOXe fia 6bae onpeaeneHa ce kaacHpuumpar kato HJIP ¢
HEH3IBECTHA YecToTa’”.

Cracremuo-oparana | Muoro yecrn | Yectn Heuectn Peakn Maoro peakn | C gen3BecTHA
KJACHPHKAHA = 1/10 21/100 n 21/1000 n =1/10 000 » < 1/10 000 9eCTOTA
MedDRA 8. 8.0 <1/10 < 1/100 < 1/1000

HobGpokayecTBenn MeHUHrHoM ™

H 3/10KAYEeCTBCHH

HEONIAIMH




Cuacremno-oparaaa | Muoro sectn | Uectn Heuectn Peakn Mpnuoro peakn | C Ber3BecTHA
KJacHPHKANHSA > 1/10 21/100 21/1 000 n 21/10000n |<1/10000 qeCTOTA
MedDRA . 8.0 < 1/10 < 1/100 < 1/1000
Hapyumenus Ha AHemus
KPLBTA M (MBXKE)*
JamMbuHaTa cucTEMA
Hapymueaus Ha Peakuus Ha Peakuud na
HMYHHATA CHCTEMA CBPLXYYBCTBH- CBPBbXUYYBCTBH-
TENHOCT TEJIHOCT
(MBKE) (>XEHH)
Hapymienns Ha YBenuuaBaHe YBenuuaBaHe
mMeTab0/IH3MA H Ha TETJIOTO Ha TErJ1oTo
XPaHEHETO (MBKeE), (>xeHn),
HamsnsaHe Ha Hamanseaue
TEraoTo Ha TErJIOTO
(MBXKeE) (>xenn)
IlcaxnunH Hamanssane HenpecuBHu HenpecuBHu
HAapymeHRA Ha TMOHIOTO | MPOMEHH B NPOMEHU B
(MBXKE), HACTPOEHHETO HacTPOEHHETO
EpekTtunna (MBKe), (3keHH),
AUCHYHKLMS [IpexonHo [IpexogHo
(MBbXKE) 6e3MOKONHCTBO 6e3nokoiCTBO
(MBXKe) (xxeHu),
Hamanexo
aubnao
(>xenHn),
YBENHYEHO
audu a0 (KKEHH)
Hapyumenus Ha O6pus (MBbxKE) O6puB (3keHH)
KOXKA H MOAKOXKHA
ThKaH
I'acrponHTECTH- Hurpa-
HA/IHA HAPYIIEHHHA abaomMuHanHa
xemoparus*
Hapyumenus Ha OcTteonopo3a
MYCKYJIHO- (MBIXKE)
CKEJIETHATA
CHCTEMA H CTABHTE
Hapymenns na O6paTHmo ['mHekoMacTus IloTuckaHe Ha
BbL3IPOH3IBOAH- HHXHONpaHe Ha | (MBbikKe) OBYJIALIUATA
TEJIHATA CHCTEMA M | cnepMaToreHe- (>xeHn),
rbepaaTa 3aTa (MbXe) HanpexeHue B
rbpANTE
(>xeHn),
3auaripaHe
(xeHun)*

O6mn napymenns
H epeKTH Ha
MSACTOTO Ha
NPHIOKEHHE

YMopa (MBxe),
['opewy BbAHH
(MBKe),

[loTeHe (MBbXke)

YMmopa (3KeHH)




Cacremuo-oparana | Muoro yecrn | Hecrn Hegectn Penxn Muoro peakn | C HeH3BecTHA
KJ1acHpHKALHA 2 1/10 21/100 u 2 1/1 000 n 21/10000n | <1/10000 4eCTOTA
MedDRA B. 8.0 < 1/10 < 1/100 < 1/1000
XenatoOuauapau Xenaro- Xenaro-
HAPYIUCHAS TOKCHYHOCT TOKCHYHOCT
(MBXKE), (3keHH),
KbareHunua Xbarenuua
(MBXKE), (eHH),
Xenatur Xenatur
(MBIKE), (keHH),
YepHoapobHo YepHoapobHo
YBPEXIAaHE yBPEXAAHE
(MbKe)* (xeHn)*
CoaoBu Tpombo-
HApYLUEHHS eMOONHUHY
MHUHAEHTH*
PecnuparopHs, 3aTpyaAHEHO 3aTpyAHEHO
TOPAKAJIHH H AHLIaHE AHLLIAHE
MEAHACTHHAJHH (Mbxe)* (>keHn)*
HapYileHHs

*Buxcre ,,[TpoTuronokazanns™

*3a noeeue uHpopMaLms, BHXKTe ,,Crieaniu npeaynpexAcHHA H NpeaAna3Hu MEepKH Nnpu ynorpeda”
| He e ycraHoBeHa NPUUHHHO-CNEACTBEHA BPh3ka ¢ ynoTpebaTa Ha AHAPOKYP.

[Ipu kOMOMHHpaHAa Tepanus Ha XKEeHHU Ce NOATHUCKA OBYNALUATA, €TO 3aLL0 ChLIECTBYBA PHCK OT
HHepTUIUTET.

[1pu HeobxoaumocT OT AomLIHHTENHA YnoTpeba Ha [{uaHe 35 npH xkeHH € HeOOXOAUMO MOBHILEHO

BHHMAHHC KbM CNICLRHATHHTE IMMPCAYNPCAKICHHAA H HOXKCIIAHHTC PCAKLIMH B ITPpOAYKTOBaTA Hchopmauuﬂ Ha

Hunane 35.

HabnronaBanu ca MEHHHTHOMH NPH NPOAbIXKUTENHA ynoTpeba (HAKOAKO roAUHHW) HAa AHAPOKYP B A03M 25
mg ¥ NO-BUCOKH (BX. Touka ,,IIporuBonokasaHna’ 4 ,,CneudanHy NpeaynpexACHHUS U NPEANa3HH MEPKH

npu ynorpeba”).

[Tpy MBbaxke NatlHeHTH, KOUTO ca Ha Tepanus ¢ AHAPOKYp, THOHAOTO H MOTEHTHOCTTA Ca HAMAJIEHH, a

¢YHKUMATA HA NOHAAMTE € noTucHaTa. Te3n npoMeHu ca 0OpaTHMHU clel NpeyCTaHOBABAHE HA TEpanuaTa.

B npoabikeHne Ha HAKONKO CeAMHULM, AHAPOKYpP NOATHCKA CIIEPMATOreHe3aTa B pe3y/ITaT Ha
AHTHAHAPOreHHOTO U AHTUIOHAJOTPOIHO AcicTBHEe. CniepMaToreHes3ara ce Bb3CTaHOBRSABA NOCTENEHHO,
HAKOJIKO MeCeLia CNeA MPeyCTAHOBABAHE HA JIEYEHHETO.

[pu MBxe AHAPOKYP MOXeE Jia NpeAH3BHKA FTHHEKOMACTHA (KOMOHHHpaHA ¢ UyBCTBHTENHOCT IPH ROMMHP [0
rPbAHKTE 3bPHA), KOATO 0OMKHOBEHO OT3BYuaBa clieq NpeKkpaTaBaHe Ha ynorpebaTta My.

KakTo npH BCAKO Apyro aHTHaHAPOTEHHO JICYEHHE, NPOSBIKHTENHOTO NCUEHHE ¢ AHAPOKYD MOXE Aa
NOBEAE A0 OCTEONOPO3a.

Cwvobuiasa ce 3a NosiBa Ha MEHUHIYOM (€AMHHYEH HJTH MHOXECTBEH) BBB BPB3Ka ¢ ynorpeda Ha
LIMIPOTEPOHOB aueTart (BxK. Touka 4.4).

Hanonssana ¢ Hait-noaxoasuiara MedDRA Ttepmutonoruuna sepcus (8. 8.0) za o
peakLiMH. TexHUTEe CHHOHMMH U CBbP3aHH ChCTOSHHA He ca U3bpoeHu, Ho Tpsabaa

npcapMya.

CrobuasaHe Ha NOAO3IMPAHM HEXEIAHU DEeaKIIUK
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CeobwasaHeTo Ha NOOO3UpaHK HEXKENlaHK peaklUMM CJie/l pa3peLuaBaHe 3a ynotpeba Ha IEKapCTBEHHA
NPOAYKT € saxkHO. ToBa No3BONABA Aa NPOOBIKH HabNIOAEHHETO HAa CHOTHOUWEHHETO NOM3a/PUCK 34
AEKApCTBEHHA NPOAYKT. OT MEAWLMHCKHTE CMNELMANKCTY C€ H3UCKBA a ChoblaBaT BCAKAa MoJdo3HupaHa
HeXKeslaHa peakuus upes

HU3nbnHuTENHA areHLMA O leKapcTBaTa

yn. ,,Jdamas I'pyes” Ne 8§

1303 Codwusn

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 Ilpenoznpane
M3nuTBaHKA 33 OCTpa TOKCHYHOCT C/ieA NPHNAraHe Ha ¢AMHHYHA J03a LUHITPOTEPOHOB alETAT, AKTHBHOTO
BEWLIECTBO HA AHAPOKYP, NIOKA3BaT, ue TOA € APAKTHYECKH HeTOKCHUYeH. He ce ouakBa puck ot ocTpo

OTpaBAHE Cica CAHHHYCH HHIIMACHTEH ITPHEM Ha 01034, MHOTOKPATHO NpeBHILIABALLIA MpENnoprYaHaTa
TCpancesTH4YHa no3a.

5. ®APMAKOJIOTHYHH CBONCTBA

5.1 d@dapmakoauHAMH'IHH CBOCTBA

®apmakorepanesTHyHa rpyna; Autuanaporedn, ATC kon: GO3HAOQ]

AHAPOKYP € @HTHaHIPOreHEH XOpPMOHAJIEH NPOIYKT.

[Ipy xxeHn HamansBa XMP3yTH3MA, KAKTO H aHAPOreHHO 00ycnoBeHaTa anoneurs 1 3acuieHara QyHKUHA Ha
MACTHHTE XNE3H NPH aKHE H cedopest, KOUTO €€ BITHAAT OT KOHKYPEHTHOTO M3MECTBAHE HA aHAPOTEHH B
TApPreTHUTE OpraHd. B pesynrar Ha aHTHAHAPOTEHHHTE CBOHCTBA HA LMNPOTEPOHOB ALIETAT HaMaIsBa
aHAPOreHHATa KOHLEHTPALUs, KOETO HMa JONBJIHHTEICH TepaneBTHUYEH edekT.

Teau npomeHH ca oOpaTHMM NpH NpeyCTAHOBABAHE HA TEPAITHSTA.

[To Bpeme Ha xomOUHHpaHo npunoxenne ¢ JJuane 35 e noaTHcHaTa oBapHanHaTa GyHKLHS.

[Ipn MbXKeE, NEeKyBaHH ¢ AHAPOKYp, HaMangaBa 1M6MACTO ¥ NOTEHTHOCTTA, a FOHAAHATA GYHKLIMA €
nHxuburpana. Tesn npoMeHH ca 06paTHMH cliell cnMpaHe Ha JISUEHUETO.

L{MnpoTepoHOB aLeTaT KOHKYPEHTHO NOTHCKA edieKTa Ha aHAPOreHUTE B TAPre€THWTE OPraHuTE, Hanp. HMa
3alUTEH €QEKT BbPXY NPOCTaTaTa OT AERCTBMETO HAa AaHAPOTEHUTE, NPOU3NH3ALIK OT FOHAAUTE W/ WK OT
kopaTa Ha HanObbpeuHuTe xne3n.

LinnpoTrepoHos aueTaT Uma ueHTpaneH HHXHOUpaLL epeKT. AHTHIOHAAOTPONHHUAT e(EKT BOAH 10
HaMangsaHe Ha TECTOCTEPOHOBATA CHHTE3a B TECTUCHTE U CHOTBETHO A0 PEAYKLHA Ha CEPYMHaTa
KOHLEHTPALUA HA TECTOCTEPOHA.

AHTHrOHaOTPONHATA €PEKTHBHOCT HA UMNPOTEPOHOB aLIETAT Ce NpoABABa H B kKoMOuHaums ¢ GnRH

aroHMCTH. ILpBOHAYATHOTO YBEIHHEHHE Ha TECTOCTEPOHA, MPOBOKKPAHO OT TA3H IMPYIIa BELLECTRA,
HaManNaBa MNojJ BIAHAHHE HA LIMITPOTEPOHOB aLIETAT.

Ha HHBaTa Ha MpoJlIaKTHHA.

MeHUHrnoM
Bb3 ocHOBa Ha pe3yATaTH OT KOXOPTHO €MUAEMHOJIOTHYHO NpoyUBaHe, npoBeje
Habmonasa Bpb3aka Mexay LMIPOTEPOHOB aUeTaT U CJIy4Yan Ha MCHHHTHOM, KOS
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KyMyJaTHBHaTa no3a. Toea npoyuBaHe € 6a3upaHo Ha faHHM OT PPEHCKHA 3APaBHOOCHTYPHTENEH poHA
(CNAM) ¥ snouBa nomynauus ot 253 777 xkeHu, vanonssaiiy 50 — 100 mg tabnerku uunpoTepoH.
CayuauTre Ha MEHHHIHOM, NEKYBAHH XHYPrd4HO WIH Upe3 IbUYSICHEHHE, Ca CPABHEHH MEXY JKEHH C
€KCMO3HLHS Ha BHCOKH O3 LIMNPOTEPOHOB aLIETaT (KyMY/NaTUBHA 1034 23 g) ¥ XKEHH, KOUTO ca HMAIIH
HHCKA €KCIO3HLIUA Ha UUIMPOTEPOHOB aleTaT (KyMyJaTHBHA 103a<3 g). JleMOHCTpHpaHa € Bph3Ka MeXay

KyMYNaTHBHATa 103a M OTTOBOpA.

KymynarusHa fo3a YecroTa Ha 3a60o1eBaemMocT (B HR,q; (95% CI) *

UHIPOTEPOHOB 8IETAT NAGHECHT-TFOJAHHH)

Hucka ekcnosuuusa (<3 g) 4,5/100 000 Ref.

Excnoauums >3 g 23,8/100 000 6,6 {4,0-11,1]
12n036¢g 26/100 000 6,4 [3,6-11,5]
36 10 60 g 54,4/100 000 11,3 [5,8-22,2]
noeeye ot 60 g 129,1/100 000 21,7[10,8-43,5]

® Kopurupana B3 OCHOBa Ha Bb3pacTTa KaTo 3aBUCHMA OT BPEMETO NPOMEHJIMBA K HAIHYHETO Ha eCTPOreH
NpH BKJIKOUYBAHE

KyMynaTusHa f03a 12 g HanpuMep Moxe 1a OTTOBaps Ha €/1Ha rofiMHa Nieuenue ¢ 50 mg/nen 3a 20 aum
BCEKH Mecell.

5.2 @apmMakOKHHETHYHH CBOHcTRA
Abcopbuus

Cnen nepopanHo NpUIOKEHHE UXMPOTEPOHOB ALIETAT HAITKIIHO ce abcopOupa B LUHPOK A030B AHANA30H.
AbcositoTHaTa8 OHOHATMYHOCT Ha UMMPOTEPOHOB aLETaT € MOYTK NbJIHA (88% OT no3aTa).

PasnpenenexHune
Cnen npuvem Ha 50 mg LIHINPOTEPOHOB aLUETaT ce Nony4aBa MaKCHMAJTHA CEPYMHA KOHUEHTPAaLKd OT

140 ng/ml 3a okono 3 4aca. Cnen ToBa cepyMHATE KOHLEHTPALIWHK Ce MOHWKABAT B HHTEPBAJI OOWKHOBEHO
24 1o 120 yaca ¢ TepmuHaneH nonyxueoT 43.9+12 8h. OOLHAT KIHPLHC HA LIMIPOTEPOHOB ALETAT B
cepyma ¢ 3.5+1.5 ml/min/kg.

LlIunpoTepoHOB aLleTaT € MOUTH HU3LILIIO CBBbP3aH ¢ nuazMeHus andbymuH. Oxono 3,5-4% ocTaBa HeCRBLP3aH.
ToH KaTO NPOTEMHHOTO CBBLP3BAHE € HeCNELUWdUIHO, NpoMEeHHTe B KOHUeHTpauuaTa Ha SHBG (rnoGynuu
CBBLp3BaLt| NOJIOBUTE XOPMOHH) He BAUAAT BbPXY (PapMaKOKMHETHKATA HA LIMNPOTEPOHOB alLlETaT.

buotpancdopmauns
LinnpoTeponos aueraT ce MeTabONMH3KWPa MO pasfiviHUA HAUHHH, BIUTIOUMTEITHO 4pe3 XHAPOKCWIHpaHe
KOHIOrupaHe. OCHOBHHAT MeTabonHT B HOBeLIKaTa ruia3ma e 15 B-xuapokcu cvenuHenue. Ipes daza |

LIMIIPOTEPOHOB aLETaT NPEMHHABA 11PE3 KATANUTHYECH MeTabONH3BM ¢ yuacTHe Ha LUTOXpoM P450 ensuma
CYP3A4,

Eaumunuupane

YacT OT npHeTaTa 1034 CE EKCKpETHpa HeNpoMeHeHa Ype3 dJTbukata. [To-ronsmara 4acT ce eKkckpeTupa noa
¢opma Ha MeTabOIMTH B YPHHATA H MUTbUKATA, KATO ChOTHOLIEHHETO € 3:7. [TonyKHBOTHLT Ha 6BOPEUHOTO
IBYHO ekcKpeTHpaHe € 1,9 nuu. MeTtabonurure oT nnasmara ce eNMMHUHKPAT ¢ NogOOHa CKOPOCT
(nonyxusor 1,7 auun).

Cocmonnue na pasnosecue
[lopaau ABNrHAT NOMYXKHMBOT Ha TEPMHHAJIHATA AMCMIO3HLIMOHHA (Da3a B n1a3Marta (CcepyMs &gﬂ:ﬂa R

NMpHEM MOXeE J1a C€ OYaKBA AKYMY/IMPaHE Ha LIMIIPOTEPOHOB ALIETAT H NTPHONHIUTENHO BRI 0 2,

yBEJNHYEHHE Ha KOHLICHTpAaUMATa MY B CEPYMa C/IEA MOBTOPEH €XEIHEBEH MPHEM. Ry 2ot -é \
= S AR
= ® ;ﬁw:}e&‘ >

5.3 IlpeakAHHHYHH AaHHH 38 fe30nacHOCT 3 ;_,E.__f__;-; e
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Cucmemua moxcuunocm
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H3xoxnalku ot MNpEAKNMHHAYHH JaHHH, 633HpaHH Ha KJIMHHYHA IIPOYYBaHNAA 38 TOKCHYHOCT IPH
MHOTOKPATHO NPUITOXCHHAC, HAMA CHCHH(‘)H‘{CH PHCK IIPH XOpa.

Penpooyxmuena moxcuunocm

BpemeHHOTO NoTHCKaHe Ha GEPTHNNTETA HA MBXKKH IUTbXOBE, NIPEAH3BHKAHO OT €XEAHEBHO NEPOPATHO
TpeTHpaHe B HUKaKbB CAYyUail He NMOKa3Ba , Y€ JICYEHHETO C AHAPOKYD BOAH RO NMPOMEHH B
CNepMaTo30UaHTE, KOUTO OMXa MOrIH 1a AoBEAAT A0 Man(opMallHKl UNH NOHWKABaHe Ha PepTHANTETA B
KOTHJIOTO.

Embpuomoxcuurnocm u mepamozeHnocm

EMOpPHOTOKCHKONIOrHYHH NMPOYYBAHUS HE AABaT IaHHH 33 TEPATOreHEH eeKT CNeA TPETHPAHETO MO BpeMe
Ha OpraHOFeHe3aTa Ha IUIoAa NPEAM Pa3BUTHETO Ha BLHILHHTE NMOJOBK opraHu. [IpunaraHero Ha BHCOKH
J03H LIMITPOTEPOHOB ALIETAT MO BPEME Ha YYBCTBHTEIHATA KbM XOPMOHH (a3a Ha AndepeHurpaHe Ha
MOJIOBHTE OpPraHH Npeax3BHKBA (PeMUHHU3MpaHe Ha MBXXKHTE deTycH. HabnrogeHuaTa BbpXy HOBOPOJEHH OT
MBKKH NMOJ, KOHTO ca HMUIU HIT0KEHHU Ha BIMAHHETO Ha LIMNPOTEPOHOB aLETAT B MaTKATA HE MOKA3BAT
NMpU3HaUH Ha GpeMHUHU3NpaHe. Brrpeku Tosa ynorpebara Ha AHIPOKYp NO BpeMe Ha OpeMeHHOCT e
NpOTUBOMNOKA3AHA.

T'enomokcuunocm u xapyunozennocm

[1bpBUTE NPU3HATH TECTOBE 3a NEHOTOKCHYHOCT, MPOBEACHU C LUNMPOTEPOHOB aUETaT A4BAT OTPHLIATENEH
pe3yaTaT, HO NO-HATATLIUHK W3NTUTBAHHA [TIOKA3BAT, Y€ LMMPOTEPOHOB aLCTAT MOXKE Ja Npeax3BHKa
oTknoHeHus B JIHK (4 yBenuveHue Ha yapoasaHero Ha JJTHK) B uepHoapobHu kneTku Ha mbxoBe H
MaHMYHH, a CBLUO B NPACHO HIONUPAHH YOBCILIKH XENATOUMTH. B xenaTouuTH Ha kydera HWBOTO Ha JITHK
Pa3KJOHEHHATA € MHOIO HHUCKO.

O6pa3sysanero Ha pa3kioHeHus B JIHK ce nonyuaBa npu cucTreMHO NpHIOKEHHE HA KOHLIEHTPALIMA W MOTAT
[la c€ OUaKBAT NPH NPENOPBLYAHUA PEXKHUM Ha JO3WpaHE Ha HMNPOTEPOHOB alleTaT. EaHo oT nocneacreusTa
Ha NIEYEHUETO ¢ UMMPOTEPOHOB aUETAT 77 Vivo € yBElIMYEHAaTa YECTOTA Ha NMoABa Ha (POKATHH, Bb3MOXHO
NPEHEONNACTHYHH YEPHOAPOOHH 1e3HH C NPOMEHEHH KIETBYHH EH3UMH MMPH XKEHCKH MUTbXOBE H NOBHIlIEHA
MYTallHOHHA YeCToTa.

KNUHHUYHHAT ONKMT, KaKTO U HaZEXAHO NPOBEACHH eNHAEMHOOrHYHH NMPOYYBAHHSA, HE Ca B MOIKpena Ha
ysenHuapaHe Opos Ha XEMATAHHTE TYMOPH NpH Xopa. U3nuTBaHMA 32 TYMOPOreHeH NOTEHLUHA Ha
LIMITPOTEPOHOB ALIETAT NPH MPU3atHd CbLLO HE MOKA3BAT ZAHHH 3a crTeUndHUEH TYMOPOreHeH NoTeHuHan.

Bce nak T'pﬂﬁBﬂ Aa C€ uMma NnpeaBi, 4YC MOJJOBUTE XOPMOHH MOTaT Aa npCAH3BHKAT pa3pacTBaHC HA HAKOH
XOPMOHANMHO 3aBHCHMH TbKAHH H TYMOpPH,

KaTo 110 HaNMYHUTE JaHHKY HE JABAT OCHOBAHHE 3a OTXBBPJIAHC HA yno*rpeﬁa’ra Ha AH,IIpOK}’p MpHU Xopa,
aKO CC M3MON3BA CLO6P&3HO [MOK43aHHATA H B IIPCIIOPBHAHHUTE QO3H.

ExcnepuMeHTanHuTe TecTore nokasear eekT, Nogo0eH Ha TO3M Ha KOPTHKOWAMTE BLPXY Haa0uOpeuHnTe
XJ1E3M Ha TUTBXOBE U KyUyeTa C/el MO-BUCOKH A03H, KOSTO NOACKA3Ba Bb3IMOXKHOCTTA OT nofo6HH edexkTH
MpH XOpa, TpeTHpaHH ¢ MakcumanHa ao3a 300 mg aHeBHo.

6. ©DAPMAINEBTHYHH JAHHHU

6.1 Cnouchk HA NOMOIHHUTE BEIIECTRA

JlakTo3a MOHOXHApaT

LlapeBnM4yHO HHLIECTE

[Tosuaou 25 000

CunHuHeB JHOKCHI, KONOHAEH Oe3BojeH
Maruesues creapar
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6.2 HecnBmMecTUMOCTH

Henpuioxumo

6.3 Cpok na roanocrt

5 ronvHu

6.4 ChnenHanHH yCJI0BHA HA ChXpPAHERHE
Hsama cneunaiHn U3HCKBaHHUA 38 ChXPaHEHHE.
6.5 BHuA H cBABLpPXKAHHE HA ONAKOBKATA

20 wnu 50 Tabnetky, 3aneyaTaHy B IUTBTHH JIEHTH, HAMPABEHH OT MOJIMBHHWIXJIOPHI W aTYMHHHEBO (GONTHO
C rOpeulo NpecoOBaHO MNOKPHTHE.

6.6 CnenraaHy npeana3HH MEPKH NPH H3XBLPJsAHE H paboTa
Ja ce cexpaHaBa Ha MACTO, HEAOCTBLIHO 3a Aeua.

Hen3non3saHUAT NpPOAYKT WM OTNAABYHHTE MAaTEPHANIH OT HEro TPAORA J1a C€ UBXRBP/AT B ChOTBETCTBHE C
MECTHHUTE M3HCKBAHMSA.

7. INTPUTEXATEJI HA PASPEIHIEHHUETO 3A YIIOTPEBA

Advanz Pharma Limited

Unit 17, Northwood House

Northwood Crescent, Dublin 9

D09 V3504, Upnauaus

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA

Peructpaunoned Homep: 20000272

9, JTATA HA ITbPBO PAZPEHHIABAHE/TIOMTHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jlata Ha mepBO pa3speluapane:; 08 ouu 2000 r.
JlaTta Ha nocheaHo noaHosasaHe: 12 maii 2011 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

MM/ATIT
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