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2. KAYECTBEH H KOJIHYECTBEH CBCTAB 000EDOHUE N oo /.

Beska puniMupaHa Tabnerka ceabpika 50 mg Oukanyramua (bicalutamide).
[MoMomHH BewecTsa ¢ H3BECTHO AelicTBue: Beska Tabnerka cbabpika 56,25 mg nakTo3a MOHOXHApAT.

34 MBAHMAT CTIHCHK Ha ITOMOIHUTE BEIECTBA BHUXKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

OunmupaHa TabeTKa.

Benu, Kpbriy, ABOHHOUIMBKHANH, GUIMHpaHH TableTky, ¢ fHaMeTsp 6 mm.
4. K/IHHHYHU JAHHUA

4,1 TepaneBTHYHH NOKA3AHHA

JledeHHe Ha aBaHCHpal NMPOCTATEH KapUMHOM B KOMOMHALMA ¢ TEpanud ¢ aHANOr Ha NTyTeHHH3HpaUl
xopMoH-ocBoOoxk aasawy ¢paxkrop (LHRH) unu xupypruysa Kactpaius.

4.2 [Jo3upoBKa H HAYHH HA MPHIOKCHHE

Jo3npoBka
B13pacTHH MBbKe, BKIIOYUMTENIHO MHAMBHAW B CTapyecka Bb3pacT: eaHa Tabnerka (50 mg) BemHbX

AOHECBHO.

Jleyenuero ¢ Bukanyramun Anydapma 50 mg Tabnerku Tpabea Aa 3anoyHe HaR-MaIKO 3 IHH NpPEaH
3aMI0YBAHETO Ha JieueHHe ¢ aHanor Ha LHRH win no egHo U CBIIO BpeMe ¢ XHpYpruiHaTa KacTpaLiyi.

Teouampuuna nonynrayus
BukanyTaMua e MpOTHBOIIOKA3aH NpH aeua (Bx. Touka 4.3).

bvbpeuno yapeocdane
He e HeoOxomMMoO KopWMrHpaHe Ha Jo3ara 3a maudeHTH ¢ Ou6pedHo yepexzade. Hama onmr c

ynorpefarta Ha GHKaNyTaMu MPH DALHEHTH C TexKO OBOpeyHo yBpexiaHe (KpeaTHHHHOB KIHPBHC
<30 ml/min).

Yeprnodpobro yspeocdane

He e #eo6xoauMo KOpMrHpaHe Ha 103arta 3a NallHeHTH ¢ JIeKo YepHoapoOHO yepexaaHe. [TlopHmeHo
HATPYNBaHe MOXXe [a HACTBNM NPH NMAMEHTH C YMEPEHO OO TeXKO HEepHOAPOOHO yBpexnaHe (BX.
Touka 4.4). TeopernuyHo, B TO3M Clyuali Moxke na ce obMucnu ao3a ot 1 Tabnerka nmpes AeH, HO HAMA
ONMT ¢ Ta3u ynorpeda (BxK. Touka 4.4).

4.3 IlpoTHBONOKAa3ZaHHA

CBpPBXYYBCTBHTEMHOCT KbM aKTHBHOTO BEINECTBO WIHM KbM HAKOE OT MOMOIIHKTE BELIECTBA, H30pOeHH
B Touka 6.1.

YnotpeGara npH ;keHH, Aela W FOHOLIM € MPOTHBOIIOKa3aHa (Bx. TouKa 4.6).




CBBMECTHOTO MPUIOKEHHE Ha TepPeHAAMH, aCTEMHU30JT WIH UH3aNpHA ¢ OukamyTaMua e
MPOTHBOMOKA3aHO (BX. TOUKA 4.5)

4.4 CroenHanHH NpenynpexIeHHs H NPeANa3zHU MEPKH NpH ynoTpeda
3anouyBaHeTO Ha fieucHHe TpadBa aa cTasa 107 NpEeKHs HAA30p Ha CMIEUHANTHCT.

BukanytamMua ce MerafonH3Npa exKCTEH3MBHO B uepHus Apobd. [lanswure mpeanonarar, ue
eIMMHHAPAHETO My MOXe [a C¢ 3a6aBy NMpH HHIMBUIH C TEXKKO YEPHOAPOOHO YBPEXKAAHE H TOBA MOXKE
fa JOBEdE A0 MOBHLIEHO HATPYMBaHe Ha Oukanytamuz. CneposatenHo OdkanyTamup Tpabsa za ce
npwiara ¢ NOBHINEHO BHUMAHHE MPU MALMEHTH C YMEPEHO 110 TEXKO YePHONPOOHO yBpekIaHE.

Tpabpa fa ce oGMMCAH NEPUOIUHHO M3C/IEABaHE HA YepHOApobHaTa ¢yHKLHMA Mopagy Bb3MOXKHOCTTA
13 yepHOAPOGHU mpoMeHH, Ovaksa ce No-roasMarTa YacT OT NPOMEHUTE [1a HAaCTBIAT NIPE3 MbPBUTE 6
Mecella Ha TepanuaTa ¢ OuKaryTaMua.

Texky 4epHOAPOOHM W3MEHEHHS M 4epHOAPoOHa HEAOCTaTbYHOCT Ca HabmofaBaHH PAAKO IPH
GUKATYTAMHA, KaTO HMa CHOOLLEHUA | 3a JieTalneH H3XoA (BX. To4ka 4.8).

Jleueuuero ¢ Guxanyramun TpaOBa Aa ce MpeycTaHOBH, aKO IIPOMEHHTE €A TEXKKH.

lMoHmkaBaHe Ha CIKOKO3HUA TONEPAHC € HabIoxaBaHo npyu Mbxe, rnonydasaiy LHRH aroxucty. Tosa
MOXe a ce nposiBH Kato Anabet win 3ary6a Ha MNIMKEMHYHHA KOHTPOA NMPH HHOHBUAH C BEHE HAIHYEH
auabet. [Topaau ToBa TpsaGBa na ce 0OMHCIH MOHMTOpUpaHe Ha IIIFOK03aTa B KPBBTA INIPH MAUKCHTH,
nosny4asauu Gukanyramua B komOuHanusa ¢ LHRH aroHucTH.

TTokasaHo e, 4¢ GukanyTaMua uexubupa uutoxpoM P450 (CYP 3A4), nopaau KoeTo e HeoOXonHMo
MOBHILEHO BHHMAHKHE NPH CHBMECTHO TIPWIAraHe C NekapcTea, MeTabonusupanu npeauMHo ot CYP
3A4, Bk, ToukH 4.3 1 4.5.

TepanusaTa ¢ agporeHHa AepHBaLKa MOXKE Nia JoBene A0 yabnkaBaHe Ha QT uHTEpBana.

[Mpy naumMeHTHTEe ¢ aHAMHe3a 3a pPUCKOBH (akTopn 3a yawnkasaHe Ha QT WHTepBana W TaKHMBa
[pHEMAIH EIHOBPEMEHHO JIEKAPCTBEHH NMPOAYKTH, KoMTO Morat Aa yasmkar QT uHTepsana (BHXTE
Touka 4.5), JekapaT TpA6Ba Aa OUEHH CHOTHOLICHHETO T10/133/pHCK, BKINIOYHTENHO NOTEHUHANa 3a
torsade de pointes, mpeay 3anouBaHe Ha JeuaHHeTo ¢ bukanyraMmua Anygapma.

AHTHAaHAPOTCHHATA TepamMs MOXe Aa MPHYMHH MOPQONOrHYHH NPOMEHH B CNEPMAaTO3CHAMTE.
Buopexn ye edexTsT Ha OMKantyTaMul BbpXy Mopdonoruira Ha CepMaTo30HIMTE HE € OLCHEH H HE
ca NOK/AJBAHK TAKHBA IPOMEHH IIPH NALHEHTH, KOUTO CA NPHeMany GHKamTyTaMul, NalHeHTHTe WHIH
TEXHHUTE NapTHBOPKY TPAGBa Ja MPUIAraT anekBaTHa KOHTpPALENuMa o BpeMe Ha U 3a 130 nHHU cnen
NEYEHHETO ¢ OuKanyTaMu (BX. CbILO TOUKa 4.6).

[TaupeHTHTe ¢ peAKH HACACACTBEHH NPOOJEMH HEMOHOCHMOCT KbM TaNlakT03a, IThJICH JIAKTa3CH
neduLUMT WIH [IIOKQ30-ralakTo3Ha Manabcopbuus He TpaOBa Aa NpUEMaT TOBA JISKapCTBO.

ToBa JIekapcTBO ChABPKA MO-Manko ot 1 mmol Harpuii (23 mg) Ha TabneTka, T.e. MOXe Ja Ce Kake, 4e
NPaKkTHYECKH HE CHABPIKa HATPHH.

CrobiiaBa ce 3a MOTEHLMPAHE HA e(EeKTHTE KYMApUHOBHMTE aHTHKOAryNnaHTH npH TALMEHTH,
[ONy4yaBallH eJHOBPEMEHHO Tepanui ¢ GMKamyTaMil, KOeTo MOXE Ia AOBCAC A0 NOBHUIABAHC Ha
nporpoMOuHoBoTo BpeMe (PT) M MeXIyHApOJHOTO HOPMAIH3HPAHO CHOTHOLUCHHE (INR). Hsakou
clydyaH ¢a CBBP3aHH C PUCK OT KbpBeHe. [Ipenopnusa ¢¢ BHUMATEIHO MPOCHCAABAHE HA PT/INR H
TpaGBa 1a ce OOMHC/IM KOpEKLMA Ha I03aTa Ha aHTHKoarynaHTa (Bx. Touka 4.5).




Hsma noxa3aTeCcTea 32 KaKBHTO U Aa € papMakoAMHAMHYHE HiH GapMakOKHHETHYHH B3aHMOACHCTBHS
mexny ouxanyraMmun 1 LHRH ananosm.

In vifro npoyuBaHHA ca jokasand, ue R-Gukanyramua e unxuburop Ha CYP 3A4, ¢ no-cnadu
MHXHOHTOPHM edekTH BEPXY akTHBHOCTTa Ha CYP 2C9, 2C19 1 2D6.

Makap 4e KIMHHYHHTE NPOYYBAHHA C H3MON3BAHE HA AHTHIHPHH KAaTO MAapKep 3@ aKTHBHOCTTAa Ha
nuroxpom P450 (CYP) He maBar AOKa3aTencTsa 3a MOTEHUMAN 33 JICKapCTBEHO B3AUMOJIEHCTBHE C
GUKATYTAMHKI, CPeIHATA eKCrosuums Ha MugasonaM (AUC) ce ysennuasa ¢ no 80% cnen CbBMECTHO
NpWIOKERHE ¢ GUKATyTaMHA B NPOARDKEHHE Ha 28 AHM. 32 NEKapCTBa ¢ TECSH TEpanesTHYCH HHACKC
TakoBa yBenWueHHe Moxe aa O6bae or 3HayeHue. llopanu TOBa, CHLOBTCTBALLATA ynotpeba Ha
TepdeHaINH, aCTEMH30 M LH3ANPHJ € MPOTUBONOKAa3aHa (BXK. TO9Ka 4.3) v TpalBa na ce Moaxoxaa ¢
OBHIIEGHO BHHMaHHE MpPH CBHBMECTHOTO NPWIOKEHUE HAa OHKATYTAMHR CBC CBHEAHHCHHA KaTo
LIMKJIOCTIOpHHE H 610KEepH Ha KaniueBuTe kaHanvuera, Moxe Aa ce Ha/I0XKH Aa CE MOHHMH 103aTa Ha TC3H
nexapcTBa, 0COOGEHO aKo MMa NAHHHM 33 YCHIIEHA WIH HeXeNTAHA JIEKApCTBeHa PeaKIiA. 3a IMKIOCIOPHH
ce ApEnopbuBa IUTa3MEHHTE KOHLICHTPALHH M KIIHHKHYHOTO ChCTOAHHE J1a €€ MOHHTOPHPAT CTPHKTHO
CRe 3arno4ysaHe Wi NPeKpaTABaHe Ha Tepanyd ¢ bukanyTaMu.

Tps6Ba fna ce MOAXOX A C TIOBHIIEHO BHUMaHHE NPH NPEANUCBaHe Ha OnKanyTaMH/L, C IpYTH JIeKapcTBa,
KOMTO MOTAT Ja HHXMOMpAT OKMCJIEHMETO Ha JIEKApCTBOTO, HANp. UMMETHIMH M KETOKOHa3on. Ha
Teopus TOBa 6M MOTIO a AOBEAE AO MOBHIICHH MTA3MEHH KOHLECHTpAlMH Ha OMKaTyTaMHI, KOETO
TeopeTH4HO GY MOrJI0 Aa JOBe/e 10 YBElH4aBaHe HA CTPAaHMYHUTE S(EKTH.

In vitro Ipoy4YBaHHA ca AOKa3ay, Ye OMKATYTaMHI MOXe 13 H3MECTH KyMAapHHOBHS aHTHKOAryJlaHT
paphapHH OT MecTaTa 3a CBbp3BaHe ¢ mnporenHure. HMa choOImEHHA 38 TNOBHIUABAHE Ha
npotpoMbuHoBoTO BpeMe (PT) M MexnyHapOOHOTO HOPMAIH3HPaHO CBHOTHOLICHMHE (INR) npu
eZIHOBDEMEHHO NPWIOKEHHE Ha KyMAapHHOBHM aHTUKoaryflaHTH ¢ Oukanyramua. ETo 3amio, korarto
GUKanyTaMHI C€ TpWnara eAHOBPEMEHHO TIIpH TALMEHTH, KOWTO [PHEMaT KyMapHHOBH
aHTHKOAryJIaHTH, Ce€ TNpenopbuBa CTPHKTHO MoHHTOpHpaHe Ha PT/INR u na ce uma npensua
KOpHTHpaHe Ha 03aTa Ha aHTHKoarynaHra (Bx. Touka 4.4).

Toit XaTo JIedeHUETO ¢ AHAPOreHHa AenpHBalua Moxe Aa yawnkH QT uHTepBana, €4HOBPEMEHHOTO
npunoxeHue Ha Bukanyramua Asnydapma ¢ NEKapCTBEHH NPOIYKTH, 332 KOMTO € H3BECTHO, M€
yabmxasar QT HHTepBaJa MAH TaKMBa, KOMTQ MOraT Aa TpPEeIH3BHKAT torsade de pointes, xaTo
AHTHAPUTMHYHHTE JIEKAPCTBEHHU NMPOAYKTH OT Kiac [A (Hanp. XMHHAWH, AU30NHPaM]) HITH OT KIIac I11
(Hanp. aMMOJApOH, CoTanoi, godeTunua, H6YTWINHA), METANOH, MOKCHOIOKCAUNH, AaHTHIICHXOTHUH H
ap., TpAbBa fa 6ba¢ BHUMATENHO OLIEHEHO (BXK. TOYKa 4.4).

[TenguaTpuyHa NOMyJAlHA
[IpoyusaHHs 3a B3aUMOJACHCTBHA Ca MPOBEXKAAHH CaMO MPH BBE3PACTHH.

4.6 @epTHAATET, OpeMEHHOCT H KbpMeEHe

bpeMeHHoCT
BukanyTaMHI € MPOTHBOMOKA3aH NpH XKeHH K He TpAOBa N1a ce AaBa Ha OpeMEHHH.

KnpMeHe
BuxanyTamMiz € NpOTHUBOITOKA3aH B IepHoja Ha KbpPMEHE.,

QepTUnuTeT
B npoyuBaHHATa NMpPH >KABOTHH € HabnmofasaHo o6paTuMo yBpexaaHe HA MBKKHA depTunureT (BX.

Toyka 5.3). [Ipn yoBeka MOXe Aa ce O4aKBa nepHol Ha cyb6depTUauTeT HiTH Ge3ruIoaue.

4.7 EdexTn pbpxy cnocobHocTTa 32 odpnpane U paboTa ¢ MAIIKHHY

MalllHHH. BBIpek# ToBa TpaOBa Aa ce 0TOENEKH, e MTOHAKOra MOXKE 1a Bb3HHKHE
NAalMEHTH, KOMTO Ca 3acerHary, Tpadsa aa AeicTBaT C NOBHIICHO BHUMaHHUE.




4.8 Hexenany JeKapcTBEHH PEAKHHH

B Ta3u To4Ka, HeXXKeNaHHTe peaKLHy €2 nedUHUpaHH MO CIeAHUA HRYUH: MHOTO 1eCTH (>1/10); yecTH
(21/100 zo < 1/10); Heuecrn (=1/1 000 no < 1/100); peaks ( >1/10 000 go < 1/1 000); MHOTO PEAKH
(<1/10 000); ¢ HEW3BECTHA YECTOTA (0T HaMMYHHUTE JaHHM HE MOXKE Na 6be HanpaBeHa OLICHKa).

Tabanua 1 HecToTa HA HEXKEJAHHTE JEKAPCTBEHH PEAKLHA

Cuecremo-opraieH Kaac YecroTa HexcelaHa JeKAPCTBEHA PeaKUHA
HapymeHus Ha KpbBTa H MHoOro 4ecTH AHeM¥us
nnMdpHaTa cucTEMA
HapyineHus Ha AMYHHaTa Heuectn CBpBbXYYBCTBHTE/IHOCT, 8HTHOSACM
cUcTEMA H YPTHKapHA
Hapyuienus Ha MeTafonuamMa 1 | Hectd HaManeH aneTur
XpaHEHETo
[McuxuyHY HApPYIUSHHUA YecTH HamaneHo 1HOH1O,
RENpecHs
Hapymienus Ha HepBHaTa MHoro 4ecTH 3aMadHOCT
cycTeMa
YecTH CBHNIUBOCT
CupaedHH HApYIIEHHUS YecTtn MuokapzaeH HHPapkT (Cbo0ILaBAHK
ca CMBPTHH Cy4au)’
ChpAeyHa HEIOCTATBYHOCT
C HeH3BECTHA YECTOTA Vabsnxasade Ha QT uHTepBana
(B%.TOUKH 4.4 u 4.5)
Cs00BH HapyLICHUA MHOro 4ecTH ["opeluy BLJIHH
PecniipaTOpHH, I'PBAHH H HeuecrH HHTtepcTrlManya 6enoapobHa
MeaHacCTHHAIHH HapYIUCHHA Gonect (MMa crOOLLEHHA 3a ClTyYaH C

daTaneH H3X0A)

CTOMAIIHO-YPEBHY HapymeHns | MHOro 1ecTH KopemHa Oonka, 3aneK, rafeHe

r

ucnencus, GpaaTyneHLAA

YecTH
XenaroOHnHapHU HaApYIICHUA Yectu XenaToToOKCHUHOCT, JKBJITCHHULIA,
XUNePTPaHCAMHHA3EMHSA
Penxu UeproapoGHa HEAOCTATHUHOCT
(1Ma crobLIEHNA 3a CTydaH C
daraneH H3Xon)
HapymeHus Ha KOXXara H YecTH Anoneuus, KHPSYTHB'BP::;IOBTOPHG
[OAKOKHATA THKaH M3pacTBaHe Ha KOCMH, OOpHB,
CyXa KOxa, IpypHTYC
Penku Peakuuy Ha GOTOUYBCTBHTENHOCT
Hapymennsa Ha 6s0peuure u MHOTO0 4eCTH XeMmarypus
[UKOYHHTE ITBTHILA
HapymeHud Ha Muoro 4ecTH MiHexoMacTHd ¥ DONE3HEHOCT HA
BH3NPON3BOIWTENHATA CHCTEMA repaure’
M reprara _
Heomn Epexrinia AMCOY MM, 0 0=
é -HO Y




O6my HapymeHus U epexTd Ha | MHOTO 4ecTH ACTCHHA
MACTOTO Ha TIPUIOKEHHE

YecTH I'pbaHa HGonka

HacnenBaHHuA YUectH HajpnaBaHe Ha TEIro

Ha6nonaBaHa BBB PapMaKoeTHASMHONIOTHYHO POYYBAHE HA LHRH aroHKCTH H AHTHAHJAPOTE€HH, H3NOI3BaAHH
3a ICYEHHE Ha paK Ha npocTtarara. Yisrnexia, e pucKeT € noBHIlIEH, korato GukanyTaMia 50 mg € H3Noi3Bax B

comMOuHauus ¢ LHRH aroHHCTH.
2epHOApoGHHTE MPOMEHH PAAKO Ca TEHKH W UECTO CA NPEXOAHH, H3YE3BAILH WIH nopoGpsaBalld ¢€ MpH

NPOIBKMTENHA TEPAITHS WK NOCAEABALLO NPEKPATABAHC Ha TEpANUATA.

3eproapobHa HEAOCTATEYHOCT CE HaGNIOAaBa B PEAKH CNyYaH NpH NMaLHEHTH, NCKYBAaHH © OukamyTaMHKl, HO
NPMYHHHO-C/1EACTBEHATA BPB3KA HE € YCTAHOBCHA C1C curyphoct. TpabBa aa ce WMa npeasu peaosHoO
NPOCNEAABAHE HA 4EPHOAPODHATE QyHKUNS (BK. CBLIO TOuKa 4.4).

4NMosxe Na ce HamMand OT ChITBTCTBALIA KacTPalHA.

CrpobuiaBaHe HA NOJ03NpaHy HeKeTaHW PeaKIliA
C1oBIABAHETO HA IOAO3UPAHH HEKEIAHN PEeaKlHH ClIe paspellaBaHe 3a ynotpe6a Ha IeKapCTBCHHA

MpoAyXT € BaxHo. ToBa Mo3BONABA Ad MPOAB/DKY HAGIOAEHHETO HAa CHOTHOLIEHHUETO N0J138/PUCK 34
fEKapCTBEHUA MPOAYKT. OT MEAHIMHCKUTE CIICIHATHCTH CC HW3MCKBa Ja choOIuaBaT BCAKa
MoAO3HpPAHA HEXKENaHa peaklusd upes:

HannIHMTENHA areHLMs 10 1IEKapeTeaTa

yn. ,,Jdamau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGealT: www.bda.bg

4.9 Ilpeaosunpane

HsMa OnMT ¢ npefo3upaHe NpH xopa. He ChUISCTBYBA cienuduueH aHTHAOT; JedeHHeTo Tpsabaa 12
6bae CUMITTOMaTHYHO, Jnanu3aTa MOXeE 1A HE 6Be OT Moj3a, Thil kaTro OMkanyTaMu/l € CBbP3aH BbE
BHCOKA CTENeH ¢ MPOTEMHUTE W HE Ce OTKpWUBA HEMPOMEHCH B ypHHaTd. [Toka3aHi ca OOIIM
MOAAbPKALIK MPHKH, BKIIOYBAIIH YECTO MOHUTOPHPAHE Ha BUTATHHMTE NOKA3aTeNH.

5. G®APMAKOJOIMYHHN CBOMCTBA
5.1 dapMaKoAHHAMHYHH CBOHCTBA

@apMakoTepaneBTHyYHa rpyna: XOpMOHATHH aHTaroHUCTH H CBBp3aHH CPEACTBA, AHTHAHAPOTEHH,
ATC xon: LO2ZBBO03.

MexaHu3bpM Ha JEHCTBHE
BuxanyTaMu[ € HeCTPOUIEH aHTHAHPOTeH, JIMILICH OT ApyTra eHIIOKpUHHA aKTHBHOCT. Tol ce CBBp3Ba

KbM AHIPOTEHOBHTE PELENTOPH, 663 A2 aKTHBHPA reHHa eKCNpPECHs, Kato 1o TaKbB HA4WH HHXHOMpA
aHIPOreHHMS CTHMYJ1. PerpecuaTa Ha NPOCTaTHUTE TYMOpH Ce AL/INH Ha ToBa HExHOUpaHe. KiIMHHYHO
CIMpAHETO Ha GUKATYTaMHA MOJe N3 MPHYMHH aHTHAHAPOTCHCH CUHAPOM Ha OTHEMAaHE MPH €/IHA
MOArpYyIia OT NAaUHEeHTH.

BHKIyTaMHUZ € paleMar, HATO RHTHAHAPOTCHHA AKTMBHOCT CE ABJDKH [TOUTH M3KTI0UUTENHO Ha (R)-
€HAHTHOMEPA.

5.2 OapMaKOKHHETHYHH CBOHCTBA

A6copbuus

Bukaryramun ce abcopGupa nobpe, Ho 0aBHO Cle[ NEPOPATHO NPUIOKEHH
KJIMHHYHO 3HaYMM edeKT Ha XpaHaTa BbpXy OHOHANHYHOCTTA.



Pa3snpeneneHue

BukaiyTaMH ceé CBbP3Ba BbB BHCOKA CTENEH C NPOTEHHHTE (pauemat 96% (R)-eHaHTHOMED >99%) 1
ce MeTabonu3upa €KCTeH3HBHO (4pe3 OKHCIEHHME M rMIOKYpoHHpaHe). Merabonurure My C€
eNnMMHHHpAT npe3 OpbpeLTe M XKIBYKATa B APHGIH3UTENHO €AHAKBY Nponopiiu. CNen eKCKpeLus
ype3 HITHYKATA CE W3BBPILBA XHAPONK3A Ha [TIOKYPOHHIH. B ypuHaTa ce OTKpHBA MaJIKO KOIIH4YECTBO
HenpoMeHeH OHKaTyTaMu.

BuorpancopmMalug

(S)-eHaHTHOMEPHT KMA OBP3 KIHPBHC B CPABHEHHE C (R)-eHaHTHOMEDPA, & MOCJIEAHHAT HMA OKOJIO 1
ceMHULIA MOY>KHBOT Ha EJIMMHHHUPAHE OT nasmara.

[1pu exenHeBHO NpUarate Ha buxkanyTamu 50 mg Tabnerku, (R)-eHaHTHOMEPDT CE HATPYTBa OKOJIO
10 mbTH NOBeEYe B MJIa3MaTa, BCIEACTBHE Ha ABJITHA CH MOy HBOT.

[1pu nepopaHo NPHICKEHHE HA K03k 0T 50 mg 6ukamyTaMua TabneTku ca HabmoaaBaHH CTalMOHAPHH
[U1asMeHy KoHueHTpauuu (steady state) Ha (R)-eHaHTHOMEDPA OT npubnusuTento 9 Mukporpama/ml. B
CTAUHOHAPHO CHCTOAHHE, MPEUMYLIECTBEHO aKTHBHHUAT (R)-eHaHTHOMED CheTaBiABa 99% ot 0b1oTo
KONWYECTBO EHAHTHOMEPH B LIMPKYNalHATA.

EnUMUHUpaHe

B KIMHHYHO MPOYYBaHe, CpefHATa KOHLUEHTpaLua Ha OukanyTaMil B CEMEHHATA TeHHOCT Ha MBKE,
npuemaind Oukanyramua 150 mg, ¢ Gura 4,9 muxporpama/ml. Konmnuectsoro Omnkamyrammz,
[OTEHLMATHO NpeJaieHO Ha MapTHBROPKA IO BpeMe Ha MOJIOB aKT, € MAJIKO H Hpe3 eKCTpanoiIupane
BEpOATHO e paBHsiBa Ha npubnusurento 0,3 muxporpama/kg. Topa e oA HeOOXONUMHA MHHAMYM 33
MPOBOKMpPAHE HA IPOMEHH B TIOTOMCTBOTO Ha J1A0OPATOPHHTE KHBOTHH.

CnenyasHy nonynauvm
dapmakokHHeTHKaTa Ha (R)-eHaHTHOMEpa HE C¢ MOBIHABA OT BL3pacTia, O6LOpeHO yBpeXKIaHE W/IH

JIeKo 10 yMepeHo uepHoapobGHO yspexaave. Mma naHHu, 4€ NP HHIMBHAH C TEXKKO HepHOHpOOHO
yBpexnaaHe (R)-eHaHTHOMEPBT Ce CMHMHHHDPA no-0aBHO OT IUIa3MarTa.

5.3 IlpeaxkAMHHYHH JAHHH 33 De30nacHOCT

BHKanyTaMHJ € MOLIEH aHTHAHApPOreH W HHAYKTOp Ha eH3MMa OkCHAa3a Che cMeceHa QYHKLIMA IIPH
SKUBOTHA. B IOMTBNHEHHe KbM NPOMEHUTe B TAPreTHHTE OpraHH, NpH XXKHBOTHHTE €4 Habmo1apaHu
TYMODH Ha LIMTOBMAHATA Hu1e3a. ChOTHOCHMOCTTA NIPH XOpa € HEH3BECTHA.

ATpodHATa Ha CEMEHHUTE TYDy/ 1M Ha TECTUCUTE € OaKBaH edeKT HA KJ1aca [pH aHTHAHAPOreHHUTE U €
HaGII0NaBaHa 32 BCHYKH H3CTeIBaHy XHBOTHHCKH BHIOBe. PeBepCchs Ha TCCTHKyIapHaTa arpodus ce
uabmonasa 4 Mecella cliell 3aBbpLIBAHE Ha JO3HPAHCTO B 6-MecevyHO MpOYuYBaHe MNpH IUTBXOBE C
eKCIIO3MIMA Ha OHKayTaMHU], peJICBAHTHA Ha TasH [pH XOpa. He e Ha0nogaBaHO BB3CTAHOBABAHE 24
ceMHLM CleX 3apbplIBaHe HA J03UpaHeTo ciel 12-MeceuHO npoyBaHe. Be1pekd TOBA, peBEpCHA Ha
TecTHKyNapHara arpodus ce Habnionasa Ha 6-THA MeCeLl Ce/l 12-MeceqHOo NMpoyyBaHe NpH Ky'era, IIpH
eKCno3uLka 3 10 7 MbTH HaBHIIaBalla Ta3H IPH Xopa.

B npoyuBaHe 33 GEPTWIHTETA C EKCO3ULMA HA OMKATTyTaMU]I, PENICBAHTHA Ha Td3 MpH XOpa,
MBIKKETE IUTBXOBE C4 MMANTH YIBKEHO BpeMe 0 YCHEIHO Yn¢TOCBAHE HEMOCPEACTBCHO CIEL 11
celMHIIA Ha J03HpaHe; pesepcud e HabmonapaHa cnesl 7 CEAMHALY CIeR MPEKLCBAHE Ha NO3HMPAHETO.

6. ©OAPMAIEBTUYHH JAHHH

6.1 CpnoHebK Ha MOMOUIHHTE BEILECTBA




Hopo na mabremxama
JlakT03a MOHOXHAPAT
Harpues HuwecteH ranxonar (Tun A)
[MoeraoH K-30
Kpocnoeuaon (Tun B)
Maruesues creapar
Obausrxa na mabaemxama
Xunpomenosa (E464)
TuraHnor auokeun (E171)
Makporon 300

6.2 HecbBMECTHMOCTH
Henpunoxumo.

6.3 Cpox Ha roaHocT
5 roaAvHH.

6.4 CroeumajJHH YCJOBHA HA CHXPAHEHHE

Ha ce cpxpanssa nox 30°C.

6.5 Buau coabLpPKaHHe HA ONMAKOBKATA

Tabnerkute ca onakosaHu B PVC/anymMunueBH 6ucTepH.

f;ﬁx;::::unn Anydapma 50 mg Gunmupanu TabneTky ca onakoBaHH B 61HCTEPH, B ONAKOBKH 110 30

6.6 CneuMaJHH MpeANAa3HH MEPKH NPH H3XBLPAAHE H paloTa

Heu3non3BaHUAT JIEKAPCTBEH MPOAYKT WIKH OTNANBYHUTE MaTEpHAH OT Hero TpAOBa Aa ce H3XBLPIAT
B CBOTBETCTBHE C MECTHUTE H3HCKBaHHA.

7. MPUTEXATEJ HA PASPELHIEHHETO 3A YIIOTPEBA
Anydapma brnrapus OO

yin. ,,Obopuumie® 1, er.7, an.13

1504 Codpus

benrapus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

Per. Ne

9. JIATA HA NBPBO PAZPEHIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha TBPBO pa3peLlaBaHe:

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA




