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W3NbIHUTENHA ATEHLS NO JIEKAPCTBATA

Kpamka xapakmepucmuka Ha npogyxma - Tpunoxenue 1

1. MME HA JIEKAPCTBEH T
bl Kbt Po2. Mo v 320053

Kazoaekc 50 mg ¢dpwnamupanu Tabnerku

Paapewerue Ne B MM - {"7 77

Casodex 50 mg film-coated tablets = [F@3PBWBHUE Ne i eersreisanatsarasnasnanes

2. KAYECTBEH H KOJIMYECTBEH CHECTAB

Beska Tabnerka cuabpika 50 mg Gukanyramun (bicalutamide).
3a MBJIHHA CIIHCHK Ha MOMOILLIHHUTE BELLECTBA BHAKTE TO4YKa 6.1.
3. JEKAPCTBEHA ®OPMA

Bana ¢punmupana tabnerka.

4. KIMHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3aAHHHA

JleyeHue Ha HanpeJHa pak Ha npocTaTara B komOuHaums ¢ ieyenue ¢ aHanor Ha LHRH win onepatuBHa
KacTpaLus.

4.2 JIo3HpoBKa H HAYHH HA NPHJIOKeHHE
Jo3upoeka
Bu3pacTHH Mbike, BKIIIOYHTEIHO M B cCTapuecka Bb3pacT: eiHa Tabnerka (50 mg) BeiHbK JIHEBHO.

Jleuennero ¢ Kaszonekc TpabBa na 3anoyHe Haii-mManko 3 HH Npeiy 3aroYBaHe Ha TEPAIUsA ¢ aHA/Iora Ha
LHRH wnnu eAHOBpEMEHHO ¢ OnepaTHBHATA KacTpalus

I[Nennatpuyna nonynaums: Kasozneke e npoTHBoNnokasaH npH aeua.

bu6peuHo yepexknane: He e Heo6X0aMMO KOpHIHpaHe Ha /103aTa NpH NaLu|eHTH ¢ 6b0peuHo yBpekaaHe.
YepHoapoGHo yBpexaaHe: He e Heo6X04MMO KOPHIrHpaHe Ha 1103aTa MPH NAaLHEHTH C JIEKO 4epHOAPOGHO
yBpexkaane. [1pu naiueHTH ¢ yMepeHo 10 TeXKO YepHOAPOOHO yBpexkaaHe Moxe /1a ce Habmoaasa
TIOBMIIIEHO KyMYJIMpaHe (Bxk. Touka 4.4.).

4.3 IlpornBonoka3anus

Ka3ozekc e npoTHBONoOKa3aH NpH keHH M aeua (Bxk. Touka 4.6).

Kasonexkc He TpaGBa na ce naBa Ha GosieH, KOWTO € HMaJl peakis Ha CBPBXYYBCTBHTEIHOCT KbM
AKTHBHOTO BELIECTBO WIIH HAKOE OT MOMOLIHHTE BELLECTBA HA TO3H MPOJIYKT.

EnnospemenHoTo npuiokenue Ha Kazoaeke ¢ TepdeHaauy, acTeMH30/ H LIM3aNpPH] € IPOTHBOINOKA3aHO.

4.4 Cnenna/Hn npeaynpexIeHHs H NpeiNa3HA MePKH NpH ynorpeba

0008000 1 .o 0. 0 IO




Ka3zonekc ce meraGonusupa B rojisma creneH B yepHus apo0. MMa naHHH, ye eIHMHHHPAHETO My MOXKe
na e 3abaBeHO NpH JHLA C TEXKO YepHOAPOOHO YBpekKIaHe H TOBa MOXKeE Ja JI0BeJIe /10 H3BECTHO
kymynupase Ha Ka3zonexkc. [Topaau ToBa, Kasozneke Tpsabea aa ce npunara BHUMATETHO MPH NMALHEHTH ¢
YMEPEHO 110 TeKKO YepHOAPOOHO YBpexkaaHe.

Heobxoaumo e na ce npoBexaa NEpHOAWYHO H3C/eBaHe HAa (DYHKLMATA Ha YePHHUs o0, nopaau
BB3MOKHOCTH 3a 4epHOApoOHH npomenu. [loBeyeTo oT npoMeHHUTe ce OYaKBaT B MbPBHUTE 6 MeceLa OT
tepanusaTa ¢ Kazonekc.

Tesxkn uepHOAPOOHH NPOMEHH M YEPHOAPOOHA HEAOCTATHYHOCT ca HabMoKaBaHH PAIKO Npy ynotpebata
Ha Kazozekc, u ca cboOuienn ciyuau ¢ dataneH u3xos (Bx. touka 4.8). Jleuennero ¢ Kazonekc Tpsabea na
ce MpeycTaHOBH, aKO MPOMEHHTE Ca TeHKKH.

HaGmonaBa ce NOHWsKeH III0KO3€H TojepaHe npu Muxke, nony4dasamy LHRH aronuctu. Toa Moxke na
ce MposABH KaTo quabeT WK 3ary6a Ha rIMKeMH4YeH KOHTPOJ TIPH MAlHeHTH ¢ npealecTsan auaber.
3aroBa TpaGBa na ce 0OMHCIH MpoC/e/IIBaHe HA KPbBHATA 3aXap MpPH NalHeHTH, nonyyasamu Kasonekce
50 mg B kombuHaums ¢ LHRH aronucTu.

Kazonekc noka3pa u3BectHo unxubupane Ha uutoxpom P450 (CYP 3A4), Taka ye € Hy)KHO BHUMaHHe
NpH €IHOBPEMEHHO NMpeINHCBaHe ¢ JiekapcTsa, Metabonusupanu npeaumuo ot CYP 3A4, sukre
ToukH 4.3 1 4.5.

INaumeHTH ¢ peikn HacIeACTBeHH NpobJieMH Ha raJlakTo3HaTa HeMOHOCHMOCT, 0011 1aKTaseH 1ePHLMT
WIH NOHHKEHA INIIOK030-rajakTo3Ha abcopOuus He TpAGBa na npHeMaT TOBa JIEKapCTRO.

Toga siekapcTBO chabpKa No-Manko ot 1 mmol Hatpwuii (23 mg) Ha TabneTka, Taka Y€ NPaKTHYECKH He
ChAbpKa HATPHUH.

Tepanus ¢ annporenHa aenpuBauus Moxke na yabmku QT-unreppana.

IIpH NauMeHTH ¢ HCTOPHS WM PHCKOBH (aKkTOpH 3a yab/kaBaHe Ha QT-uHTepBaNa U NPH NaLHEHTH,
MpHEMAIIH ChITBTCTBALIH JIEKAPCTBEHH NMPOLYKTH, KOMTO OuXxa Mornu na yrbmkat QT-uHrepBania (BK.
TouKa 4.5), nekapure TpAOBa 1a OLEHAT CHOTHOLUEHHETO M0J13a-PUCK, KAaTO B3EMaT NPEeABHL
Bb3MOXKHOCTTA 3a pa3BuTHe Ha Torsade de pointes, npeaM 3ano4paHe Ha nedeHue ¢ Kasonekc.

AHTHaHIpPOreHHaTa TepanHs Moxe Ja IPHYHHH MOP(ONOrHYHH NPOMEHH B CNIEPMaTO30HKTE. Bhnpeku
ye eeKTHT Ha OMKaTyTaMHl BBPXY MOP(OIOrHATa HA CIEPMATO30H/IHTE HE € OLIEHEH M TAKHBA MPOMEHH
He ca chOOLIEHHM NPH NaUMeHTH, KouTo npremat Kazonekc, nalMeHTHTe W/HIH TEXHHTE NapTHbOPH
TpabBa 1a cna3BaT aqeKkBaTHa KOHTpaleniis no Bpeme Ha u 130 anu cnen tepanus ¢ Kasonekc.

[loteHuupane Ha eeKTHTE OT KyMapHHOBH aHTHKOAryJIaHTH ce cbhoOllaBa NpH NMalMEeHTH, MOJTy4YaBallH
ChITbTCTBalNA Tepanus ¢ Kasoaekc, koeTo Moke 1a JoBeJe A0 YBEJIHYEHO NPOTPOMOHHOBO BpeMe
(Prothrombin time, PT) u MexayHapoaHo HopMaausupaHo otHowenue (International normalized ratio,
INR). Haxou ciryuau ca OWIM cBbp3aHH € PHCK OT KbpBeHe. [IpenopbuBa ce BHUMATETHO MpociieasBaHe
Ha PT/INR u na ce uma npeBua KOpPEKLIMS Ha J03aTa HA aHTUKOAryJiaHTa (BxkK. TOUkH 4.5 u 4.8).

4.5 B3anmoaeicTBHe ¢ APYrH JIeKAPCTBEeHH NPOAYKTH H APYrd (opmMH HA B3aHMO/eilicTBHE
Hsma nanuu 3a HAKaKBH (apMaKkoAMHAMHYHH WIH (apMaKOKWHETHYHH B3aHMOJICHCTBHA MEXKIY

Kazonekc 50 mg u ananosure na LHRH.

uHXuOHTOpeH edekt Bupxy CYP 2C9, 2C19 u 2D6 akTHBHOCTTA.




Bbrpeky ye KIMHHYHHTE NPOYUYBaHKA, H3MON3BALIH AHTHITHPHH KaTO MapKep Ha aKTHBHOCTTA Ha
uutoxpom P450 (CYP), He ca nanu n1okasaTe/icTBa 3a MOTEHIIMAI 32 JIEKAPCTBEHH B3aHMO/IEHCTBHA C
OukanyTaMu], cpeiHaTa ekcro3uika Ha MuaasonaM (AUC) e 6una ysennyena 1o 80% cien cbBMeCTHO
npunarade Ha Oukanyramus 3a 28 nuu. ToBa yBenHdeHHe MOXKE J1a € OT 3HaYEHHE 3a JIEKapCTBa ¢ TECeH
TepaneBTHYEeH HHeKC. ETO 3al10 eqHOBPEMEHHOTO NpHeMaHe ¢ Tep(eHanH, aCTEMH30]1 H LM3anpua e
KOH]'paHH,[lHlalaHO, H € HY)KHO BHUMAaHHE MPH npe,unucsaﬂe Ha 6HKaJ'I}’TaMPIIl C HHKJIOCIIOPHH H 6J'IOKCPH
Ha KaJILMEBHTE KaHAIH. 3a Te3H MeIMKaMEeHTH MOJKe J1a € HeOX0MMO HaMalIsiBaHe Ha 1103aTa, 0COOEHO
NPH JI0Ka3aTeNICTBA 3a YCHIIBaHe Ha e()eKTa HiIH 3a HeXKeJIaHH JIEKAPCTBEHH PeaKLMH. 3a LIMKJIOCTIOPHH, ce
MpenopbYBa NOCTOSSHHO MOHHUTOPHpPaHe Ha IUIa3MeHHTEe KOHLIEHTPalMH H KIHHHYHOTO ChCTOSHHE, NPH
3arnoyBaHe WM 3aBbpIIBaHE Ha TepanusaTa ¢ OHKaTyTaMHI.

Heobxoaumo e BHMMaHKe NpH nipeanucsane Ha Kasoneke ¢ Apyru jekapcTsa, KOMTO Morat na 61okupar
OKCHJIALIMATA, HANPUMEP LIMMETHAMH M KeToKoHa30s1. TeopeTHuHo, ToBa OH MOIJIO 1a 0Bee 110
YBEJIHYCHH IUJ1Ia3MEHH KOHLUEHTpaLHH Ha Kasonel(c H PECIIEKTHBHO [0 YBEJIIHYCHHE Ha HEXEJIaHUuTC
PEaKIMH.

[TpoyuBaHus in vitro nokassar, ye OMKATYTaMH/1 MOJKe 1a H3MECTH KyMapHHOBHS aHTHKOAryJaHT
BapdapHH OT MeCTaTa Ha CBbp3BaHe ¢ Tuia3MeHuTe npotenHd. Mima chobLiueHHs 3a NoBHILEH eeKT Ha
BapdapuH U Apyrd KyMapMHOBH aHTHKOAry/JIaHTH, KOTaTo ca NpuiaraHu eHoBpemeHHo ¢ Kasonekc.
[Topanu ToBa, NpH NaLMEHTH Ha eyeHHe ¢ Ka3oaeke, KOMTO €IHOBPEMEHHO M0JTy4aBaT KyMapHHOBH
aHTUKOAryJIaHTH, ce mpenopb4yBa BHUMartenHo npocneassaHe Ha PT/INR u na ce uma npeasua Kopekuus
Ha [103aTa HAa aHTHKoarynaHTa (Bx. ToukH 4.4 u 4.8).

Twii kKaTo NeveHHeTO C aHAPOreHHa AenpHBaLMa Moke Ja yabnki QT-uHTepBana, TpaOBa BHUMATE/IHO 1a
ce OLIEHH eJHOBpeMeHHaTa ynoTpeba Ha Ka3oaekc ¢ nekapcTBEHH NPOAYKTH, 38 KOMTO € H3BECTHO, ¢
yabkaBat QT-uHTepBana unu Morar aa npeaussukat Torsade de pointes, KaTo HanNpUMep
AHTHAPUTMHYHH JIEKAPCTBEHH NPOAYKTH OT Kiac [A (Hanp. XMHWIHMH, Au3onupamMu) HiH kaac 111 (Hanp.
aMHOZIApOH, coTanoN, AoheTHIHA, HOYTHIHA), METAI0H, MOKCH()IOKCALIMH, aHTHIICHXOTHLM, (BXK.

Touka 4.4).

4.6 @epruanTeT, GpEMEHHOCT M KbpMeHe

bpemeHHOCT
Kasoznekc e npoTHBONOKa3aH NpH jKeHH U He TpAOBa Ja ce 1aBa Ha OPEMEHHH JKEHH.

Kbpmene
Kasozekc e npoTHBOMOKa3aH 1o BpemMe Ha KbpPMEHe.

Ddeprunurer
O6paTtumMo yBpeskaaHe Ha MbkKKHs (epTiinTeT ce Hab/01aBa NPH MPOYUBaHHA C KMBOTHH (BXK.

Touka 5.3).
Tpabsa na ce nonycHe nepuoa Ha cyOhepTHIMTET HITH HHQEPTHIMTET NPH MbIKE.

4.7 EdexTn BLpXY criocofHOCTTA 32 miopupaHe U paboTa ¢ MAINHHA
Mauiko BeposiTHO € Kasonekc 1a yBpeau CiocoGHOCTTa Ha MAlMEeHTHTE Ja KOPMYBAaT HIH J1a paboTaT ¢
MauHHH. Benpekun ToBa TpaGBa na ce otGenexH, ye noHsKkora ce HabonaBa COMHOJIEHTHOCT.

3acernatuTe nauMeHTH TpAOBa J1a ca NpeanasiHBH.

4.8 Hexxe1anu JIEKAPCTBEHH PeaAKIHH




Kasonekc kato npaBuio ce noHacs 100pe ¥ camo MpPH MaJIKO NALMEHTH JieYeHHeTo € 6uno
NPeyCTAHOBEHO MOPaH HEXENaHH PeakLuH.

B T03H pa3nen rpynupaseTo no yectoTa e Ae(HHHPAHO MO ClIEAHATa KOHBEHLMA: MHOTO YecTH (= 1/10);
uectH (> 1/100 no < 1/10); newectw (> 1/1 000 no < 1/100); peaxu (> 1/10 000 go < 1/1 000); muHoro
PEKH, C HEM3BECTHA YECTOTa (OT HATMYHHTE IaHHH He MOJKe N1a Ob/le HanpaBeHa OLICHKa).

Tabanna 1 YecToTa HA HEXKeNAHATE PeaKNHH

Cucrema Opran Knac YecToTa Kazoneke 50mg (+anajgor Ha
LHRH)

KpbB 1 1uMdHa cuctema Muoro Yectu AnHemus

Hapyienus Ha iMyHHaTa Heuectn CBpBXUYYBCTBHTEIHOCT, AHTHOE/IEM H

CHCTEMaA YpTHKapHs

Hapywienus Ha Metabonusma | Yectn IToHmkeH aneTut

H XpaHEeHeTo

[IcMXHYHM HapyIIeHHs YectH INonmkeHo aubuao, Aenpecks

HapymeHnus Ha HepBHaTa MHoro yecTn 3amasHoCT
cHcTeMa
Yectn COMHONIEHTHOCT
CbpaeyHu HapyLIeHHS YectH MuokapaeH MH(papkT (cboOlueHH ca

ciyya ¢ pataneH uixon)’,
ChpJeYHA HEIOCTaThYHOCT"

HewnzpecTHa yectora

Y oviokapane Ha QT-uHTepBana

CB/JI0BH HapyLIeHHs

MHoro yectH

Tomiu BBJIHH

PecniupaTopHu, rpbaHu U
MEIHACTHHAIIHH HapyLUeHHUs

Heuectn

Hurepctrumanuna 6enoapodHa
Gonect®.

CrobuieHH ca ciy4au ¢ dataieH
M3XOJL.

CromalHo-4peBHH

MHoro yecTH

AbpomuHanHa 00JIKa, KOHCTHIIALIMA,

HapyLIeHUs rajeHe
Yectn Jucnencus, METEOPU3bBM
Xenato-OunuapHu YecTH XenaToTOKCHYHOCT, K BbJITCHHLIA,
HapyLIeHHs XHnepTpaHcaMHHazeMus’®
Penku YepHonpoOHa HEAOCTATBYHOCT' .

Cpobmenn ca ciayyau c araieH
U3XO/1.

Hapyuienus Ha koxara u
NOJIKOXHATA ThKaH

MHoro uecTH

O6pue

Yectn Anoneuus, Xup3yTH3bM/
BB3CTAHOBABaAHE HA OKOCMABAHETO,
cyxa Koxa, cbhpbex

Penxu

Peakuus Ha OTOUYBCTBHTETHOCT

Hapywmenus na 6s6pewmre u
NMHKOYHHUTE MBbTHILLA

MHoro uectH

Xemarypus

Hapymenus Ha
BB3NPOU3BOAMTENIHATA
CHCTEMa M I'bpJaTa

MHoro yecTH

I'nHexomacTus U 60/1€3HEHOCT Ha
repauTe”

Yectn

EpekTniHa aucdyHKuuUs

O61m HapymeHus v edexTu
Ha MACTOTO Ha MPHIIOMKEHHE

MHoro uectu

$P

AcTeHus, eJieM
m.
7



Cucrema Opran Knac Yecrora Kaszoneke 50mg (+anajgor Ha
LHRH)
Yectn bonka B rppaHHA KOLI
Hacnensanus Yectn ITopHiaBaHe Ha TEJIOTO
a Habmonasana e BbB (hapmakoenuaemuonornuto npoyusaie ¢ LHRH aronucTy v anTu-

aHJPOTEHH, HU3MOJI3BAHH B JICYUEHHETO Ha pak Ha npocrarara. Habmonasa ce nosuiuaBaHe Ha pUCKa,
korato Kasoaekc 50 mg e u3nonssan B komGuHaumna ¢ LHRH aronncTh.

] BxuroueHa kaTo HexkellaHa JIeKapcTBEHA peaklus, Cell Nperiel Ha NOCTMAPKETHHIOBUTE JaHHH.
YectoTaTa € onpeneneHa Bb3 OCHOBA HAa YeCTOTATa HA JI0KJIa/IBaHE HA HHTEPCTULIHAIHA THEBMOHHS, B
repHoJia Ha PaHIOMH3HpaHo JieueHue B npoyusanuaTta 3a EPC ¢ Kazoneke 150 mg.

B YepHoapoOHHTE H3MEHEHH PAJIKO Ca TEKKH, KaTO YecTo ca ¢ npexoseH xapakrep. Te n3uessar
WK ce No00pABAT ¢ NPOB/DKEHHE Ha TepanuaTa Wi clie]l HeHHOTO NMpeKpaTaBaHe.
r BiioueHa KaTo HexKelaHa JIEKapCTBEHa peakLius, ciiejl npersie/l Ha NOCTMapKETHHIOBUTE JaHHH.

YecroTaTa € onpeziesieHa Bb3 OCHOBA Ha 4ECTOTATa HA J0K/Ia/iBaHe HA YePHOAPOOHA HEOCTATHYHOCT,
KaTo HexenaHo cbOMTHe B OTKpHTOTO pamo ¢ Kasoneke, B npoyusanuaTa 3a EPC ¢ Kasonekce 150 mg.
il Moske na 6b1e peayuMpaHa oT ChITBTCTBALLA KACTPALIMS.

Vabmkenn PT/INR: Crobienn ca cyyan Ha B3auMoJIeHiCTBHE HAa KyMapHHOBH aHTHKOAryJIaHTH ¢
Kazonekc B nocTMapkeTHHroBo HabmoneHue (Bxk. ToukH 4.4 u 4.5).

Cno0maBaHe HA MOAO3HPAHH HEXKEJIAHH PeaKUHH

CrobimaBaHeTo Ha NOJAO3HPAaHH HEXKENaHH PeaklMH Clell pa3pellaBaHe 3a ynorpeba Ha 1eKapCTBEeHHs
NPOIYKT € BaxkHO. TOBa M03B0JIsBA 12 MPOABL/KH HAOIIOAEHHETO HAa CHOTHOLIEHHETO NOJI3a/PHCK 3a
NIEKapcTBEHHA MPOAYKT. OT METHIIMHCKHUTE CTELIMAIMCTH Ce€ H3HCKBA J1a ChOoOIaBaT BCAKa NOI03HpaHa
HeJ)KeJlaHa peakiius J10:

Buvarapuas

H3nenHuTeIHA areH1Ms 1o JieKkapeTBara
yi. Jlamsu I'pyes” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpenosnpane

Hsma HaTpynaH onMT ¢ npeno3upasxe npu Yoseka. Hama cneunduyer aHTHAOT; iedeHHeTo TpabBa 1a
Obe cumnromaTHuHo. JlHanusaTa MOKe 1a He IOMOTHE, Thil kKaTo Kazonekc e cBbp3aH BbB BHCOKA
CTeMNeH ¢ MIa3MeHHTE MPOTEHHH M He ce OT/ielIs B HenpoMeHeH BU B ypuHara. [loka3anu ca o0Luiu
TO/UTBPIKAIIH MEPKH, BKJIIOUHTEHO YECTO MPOC/IEAsBaHEe Ha BUTATHUTE MOKa3aTeH.

5. PAPMAKOJIOTHYHH CBOMCTBA

5.1 ®apmakoAHHAMHYHH CBOHCTBA

®apmakoTepaneBTU4Ha rpyna: antianapored, ATC koa: L02 B B03

Mexanu3eM Ha aelicTBue U papmakoauHamMuyHH edeKTH

Kasoziekc € HecTepon/JieH aHTHaHApOreHeH npenapar, 6e3 Apyra eHJ0KPHHHA aKTHBHOCT, ce CBbp3Ba

C aHOPOre€HHUTE PELENTOPH, 0e3 na dKTHBHpa Nr€eHHaTa €KCINpeCHA H IO TO3H HAYHH H




ctumy.. Tosa mHxHOGHMpaHe BoaM 10 perpecHpaHe Ha TYMOPHTe Ha npocTtaTaTa. KIMHHYHO, npeKkpaTaBaHeTo
Ha npuema Ha Kazonekc Moske 1a JoBe/ie 10 aHTHAHPOTEHEH CHHPOM Ha OTHEMaHE B 4acT OT NaLMeHTHTe.

Ka3onekc e pauemMar, KaTo aHTHaHAPOTr€HHATa aKTHBHOCT C€ Jb/DKH MOYTH H3KIIOYHTENHO camo Ha (R)-
eHaHTHOMepa.

5.2 ®apmMaKoOKHHETHYHH CBOHCTBA

Abcopbuus

Kasonekc ce pesopOupa no6pe cien nepopanto npunoxenue. Hama naHHM 3a HAKAKbB KIMHUYHO 3HAYHM
edekT Ha XpaHaTa BbpXY OHOHATMYHOCTTa MY.

Pasnpenenenue. 6uorpancopmaius u eTMMHHHpaHe
(S)-enanTHOMEPBT ce oTaens Mo-0bp30 oT (R)-eHaHTHOMepa, KaTO NOC/IEHHAT HMa T0JTY)KHBOT Ha
eJMMHHHpaHe okono | ceamuua.

ITpu exenneBHo npunarase Ha Kasoznekc (R)-eHaHTHOMEPBT KyMysiupa NpHOJIH3HTENTHO 1ECETOKPATHO B
1J1a3MaTa rnopaju JIbJIrus CH MOTYKHBOT.

[1pu anesHo npunarane Ha Kasoaekc B no3a 50 mg, ca Hab/oaBaHH paBHOBECHH KOHLIEHTpauMH Ha (R)-
€HaHTHOMepa OoT okono 9 microgram/ml. [Tpu noCcTHraHe Ha PaBHOBECHHTE KOHLIEHTPALIMH, OCHOBHHUAT
akTHBeH (R)-eHanTHOMep npezcTasiaBa 99% o1 06110 UMPKYIHPALIHTE €EHAHTHOMEPH.

®apmakokuHeTHkarta Ha (R)-eHaHTHOMEpa He ce MOBIMABA OT Bb3PACTTa, HAIHYHETO Ha OBOpeuHO
YBpEKIaHe W Ha JIEKO 10 YMepeHo YepHoApoOHO yBpekaaHe. MMa 0kazaTesicTBa, He MPH JIMLA C TEXKKO
4yepHOpoOHO yBpexkaaHe (R)-eHaHTHOMEPBT ce elTMMHHKMpa 10-0aBHO OT Mua3Mara.

Kazozexkc ce cBbp3Ba BbB BHCOKA CTeNEH C MU1a3MeHHTe npoTerHH (pauemar 96%, R-Oukanytamua
99,6%) u ce MeTaboIH3HPa CHITHO (Ype3 OKHCIEHHE H IIIOKYPOHHIN3ALNA): METAbOIHTHTE My C€ OTACIAT
npe3 6u0OpeLMTe M HUTbYKATa B IPUOIM3UTENHO €JHAKBO ChOTHOLLIEHHE.

B HanpaBeHO KIMHHYHO NMpOY4BaHe, CpeHATa KOHLEHTpalMs Ha R-OukanyTaMHu/l B CeMEHHaTa TeYHOCT
Ha MBbxk, npuemany Kasonekc 150 mg, e 4,9 microgram/ml. KonndecTBoTO GMKAMyTaMK1, KOETO
MOTEHLHMAIIHO MOKE Ja MOJy4H NapTHHOPKATa My 10 BpeMe Ha 10/10B aKT, € HUCKO M C€ PaBHABA Ha
npubnusurento 0,3 microgram/kg. Toea e noa HeoOXxoaMMaTa 103a, HY’KHA 32 HHIYKLHA Ha IPOMEHH B
MOTOMCTBOTO Ha 1a60paTOPHH HKHBOTHH.

5.3 [lpeakaHHAYHE AaHHM 32 Ge3onacHOCT

BHKanyTaMH]1 € MOLLEH aHTHAHAPOTeH W HHAYKTOP HAa OKCHA3HTE ChC CMECeHa (PYHKLIMA MPH KHBOTHH.
[TpoMeHHTE B NPHLIEIHHA OPraH NpPH JKMBOTHHTE, BKIIOYHTETHO H TYMOPHA HH/IYKLIMS, Ca CBBP3aHH C
Ta3W aKTHBHOCT. EH3MMHAaTa HHAYKIHSA HE € U3c/ieiBaHa Npu Xopa. ATpodus Ha ceMeHHHTe TYOY/IH Ha
TECTHCHTE € MO3HaT e()eKT Ha KJlaca JIeKapcTBa, ChIbPiKallld AHTHAHPOTeHH H € Hab/1l0/1aBaH NpH
BCHYKM M3CJIEZIBAHH BHJ0BE. B 6-MecevHO npoyyBaHe NpH IUIbX0Be (MPH 1034 NpUOau3nTenHo 1,5 nin
0,6 MbTH YOBELIKH TepaneBTHYHH KOHLIEHTPALIMH, TIPH NPernopbYuTeIHa 1032 ChOTBETHO 50 mg HiH

150 mg), HacTenBa 0OPaTHMOCT Ha TeCTHKY/IapHaTa aTpodus 4 Mecella cliejl 3aBbpluBaHe Ha npuema. B
12-mece4Ho npoyyBaHe NMpH MIbXoBe (MpH 1031 npubau3nTenHo 2 uiun 0,9 MbTH YOBELIKH TepaneBTHYHH
KOHLIEHTPALMH, TIPH NpenopbyuTenHa 103a cboteeTHo 50 mg unu 150 mg), He ce HabmoiaBa
Bb3CTaHOBABaHe 24 CeZIMHULIM clie]l 3aBbpluBaHe Ha npueMa. Crien 12-Mece4HO MHOTOKPATHO 103HpaHe
NpH Ky4eTa (Mpy 1034 NPHOIU3UTENHO 7 HIH 3 MbTH YOBELIKH TEPaneBTHYHH KOHLIEHTPALHH, NpH
npenopeYHTENHa 103a cboTBeTHO S0 mg win 150 mg), cnen 6-meceueH Bb3CTAHOBHTENIEH NEPHO/L,
4eCTOTaTa Ha TECTHKYJ1apHa aTpo(dus e e/1Ha M Chllla, KAKTO NPH Ky4eTa Ha Tepar
koHTponH. [Ipu npoyuane 3a pepriuaurera (npu 103u npubnusurento 1,5 un




TepaneBTHYHH KOHLIEHTPALMHK, NPH NPENopbYMTEHA 1032 cboTBeTHO 50 mg uin 150 mg), MbxkKuTE
UTbXOBE MMAT YBEJIMYEHO BPEME /10 YCIIELIHO Pa3sMHOKaBaHe, HernocpeacTBeHo cnen | 1-cenmuuna
Tepanus; odpaTUMocT € HabmonaBaHa 7 ceIMHLIM Clie]l CTHPaHe Ha TepanuAaTa.

6. PAPMAILIEBTHYHH JAHHHU

6.1 CiHcbK HA NOMOIIHATE BellecTBA

Kazonekc BK/IIOYBA ClIEIHUTE MOMOLIHH BEILECTBA:

Jlakro3a moHoxuzapat Ph. Eur.

Hatpues nuiecten rnukonar Ph. Eur.

[Tomuunon Ph. Eur.

Masnesues creapar Ph. Eur.

MeTtunxuapokcunponuiuenynosa Ph. Eur.

[Nonuetunen raukon 300 Ph. Eur.

Turanor auokcua Ph. Eur.

6.2 HecbBMeCTHMOCTH

He ca no3uaru.

6.3 Cpok Ha roaHoct

5 roauHH.

6.4 Cneuna/iHH YC/IOBHS HA ChbXpPAHEHHE

Jla ce cpxpanssa noa 30°C.

6.5 Bua H cbabpKaHHE HA ONAKOBKATA

OnakoBka B G/IMCTEPH OT NOJIMBHHWIXJIOPHY/anyMHHHEBO (onuo, no 28 TabieTkH B ONakoBKa.

6.6 Cnennann npeaAnasHH MepKH NpH pabora

He ce u3KMcKBar crneyyanHi npeanasHi MEpPKH.

7. NPUTEXATEJI HA PASPEIHIEHHETO 3A YIIOTPEBA
Laboratoires Juvisé Pharmaceuticals

149 Boulevard Bataille de Stalingrad

69100 Villeurbanne

DpaHuus

8. HOMEP HA PA3SPEIIEHHUETO 3A YIIOTPEBA

9600153




9. JATA HA NII'BPBOTO PA3PEUIABAHE/MIOAHOBSABAHE HA PA3SPEHIEHHETO 3A
YIIOTPEBA

Jlata Ha mbpBO pa3pelnaBane: 24 1oHu 1996 r.
Jlata Ha nocneaHo noaHossBaxe: 29 centemepu 2008 r.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA




