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ITupceo 8 mg TBLPAM KaNCyH

Pirseo 8 mg hard capsules aspewenue M
somamp.. 67674
| GO NE o .o A
2. KAYECTBEH H KOITHYECTBEH CHhCTAB ' e

Bcaka TBbpaa kancyna [1upceo coabpxa 8 mg cunono3un (silodosin).

3a MBJHHA CNUCHK HA MOMOLIHHTE BElLlEeCTBa BHKTEe TOuKa 0.1,

3. JIEKAPCTBEHA ®0OPMA
Tebpna kancyna.

bana, MaToBa, TBBHPAA XKeNAaTHHOBA Kancyna, pasmep 0, ¢ oTneyaTaHo ¢ 4epHO MacTHNO ,,8% Ha
KArnayero.

4. KIMHHYHHU JAHHH
4.1 TepaneBTHRYHH NOKAIARRS

JleueHHue Ha NpU3HALIUTE H CHMITTOMHUTE Ha 6eHUrHeHa Xxunepruiasua Ha npocratara (bXIT) npu
Bb3PACTHH MBXKE.

4.2 [Jlo3npoBKA H HAYHH HA NPRJIOKEHHE
O3HMPOBKA

[Ipenopvunrennara ao3a € eana kancyna [lupceo 8 mg nHeBHO. 3a cneLManHyY MONMyNalKH NALKEHTH
Ce MIPENoOpPbYBA €1HA KAICysa CHIOA03KH 4 mg AHeBHO (BX. bprOpeuHo yBpexxaaHe no-aony).

Cmapuecka ev3pacm
He ce Hanara kopuripaHe Ha 403aTa MpH NalHEHTH B CTApPY€CKa Bb3pacT (BXK. TOYKa 5.2).

bvbpeuno yepexcoane
He ce Banara kopuripaHe Ha A03aTa NpM NauUeHTH ¢ Jeko 6u6peuno yepexxnane (CLer 250 po

<80 ml/min). [Tpu naumenTn ¢ ymepeHo 6s6peuno yspexaase (CLcr 230 a0 <50 ml/min) ce
NpenopbyBa HayanHa 103a oT 4 mg BEAHBK AHEBHO, KOATO MOXE A2 C€ YBEJIHYH A0 8 mg BeaAHbXK
AHEBHO CNEA EAHOCEAMHYHO NIEUSHUE, B 3aBHCHMOCT OT HHAHBHAYAJHHA OTTOBOp Ha nauuxeHTa. He ce
npenopbusa ynorpedata npu nauMeHTH ¢ Texko 6u6peyno yspexaate (CLcr <30 ml/min) (Bx.
TOYkM 4.4 1 5.2).

TwH xaTo HauanHaTa 1032 34 NALUMEHTH C YMepeHo 6b0peuHo yBpexkaHe He MOXke Na 6bje ocurypeHa
¢ [Iupceo 8 mg TBbpAK Kancysu, TpAOBa Aa ce U3NOA3Ba APYr CWIOAO03MH 4 mg.

Heproopobro yspexcoane
He ce Hanara kopurupase Ha 103aTa MPU NALUMEHTH C JIEKO 10 YMEPEHO YepHoapod
He ce npenopbusa ynorpedara Npu NALKMEHTH ¢ TEXKO YEPHOAPOOHO yBpeXKIaHe Nopa;

RAHHH OT TAKHBA NauneHTH (BX. TOUKH 4.4 1 5.2).




Heouampuuna nonyarayus
HsaMa cboTBETHO NpuiioxkeHue Ha [Tupceo B neaHaTpHYHATA NOMyalHA 38 OKa38HHETO.

HauuH Ha OpuaIoKEHNE

[TepopanHo npHAGKEHHKE.

Kancynara TpabBa ja ce npuema ¢ xpaHa, 3a NpeanouUTaHe No ¢HO H CHUIO BPEME BCEKH JEH.
Kancynara e TpafBa na ce pasdynBa WnH [1a ¢e IbBYE, 8 Aa Ce ITbTHE LA, 3a NPEANOYHTAHE ¢ Yalla
BOJA.

4.3 IlporeBOnOKaA3ZaAHHASN

CBpBXYYBCTBHTEIHOCT KbM AKTHBHOTO BELECTBO WIH KbM HAKOE OT NOMOLIHHTE BELIECTBA,
130poeHH B TouKa 6.1.

4.4 CoenHaHH NpexynpeXAcHHS H NPeANA3HHE MEePKH NpH ynorpeba

A onepaTuBeH QUIONH UPHUC CH M (UDOUC

HOUC (BapuaHT Ha CHHAPOMAa Ha MAJIKaTa 3¢HH1la) ¢ HabmoaaBaH no BpeMe Ha onepaums Ha
KaTapakTa MPH HAKOH NALMEHTH Ha JleYeHHe ¢ &)-ONIOKEepPH WIH IEKYBAHH B MHHANIOTO C 01-0JIOKEPH.
Toit Moxe na nosese A0 yBEITHYABAHE HA CBLP3IAHKTE C MPOLIEAYPATa YCJI0XKHEHHA N0 BpEME Ha
onepauuaTa.

He ce npenopbusa 3ano4saHe Ha TEpalus ChC CWIOAO3KH [TPH NALMEHTH C TU1aHHpaHa onepauMs Ha
kaTapakTa. [Ipenopbupa ce NMpeycTaHOBABAHE Ha NIEYEHHETO C a-6n0kep 1-2 ceamHLm npean
onepalMs Ha KaTapakra, HO BCe OLLE He ca ONpPeAC/CHH MOJI3aTa U NPOAB/DKMTETHOCTTA Ha
NPEYCTAHOBABAHE HA TEPAITHATA NPEIH ONEPALMs HA KATapaKTa.

1o Bpeme Ha mpeaonepaTMBHATaA MOANOTOBKA OUYHHTE XHPYP3H M OPTAIMONOTHUYHHTE eKHITH TpabBa
na B3eMaT NojJ BHHMaHHE JaiH IUVIAHHPAHHKTE 38 Oflepallia Ha KaTapaKTa NalHeHTH Ce JIEKYBAT WIH ca
G1nm nexyBaHH CbC CHIOAO3HH, 38 1a C€ OCHIYPH B3EMAHETO Ha NOAXOAALLH MEPKH 3a
HHTpaonepaTHBHO AeuyeHne Ha HOUC.

OprocTaTHuHH edeKTH

YecToTaTa Ha CBBP3AHHTE ChC CHIOA03HH OPTOCTATHYHH e(PEKTH € MHOTO HHCKA. BB3MoXHO € ofaue,
NMPH OTACNHH NALKMEHTH Ja ce NOABM CNaj Ha KPHBHOTO HAIATaHe, KOETO B PEAKH C/Ty4aH 1a A0BeAe
o cHHkon. [Ipy mbpBHTE MPH3HALIKM Ha OPTOCTATHYHA XHIIOTOHHUA (KaTO 3aMagHOCT cnope
MOJI0KEHHETO Ha TANOTO) NALMEHTHT TPAOBa Aa celHE WK NerHe 10 OTMHHABAHE Ha cHMITToMuTe. He
ce NpenopbLYBa JICYEHHE CLC CHIOA03HH NPH NMalHeHTH ¢ OPTOCTATUYHA XHITOTOHHS.

brOpeuHo yBpexxaaHe
He ce npenopbuea ynorpebaTa Ha CWIOAO3HH NpH NaUMEHTH ¢ Texko Oudpeuno yepexaaHe (CLcr
<30 ml/min) (Bx. Touku 4.2 1 5.2).

HepHo HO YB €
He ce npenopsuBa ynotpedara Ha CHIIOAO03HH NPH NALIMEHTH C TEKKO YSPHOAPOOHO yBpeKaaHe
NopaH JIMTIca HA JaHHH [PH Te3H NMalHeHTH (BXK. To4kH 4.2 1 5.2).

KapuuHOM Ha 1 TaTa
ToH kaTo BXII ¥ xapuHMHOM Ha NPOCTATATE MOXKE 8 C& NMPOABAT C €AHN H CBIIM CUMITTOMH, KaKTO H
Ja CbLUECTBYBAT €AHOBPEMEHHO, MAUMEHTHTE, 3a KOUTO ¢ npeanoara, 4e umar bXII, Tpabea na
6baar npernenann npeaM 3ano4YBaHe Ha TEpamua CbC CWIOAO3MH 3a HIKIKOYBaHE HA HATHYMETO Ha
KapLHHOM Ha npocraTtaTa. [lpenu 3anoypaHe Ha JieUeHHETO H NEPHOAHYHO cnel ToBa TpadBa ag-0¢
HaMNpaBH JUIHTAITHO PEKTATHO H3CNEeBaHe H aKo € HeoDXoauMo — onpeaensHe Ha Npo
cneuM¢pHueH aHTHreH (prostate specific antigen - PSA).

JleyeHneTo CbC CHIOA03MH BOAH A0 HAMAJIABAHE HA OTACJISHATA 10 BPEME Ha Opre
MOXKE 114 3aCETHE BPEMEHHO MBXKHA PepriinteT. To3n edekT OTMHHABA Cnef npey
NPHEMA HA CHIOA03MH (BXK. TOYKa 4.8).



ToBa nekapcTBO ChAbPXKa NO-Manko oT 1 mmol HaTpHii (23 mg) B Kancyna ,Taka 4ye Ha NpPaKTHKa €
,,0€3 HaTpuii®,

4.5 BiaamoaeiicTBHe ¢ APYrE JIEKAPCTBEeHH NPOAYKTH H ApYrH HOpPMH Ha B3aHMojelicTBAe

Cunoao3uH ce merabonuznpa eKCTEH3HBHO, OCHOBHO upe3 CYP3 A4, ankoxonaexuaporeHasa u
UGT2B7. Cunonro3vH cbilo Taka e cybctpat Ha P-rinukonporenHa. BelilecTBa, XOHTO HHXHOMpAT
(XaTO KETOKOHA30M, HTPAKOHA30J1, PHTOHABHD MIIH UMKIIOCIIOPHH) HIH HHAYUHMPAT (KaTo
pudamnuiH, GapburyparH, xapbaMasenuH, GEeHHTOHH) TE3U EH3UMH H TPAHCTIOPTHH MONEKYJIH,
MOX€E 118 NOB/IHAAT IUTA3MEHHTE KOHUEHTPALMH HA CHNOA03HH U Ha AKTHBHHUA MYy MeTabonur.

Anga-6a0kepu

HudopmauuaTa 0THOCHO He3zonacHaTa ynorpefa Ha CHNOA03HH 38€HO € APYTH (-aAPEeHOPELIENTTOPHH
AHTarOHUCTH € HeaocTaTeyHa. CieI0BaTeNHO He ce NpenophYBa eAHOBpeMeHHAaTa ynorpeda Ha Apyru
a-aJpeHOPELIEMTOPHH aHTATOHHCTH.

Huxuburopu Ha CYP3A4
I1pu eano npoyuBate Ha B3aUMOAEHCTBHATA ca HabnionaBaHu 3,7-XpaTHO MOBHIIABAHE HA

MaKCHMAJTHATA IU1a3MeHa KOHLIEHTpaLMA Ha CHIOA03MH H 3,1-KpaTHO NOBHILABAHE HA €KCIO3HLIMATA
Ha cunoao3uH (1.e. AUC) npH eqHOBpeMEHHO NPHNOKEHHE CbC cHneH HHxHOuTOp Ha CYP3 A4
(xeroxoHazon 400 mg). He ce npenopbuBa eaHOBpeMeHHATa ynoTpeda cbC CHIHH HHXHOHTOPH Ha
CYP3A4 (kaTo keTOKOHA3OJI, HTPAKOHA30JI, PHTOHABHP WIH LIMKIOCNOPHH ).

[Ipn eaHOBPEMEHHO NPHIOKEHHE HA CWIOAO3MH ¢ yMepeH HHXHOHTOp Ha CYP3 A4 kaTo avnruaseMm ¢
Habmoaaeaso nopuiuasaHe Ha AUC Ha cunonosuH ¢ npubansutento 30%, HO Cmax Y BPEMETO HA
noaypa3naj ca OCTaHa/lIH HEMPOMEHEHH. Ta3H NPOMAHA HAMA KIWHHYHO 3HAYEHHE H HE Hanara
KOpHIUpaHe Ha 103aTa.

HUnuxuburopn Ha PDES
HabaionasaHu ca MHHUMATHH GapMakoAHHAMHYHH B3aHMOACHCTBHA MEXIY CHIOAO3HH H

MaKCHMaHHUTE 1034 cunacHadwn wid tananadwi. [pu eqHo nianebo-KOHTPONUPAHO TPOYUBAHE NMPH
24 nalMeHTH Ha BB3PACT 45-78 roavHH, NOTyYaBalld CWIOA03HH, €AHOBPEMEHHOTO NMPHNOKEHHE Ha
cuwacHadun 100 mg win Taganadpun 20 mg He e nNpeAU3BHKANO KIHHHYHO 3HAYHMO CPEIHO
MOHIKABAHE HA CHCTOMIHOTO WIH AHACTONIHOTO KPbBHO HalIAraHe, OUEHEHO Ype3 OPTOCTATHYEH TeCT
(M3npaBeHO CMPAMO JIErHaNo0 nojoxeHue). [1pu nauMeHTHTE Ha BB3paAcT HAA 65 rOAMHH CpeIHHTE
CTOHHOCTH Ha MOHMWKABAHETO B PA3/IHYHH BPEMEBH MOMEHTH € Ouwno Mexay 5 v 15 mmHg (cucTonHo)
u 0 u 10 mmHg (auacronno). [lonoxHrenuure OpTOCTATHYHH TECTOBE €a OWIH caMO MaJjKo MO-4eCcTH
No BpeMe Ha CAHOBPEMEHHO NIPHITOKEHHE; He € HabmoaaBaHa obaue CHMITTOMATHYHA OPTOCTa3a WK
zamMasHoCT. [lauuedTHTe, MpHeMaily uHXxuOuTOpU H2 PDES eaHOBpEeMEHHO CBC CHIOA03HH, TpROBa Ia
6baaT npocieasBaHH 38 Bb3MOXHH HEXKEJIaHH JIEKAPCTBEHH peakLiHK

AHTHXHIIEPTEH3IUBHH CPEACTBa
B paMKHTE Ha KIHHHYHHTE [IPOYUBAHHS MHOTO NALMEHTH ca OHAH ¢ €AHOBpPEMEHHA

AHTUXHNEPTEH3WBHA Tepanus (ITPpeAUMHO CPEACTBA, NMOBIHABAIIMN PEHHH-aHIHOTEH3HHOBATA CHCTEMA,
OeTa-OnokepH, KAILMEBH AHTATOHHCTH H ANYPETHLIM) H He e Habni04aBaHO NOBHILABAHE HA YECTOTATA
Ha OPTOCTATHYHATA XHNOTOHHA. BrnpekH ToBa ¢ HeobXx0aHMO NOBHILEHO BHUMAHHE NPH 38N04YBaHe
Ha eJHOBpEMcHHA ynorTpeda ¢ AHTUXHINIEPTEHINBHH CPeACTBa H NalUeHTHTE Tpabea fa 6paar
NpocieASBaHH 38 Bb3MOXXHH HEXKEJIaHH JICKAPCTBEHH PEAKLIMH.

JIUrokcHH
PaBHOBECHHMTE HUBA Ha AMINOKCHH, CYOCTpPAT Ha P-rnukonporenHa, He ca OMNH NOBNHAN

NpH €AHOBPEMEHHO NPHIOKEHHE CHC CWITON03MH 8 mg BeaHbX AHeBHO. He ce Hanarg/kd
ao3ara.




4.6 DepTHABTET, OpeMEHHOCT B KhPMEHE

BpeMeHHOCT U KbpMeHe
Henpunoxnmo, ThH KaTO CHIOA03HUH € NPEAHA3HAYEH CAMO 38 NAUMEHTH OT MBXKKH IO,

Qeprunurer

[Ipu KNHHUYHKWTE NMPOYYBaHHA € HabnoAaBaHO NOCTHraHe A0 eAKyNalMA ¢ HaMaIeHO WM JIMICBALLO
OTIENAHE Ha CNepMa MO BpeMe Ha JieueHHe CbC CHIIOA03MH (BXK. TouKa 4.8) nopans
¢apMakOAHHAMHYHHTE CBOHCTBA Ha CH10A03KH. [lpean 3anoyBaHe Ha ICHeHHE, MALHCHTHT TPAGBa na
61vae HHdopMHUpaH, Ye € BE3MOXKHA NOABATA HA TO3H e(hEeKT, 3acAraill BpEMEHHO MbXKHA (hepTHIHTET.

4.7 EdexTH BLPpxYy cnocobHOCTTA 3a moPprpane B pabora ¢ Mamann

ITupceo nossiugBa B JIEKa WIH B YMEDPEHa CTeneH cnocobHocTTa 3a WodHpaHe v pabota ¢ MallIMHM.
[launenture obaue Tpabea na 6baaT HHGOPMHPAHH OTHOCHO BL3MOXKHATA MOABA Ha CHMITTOMH,
CBBLP3aHH C MOCTYpaiHa XHNOTOHKA (Hanp. 3aMasHocT) K TpabBa na 6baaT npeaynpeaeHy aa
BHHMaBaT NMpH uodupaHe wnn pabora ¢ MaIHHH, JOKATO ONMO3HAAT ¢(PEKTHTE HA CHIOAO3ZHH BBPXY
TAX.

4.8 Hexenaun JeKAPCTBEHA PCAKNER

PestoMe Ha npoduaa Ha 6e30nacHOCT

be3onacHOCTTa Ha CHIOAO3HH € MPOYYECHA NPH YETHPH ABOHHOCNENH KOHTPOIHPAHH KIIKHHYHH
npoyuBanna ot ¢aza [1-111 (¢ 931 nauneHTH, noxyyasalm cioao03HH 8 mg BeAHBK AHEBHO K 733
NALMEHTH, NOTyYaBallH rwauebo) 1 Mpu ABe ABLNTOCPOMHH OTBOPEHH MPOYUBAHHA ¢ YAbLKEeHa ¢a3a.
O6uro 1 581 nauyeHTH ca MOMYYHIH CWIOAO3MH B 1038 8 mg BeAHBXK AHEBHO, BKIIOYHTENHO 961
NaiMeHTH C EKCMO3HIKA 3a NoHe 6 Mecella H 384 nauKHeHTH ¢ eKCNO3MUMS 3a | roaHHa.

Haii-yecTo cho011aBaHHTE HEXENaHH JIEKaPCTBEHH peakLuy fpy ynotpebara Ha CHNOAO3MH B
paMKHTe Ha I1auebo-KOHTPOJIHPaHHTe KTHHHYHM NPOYYBAaHHA H NP ABIrocpouHa ynorpeba ca bunu
HApYLUCHHA HA €AKYNAUHATA K&TO PETPOrpalHa eAKyNaLyA M JIUMNCa Ha eAKyaauns (HamManeH no obem
eAKyNaT WM JIMICca Ha TaKbB), ¢ YecToTa 23%. ToBa MOXKE BPEMEHHO /1a 38CErHe MbKKHA
¢eprinurer. To3u edexr € 0OpaTm B paMxHTe Ha HAKONKO HH Clell NPEYCTAHOBABAHE Ha
neyeHHero (BXK. Touka 4.4).

CnMCBHK Ha HEXENAHWTE peakiiHH B TabaHYeH BH]

HexenaHuTe NeKapcTBEHH PEaKLIMK OT BCHYKH KJIHHHYHH NMPOYYBAHHA M OT NOCTMAPKETHHIOBHSA
ONMT B CBETOBCH Maluab, 3a KOWTO HMa OCHOBATEIHA MPHYHHHO-CNEACTBEHA BPb3Ka, C8 H30OpOEHH B
Tabnuuara no-aony cnopej cHereMo-opraHHHTe Knacose no MedDRA u no yecrora: MHOro uecTH
(=1/10); yecn (=1/100 ao <1/10); vevectr (=1/1 000 po <1/100); peaxu (=1/10 000 po <1/1 000);
MHoro peaki (<1/10 000), c Hen3BecTHa YecTOTa (OT RAIMYHHTE JAHHH HE MOXke Aa 6b/e HanpaBeHa
oueHka). [IpH BCAKO rpynupaHe B 38BUCHMOCT OT YeCTOTaTa, HaboRaBaHHTE HEXKENaHH NTEKAPCTBEHH
peakuuH ce n30posBaT B HH3XOAALI peal MO OTHOLIEHHE HA TAXHATA CEPHO3HOCT.

Mnozo vecmu | Hecmu Hevecmu Peoxu Mnozo peoxku (C
Heu3lgecmua
yecmoma
Hapywenus Peakumwu ot
Ha UMYHHamMa AJNICPruyYcH
cucmema THII,




Hlcuxuunu IToHmkeHO
HapYuenus nuéuno
Hapywenus 3amMasHOCT CuHkon
Ha HepeHama 3aryba na
CUCMEMA ch3HaHHe'
Copoeunu Taxuxapana' |Cupuebuene’
HApYweHuR
Cwvoosu OprocraTiyHa | XunoroHus'
Hapywenus XHIMOTOHHA
Pecnupamopn HazanHa
U, 2pOxU U KOHI'eCTHA
meouacmunan
KU Hapyuwenun
Cmomawuno- AdHapus l'ageHe
YypesHu Cyxoras
Hapywerua ycTara
Xenamo- OTKNOHEHHA B
6uruapru yepHOApOOHHTE
HApYuieHus QYHKLIKOHAITHH
TecTOBE!
Hapywenus Koxen o6pus’
Ha koxcama u Cupbex!
nooxoxcHama VYprukapus'
myKan JlexapcTBeH
obpus!
Hapywenua |EakynauHOHHH EpextunHa
Ha HapyLUEHKA, AUChYHKLNSA
8b3nPoU3IEo0U | BKIIIOYHTETHO
meaxama peTpo-rpaaHa
cucmema u eAKyNaLus
zypoama JIUTICA HA
esKyJIaLHg
Hapawnseanun, Hutpaonepa
OMPAaGAKUA U TUBEH
YCRONCHEHUR, ¢nonu Upuc
EBL3HUKHAAU 8 CUHAPOM
pesynmam Ha
uRmepeenyuu

] - HeXXenanm JACKAPCTBCHHU PCaKUMH OT CNTOHTAHHHA CHOOLIEHM OT NOCTMAPKETHHIOBHA OIIHT B

CBeTOBEH MAlab (YeCTOTHTE Ca H3YHCIIEHH OT CHOMTHA, CHOOIIABAHH MPH KTHHHYHH MPOYYBAHHUA ¢aza
I-IV ¥ NpB HEHHTEPBECHUMOHAIIHH FPOYUYBAHHA ).

Onucanyie Ha H30paHH HeXeNaHH peaKkLIHy

Opmocmamuuna Xunomonus

YecToTara Ha OPTOCTATHYHATA XHIIOTOHHA MPH MNaLedbo-KOHTPONHPAHH KIIHHHYHH NMPOYYBAHUSA €
6wna 1,2% npu neueHue cbe cinono3u M 1,0% ¢ mnauedo. OprocraTUuHaTa XHIOTOHHA MOXE
NOHAKOra Aa A0oBee A0 CHHKON (BXK. TouKa 4.4).

Humpaonepamusen aonu upuc cunopom (HOH(C)

Hma cpobiuenns 3a MOHUC no speme Ha onepauns Ha kaTapakTta (BxK. Touka 4.4).

CrobiuaBaHe Ha MOAOIMPAHH HENESIAHH PEAKLIHK
CpoOuiapaHeTo Ha NOJAO3HpPaHH HeXKeNaHH peaKkLdH clie] pa3pellaBaHe 3a ynorpe

MpOAYKT € BaXKHO. Tosa no3ponsapa na NMpOAB/DKH HﬂﬁJIIOIIEHHETO Ha ChOTHOLUICHH




JIEKAPCTBEHUA NPOAYKT. OT MEAHLIMHCKHTE CTIICLHANHCTH CE H3HCKBa a3 ChoO111aBaT BeRka

NOAO3KPaHa HeXellaHa peakLua ype3 U3nbiuuTenHa areHuuUs no nekapereara yi. ,Jlamsas ['pyes”
Ne 8, 1303 Codus, Ten.: +35 928903417, yebdcaiiT: www.bda.bg.

4.9 Ilpeno3upane

CH10103HH € Npoy4BaH B 4031 A0 48 mg/nex npu 3apaBU HHAMBHAK OT MBXKKH noj. Hexxenanara
NIEKAPCTBEHA peakiMi, THMHTHpALLa J034Ta, € NOCTYPANTHATA XHIIOTOHHA. AKO MEIUKAMEHTHT €
NOrkJIHAT HACKOPO, MOXKE J1a C€ ONKTA NPSAM3IBUKBAHE HA NOBPbLUAHE WIK CTOMALIIHA MPOMHBKA. AKO
Npeso3UPAHETO ChC CHWIOAO3HH ROBEAC A0 XHIOTOHHKA, TpAOBa /1a ¢ OCHIypH MOAXbPXKAHE HA
CBPACYHO-CHAOBATA LMPKYNaluHMsa. Malko BepoATHO € Aa HMa 3HAYHTENTHA NMoA3a OT AHANH3A, ThH KaTo
CWIOAO03MH Ce CBbP3Ba BbLB BHCOKA cTerneH (96,6%) ¢ npoTerHuTe.

5. ®APMAKOJOI'HYHH CBOHCTBA
5.1 ®@apMakoaAHEAMEYHE CBOHCTBR

dapmakorepaneBTHYHA rpyna; Y poJIOrH4HY JIEKApCTBA, AHTATOHHCTH Ha anda-aapeHOPEeLENTOPHTE,
ATC xon: GO4CA04.

MexaHn3bM Ha N1eACTRHE
CHnoao3uH € BUCOKOCTICUH(HUEH 38 0t A-aAPEHOPELIEITTOPHTE, KOMTO €A JOKATH3UPaHH OCHOBHO B

yOBellIKaTa NPOCTaTa, OCHOBATA HA MUKOYHWA MEXYp, LUKAKATa Ha MeXypa, IIPOCTATHATA Karncyna H
NPOCTAaTHATA YacT Ha ypeTpaTa. bJIOKHPAHETO Ha TE€3H 01A-ARPEHOPELENTOPH NPEAH3IBHKBA
penakcaLHs Ha rajJKuTe MYCKYTH B T€3H CTPYKTYPH, KOETO HaMaaBa U3XORHOTO CHLIPOTHBIIEHHE Ha
NMUKOYHHUR MeXYp, 6€3 na ce MpoOMeHa KOHTPaKTH/INTETa HA IMAAKATA MYCKYJIATYpa Ha AeTpy3opa.
Toea Boan 110 noaobpeHne Ha CHMIITOMMTE Ha 3aAbpXKaHe (MPHTATHBHH) H H3Npa3BaHe
(0OCTPYKTHBHH) (CHMITTOMH OT CTpaHa Ha AONHHUTE NMHKOYHH MbTHLUR), CBbp3aHH ¢ OeHHrHeHaTa
XHMNEPIUIA3HS HAa MPOCTATATA.

CWio031MH HMa 3HAYHTESTHO NO-HHCHK AQHHHTET KbM 0)p-aAPEHOPELIENITOPUTE, KOHTO Ca
NOKANH3HPAHH OCHOBHO B CHPACYHO-CHAOBATA CHCTEMA. JleMOHCTpHpaHO € in vitro, ye
CHOTHOLLEHHETO HA CBBP3BAHE (1A Qg HA CHNOAO03HH (162:]) € H3KIIOUMTENHO BHCOKO.

KnunuuHa edykacHocT ¥ Ge3onmacHOCT
B eano asotiHocnano, nnauebo-KOHTPOIHPaHO KIMHHYHO APOYHBAHE 38 ONPEencIsHe Ha A03aTa OT
daza Il che cunoao3ul 4 wik 8 mg BeaHBK AHEBHO € HabaroaaBaHo NO-roNAMo noacdpeHHe B
HHACKCHHS CKOP HA CHMITTOMHTE Crniopel AMEPHKAHCKATA YypoloruyHa acounaums (AYA) cuc
cwionosun 8 mg (-6,8+5,8, n=90; p=0,0018) 1 cunoxozunx 4 mg (-5,7£5,5, n=88; p=0,0355) B
cpaBHeHWe ¢ rauebo (-4,015,5, n=83).

[Toeue ot 800 nauueHTH ¢ yMepeHHU A0 Texxky cuMnToMu Ha bXII1 (International Prostate Symptom
Score, IPSS, n3xoana crofiHoct >13) ca noryynnu CHI0R03HH 8§ mg BeAHBK AHEBHO B PAMKHTE Ha
ABe Nnanebo-KOHTPONTHPAHH KIMHWYHH Npoy4saHHa ot ¢asa I, nposeaetn B CbeAHHERHTE
aMEpHKAHCKH LIATH, H €AHO KOHTPOAHPAHO ¢ Niaiebo ¥ ¢ aKTHBHO BELIECTBO KIHHHYHO MPOy4BaHe,
npoBeaeHo B EBpona. [1py BcHukH NpOy4YBaHUA NAUMEHTUTE, KOUTO Ca HAMAIH OTTOBOD Ha JIEYEHHETO
¢ nanebo npes 4-ceAMHYHATE BKIIOYBAILA ¢a3a, ca Oun paHIOMHU3IMpaHH fa NOMYYaBaT MPOYYBaHHA
MeAMKaMeHT. [1pyU BCHMKH Npoy4BaHHS NMALHEHTHTE, JIEKYBaHH ChC CHITOA03UH, Ca UMATH NO-TOIIMO
HaMaJiiBaHe Ha CHMITTOMMTE Ha 3agbpxaHe (WpHTATHBHH) H u3npasBaHe (00cTpyxTHBHHM) Ha bXI] B
cpaBHeHHe C Muailebo, cnopea oueHka cien 12-ceaMmuyHo aevenue. JdaHwure ot Intent-to-treat
NOMyNaLHHTE OT BCAKO NPOYYBAHE Ca NMPEACTABEHH NMO-A0JY:

PSS IPSS
HpaTaTnsan
Ipoyu- | I'pyna Ha Bpoii | O6m ckop CHMOTOMH

NAlY \Haxonua |[Ipomana |Paznuka  |[pomsana |Painuka
CHTH | crofiHocT |[cnpamo  |(95% M) |copamo  [(95% W)
(£CO) H3XOAHA- |CPAMO H3XOHA- |CIIPAMO

JEYCHHE




uiauebo niauedo nnauebo
Cunoaosun | 233 22+5 -6.5 .8 -2.3 0.9% -4.2 _1.9%
UST I Mnaneso | 228 | 2165 | 36 |91 4 (C1A01 5, |(26,-12)
Cwiogosun | 233 | 215 -6.3 Qe -2.4 .1.0* -39 _1.8%
US2  |Muanebo | 229 | 2145 | 34 |CA0-18)) 5 (15060 5, | ¢25-1D)
-2.3* 0.7° -1.7*
Cwionozun | 371 19+ 4 -71.0 (-3.2, -1.4) -2.5 (-1.1,-0.2) 4.5 (2.2, -1.1)
Espona
Tamcynosun | 376 19x4 -6.7 20" 2.4 0.6° -4.2 -1.4*
Mane6o | 185 | 1944 | 47 |[(29-1D0 g (CLLAO2 59 1(:20,-08)

* p<0,001 cnpsamo mnauebo; ° p =0,002 cnpaMo rnauebo

[1pu nposeneHoTo B EBpona KIHHHYHO MPOYYBAHE C AKTHBHO BELUECTBO € YCTAHOBEHO, Y€ CHNOAO3HH
8 mg BeAHBXK AHEBHO € HE MO-MasKo edpHuKacer oT TaMcyn03HH 0,4 mg BeAHBXK AHEBHO:
KOpUrHpaHaTa cpeaHa pa3inuka (95% i) 3a obmma [PSS ckop Mexay pa3IMuHHTE JICUEHHS B
NOMmynaluuaTa no nporoxkona e 6una 0,4 (-0,4 no 1,1). Yecrorara na orrosop (T.€. noaobpeHHeTo Ha
obwns IPSS ckop ¢ noHe 25%) e 6una 3HaAUUTENHO NO-BHCOKA B IPyNAaTa Ha JIEHEHKE CbC CHNOA03HH
(68%) ¥ rpynara Ha ne4eHHe ¢ TaMcyno3nH (65%) B cpaBHenHe ¢ naunedo (53%).

B rpynarta nauMeHTH OT T€3U KOHTPOMHPAHH NMPOYYBAHHA, KOWTO €8 OCTAHATH HA NPOABLDKHTENHO
OTBOPEHO JIEYEHHUE H Ca NOITYYaBAIH CHAOAO03NH A0 | roAHHa, HHAYLUHPAHOTO OT CHJIOAO3HH
nogobpeHHe Ha CHMITTOMMTE AIpe3 ceaMHuua 12 OT Ne4YECHHETO Ce € 3ana3uio B MPOAL/DKEHHE Ha |
rOAAHHa.

B xaxHH4HO npoyuBaHe ¢a3a IV, npoeeaeHo B EBpona, cbe cpeaHo HuBo Ha IPSS (International
Prostate Symptom Score) ot 18,9 Touxu, 77,1% ca pecnoHaepH KbM CHNOR03IHH (M3UHCAEHO BB3
OCHOBA Ha W3MEpeHaTa NpOoMAHa CNPAMO HauvanHOTO HUBO Ha IPSS, xosTo cnensa na e noxe 25%).
ITpHONHU3INTENHO NONOBHHATA OT NALMEHTHTE ChOOWWIABAT NOACOPEHHE Ha HAH-HENPUATHHTE
CHMITTOMM, HAJIHLIE B HAYATOTO (HANP. HOKTYPHS, YYECTCHO YPHHHUPAHE, HAMAJIEHa CTPYS, HEOTIOXKHH
NO3UBH 38 YPHHHpPaHE, OTAEASHE HA YPHHA CJIell NPEKPATABAHE HA HANPA3BAHETO HA MEXYPa, KAKTO H
HEITBJTHO W3Mpa3BaHe Ha Mexypa), OLICHEHH € NMOMOILLTA HAa BBITPOCHUK 38 MBXeE, Ch3zaleH ot ICS
(International Continence Society).

He e HabmoaBaHO 3HaUYMTEIHO HAMANABAHE Ha KPBBHOTC HANATaHE B JICFHAJIO NOJIOKECHHUE MNPH
BCHYKH KIIHHHYHH MTPOYYBAHUA, NTPOBCACHH CHC CHWIOHO3HH.

Jo3n cutoaosuy ot 8 mg 1 24 mg AHEBHO HE Ca UMANH CTATHCTHYECKH 3Ra4HM edeKT BbpxXy EKI -
HHTEPBANIHTE WIH CbPACYHATE PENOIAPH3ALIHA B CpaBHEHHE ¢ uianedo.

[leadaTpuuHa NoMynaLnus
EsponelickaTa areHuus o jgekapcreara ocBo00XKaasa o1 3a{b/DKEHHETO 38 NPEAOCTaBgHE Ha

PEeIYATATHTE OT NPOYHBAHHATA C CHIIONO3MH BbB BCHUKH NOATIPYNH HAa NEAHATPHUHATA MOy 1aLys
npu BXII (BX. ToUKa 4.2 3a UHpOpMaLMA OTHOCHO ynoTpeda B neaHaTpHATa).

5.2 PDapmakoKAHBETHYHH CBORCTBA

dapMaKOKHHETHKATA Ha CHNOA03HH M OCHOBHHTE MY METAOONHTH € nNpoy4eHa NpH B
che 4 6e3 BXII cnea eaAHOKpaTHO H MHOIOKPATHO NIPHIOKEHHE B 103U B HHTEpBA/a
mg Ha aeH. PapMaxOKMHETHKATA Ha CHIOJ03HH € JIMHEApPHA B PAMKHTE HA TO3H A030
EKCno3yuuMaTa Ha OCHOBHHR MeTaboNMT B IL1a3MaTa — CWIOA03HH rioKkypoHua (KMD
PaBHOBECHO CBCTOSAHHE € MPHONH3INTENHO 3-KPaTHO MO-BHCOKa OT Ta3H HA HIXOAHOTO BE

7



CHIOA03HH H HETOBHAT INMOKYPOHHA A0CTHUraT paBHOBECHO CBCTOAHHE CBOTBETHO CJich 3 AHH M S aHM
JICUCHHE.

Abcopbuus

no3zara. AGconoTHaTa OHOHANKYHOCT € npubananTenHo 32%.

Eano in vitro npoyusaHe ¢ kneTkd Caco-2 nokassa, He CWI0I03HH NpeacTaBiapa cyocTpar 3a P-
FAHKOMPOTEHHA.

XpaHaTta HaManaBa Cyyx ¢ NpuOIM3KMTENHO 30%, NOBHINABA sy ¢ MpUOAH3HMTENHO | Yac U UMa cnad
edexT Brpxy AUC.

Cnen npuem Ha 8 mg BEAHBK AHEBHO HENOCPEACTBEHO el 3aKyCKa B NPOALIKEHHUE Ha 7 AHM ca
MONAy4YeHH cleAHUTE GapMakOKHHETHHHH NapaMeTpH MpH 3ApaBH HHAKBHIH OT MBXKH I10J B UCIICBHA
BL3pacToB HHTepBan (n=16, cpeana Bb3pacT 5518 roauun): Crax 87151 ng/ml (CO), tmux 2,5 uaca
(watepsan 1,0-3,0), AUC 433+286 ng » h/ml.

PasnpeneneHue

Cunogo3nH uma obem Ha pasnpeaenenude ot 0,81 I'kg 1 ce cebpara 96,6% c nasMeHUTE NPOTEHHH.
He ce pasnpezaesns B KpbBHHMTE KJIETKH.

Csbp3BaHEeTO ¢ MPOTEHHU Ha CUIOAO03HH IMIOKYpOHKA € 91%.

buorpancdopm

CHnono3HH ce MeTabonH3npa OCHOBHO 4pe3 rmoKypoHusupase (UGT2B7), ankoxonaexuaporeHasa v
AIEXHAREXHIPOTEHA3A H N0 OKCHAATHBHH THTHIRA, OCHOBHO CYP3A4. OcHOBHHAT MeTaboauT B
naasMaTa — CIKKYPOHHAHHUA KOHIOraT Ha ciionosnd (KMD-3213G), 3a koitTo € yCTaHOBEHO, ue e
aKTHBEH in Vilro — HMa YIBDKECHO BpEME Ha noaypasnaj (npudansurenHo 24 yaca) H JoCTHrA
N1a3MeHH KOHLEHTPAaUHH NPHOIH3NTENHO YETUPH TBTH MO-BHCOKH OT TE3H HA CWIOJAO3HH. In vitro
OAHHH fIOKA3BAT, Y€ CHIOJ03HH HAMA TOTeHUMaN Ja HHXHOHpa WM HHAYLHPa €H3IUMHHTE CHCTEMH Ha

umToxpom P450.

EnuMHHUpane
Crnen nepopajHoO MPHIOKEHHE Ha MApKHpaH ¢ 1*C CHNono3nH perncTpMpaHaTa paAHOaKTHBHOCT Cllell

7 nuH e 6una npubnusnrento 33,5% B ypuHara U 54,9% B H3npaxkHeHUATa. TCNIECHHAT KIIHPBHC Ha
cHNono3rH € npubmisutento 0,28 /h/kg. CHnoao3HH ce eKCKpeTHpa OCHOBHO noxa ¢popmara Ha
MeTaGONHUTH, MHOTO MAJIKH KOJIHMECTBA HENPOMEHEH MEMKAMEHT Ce OTKPHBAT B YpHHATA.,
TepMHHATHOTO BpEME HA NONYpa3nai Ha H3XOAHHA MEAWKAMEHT W HEMOBHS MTIOKYPOHH] € CbOTBETHO
npubnusuTento 11 yaca u 18 uaca.

CneuxanHiu nonyin U

Cmapuecka év3pacm
Excno3znupara Ha CHIOA03HH H OCHOBHHUTE My MeTabONIMTH HE C€ MPOMEHA 3HAYHMO ¢ Bb3pacTTa,

JOPH NpH NALHEHTH Ha BB3PACT HaX 75 FOAMHM.

ITeouampuuna nonyrayus
CWi0A03HH He € NpOyYBaH MPH MalLHEHTH Ha BL3pacT noA 18 roaunu.

Heprodpobro yepecoae

[Ipu npoyuBaHe ¢ €AMHHUYHA 1033 (PapMaKOKHHETHKATA Ha CWIOAO3HH He € OHia MpOMEHEHa f1pH
AEBET NaLKHEHTH ¢ yMepeHo YepHoapoOHo yBpexaane (Child-Pugh ckopose 7 10 9), B cpaBHgHME C
AeBeT 3apaBH aobpoponuM. PesyaraTHre oT TOBa NpoyuBaHe TpsabBa na ce Hmpnpe'm . w no
BHHMAaTENHO, Th KaTO BIUIIOYEHWTE MALMEHTH Ca HMATH HOPMATHH CTOHHOCTH Ha Oug €N o4 Q‘tz(\

NOoKA3aTEeNN, Npearnonarall HopMaiHa MeTabonutHa QyHKUMA, 1 ca 6HAH KacHpHILF
UMALLH YMEPEHO YepPHOAPOGHO YBpeXAaHe Bb3 OCHOBA Ha HATMMHETO Ha aCLIUT M
eHuedanonaTH4.
He e npoyuena ¢papmMakoKHHETHKATA Ha CHJIORO3HH MMPH NALHEHTH C TEXKO YepHOAPNGS(



bvbpeuno yepeocoane

[Ipu egHO NpOoy4YBaHE ¢ €AUHHYHA 1038 €KCNO3HUMUATA HA CHIOAO03MH (HECBBP3aH) NMpPH NaLHEHTH C
neko (n=8) u c ymepeHo 6b6peuHo yBpexknane (n=8) e aosena cpearo A0 noBHLIABAHE HA Cpmax (1,6
mbTH) 1 Ha AUC (1,7 nbTH) B cpaBHeHHe ¢ noOpoBonuM ¢ HopManHa 6b6peuna pynkums (n=8). I1pu
NAaLHEHTH C TeXKOo 0LOpeuHo yBpexaaHe (n=5) excnoznuuara e 6una ypennyeHa 2,2 nbTH 38 Crax M
3,7 mbru 33 AUC. Coiuo Taka e 6Mna NOBHILIEHA €KCMO3ULIMATA HA OCHOBHHTE METafONHTH -
CHN0O031H rmokypoHua ¥ KMD-3293,

CneneHeTo Ha IU1a3sMeHMTe HHBA B €JHO KJIHHHYHO npoy4BaHe ort ¢a3za Il noka3ssa, 4e HMBaTa Ha
OOLLHSA CUAONO3UH ¢neA 4-CeAMHUUHO NTIEUYEHHE He ca ce MPOMEHWIH NPH MAUMEHTH C JIEKO YBpPEKIaHe
(n=70) B cpaBHEHME C NalMEHTH ¢ HopManHa 6bOpeuna ¢yHkuns (n=155), nokaro HHBara ca funu
CPEAHO YABOCHH MPH NALMEHTH ¢ YMEPEHO yBpexkaane (n=7).

Cnopen eayH npersie Ha AaHHMTE 3a 6€30MacHOCTTa Ha NALUMEHTHTE, BKKOUCHH BbB BCUUKH
KJIMHHYHH MPOYUBAHHA, NeKOoTO 610peuHo yepexnaHe (n=487) He npeacTaBnaBa AOMBIAHHTENEH PHCK
OTHOCHO 6e30macHOCTTa NO BpeMe Ha TepalHi CbhC CWIOHAO3HH (KAaTO yBE/HUYABAHE HA 3aMasHOCTTa
WJIH OPTOCTATHYHATA XHIIOTOHHKA) B CPaBHEHHE C NALIMEHTH ¢ HOpMaHa 6s0pedHa pyHkima (n=955).
CBOTBETHO HE C€ HAJIara KOpHrdpaHe Ha A03aTa NPH NauMeHTH ¢ neko 6uopeuHo yepexaane. Tvi
KaTO ChLUECTBYBa CAMO OrPAHMYEH ONHT f1PH NALMEHTH ¢ YMepeHo 6nOpeuHo yBpexaaHe (n=35), ce
npenopbYBa NO-HACKa HavalHa no3a oT 4 mg. He ce npenopsusa ynotpebara Ha [Iupceo npu
NAUMEHTH C TexXKo O1LOpeuHo yBpexaaHe.

53 IlpeaxnnHavHA A2HEH 32 6e300aCHOCT

HexnHHHYHHTE DaHHH HE NOKa3BaT 0COOEH pHCK 3a Xopa Ha 6a3aTa Ha KOHBEHLUMOHAIHHTE
(hapMaKOJIOTHYHH NpOYyYBaHHA 32 6€30NaCHOCT, KAPLUMHONCHEH MOTEHLHAN, MyTareHeH H TepaTOreHeH
notreduHan. Edextu npy skuBoTHH (3acaraHe Ha LLIMTOBHAHATA »*JTe3a MPH rpyu3aun) ce Habmoaasar
CaMO CJIe/l EKCNO3HLIMH, CYHTAHH 38 3HAYWTEITHO HAABHLIABALLK MAKCHMATHATA €KCMO3ULMA NPH
X0pa, KOeTO NOKa3Ba MAJKaTa 3HAYHMOCT NPH KIHHHYHa ynorpeda.

[Tpu MBXKKH IUILXOBE € HaOmoaaBaH HaManeH PepTUWIMTET NPH EKCTO3HLIMH, KOUTO ca O1nu
NpUOIM3NTENHO ABA TbTH NO-rONEMH OT MAKCHMATHATA NPENOPbUYMTENIHE 1034 3a XOpa.
Ha6monasanuar edexr ¢ 6un obpatum.

6. OAPMAILIEBTHYHH NJAHHH
6.1 Cnuchk Ha NOMOLIAHTE BeIIeCTBA

ChrabpxxaHHE HA KANCYNarTa:

Mannrton (E421)

Huuiecre, npexenaTHHH3IHPpAHO (LAPEBHYHO)
Hatpues naypuncyndar

Cnnueponos anbexeHar (E471)

(OOBHMBKA HA Kancynata
XenatuH

Twranos nuokcua (E171)

[MTeuaTHOo MACTHNO, YEPHO
Hlennak (E904)

[Nponunenraukon (E1520)

KoHueHTpHpaH amoHHWeB pasteop (ES27)
KeneseH okcHa, uyepen (E172)
Kanues xuapokcna (E525)

6.2 HechBMeCTHMOCTH

Henpunoxumo




6.3 Cpox na rogaoct

3 roauHH.

6.4 Cpoennansn ycJIOBHE HA ChXpPaAHEHHE

Ja ce cbXpaHsaBa B OpHrHHANIHATA ONAKOBKA, 33 Aa ce MpeAna3H OT CBET/IHHA.
6.5 BHa W CHABLPXKAHHE HA ODAKOBKATA

Kancynure ce npeanarat B AnyMudnesu-PVC/PE/PVDC 6aucrepu, onakoBaHH B KAPTOHEHH
ONAKOBKH.

OnaxoBku ot 30 TBbpAH KANCyu.
6.6 Cnensanuu npeanasHd MEPKR OPH H3XBLpJagHe B paboTa

Hsama cneliManiy H3UMCKBaHHA

7. TMPHTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA
Zentiva k.s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10

Yewka Penybnuka

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20190128

9. JATA HA IThPBO PAZPEINIABAHEMONHOBSABAHE HA PASPEINIEHHETO 3A
YNOTPEBA

Jarta Ha mbpBO pazpewmasane: 16.05.2019
JlaTa Ha MOCNeaHO NOAHOBABAHE:!

10. JATA HA AKTYAJIM3IUPAHE HA TEKCTA

16.01.2025 r.
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