KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. WME HA JIEKAPCTBEHUS IPOJYKT A3 390 /21

XumnapuH 5 mg puamupaHu TabneTku . 1. M
Hyplafin 5 mg film-coated tablets 6. 3f< 7 7 2 4 -03- 2075

Z. KAYECTBEH U KOJIMUECTBEH CHCTAB

Bcsika punmupaHa Tabnetka cbabpka 5 mg ¢punacrepun (finasteride).

[ToMOLIIHO BELIECTBO ¢ U3BECTHO JeicTBUe: Beska dunMmupana tabnetka cbabpika 90,96 mg nakrosa
MOHOXM/par.

3a NbJIHUSA CIIUCHK HA MOMOILHUTE BELIeCTBA BUKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Punmupana tadseTka

CHHM, KpbIUIK, ABOHHOU3MMbKHAMU TabneTku ¢ Haanue “F>57. [lnameTspbT € 7 mm.

4. KJIMHUYHHU JAHHHU

4.1 TepaneBTHYHH MNOKA3aAHUSA

XuriaduH e nokasaH 3a JIeYeHHE W KOHTPOJ1 Ha JOOpOKA4YE€CTBEHA XHUIIEPIUIa3us Ha npocrarara

(AXI1) npu naureHTH ¢ yrojieMeHa npocrara, 3a jaa:

- J0BE/I€ A0 perpecHs Ha yrojieMeHara npocrara, Jaa noaoopu oTAeNsSHETO HA YPUHA U
CUMINITOMHUTE, CBBbp3aHH ¢ JIXI1

- HaMaJly CJly4auTe Ha OCTpa peTEHLIMS Ha YpUHa M HYKJaTa OT XUpypruyecka Hameca,
BKJIKOUUTEJIHO TpaHCypeTpasiHa pe3ekuus Ha npocrarara ('Y PII) u npocrarekromus.

XumnaduH TadneTku TpAOBa Jaa ce npuiara camo Nnpu NaUuMeHTH ¢ yrojaeMmeHa npocrara (o0emM Ha
npocrarara Haj okoJsio 40 ml).

4.2 Jlo3umpoBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBka
[IpenopbunTenHara 103UpOBKa € e/1Ha TabJieTKa OT 5 mg AHEBHO CbC WK Oe3 XpaHa.

HOPH U J1a ce Habsr01aBa HOﬂﬁﬁpEHHB 3d KPpaTbK MNCPpHO/ HA JICHCHHUE, CC HaJlara JICHEHHETO J1a

NMPOAB/DKH HaW-MaIKo 6 Mecela, 3a J1a ce NpeueHH OOEKTUBHO Ja/IH € MOCTHUIHAT 3a/10BOJIMTE/IEH
TeparneBTHYEH OTrOBOP.

Jlo3upoBKa NpH YepHOAPOOHA HEAOCTATHLYHOCT
Hsama naHHM 3a nauueHTH ¢ yepHOAPOOHA HElIOCTAThYHOCT (BXK. TOuKa 4.4)
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Ho3uposka npu 6LO0pe4Ha HEAOCTATLYHOCT

He e Heo6xoaMMO Aa ce MpaBH KOPEKLIMS Ha A03aTa NPH NAUMEHTH C pa3/iiyHa cTeneH Ha ObOpeyuHa
HEAOCTATBHYHOCT (C HHCKA CTOHHOCT HA KPEaTHHHHOB KJIMPBLHC OT NOopAAbKa Ha 9 ml/min), Tbi KaToO
BbB (JapMAKOKWHETHYHH NPOYYBaHHA HE € YCTAHOBEHO, e ObOpeyHaTa HEAOCTaTBUYHOCT C€ OTPa3ABa
Ha eJIMMHUHHUPAHETO Ha PuHacTepul. DUHACTEPH HE € NPOYYBaH MPH MALHUEHTH Ha XEMOHAJTH3A,

Jo3HpoBKa NpHY NALIUEHTH B CTAPYECKA Bb3PACT
He € Heo6Xx0aMMO Ja Ce H3BBLPIUIBAT KOPEKLIMH B ZO3UPOBKATA, HE3ABUCHMO He PapMakOKHHETHHHUTE

MPOy4BaHHWA NOKa3eaT ¢1ado HamansBaHE Ha EJIMMHHUPAHETO Ha (PUHACTEPHA MPH NMALIMEHTH HaA
70-roaviuHa BH3PacT.

Hauue Ha NpUIOKEHHE
CaMo 3a nepopallHO NPHIOKEHHE.
TabnetkaTta TpAOBa Ja ce MOMTbILA LIK1a, Aa HE CE Pa3Aeas UM 4yNH (BK. TOHKa 6.6).

4.3 IlpornBonoka3aHus
PuHacTepHa He € MOKa3laH 3a ynotpebda npH xeHu W aeua.
MUHACTEPH € NPOTHUBOMNOKA3aH B CICAHHTE CIYYaH.

- . CBpBXUYYBCTBHTEJHOCT KbM aKTHBHOTO BELLECTBO WIH KbM HAKOE OT MOMOUIHHTE BEIIIECTBA,
30poeHn B Touka 6.1.

- BpeMmenHocT: Ynorpe6ara npu xeHun, KOUTO ca OpEMEHHH UM € BB3MOXKHO Ja ca 3abpemMeneny
(BX. TOuka 4.6)

4.4 CrheuMa/IHK NpeRyNpexKIeHHA H IpeANa3HH MEPKH NpH ynorpeda

Ob1u:

- 3a na ce u3berHaT oOCTPYKTUBHH YCI0KHEHHA € BAXKHO MALMEHTHTE € rojisM o0eM OCTaTbYHa
ypHHa W/WIK CUJIHO HaMaJleH YpHHeH AcOUT aa ObaaT BHUMATEIHO KOHTPOJHPAHH,
B13MOXHOCTTA 33 XHpypruvHa HaMeca TpaOBa na Obae B3eTa npeaABUA.

- [Tpy naureHTH NeKyBaHu ¢ puHacTepua e Heobx0aMMa KOHCYNTaUMS ¢ YPONOT.

EdekT BbpXYy OTKPMBAHETO Ha cnieuMdUUHUA npocTaTeH aHTUred (PSA) W kapLMHOM Ha nipocTarara
Jlocera He e qoKa3aHa KJIMHHYHA TTO3a OT JIEYEHHETO ¢ PHHACTEPHUA NMPH NAUHEHTH C KAPLIMHOM Ha
npoctararta. [TauveHTy ¢ BPH 1 noBumeHun cTolHOCTH Ha cneuH@HUYHUA NpocTaTeH aHTHreH (PSA)
ca HabN0AaBaHH B KOHTPOJIHPAHH KJIMHUYHHU MPOYUYBAHHUSA ¢ NMPOBEKAAHE Ha CEpUs OT U3CNeABaHUA
Ha PSAs u 6noricuu Ha npocTata. [1pu Te3u BPH npoyuBaHuna, puUHACTEpHI HE OKa3Ba BIIHAHUE
BbpPXY 4€CTOTATA HA JHarHOCTHMLIMPaHE HA KAPLMHOM Ha NpocTarata v o0LmsAT Opoit Ha
AHAFHOCTHLIMPAHHTE CAyYau He C€ pa3NivyuaBa CTATHCTHUYECKH 3IHAUYMMO NMPU NALMEHTHTE, JIEKYBAHH C
¢uHacTepua vaKn niaauedo.

[Ipenn HavanoTo Ha TepanyusaTa ¢ PUHACTEPHA, KAKTO U NEPHOAHYHO NO BPEME Ha JICHEHHETO €
HeOOX0AMMO /a ¢ U3BBPLIBA PEKTATHO TYLUHpaHe M NMPH HEOOXOAUMOCT Ja Ce U3C/eBaT
CTOMHOCTHTE Ha cneuupUuHUA mpocTaTeH aHTureH (PSA) B cepyMa, 3a ia ¢e H3KIKOUH KapLMHOM Ha
NpoCTaTAaTa. l(aTo AN0, KOTraTo C€ U3BLPLUBAT aHAIU3H Ha PSA, W3X0aHHUTE CTORHOCTH P__ ' ‘

3HAUMTEHO NIPHIOKPHBAHE HA CTOMHOCTHUTE HA PSA npu Mbke cbe Hnu Oe3 Kapuu
npoctatata. CneaosarenHo, npu Mbxe ¢ JIXI1, ctoiHocTHTE Ha PSA B HOpManH
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duHacTepua BOAU A0 NOHWKABAHE HA CEPYMHUTE KOHUEHTpauKuu Ha PSA ¢ okono 50% npu
nauneHtH ¢ JIXII, nopH Npy HalMUME HA KApUWHOM Ha npocTarara. ToBa NoHHKEHHE Ha
cepyMHHTe HUBa Ha PSA, npu nauneHtw ¢ JIXI1 TpeTtupanu ¢ ¢punacrepua, tpadsa ga 6sae B3etTo
Mo,i BHHMaHHE TNIPH OLIEHKATa Ha AaHHWUTE 3a PSA K aa He ce U3KoUuBa Bb3MOKHOCTTA 32
CBITBTCTBALL KAPUHUHOM Ha npocTartara. Tosa NOHWKEHHE € MPEJBHAUMO 3a LIEHA JHana3oH oOT
CTOHHOCTH Ha PSA, BbIIpeKH ye MOXE J1a Bapupa npy OTACIHHUTE nauMeHTH. AHanu3 Ha PSA
nauHuTe ot noseye ot 3 000 nanenTH B 4-roauiuHo, ABOHHO-CNANO, MiaLedO-KOHTPONUPAHO
Mpoy4BaHe 3a AbJArocpoyHa epukacHocT v 6eszonacHocT Ha PuHacrepua (Long-Term Efficacy and
Safety Study (PLESS)) norebpaaaBa, 4e MpH TUIIMYHUTE MALKEHTH, JIEKYRAHH ¢ QHHACTEPHI 3a
nepyuo/ OT WeCT Meceua win noseue, PSA crofinoctyre TpadBa na 6baaT yABOEHH B CpaBHEHUE C
HOPMAJTHHTE I'PaHHULIM NIPK HENEKYBAHH MbKe. TOBa NPEU3IUUCIICHHE 3ana3Ba YYBCTBHTEIHOCTTA H
cnelu@UUYHOCTTA Ha W3CIIEABAHETO HAa PSA H noaabpxa Bb3MOXKHOCTTA MY 112 OTKPHBA KapLIHHOM
Ha fpocTaTara.

Bcako nocTOSHHO yBEnHUYaBaHe Ha cTOHHOCTUTE HA PSA rpH nauMeHTH, 1eKyBaHHU ¢ ¢pUHaAcTepHA,
TpAaOBa /1a ce OlieHABAa BHUMATENHO, BKJIIOUHTENHO Aa ce paslilela Bb3MOKHOCTTA 34 JIMIICA Ha

KOMIUIaHWLHC.

[TpoueHTsT cBOBOAEH PSA (cBODOAEH NO OTHOWIEHHE HA TOTANHOTO PSA ChLOTHOLIEHHE) He ce
NOHKWKABA 3HAYMTENIHO OT PUHACTEPHI M OCTABA MOCTOAHEH JOPH NOJ BIUEHHE HA PHHACTEPHA.
Koraro npoueHTsT cBoOOACH PSA Ce M3MOJI3Ba KATO IOMOLIHO CPEeACTBO NPH OTKPHBAHE HA
KapUWHOM Ha MPOCTATAaTa, HE C€ Hanara NpexH3vynciaBaHe Ha HeroBaTa CTORHOCT.

JlekapcTBeHH B3aUMONCHCTBHA/B3aUMOACHCTBHA ¢ 1adOpaTOPHH M3CIEABAHNS

Edgbexm svpxy cmotinocmume na PSA

CepyMHara KoHUeHTpauHua Ha PSA kopenupa ¢ Bb3pacTra Ha nauveHTa M odemMa Ha NnpocTarara, a
0o0eMbT Ha NpocTaTaTa € CbIIOCTABHM C Bb3pacTTa Ha naureHTa. Koraro ce oueHaar nabopaTopHo
onpeaeneHUTE CTOMHOCTH Ha PSA, TpabBa aa ce B3eMe noa BHMMaHHe PaKkTbT, Y€ MPH MNALHEHTH,
neKyBaHd ¢ duHacTepua HUBaTa Ha PSA Hamansasar. [1pu noBeueTo nauneHTH ce Habnoaaea Obp30
MOHMXKABaHE Ha HUBATa Ha PSA npe3 NbpBUTE MECELIW OT TEpanuiaTa, chea KoeTo HueaTta Ha PSA ce
CTa0OMIM3UPAT A0 HOBH H3XOAHH CTOHHOCTU. M3XOQHHTE CTOHHOCTH, NOJYYEHH Cll€] NEUEHHETO Ca
NPUONN3UTEHO HANOJOBUHA HA TE€3M Npeay npuiaraHeto My. CnenoBaresHo, ApH TUITHHHUTE
NMaUHeHTH, JIEKYBaHH ¢ PHHACTEPHA B [POABLIIKEHHE HA LUECT MECELA WIH OBEYE, CTOMHOCTHTE Ha
PSA tpabea na Obaar yABOsSBaHH 3a CPABHEHHE ¢ HOPMAIHMTE CTOHHOCTH NIPH HEJIEKYBAHH MaLMEHTH.

3a KTMHUYHA MHTEPNpPETaUMA BHXKTE ,,E(EeKTH BbPXY OTKPHBAHETO Ha ClIEUH(PHYHHA NPOCTATEH
aHTured (PSA) u kapuydHOM Ha npocTarata’ B TO3U pasgen. He ce HabsironaBaT ApYry pa3jiuky B

CTaHAapTHUTE 1abopaTOpHH U3CNeBAHMA MPH NALMEHTUTE, JIeKYBaHH ¢ IL1auebo Unn puHacrepua.

Pak Ha MJIEHHATa XKe3a NPH MbiKe

Pak Ha MieyHaTa *J1€3a € AOKIAABAH NPH MBKE, NpUeMallly pHuHacTepUA N0 BPEME HA KIIHHHYHMTE
NPOYYBAHHA H B MNOCTMApPKETHHIOBHA NepuoA. Jlekapure TpaOBa 1a HHCTPYKTHPAT MALIHEHTHTE CH
He3a0aBHO 1a AOKIAABAT 33 BCAKAKBM MPOMEHH B IPbHATA ThKaH, KaTo OyukH, O0nka, rHHEKOMacTHA
WIH OTAENAHE HA CEKPET OT 3bPHOTO.

[leanarpuuna ynotpeba
MUHACTEpPHA HE € MOKAa3aH 3a ynorpeda npy aeua.
be3zonacHocTra ¥ €PEKTHBHOCTTA NPH 2€la HE Ca YCTAHOBEHH.

YepHoapobHa HEAOCTATLYHOCT
EdexTbT Ha YyepHOApOOHATA HEZOCTATBYHOCT BbPXY (apMaKOKHHETHKATa HA PHHAC
u3yuapaH. [Ipenopbusa ce ynorpeda ¢ NOBUIIEHO BHUMAHHE MPHU MALKEHTH C Hapy
yepHoapoOHa GyHKUMS, ThH KaTo PHHacTepua ce MeTabonu3npa B roasama CTeneH
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1a3MeHHTe KOHIICEHTPAUHH Ha (PMHACTEPUA MOTaT N1a CE MOBHILAT NPH TaKHBa naukeﬁr (nx;. e '...’ ;i f _;
TOYKA 4.2). 1.\.:: "‘"'f“'j;;, * {i g ..
\:.:\\ » 'Cf‘ — - &\.*\-;“.f'-
NS
\'::::.---"’/
3

SE/H/G634/001/11/042




[IpOMeHH B HACTPOEHHETO H JENPECHS

[TpoMeHH B HACTPOEHHETO, BIUIIOUHTEHO AENPECHBHO HACTPOEHHE, AEMNPECHS U NO-PAIKO CYHLUHAHA
uaealuus ca cboOlaBaHKU NPU NALMEHTH, NeKyBaHH ¢ puHacTepua. [launenture Tpadea na 6baat
NPoOCAeAABAHH 33 NCHXHYHU CUMIMTTOMH M aKO Ce NOABAT TaKWBa, NaUHEHTLT TpAOBA 1a Obae
NOCHBETBAH /1a MOTLPCH MEAKIIMHCKA MOMOLLL.

[loMoLIHY BELLIECTBA

Jaxmosa |

[TaLneHTH ¢ peaKH HacNeACTBEHH NPoOIEMH HA HEOHOCUMOCT KbM TajlakTo3a, IThJIEH JIaKTa3eH
AeHUUNT HAH TIIOKO30-raJlakTo3Ha MajtacopOuus He TpsaOBa Aa npyUeMat TO3H JIEKApCTBEH NPOIYKT.
Hampuui

To3H nexapcTBeH NPOAYKT ChAbPKA MO-Manko or 1 mmol Hatpuit (23 mg) Ha puaMHUpaHa TabeTKa,
T.€. MOXKE 13 CE KaXKe, Ue NPAKTHUYECKH HE ChABPXKa HATPHH.

4.5 BsaumonelicTBHe ¢ APYFH J€KAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOJeHCTBHE

He ca ycraHOBEHM 3HAYMTENIHH B3AUMOJECHCTBUS € IPYTH JIEKAPCTBEHH NPOAYKTH. DHHACTEpHN ce
MeTabon13npa OCHOBHO upe3 uMToxpoMm P450 3A4 en3MMHaTa CUCTEMA, HO M3IJIEXKAA HE 1 NOBJIHABA

IHAUMTEIHO. Bbnpeku, ye puckbT PUHACTEPHA Aa NOBIUABA (PapMaKOKUMHETHKATA HA JIPYIH
NIEKApCTBA € OLEHEH KaTo MaJTbK, MMa BEPOATHOCT HHXHOUTOPHUTE H HHAYKTOPHUTE Ha uHTOXpoM P450
3A4 1a nopausABaT NAa3MEHWTE KOHUEHTpaUMH Ha PuHacTepua. Bwnpeku ToBa, Ha Oa3aTa Ha
YCTAHOBEHHUTE PaHHLIK Ha 0€30NacHOCT, BCAKO MOBHUIABAHE NOPAIH €/1HOBpEMEHHaTa ynortpeba Ha
TaKUBa MHXMOUTOPH € MAJIKO BEPOATHO 11a € KITHHHYHO 3HAauYUMO. Cle/IHNTE NCKapCTBEHU MPOAYKTH
ca NPOy4BaHHW NMpPH XOpa U HE €a HACHTHPHULHPAHHK KITHHHYHO 3HAYHMH B3aHMOICHCTBHA:
[MPONPaHoo, IHrOKCHH, rubeHk1aMua, BapdapuH, TeopuanH n PeHasoH.

4.6 @epruauTter, OpeMEeHHOCT H KBPMEHE

bpeMeHHOCT
(dUHacTEpUI € NPOTHBONOKA3aH 3a ynorpeda npy )KeHHU Korato ca OpeMeHHH WIN HMa BEPOATHOCT Ja

ca OpeMeHHH (BXK. TOuka 4.3).

[Topagu cnocobHocTTa Ha THN 1l Sa-peaykTaza HXMOUTOPHTE Na HHXHOUPpAT TPEBPLIIAHETO Ha
TECTOCTEPOHA B JHXHAPOTECTOCTEPOH, TE€3H JIEKAPCTBA, BIJIOYHTENHO PHHACTEpHA, MOraT a
NMPUYHHAT YBPEKAAHHA Ha RLHIIHWUTE MEHUTAIIMHM HA MBXXKHA (eTyC KOraTo ce€ npuaarart npH
OpeMEHHH »EHH (BAK. TOUKH 5.3 1 6.6).

Puck 3a muickus hemyc npu excnosuyuama Ha gunacmepuo

BpeMeHHH KE€HH U JKeHH, KOUTO MOraT Aa 3abpemeHesT He TpAOBa Aa NOKOCBAT CHYINEHH WIIH
cMaukaHH TabneTku pyHacTepua, nopaau pucka ot abcopdbuus Ha GpuHaAcCTEpH Npe3 KoxKATa U
nocJjieiBall NOTEHUHAIEH PUCK 338 MBAKKHA ety (BXK. ,,.bpeMenHocT” 8 TO3M paszaen).

Tabnetkure XunnaduH ca GUIAMHPAHHU, KOETO MPH HOPMANTHO DopaBeHe NPEAOTBPATABA KOHTAKTa C
AKTHBHOTO BELLECTBO, OCBEH aKO TaDNETKHUTE HE ca CUYINMEHH WIH CMAUYKaHH.

Manku konHuyecTBa GHHACTEPHA €A OTKPHTH B CEMEHHATa TEYHOCT HAa HHAWBUIIU, NMPHUEMALLH
duHacTepuz 5 mg/aen. He e u3BecTHO nanu Muxkua ¢peTyc Moxe na ObAc yBpEAEH, aKo MaHKaTa €
H3JI0’KEHA Ha CEMEHHATa TEYHOCT Ha NMAauMeEHT, 1eKYBaH ¢ ¢puHacTepua. Korato cekcyanHara
NapTHLOPKA Ha MaLMEHTA € WIIK MOXE Aa € OpeMeHHa ce TPENnopbUuBa NALHEHTET 14 CBEIE A0
MHHUMYM €KCTIO3MLIHATA Ha MapPTHLOPKATa MY KbM CEMEHHA TEYHOCT.

-"f-:"‘.":'_ "“: -é:.‘:-.%
KbpMeHe e th e 4 R
dnHactepna TabneTku He e NoKa3aH 3a ynotpeda MnpH xeHu. He € u3BecTHO nanu 168N, N
EKCKpEeTHpa B MAaHUHHOTO MJTAKO. ,.aﬁ“ﬁ{ LN \
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TEUHOCT CJIe], ITYCKAHETO Ha Nnasapa Ha APYry NpoAyKTH, cbabpxKawy puHactepua. B Hakou ot tes3n
NOKNAAH NALHEHTHTE ca UMalIH APYTH PUCKOBH (PAKTOPH, KOUTO MOXKE Aa Ca AOMPHHECITH 3a
6esmnoaunero. CrobluaRa ce 3a HOpMalH3UpaHe WM NOACOpABAHE Ha KaUECTBOTO Ha CNEPMATA Cle]l

' cnupaHe Ha (UHACTEPHA.
4.7 Edexrtn BLpxy cnocobHocTTa 32 WIOPHPAHE H padOTa ¢ MALIKHH
Hama paHHu, uye prHacTEpU NOBAUABA CNIOCOOHOCTTA 32 WOPHPaHE U padoTa ¢ MALLIKHM.

4.8 HexenaHn 1eKapCcTBEHH PpeaKUHH

Hait-uecTHTe HexeNaHH peakliMK ¢a UMMOTEHTHOCT W HaManeHO nubuao. Tesn Hexenanu peakuvu
HaCTHNBAT B PAHHHA €Tal Ha TepanuaTa U NPH NOBEYETO NAUMEHTH OT3BYYABaT B X012 Ha JICYCHHETO.

Hexenanute peakuMy AOKNAABAHU MO BpeEMe Ha INIMHHYHWTE NPOYYBAHHA H/HIIH
NOCTMapKeTHHroBaTa ynorpeta Ha 5 mg ¢puHacTepyua W/ Wi chHaCTepw.l B NO-HHUCKH JO3HM Ca
Oonucaly B Tabnuuara no-zony.

YecToTaTa Ha HEXKENAHHUTE peakLUH € OTIpeeAeHa KaKTO Cle/1Ba:

Muoro yecti (21/10)

Yectu (>1/100 go <1/10)

Heuectu (>1/1 000 no <1/100)

Peaxun (>1/10 000 oo <1/1 000)

Muoro peaxu (<1/10 000)

C Heu3BecTHa uecToTa (OT HAJIMMHKTE JaHHH HE MOXeE Aa Obe HalnpaBeHa OUCHKa).
YecToTaTa Ha HEXKENNAHUTE peakUMH JOKIaABaHH B MOCTMApPKETHHIoBaTa ynorpeba He Morar aa 6baar
ONpeae/eHN Thil KaTo ca MONYUYEHU OT CIIOHTAHHH CHODIIEHUA,

CucTteMo-OpraHuHy YecToTa HexeJlaHH peaKINH
KJ1AC0Be
HapyweHus Ha C neuzsecmna | PeakuuH Ha CBPBbXYYBCTBHUTENHOCT, BKIIKOYHTEIHO _
UMYHHATa CUCTEMA yecmoma aHruoeaeM (BIUIOYBA NOAYBAHE HA YCTHUTE, €3HKa,
[lcuxnunm . |
HapyucHHA C neuzeecmna | Jenpechs, NOHWKEHO NMOMAO, KOETO HE OT3BY4AaBa

| | vecmoma | cjien npekpaTsaBaHe Ha JICYEHHETO, TPEBOXKHOCT
Coupaecunu HapyineHus | C neuzgecmua | Ilannuranus

yecmomda i L

XenatoOunuapHu C neuszeecmua | TloBUlIEeHH Y4EPHOAPOOHH €H3UMH |
HapyilUEHHA yecmoma |
HapylueHus Ha Hevecmu Qo0puB
KOXKaTa W NOAKOKHATa | C neuzeecmna | [lpyputyc, ypTHKapus

TbKaH Yecmoma |

Hapywenns Ha Yecmu MMNOTEHTHOCT
pECNpoOAYKTHBHATA Heuecmu Hapyiuena eskynauus, l-IyBCTBHTEJ]HOCT Ha I'bPOYTE, |
CHCTEMA H 'bplaTd YroN€MABaHE Ha IbpANTE
C neuszeecmna | bolka B TECTHCHTE, XEMaTOCTNIEPMHA, epercm.rma
HeCTOMA AUCHYHKLUMA, KOATO MPpOABIKaBa Ci1e npercpamaaue Ha

NeYeHHeTo, CAKYJIaTOpHA AMCPYHKLHS, K{)
NpoAbLIXKaBa CNe/l peKpaTABaHE Ha Jiey

ceMeHHaTa Te4yHocT. *

Hicnensanus I ‘-Iecmu I Hamanen obem Ha eskynara

* Cnen npexpaTaBaHe Ha NIEUEHHETO C (prHacTepu ce cbhobluaBa 3a HOpManM3Hupa
noJo0paBaHe Ha KaYE€CTBOTO HA CEMEHHATA TEHHOCT {BXkK. TOYKa 4.6).

..'—
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B nonbiHeHue € A0KJIaaABaH KapUWHOM HA I'bpAaTa NpH MBXKE B KIHHHYHUTE NPOYYBAHHUA H
NOCTMapKeTHHroeara ynorpeba (Bx. Touka 4.4).

Jleuenne na npocraTuute cumnromu (Medical therapy of prostatic symptoms (MTOPS))

MTOPS npoyusaHe cpaBHiBa puHacTepua 5 mg/aeH (n=768), nokcazo3nu 4 wiu 8 mg/aeH (n=756),
kOMOKHHMpaHa Tepanua oT ¢uHacTeEpUa 5 mg/neH U Aokca30o3uH 4 unu 8 mg/nen (n=786) n nnauebo
(n=737). B Te3u npoyuBaHus NpodWIbT Ha 6€30NMaCHOCT K NOHOCUMOCT OT KOMOHHHpaHaTa Tepanus €
KaToO UAJIO B CHOTBETCTBUE ¢ MPOPUIMTE HA HHAKUBHAYAMTHUTE KOMMNOHEHTH. HecToTaTa Ha HapyLIEHHE
B €AKYNALMATA NPH NaLMEHTH, NOTyYaBalH KOMOHHHPpAHaA TepanHs € CpaBHHUMA CBbC CymaTa oT
YeCcTOTaTa Ha Ta3H HEXKENAHA peaKuina 3a ABETE MOHOTEPATHH.

JlaHHu oT nabopaTopHHU U3CTIeABaAHUA

Koraro ce oueHsasat nabopaTropHuTe AaHHH 3a PSA, TpabBa a1a ce 00bpHe BHUMaHue Ha dakra, ue
HupaTa Ha PSA 0OGMKHOBEHO Ce MOHHXABAT IPH NALMEHTH NEKYBAaHH ¢ puHacTepua (Bx. Touka 4.4
JlekapcTBeHH B3aHMOICHCTBUA/B3aUMOACHCTBHA € 1aDOpaTOPHU U3CNEaBaAHUR).

Apyry AbArocpoyuHy AaHHU
B 7-roauiiHo ninauebo-KOHTPOJHPAaHO NpOoyYBaHe B KOETO ca BlloueHu 18 882 3apasu Mbike, OT

kouTo 9 060 ¢ AaHHK OT UraeHa npocTaTHa OHONCUA 3a aHAJIK3, KAPUWHOM Ha NPOCTATATa € OTKPUT
npu 803 (18,4 %) oT MbkKeTe, nonyuasaw GuHacTepua S mg v npH | 147 (24,4 %) ot mbxere
noayvasaiuiy rnauebo. B rpynara nonyyasania gpuHactepua, 280 (6,4 %) oT MBIKETE Ca UMaANH
KapIMHOM Ha nipoctaTtaTta 7-10 no 'MucoH, oTKpUT npy UraeHarta 6uoncus B cpasHeHue ¢ 237 (5,1 %)
B rpynata Ha njaue6o. JlonmbJIHUTENHHTE aHANW3HW NPEANOoiarar, 4e NOBULIEHATa YeCTOTa Ha OBp30
pa3BHBAlil Ce KapLIMHOM Ha npocTaTaTa, Haba1oAaBaH NpH rpynara, npueMaia GUHaCTepH, MOXKe na
Obae 00ACHEHA Upe3 OTKPUBAHETO HA OTKJIOHEHHSA, Ab/DKALLUKM C€ Ha €PEKTA OT PHHACTEPHA BhPXY
obema Ha npocTarara. Ot oOwMa Opoil cilyyan Ha AMarHOCTHUHPAaH KaplUWHOM Ha NpOCTaTaTa B TOBA
npoyusaHe okono 98 % ca knacuduuMpanu kato uHTpakancynapuu (paza T1 wan T2). KnuHuyHara
3HAYUMOCT Ha AaHHUTE 3a 7-10 no I'IHCOH HE € U3BeCTHA.

CroblLuaBaHe Ha NOJ03MPAHH HEXKENaHH PEaKLUK

C10011aBaHETO HAa NOJO3HPAHH HEXeIaHH peaKLWH CIEA pa3peLlaBaHe 3a ynorpeda Ha JIEKapCTBEHUS
NpOAYKT € BaxkHO, ToBa no3BonsBa aa NpoaAbLIkH HabAl0AEHHETO Ha CbOTHOLICHHUETO MOM3A/PUCK 3a
NeKapcTBeHH NPOAYKT. OT MEAHLMHCKHTE CNELMATTHCTH CE H3MCKBA Ja ChoOLIaBaT BeAKa

NOAO3UpaHA HexeNaHa peakliia uypes M3nwaHuTenHa areHUMs no nekapersara, ya. Jlaman ['pyes™
No 8, 1303 Codua, Ten.: 02 8903417, yebeaitt: www.bda.bg.

4.9 Ilpexoiupane

[Ipu nauMeHTH, NpUeMann eAHHUYHH N03H PrHacTepua 1o 400 mg n MHOrokpaTHu A034 Ao 80 mg
AHEBHO B NPOJb/LKEHKE HA TPH Mecela, He ca HaOnonapaHu HexenaHH peakuvd. Cnenudryno
AeYeHHUe NpH Npeao3npaHe Ha PHUHACTEPUT HE MOXKE Aa DBbae npenopbyYaHo.

S. ®APMAKOJIOTHYHHU CBOHCTBA
5.1 dapMaxkoaAHHAMHYHH CBOHCTBA
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MdunacTepnil HAMa aQUHUTET KbM aHAPOTEHHUA PELIETTOP.

Knunuunure U3NHTBaHHUA nMokasear Obp30 HaMmanaBaHe Ha cepyMHUTE HUBa HA DHT cne 70 %, koeto
BOAM 710 HaManasaHe obema Ha npocrarata. Cnea 3 Mecelia HacTbNBa HaMasnaBaHe ¢ okono 20 % B
ofema Ha »e3aTa U CBUBAHETO i Npoab/KaBa U JocTura npubnusurento 27 % cnea 3 roavHwu.
3HAYUTEIHO HAMAIIBAHEC HACTBNBA B MEpPUYpPETPAlIHATA 30HA HENMOCPEACTBEHO OKONO YpeTpaTa.
YpoauHaMUYHUTE NMOKA3aTENH MOTBbPKIAABAT CHILO TAKA 3HAYMTEIHO HAMANABAHE HA AETPY30PHOTO
HaJIAraHe B PE3YyJITAT HA HAMAaNeHaTa 00CTpyKuUMA.

3HauMTENHH NOA0OpEeHHI B MAKCUMATHHA YPHHEH AeOUT U CHMITTOMHTE Ca NOCTHIHATH CJIEA OKOJIO
ABE CeIMMLM B CPaBHEHHE ¢ HAYAJIOTO Ha JeueHneTo. Paznnuns ot nuauebo ca JOKYMEHTHPaHH cnen

4 n 7 Mecela CbOTBETHO.
[TokaszaTenuTe 3a epUKACHOCT ¢a NOAAbPKAHH Npe3 3-roAHIUeH NEPHOA CNEN NEUYEHHETO.

EdexTy Ha 4-roauIuHO JeUeHHE ¢ PUHACTEPHA BhPXY YECTOTATA HA OCTPA 3aPbKKA Ha YPHHATA
HeOOXOAUMOCT OT XHpPYPruyecka HaMmeca, CKop Ha CUMIITOMUTE M 0beM Ha npocTarara

B xi1HMHH4HH NPOYUBaHMA Ha MALIMEHTH C YMEPERH 10 Te:KKU cuMnToMu Ha JIXI1, yronemena
MPOCTATA, YCTAHOBEHA MPU PEKTAIHO TYLUWPaHE U HUCKH OOEMH Ha OCTaTb4Ha ypHHA, PHHACTEPH
HaMaJisBa C/Y4auTe Ha ocTpa 3aapbxkKa Ha ypunata ot 7/100 ao 3/100 npes 4-roamnwien nepvion,
KaKTo U HeobxoauMocTTa oT xupyprudna nameca (TYPIT wnu npocrarexkromus) or 10/100 ao 5/100.
ToBa HamManasaHe ce ¢cBbp3a ¢ noaodOpsBane OT 2 NyHKTa B ¢kopa Ha cumnromute no QUASI-AUA
(amanazoH 0-34), npoab/okHTeHa perpecus B o6eMa Ha npocTararta ¢ npubausurento 20 % u

YCTORUYMBO YBEJIMUEHHUE HA YPHHHKA AcOMT.

5.2 dapmMakoKHHETHYHH CBOiCTBA

Ab6copbuus
BruonanuyHocTTa Ha huHacrepus e okojio 80 %. Makcumannu nnazMeHy KOHLEHTPaUHH C€ JOCTHraT
NpUOJIM3KUTENTHO 2 Yaca ciejl MpHeMaHe Ha JIeKapcTBOTO, a abcopbuusita e Imb/iHa cnen 6-8 yaca.

PasnpeaencHue

CBBbp3BaHETO C IU1a3MEHUTE NPOTEHHU € NpUbIn3uTeHo 93 %.

KnupbHceT ¥ 00eMEBT Ha pa3npeaeneHye ca npubnnsurendo 165 ml/min (70-279 mimin) n 76 1 (44-
96 1) croTBeTHO. [IpH MHOrOKpaTHO NpUWIOKEHHE c€ HAbNIOJaBa KyMyJIHpaHe Ha MaJIKH KOJIM4ECTBa
¢uHacTepuna. Cnea npueMbT HA AHEBHA A03a OT 5 mg HaH-HHUCKAaTa KOHUEHTpauKrsa Ha puHacTepus, B
PAaBHOBECHO ChCTOAHME (steady-state) € u3uucneHa Ha 8-10 ng/ml, ko410 OcTaBa crabHiiHa € TeYEHHE

Ha BpCMCTO.

buotpanchopMarus
dunacTepua ce MetabonnaHpa B uepHus Apob. rHacTepyu He NOBIHABA 3HAYUMO LuTOXpoM P450
eH3uMHaTa cucrema. MneHTuduurpanu ca nsa meradonura ¢ HUCHK edeKT 3a UHXUOHUpaHe Ha Sa-

peAyKTa3aTa.

EnumMuHupane

InasMeHHUAT NMONYKHBOT € cpeaHo 6 yaca (4-12 yaca) (npu Mbxke > 70 roauun: 8 vaca, AMana3oH 6-
|5 yaca).

Cnel npunaraHe Ha paaHoakTHUBHO Oens3aH gunacTepua, npudnuzdrento 39 % (32-46 %) or gozara
ce eKCKpeTHpa B ypHHaTa noj dgopMmara Ha MeTabonuTn. PakTHYECKH B YPHHATA HE C€ OTKPHBA

HenpoMeHeH duHacTepua. Okono 57 % (51-64 %) ot obwara go3a ce ekckpeTHpa BbB (ekas
f"ff'. A

ITpu nauieHTH ¢ 6L6pedHO yBpekaaHe (KpeaTUHUHOB KAMPBHE HaA 9 ml/min) He ¢

NPOMEHH B eTHMUHMPaHETO Ha HHAcTepua (BXk. Touka 4.2) A(N

YcTraHoBeHo e, ue hMHacTepua NpeMyUHaBa Npe3 KpbBHO-MO3b4HaTa 6apuepa. M
duHacTEpH Ce OTKPHMBAT B CEMEHHATa TEYHOCT Ha NEKyBaHH nalMeHTH. B aBe npoy
nobposony (n=69), nonyuyasaium puHAcTEPHA NO 5 ME/IEH B MPOABDKEHHE Ha 6-24

7
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KOHLEHTPaUMHTE Ha PHHACTEPHI B CEMEHHATA TEYHOCT BapHpa oT HeoTkpuBaeMH (<0,1 ng/ml) no
10,54 ng/ml. B eaAHO No-paHHO NpOYyYBaHE, KOETO H3MOA3BA NO-MAIKO YYBCTBHTE/ICH dHANIU3,
KOHUEHTpAaLUHHUTE Ha QPUHACTEPH/ B CEMEHHATa TEYHOCT Ha 16 HHAWBUAKW NOJyYaBallH GUHACTEPUA, MO
5 mg/nen sapupat ot HeoTkpuBaemH (<1,0 ng/ml) no 21 ng/ml. Taka, Ha 6a3zaTa Ha 0OeM Ha edKy.1aTa
5 ml, konu4ecTBOTO PHHACTEPHI B CEMEHHATA TEHHOCT ce H3uucaaBa Ha 50 1o 100 nbTH No-mManko or
no3ara Ha ¢uHacTepua (5 pg), KOATO HAMA ePEKT BLPXY LMPKYIHpalHTe HHBa Ha DHT npu Mmbxere
(BX. CbUIO TOUKA 5.3).

5.3 [IpeaxnnuAYHHK NaHHH 32 Oe3omacHoOCT

HexnuHHYHHTE JaHHH He NOKa3BaT ocoOeH pUCK 3a xopara Ha $a3a Ha KOHBEHLIHOHAJIHHTE
(papMaxkonOridH1 U3INHTBAHKA 32 TOKCHYHOCT MPH MHOTOKPAaTHO MpHiarale, reHOTOKCHYHOCT H
KapUWHOTEHEH MoTeHUHaN.

M3nuTBaHUATA 33 penNpoAYKTHRHA TOKCHYHOCT NPYA MBXKKH TUTLXOBE NMOKa3BaT HAMAISBAHE HA
TErJI0TO HA MPOCTATATA H CEMEHHUTE BE3HUKYJIM, HAMAISBaAHE HA CEKPELINATA OT BTOPHUYHHUTE NOJIOBH
#J1E3U U HAMANABAHE HHAEKCA Ha PepTUNUTETA (B Pe3Y/ITAT Ha TbPBOHAYATHUSA (hapMaKOIIOTHYEH
edekT Ha punacTepua). He € AcHA KNMMHUYHATA 3HAYUMOCT HA TE3H PE3YNTATH.

KakTto n npu apyru uHXMOUTOpH Ha S-anda peaykrasarta, ce HabaronaBa GpeMHHH3ALHA HA MBKKHTE
¢deTycH Ha MIBLXOBETE NPH NpUIaraHe Ha PUHACTEPHA NIPE3 recTaluUOHHKUA nepuoa. HHTpaBeHo3HOTO
NpHUNoKeHHe Ha hrHacTepua NpyH OpeMeHHH pe3yc MaiMyHH NpH 103HpoBkH 10 800 ng/aneBHO npe3
LIEJTHA NEPHOJ Ha eMOpHUOHAIHO M eTanHo pa3BUTHE BOAM 10 AaHOMAIHH Ha MBKKHA peTyc. Tasu
no3a e okono 60-120 nbTH NO-BUCOKA OT NPEANONAracMOTO KOJIUYECTBO B CEMEHHATA TEHHOCT Ha
MBXK, KOITO e npHeMan 5 mg ¢puHacTepH M Ha KOATO XKEHATA MOXKE Ja € OHNA H3JT0XKEeHA
MOCPeACTBOM CeMeHHaTa TeHHOCT. B noTebpaeHne Ha Rhesus Moaena Ha pa3sBHTHE Ha YOBELIKHUA
deTyc, nepopanHoTo NpUiIoKeHHe Ha puHacTepua 2 mg/kg/nen (cncreMHara ekcnosuuusa (AUC) Ha
MaHMYyHHTE € ManKo No-BUCOKa (3 X) OT Ta3n Ha MBKETE, KOUTO ca MIPHEMANIH 5 mg PHHACTEPUA HITH
NPUOAW3HTENHO | -2 MUIHOHA NBTH NMO-BMCOKA OT MPEANOIaraeMoTo KOAUM4ecTBO (PHHACTEPH] B
CEMEHHATA TEHHOCT) NpH OpeMEHHH MaifMYHH BOAH 10 aHOMAJ/IMM Ha BHHLIHHUTE MMOJIOBH OPraHy Ha
MbKKHA peTyc. He ca HabnioaapaHy ApyrH aHOMAJIMH NPA MBXKKHR QETYC, HUTO CBLP3aHH €
(prHACTEpHU] AHOMATTMHK NIPH JKEHCKHA GETYC HE3aBHCHMO OT 1034T4.

6. OAPMAUEBTUYHHU JAHHHU
6.1 CnHcbK HA NOMOIHHTE BellleCTBA

Anpo Ha TabaeTkara

JNlakTo3a MoHOXMApAT

MHKpOKpHCTANTHA LeJ1Y/103a

[ IpexenaTUHM3MPAHO LAPEBHYHO HULIIECTE
JlaypoHJIOBH MaKpoOronrivuepuan
Hatpuer HuuwiecTeH riinkonat (Type A)
MarHe3ues creapar

OHAMOBO NOKPHTHE

XHUnpomenosa
Makporon
Tutanor quokcua (E 171) L
Huauro kapMuH anymuuues nak (E 132 T
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6.2 HecnBMecTHMOCTH

HenpuinoxumMo

6.3 Cpox Ha roagsocTt

3 roguHH

6.4 CneunajHn YCJIOBHA HA CbXPaHEHHE

To3u nekapcTBEH NPOAYKT HE U3HCKBA CNELIMAJIHK YCIIOBHA Ha ChXpaHeHHe.

6.5 Buau chALPXKAHHE HA ONAKOBKATA

bauctepu ot anymunuit/PVC unu anymunanii/anymunnii: 7, 10, 14, 20, 28, 30, 49; 50, 60, 98, 100 u
300 (10 x 30) TabneTtku.

[lnacTmacosn Oytunxu (HDPE): 10, 30, 50, 100 u 300 TabneTkn.
He BcHuky BUJOBE ONAKOBKK Morar Aa ObaaT myCHaTH Ha nasapa.
6.6 CnenuaJHH NpeINA3IHH MEPKH HPH HIXBLPJIAHE

JKeHunTe, koHUTO ca OpeMeHHH MoraT Aa 3abpeMeHenT He TpAOBa Ja OOpaBAT CbHC CMaUuKaHW WU

cYyneHH TabneTKH pUHACTEPHA, NOPAAHN PUCK OT a0copOLMs Ha PUHACTEPUI U BB3MOXKEH NOC/IeABaL]

PHCK 332 MBXXKHA PeTyc (BXK. To4ka 4.6).

7. NPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Teva B.V.

Swensweg 5

2031 GA Haarlem

Hunepnaanaus

8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20090013

9. JATA HA ITBPBO PASPELLIABAHE/TIOJHOBSIBAHE HA PASPELHIEHHETO 3A
YNNOTPEBA

Harta Ha mbpeo pazpewasane: 19.01.2009 r.
Iata Ha nocneaHo nogHossaBane: 23.02.2015 r.

10. JATA HA AKTYAJINZUPAHE HA TEKCTA
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