KPATKA XAPAKTEPUCTHKA HA IMMPOJIYKTA



VNINBJIHRTENHA ATERUMA N0 NEXKAPCTBATA

1. HME HA JEKAPCTBEHWS TIPOJIYKT | Kpemixa %8 Ha npogyxma - [pusoxerue 1

AO0AF0085

HEO®HH 5 mg duamupann 1abdiicrky
NEOFIN 5 mg film-coated tablets

2. KAYECTBEH 1 KOJIUULECTBEH ChCTAB

Beska fuimupana Tabnertka ¢ninpixka 5 mg dunacrepu (finasteride).

[TOMOIHO BEUISCTRO € M3BECTIO JCHeTRUC: JakTosa motoxuapar (83,800 mg).
34 TLIHMAS CIIMKCHK HA [IOMOIIBUTE BCUICCTEA BWKTC TouKa 6.1,

3. JIEKAPCTBEHA ®OPMA

OunmMupaHa Tadnerka.
e R (9
Cunsi, Kpbria, duiMupana 1ab:icrka, ¢ sjuesbiiaro pesedio osiaucuune ,,H or clipara cTparna u W37

OT ApYraTa cTpaHa.

4. KJINMHAYIINA JAHHH
4.1 TepaueBruduu HOKAZANHSI

Heodrn € mokaszan 3a ncdclive W KOHTPO. HA JOOPOKAYCCTRCHA XUIICPIIA3Hs HA TIPOCTATATd (JIX11),

3a Jia:

- IPUUMITH PETPECHS 1A YIOJICMCHATA 11POCctata, j1a 110J100pH ypruliapnis HOTOK H CUMITTOMUTE,
cRbp3any ¢ JIXII;

- HaMaJId 4ECTOTaTa Ha 0CTPpa PCICHIMs Ha ypHIiaTa ¥ 1IcoOX0/IMMOCTTa OT OHCPATHBIO JICHCITHE,
RKJTIOUBAlA TPAHCYpCTpaltia peiekims Ha npocrarara (1TYP) v npocrarexromus.

Heodun TpsGea ja cc mpwiara 1ia nalMelTy ¢ yseiaMucna npocrara (obem Ha mpocrarta Hajl
npubanzurentio 40 ml).

4.2 Jlo3MpoBKA H HAYNH HA NPHIOKCITHC

CamMo 3a NepopanHo IIPHIOAKCHHC.

Jlozupoeka

[Mpenopbumreniata jtoza ¢ cna rabieTka or 5 mg juienio ¢he Wik 6¢3 xpata. Tabncerkara TpsdBa J1a
Ce MOIILIEA 1sia W Iic TPHOBa Jla CC pazjcis Wiy pasrpomasa (kK. TOYKA 6.6). Buupeku uc
nojobpente B ChCTOSIHUCTO MOKC Jla c¢ padimo)asa CKOpo CJIC/l 3alI0MBAHC Ha JICHCHNWCTO, CC
OPENOPBYBA TO JAa NPONLIDKH Hali-maliko 6 Mecelia, 3a J1a ¢C ONpe/ICili 00CKTHUBHO J(@1n ¢ JI0CTUIHET

ONnaronpusTeH pe3yITarT oT JICHCHHUCTO.

Hozuposka npu nayueitmu ¢ CapyecKkd 8b3pacm

rOJIMINHA BL3PACT.




Jozuposka npu wepnodpobHa 1edOCHinTaUIOCH!
BAusnnero Ha depnoapobHaTa HCHOCTATBEHHOCT BLPXY (PApMAKOKHICTHKATA HA dunacrepmil 1c €
npoy«eHo (Bx. To4ka 4.4).

Hozuposka npu 6vbpeuna nedocmamsunocm

[Ipy naumeHTy ¢ PaziuuHK crelieiin 11a OL0peYHa HENOCTATHYHOCT (C KpCATHHHIOB KIMPBHC 1oL 9
ml/min) He € HEOOXO/AUMO A)(alIrHpale Ha Jio3dTa, ThH KaTO 110 BPCME Ha dhapMaKOKHIETUIHH
M3NUTBAHUA He € OWIo yeranoseio, ue 6uOpeunara nejocTarsyiocT NOBIUABA CIUMUIHPATICTO HA
punactepus. Guuacrepu)l 1IC ¢ IPOoyUBAN 1PH HANNCHTH Ha XCMOHAIN3A.

4.3 IIporusBonoxasanus

CBPLXUYBCTBATEINOCT KM (PUHACTCPU)L HITK HAKOW OT LIOMOIUIIHTC BCIICCTRA.

OUHACTCPH/ € NPOTHUBOIIOKA3ALL LIPH KeHH | jieia (8. Toukn 4.4, 4.6 1 6.6).

BpemenHocT — ynorpeda 1pH sKeHU, KOUTO ¢a OpeMCHIIM WK MOrdT HOTCHIHAIIIO 214 OLlaT OpeMCHHH
(B3k. Touka ,bpeMeHnoct, kbpmetie B Gepriiirer, EKCIosuinsg na (PMAacTEprL — PUCK 3a Tiona ot
MBKKH 1T0JT).

4.4 Cneuuajun npCIYUPEAICHUs Il HPC/IIAHN MCPKH LPH Yuorpeda

Obuiu

. IMamuelrr ¢ rodistM o0emM ocTarLuia ypyuia WK CHIIHO HaMaJICH YPURApPCH HOTOK TPsOBA JIa
O6BaaT HAOJOKaBaHW BHUMATEJIHO 34 ODCTPYKTHRIA yponaTHs.

. [TayueHTH Ha jledeHne ¢ (hriacrepuL TPAOBA 110 1pelClKa Ja Ob/laT KONCYATUpalin C yPOIIOL.
. [pean sanousane na JicucHuero ¢ dunacreput Tpsbra jia ¢ M3KIHOUA 00CTpYKIHS
BCJICACTBUE HA TPHIODY1apio HapacTBaHC Ha lipocrarara.

° Hama onur npu nanmentn ¢ uephoapobna nejocraribanocr. I'ni Karo (bunacrepull cc

METabOIN3MPa B UCPHHS NPos (B, TouKa 5.2), PH VAIMCHTH ¢ YRPC/ICHA UCpHOApoOIIa hyuxmnus ¢
HEOOXOMUMO MMOBHHICHO BHUMAHMC. Thil KATO ILIA3MCIIMIC HUBA na (PUIACTCPHIL MOXKC ja ca
YBEJIHYCHH 11PH TaKuBa 11aiMCIiTy.

¢ TO31 NIEKAPCTBEH IPOJIYKT Ch LKA JIakro3a Monoxupar. lanueirrn ¢ peiku HacAcACTBCIN
MpofieMK Ha Tanakrodna nenodocuvoct, Lapp-nakrasen AcpuunT Wi 1TIOKO30-I41aKTO3HE
MatabcopOiHa 1Ie TPHORA /13 IPUCMAT TOBA JICKAPCTBO.

. C uen u3bsreane 11a o0CIPYKTUBINTE YCIOMKHCHHUS, ¢ HCOOX0JIMMO NAIHCHTHTC € IO1AM
OCTATLUCH OBCM HA YpUHATA M/WIM CWIHIO HAMAICH ypuiapell 1OTOK jla OBh/[@aT BIMMATCIIHO
HabmonasaHy. [IpH HCOOX0/IMMOCT MOKC J1a CC HIPHUCTHITH KBM XUPYPIUYHa UHTCPBCHILAL.

Edexmu _evpxy omxpuganenio  Ha _CREYUHUNEH Apocmamen  auiiueen (PSA) u rapyunom ia
npocmamama.

Bee ome ne e yeranoneria KIIHIHIHA 1101338 O JICUCHUCTO ¢ HIiactCp/L 1IPH HATIMCHTH C KapilHIOM
Ha npocrarara. [awmentu ¢ JIX]1 v sucoku cepymun nmia na PSA ca 11poCiIc/ICHH B KOWTPOJIMDAHK
KIMHAYHA W3TMTBAHNS Upes3 Cepitiliio M3CIC/(BAKIC A CCPYMIOTO BHBO Ha PSA H cepuiing OUOICHE
Ha npocrarara. B reau vanuwrranus a JIX1, punacrepwt e ¢ npoMening ¢rernceiira a OTkpHBaie Ha
MPOCTATHHS KAPUUIIOM Y O0IAT MCCTOTA 1A 1HPOCTATIHS KAPIMIOM HC CC C pasiinyanaiia SHaquTeIHO
NPH MALUEHITH, JICKYBAIM ¢ GUIACICPH;L B CPABHCHME ¢ TC3H Ha 1ulaucbo.

[Ipeynm 3anousatic Ha Teparids ¢ HUIACTCPUH, KAKTO U HICPHO)(MUHO 1O BPCMC Ha JICHCHUCTO TpHOBa Ja
CE U3RLPINBA PEKTANHO TYNIMPAIIC, 4 P HEODX0/IMMOCT M ONPC/ICHSNC na cHCIH@UUIng POCTATCH
anrrurent (PSA) ¢ et M3Kkcnousane ga kapuuplom na npocrarara. Copymimst PSA bl
M3MONIZRA 33 OTKPMBAHC 1A upocrarius kapimioM. aid-o6uo, Gasanno 1meo Ha P
(Hybritech) jlapa MORO/L 32 PO, IL/DKABANC Ha HICICBAHMATA ¥ 1IPCIICHKA Ha HEO
U3BBLpIIBANEG HA OHolcus; 11pyu ninea Ha PSA meagy 4 v 10 ng/ml ¢ HpCnOPBLYHTCIIE
na npoxbiskar. MMa snauure:nio onsitajaue B uvsara na PSA ¢pejt MBKCTC Che
kapuutoM. CrieaoBaresno npu muxe ¢ JIXIL nopmaniire tnpsa na PSA ne u3kioyn




? rys x ) .
IPOCTATEH KAPLMHOM, HE3aBUCHMO OT Jicyenueto ¢ duiactepul. basainy uusa na | SA<4 ng/ml ne
H3KJTFOYBAT HAJTMYKME HA NPOCTATCIl KAPIMUHOM.

duHAacTepU IPECAMBBUKBA 1TO1TMKABAIIC (A CCPYMIIMTEC KOILIICHTPAlNK Ha PSA ¢ npubauzureso 50 %
1pd nauuentd ¢ JAXIL popu 1 1pH NAJIAYAC HA KapHUWHOM Ha lIpocTaTara. ToBa IMOIMKCHHUC HA
cepyMHunTe HHBA Ha PSA nipu naietriv ¢ JIXT, sickysany ¢ dunacrepu, TpsadBa 1a ¢ MMa 1PC/IBHA
npy uHTepnipeTapae na PSA-jnamnnre, Kakro M )@ HE €€ M3KIIOUBA BCPOATHOCTTE 34 HANWAWG Hd
npocTated KapimioMm. llommkennero ¢ npejlBWiMMO B PAMKHTE Ha  LEJ0CTHOTO  Bapupalic Hd
crofinocTTe Ha PSA, BBIPCKM uc MOKC J(@ CC pasnuyasa 1pH OTACHHUTS HalMCILH. | lanyecnTw,
NEKYBAHKU ¢ GUHACTCPHJL B ITPO;ILDKCIIMC Ha 6 Mecela M 1H0BCYHE, CTORHOCTHIC Ha PSA ciicasa j1a ce
YABOSIBAT, 34 Jia C€ CPABHABAT C HOPMAIIHHATC I'PAHKIN LIPU HCJICKYBAHH MBLIKC. Tosa npeU3uMCIIBANT
Ha HMBaTa Ha PSA 3anassa uyBcIRHICIOCTTA M cricimduynocTra na anamsa ia PSA n nonabpxa
BLIMOXKHOCTHTE MY 32 OFKPHRBAIIC 114 HPOCTATIIHA KAPITHIOM,

BCAKO MPOABIKHTCINIO [OBHIIARANC 11 HuBata 1a PSA 1pH naguenty, NekyBaiu ¢ gpunacrepu,
TPHGBH Ad 611,?],& BHUMATCINIQ OLCHCHD., BKINOQUHTCIHHO Jd CC HMMd HPC/ A/ H HCHOBJIMMBAHC OT
ICYCHHUETO C (PUHACTCPHL.

[MpouentsT crobojen PSA (chornonicnuero csodojuen kbm o0l PSA) ne naMaisisa 3naypmo or
GHHACTEPH/L M OCTABA ITOCTORICI /IOPU HO/L BIIAAHKCTO A (PHHACTCPH]L.

Koraro npotentsT Ha crodoyiiuns PSA ce w3noinsa 3a nomonl B Jinardocrviupatc Ha KaplMHOM Ha
[pocTarata, HE ¢ 1EODX0JIMMA KOPCKIINS.

YKenn, KoUTo ca GpeMerik Wi ¢ BeposTHO Jia 3abpemencst, e Tpadra a Jlokocsar CHYHCIW WK
HaTpolIcHU TabyieTky uuacrepy)l, NOpajM Bh3MOKIoCTTa or abcopdrmg 1a (hraacrepu)l €
MOCJIC/BAIL PHCK 34 THI0AE OT MLKKH 101, DUHacTepw)l 1abJICTKH UMaT (HUIIMOBO TIOKPHTHE, KOCTO
NIpe/iNa3Ba OT KOIFfaKT ¢ aKTHBIAra CLCTaBKa, [IPU YCJIOBKHC Y¢ HE Ca CHYNCHH WIW HATPOLICHH (BK.
TO4KH 4.6. n 6.6).

Bzaumoodeticmeue ¢ AeKaApCmea/aadopamopiy_i3Cae0eqnus

Eexm svpxy nusama na PS/

CepyMHaTta xolucurpatimd na PSA nokaszsa Kopenanysi ¢ gbu3pactia ta naluenTiuTe i ¢ obcma na
NpocTaTaTa, a OGCMBT Ha HpOCTATATA ¢ B KOpejanus ¢ Bh3pactra Ha nawmenrure. Koraro ce
MHTPENpeTUpaT sabopartopuute wic.ciatns na PSA, tpsbsa Jia cc uMa npesui pakThT, YC HUBATA
Ha PSA ce nommkasar 1pu nanKcHTH, JICKYBallM ¢ QUIACTCPWI. [Ipu woseucTo i1alMeNlTn Ce
Ha0m01aBa OLp30 Honmkasale va PSA-pvrara 1pes 1LPBATC MCCCIM 11a JICYCHACTO, CIC]L KOCTO TC
ce crabuamzupar J©© 1o Oazwim croinocrd. lTocrepanesrruiimie dasaiiiin HUBa  JIOCTHIAT
HONMOBHHATA OT Hpejrrepalenruiata uM croiiocy, CIHCoORATCIHO, 1PpY NAIMCITH € THITHHITH
CUMITTOMH, JICKYBAHM ¢ GUHACTCPHIL B LIPOILIDKCHIAC HA NICCT MCCCIE M HOBCUC, CTOHHOCTHTC A PSA
TpsAGBa 1@ Ce YABOST, 34 Jla ObjaT CPABIMMM C HOPMAIIMTE FPAIINIM 1IPH HCIEKYBaHU MbkKe. 3a
KIHHUYHO TBIKYBaHe BWKIC touka 4.4 _Clenuainn NpCIylpeskiciiveg 1 rpeinasiii. MCPpKH Hph
yriorpe6a, Edekru supxy orkpusancro na cucuuduuct rpocraren arrruren (PSA) M xaprimnom 1
npocrarara’).

Pax na zepoama npu Muoice
[To BpeMe Ha KJIMHWUYHH H3IHTBAHHA U B HOCTMAPKCTHITOBHS IEPHOJL CE CLOONARA 3a paK Ha Lp/laTd
Npu MbkKe, npuemam Gunacrepw/i 5 mg, Jlexkapure Tpsbpa ja MHCTPYKTHPAT CBOWTC 1allUCHTH

I'MHEKOMACTHA WMIIH OT/ICAANC 11d CCKNCT O 3Lpatd.

[leanaTpruna noryiaius
MUHACTCPH HE € [10KA3aH 38 1IPUAOKCIIUC 1HIPH JICHIA.
bezonacHoCTTa M ePUKACHOCTTA HPK JICIA HE Ca YCTAOBCHM,
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Jaxmoza

Tabnerkure ChbAbLPMKAT JAKTO3a MOIOXHIPAT. Tarmenure ¢ yissikou OT CIICHHINTC TCHCTHHITA NeeKrTr
He TpuGBa /12 MPEMAT TOBA JICKAPCTRO: HCUOHOCHMOCT KhM I'ajiakrosd, obIIl JIAKTa3ch JCPUIMT WITH
FIKOKO30-TanakToZHa ManadcopOIms.

4.5 B3anMoAcHCTBHE ¢ JIPYLH JCKAPCTBCHHA UPOAYKTH H (PYId GOPMH HA B3aWMO/ICHCTEHE

He ca waeHTHGUUMpanH KIHHWYIIO 3IAUAMH JIEKAPCTBCHH B3aumojicAcTsns. Harnexa (puiacrepun
He 3acara CELp3anara ¢ roxpom P450 en3umia cucreMa 3a MeraboIM3Hparic 1a JICKapeTsa.

Bbrpeky ue puckBLT HBHACTCPH;L Ad HOBIMAC QAPMAKOKHHCTUKATA Ha JIPYIH JICKapeTia ¢ ONCHCH
KATO HHCHK, UMa BEPOSTHOCT WHXWOWTOPH W MIUIYKTOpH Ha 1mroxpom PA450 3A4 ja rosinssar
MNa3MeHaTa KOHLEITpaums Ya (punacrepy/i. Bsnpekd ToBa, 853 0CHOBA 11a yCTAHOBCHHTC I'PAITHILF Tid
Ge30NaCHOCT, BCSKO YBCIIMUEHNE ;1HIGKAIL0 CC A ¢JIHOBPEMEHna ynorpeda jia TakHBH HHXUOUTOPH, C
MaJIKO BeposATHO JAa ObiIe OT KIWHNULHO 311AYCHHE,

ClieJHUTE JIEKAPCTBCIIU TMPOJIYKTH Cd LIPOYUCIIM HPHU MHKC W HC €A yCTAHOBCHH KIHITHHTIO 3HAYHMU
B3aMMOACHCTEH: NpOoTpanoimi, JMrokeun, rudcukisamu)l, Baphapu, reoduiiig, (PCHA30H M
AHTHITUPHH W HE C4 OUAK OTKPUTH 3HAYHTCIIHA B3AUMO/ICHCTBHA.

4.6 Pepruiaurer, (peMEHNOCT B KLPMENC

bpeMeHHOCT
duHacTepU] ¢ NPOTUBOITOKAZAIL 3d IPHIOKCIHHC 1IPH HKCHH (BXK. TOUKA 4.3 LIpornronokaszaims’).

[Topanu crocobrocTra 11a Tvl 11 Sa-pejtykrazunre HIXMOUTOPH Jla MIIXHOMpaT NPCBPBINATICTO Ha
TCCTOCTCPOH B JIAXMJIPOTCCTOCTCPON, TC3M JICKAPCTBA, BKIIOMWTCIIHO (HHACTCPHA, Morar Ja
NPHUMHST AHOMAJIMH HA BLHINATC 1'CHTAIIMM 1A 1H10]1 0T MBXKKH 1H0)1, aKO CC 1IpHiiarar ta Opemera
KEHA.

Excnozuyua na Quracmepuc - puck 3a niodd O MeICKU RO,

YKenn, KOWTO ca WK MOFAT 1HIOTCHIHAIND j1a Ohj@ar GpemMciim, He TPpsOBa Jia JIOKOCRAT CUyIICHN WK
HaTPOIIEHH Tabnerku QUUACTCPH/(, UO0PAJIH  BL3MOXKIOCTTE  OT aGcopOnms na Quuactepu)l W
AOCIIENBAI NIOTEH] MANICH PHUCK 34 1LI0J1a OT MbAKKH 1101 (8. Touxa 4.6 ,,Deprununiet, OpCcMCHIIOCT |
KbLpMCHE™ ).

Tabnerkure hunactepril ca GUINMUAPEHK, KOCTO LIC LIPC/IOTEPATH KOHTAKTA ¢ aKTHBHATA CLETABKA TIPH
HOPMaITHO BOpaBCHE, NPU YCHOBHC, 4C TAONCTKUTE HE ¢a DM CHYHCHH MM TATPOTICHHN.

Mankyd kKojuuecTnsa Quuacrepui( C¢ OTKPUBAT B CCMEHHATA TCHHOCT Ha MDBXC, 10JIydaRallM
dunacTepua B 103a 5 mg/esno. 1le ¢ u3BeCTHO Jlalii INIOALT OT MLKKK TI0JI MOXKC Jla C CCPHO3HO
3acernar, ako Malkara ¢ UMaJia KOoUTaKT Che CeMCHIIATa TCHHOCT 1A HalehT, JICKyBal ¢ punacTepuil.
Korato cekcyainara NapraLopka 1a LauMenTa ¢ OpeMelnia Win ¢ BLIMOKIo Jia 3abpemcrice, 1
MarenTa ¢e Npenopbuna jla HAMAJIN IO MUHIMMYM KOIfTaKTa # ¢ Herosara CeMeHNa TCHHOCT.

KnpMmeHe
Heodbuii e nporusonokaszan 3a upwioxkenne upu xker. He ¢ wmsseerno jam dupacicpujt cc
EKCKPETHpA B KLPMATA.




4.7 EexTH BbpXY cuocobnoctra a wodnpane 8 padora ¢ MAIKIH

Hama Ha/TUuHU JaHoy [1oKassail, ye Guiacrepyl 0W mall HIKAKBO BJIRANUC BLPXY criocodlocrra
3a HIoupane Uik paboTa ¢ ManMIu.

4.8 Hexenann JCKAPCTECHU peaknii

» - -
Hali-uecTure nexkenarnm PCAKIIUKA Ca UMITOTCHTHOCT W ITOHHUAKCIIO JIHOKW0. e3n pCaxkIinH QOUKHOBCHO
HACTBLIMBAT B HaYaJIOTO Ha epatigra |o1pd 1O-roJisMald qacT OT HAnUeHTUuIre UMar IpexXoiucH
XapakTep NpH ITPOJILJIBKUTCIHHG JICHCHNC,

HexenaHuTe peakiMu, JI0KIa/BalM 110 BPCME Ha KIMHWUYHM M3NMATBAINS W/HAKM CICJL HYCKAIICTO Ha
MPOJYKTA HA Naszapa, ca onucany i radimiara Ho-1oiy.

YecToTaTa HA HEXENANWTC PCAKIIAH ¢ OHPCICIICHA KAKTO ClicjBa: MHoro wecth (21/10), uecTH (>1/100
no <1/10), neuccty (>1/1 000 o <1/100), peyixn (>1/10 000 po <1/1 000), MuOro peiKH (<1/10 000),
¢ HeM3BECTHA YeCToTa (OT HAJIHMUYIIMTC JAINTH HE MOKC J1a O'b)IC HalpaBeia oIlCIKa).

YecToTaTa HA HCKCJIAHWTE PCAKIMM, CHLOOIICHN B NMOCTMAPKCTHHIOBXA TICPHOJL HC MOXKC J1d OBAC
KAACHPUUMPAHA, Thil KATO TC ¢4 LO;IYUCHH OT CLIONTaHHN CHODIHCHMA.

e mT—m = p— =

Cucremo-oprancu kjac | HYeerora: HERCIAHA JICKADCTRCHA PCAKTINSI

—_—aL

Hacneasanus | Yecnu: namaneit 00CM 11a esKyJiana

ChbpaeHHH HAPYINECHUS C neussecmna wecmoma: ChpieOHeIIe

Hapyienus na xoxara u | Heyecmi: oOpus |

MOJKOXKHATA ThKall C neuzcecmig vecmoma: CLpPOCK , yprukapus

Hapyutenuns na C' iterzecmnd vecmonia; pCakilvm 1ia

UMYHIIaTa CHCTCMa CBPYBXUYVBCTBHTCHIOCT, BKIIOUUTCHHO TO/1yBANC HA
YCTHIFIC W JMICTO |

XenatodbuinapHu C newseecmua yecmonic, ORAICHA HEPHOPpodIN

HapyHICHAH CIBHMA

IHapyuiciina 11a Heemu! UMIOTEHTHOCT

BL3TIPOU3BOINTEIHATA [eveemu: napyimcnne na eskylianmsra, 00JIC3HeHOCT Ha

CHCTCMA M FLPaTa | IMBPJMTC, YIOICMSBAHC 114 hpHTC

C nemrssecnna wecnoma: 00JIKAa B TCCTUCHTC, CPCKTHIINIA
HACHYHKIHKS, KOSTO ¢ IPOILIPKUIIA CIIC/L IIPCKpaTEBalc
HA JICHCHUCTO, MTLIKKH CICPUIIHTCT W/HIIK JIOILIO KA4CCTBO
Ha CHCPMATL.

[lcuxuaHHM HapyncHus Yecmu: namaicno Jimdnnio
C neuzcecinnia Yeciona HaMalICHO JIMOK10, KOCTO ¢
IPOJULIKIMIO CIIC) TTPCKPATHBAIIC Ba JICUCHNCTO,
JCTIpeLi

B jonbaneHue, NpU KIHHWYRK M3ITATRANKS W CIICH 1TYCKANIC Ha NPpOJIyKTa Ha 11asapa ¢ JIOKIaiBaHo
CJAENIOTO. paK Ha rbpjaTa npu Mexke (B, touka 4.4 “Cneiyaitiv npeilynpexgicys 1 1peiiliastiu
MCPKH NIpH yilorpeba’).

Jexapcmeena mepanus na npocmiamiu cumpmomy (JITHC/MTOPS)
Knunnunorto wznutsane MTOPS cpasyssa hunacrepig 5 mg/miesno (n=768), /10kcazozun 4 WK &
mg/miesno (n=756), komBunais o1 HUHACTCPHL 5 ME/JIHCBHO U JIOKCABO3UH 4 UM GAAgTiiGRITe
(n=786) u nnanecbo (n=737). B rona wiznureane, npodwiInt 1a 0e301acHOCT W ‘
KoMOUHMpalaTa Tepanus Karo pUio ¢ OWl B CLOTBCTCTRHC ¢ Npoduire 1 3
KOMIIOHEHTH, HecTorara 1Ha HApylICHHS Ta B CAKYJIAIMATA TIPH LIAIHCHTH, uojlyqaﬂa 1

Teparivs ¢ 110;100Ha Ha obIaTa qCCoTa 11a Ta3K LICHKEIIana Peakiivs 3a JIBCTe MONOTCRER
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Hpyeu dvacocpouny Oannu

B 7-roaviniio, inaucbo Kourposmpatio uinursane, sisiodnaimno 18 882 sjipasn MBKC, 0T KOHTO 9 060
ca UMaJIM Jalliv OT TEHKOMIUICHA (1pocTaria OMOIICHH 34 alaJiu3, 11poCcTarcit KAapUuHoM ¢ yCTatoBCl
npu 803 (18,4%) or moxkcre, noayuaswid dunacrepun 5 mg, u nupn 1 [47 (24,4%) OT MLXKETE,
nonyuasany 1iauebo. B rpyuara ¢ gunacrepui 5 mg, 280 (6,4%) o1 MBKCTC €2 UMK 11pOCTaTe!
kapuHoM ¢ Gleason ckop 7-10. veranoscH 1py 1eHKOWMICHA HpOCTATHA GuolcHd, cripamo 237
(5,1%) oT MBxkere B 1anebo rpyiara. J{oUsIHATCIHATC aNalu3d HPCIIoNAraT, HC yBCIHICHNAT JBI
Ha HUCKOMQEPCIIMPaN KapiMiloM 1ia HPOCTaTaTa Moxke Jia Objte 06scnen ¢ edekra na GpuiacTepril 5
Mg BLPXY 00EMa Ha SKIIC3aTa, U CRBPAIMTC € TOBA PABIUUHN YCIIOBUS [TPA B3ICMANCTO 11d MdTCpHA-T 3a
XUCTONOMHYMHO M3CIIEBAHC W jHarnocTripaiie 1a rymopa. Or obmmus Opok caydad na npocrarcH
KAPIIWHOM, JMAIHOCTHLIMPAYIA B T0OBA H3IIATRAIC, 08% ca KiacupuiMpald Karo Mvirpakalcyiapiu
(knuHKYeH cTajmid T1 v T2) 1o jmarnoesa. Knvnuygara 30a4umocT 1a Gleason ckop 7-10 jrlaiHuTe
€ HCU3BECTHA.

Jlabopamopuu  uscredganuu: Koraro cc  MuTcpupcrdpar  pesynrarure ot aboparopHuTe
H3cHCABEHUs, TPAOBA Ja cC uma npesu/l Gakra, e nusara 1a POSA ca niaMaliciii 11pn HALIKCHTH,
nekyeanu ¢ dunacrepun (k. rouka 4.4 TCucrpannm MPCHYHPCHKCIHA W HPpS/Iazin MCPKA 1IPH
yrorpeda”).

CrhobdmaBane n1a MOJO3HPAHK HEKCIAINH PEAKIHA

CLoBIE@BAICTO A TIO/I03MPAHH HEKCIAIM PCAKIIHK CJICL paspelliapanc 3a ynorpeda 1a JICKapeTReHns
NPOJAYKT € Bax1io. ToBa 1ozBo:14ka /18 1HPOJLIDKA HADHIONCHUCTO 1 CHOTHOUCHHCTO 110138/ PUCK 34
NEKAPCTBEHHS MPONYKT. Or MCAHIMHCKHTC CHCHHANNWCTH CC  M3KUCKBA  Jid ChLOONABAT BCHKE
NoJIO3UPpaHa HEFKEJ1ata peakiUs upes:

M3u/IHATENHA areHLuus O Jickapersata

yi. . Jlamsiit I'pyes™ Ne 8

1303 Codms

ten.: +359 2 8903417

yebcaitT: www.bda.bg

4.9 llpexoznpance

[TarpenTire ca TOAYYaBald C/IMHUUHM JIO3U (PHHACTCPHIL JIO 400 mg 1 MHOTOKpaTHH 103K JIO 30
mg/IiHeBHO 63 nogBaTa Ba Hexclzun peakitdu. Hiama cncimduqiio npeliopbunuTeino Jieuenne Ha
NPCAO3HPAHETO ¢ PUHACTCPHIL.

5. @®APMAKOJIOTMYIH CBOUCTBA
5.1 @apMakoAHHAMHYIIH CBOHCTBA

Mapmakorepaiiesriunia rpyna: Hixuburopu tia Tecrocrepoli->u pejlyKrasara
ATC ko GO4CBO]

duHacTepw)l ©  cHHTeTMYeH  4-azacTepowyi,  cnenuduueH  KOHKYpeHTel  viXuOuTOp  Ha
wuTpaleliyiapids cuzumM i H-So-penykrasa. Bisumbsr 1Ipespsid TeeTocTepold B 10-MOIHKA
arjiporen auxuyporecrocrepon (J1X'1). lpocrarara, Kakro 1 XxunepiuiacTyudiara npocraria Thkdl td
3aBUCHMHM OT NpeBpblianero na recroctepora B J[XT 3a raxnara nopmaiing GyHKiins 1 pacrex. [Ipn
nobpoxadecTeeHara Hpocratiia xuuepitiazug (X)), yroieMmsasanero na npocrariara AJic3d 3daBMeH
oT npeBpbinaHero Ha Tecrocrepoin 8 J[XT B npocrarara. dunacrepuii ¢ BUCOKO COCKTHBCH B
PEAYLMPAHETO HA 1IUPKYIIUpanara W upirpalnpocraria HXT. dunacrepu) HaMa g4 f_
AH/IPOTEHHHUTE PEIENTOPH. .

KUIMHUYHY M3ITUTBAHUS Ca 110KA3aMW O30 NOHMKCHHC 11a CCPYMINTC HHRBA HA ,J. '
BOAM /10 Hamasienue Ha obema na upocrarara. Cicejl 3 Mecena 11acTbiRa 11aM
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npubnuzuTento 20% W npoaLInKaBa j@ 1aMalliBad v JNOCTHIA npuBsinzureniio 27% ciie/l 3 rojIMIH.
[ToauepTaHa peayYKIMS HACTLIIBA B 1ICPUYPCTPAJINATA 3014, HCHOCPC/ICTBCHO zaobUKalsiia yperpara.
VpoMHAMUYIIMTE K3IMCPBAUMS CLIO LHOTBLPXK/ABAT 3HAYHTCIHO HAMANCHUC Ha HABradcto Hd
AETPY30pa KaTo Pe3ylITaT OT naMaiciiata 00CTpyKImns.

Cren HAKONKO CEJMMHUIM ca nal:ug;lapany 3Ha4WTCIo 110100petne B MakCHMaliHaTa CROpOLT Ha
YPHUHAPHHSA [IOTOK M CHMITOMMIC, B CPABICHIXC € HAYAIOTO Ha jjeycHUeTo. Paznnyudara ClpiaIMo
maalebo ca JOKYMEHTUPAHU CLOTBC IO 118 4 U 7 MCCCLL.

Beuuky 11oxaszaTeny 3a cUKACHOCT ¢a OCTANAIM 1IOCTOSHHY 110 BPCMC Ha 3-TO/IMUTHUS 1ICPUOJ Ha
HabJnonenue.

EdyeKkTH OT 4ETHPUTOAMILIA TCPAlMst ¢ (MITACTCPUIL BLPXY HCCTOTATA 1A OCTPA PETCHIMA Ha yputiald,
HeOGXOMMMOCT OT OIICPATHBIIO JICUCIINE, CKAJA 1A CHMITTOMUTC W 00CM 1ia npocTarara:

Ilo speMe HA KIMHAYUHE B3LHTBAIMS 1PU HAIMCIITH ¢ YMCPECIIH JIO TCXKKKW CAMITTOMM g JITX,
yBeJMMEHA NpOCTaTa NpW PeKTaicH Uperiicjl M Marsk obeM na oCTarhynara ypuia, (hunacrepr
HAMANARA UYECTOTATA A ocTpara perclis na ypunara or 7/100 no 3/100 ciyuas 3a IepHo/id oT
HETUPH TOAMHN W Heobxo/moctra o1 ouepaims (1YP wim npocrarckromus) or 10/100 yo 5/100.
Teau edexru ca cBLP3anK ¢ 110;100peHMe OT 2 TOUKH B CKaJATa 1Ha CUMIITOMHTC QUASJ-AUA (s
nanazona 0 - 34), nupogwinpkurcia perpecus pa obcema 1@ kie3dra ¢ npubuzureiio 20% u
MOCTOSHHO NMOBUINARAHE CKOPOCTIA Hil YPUHAPHMSL LIOTOK.

Jlexapersena repanus Ha upocrarny cumuromu (JIT] IC/MTOPS))

Knupvanoto wstmreane "JIekaperseia repars na NPOCTaTHH CHMIITOMK' LIPC/CTaBsnkA 4 1o 0
roJiMimupo npovasane nHa 3 047 muae ¢hC CAMITOMATHYIHA JINIX, Kouro ca palgioMU3npaiid Ja
nosiyuasar punacrepw 5 mg/mesno, 1okeaso3nt 4 uim 8 me/ineBno*, koMOunanvs o1 (pURACTCpU/L
5 mg/nueBHO M Jiokcazosuit 4 WM § mglupenno* win wancdo. lnpsriara KpaHila To4yka ¢
OIpele/IiHE HA BPCMCTO JIO KJIHMHMYHA 1POIPCCHs 1a JITX, onpcawicna Kare 1MOBHIIIABANCe Hajl
H3XO/IHUTE CTOMHOCTH ¢ >4 TOYKM HO CKajlara Ha CHUMITFOMMIC, OCTpa peTCHINA Ta ypHIa, JIIX-
cRLp3ana OBOpCUNA HCJOCTATLUNOCT, PCIMBAPAIY  WHBCKIMK  HA  UKOHHMTC IIETHIIE  HTH
YPOCETICUC, WK MHKOHTUHCHIM. CpaBHCHO ¢ 1ateto, JICUCHUCTO ¢ PUIACTePr/L, JIOKCAa303dH W
KOMOHHHPAHA tepaling BOAM 1O 31HUHMO HAMAIABAHC 11d PHCKA O KJIMHUUHA JIIPOIPCCHs Ha JITX
chorBeTHO ¢ 34 (p=0,002), 39 (p<0,001) n 67% (p<0,001).

[lo-ronsmara wacr or cuOurusra (274 or 351), KOWTO l0KaszarT uporpecHs lia JIIX ca bunu
HOTBLPAECHU C IIOBHIIEHHKE ¢ >4 TOMKHK 110 CKalaTa Ha CUMIITOMUTC] PUCKLT OT NPOrpechs no ckaltaia
e Gun namarnen ¢ 30 (95% Cl 6 )0 48%), 46 (95% Cl 25 jo 60%) u 64% (95% CI 48 5o 75%) B
FPYNUYE CHLOTBETHO ¢ GUIACTCPH/(, JIOKCAZO3MI U KOMOMHHNPATIO JICUCIIHC, CPABHCHO ¢ rancto. Tpw
41 ot 351 cayuas na nporpeeus 1a J1IX ¢ Ouna orucrcna ocrpa perenind ia yphia, PUCKBLT OT
pasBUTHE HA OCTpa peTeHims ¢ Owi navanen ¢ 67 (p=0,011), 31 (p=0,296) u 79% (p=0,001) »
rpynunre ¢ GuHacTrepul, JI0KCazo3ult 1 KOMOUEHpAlaTa rpyna B Cpasicime ¢ liancbo. 3BauncIim
pasIMKK crnpsiMo Tianedbo ca O yCranoBclu caMo B IPYNATe C bunacrepu/l 1 KOMOHIIMpana
Teparnus,

* Jlosure ca THTpupany or 1 mg /1o 4 Wi 8§ mg B 3aBUCHMOCT O7T HOHOCHMOCTTA 34 3-cc/IMHYCH
IEPUOL.

B rosa uanurBane upoumIrtT Na GU30UAcHOCT W HOHOCHMOCT 1a KOMOHIIMPallaTa Tepanns ¢ oun B

M3MON3BalH B KOMOMHianus (B, Touka 4.8).




5.2 @apMakKOKHHCTHYIIH CBOHCTRA

Abcopbums

[Mepopaniara Guonanmunocr 1a  guuacrepwji ¢ NpUOIM3UTCING 80%. [IMKOBWUTC 101a3MCHU
KOHIECHTPALNN €& JIOCTHIAT LPpUOIHIMTCIIHO 2 Haca CHEL HPUCMANCTo, d aGcopbiusira IpUKIIOYRA
cnejt 6-8 vaca.

PasnpenieneHue

CBBP3BAHETO ¢ TUIA3MEHWTE NPOTCHIK ¢ 1iprbsnzuTelmo 93%,.

[D1asMenusT KIMPBHC U OBCMET Ha pastipe/erctiMe ca npubinsurenio 165 ml/min (70-279 ml/min) n
crotBeTHO 76 | (44-96 ). Ilpm nosropio lpwiokeHue cc 1abniojlasa NaTpyrisanic Ha Majlku
konnuecTsa punacrepua. Ciiesl iHCBIA JO3a OT 5 mg nai-nckara Craionapia KoHcHTpaiii ta
buHacTepu € H3umcieHa Ha 8- 10 ng/ml v ocrasa crabuiima g6 BpCMCTO.

buoTpatichopmaims

dunacrepus ce meraboymsupa s ucpuds jpod. PunacTepwl HE NoRiAABA B 3HATMMA crencnl
eH3MMHATa cucTeMa Lroxpom PA50. Uncimuguigipany ca JjiBa MeTaGonuTa ChC CIAdU dU-pPeiAyKTa3a
HHXHOMpauy egeKry.

EJMMuHHpaHe

ITnazMenusT NOJNYKUBOT AOCTHIE CpeiHo 6 vaca (4-12 qaca) (1ipy MBXKC Ha BH3pACT Hajl 70 rojuny: 8
yaca, ¢ rpasuand 6-15 waca). Cocyl HpHaarancerTo Ha  pajiMoakTHBIIO  MApPKHUPAll prnacrepul
npubsnzuTestio 39% (32-46%) o1 jwsara ce CKCKPCIUpa ¢ ypuiiaTa 1o/t hopmara ta merabosinry. Ha
NpaKTHKA B ypMHaTa He c¢ oTkpuia ncupometien unacrepwl. Hpubimsureniio 57% (51-64%) or
ob11aTa /1033 ¢e CKCKpETHpa ¢ (erieca.

VCTaHOBEHO €, uc (BUHACTCPW)L IIPCMUBABA  KPLBUHO-Mo3bunara Oapuepa. Majlky  KOJIMHCCTBA
hMHACTEPH/L CE HAMMPAT B CCMCINIATA TCHHOCT HA JICKYBalW nanueTi. B jiee npoyusalivs na 3/[pasn
nobpososn  (n=69), uosyuwapam hupactepu)( B 038 5 ME/JIHCBHO 34 6-24  CoIMHMIIA,
KoHueHTpauaTa Ha duiacTepy, [ B CCMCHHATA TCHHOCT BApUpA Ma LPAKTHKA OT HCOTKPUBACMH
koinuuecrsa (<0,1 ng/mi) po 10,54 ng/ml. B cnio 1o-panno rpoydsalc H3lojoBalllo 110-CJ1a00
YYBCTBHTEICH METO/I 3@ 4HANIM3, KOUICHTPAIMATE HA (PHUACTEPH)L B CCMCHHATA TCHHOCT Ha i6
MHIMBHIIA TIOAYHaBaA (GHIACTCPI)L 5 M JIHCBHO BapHpa OT HEOTKpukacmu kosmuectna (<1,0 ng/mfi)
10 21 ng/ml. Cneposareinio, Gazupadki ce 11a obem na eaxynara 5 ml, KOJH4HCCTROTO Tia (hupacrcpu/l
&8 cnepmata Gete u3dreneHo ra 50- o 100-kpaTHo 10-Majiko 0T Jlo3aTa 1a dGunacrephil (3 ILE), KOATO
HaMa edekT BLPXY HMBara Ha 1pky.aHpamus JIX T (xaiporeetocrepon) HPH MBLKC (BHKTE ChIIO
TOYKa 5.3).

Flpy nandenTH ¢ XPOHHUYHO OBOPCUIO YBPOHJIAIC, YUATO KPCATHHMHOB KIIMPLHC C MOKILY 9-55
ml/min, pasnpexenciuero na c¢jwmimunara Josa C-hupacrepui 1€ ¢C pasiivvasa o1 roBa 1pw
sapapuTe o6posoinu (k. Touka 4.2). CrLpssancro Ha INE@IMCHUATC NpoTeHiin CLIo HE Ct
pasnMuaBa upW nanmciTi ¢ Onipeuno yspexagaiie. Hacr or MeradoIMTuTe, KOWTO HOPMATIO €C
ekckpetHpar npes Oubpeinre c¢o yeranossgar sbs  dencca. 3arosa H3JICK/E, 4C drekasinara
EKCKpeLHMs CC TMOBHIIIARA 1IPOLIOPIHONANTIO ¢ MOHMXKABAUCTO 1A CKCKpCliMsiTa ifa MeraboliMTare ¢
ypuHaTa, AJAThpanc 1 Jlo3ara 1pH  fanuenth ¢ Ouldpedno  yspexaiie, Kouro neo ca i
XeMOJiHaan3a, He ¢ HCODXO/IMMO.

5.3 IpeIKJANIAYHHE JIAHHH 34 0e301aCH0CY
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MHAECKC Ha deprrauTer (1Ipe/(M3skKan OT OCHOBHUA (apMaKoJIoIrHyCH eeckT na puiacTepu).
KJIMHAYHOTO 3HAYEHME Ha TC3H 1AM ¢ HCH3ACHCHO.,

Kakro npH JpYruTe Se-peiyKTazii HIXHOWTOPH, 11pH LIPHIIOKCHHC Ha (PUIACTCPH/L 110 BPCMC Ha
recTaUOHHHA TIepHO/| € Buna nalunojiasana GeMUIAZALAS Ha MBKKUTC cMOPHOIY TIPHY [UTEXOBCTE.
MHTpaBeHO3IHOTO ITPUIIOXKCHHC Ha (pHHACTepH/L Ha OPCMCHHM Rhesus maiiMmynd B Jo3u 10 800 ng
JIHEBHO N0 BPEME HA LIENUs 1ICPHO; T Ha cMOpHONANIoro u GCraiioro pasBurue He ¢ JIoBCHO 10
GHOMAJIMKH B IWIOA0BETE OT Mbxku 11041, Tazu yo3a ¢ okoio 60-120 1k 110-BUCOKA OT U3HHCIICHOTO
KOJTMUCCTBO B CIIEPMATA 1A MbiK, KOITO puesMa 5 mg GuiacTepuji v Ypes KOroTo xciia ou morya Ja
MM KOHTAKT HOCPEACTBOM CeMeriia TeHnocT. BB 110TLpK/eHue 11a 31aucnueto ua RAesus Mojacna 32
BCTATHOTO PA3ZBUIUC 1IPH  XOPa, LICPOPAIIIOTO 1IPWIOKCHMC 11a pHiactepuit 2 mg/kg JICBHO
(cucremuara excriosuisi (AUC) 3a malimynure ¢ OMia Mallko 110-BUCOKa (3 1TTH) OTKOJIKOTO TIPH
MBS, KOUTO lpUeMar 5 mg (unacrepui, wid HpUOIM3HTSIHO 1-2 MUIHOHA UhTH U3HUCIICHOTO
KONYUECTBO (DUHACTEPH/L B CCMCHIIATA TCYHOCT) HAa OpCMCHiM MaUMylu JI0BCHK/A /10 aHOMAIIHP Ha
BLHIIHUTE TIOJIOBH Oprann upu qerycure or Mbxku nou. Ilpyw kakpdro nojda ¢ Jio3u NC Ca
HaOIOAABAHKN IPYI'H aHOMAJIMK 1IPH MEKKM DCTYCH, LIMTO CBBP3AIM ¢ (PUHACTCPH/I AHOMAITMH TIDH
KEHCKH (peTyCH.

6. ®APMAIEBTHYIIH JIAHIIN

6.1 Cuncsbk na HOMONINKTE BCIICCTRA

Aapo Ha Tabnerkara:

JlakT03a MOHOXHMIpAT
Mukpokpucranua teliyiosa (102)
[TpexenaTMHHU3IUPano HHIICCTC
HaTpues HUILICCTEH [IMKONAT (THIE A)
Harpues aokysar

Marsesues creapar

OWIIMOBO IOKPUTHUE , .CHH IIBAT
Xunpomesnosa (6¢p)

Turanos quokcur (E171)

Hiianro kapMuH aslymMuHMes jlak (o 132)
Tank

Kont sxenezed okcuy (E172)

6.2 HecnBMecTHMOCTH

Henpuiioxvmo.,

6.3 Cpok na rojmocr

3 TOAMHH.

6.4 Cneaunajiy yCIIOBUS (14 CLXPANCHNE

Tosu JICKAPCTBCH MPOJIYKT HC W3HCKBE ClCHiHaJIiIH YCI0BHH 114 CHXPaHCHHC,
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6.5 Bnau cueanpkanne vHa oHAKOBRATA
Heodun 5 mg dunMupany a6k ca onakorain 3 PVC/PLE/PVAC-Astymunies 0averep.

Heodun 5 mg dunmupany tab.icrku ce upejyiarar 8 onakorky or 30 tablicrku.

6.6 CluennajHu HPEAAZNN MCPKH IPH MIXBLPJASNHC H padora

Kenn, kouto ca Opemelniy wik aorar ga zadbpemcncsT, He TpsOBa J1la okocsar CHYTICHH WY
HaTpolieHH TabneTkd duuacrepy;, LopajiM  whamoxaiocrra or abcopbums ra  puHacTepui U
MOCJIEABAI MOTEHLKAICH PHCK 34 1110/1d OT MIKKHK 1oJt (B3, ToUKa 4.0).

Heu3noa3BanusT ACKAPCTBCI LIPO/LYKT WIH OTTI/IhYIMIC MATCPHAIIM OT 11C10 TPAOBA /14 CC M3XBLPIIAT
B CBOTBETCTBUC C MCCTHUTC U3UCKBAIIUS,

7. IMPUTEXKATEJ HA PASPEUHEHUETO 3A YIHOTPEBA
HEO BAJIKAHHUKA EOOQO/1

yJ1. ,,3¢MIISHE™ 33

Codus 1618

brnarapus

8. HOMEP HA PASPENIEHUETO 3A YIIOTPEBA

Per. No:

9 JTATA HA ITHBPBO PABPEINTABAHEATIO/UTOBSIBAHE HA PASPEIIIEHHETO 3A
YIHHOTPEBA

Jlara na nLpBo paspeinaratic:

10. JATA HA AKTYAJINIUPANIE HA TEKCTA

01/2024
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