IHCTPYKIA
AJIS MEIHYHOI 0 3aCTOCYBAHHS Npenapary

ITPOCKAP®
(PROSCAR®)

Cknao:

oitoua peuosuna: piHacTepus,

1 TabneTka MiCTUTh (hiHACTEPUIY S5 MT;

OONOMIDICHI peyosuny: TaKTO3a, MOHOTIAPAT; KPOXMallb KYKYypyA3sSHHI; HATPil0 KPOXMAIIBIIIIKOJIAT;
3aumiza okcuy skoBTHid (E 172); HaTpiro AOKy3aT; 1eTi0103a MIKpOKPUCTAIIYHA; MarHilo cTeapar.
0bon0HKa mabiemKy: TIIPOMEN03a, TiAPOKCHIIPOIUINETI0N03a KPEMHII0 JIOKCHAOM, THUTaHY
niokeun (E 171), Tanbk, ingurokapmid amominieBuii nak (E 132).

Jlikapceka ¢gopma.
TaGnerku, BKpUTI IIIBKOBOIO 0O0JIOHKOIO.

®apmakoTepaneBTHYHAa rpymna. 3aco0H, $Ki 3aCTOCOBYIOTh HpU JI0OpOsiKicHIK rinmepTpodii
niepeamixyposoi 3ano3u. Kog ATC G04C BOI.

KainiuHi xapakTepucTuKH.
Iloka3zanna.
JIikyBaHHS Ta KOHTPOJIb AOOPOSIKICHOI rineprutasii nepeamixyposoi 3ano3u (AI'TI3) y nmamieHTi 31
301TBIIICHOIO TIEPEIMIXYPOBOIO 3AJI0300 3 METOIO:
— 3MEHILEHHs po3MipiB (perpecii) 3011bIIeHOT 3271031, MOTIMIIEHHS BIITOKY Cedl Ta 3SMEHIIICHHS
CHUMIITOMIB, OB’ s13aHuX 3 JII'TI3;
— 3HIDKEHHS PU3MKYy BHHHMKHEHHS TOCTPOi 3aTPUMKH c€di Ta HEOOXIAHOCTI XipypriuHoro
BTPYYaHHS, Y TOMY YHCII TPAHCYpPETPOPE3EKIii IepeAMiXypOBOT 3aJI03H 1 MPOCTATEKTOMII.

Ilpomunokazannsa.

[TinBuIIeHHS Yy TIMBOCTI 10 iHAacTepuay ad0 10 Oy/Ib-IKOTO KOMIIOHEHTA IIHOTO Mperapary.
[Tpockap® He MOKa3aHWH ISt 3aCTOCYBAHHS KIHKAM Ta I TAM.

Bazimuicms: 3aCTOCYBaHHSM KiHKaM, KOJIM BOHH € a00 MOXKYTbh IMOTEHIIHHO OyTH BariTHUMH (IIHB.
po311i1 «3acTOCYBaHHS y NEPioJ BariTHOCTI 00 TOlyBaHHS TPYIIO»).

Cnocio 3acmocysanna ma 0o3u.

PexomennoBana 1o3a — 1 Tabnerka mo 5 mr 1 pa3 Ha JeHb Mmij] yac ab0 He3aJIeKHO Bix puioMy TxKi.
[Tpockap® MOKHA 3aCTOCOBYBATH SIK MOHOTEPAIIiI0 y KOMOiHaILii 3 anb(a-010KaTopoM J0KCa303UHOM
(muB. po3nin «PapMaKoIOTIYHI BIACTUBOCTIY).

Tepmin JikyBaHHS BH3Hauae JiKap I1HAWBIAyalbHO. He3Bakaroum Ha Te, IO TMOKpAIIaHHS
CHUMIITOMAaTHUKU MOXe€ CIIOCTepiraTucs paHimie, A1 OLIHKK e(eKTUBHOCTI Jii HEOOX1HO MpUHANMHI
MIECTUMICSYHUN TPUHOM TIpeTapary, micjsi 40T0 He0OX1THO MPOAOBKHUTH JIIKYBaHHSI.

JUis mati€eHTiB JITHBOTO BIKY Ta JJIs1 XBOPUX HAa HUPKOBY HEJJOCTATHICTH PI3HOTO CTYHEHS TSKKOCTI
(3HIKEHHS KITIPEHCY KpeaTHHIHY 10 9 MII/XB) KOpEKIIis 03U HE MOTpiOHAa.

Hemae nanux mozo 3acToCyBaHHs IpenapaTy HauieHTaM 3 HOPYLICHHAMHU (YHKIINA NeYiHKY.

He 3actocoByBatu miTsm.

Il06iuni peaxuii.

HaifyactimumMu moOIYHUMHU peakIisiMU € IMIOTEHIlis Ta 3HWKeHHS mioimo. Lli moOiunHi peakiii
BHHHMKAIOTh HAa TMOYATKy KypcCy Tepamii Ta MPOXOASATh MPH TOJMATBIIOMY JIIKYBaHHI y OUIBIIOCTI
MaIi€HTIB.

[ToGiyni peakuii, mMpo sKi MOBIAOMIIAJIOCH MiJ Yac KIIHIYHUX JAOCHIDKEHb Ta/abo mij dYac
MMOCTMApPKETUHIOBOTO 3aCTOCYBaHHs, 3a3HAUYCHI HIDKYE Y TaOJIHIIL.



YacroTa moOiYHMX peakIliii BU3HaueHa sK: Myxke dacto (>1/10), wacto (>1/100 - <1/10), HewacTo
(>1/1000 - <1/100), pinko (>1/10000 - <1/1000), myxe piako (<1/10000), HeBimoMO (HE MOXHA
MipaxyBaTH 3a HASBHUM JaHUMU). YacTOTy MOsIBH MOOIYHUX PEaKIliii, Mpo SKi MOBIIOMIISLITIOCS i
gac TOCTMAapPKETHHTOBOTO 3aCTOCYBaHHS, HE MOXXKHA BH3HAYUTH, TaK SK BOHHM OTPHMaHI 3a
CIIOHTAHHUMH ITOB1JOMIICHHSMH.

CucrtemHa opraiB YacrtoTa nposiBiB

3 60Ky IMyHHOI CUCTEMU Hegioomo: peakuii miIBUIIIEHOT Yy TAUBOCTI,
BKJTIOYAIOUM CBEpOIXK, KpOIHB'SIHKY 1 HaOpsak KBiHke
(B TOMY umci HaOpsIK TY0, S3HKa, ropia i 00audus)
3 OOKy MCHXIKH Yacmo: 3HMKEHHS H101110.

Hesgioomo: 3HIDKECHHS 110170, 110 MOXE
MIPOJOBXKUTHUCH MICIIs IPUITMHEHHS Teparii, Aenpecis.

3 00Ky cepleBOi cucTeMu Hegioomo: npuckopeHe ceplieOuTTs.

3 OOKy Me4iHKM Ta KOBYOBHBITHHX | Hegidomo. MiABUILEHUNA piBeHb (DEPMEHTIB MEUIHKY.
HUISX1B
3 OOKy IIKIpH Ta MiAMIKIPHUX TKAaHUH | Heuacmo: BUCHIL

Hesioomo: cBepOIX, KpOTIMB STHKA.

3 00Ky penpoayKTHBHOI cucTeMHU Ta | Yacmo. IMIIOTEHITiS.

MOJIOYHHUX 3aJI03 Heuacmo: posnan  eskymsmii, OONIOYICTH Ta
301TIBIICHHS. MOJIOYHHX 3aJ103.

Hegioomo: 61nb y sieukax, epeKTHiIbHA TUC(YHKITIS,
sgKa MOXKE TPHUBATU MICJs MPUIIMHEHHS JIKYBaHHS;
qoJsioBiue Oe3rmiaas Ta/abo 0OOpPOTHI MOPYIICHHS
SAKOCTI crepMH (TIpo HopMali3alito ado MOKpaIieHHs
SKOCT1 CTIEPMH TIOBIIOMJISUIOCS TICIIS TTPUTTUHEHHS
npuiiomy QiHacTepuay).

3a DoCIiHKEHHSIMHI Yacmo: 3MCHILICHHS eSKYJIATY.

KpiM Toro, y KIIHIYHUX AOCHTIKEHHIX Ta MPU MOCTMAPKETUHTOBOMY 3aCTOCYBaHHI MOB1IOMIISIIOCH
PO PaK MOJIOYHOI 3aJI031 y YOJIOBIKIB, K1 mpuiimManu ¢inactepuy. Ciniq HeraifHO MOBITOMHTH JTiKaps
mpo OyIb-sKi 3MIHM y TKAaHHHAX MOJIOYHOI 3aJI034, a caMe, MPO MPUIMYXIICTh, OLIb, TITHEKOMACTIIO
a00 BUAIJICHHS 3 COCKIB.

VY nmocmimkerni MTOPS nopiBHioBanu dinacrepun, 5 mr/nens (n=768), mokcazocun, 4 abo 8
Mr/aenb (n=756), koMOiHOBaHy Tepamito (iHACTEpUAOM, 5 MI/AE€Hb Ta JOKca3ocuHOM, 4 abo 8
Mr/aenb (n=786), Ta ane6o (n=737). [Ipodine O6e3meku Ta MepeHOCUMOCTI KOMOIHOBaHOT Tepartii
BIMOBIIaB MPOQUISIM OKPEeMUX KOMIIOHEHTiB. YacToTa MOsSBU pO3NafiB 3 OOKy eAKyJIAIil y
MAIi€HTIB, AKi MpuiiMand KOMOIHOBaHy Tepariio, Oyjia MOPIBHSUIBHOIO 3 CYMOIO YacTOT TOSIBU
MOOIYHUX peaKIiii AN ABOX MOHOTEpAIiii.

VY cemupiyHOMy IUIale00-KOHTPOJIBOBAHOMY JOCIHIIPKEHHI, A0 sKkoro Oyno 3amydeHo 18882
3JI0POBHX YOJIOBIKIB, 3 sIKUX y 9060 Oyin oTpuMaHi JaHi roJKoBoi 0iorcii nepeamMixypoBoi 3a103u,
JOCTYTHI JUIsl aHAMi3y, pak nepeaMixypoBoi 3ano3u OyB BusiBinenuil y 803 (18,4 %) yonoBikiB, sKi
npuiiManu ITpockap®, Ta y 1147 (24,4 %) 4onoBikiB, ski npuiimMany 1wiane6o. Y rpymi npuiiomy
npenapary IIpockap® 280 (6,4 %) 4on0BikiB Manu pak pocTaTy 3 6anamu [ticona 7-10, BUSBIEHOTO
IIpU TOJIKOBIH Gioricii, mopiBHsHO 3 237 (5,1 %) yonoBikamu y TpyIi npuiiomy miane6o. logaTkosi
aHaJI31 BKa3ylOTh Ha Te, 110 301JIbIIEHHS TIEPEBark paKy mepeaMixypoBoi 31031 BUCOKOTO CTYTICHS,
10 crocTepiranocs y TpyIli npuiiomMy npenaparty IIpockap®, MOXHA IIOSCHUTH BIIMBOM NPENapaTy
IIpockap® Ha 06’eM mpocTaTu. I3 3arambHOT KiNBKOCTI BHIAAKIB paKy MepeaMiXypoBoi 3amosH,
JTIarHOCTOBAHOTO y IIbOMY JOCTiIKeHHI, mpubnm3Ho 98 % BumankiB Oymu kimacudikoBaHi sK
iHTpakancysipauii (ctamiss T1 abo T2) pak. Indopmariis mpo 3B'SI30K MK JTOBFOTPHUBAIAM
3acTocyBaHHsM npenapary [pockap® ta myxiunamu 3 6anamu [nicona 7-10 BigcyTHs.



Hani nabopamopnux awnanizie

[Ipu ominii AaHWX J1abOpaTOPHUX MOCHiIKeHb mpocraTocnenudpiynoro antureny (IICA), crmix
BpaxoByBaTH, o piBeHb IICA 3HMKY€ThCS y NMaLi€HTIB, AKi npuiiMaroTh IIpockap®. ¥V Ginpmrocti
narieHTiB mBuake 3HKeHHs [ICA cniocTepiraeThest MpOTATOM MEPIINX MICSLIB Teparlii, Micis Yoro
piBerb [ICA cTabini3yeThCsi 10 HOBOTO IMOYAaTKOBOTO piBHs. [loyaTkoBHiA piBeHB MicCIs JIIKyBaHHS
CTAaHOBUTH MPHUOIM3HO TMOJIOBUHY 3HAYEHHS A0 JiKyBaHHSA. ToMy y OUIBIIOCTI TAIlI€HTIB, SKi
npuiimaroTs [Ipockap® nmpoTsarom mectu Micsuis a6o Ginbure, 3Hauenns [ICA ciij 1o BOIOBATH IS
TIOPIBHSHHS 3 HOPMAJILHUMH JT1alTa30HAMH Y YOJIOBIKIB, SIK1 HE JIIKYBaJIKCh.

[Tpu npoBeeHHI CTaHAAPTHUX JTA0OPATOPHUX TECTIB 1HIII PI3HULI MIXK MAIIEHTaMH, SIKi OTPUMYBaJIX
IMpockap®, Ta mamieHTamu, ki orpumyBanu Inane6o, 6yiu BigCyTHi.

Ilepeoosysanns.

V narienTis, sxi orpumyBanu [Ipockap® y no3i 10 400 mr ognokpatho i [Tpockap® y no3i 1o 80 mr
Ha JIeHb MPOTATOM 3 Mics1iB, Oyab-iKi HebaxaHi eekTu OyJu BiACYTHI.

He icHye crienianbHUX peKOMEHAALIN MO0 JIKyBaHHS IIPpU nepeao3yBanHi [Ipockapom®.

3acmocygeanna y nepioo eazimnocmi abo 200y8anH: pyooro.

3acmocysanns y nepioo ea2imuocmi.

I[Ipockap® MpOTUNOKA3aHMIA BATiTHUM KiHKAM.

KiHKkH, fIKi MOTeHUIiHO MOKYTh 3aBariTHiTM a00 BariTHi MOBMHHI YHHUKATH KOHTAKTY 3
noapionennmu tadaerkavu Ipockapy® a6o Tumu, AIKi BTpaTHIM HiTiCHICTD.

HasiBHi naHi npo BUAIIEHHS HEBEIMKOI KUTBKOCTI (piHACTEPUAY 31 CLIEpMU MaIll€HTa, SIKUH MpUiiMaB
¢inacrepun 5 Mr/nens. HeBigomo, un Mo>ke Ha TUTi YOJIOBIYO1 CTAaTi HETaTUBHO BIUTMHYTH T€, IO HA
fioro marip BIUIMBaja criepMa Halli€HTa, sIKUi JTiKyBaBcs (QiHacTepuaoM. SIKIo cTaTeBa NapTHEpKa
narieHra € abo MOXe MOTEHIIHHO OyTH BariTHOIO, MALI€HTY PEKOMEHY€EThCS 3a00iraTi BIUIHBY
CIIepMH Ha ApTHEPKY.

UYepes 3naTHICTD iHTiOITOPIB S-anbda-peaykrazu tumy Il ranbMyBaTH IEpETBOPEHHS TECTOCTEPOHY Y
JUTAPOTECTOCTEPOH, 111 penapaTH, BKIOYaouu (piHaCTepua, MOXKYTh COPUYMHUTH MOPYIICHHS Y
PO3BHUTKY 30BHIIIHIX CTATEBUX OPTaHiB y IJIOJA YOJIOBIYOi CTATI.

Tabnerku [Tpockapy® BKpHUTI 0GONOHKOK i 11 3amobirac KOHTaKTy 3 aKTHBHUM iHIPENICHTOM 3a
YMOBH, 110 Ta0JETKU HE MOAPIOHEH] 1 He BTPAaTHIIU IUTICHOCTI.

3acmocyeanns y nepiod 200y8anHs 2pyoor.
IMpockap® ne nokaszanmii xkinkaM. HeBimoMo, uu nmpoHukae hiHacTepuy] y MOJIOKO MaTepi.

Mimu.
[Tpockap® MPOTHIIOKA3aHUI JiTAM.
besneka Ta epeKTUBHICTH I 3aCTOCYBaHHS MIPENapary JiTSM HE BCTAHOBJICHI.

Ocoonueocmi 3acmocy8anns.

3azanvhi 3ax00U

Heo0xiaHo 3711iiCHIOBATH peTeNbHUI KOHTPOJIb 32 MOXKJIMBUM PO3BUTKOM OOCTPYKTHBHOI ypomnarii y
TAIIEHTIB 3 BEJTUKUM 3aJTUIIKOBUM 00’ €MOM cedi 1/a00 pi3KO 3HMIKEHUM TIJTHHOM Ceui.

Bnaue na npocmamocneyugiunuii anmueen (IICA) i diacnocmuky paxy nepeomixyposoi 3a103u

J10 LIBOTO Yacy He MOKa3aHO CHPHUATIMBOrO KIIHIYHOTO BILIMBY JiKyBaHHs [IpockapoM® y maricHris,
XBOpUX Ha pak MepeaMixypoBoi 3ano3u. [lamieHTH 3 aJeHOMOI0 MepeiIMiXypoBOi 3alo3u i
nigsumeHnM piBHeM [ICA crioctepiranmcs y KOHTPOJIbOBAHUX KIIHIYHUX JTOCIIKEHHX 3 KUTbKOMa
BusHaueHHSAMU [ICA 1 B3aTTAMHU Oi0TICIT mepeaAMIXypoBOi 3a5103U. Y IHX TOCIIKEHHSX JIIKYBaHHS
ITpockapoM® He BILIMBAIO HA YACTOTY BUSBJIECHHS PaKy IEPEAMIXypOBOi 3aJI031. 3arajabHa 4acToTa
BHUHHKHEHHS DPaKy MepeAMiXypoBOi 3aJl03M ICTOTHO HE BIIPI3HAIACH y TpyIax TMalli€HTiB, SKi
orpumyBanu [Ipockap® a6o miaie6o.

[lepen mo4aTKOM JIKyBaHHS Ta IEPIOAMYHO Mijx 9ac JiKyBaHHS IIpockapoM® peKOMEHIyEThCS
TIEPEBIPATH MAIIEHTIB IIJISIXOM PEKTATBHOTO JTOCHIKEHHS, & TAKOX 1HIITMMHU METOIaMH Ha MPEIMET




HAsBHOCTI paKy mepeaMixypoBoi 3ano3u. BusHauenns cupoBatkoBoro IICA  Ttakox
BHKOPHUCTOBYETHCS JIJIsI BUSIBIICHHS PaKy MpocTaTu. 3aranoM, npu 6asucHomy piBHi [ICA nonan 10
ur/mn (Hybritech) cming mpoBomuTu perenbHe OOCTEXKEHHs TMalli€eHTa, BKIIOYAIOYH, Yy  pasi
HeoOximHoCTi, poBeaeHHs O1omcii. [Ipu piBaI [ICA y Mexax 4-10 HI/MI peKOMEHAY€E€ThCS TIOATTBITIE
oOcTexxeHH mauieHTa. IcHye 3Haynmii 36ir y piBHsX [ICA y 4omoOBiKiB, SIKIi XBOPIIOTH Ha pak
MepeaMiXypoBOI 3aJI03H 1 SIKI HE MalTh IBOTO 3axBOprOBaHHs. OTXe, y YOJOBIKIB, XBOPHUX Ha
aJIecHOMY TIepeIMiXypoBoi 3ano3u HopMmaibHi 3HaueHHS [ICA He 103BOJNISAIOTH BUKIIOUUTH pak
HepeaMiXypoBoi 3a1103H1, He3aleKHO Bij nikyBanHs [Ipockapom®. Basucuuii pisens IICA nwmxue 4
HT/MJI HE BUKJIIOYA€ HASBHOCTI paKy MpPOCTATH.

IMpockap® BUKIMKae 3MeHIIEHHS BMicTy cupoBatkoBoro IICA npubmusno Ha 50% y HaiicHTis,
XBOpHUX Ha aJ€eHOMY IMEpEeAMIXypOBOi 3aJI03U, HABITh MPU HASIBHOCTI paky npocrtatu. Lle 3HmkeHHs
piBHs cupoBaTkoBoro IICA y mami€eHTiB 3 aJeHOMOIO MEpeIMiXypoBOi 3al03H, SIKi OTPUMYIOTh
nikyBanHs [IpockapoM®, HeOOXiTHO B34TH 10 yBary rpu ouiHmi piBHA IICA, OCKIIBKH e 3HHKEHHS
HE BUKIIOYAE€ CYMYTHBHOTO paky mpoctaT. lle 3HmKeHHS mependavyBaHe y BChOMY Jlama3oHi
3HadeHb piBHA [ICA, X04a 11e MOXKE KOJIMBATHCS B OKPEMUX TAIlI€HTIB. Y OLIBIIOCTI MAIIEHTIB, SKi
orpuMytoth IIpockap® mpotsrom 6 wmicsuis i Ginbure, 3uHauenns [ICA moBuHHI GyTH TOABOEHI
MOPIBHSHO 3 HOPMAJIbHUMH 3HAUYEHHSAMH B OCi0, SIKi HEe MPUHMAIOTh JIIKyBaHHS. Taka KOpeKIis
J03BOJIsIE 30€perTd 4yTauBIiCTh 1 cnenudiunicth Bu3HaueHHsa [ICA 1 miarpumye HOro 37aTHICTh
BUSIBIISITH PaK MEPEIMiXypOBOi 3aJI03H.

[Ipu Oyap-sikomy TpuBajgomy miaBuiieHH! piBHsS [ICA y maimieHTa, KM OTpUMY€E JIIKYBaHHS
¢dinacrepuioM 5 Mr, HeoOXinHEe perenbHE OOCTEXKEHHS AN 3 SCYBaHHS MPUYHMH, BKIIOYAIOUU
HEJOTPUMaHHs pexxuMy npuiiomy Ipockapy®.

Bnaus npenapamy na nabopamopui_dani

Bnaue na pieensv I11CA

Piens [ICA y cupoBartiii KpOBi KOPEIIOE 3 BIKOM MAaIli€eHTa i 00’€MOM MPOCTaTH, IPU HEOMY 00’ €M
MIPOCTaTH KOpeiroe 3 BikoM mauieHTa. [Ipu oninmi naboparopHux nokasHukiB I[ICA HeoOXigHO
3BaykKaTH Ha ToM (akT, mo piBersb [ICA 3HWKy€eThCs y mporeci nikyBanns [Ipockapom®. Y Ginbmocti
TAIIEHTIB CTIOCTepiraeThesl mBUAKE 3HIKEHHS [ICA mpoTsAroM mepuiux MICsIliB JIIKyBaHHS, TICIIsS
yoro piBeHb IICA crabini3yeTbcss Ha HOBOMY piBHI, SIKHMl CTAaHOBUTH MPUOJIU3HO MOJOBHUHY BiJ
0a3MCHOI BEIMYMHU. 3 OO OISy Y THIOBMX IMALi€HTIB, sKi oTpuMyIoTh IIpockap® mpotsarom 6
MicsiB 1 O6ibine, 3HaueHHs [ICA noBuHHI OyTH OJIBOEHI MOPIBHSIHO 3 HOPMAJILHUMH 3HAYCHHIMHU
B 0Ci0, AKi HE MPUIMAIOTh JTIKYBaHHSI.

[Ipockap® icToTHO He 3MeHIIye BincoTok BinbHOro IICA (BigmomenHs BinsHoro IICA mo
3arajgpHOr0). BimHomieHHs BiabHOTO 1 3aranbHoro IICA 3anummaeTrbes MOCTIMHMM HAaBITH I
BrBOM nipenapary IIpockap®. I[Tpu Bu3HaueHHi BificoTka BinmbHOro IICA, sxuif 3acTOCOBYEThCS IS
JIarHOCTUKY paKy MpPOCTaTH, KOPUTYBaHHS HOTO 3HAaYEHb HE € 000B’I3KOBUM.

Pax monounoi 3an03u y 4onosixis

[Tig yac KITHIYHUX JOCTIKEHB Ta y TOCTMAPKETUHTOBUH TIEP10/1 TOBIIOMIISUIOCS PO PaK MOJIOYHOT
3a]l03U Yy YOJIOBIKIB, sIKi mpuiiManu inacrepun, 5 mr. Jlikapi MOBUHHI MPOIHCTPYKTYBATHU CBOIX
MAIEHTIB 010 HEOOX1THOCTI HETAHOTO MOBIAOMIICHHS TIPO OY/b-AKi 3MiHA B TKAHHHAX MOJIOYHOI
3a103M, a caMe Mpo MPUIYXJITICTh, O171b, TIHEKOMACTiI0 a00 BUALICHHS 3 COCKIB.

Jlakmosza

[Ipenapar MiCTHTB JIaKTO3y, TOMY TMAI[iEHTH 3 PIAKICHUMH CIIAJIKOBUMH (pOpMaMu HETIEPEHOCUMOCTI
rajjakTo3H, HEJIOCTaTHICTIO JIaKTa3u abo CHHAPOMOM TIJIIOKO30-TalaKTO3HOI ManbabcopOuii He
MOBHUHHI 3acTocOBYBaTH npenapart [Ipockap®.

Ileuinkoea nedocmamuicmo
BrnuB ne4iHKOBOi HEAOCTATHOCTI HA (papMaKOKIHETUKY (DiHACTEpHULy HE JOCIIIKYBaBCs.



30amuicmo énaueamu Ha WEUOKICMb Peakuii npu KepyeanHi agmompancnopmom ma pooomi 3
IHWMUMU MEXAHIBMaMU.
He BnniuBae Ha 34aTHICTh KEPYBAaTH aBTOMOOLIEM Ta pOOOTY 3 MEXaHi3MaMH.

B3aemodia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uou 3acmooiil.

He BuSBIEHO KIIHIYHO 3HAYymoi B3acMOMil 3 IHIDMMH IpenapaTamu. IIpockap® He YMHHTH
MIOMITHOTO BIIJIMBY Ha ()€pMEHTHY CHCTEMY, fKa MeTabouli3ye npenapaTH, OB’ A3aHi 3 HUTOXPOMOM
P450. Xoua pusuk Toro, mo (GiHacTepu ] BILTUBAE HA PapMaKOKIHETHKY 1HIIUX JTIKapChKUX 3ac00iB,
OLIHIOETHCS SIK HEBEIMKUH, ICHY€ BIpOT1IHICTb, TOTO IO 1HTIOITOPH Ta IHAYKTOpHU IIUTOXpomy P450
3A4 BIIMBaTHMYTh Ha KOHLEHTpalifo (QiHacTepuay y Iuiasmi Kposi. OmHaK, BpaxoOBYIOUH
BCTAHOBIICHI MOKAa3HUKU Oe3MeKH, Oyab-siKe MiJBUIICHHS KOHIEHTpallii ¢piHacTepuay y 3B S3KY 3
OJTHOYACHUM 3aCTOCYBaHHSM iHTiOiTOpiB muToxpomy P450 3A4 HaBpsim um Oyae MaTH KIiHIYHE
3Ha4yeHHs. [lepeBipeHi Ha JIOASX CIOJYKH BKIIIOYAIOTh MPONPAHONIOJN, IUTOKCUH, TIiOypur,
BapdapuH, Teo(DiTiH 1 aHTUTIIPUH; TIPY IIbOMY He OyJI0 3HAWCHO KIIIHIYHO BArOMHX B3aEMOJIIM.

®dapmMaKoJIOriyHi BJIaCTHBOCTI.

Dapmaroounamixa.

@inacrepun — ne crenudiunuii iHTiIOITOp S-anbda-penykrazu tumy Il, BHYTpIITHbOKIITHHHOTO
(depMeHTy, SIKUH TEepeTBOPIOE TECTOCTEPOH y OUIbII AKTUBHUI aHIPOTEH AMTiAPOTECTOCTEPOH
(AI'T). Mpu AI'TI3 ii 30inbIIeHHAS 3aJICKUTH Bij TIepeTBOpeHHs Tectoctepony y AI'T y TkaHmHAX
npoctatu.  @DiHacTepua  BHUCOKOE(PEKTMBHO  3HWXKYE  SK  LUPKYJIIOOYMHA,  Tak 1
BHyTpimHBOTpocTarTndHuit JII'T. ®inacTepu HE Mae CIIOPIAHEHOCTI 3 pelenTopaMu aHIpPOTeHiB.
VY KJTIHIYHHUX [IOCHIIKEHHSX 3 Y4YacTIO MAIl€HTIB, fKI Malu MOMipHI Ta Tsxki mpossu JI'TI3,
301IBIICHY TEPEAMIXYypOBY 3all03y MPH MAIbIIEBOMY PEKTATLHOMY OOCTEKEHHI Ta HHU3BKHM
3aIMIIKOBMM 06’ eM cedi, IIpockap® 3MEHIIMB 9acToTy rocTpoi 3atpumku cedi 3 7/100 mo 3/100 3a
YOTHUPU POKH Ta HEOOXIHICTh XIpypridYHOTO BTPYYaHHsS (TPaHCYpPETPOPE3eKIii MepeaMiXypoBoi
3asio3u 1 mpoctarekTomii) 3 10/100 go 5/100. Lle 3MeHIIEHHS CYTTPOBOIKYBAIOCS TOKPAIICHHSIM Ha
2 myHKTH 32 mKanoro orinku cumntomiB QUASI-AUA (nianazon 0-34), 3Ha4HOO perpeciero 00’ emy
npocTaTd — npubiau3Ho Ha 20 % Ta 3HaUHUM 30UTBIIEHHSM MIBUAKOCTI IOTOKY Ceul.

Hocmimxennss MTOPS (Mennune JiKyBaHHS MPOCTATUYHHUX CHUMITOMIB) Oyino 4-6-piyHUM
JocIiKeHHsIM 3 yuacTio 3047 gomnoBikiB 3 cumnromatuanoto JI'TI3, ski Oynm panmomizoBaHi 10
npuiiomy ¢iHactepunay, 5 Mr/neHn, Jokca3ocuHy, 4 abo 8 mr/meHp, komOiHawil ¢iHacTepuny, S5
MI/IeHb, Ta JOKca3ocuHy, 4 abo 8 wmr/meHb, abo mianebo. [lepBHHHOIO KIHIIEBOIO TOYKOIO
criocTepexeHHs OyB 4ac 10 kiiHigHoro nporpecyBanss AI'TI3 (sixke Bu3Havanocs sk 301IbIISHHS BiJ
MoYaTKy Ha 4 Ta OUIBIIE IMyHKTIB 3a IIKAJIOK OIIHKM CHMITOMIB, €Ii30]1 TOCTPOI 3aTPUMKH Cedl,
noB’s3ana 3 JII'TI3 HupKOBa HEHOCTATHICTB; peUMIUB 1H(EKIii CEYOBUBIAHMX HUIAXIB abo
ypocericuc, i HeTpuMmaHHs cedi). [lopiBHsIHO 3 Tutane6o, JTiKyBaHHS (piHACTEPHIOM, JOKCA30CHHOM
abo koMOiHAIli€l0 MPU3BEIO 10 3HAYHOTO 3HIKEHHS PU3UKY KiIiHiYHOTrO mporpecyBanHs JAI'TI3
BianoBiaHo Ha 34 % (p=0,002), 39 % (p<0,001) Ta 67 % (p<0,001). binbmicte Bunaakis (274 3 351),
o craHoBuWIM niporpecyBanHs JAI'TI3, Oynu miaTBepaKeHi 301IbIICHHAM Ha > 4 MyHKTIB 32 IIKaJI0k0
OIIHKM CUMITTOMIB; ITiJT BILTUBOM JIIKyBaHHS PU3UK IMPOTPECYBaHHS CUMIITOMIB OyB 3HM)eHUH Ha 30
% (95 % inrepBan noBipu 6-48 %), 46% (95 % inTepBan goBipu 25-60 %) Ta 64 % (95 % inTepBan
nosipu 48-75 %) BIAMOBIAHO y Tpymax npuiiomy ¢iHacTepuay, TOKCA30CHHY Ta KOMOiHaIlii,
nopiBHSAHO 3 Twiane6o. ['ocTpa 3aTpuMka cedoBUIyCKaHHs croctepiranack y 41 3 351 Bumankis
nporpecyBants JI'TI3; mia BIuimBoM JTiKyBaHHS pU3UK PO3BUTKY TOCTPO1 3aTPUMKH CEUOBUITY CKAHHS
OyB 3HmkeHuii Ha 67 % (p=0,011), 31 % (p=0,296) Ta 79 % (p=0,001) BiamOBIAHO y Tpynax npuiiomy
(dinactepuny, MOKCAa30CHHY Ta KOMOIHamii, MOPIBHAHO 3 Iane6o. Tiabku Tpynmu NpuiomMy
¢iHacTepuay Ta KOMIUIEKCHOI Tepallii Maiu iCTOTHY Pi3HUIIIO 3 TPYTMOI0 MpHiioMy mianeoo.
Dapmarokinemuxa.

VY 40JI0BIKIB MICJIA 0IHOPA30BOI'0 NEPOPATBHOTO NMPHHOMY 103U (hiHACTEpUay, MIYEHOTO 130TONaMHU
syriemo 4C, 39 % npuitHATOI 1031 BUALISAIOCS 3 ceuero y Gpopmi MeTaboiTiB (IMOBipHO, 3 ceuero
BUAUIAIACH TAaKOXK HE3HauyHa KUIBKICTh He3MiHeHoro ¢inacrepuny). 57 % mnpuitHaToi n03u
BHUBOJMJIOCH 13 KaJIOM. J{OCIiPKEHHSIMHA TaKOX BCTAHOBJIICHO, IO ABOM MeTaboiiTaM QiHacTepuIy
BJIACTUBAa MEHII BHpaX€HAa INPUTHIYYBaJbHA [i IO BIJHOIIEHHIO J0 S-anbda-peayKrasu.



biogoctynHicTh ¢iHacTepuay npu nepopajbHOMY MpHitoMi cTaHOBUTH npuban3Ho 80 %. Ilpuitom
k1 He BIUTMBA€E Ha 010JJ0OCTYITHICTh MpenapaTy. MakcuMalibHa KOHIICHTpallis GpiHACTEepUay y TUIa3Mi
KpPOB1 JOCSTAa€TbCcs NPUOTU3HO uepe3 2 TOAMHHU IICHs TepopalibHOro mpuiiomy. AOcopOuis
npenapary 31 HUTYHKOBO-KHIIIKOBOTO TPAKTY 3aKIHUY€EThCS 4epe3 6-8 TOAWH IMicisa HOTO MpUiioMy.
Ilepion HamiBBUBeACHHs (iHA-CTepUOy B IUIa3Mi KpOBI B CEpeAHbOMY CTaHOBUTh 6 TOJUH.
3B’s13yBaHHs 3 OLIKaMu 11a3Mu KpoBi — 93 %. CucteMHuUl KIlipeHC CTAHOBUTH MPUOIU3HO 165 Mi/XB,
00’em po3noiny — 76,1 mitpa.

VY niTHROMY Billl BUAKICTh BUBECHHS (PiHACTEPUAY JEII0 3HWKYETHCS. Y YOJOBIKIB BIKOM MOHA
70 pokiB nepios HamiBBUBEICHHS (DiHACTEPHLY CTAHOBUTH NPUOJIM3HO 8 TOAMH, TOJI SIK B 0C10 BIKOM
Bix 18 mo 60 pokiB — 6 roauH. AJle 11e HE € TTOKa3aHHAM IS 3MEHIIIEHHS JI03W Tpernapary B ocio
CTapILOro BiKY.

VY marieHTiB 3 XpOHIYHOIO HHUPKOBOKO HEAOCTATHICTIO (KIIPEHC KpeaTHHIiHy Big 9 g0 55 Mi/xB) He
BUSIBJICHO PI3HUII MIBUAKOCTI BHBEJCHHS OIHOPAa30BOi 03U (piHACTEpHIY, MIYEHOTO 130TOMAMH
syriero '*C, mopiBHSIHO i3 370pOBMMHM BOJOHTEpaMu. 3B’ A3yBaHHS 3 OiIKaMHU MIA3MH KPOBi Y IIUX
Ipyn MAI[i€eHTIB TaKOX HE BIAPI3HANOCH. Lle MOSACHIOETbCA THM, IO y TMALI€HTIB 3 HUPKOBOIO
HEJIOCTATHICTIO YacTKa METaboMITIB iHACTEPUIY, KA 32 HOPMAIBHUX YMOB BUIIISETHCS 3 CEUCHO,
BHUBOJUTHCS 3 KanmoM. Lle minTBepIKy€eThcs 301MBIICHHSAM Y IIUX MAII€HTIB KITBKOCTI METa0OIIITIB
(dinactepuay B Kalli MPY OJJHOYACHOMY 3HWDIKEHHI 1X KOHIIEHTpaIlii B cevi. Y 3B 3Ky 3 HABEACHUM y
HAI€HTIB 3 HAPKOBOIO HEJOCTATHICTIO, IKMM HE IOKa3aHUi reMoiani3, kopekiis xo3u [Ipockapy®
HE TIoTpiOHa.

Jani npo papMakoKiHETHKY Tpenapary y MaieHTiB 3 IEYiHKOBOIO HEJOCTATHICTIO BIJICYTHI.

Odinactepua TpoHUKae uepe3 remaroeHnedamiunuii Oap’ep. HeBenuky KimbKicThb (iHACTEpUIy
BUSIBJISITU B CIM’SIHIM p1AMHI.

dapManeBTHYHI XapaKTePUCTHKH.

OcHo6ni i3uKko-xXimMiuHi 61aCMUEOCM:

TabneTku y Gpopmi s6s1yKa, OJIaKUTHOTO KOJILOPY, BKPHUTI IUTIBKOBOIO 000JIOHKOIO, 3 HartucomM MSD
72 3 oguoro 60ky 1 Hamucom PROSCAR - 3 iHmoro.

Tepmin npuoamnocmi. 3 poxu.
He MoxHa 3acTocoByBaTH Ipenapar Iiciis 3aKiHY€HHS TEPMiHYy MPUIATHOCTI.

YmoBHu 30epiranus.
30epiratu B OpUriHaNbHIN ynakoBui npu Temneparypi He Buiie 30 °C, B HEAOCTYITHOMY AJIs JiTeH
MicI.

YnakoBka.
ITo 14 TabneToK, BKPUTHX TUTIBKOBOIO 00OJIOHKOI0, y OmicTepi.
ITo 1 abo 2 GmicTepu y KapTOHHIM KOPOOIII.

Kareropis Bignmycky.
3a peuenrtom.

Bupoouuk.

Heposgacosannoi npooykuyii:

MC/ Intepuemnn 'mOX (Pinist [Tyepro-Piko) TOB, CHIA/MSD International GmbH (Puerto
Rico Branch) LLC, United States.

Ilepsunne naxysanms:

Mepk apn 1 [Joym Jlimiten, Benuka bputanis/Merck Sharp & Dohme Limited,United
Kingdom.

Bmopunne naxysamnns, sunyck cepii.:

Mepxk lapm i {oym b.B., Hinepnanan/ Merk Sharp & Dohme B.V., the Netherlands.



Micue3Haxo/1:KeHHH.

Poyn 2, Kinometp 60.3 Cabana Xoiioc, Apeci6o ITP, 00688 CILIA/Road #2, Kilometer 60.3
Sabana Hoyos, Arecibo PR, 00688 United States.

Hlorron Jleitn, Kpammniarron, Hoprym6epinennq NE23 3JU, Benuka Bbpuranis/Shotton Lane,
Cramlington, Northumberland NE23 3JU, United Kingdom.

Baapnepser 39, 2031 BH Xaapmem, Hinepnangu/Waarderweg 39, 2031 BN Haarlem, the
Netherlands.




