IHCTPYKUIA

ONns Megu4HoOro 3acTocyBaHHA JliKapCbKOro 3acoby
DOyTtactepua/TamcynosuH-Bicta 0,5 mr/0,4 mr
( Dutasteride / Tamsulosin - Vista 0,5 mg /0,4 mg )

Cknapg:

Oitoydi peqosuHU: gyTacTepua, TamMCcyno3vHy rigpoxmnopug;
1 kancyna mictute gytactepuay 0,5 mr Ta TamcynosuHy rigpoxnopugy 0,4 wr;
JonoMixHi pe4yoBUHMU:

nponineHrnikonb MoHokanpwunar, Tuny |l; BytunrigpokcuTtonyon (E 321); xenaTtuH; rmiuepuH;
TuTaHy giokeng (E 171); meTakpunatHoro cononimepy AMCNEpPCis; Lentonosa MikpokpucTaniyHa;
anbytmnncebauuHar; nonicopbat 80; KpeMHito gioKcua, KONoiaAHMI BOOHWUIA; KanbLito cTeapar;

oboroHka meepdoi karncynu: 3anisa okcug YopHun (E 172), 3anisa okcug yepsoHui (E 172),
TuTany giokeng (E 171), 3aniza okeug »xxostun (E172), xxenatun;

*cknad YopHuna:wenak (E 904), nponineHrnikone, 3aniza okcng YopHun (E 172), amiaky po3ymnH
KOHLEHTPOBaHMWI, Kanito rigpoKkcua.

NMikapcbka dopma
Kancynwn tBepgi.
OcHOBHi hi3uKo-XimMi4Hi BMacTUBOCTI:

TBEpAa XenaTuHoBa Karcyna BUaoBXeHoI (hopMU, 3 KOPNYyCOM KOPUYHEBOTO KOMbOPY i
KpuLle4dkoro 6exeBoro Kornbopy 3 MapkyBaHHsaM CO01 YOpHUM HYOPHUNOM Ha KpuLueyli. Bmict
Kancynu: NnpoaoBrysaTta M’sika xenaTtuHoBa Kancyna (npnbnumsHo 16,5 x 6,5 Mm) CBiTNo-X0BTOro
KOnbOopy, HanoBHeEHa MPO30POt0 PiAMHOK Ta rpaHynamMu TaMmcyno3uHy binoro abo mamke 6inoro
Korbopy.

dapmakoTepaneBTUYHa rpyna

3acobwu, Lo 3acToCoBYOTb NPU JOOPOSIKICHIM rinepnnasii nepeamixypoBoi 3ano3n. AHTaroHicT
a1-agpeHopeuentopiB. Kog ATC G04C A52.

dapmakonoriyHi BNacTMBoCTi

dapmakogmHamika


http://likicontrol.com.ua/atc-%D0%BA%D0%BB%D0%B0%D1%81%D0%B8%D1%84%D1%96%D0%BA%D0%B0%D1%86%D1%96%D1%8F/

Oytactepua/TamcynosumH-Bicta € kombiHaLieo ABOX NikapCbknx 3acobiB: gytactepuay,
noaBinHoro iHribitopa 5a-peayktasu (5 API), i TamcynosuHy rigpoxnopuay, aHTaroHicta
agpeHopeuenTopiB ala i ald. Lli nikapcbki 3acobu matoTb B3aEMOLOMNOBHIOBANTbHUIN MEXaHi3M
Ail, 3aBOsiKM SIKOMY BiaOyBa€eTbCA LWUBUAKE NOCNAGNEHHS CEHOBUAINEHHS, 3HWKYETLCS PUSMK
roctpoi 3atpumkm cedi (M3C) Ta 3MeHLYETLCA IMOBIPHICTb HEOOXIOHOCTI NPOBEAEHHSA XipypriYHOT
onepaLii 3 npuBogy 4OOPOSAKICHOI rinepnnasii nepeamMixypoBoi 3anosmu.

He ouikyeTbCs, Wo dapmakogmHamiyHi ecbekTn dikcoBaHOI 030BaHOi KoMBiHauii gyTacTtepuay
Ta TaMCyINo3VHy BiOPI3HATUMYTbCS Bif TVX, LLIO OTPUMaHi Npy 0QHOYACHOMY 3aCTOCYBaHHI
gyTactepuay Ta TaMCyrno3uHy sik OKPEMUX KOMMOHEHTIB.

Hymacmepud

[dyTtactepua npurHivye akTMBHICTb SK 1-ro, Tak i 2-ro Tuny isodepmeHTiB S-anbda-peaykrasu, ski
BiQMNOBiAaOTb 3a NepPeTBOPEHHS TECTOCTEPOHY Ha aurigpotectoctepoH (OT). AT €
aHOpPOreHoOM, SIKMA y NepLUy Yepry BiAnoBigae 3a picT nepeaMixypoBoi 3an03n i po3BUTOK
[obposkicHoT rinepnnasii nepeamixypoBoi 3amno3n. TamcyrnosvH NPUrHivye akTUBHICTb
agpeHopeuenTopiB ala i ald y cTpomanbHin rmagkii MyckynaTtypi nepeamixypoBoi 3anosm i
LML cedoBoro mixypa. MNpnbnusHo 75 % peuenTtopis a1y nepeamixypoBin 3anosi €
peuenTtopamu nigTuny ala.

TamcynosuH

TamcynosvH niaBuLLye MakcUmaribHy LBUAKICTb TOKY Cevi 3a paxyHOK 3HUXKEHHS TOHYCY rMaaKkmx
M’S13iB YPETPU i NepeaMixypoBoi 3aro3u, LWo ycyBae 00CTpyKUito. MpenapaT TakoxX 3HKYE
BMPaXEHICTb CMMNTOMIB MOAPA3HEHHS Ta OBCTPYKLT, y PO3BUTKY SIKMX iCTOTHY porb Bigirpae
HETPMMaHHSI CeYi Ta CKOPOYEHHS rMagknx M’sa3iB HMXKHIX BigAiNiB CeHOBMBIAHNX LUNAXIB. Takui
edekT gocsaraeTbca nig vyac 4oBroTpmsanoi Tepanii. HeobxigHicTe onepaTnBHOro BTpyyYaHHs abo
KaTteTepu3aLii 3Ha4YHO 3HMXKYETBCS.

AHTaroHicT a1-agpeHopeLenTopiB MOXYTb 3MEHLLYBATU KPOB'SHUA TUCK LUMSIXOM 3HVXKEHHS
3aranbHoro nepudepunyHoro onopy. g Yac gocnigpkeHHs BAAMBY TaMCYSI03UHY He
crnocTtepiranocs KNiHiYHO 3HAYYLLOro 3HWXXEHHS apTepiaribHOrO TUCKY.

PapmaKkoKiHeTUKa

Mix BBeaeHHsIM kOMBiHaLii AyTacTepna-TamcynosvH i OAHOYaCHUM BBEAEHHSM A03 AyTactepuay
i TAaMCyO3unHyY B Karncynax okpeMo Oyna npogeMoHCTpoBaHa 0ioekBiBaneHTHICTb.

HocnimpxkeHHs GioekBiBaneHTHOCTI ogHOpa3oBMX 403 O6yno npoBeaeHo K HaTLle, Tak i nicns
npuromy ixi. NMopiBHSAHO 3i CTAaHOM HaTLLe, Y pa3si 3aCTOCYBaHHS NiCAs NPUAOMY DXi
cnoctepiranocst 30 % 3HmxkeHHA Cmax (MakcMMarnbHOT KOHLUEHTpaLii) TaMCyrno3uHy y cknagi
koMBiHaLii AyTacTepua-TamcynosuH. xa He snnueana Ha AUC (nnotly nig dhapMakoKiHETUHHO
KpVBOIO) TaMCYO3MHY.

BcmokmysaHHs



LOyTactepung

Micns nepoparnbHOro BBeAeHHS ogHopa3oBoi Jo3n 0,5 Mr gyTactepuay Yac 4o LOCSATHEHHS MOro
NiKOBOI KOHLUEHTpaLii B cupoBarTLi KpoBi cTaHOBMB 1-3 roanHu. AGcontoTHa 6iogoCTyNHICTb
cTaHoBurna npubnmaHo 60 %. Mpunom ixi He BNNMBaB Ha BiOQOCTYMHICTL AyTacTepuay.

TamcynosuH

Tamcyno3nH BCMOKTYETbCS 3 KALLEYHUKY | € MalKe MOBHICTIO 6iogoCcTynHMM. AK WBWAKICTb, TaK i
CTYNiHb BCMOKTYBaHHSI TAMCYJTO3UHY 3HUXKYIOTLCS, SKLLO MOro npuimat npotarom 30 XBUANH
nicns ign. PiBHOMIpHICTb NOrMMHaHHSA 3abe3neyyeTbCs MPUINOMOM
OytacTtepuay/TamcynosuHy-BicTtv B oauH i Ton e yac Jobu nicnsa npunomy ogHOTUMHOT .
KoHueHTpauis TamcynosuHy y nnasmMi KpoBi € NponopLinHOw0 A0 403U,

Micns npurnomMy ogHOPA30BOi JO3M TaMCy03MHY MiCns iay NikoBa KOHUEHTpaLUia y ninasmi KpoBi
aocsaraetbcsa NpnbnmsHo Yepes 6 roanH. PiBHOBaXkHa KOHLEHTpaLis 4OCAraeTbCs Ha 5- AeHb
baratopasoBoro BeegeHHA. CepegHs piBHOBaxkHa KoHUeHTpauis (Cmax) y nauieHTis €
Npunbrnn3HO Ha ABi TPETUHN BULLOK 3a KOHLIEHTpALLt0 Nicris 0QHOPa30BOro BBEAEHHS
TaMCyro3uHy. Xo4a Lie siBULLe crocTepiranocs y nauieHTiB NiTHbOro BiKy, TOFO X CamMoro
pe3ynsTaTy MOXHa OdiKyBaTW i Y MOMNOALIMX NaLieHTIB.

Po3rodin

QYTaCTeQMQ

OyTtacTtepua mae Benukun o6’em poanoginy (300-500 n) i BUCOKY 3B’A3yBaHICTb 3 Ginlkamu
nnasmu kposi (>99,5 %). MNicns WwoaeHHOro BBeAEHHNA 403 KOHLIEHTpaLis gyTactepuay B
cupoBaTLi KpoBi gocsrae 65 % piBHOBaXHOI KOHLeHTpaLil Yepes 1 micaub i npubnunaHo 90 % -
yepes 3 micsui.

PiBHOBa)Ha KOHLIEHTpaLis y cupoBaTLi KpoBi (Css), ska cTaHOBUTL NpubnuaHo 40 Hr/mn,

JocAaraetbca Yyepes 6 micauis BBegeHHs Josu 0,5 mr Ha go0y. CepegHe 3HaYeHHS1 HAOXOOXKEHHS
ayTactepuay 3 CMpoBaTKM KPOBI Y CiM'siHY pianHy ctaHoBuTb 11,5 %.

TamcyrnosuH

Y YOnoBIKiB TAMCYNO3MH 3B’A3y€eTbCA 3 binkamy nnasmu npubnmaHo Ha 99 %. O6’em posnoginy €
HeBenukum (NpuobnusHo 0,21/kr).

Memaboniam

ﬂ,yTaCTepmg

[yTtacTtepua akTMBHO MeTabonidyeTbcain vivo.B ymoBaxin vitrogytactepug MeTabonisyeTbes
untoxpomoMm P450 3A4 i 3A5, yTBOPHOKOYM TP MOHOTIAPOKCUITbOBaHNX MeTaboniTv i oanH
OUriApOKCUIbOBaHNUIA METabONIT.



Micna nepopanbHoro BBeaeHHs aytactepuay B 40o3i 0,5 mr/goby 40 AOCATHEHHS PiBHOBaXHOI
KoHueHTpauii 1-15,4 % (cepeaHe 3Ha4YeHHs - 5,4 %) BBeQeHOI [03n AyTacTepuay BULOINSETbCA Y
Kan y HeamiHeHOMY BUrnagi. PewTta Buaindetbca y kan y Burmsgi 4 oCHOBHMX meTaboniTis, LU0
MicTaTb 39 %, 21 %, 7 % i 7 % KOXHOT 3 pe4OBUH, MOB’A3aHNX 3 NiKapCbkMM 3acobom, i 6
apyropsaHux metaboniTie (MeHLwwe 5 % KOXeH). Y cevi NMoAMHN BUSIBMEHO NIULLE HE3HAYHI
KiNbKOCTi He3MiHeHoro gytactepuay (MeHwwe Hix 0,1 % poan).

TamcynosuH

EHaHTiOMepHa BiokoHBepcisa 3 Tamcynoauny rigpoxnopuay [R(-) isomep] y S(+) isomep y nognHm
He BigOyBaeTbCA. TaMCyno3nHy rigpoxnopua akTMBHO MeTabonisyeTbcst hepMeHTamm
untoxpomy P450 y nevinui, i meHwe 10 % [03n BUAINAETbCA y Cevy B He3MiHEHOMY BUMSAi. Ane
dhapMakoKiHETUYHMI NPOdiNb MeTaboNITIB y NIOANHM HE BCTAHOBMNEHUI. PesynstaTtu
JocnigXeHbin vitro BKasyloTb Ha Te, Lo A0 MeTaboniamy TaMCyno3nHy 3any4aroTbcs hepMeHTH
CYP3A4 i CYP2D6, a TakoXX HE3HAYHOI € y4acTb iHLWMX i3odhepmeHTiB CYP.

[MpurHiveHHs akTMBHOCTI hepMeHTiB, aki 6epyTb y4yacTb y neviHkoBoMy meTaboni3mi, moxe
Npv3BECTM A0 NOCUNEHOI Ail TaMcyno3sunHy. lNepen BUBEAEHHAM 3 ceyeto MeTabonitu
TaMCYNO3U1HY rigpoxnopuay NigaaTbCs LUMPOKOMY 3B’A3YBaHHIO 3 MIOKYPOHiAoOM abo
cynbgaTom.

BueedeHHs1

LOytactepua

BuBeneHHs gytacTtepuay 3anexuTb Big 403u, i Ler npouec cnif onucyBaTu Sk Takun, LWo
BifOyBaeTbCs ABOMA NapanenbHUMN LWASXaMn: OOUH € HAaCUYyBaHUM NPU KNiHIYHO 3HAYYLLMX
KOHLEeHTpaUiax, a Apyrum - HeHacuvyBaHUM. [1py HU3bKMX KOHLIEHTPaLisiX y cMpoBaTLi KpoBi
(MeHLwe 3 Hr/mn) gyTacTepu WBUAKO BUBOAUTLCS K 3aNeXHUM Big KOHUEHTpaLil, Tak i
He3aneXxHUM Bifg KOHUEeHTpauii wnaxom. [pu 3acTocyBaHHiI 04HOPA30BMX 403 5 Mr abo MeHLNX
003 Oyro BUSIBNEHO O3HAKM LUBUAKOIO KIMiPEHCY i BCTAHOBIIEHO MEPioa HaMiBBUBEAEHHS, AKUN
TpuBae Big 3 0o 9 OHiB.

Mpy TepaneBTUYHNX KOHLEHTPAaLSX Nicns noBTopHoro BBeaeHHs fo3un 0,5 mr/goby gomiHye
NOBINbHILIMIA, NiHIMHWIA WUNAX BUBEAEHHS, a Nepioq HaniBBMBEAEHHS CTaHOBUTb NpMbnm3Ho 3-5
TUXKHIB.

TamcynosuH

TamMcynosuH i noro Metabonitv BUBOAATLCS NEPEBAXHO 3 CeYeto, B AKii NpnbnmaHo 9 % poau
NPUCYTHI y BUrMSiAi HE3MIHEHOT aKTUBHOI PEYOBUHM.

Micns BHYTpPilWHbOBEHHOIO abo NepopanbHOro BBEAEHHS B fikapCbKii oopMi 3 HeraHUM
BMBINbHEHHAM Mepioa HaniBBUBEAEHHS TAMCYNO3MHY, LLO MICTUTLCS Y MnasMi KpOBi, KONMBAETbCS
B Aiana3soHi Big 5 4o 7 roguH. Yepes hapMakoKiHETUKY, perynboBaHy LUBUAKICTIO NOTMMIMHAHHS, Y
BMNagKy 3 TaMCyfno3vHOM Y Kancynax 3 MoandikoBaHUM BUBINIbHEHHAM, CNPaBXHiN nepiof
HaniBBMBEAEHHS TaMCyno3uHy, NPUAHATOrO Nicns ign, cTaHoBUTbL NpMbnuaHo 10 roguH, a B
PiBHOBaXKHI KOHLEHTpaLil y nauieHTiB - npubnmnsHo 13 roguH.



lMayieHmu nimHb020 8iKy

LOytactepua

dapmakokiHeTuKa gytactepuay ouiHioBanacs y 36 30opoBux YoroBIKiB Yy Bili Big 24 oo 87 pokis
nicns BBeAEHHS OAHOPA30BOoi 403U 5 Mr. 3HAYHOI 3aneXHOCTi BNNMBY AyTacTepuay Bif Biky
nawieHTa He cnocTepiranocs, ane nepioa HaniBBUBeAeHHs1 OyB KOPOTLUMM Y YOMOBIKiB BikOM 4O
50 pokiB. CTaTUCTUYHMX BiAMIHHOCTEN Yy Nepiodi HaniBBMBeAEHHS He Byro Npy NOPIBHSHHI rpynu
50-69-pivyHNX gocnigxyBaHUX 3 rpynot AochigKyBaHMX Bikom noHag 70 pokiB.

TamcynosuH

MepexpecHe NopiBHANbHE AOCNIMKEHHS 3aranbHOro BMAMBY TaMCynosuHy rigpoxnopuay (AUC
(nnowwi nig, dhapmMakoKiHETUHHOK KPUBOLD)) | Nepiody HaniBBUBEAEHHS BKa3ye Ha Te, Lo
dhapMaKoKiHETMYHA it TAaMCYJT03UHY TigpOXIIOpMay MoXxe ByTy TPOXM TPUBANILLOK Y NaLieHTIB
NITHLOrO BiKY MOPIBHAHO 3 MOMIOAMMM 340POBUMM A0OPOBONbLAMKM YOMOBIYOI cTaTi. BnacHun
KnipeHC He 3anexunTb Bif 3B’A3yBaHHS TaMCyno3uHy rigpoxnopuay 3 anbda-1-kmcnum
rMiKONPOTEIHOM, ane 3HWXYETbCS 3 BIKOM NauieHTa, y pe3ynbstaTi Yoro 3aranbHa gis € Ha 40 %
cvnbHiwot (AUC) y nauieHTiB BikOM Big 55 [0 75 poKiB MOPIBHAHO 3 i€t0 Y NALEHTIB BiKOM
20-32 poku.

Hupkosa HedocmamHicmb

QYTaCTeQMQ

BnnvB HMPKOBOI HEAQOCTATHOCTI Ha bapMaKkoKiHETUKY ayTacTepuay He BuByYanu. Ane y ceui
nognHn Busiensetbca meHwe 0,1 % nosu gytactepuay 0,5 Mr y piBHOBaXHi KOHLEHTpaUii, ToMy
KNiHIYHO 3HaYyLLOro NigBULLEHHS KOHLUEeHTpaUil AyTactepuay y nnasmi KpoBi y NauieHTiB 3
HUPKOBOK HEAOCTaTHICTIO OYiKyBaTu He cnif (amB. po3ain «Cnocib 3acTocyBaHHA Ta 403U ).

TamcynosuH

dapmMakoKiHeT1Ka TaMCyro3vHy rigpoxnopuay nopisHioBanacs y 6 nauieHTis i3 HUPKOBOKO
HedocTaTHICTHO Bif cnabkoro go nomipHoro (30 < Clcr< 70 mn/xs/1,73 m2) abo Big nomMipHoOro go
Tsbkkoro (10 < Cler < 30 mn/xB/1,73 M2) cTyneHs i y 6 gocniga)XyBaHnX 3 HOpManbHUM KITipeHCOM
(CLcr <90 mn/xB/1,73 M2). Y TOn Yac K y 3aranbHii KOHLEHTpaLii TaMCyno3uHy rigpoxsopuay y
nnasmi KpoBi cnocTepiranacy 3amiHa B pesyrnbraTi 3MiHHOIMO 3B’A3yBaHHs 3 anbda-1-kMcnmm
rMiKONPOTEIHOM, KOHLEHTpaLisi He3B'A3aHOro (aKTMBHOMO) TaMCYNO3UHY TiApoXnopuay, a Takox
BMACHWIN KNipeHc 3anuwanncs BigHOCHO cTabinbHMn. Tomy nauieHTam 3 HUPKOBOH
HeOCTaTHICTIO He NOTPiIOHAa KOpeKLis 403K TamMCyno3uHy rigpoxnopuay B kancynax. Ane
nawuieHTn 3 TepmiHanbHOK cTagieto HUpKoBoi HegocTaTHocTi (Cler < 10 mn/xs/1,73 M2) He
Aocnigxysanucs.

lNeyiHkosa HedocmamHicmb

QYTaCTeQMg



Bnnve ne4viHKoOBOI HeQOCTATHOCTI HA dapMaKoKiHETUKY AyTacTepuay He BMBYanu (oue. po3gin
«lMpoTtunokasaHHs»). Ockinbkn gyTacTepua BUBOAUTLCS NEPEeBaXKHO LUMSIXOM MeTaboniamy,
OYIKYETbCS, WO PiBHI gyTacTepuay y nnasmi KpoBi LMX nauieHTiB byayTb NigBULLIEHMMN, a Nepioa
HaniBBMBEOEHHS - TpUBaniwnm (ame. po3ainy «Cnocib 3actocyBaHHs Ta 4o3m» i «OcobnueBocTi
3aCTOCYBaHHS»).

TamcynosuH

dapMakoKiHETUKY TaMCYNO3uHy Tigpoxnopuay nopisHoBanu y 8 nauieHTiB 3 MOMipHUM
nopyLueHHaM oyHKLUIT neviHkm (knacudikauia 3a Yanngom-'to: ctyneHi AiB)iy 8
O0ChigKyBaHMX 3 HOPManbHOK YHKLIEID NeYiHKK. Y TOM Yac SK 3MiHa B 3arasbHii KOHLEeHTpauii
TaMCyrno3uHy rigpoxnopuay y nras3mi KpoBi crocTepiranacs B pesynbraTi 3MiHHOro 3B’A3yBaHHs 3
anba-1-kMcnum rnikonpoTeiHOM, KOHLEHTPALisl HE3B’A3aHOMO (aKTMBHOIO) TaMCYO3UHY
rigpoxnopuay He 3a3HaBarna 3HadHuX 3MiH, Big3Hayanacs Tinbku nomipHa (32 %) amiHa BMacHoro
KnipeHcy He3B’A3aHOro TaMCcyrno3unHy rigpoxnopuagy. Tomy nauieHTn 3 NOMipHUM NOPYLUEHHSIM
dyHKUiT neviHkM He NoTpebyoTb KOopeKLUil 403K TaMcyno3uHy rigpoxnopuay. [ito TamcynosnHy
rigpoxnopuay He BUBYaANU y NauieHTiB 3 TSHKKMM NOPYLUEHHAM GYHKLUiT NeYiHKK.

Besneka ma KriHiyHi O0CTiOXeHHS.

CepueBa HegocTaTHICTb

Y 4-piyHOMY KMiHIYHOMY AOCHiAKEHHI 3aCTOCYBaHHA AyTacTepuay Y NoeaHaHHi 3 TaMCyrno3vHOM
Ons nikyBaHHA 40OpOosiKiCHOI rinepnnasii nepeamixypoBoi 3anosu y 4844 4onogikiB (goCniaXeHHs
CombAT) yacTtoTa BUHUKHEHHST CEPLEBOT HEAOCTATHOCTI (36ipHE MOHATTSA) Y rpyni KOMBIHOBaHOT
Tepanii 6yna suwoto (14/1610, 0,9 %), Hix y Oyab-akin rpyni MoHoTepanii gyTacTepuaomM
(4/1623, 0,2 %) abo TamcynoauHom (10/1611, 0,6 %).

B okpemomy 4-piyHOMY KNiHIYHOMY NOPIBHANBHOMY AOCRiAXeHHI nnauebo 3 XiMiuHOo
npocinakTnko aytactepngom 3 yvactio 8231 yonosika Bikom Big 50 4o 75 pokis 3 nonepegHimu
HeraTMBHUMW AaHMMK Bioncii Ha pak nepeaMixypoBoi 3ano3u i mo4YaTkoBUM piBHEM PSA mix 2,5
Hr/mn i 10,0 Hr/mn y yonogikie Big 50 o 60 pokie abo 3 Hr/mn i 10,0 HF/MN y YONOBIKIB BiKOM
noHapg 60 pokis (nocnigpkeHHs REDUCE) 6yno BCTaHOBMEHO, L0 YacToTa BUHUKHEHHS CepLIEBOI
HeOOoCTaTHOCTI Y navieHTiB, aki npuimanu gytactepug 0,5 mr 1 pas Ha goby (30/4105, 0,7 %),
Oyna BULLOK NOPIBHSHO 3 NaujieHTamu, aki npuriMmanu nnauebo (16/4126, 0,4 %).
PeTtpocnekTnBHuiA aHani3 LubOro AOCHIAXEHHSI NOKa3aB BULLY YacTOTy cepLeBOi HEAOCTaTHOCTI y
nauieHTiB, ki npunManu gytactepug i anbga-bnokarop ogHo4vacHo (12/1152, 1,0 %) nopiBHSAHO
3 cyb’ekTamu, ski npuimanu gytactepug 6e3 anbga-onokaropa (18/2953, 0,6 %), nnauebo i
anba-obnokartop (1/1399, <0,1 %) abo nnauebo 6e3 anbda-6nokatopa (15/2727, 0,6 %).
MpUYMHHOIO B3aEMO3B’sI3KY MiX 3aCTOCYBaHHSAM AyTacTepuay (CaMocCTinHO abo y KoMbBiHaLii 3
anbda-brnokatopammn) Ta BUHUKHEHHAM CEPLIEBOI HE4OCTATHOCTI BCTAHOBMEHO He Byrno (auB..
po3ain «OcobnmMBOCTi 3aCTOCYBaHHA»).

Y 4-piyHOMY OOCHIDKEHHI, B AKOMY BMBYanu Aito gytactepuay NopiBHAHO 3 nnauebo, y 8231
yonosgika Bikom Big 50 4o 75 pokiB 3 nonepeaHiMn HeraTMBHUMK gaHuMu Bioncii Ha pak
nepeamixypoBoi 3ano3u i noyatkoBum pisHeM PSA mixx 2,5 Hr/mn i 10,0 HI/mMn y YonoBikiB Bikom



Big 50 no 60 pokie abo 3 Hr/mn i 10,0 Hr/mMn y YonoBikiB Bikom Big 60 pokiB (AoCniaXeHHs
REDUCE) 6706 cy6’ektam Byno npoBefeHo ronkoBy Gioncito npoctatn (060B’A3KOBY 3a
NepBMHHMM MPOTOKOMOM), AaHi SKOi Bynn BUKOPUCTaHi Ansa aHanidy andepeHuitoBaHHs 3a
wkanoto micoHa. Y gocnigxeHHi 6yno BusieneHo 1517 naujieHTiB 3 AiarHO30M pak NpocTaTu.
Binbwictb nyxnuH npoctatn (70 %), BUSBNeHnx 3a gonomoroto Gioncii, B 060x rpynax nikyBaHHS
Marnu BUCOKUI piBeHb AndepeHLitoBaHHs (5-6 6aniB 3a wkanoto micoHa).

Y rpyni gytactepuay 3apeectpoBaHo 6inbLu BUCOKY YacToTy (n = 29, 0,9 %)
Hu3bkogndepeHLirnoBaHoro paky npoctatu (8-10 6anis 3a wkanot [MicoHa) NOPiBHAHO 3 rpyrnoto
nnauebo (n =19, 0,6 %) (p = 0,15). Y nepLi 2 pokn AOCAISKEHHS KiNbKICTb NAaUEHTIB 3 pakom
nepeaMixypoBoi 3arno3u 3 nokasHukom 8-10 Ganie 3a wkanoto [nicoHa Oyna ogHaKkoBOK B rpyri
aytactepugy (n =17, 0,5 %) i B rpyni nnaue6o (n = 18, 0,5 %). MNMpotsarom 3-4-ro pokis
OOCnimMKeHHA BinbLua KinbkicTb BUNAaAKiB paky nepeamixypoBoi 3anosu 3 nokasHukom 8-10 6anis
3a wkanoto MicoHa 6yna giarHoctoBaHa y rpyni gytactepuay (n = 12, 0,5 %) nopiBHAHO 3
rpynoto nnauebo (n =1, < 0,1 %) (p = 0,0035). Hemae gaHux Npo BNAUB Ha PU3MK PO3BUTKY paky
npocTaTth y YOroBIKiB, SIKi NpuimatoTb gytactepug noHag 4 poku. BigcoTok nauieHTiB 3 giarHo3om
paKy nepeamixypoBoi 3ano3su 3 nokasHukom 8-10 Ganis 3a wkanoto micoHa 36epirascs
NOCTIMHMM Y Pi3Hi nepioan gocnigkeHHs (1-2-un pokn, 3-4-uin pokn) B rpyni gytactepuay (0,5 %
Y KOXXHUI nepiof Yacy), y Ton yac 9K y rpyni nnauebo BigcoToK nauieHTiB i3
HM3bKOAMMEPEHLIi0BaHMM pakoM npocTaTtu (8-10 6anis 3a wkanot MicoHa) OyB HXKYUM Y
3-4-TuiA poku, Hix 'y 1-2-un poku (< 0,1 % i 0,5 % BignosigHo) (amB. po3ain «OcobnmBoCTi
3acTocyBaHHS»). He Byno Hiskoi pi3HMLi B YacToTi BUNaKiB paky nepeamixypoBoi 3amnosm 3
nokasHmkom 7-10 6anie 3a wkanoto Micona (p = 0,81).

Y 4-piyHOMY KIiHIYHOMY AOCHIDKEHHI NiKkyBaHHA J0OPpOsKICHOT rinepnnasii nepeamixypoBoi
3ano3un (Combat), oe NnepBUHHMM NPOTOKONOM He Oyro nepegdavyeHo 060B’A3koBY BIOMCIto i BCi
JiarHo3un paky npoctartu 6ynu BCTaHOBMEHI Ha BioNCii 3a NokaszaHHsAMUW, YacToTa BUNaaKiB paky
nepeamixypoBoi 3ano3un 3 nokasHukom 8-10 6anis 3a wkarnoto MmicoHa 6yna 0,5 % (n = 8) y rpyni
aytactepugy 0,7 % (n=11), y rpyni TamcynosuHy Ta 0,3 % (n=5) y rpyni komb6iHoBaHoI Tepanil.

3B’430K MiXK 3aCTOCYBaHHAM gyTacTepuay Ta BUHUKHEHHAM HU3bKOAUMEPEHLINOBAHOIO paky
nepeamixypoBoi 3ar03u1 3anvLaeTbCs He3’ACOBaHNM.

Pak epydHoi 3arno3u y 4omnosikie

[1Ba BMNagoK-KOHTPONbOBaHI enigemionorivyHi gocnigpkeHHs, ogHe nposegeHo y CLUA (n=339
BMNaAKIB paky rpyaHoi 3anosu i n=6780 y rpyni KOHTponto), a iHwe y Benukin BputaHii (n= 398
BMNagKiB paky rpyaHoi 3anosu i n=3930 y rpyni KOHTPOM) y 6asax 4aHUX OXOPOHM 300POB’S He
nokasanu Hisikoro 36inbLUEHHS PU3KKY PO3BUTKY paky rpygHOI 3amo3n y YoMoBIKiB Npu
3aCTOCyBaHHI iHriGiTopiB 5a-peaykTasun. Pe3ynstaTi NepLUoro AoCHigKEHHS HE BUSIBUMNK
NMO3NUTUBHOIO B3aEMO3B’SI3KY 3 pakoM rpyaHoi 3anosu (BiAHOCHUI pu3nk ans * 1 poky
3aCTOCYyBaHHS 4O BCTAHOBMEHHS AiarHo3y paky rpyaHoi 3anosu nopiBHSHO 3 < 1 poky
3actocyBaHHsi: 0,70: 95 % [l 0,34, 1,45). Y apyromy AOCrig>KEeHHi OLiHEHWIA BiAHOCHNIA PU3NK
paKy rpygHoi 3anosu, NoB’si3aHnI i3 3aCTOCYBaHHSAM iHriGITOpIB 5a-peaykTasn NOPIBHAHO 3 TaKUM
npv BiACYTHOCTI 3acTocyBaHHs ctaHosmB 1,08: 95 % Al 0,62, 1,87).

[MpUYMHHUI B3aEMO3B’A30K Mi>K BUNadKamu paky rpygHol 3anosu y YonoBikiB Ta 4OBroTpuBanimm
3aCTOCyBaHHAM AyTacTtepuay He BCTaHOBMEHO.



KniniuHi xapakTepucTuku

lMoka3aHHs.

JlikyBaHHS NOMIpHUX Ta TSXKKMX CUMNTOMIB ZOBPOSAKICHOI rinepnnasii nepeamixypoBoi 3anosu.

3MEHLUEHHS PU3UKY BUHUKHEHHS FTOCTPOI 3aTPUMKKM Cedi Ta HEOBXIAHOCTI XipypriYHOro BTpyYaHHS
y MaUieHTIB 3 MOMIPHUMW Ta TSHXKKMMM CUMNTOMaMM J0OPOSKICHOT rinepnnasii nepeamixypoBoi
3anosu.

Tlpomunoka3aHHs.

OyTtactepua/TamcynosmH-Bicta He 3acTocoByBaTV AN NiKyBaHHSA XiHOK i AiTen (amB. po3gin
«3acTocyBaHHs y nepioa BariTHOCTIi abo rogyBaHHSA rpyanro»).

OytacTtepua/TamcynosuH-Bicta npoTunokasaHuin nalieHTam 3 nigBuLLEHOK YYTNUBICTIO A0
ayTacrtepuay, iHWnX iHribiTopiB Sa-peaykTasu, TamMCyno3uHy (BKIoYaoum
TaMCYMNO3MHIHOYKOBa-HUM aHMOHEBPOTMYHMI HABpsIK), IHLLMX KOMMNOHEHTIB npenapaty abo o coi
i apaxicy.

OyTtactepua/TamcynosmH-Bicta npoTunokasaHui nagieHTam, ski MatoTb B aHaMHE3I
OpTOCTaTUYHY apTepianbHy rNOTEH3It0.

OyTtacTtepua/TamcynosuH-Bicta npoTunokasaHuin nalieHTamM 3 TEXKKOH NeYiHKOBO
HeJOoCTaTHICTIO.

B3aemodisi 3 iHwumMu nikapcbkumMu 3acobamu ma iHwi eudu e3aemoO0ill.

JocnigxeHHsa B3aemogii npenapaty [dytactepua/TamcynosmH-Bicta 3 iHWnMKM nikapcbkumm
3acobamu He npoBogunu. [ani nogaHo HasiBHy iHpopMaLLito NPO OKPEMi KOMMOHEHTH.

Lymacmepud

[na o3HanomneHHs 3 iHopmauieto NPo 3HMXKEHHS PiBHIB NpocTaT-cneumdiyHoOro aHTureHy
(PSA) B cnpoBaTui KpOBI Nig Yac NikyBaHHA AyTacTepuaoM Ta 3 peKoMmeHaauisMu BigHOCHO
BUSIBMEHHSA paky nepeaMixypoBoi 3anosu aue. po3gin «OcobnmBocCTi 3aCTOCYBaHHS».

Brinue iHwux nikapcbkux 3acobie Ha ¢hapmMakokiHemuky 0ymacmepudy
BacmocyeaHHs pasom 3 iHeibimopamu CYP3A4 ma/abo P-anikornpomeiHy

[yTtacTtepua nepeBaHO BUBOOUTLCS LWMASXOM MeTaboniamy. [ocnigKeHHsin vitronokasyoTb, Lo
katanizatopamu metadoniamy € CYP3A4 i CYP3AS5. OdiuiHnx gocnigpxkeHb B3aemogii 3
akTuBHMMU iHridiTopammn CYP3A4 He nposogunu. lNpoTte B gocnigXeHHi nonynsauinHoi
hapMaKoKiHETMKIM KOHLEHTpaUil gyTactepmuay B cupoBaTL,i kposi Oynu B cepegHbomy B 1,6-1,8



pasu BULLMMM Y HEBEMNUKOI KifbKOCTI TUX NaUieHTIB, SKi 04HOYaCHO NikyBanucs Bepanaminom abo
aunTiazemoMm (nomipHi iHriGitopn CYP3A4 Ta iHribiTopn P-rnikonpoTeiHy), HiX y iHWNX NauieHTiB.

Mpu LOBroCcTPOKOBOMY 3aCTOCYyBaHHI KOMOiHaUji gyTactepmay 3 nikapcbknummn 3acobamu, siki €
cvnbHogitounmu iHriditopamm oepmeHty CYP3A4 (Hanpuknaz: putoHaeip, iHOUHaBIp,
Heba3040H, iTpakOHa30s1, KETOKOHA30!1, AKi BBOAMIM NepopansbHO), KOHLEHTpaLis gyTactepuay B
CcMpoBaTLi KpoBi MOXe nigsuLyBaTtucs. MNMogansLue iHribyBaHHA Sa-peayKTasun npu nocuneHin aii
aytactepuny € MarionmMoBipHUM. Are MOXITMBE 3MEHLLEHHS YacTOTW BBEAEHHS 403 AyTacTepuay
y pasi po3BuTKY NobGivyHnX edekTiB. Cnig BiA3HAUNTH, L0 Y pasi NPUrHiYeHHsS akTUBHOCTI
depMeHTY AO0BrMI nepiog HaniBBUBEAEHHSA MOXE CTaTW LLe AOBLUMM i CyMyTHS Tepanis Moxe Y
TakoMy BMMagKy TpyBaTth NoHazd 6 MicauiB 4o Toro, sik Oyae JOCATHYTO HOBOI PiBHOBaXKHOI
KOHLEeHTpaLii.

3acTocyBaHHSA 12 r xonecTupamiHy vyepes 1 roguHy nicnsi 3actocyBaHHS O4HOPA30BOi 403U 5 Mr
aytacTtepualy He BnnvBarno Ha dhapMakoKiHETUKY dyTactepuay.

Brinue dymacmepudy Ha chapmaKkoKiHeMUKY iHUWUX JTiKapCbKUX 3acobie

Y HeBenukoMy pocrnigxeHHi (N=24) TpmBanicTio B ABa TWXHi 3 y4acTio 300POBMX YOMOBIKIB
aytactepug (0,5 Ha goby) He BNNMBaB Ha hapMaKkOKiHETMKY TaMCyro3nHy abo Tepa3osuHy. Y
LbOMY AOCTiOKEHHI TakoX He Byno BUSIBNEHO 03HaK dhapMakoguHaMivyHOI B3aEMOZi.

[yTtactepua He BnnmBae Ha hapmakoKiHETMKY BapdapuHy abo aurokcuHy. Lle Bkasye Ha Te, Lo
ayTactepug He iHridye/He iHOyKye akTUBHICTb hepmeHTy CYP2C9 abo P-rnikonpoTteiny-
nepeHocHuka. [ani gocnigkeHbs B3aeMOZIiin vitroBkasyoTb Ha Te, WO AyTactepun He iHridye
depmeHTn CYP1A2, CYP2D6, CYP2C9, CYP2CI9 abo CYP3A4.

TamcyrnosuH

OpHovacHe 3acTocyBaHHSA TaMCyno3vHy rigpoxmnopuay 3 fikapcbkumMmu 3acobamu, ski MOXyTb
3HWXKYBATU apTepianbHUIA TUCK, Y TOMY YUCTTi pa3oM 3i 3HebotoBanbHUMM MiKapCbKMMU
3acobamu, iHribiTopamu 5-cdboccoaiectepasu Ta iHWKMMK anbda-1-agpeHobnokaTtopamm Moxe
TEOPETUYHO NPM3BOAUTI A0 MNOCUIEHOI rNNOTEeH3UBHOI Aii. AyTactepua/TamcynosuH-Bicta He
cnig 3actocoByBaTtu B KOMGiHaUii 3 iHLWMMK anbda-l-agpeHobnokatopamu.

OpHovacHe 3acToCyBaHHSA TaMCyro3vHY Tigpoxnopuay Ta KETOKOHa30my (CunbHoro iHribiTopa
CYP3A4) 36inbwye Cmax Ta AUC TamcynosuHy rigpoxnopuay y 2,2 Ta 2,8 pasa BignoBigHo.

CyMicHe 3acTocyBaHHS TaMCyNoO3MHY TapOXNopuAay Ta NapoKCeTMHY (CUNBHOTO iHribiTopa
CYP2D6) 36inbwye Cmax Ta AUC TamcynosuHy rigpoxnopuay y 1,3 Ta 1,6 pasa BignosigHo.
AHanoriyHe 36inbLUEHHSA O4iKyETbCA Y NaLieHTiB 3i cnabkum metaboniamom CYP2D6 nopiBHSAHO 3
TakMMM 3 iIHTEHCMBHUM METabO0s1i3MOM NPU CYMICHOMY 3aCTOCYBaHHI 3 CUITbHUMMU iHriGiTopamm
CYP3A4.

EdpekT cymicHoro 3actocyBaHHs 060X iHribiTopis CYP3A4 Ta iHribitopisa CYP2D6 3
TaMCYMNO3MHOM KIiHIYHO He OOCNimXKyBaBCH, O4HaK NOTEHUIMHO MOXe CyTTEBO 30inbLUyBaTHCS
KOHLeHTpaLis Tamcyno3uHy (ame. po3ain « OcobnmBoCTi 3aCTOCYBaHHSA» ).



OpHouacHe 3acTocyBaHHs Tamcyno3uny rigpoxnopugy (0,4 mr) i uumetnaunny (400 mr KOxHi 6
rOAMH NPOTAroM 6 OHIB) NPM3BOAMMIO A0 3HWXKEHHS KnipeHey (26 %) i 36inbwernHs AUC (nnowi
nig papMakoKiHETUYHO KpUBOHD) (44 %) TaMCyno3unHy rigpoxriopuay.
OytacTtepua/TamcynosmH-BicTta cnig 3 06epexHicTio 3acTocoByBaTh B KOMOiHaLLT 3
LMMETUAMHOM.

BudyepnHoro gocnigxeHHs B3aemMopil TaMcyrnosuHy rigpoxnopuay i BapdapuvHy He NpoBoOaUIIN.
Pesynbrat obmexeHnx gocnigxeHbin vitro Tain vivo € HegocTaTHIMU. 3 06epeXxHICTIO cnig
NPOBOAWTU OAHOYACHE MiKyBaHHsS BapapvHOM i TaMCYNO3MHY riApoXopuaoMm.

Hisikol B3aemogii He cnocTepiranocsd, Konv TaMCyio3uHy riapoxriopua BBOAUIN OQHOYACHO 3
aTteHononom abo eHananpunom, abo HicheamniHom, abo TeodiniHoM. OgHoYacHe 3aCTOCYBaHHS
dypoceminy Npu3BoanTb 40 3HUXKEHHS PiBHIB TaMCYNO3WHY B CUPOBATLL KPOBI, ane, OCKINbKMY Ui
PiBHI 3anMLIAOTLCA Y MeXax HOpMM, KOpeKList 403K He NOTpibHa.

B ymoBaxin vitro Hi giazenam, Hi NponpaHoson, Hi TPUXNopMeTia3ng, Hi XSTIOpMaanHOH, Hi
aMiTpUNTWAIH, Hi AMknodeHak, Hi rmibeHknamig, Hi cuMBacTaTUH He 3MIHIOHTb BiflbHY bpakuito
TaMCyrno3uHy y nnasmi KpoBi NloaMHN. TaMCyo3uH TakoX He 3MIHIOE BinbHi opakuii giazenamy,
NponpaHoriony, TPUXIopMeTiasnay i XnopmMaguHOHY.

Hisikol B3aemogii Ha piBHI neYviHkoBOro metaborniamy He cnocTepiranocs nig Yac 4ocnigXeHbin
vitro 3 MikpocomarnbHUMKN PpaKLigMKU NEYiHKN (MOKA30BOK € cMCTEMA MOB’A3aHUX 3 LIMTOXPOMaMu
P450 dpepmeHTiB, WO MeTaboni3ytoTb fikapcbki 3acobn) i3 3aCTOCYyBaHHAM aMiTPUNTUAIHY,
canbbyTtamony i rnibeHknamigy. MNMpoTte gnknodgeHak MoXe NiABULLYBaTW LUBUAKICTL BUBEAEHHS
TaMCyIO3UHY.

Oco6nueocmi 3acmocyeaHHs.

KombGiHOBaHy Tepanito npu3HadaTu nicnga peTenbHoro aHanidy crniBBigHOLEHHS KOPUCTL/PU3KK Y
3B’A3KY 3 NOTEHUINHUM 36inbLUEHHSAM PU3MKY NOBIYHMX peakUin (BKIoYaumn cepuesy
HeJOoCTaTHICTb) Ta BUBYEHHS BapiaHTIB anbTepHaTUBHOIO JiKyBaHHS, BKNOYAKYM MOHOTEpPanIto.

[obiyHi peakuii 3 60Ky cepLeBo-CYANHHOI cCUcTeEMU

3a gaHnMK OBOX 4-pivHMX KNiHIYHUX OCNiAXKEeHb, YacToTa BUHUKHEHHST CEPLIEBOI HEQOCTATHOCTI
(komBiHOBaHMI TEPMIH A5 BCiX MOBIAOMIIEHb, FOSTOBHUM YMHOM CEpLIEBO| HEAOCTATHOCTI Ta
3acCTiNHOI cepLeBOi He[oCTaTHOCTI) Byna BULLIOO B OCI0, ki NikyBanmcsa kombiHauiero
gyTactepuay 3 anbda-6nokaTtopom, ronoBHUM YYHOM TaMCYNO3MHOM, MOPIBHAHO 3 0cO6amu, SKi
He nikyBanucs Takor KoMbiHauietn. YacToTa cepueBoi HeqocTaTHOCTI Oyna H13bKow (< 1 %) Ta
BapiabenbHo y Mexax umx gocnigxeHb. ucnponopuii y 4YacToTi BAHUKHEHHS
cepLeBO-CyaANHHMX NOBIYHMX SBULL HEMAE B XOAHOMY 3 A0CNiAKeHb. [IPUYMHHOIO B3aEMO3B ' A3KY
MiX 3acTocyBaHHAM gytactepuay (okpemo abo y kombiHauii 3 anbga-bnokatopamm) Ta
BMHUKHEHHAM CepLieBOl HeJoCTaTHOCTI BCTaHOBMNEHO He Byno («®apmakonoriyHi BNacTUBOCTI»)

MpoBeneHo MeTaaHania 12 paHgoMi3oBaHuX, nnauebo- abo NopiBHANbHUX KOHTPOMNbOBAHMNX
KniHiYHMX gocnimxkeHb (n=18802), B AKOMY OLLiHIOBanNu pusmk po3BuUTKy NobivHMX peakLin 3 6oky
CepLeBO-CyaAUHHOI CMCTEMU MpY 3aCTOCYBaHHI AyTactepuay (MOPIBHSAHO 3 KOHTPOMbLHOK rPYMoko).
He Byno BCTaHOBMEHO CTiMKOr0 CTAaTUCTMYHO 3HAYYyLLOro 36inbLUeHHS pU3nKy cepLeBoil



HepocTaTHocTi (RR 1,05; 95 % [l 0,71, 1,57), roctporo iHgapkTy Mmiokapaa (RR 1,00; 95 % [
0,77, 1,30) abo iHcynbTy (RR 1,20; 95 % [l 0,88, 1,64).

Pak nepeamixypoBoi 3a0103u Ta 0yxXAvHWM BUCOKOIO CTYNEeHs rpaaadii 3a [nicoHom
(HM3bKO-anepeHLinoBaHi)

Y xogi 4-piyHoro kniHiyHoro gocnigxeHHsa 3 yyactio > 8000 vonogikiB BikoM Big 50 oo 75 pokis 3
nonepeaHbLOK HeraTMBHOK BioNCielo Ha pak nepeaMixypoBoi 3anosu Ta oHoBMM piBHeM PSA
Mix 2,5 Hr/mn Ta 10,0 Hr/mn (gocnigpxkeHHs REDUCE) y 1517 vonogikiB ©yno giarHoctoBaHO pak
nepeamixypoBoi 3ano3u. BigsHayanachk BuLla YacToTa BUHMKHEHHSA paKy NepeaMixypoBoi 3arosu
3 gudpepeHuitoBaHHam 8-10 6anis 3a wkanoto MnicoHa y rpyni gytactepugy (n=29, 0,9 %)
nopiBHAHO 3 rpynoto nnauedo (n=19, 0,6 %). NpUYMHHOIO B3aEMO3B’A3KY MiXK 3aCTOCYBaHHSIM
ayTactepuay Ta BUHUKHEHHSAM HU3bKOAUMEPEHLINOBAHOrO paky nepeamixypoBoi 3anosu
BCTa@HOBIEHO He Byno. KniHiyHa 3HavyLicTb undgpoBoro aucbanaHcy He BCTaHOBMEHA.

Yonosiku, siki 3acTtocoBytoTb [yTactepua/TamcynosumH-Bicta, MmatoTb perynsapHoO NnpoxXoanTu
06CTEeXEeHHS LWOA0 BU3HAYEHHS PU3UKY PO3BUTKY paKy nepeaMixypoBoi 3a503un, BKYaum Tect
Ha npocTaT-cneundivyHn aHTUreH.

Y pnogaTtkoBOMY NOCHiOBHOMY ABOPIYHOMY CMOCTEPEXEHHI OpuUriHanbHUX NaLieHTiB npu
3acToCyBaHHi AyTactepuay B SKOCTi XiMiyHOI npocdpinakTukm (gocnigxeHHs REDUCE) 6yna
BCTa@HOBIEHa HM3bKa YacToTa HOBMX BMNaAKiB paky nepegmixypoBoi 3anosu (rpyna gyracrepuay
[n=14, 1,2 %]) Ta rpyna nnaue6o [n=7, 0,7 %]) 3 BiACYTHICTIO HOBUX iAEHTU(IKOBaHNX BUNaaKiB
paky nepeamixypoBoi 3anosu 3 audepeHuitoBaHHsaM 8-10 6anie 3a wkanoto [MicoHa.

JoroTpusane nocnigoBHe (00 18 pokKiB) CNOCTEPEXEHHS NALEHTIB 3 KMiHIYHOMO AOCNIMKEHHS i3
3aCTOCYBaHHSAM iHLLOrO iHribiTopa 5a-peaykrasu (diHacTepuay) B AKOCTi XiMiYHOT NpoginakTnkm
He rnokasarno CTaTUCTMYHO 3HaYyLLOl Pi3HMLI MK rpynamu ciHacTepuay Ta nnauebo y
nokasHukax 3aranbHoro BmwxkmeaHHs (HR1,02, 95 % [1 0,97-1,08) abo BmxmBaHHA Nicns
JiarHoctyBaHHs paky nepeamixyposoi 3anosu (HR1,01, 95 % [1 0,85-1,20).

Bnnve Ha npocTtart-cneundiyHum aHtureH (PSA)

KoHueHTpaLis npocTtat-cneumndivyHoro aHTureHy nepeamixypoBoi 3ano3u (PSA)e Baxnmsum
KOMMOHEHTOM CKPUHIHFOBOIO NpoLecy Ans BUABNEHHS paky nepeamixypoBoi 3arosu.
JdyTtacTtepuva 30aTHUIN 3HWXKYBaTK piBEHb CMPOBaTKOBOro NpocTaT-cneundivyHoro aHTureny y
XBOpMX NpnbnnaHo Ha 50 % yepes 6 micauiB nikyBaHHS.

MauienTn, aki npunmatoTe Qytactepua/TamcynosunH-Bicta, NOBUHHI MaTn HOBUI NOYATKOBUN
piBeHb PSA, BCTaHOBNEHMI Yepes 6 MicAuiB nmicnsa nikyBaHHA UMM npenapatoM. Hagani uen
piBEHb PEKOMEHAOYETLCA NepeBipsaTN perynapHo. byab-ske nigTBepmkeHe 30inbLieHHs piBHS PSA
Bi, HAMHWXXYOro PiBHA Nig Yac 3actocyBaHHA [yTactepua/Tamcynosunn-Bicta moxe Oytu
CBiAYEHHAM HasABHOCTI paky nepeamixypoBoi 3ano3n abo HeAOTPUMaHHS PEXUMY JiKyBaHHS
npenapatom [ytactepuna/Tamcynoaun-Bicta i notTpebye peTenbHOro BUBYEHHS, HaBiTb SKLLO
NokasHMkn PSA 3HaxXoasTbCs Y MexXax HOPMU Y YOrOBIKiB, siKi HE MiKyBanuch iHribiTtopamm
5a-penykTasu. Mpu iHTepnpeTaLii nokasHukiB PSA y XBopux, SKi NiKyHOTbCA NpenapaTom
HyTtactepua/TamcynosnH-BicTa, cnig 3Baxkatu Ha nonepefHi NnokasHukn PSA ans nopiBHsIHHS.



3acTocyBaHHsa [lyTactepua/TamcynosmH-Bicta He BnNnvMBae Ha BUKOPUCTAHHS PiBHSA
npocTar-crneumdivyHoro aHTUreHy Ang AiarHoCTUKM paky nepeamixypoBoi 3ano3m nicns
BCTAHOBIIEHHSA MOr0 HOBOrO NOYaTKOBOIO PiBHA.

3aranbHuUn piBeHb CMPOBATKOBOIO NPOCTaT-cneundivHOro aHTUreHy noBepTaeTbCca A0
NMoYaTKOroBOro PiBHSA NPOTArOM 6 MIiCALIB NICNA NPUMMHEHHS NiKYBaHHSA.

CniBBIgHOLLEHHSA X BiflbHOro NpocTaT-cneundiyHoro aHTUreHy i 3aranbHOro Noro PiBHS
3anMLwaeTbCs CTanMmM HaBiTb Nig Yac nikyBaHHA npenapatom [ytactepua/TamcynosuH-BicTa.
AKWo Anga Bu3HavYeHHs paky nepeamixypoBoil 3a5i03u nikap BUPILLUTb BUKOPUCTATK BiACOTKOBUN
MOKa3HMK BifTbHOrO NpocTaT-CNeuniYHOro aHTUreHy y nauieHTa, Skun nikyeTbCa npenapaTom
Oytactepua/TamcynosuH-BicTa, HisiKoro koperyBaHHsi mokasHUKa BiflbHOro
npocTtaT-cneunivHoro aHTUreHy NPOBOAUTU HE MOTPIGHO.

Mepen noyaTkoMm Kypcy nikyBaHHSA npenapaTtom dyTtactepua/TamcynosmH-Bicta Ta nepiogmyHo
nig Yac nikyBaHHs nauieHTam 3 JOOBPOSKICHO rinepnasieto NepeamixypoBoi 3anosm cnig pobutn
nanbLeBe pekTanbHe 06CTEXEHHS, a TaKOX 3aCTOCOBYBATM iHLI METOOU BUSIBMEHHSA paky
nepeamixypoBoi 3arosu.

HupkoBa HegoCTaTHICTb

JliKkyBaHHS1 XBOPMX 3 TSPKKOK HUPKOBOK HEQOCTaTHICTHO (KIipeHC kpeaTuHiHy < 10 mn/xB)
noTpibHO NpoBoAUTK 3 06EPEXHICTIO, OCKINbKX hapMaKOKIHETUKY AyTacTepuay y Takmx XBOpUX
He BMBYamnu.

ApTepianbHa rinoTeHsis

Moai6Ho fo iHWKX anbga-1-agpeHobrnokaTopis, OPTOCTATUYHA FiNOTEH3IA MOXE BUHUKHYTU Y
nauieHTiB, sKi NiKyBanucs TaMCyno3nHOM, i y pigKiCHUX BUNaaKax MOXe NPU3BECTUN 0 CUMHKOME.

Mpun nepLumnx o3Hakax oOpTOCTaTUYHOI MNOTEH3IT (3anamMopoYeHHs, cnabkicTb) NaLieHTiB, AKi
posnoyanu nikyBaHHsa npenapaTtom [dyTtactepua/TamcynosumH-BicTa, cnig nepeesectn y
NONOXEHHs cuasym abo nexadu, NoKM CUMNTOMU HE MUHYTh.

Cnig potpumyBaTcb 06epeXHOCTI Npy CyMICHOMY 3aCTOCYBaHHiI anbga-agpeHobnokaTopis,
BKItOYAO4M TaMCyIo3uH, Ta iHribiTopie 5-cpocdogiectepasn. Anbcha-agpeHobnokatopu 1a
iHriGiTopn 5-chocchoniectepasm € BazogunaratopaMm Ta MOXyTb 3HUXKYBaATU apTepianbHUN TUCK.
CyMicHe 3acToCcyBaHHS LMX ABOX KIaciB JNikapCbkux 3acobiB MOXe MOTEHLIAHO CMPUYNHUTY
CYMMTOMATUYHY apTepianbHy rinoTeHsito (aMB. po3ain «B3aemopgis 3 iHWMMK NikapCbKMun
3acobamu Ta iHLWi BUOM B3aEMOLin»).

IHTpaonepauiviHiii CUHAPOM aTOHIYHOI PANAYXKKN

IMig yac onepadii 3 NpUBOAY KaTapakTu Ta rMaykoMu y OesKnX nauieHTiB, SKi paHile oTpumyBanu
Tamcyno3uH, OyB Big3Ha4YeHWl iHTpaonepauinH1A CUHAPOM aToHIYHOT panayxku (ICAP, BapiaHT

CVMHAPOMY BY3bKOi 3iHNWL). IHTpaonepauinHin CUHOPOM aTOHIYHOI Pangy»XKn MoXe Npu3BecTn 4o
30iMbLUEHHSA PU3UKY OYHMX YCKNaaHeHb Mig vyac abo nicnis onepadii. ToMy nikyBaHHS npenapaTom



OytacTtepua/TamcynosumH-Bicta He pekoMeHAY€ETbCS NaLieHTam, SKUM 3annaHoBaHo onepadito 3
NpVBOAY KaTapakTu.

MMig yac nepegonepaLinHOro o6CcTexXeHHst Xipypr-odTansMornor i noro 6puraga MatoTb 3'iCyBaTH,
4K Npu3HaYanu nauieHToBi paHiwe abo Tenep Lytactepug/Tamcynosun-Bicta. Lle gacte amory
nependaynTy MOXNIMBY NOSBY IHTPaonepaLiiHoro CUMHAPOMY aTOHIYHOT pakay>KKy Nig Yac
onepauii.

OTprMaHo NOoAMHOKI NOBIAOMIEHHS MPO NO3UTUBHUIN eEKT BiAMiIHM TaMCYIO3UHY 3a 1-2 TUXKHI
[0 onepaldii 3 NpMBoOAY KaTapakTy Ta rmaykoMu, ogHaK nepesarn Ta CTPOKMU NPUMUHEHHS
NiKyBaHHA A0 onepadii 3 NpMBogy KaTapakTy Ta rnaykomMu He BCTAHOBIIEH.

HerepmetunyHi kancynu

OyTactepup abcopOyeTbcst Yepes LLKIpY, TOMY XiHKM Ta AiTU MalTb YHUKATU KOHTAKTY 3
HerepMeTMYHNUMK Kancynamu. AKWO pigvHa 3 Kancynm noTpanuna Ha Lwkipy, i cnig HeranHo
3MUTY BOLOHO 3 MUIIOM.

[HribiTopn CYP3A4 1a CYP2D6

CyMicHe 3acTocyBaHHSA TaMCyno3uHy rigpoxnopuay 3 cunbHuMK iHribitopamm CYP3A4
(Hanpuknag KeTokoHa3051o0M) abo - MEHLLOK Mipoto - 3 cUnbHUMK iHriBiTopamn CYP2D6
(Hanpuknag napokceTMHOM) Moxe 36inbLUuyBaTh KOHLUEHTPALLI0 TaMCyno3nHy (amB. po3ain
«B3aemogis 3 iHWKMKM nikapcbkummn 3acobamu Ta iHLWi BUAM B3aEMOZIN» ). ToOMy He
pPEKOMEHOYETLCSA 3aCTOCOBYBATU TAMCYSO3MH NauieHTaMm, aKi MiKytoTbCA CUNBHUMMU iHriGiTopamm
CYP3A4, Ta pekoMmeHO0BaHO 3 06epeXHICTIO 3aCTOCOBYBATH TAMCYFO3MH NaLieHTaMm, siKi
NiKyrTbCA NOMipHUMU iHriGiTopammn CYP3A4 (Hanpuknag epuTpoMiLMHOM), CUbHUMKU abo
nomipHumMu iHribitopamm CYP2D6, kombiHaLieto o6ox CYP3A4 ta CYP2D6 iHribiTopis abo
nauieHTam 3i cnadbkum metadoniamom CYP2D6.

[leviHkOBa HEOOCTATHICTb

BnnmB ne4viHkOBOI HELOCTATHOCTI Ha hapMaKoKIHETUKY AyTacTepuay He BuBdanu. Yepes
aKTMBHWUI MeTaboniam aytactepuay Ta 3-5-Tu TMXKHEBUIA Nepios MOro HaniBBUBEAEHHS NiKyBaHHS
AyTacTepuaoM NauieHTiB 3 fierkoto abo NoMipHOK NEeYiHKOBOK HEQOCTATHICTIO CNif NPOBOANUTYU 3
obepexHicTio (amB. po3ginu «Cnocib 3acTocyBaHHA Ta 403n», «[1pOTUNOKa3aHHAY,
«DapmMaKkosnoriyHi BNacTMBOCTI»).

Pak rpyaHoI 3a51031 Y YOnoBikiB

MoBigoMnsnu Npo pigkicHi BUNagky paky rpyaHol 3anosu y YoroBikiB nifg Yac KniHiYHUX
OOCnigpKeHb Ta y MOCTMapKeTMHIoBun nepioa. MNpu Lbomy enigemMionoriyHi JocnigKeHHs
BKa3yloTb Ha BiACYTHICTb MiABULLLEHHS PU3UKY PO3BUTKY paKy rpyAHOI 3ar03uM Y YOMOBIKIB Npu
3acTocyBaHHi iHribiTopiB 5a-peaykTasu. Jlikapi NOBMHHI NONepeanT CBOIX NaLieHTIB Npo
HeOoOXiaHICTb HeraHoO NOBIAOMAATU NPO Oyab-AKi 3MiHW Yy TKAHWUHI TPYAHOT 3arnosu, Hanpuknag
Npo BUAINEHHS i3 cocka abo NpunyxnicTb.



BacmocysaHHs y nepiod sacimHocmi abo 200ygaHHS 2pyddio.

OyTtactepua/TamcynosmH-Bicta npotunokasaHumi gng nikyBaHHS XiHOK. [JocnigkeHHs 3 BUBYEHHSA
Bnnmey [ytactepua/TamcynosumH-Bicta Ha BariTHICTb, NlakTauito Ta PepTUbHICTb He NPOBOAMUIIN.
[ani HagaeTbca iHopMmaList NPO 3aCTOCYBaHHSA KOXXHOrO KOMMOHEHTa OKPeMO.

dPepTUnbHICTD.

[yTactepua BNnMBae Ha XapakTEPUCTUKN eSKYNATY (3MEHLLEHHS KiNbKOCTI cnepmMaTo30igis,
ob’emy esKkynaATy Ta pyxOMOCTi cnepmarto30ifis). He BUKNIOYEHWI PU3UK 3HXKEHHST YOMNOBIYOI
G epTUNBLHOCTI.

OuiHky BNNMBY TamCyrno3uHy rigpoxnopuay Ha KinbkicTe abo dyHKLi0 cnepmaTo3oigis He
NpoBOAUIIN.

BariTHicTb.

Ak i iHWi iHriGiTopy 50-pegykTasu, gytactepua nepeLLKoaKae NepeTBOPEHHIO TECTOCTEPOHY Y
OUriApOTECTOCTEPOH, LLIO MOXe rarnibMyBaTh PO3BUTOK 30BHILLHIX CTaTEBMX OpraHiB y nnoga
YOMOoBIYOi cTaTi. He3HauHy KinbKicTb AyTactepuay 6yno BUSBNEHO B esKynATi Npy NPOBEAEHHI
pocnigxeHHs. Hesigomo, un BnnvBae gytactepua, WO NoTpanue 4O OpraHiaMy XiHKW 3 CiM’am
yonosgika, kui nikyeTbcst npenapatom [dyTtactepua/TamcynosmH-Bicta, Ha nnig yonosivoi cTari.

Ak i y pasi 3acTocyBaHHS iHLWKMX iHriGITOpIB 50-penykTasu, peKOMEHAYETLCS KOPUCTYBATUCSH
npesepBaTMBOM MiJ Yac CTaTeBOro akTy, SKLLO XiHKa BariTHa, a YonoBik NiKyeTbCA npenapaTom
Oytactepua/TamcynosumH-BicTta, 3 MeTo 3anobiraHHS NOTPanAHHIO CiM’S 40 OpraHi3my >KiHKW.

Hemae gokasis Toro, Lo BBEAEHHS TaMCYNO3MHY TiapoXnopuay BariTHUM camkaMm LLypiB Ta
KporiB y 03aX, WO NepPEBULLYHOTb TepaneBTUYHi, HEraTMBHO BMNMBaE Ha nnig,.

[oayBaHH4A rpyaao.
HeBigomo, 4 NpoHMKaloTb AyTacTepua Ta TaMCcyro3vH Y rpyaHe MOMOKO XKiHKN.

3dammHicmb erinueamu Ha weudkicmbe peakuil npu KepyesaHHi asmompaHcrnopmom abo iHwWumu
MexaHiamamu.

JocnigxeHHs 3 BUBYEHHSA BNnuBy [ytactepua/Tamcyno3uH-Bicta Ha 3gaTHICTb kepyBaTu
aBTOTpaHCNopTOM abo iHWNMK MexaHiamamun He npoBoaununcsa. OgHak nauieHTiB NoTpibHO
NpoiHdOPMYBaTU NPO MOXMMBE BUHUKHEHHSI CUMNTOMIB, MOB’A3aHUX 3 OPTOCTATUYHO
apTepianbHOO rNOTEH3IE, 30KpeMa NMPOo 3anamMopoYeHHs, NpU 3acTocyBaHHI Nnpenapary
OyTtactepua/TamcynosmH-Bicta.

Cnoci6 3acmocyeaHHs1 ma 0o3u.

opocri (BKMHYayM NaLieHTiB JTIiTHbOro BiK



PekomengoBaHa gosa npenaparty [ytactepua/TamcynosuH-Bicta - 1 kancyna (0,5 mr/0,4 mr) Ha
0o6y. MNpenapat npunmat nepopanbHo Yepe3d 30 XBUIMH NICNA CNOXUBAHHA K B OOWH | TON e
yac. Kancyny cnig koBTaTtu Linoto, He BiKpMBaTK Ta HE PO3XKOBYBATMW, OCKINIbKM NPW KOHTaKTI i3
BMICTOM Karcysnv MOXnMBe NogpasHeHHs! Crin3oBOi 060MOHKM poTa Ta MMoTKK.

OytacTtepua/TamcynosmH-BicTa MoxHa 3acTocoByBaTU 41181 3aMilLleHHA KOMOiIHOBaHOT Tepanii
ayTactepuaom Ta TaMCyrno3vHy riapoxXnopuaoM 3 METOR MOMErUEeHHS MNiKyBaHHS.

3amiHa npenapartom [yTtactepua/TamcynosmH-Bicta gytactepugy abo TamcynosmnHy
rigpoxnopu-gy npu MoHoTepanii MOXIMBa, SKLWO Le KMiHiYHO 06r'pyHTOBaHO.

HupkoBa HegocTaTHICTb

dapmakokiHeTuky npenapaty dyTtactepua/TamcynosumH-BicTa y nauieHTiB 3 HUPKOBOKO
HeoCTaTHICTIO He BuBYanu. 3MiHOBaTK 403y nNpenaparty Ans fikyBaHHS TakuX NauieHTiB He
noTpibHO (amB. po3gin «OcobnmBOCTi 3aCTOCYBaHHS» Ta «PapMaKkoKiHETUKaY).

[leyiHkOBa HEOOCTATHICTb

dapmakokiHeTuky npenapaty dyTtactepun/TamcynosmH-Bicta y nauieHTiB i3 neviHkoBowO
HeOCTaTHICTIO He BMBYarnu, TOMy npenapar crif 3acTocoByBaTu 3 06epeXHICTIO Npu nerkiv Ta
MOMIpPHI NeYiHKOBIN HegocTaTHOCTI (amB. po3ain «OcobnMBOCTI 3aCTOCyBaHHsS» Ta
«dapmakokiHeTMKa»). XBOPMM 3 TSXKKOIO MEYiHKOBOK HEAOCTATHICTIO Npenapar NpoTUNoKa3aHui
(amB. posgin «lMpoTunokasaHHa»).

Himu.
3acTocyBaHHS NPOTUNOKa3aHo.
lMepedosyeaHHsl.

[aHux npo BMNagku nepenodyBaHHA npenapaty dytactepua/TamcynosuH-Bicta Hemae. Oani
HagaeTbes iHhopMaLlia NPO 3aCTOCYBAHHS KOXHOMO KOMMOHEHTA OKPEMO.

Lymacmepud

3a gaHuMK KNiHiYHKMX JoCnigXeHb, y A0OpoBONnbLiB pa3oBi Ao3u ayTactepuay oo 40 mr/goby (y
80 pasiB BuLi 32 TepaneBTUYHI) MPOTArOM 7 OHIB HE BMKITMKANM 3aHEMNOKOEHb LWoA0 6e3neku ix
3actocyBaHHs. [ig yac kniHiYHMX gocnigXeHb 3acTOCOBYBanu 403n aytactepuay no 5 mr/goby
npoTarom 6 micauis 6e3 nosiBM JoAaTKOBUX MNOBIYHMX peakuin MOPIBHAHO i3 3aCTOCYBaHHAM
aytactepugy y nosi 0,5 mr/go6y.

CneuundpivHOro aHTMAOTY HEMaE, TOMY Y pasi MOXIIMBOrO Nepeno3yBaHHs Chig NpoBOANTU
CMMNTOMATUYHY Ta NiATPMMYyBanbHy Teparnito.

Tamcyrno3uH



Haaxoovnuv noBigoMNeHHs Woao rocTporo nepeaosyBaHHs TaMCyno3vHy riapoxnopuaoM y Aosi
5 mr, B pesynbraTi sKoro cnocrepiranach roctpa aprepianbHa rinoteHsist (CUcTonivYHun
apTepianbHuii Tuck 70 Mm/pT. CT.), GntoBaHHS Ta giapes, SKi nikyBanu iHysieto pignHu, nicng
YOro nauieHT Big4yB NOMErweHHs y Ton caMuini AeHb. Y pasi rocTpoi apTepianbHOI rinoTeHsil, ska
BMHMKAE Nicns nepeno3yBaHHs TaMCYNO3UHY Tigpoxriopuaom, crig 3abes3nevnTu NigTpumMKky
JisANbHOCTI cepueBO-CyaMHHOI cucTemu. lNMauieHTy B TakoMy CTaHi Chif NPUAHATA FOPU30OHTarNbHe
MONOXEHHS, o6 BiAHOBUTY apTepianbHUA TUCK | HOpMani3yBaTh YacTOTy CepLEeBUX CKOPOYEHb.
AKLO e He 4OMOMOXe, Crig NPU3HaAYUTK NNasMo3aMiHHUKK, a 'y pasi HeobXigHOCTI -
CYANHO3BYXXyBarbHi 3acobu. MoTpibHO cTexnTn 3a yHKLiE HUPOK i NPOBOANTU
3aranbHoMigTpUMyBanbHy Tepanito. [iania Mmoxe BUSBUTUCA HEE(EKTMBHUM, OCKINbKU
TaMCYNO3U1HY Tigpoxropua Marke NOBHICTIO 3B’A3yeTbCA 3 Oinkamu nnasmu.

Mpu nepeno3yBaHHi, Wob 3anobirtn abcopbuii, y nauieHTa HeOOXiAHO BUKNMKATK ONIOBaHHS.
AKLLO NPUIAHATO BENUKi 403n npenaparty, HeobXigHO NPOBECTM NPOMMBAHHSA LUMYHKa, AaTh
aKTUBOBaHe BYriNns Ta NPOHOCHE, Hanpuknag cynbdar HaTpito.

IMo6iyHi peakyii.

IHdopmaLito NPo 0gHOYACHE 3aCTOCYBaHHA oAepxaHo 3 gocnimpkeHHss CombAT (kombiHauis
ABoLapTy Ta TaMCyno3nHy), B SKOMY NopiBHIOBanu kombiHauito gytacrepuay B 4osi 0,5 mr ta
TamcynosuHy 0,4 mr 1 pas Ha oGy npoTarom 4 pokis abo MOHOTepanito LMK npenaparamu.

IHdbopmauito Npo NobiyHi peakLii KOXKHOrO KOMMOHEHTa OKPeEMO (AyTacTepua Ta TaMCyno3uH)
TaKoX HaBeOeHo Hkde. He npo Bci NOGIYHI peakuii, Wwo Bia3Ha4anm npu 3acTocyBaHHi KOXXHOMO
KOMMOHEeHTa OKPeMO, NOBIAOMNANM MPU 3aCTOCYBaHHI Npenapary
Oytactepua/TamcynosumH-BicTa, i Tomy iHcbopMaLito npo NoBiyHi peakuii Npyu 3acToCcyBaHHI
OKpPeMMX KOMMOHeHTIB [lyTactepua/TamcynoaunH-BicTta Takox BKMHOYEHO B AaHy iHCTPYKLO.

3a gaHnmu 4-piyHoro gocnigxeHHss CombAT, BiACOTOK NOBiYHMX peakLin, BU3HAYEHMX
AocnigHMKamMum NPOTSAroM nepLloro, Apyroro, TPETbOrO Ta YETBEPTOrO POKIB MiKyBaHHS,
3MiHIOBaBCs: BiaNoBiaHo 22 %, 6 %, 4 % Ta 2 % npw koMGiHOBaHI Tepanii aytactepug +
TamcynosuH; 15 %, 6 %, 3 % T1a 2 % npu moHoTepanii gytactepuaom; 13 %, 5 %, 2 %, 1a 2 %
npv MOHoTepanii TaMCyno3vHOM. Buwmii BifCOTOK NoBGiYHMX peakLin y rpyni, sika oTpumMyBana
KOMGiHOBaHy Tepanito, NPOTSAroM NepLLIOro PoKy fikyBaHHS 3yMOBIEHUI BULLIMMW NOKa3HMKaMM
pPENpPOAYKTUBHMX MOPYLLEHb, @ Came - MOPYLUEHHS eaKynauii, aki cnocTepiranuck y rpyni.

Mo6iyHi peakuii, WO BMHMKANM 3 4acToTo =1 % NPOTArom NepLUOro poKy 3aCTOCYBaHHS, 3a
JaHumm gocnigHuubknx aHanisdie CombAT, REDUCE, a takox KniHiYHMX gocnigXeHb
MOHOTepani koMnoHeHTamu npenapaty Oytactepug/Tamcyno3uH-Bicta, HaBeaeHi B Tabnuui.

IHdopmaLis woao NnobivHUX peakuii Tamcyno3uHy 6a3yeTbCcs Ha AaHuX, WO AOCTYMHI Ha
BiOMNOBIAHMX MeQMYHMX pecypcax. YacToTa iX BUHUKHEHHS MOXe 3pOocTaTh Npuv O4HOYaCHOMY
3acToCyBaHHi AyTactepuay Ta TaMCyrno3uHy.

YacTtoTa BUHMKHEHHS MOBIYHMX peakuii, BUSBMEHUX Y KIiHIYHUX JOCTiAXKEHHAX: YacTo (= 1/100—<
1/10), HewacTo (= 1/1000—< 1/100), piako (= 1/10000—< 1/1000), ay>xe pigko (< 1/10000). MobiyHi
peakuii, knacudikoBaHi 3a Knacamv CUCTeM OpraHiB, NPeACTaBIIEHO Y MOPAOKY 3HUKEHHS 1X
CTYNEHS TSXKKOCTI.



Knac cuctemun MobGiyHi peakuii Oytactepug + OyTtactepug TamcyrnosuH ¢
opraHis TaMCyrno3uH a
3 6oky HepBOBOiI | HenputomMHicTb - - Pioko
cucTemMm
3anamMopoyeHHs YacTto - YacTto
FonosHW Binb - - HeuacTo
3 6oky cepus CepueBa HevacTo HeuvacTod -
HEeOOoCTaTHICTb
(36ipHe noHATTA1)
Mocunene - - HevacTto
cepuebunTTs
3 6oky cyamHHoi | MocTypanbHa - - HevacTto
cucTemm rinoTeHsiga
3 6oky PuHiT - - HevacTto
auxarnbHoi
cuctemu,
opraHiB rpyaHoi
KITKN |
cepenocCTiHHSA
3 boky 3anop - - Heuacto

LLINYHKOBO-KMLLIK
OBOrO TPaKTy




Hiapes - - HeuacTto
HypoTa - - HevacTo
bBntoBaHHsA - - HevacTto
3 6OKy WKipn Ta | AHFOHEBPOTUYHNN - - Pigko
NiALWKIPHNX Habpsik
TKaHWH
CuHapowm - - Oyxe pigko
CriBeHca-
[>xoHCOHa
Kponue’aHka - - HevacTto
BucunaHHs - - HevacTto
Ceepbix - - HeuacTto
3 6oky Mpianiam - - Oyxe pigko
penpoayKTUBHOI
CUCTEMMN i

rpyaoHuX 3anos

IMnoTeHuia3

YacTto

Yactob




MopyLweHHA3 Yacto YacTtob -
(3HWXeHHS) nibigo

MopyLieHHa3" Yacto Yactob Yacto
eakynauii
3axBopoBaHHSA Yacto Yacto b -

rpygHux 3anos2

3aranbHi AcTeHisa - - HeuacTto
po3nagu

a [ytactepug + TamcynoauH: y gocnimkeHHi CombAT yacTtoTa umx nobivHmMX peakLin
3HWKYETLCS 3 KOXXHUM HACTYMHUM POKOM 3 1-ro o 4-ro.

b 3 pocnigxeHb MoOHOTepanii 4OBpOosKICHOI rinepnnasii nepeamixypoBoi 3anosu gytactepuaom.

¢ 3 ocHOBHOI iHhopmauii 3 6e3nekn TamcynoanHy ang kpaiH EC.

d OocnimkeHHa REDUCE.

1 36ipHe NOHATTS «CcepLeBa HeQOCTATHICTbY BKIOYAE 3aCTiNHY CepLEBY HEQOCTATHICTb, CepLeBy
HeOOCTaTHICTb, HEAOCTATHICTb NiBOroO LUYHOYKA, rOCTPY cepueBy HeQOCTaTHICTb, KapAioreHHUI
LLIOK, FOCTPY HEOQOCTATHICTb JTIBOMO LUMYHOYKA, HEAOCTaTHICTb MPaBoOro LWyHOYKa, roCTpy
HeJOoCTaTHICTb MPaBOro LUYHOYKa, HEAOCTATHICTb LUMYHOYKa, KapAionyfibMOHabHY
HeJoCTaTHICTb, 3aCTilHY KapgionarTito.

2 Bkntoyatouu rinepecTesito Ta 36inbLUEHHS rpyaHNX 3ano3.

3 nNobiyHi peakuii, NoB’A3aHi 3 NOpyLLEHHAM cTaTeBOoil OYHKLIT, aCOLiOTbLCA 3 JNiKyBaHHAM
aytactepuaom (BKnovarum MoHoTepanito Ta KomoGiHauito 3 Tamcyno3nHom). Lli noBivHi peakuii
MOXYTb TPMBATU NiCNA NPUNMHEHHS MiKyBaHHA. Bnnue gytactepuay Ha ix TpuBanicTb HeBigoma.

A Bkntoyatoum 3MeHLIEHHS 06’eMy cnepmMu.

LaHi nocmmapkemuHao8ux 00CNiOXeHb

Y NOCTMapKETUHIOBOMY CNOCTEpPEXeHHi NobiYHI peakuii dikcyBanucs 3i CMOHTaHHUX
noBigoMIeHb, TOMY TOYHA YacToTa TakMx peakuii HeBigoma.



MoHoTepania aytactepnaom

3 60Ky iMyHHOI cucmemu

YacToTa HeBigoma: anepriyHi peakuii, BKrovak4um Bucun, ceepbik, KpONUB'sHKY, NToKanisoBaHui
HabpsiK Ta aHriOHEBPOTUYHUI HADPSIK.

3 60Ky ricuxiku

YacToTta HeBigoma: genpecis.

3 60Ky wKipu ma nidwkKipHOI KIiMKO8UHU

Pigko: anoneuis (ronoBHMM YMHOM, BTpaTa BOMOCCS Ha Tini), rinepTpuxos.

3 60oky penpodykmueHoi cucmemu ma 2pyOHUX 3asi03

YacToTta HeBigoma: TeCTUKYNApHUA Ginb Ta Habpsik.

MoHoTepania Tamcyno3vHOM

3a JaHMMKM NOCTMAaPKETMHIOBOrO CMOCTEPEXEHHS Nif Yac onepadii 3 NpMBOAY KaTapakTu Ta
rnaykomu y Aeskux nauieHTiB, siKi paHille oTpuMmyBanu anbda-1-agpeHobrnokatopu, BKAKOYa04M
Tamcyno3uH, O6yB Big3Ha4YeHW iHTpaonepauinH1A CUHAPOM aToHIYHOT panayxkun (ICAP, BapiaHT
CMHOPOMY BY3bKOI 3iHWLi) (AnB. «OCOBNMBOCTI 3aCTOCYBaHHA»).

MMig yac nicnapeecTpauinHoro 3actocyBaHHsi Oynv 4oAaTKOBI NOBIOOMIIEHHSI NPO BUNAAKM
Gibpmnauii nepeacepapb, apuTMil, Taxikapgii, AUCNHOe, HOCOBMX KPOBOTEY, MOPYLLEHb 30pY, B T. Y.
Y BUMSAAI 3HWKEHHS NOro rocTpoTr, MynbTUAOPMHOT epuTeEMU, ekcchoniaTMBHOIO AepmaTuty Ta
CYXOCTi Crn1M30B0OT 060MOHKN POTOBOT MOPOXHMHM, acOLiA0BaHi i3 3aCTOCYBaHHAM TaMCYITO3UHY.

IHWIi gaHi

Y xogi kniHivyHoro gocnigpkeHHs (gocnigxeHHs REDUCE) y yonosikis, ki nikyBanucs
aytactepuaom, Big3Havanach BuULLLa YacToTa BUHUKHEHHSA paKy nepeaMixypoBoi 3anosu (3a
wkanoto micoHa - 8-10) nopiBHsAHO 3 rpynoto nnauebo (ame. po3ainm «OcobnmneocTi
3acTocyBaHHsA» Ta «PapMakonoriyHi BNacTMBoCTi»). MPMYMHHOO 3B’53KY MidK 3aCTOCYBaHHAM
aytactepuay Ta BUHUKHEHHSIM paKy nepeaMixypoBoi 3a5o3n BUCOKOT rpagauii 3a micoHom
BCTaHOBIIEHO He Byro.

3a gaHUMK KNiHIYHKMX AOoCNiMKeHb Ta MOCTMapPKETUHIOBUX CNOCTepeeHb Oy NoBiAOMIeHHs
Npo BMNagKW paky rpygHoi 3anosn y 4onosikiB (amB. po3ain « OcobnmBOCTi 3aCTOCYBaHHAY).

Tepmin npudamHocmi.

2 poku.



YMmoBwu 36epiraHHna.36epiratv npy Temnepartypi He Buwe 30 °C y HeaoCTynHOMY And AiTen
micui. MMicna BigkpuTTa cbnakoHa npenapart Bukopuctaty npotsarom 90 gHiB.

YnakoBkKa.

®nakoHu 3 nonieTuneHy BUCOKOI LWiNbHOCTI 3 NOMinponineHoBUMM KpULLKaMu, 3 CUCTEMOIO
3aXMCTY BiJ BiAKpUTTS AiTbMU Ta cunikarenem ocywysadeM. o 30 abo no 90 kancyn y crakoHi;
no 1 donakoHy B KapTOHHIN KOpOOLL.

KaTteropis Bianycky.3a peuenTtom.

Bupo6HuKk.

Jlabopatopioc JleoH ®apma, C.A.

Micue3HaxogkeHHA BUpOOHMKA Ta agpeca Micus NpoBagXeHHA MOro OisiNbHOCTI.

C/Na Bannina c/H, MNMoniroHo IHaacTpian Haeatemxepa, Binnakeinamope, JleoH, 24008, IcnaHis.



