Ckian

Oiroua peuosuHa: QiHaCTEPUD;
1 TabneTka MicTuTh piHacTEPUOY 5 MT;

OONOMIJICHI peyo8uHU: TaKTO3a, MOHOTiApaT; KpoXMaJlb
IIpexkelaTUHI30BaHUM; 1IeJTI0JI03a MIKPOKPHUCTallidHa; HaTPiio
KPOXMaJbIJIIKOJIAT; HAaTPilo MOKy3aT; MarHiio cteapart; Opadry

Blue 03A80928 (rinpomernosa, Tutany giokcup (E 171), Tanbk, iHOUroKapMiH
anmoMiHieBui nak (E 132), 3amniza okcup xxoBtuii (E 172)).

JIikapcbKa ¢opma

TabneTKu, BKPUTi MITiBKOBOIO 000JIOHKOIO.

OcCHOBHI (pi3uKo-XiMiuHi 81acmuBocmi: TabJIeTKU KPyTriiol GopMu,
0/1aKMTHOTO KOJTbOPY, BKPHUTI IIIiBKOBOIO 0O0OIOHKOIO0, 3 HArmucom «H» 3
ogHOTO OOKY i «37» 3 iHIIIOTO OOKY.

®dapMaKoTepalneBTHYHA Irpyna

3acobu, sIKi 3aCTOCOBYIOTh IPU NOOPOSIKiCHIM rinepTpodii mepeaMixypoBoi
3ano3u. Kog ATX G04C BO1.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmakoOuHamika.

dinacTepun — 1e crneuudivyHmy iHridiTOop 5-anbda-penykrasu tumy II,
BHYTPINTHbOKIIITUHHOTO (pepPMEHTY, IKUM IIEPETBOPIOE TECTOCTEPOH Yy OiMbIII
aKTUBHUM aHOporeH gurigporectoctepoH (II'T). [Ipu mobposKicHOI
rinmepnna3sii nepegmixypoBoi 3ano3u ([II'TI3) ii 30inmbIeHHS 3aTeKUTh Bif



rnepeTBOpeHHA TecTocTepoHy y III'T y TkKaHMHaxX nipoctatu. ®PiHactepup
BUCOKOE(EKTUBHO 3HUKYE SAK [UPKYJIIOIOYUY, TaK 1
BHyTpimHbONIpocTaTuuHum [II'T. ®iHacTepug He Ma€e CIOPIOHEHOCTI 3
pelenTopaMu aHOPOTeHiB.

Y KIiHIYHUX OOCIOXKEeHHAX 3 y4acCTIO MallleHTiB, AKi Masu IIOMIpHI Ta TAXKKI
nposBu HI'TI3, 30inbiIeHy nepeaMixypoBy 3aj103y IIPU IalblieBOMY
peKTarbHOMY 00CTEXKEeHHi Ta HU3bKUM 3aJIMIIIKOBUM 00’eM cedi, bindin
3MEHIIIUB 4YaCTOTy rOCTPol 3aTpuMKu cedi 3 7/100 go 3/100 3a 4 poku Ta
HeOoOXiHICTD XipypriyHoro BTpy4YaHHS (TpaHCYpeTpOpe3eKIiil
IepeaMixypoBol 3aio3u i mpoctaTtekTomil) 3 10/100 go 5/100. Lie
3MEHIIIEHHS CYIIPOBOXKYBaJIOCs MOKpalllaHHAM Ha 2 IMYHKTHU 3a IMIKaJIoio
ominku cumnToMiB QUASI-AUA (mianma3on 0-34), 3HaYHOIO perpecieo 06’eMy
ImpocTaTyu - Mpuoan3Ho Ha 20 % Ta 3HAYHUM 30iIbIIeHHSIM MIBUOKOCTI
IIOTOKY Ceyi.

HocnigxenHss MTOPS (MeguuyHe niKyBaHHS IIPOCTAaTUYHUX CUMITOMIB) OyJIiO
4-6-piyHUM OOCIHIIOXKEHHAM 3 y4acTio 3047 40JIOBIKiB i3 CUMIITOMaTU4YHOIO
OI'TI3, siki O6ynu paHgoMi3oBaHi mo nputioMy ¢iHactepuny, 5 Mr/mooy,
mokca3ocuny, 4 abo 8 mr/mo0y, kom0OiHatlil ¢piHacTepuny, 5 Mr/mo0y, Ta
mokcasocuny, 4 abo 8 mr/moby, abo nmaie6o. ITepBUHHOIO KiHIIEBOIO TOYKOIO
CIIOCTepexKeHHsI OyB Yac [0 KiTiHiuHoro nporpecyBanHsa OI'TI3 (ske
BHU3Ha4anocs K 30iIbIlIeHHS Bil mo4YaTKy Ha 4 Ta Oifbille MyHKTIB 3a
IIIKAJI0I0 OIIiHKYW CUMIITOMIB, €Ii30 rOCTPOl 3aTPUMKH Cedi, IOB’si3aHa i3
II'TI3 HUpKOBa HEOCTATHICTh, PEIIUAMNB iH(PEKIlil CeHOBUBIOHUX HIIAXiB ab0
yPOCeICUC Y1 HeTpuMaHHs cedi). [TopiBHSIHO 3 nanebo, JTiKyBaHHS
dinacTepugom, HOKCa30CHHOM ab0 KOMOiHAaIli€l0 ITPU3BEJIO 40 3HAUYHOTO
3HUXKEHHS PU3UKY KIIiHIYHOrOo nporpecyBanHs HI'TI3 BigmoBigHO Ha 34 %
(p=0,002), 39 % (p<0,001) Ta 67 % (p<0,001). BineiricTe BUNIaaKiB (274 3
351), urto ctanoBunu nporpecyBanusa II'TI3, Oynu nigTBepaXKeHi
30iNbIIIEHHSIM Ha = 4 IMyHKTIB 3a IIIKaJIOI0 OIIiHKY CUMIITOMIB; Iif BIIJINBOM
JIIKyBaHHS PU3UK NPOrpecyBaHHsS CcUMIITOMIB OyB 3HMKeHuu Ha 30 % (95 %
iHTEepBasn OoBipu 6-48 %), 46% (95 % inTepBan moBipu 25-60 %) ta 64 % (95
% inTepBan goBipu 48-75 %) BiOMOBIOHO y rpyIliax npuroMy QiHaCcTepUny,
OOKCAa30CHHY Ta KOMOiHallil mopiBHSAHO 3 ninanebo. ['ocTpa 3aTpuMKa



Ce4OBUIIyCKaHHA criocTepiranachk vy 41 3 351 Bunagkis nporpecyBaHHA
IT'TI3; mig BOIUBOM JMiKyBaHHS PHU3UK PO3BUTKY I'OCTPOl 3aTPUMKU
Ce4YoBUINTYCKaHHS OyB 3HUXKeHuu Ha 67 % (p=0,011), 31 % (p=0,296) Ta 79
% (p=0,001) BigmoBigHO y rpynax npuiioMy iHacTepuay, JOKCa30CHUHY Ta
KoMOiHallil ITopiBHSAHO 3 I1alebo. TinbKu rpynu npuiiomy ginacrepugy Ta
KOMIIJIEKCHOI Tepallil Manu iCTOTHY Pi3HUIIO 3 TPYIIOI0 IpUoMy Inamebo.

dapmakokiHemuka.

Y 407510BiKiB IiCIg OOHOPaA30BOIr0 IIEPOPAILHOIO IPUKXOMY 03U
(irmacTepugy, MideHOTr o i30TOMaMu BYTJIEIIO 14c, 39 % IIPUMHSATOL JO3HU
BUiNsIIOCS 3 ceuero ¥ popMi MeTaboJtiTiB (iMOBipHO, 3 ceuyero BUiNsIIacs
TaKO0XK He3Ha4Ha KilbKiCTh HE3MiHEeHOTo ¢piHacTepuny). 57 % OpumHITOL
IO3H BHBOOUJIOCH 13 KaJIOM. [HOCII>KEHHSIMH TaKO2K BCTAHOBJIEHO, III0 IBOM
MeTabostitaM (iHacTepuay BIacTUBa MEHII BUpaXKeHa NPUTHidYyBallbHa [Oid
10 BiJHOILIEHHIO [0 5-anbda-peayKTa3u. biogoCTyIIHICTh piHaCTepUAy mIpu
IIepopanbHOMY IIPUHOMi CTaHOBUTH Npubnu3Ho 80 %. [TpuitoM 1Ki He
BIJIMBAE Ha 0i0OgOCTYIIHICTL ITpernapaTty. MakcuMalibHa KOHIIeHTpallis
dbinacTepuny y miaa3mi KpoBi HOCATAETHCS NPUOIM3HO Yepe3 2 TOOAUHMU ITiCs
IIepopanbHOro npuomMy. A6cop0OIIisi mpemaparTy 3i IITYHKOBO-KUIIIKOBOTO
TPaKTy 3aKiHUYy€E€ThCS yepe3 6-8 roguH micisa muoro npuromy. Ilepion
HalliBBUBeOEeHHS (piHacTepuay y Ijla3Mi KPOBi B CEpeAHbOMY CTAHOBUTH 6
roguH. 3B’s13yBaHHS 3 OinlKaMu Ijta3Mu KPoBi - 93 %. CucteMHUM KilipeHc
CTAHOBUTH ITpubOIM3H0 165 Mi1/xB, 00’eM po3nominy - 76,1 miTpa.

Y niTHROMY Billi IIBUOKICTH BUBEOEHHS (piHacTepuay Oemo 3HUKYEThCI. Y
40JI0BiKiB BikoM noHaz 70 poOKiB nepion HalliBBUBEOEeHHS (piHaCTepUOy
CTaHOBUTH MPUOIN3HO 8 TOOMH, TOAI K B 0cib BikoM Big 18 mo 60 pokiB - 6
roauH. Afe 11e He € IT0Ka3aHHSIM [JI 3MEHIIIeHHS Q03U IIpelapaTy B 0Ci0
CTapIIOro BiKY.

Y mauieHTiB i3 XpOHIYHOIO HUPKOBOI HEOOCTaTHICTIO (K/IipeHC KpeaTuHIHY
Big 9 mo 55 MJ1/XB) He BUSIBJIEHO Pi3HUII IIBUAKOCTI BUBEOEHHS OOHOPAa30BO1
mo3u (piHacTepuOy, Mi4eHOro i30TolmaMu BYTIEII0 14C, IIOPIBHAHO 31
3[0POBHUMH OOOPOBOJILISIMU. 3B’I3yBaHHS 3 OiTKaMU IIJTa3MU KPOBIi Y LIMX
I'PyI Malli€HTIB TAKOXK He BIAPI3HAJIOCA. Lle ITOSICHIOETECA TUM, 110 Y



TIAIiEHTIB i3 HUPKOBOIO HEIOCTATHICTIO YacTKa MeTaboJIiTiB hiHacTepumy,
sIKa B HOPpMaJIbHUX YMOBaX BUMOIIAETHCA 13 Ce4elo, BUBOOUTHCA 3 KajioM. Lle
IIiATBEPOXKYETHCSA 30ibIIEHHSM Y IIUX MalliEHTIB KiTbKOCTiI MeTaboIiTiB
dinmacTepugy B Kajli Ipu OOHOYACHOMY 3HUKEHHI 1X KOHIIeHTpallil B cedi.
Tomy [J1s malieHTiB 3 HUPKOBOIO HEOOCTATHICTIO, SKUM He IIOKa3aHUU
reMofiai3, KOpekKllisi Jo3u mpernapaTry He moTpiOHa.

ITaui mpo apMaKOKiHETHUKY IpernapaTy y IalliEHTIB i3 He4iHKOBOIO
HEeOOCTaTHICTIO BiICyTHI.

dinacTepun MpoHUKAE Yyepe3 remaToeHnedaniunuii 6ap’ep. HeBenuky
KiJIbKIiCTh (piHaCTepuay BUSABIISIMN B CiM’SIHIN PiguHi.

IToka3zaHHsA

JIikyBaHHSI Ta KOHTPOJb MOOPOSKiCHOI rinepmninasil mepeaMixypoBol 3a103u
(OI'TI3) y maiieHTiB 3i 30ibIIIEHOI0 IEPEIMIXyPOBOIO 3aJI030I0 3 METOIO:

e 3MEHIIIEHHS PO3MipiB (perpecii) 30ibIIeHO] 3a7103U, IOJIIMIIIEeHHST
BiITOKY Ccedi Ta 3MeHIIIEeHHsS CUMIITOMIB, ITOB’a3anHux i3 HI'TI3;

e 3HUXKEHHS PU3UKY BUHUKHEHHS I'OCTPOI 3aTPUMKH Cedi Ta HeoOXigHOCTI
XipypridyHOro BTPy4YaHHS, Y TOMY YHCIIi TPAaHCYpPeTPOpPe3€eKITil
IIepeaMixXypoBOl 3a/I03M i MPOCTAaTEKTOMil.

IIporunoka3aHHs

[TimBUIlleHHS YYTIUBOCTI mo ¢iHacTepunmy abo o Oyab-IKOro KOMIIOHEHTa
LIbOT'O IIperapary.

BiHn(iH He mOKa3aHUU [OJI1 3aCTOCYBaHHS KIHKaAM Ta OiTSIM.

[Tepiog BariTHOCTi ab0 SKINO MalliEHTKa MOXKe IIOTEeHIIiiHO OyTH BariTHOIO

(muB. po3min «3acToCyBaHHS y mepiof BariTHOCTiI abo rogyBaHHS I'PYIOOI0»).

B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMHu



He BUSIBJIEHO KIIiHIYHO 3HAYYIOl B3aEMOZIl 3 iHIMUMHU IIpenapaTamMu. biH}iH
He YUHHUTH IIOMITHOT'O BIUIMBY Ha (pepMEHTHY CUCTEMY, TKa MeTaboIi3ye
rpenapary, IoB’sg3aHi 3 qurToxpoMoM P 450. Xoya pU3UK TOTO, 1110
dinacTepun BonuBa€e Ha ¢papMaKOKIiHETHUKY IHIIIMX JIIKapChKUX 3aco00iB,
OLIIHIOETHCS K HEBEJIMKUM, iICHY€E BipOTigHICTb TOTO, 1110 iHTiOiTOPHU Ta
iHmykTOopu nutoxpoMmy P 450 3A4 BriMBaTUMYTh Ha KOHIIEHTPALIil0
(inactepuny y nma3Mi Kposi. OgHaK, BpaXxOBYIOUU BCTAHOBIIEHI IIOKa3HUKH
Oe3mneku, Oyab-siKe MigBUINIEHHS KOHIIeHTpallil piHacTepuny y 3B’13Ky 3
OOHOYACHUM 3aCTOCYBaHHSM iHTi0iTOpiB tuToxpomy P450 3A4 HaBpsnd 4mu
Oyme MaTu KiliHiuHe 3HaueHHs. [lepeBipeHi Ha JTIOAsX CIOIYKH BKII0YalOTh
IIPOITPAHOJION, AUTOKCHUH, TIi0Oypun, BapdapuH, TeodisliH Ta aHTUIIIPpUH; IPU
1IbOMY He OyJI0 3HaldeHO KJIIHiYHO BaroMuxX B3a€EMO/IIN.

Oco006/1MBOCTi 100 3aCTOCYBaHHSI

3aezaavHi 3axoou

HeoOximHO 3miliCHIOBATU PETEJIbHUM KOHTPOJIb 3@ MOXKJIUBUM PO3BUTKOM
OOCTPYKTHBHOI YPOIIaTil y MalliEHTIB 3 BEJINKUM 3aJIMIIIKOBUM 00’€MOM cedi
Ta/ab0 Pi3KO 3HUKEHUM MIJIMHOM Ceyi.

Bnaus Ha npocmamocneuu@ivHul aHmueeH (IICA) i Oia2HoCmMuKy paky
nepeoMixypoeoi 3a103U

I1o IbOT0 Yacy He MoKa3aHO CIIPUSTINBOrO KIiHIYHOTO BIJIMBY JIiKyBaHHS
BindinoM y maiieHTiB, XBOPUX Ha paK NepeaMixypoBol 3aymo3u. [lalienTu 3
aJeHOMOIO IepeaMixXypoBol 3ai03u i miaBuilieHuM piBHeM [ICA
CIIOCTepiraaucs y KOHTPOJIbOBAaHUX KIIIHIYHUX OOCIHIOXKEHHAX 3 KiTbKOMa
Bu3HaueHHAIMU [ICA i B3ATTaMU 0ioICil mepeaMixypoBol 3a103u. Y IUxX
OOCIIOKEeHHX JIiKyBaHHA BiH(IHOM He BIIJIMBaJIO HA YaCTOTY BUSABJIEHHS
paKy nepeaMixypoBol 3aji03u. 3arajibHa 4aCTOTa BUHUKHEHHS paKy
IIepeaMixXypoBOl 3a/I03M iCTOTHO He Bigpi3HsIach y rpyIlax Malli€eHTiB, sKi
orpumyBanu biHgin abo mmaiebo.



[lepen mo4YaTKOM JIiIKyBaHHS Ta MEPIOOUYHO IIiA Yac JIiKyBaHHSA BiHpiHOM
PEKOMEHOYETHCA MIEPEBIPATH MMALIEHTIB IIJIAXOM PEKTAJIbHOTO OOCIIIAXKEHHS,
a TaKOXK iHIIMMHU MeTOOaMHU Ha IIpeOMeT HasiBHOCTI paKy nepeaMiXxypoBol
3as103u. BusHauyeHHsA cupoBaTKOBOTO ITICA Tak0XK BUKOPUCTOBYETHCS OJIS
BUSIBIIEHHS paKy IIpoCTaTH. 3arajoMm, npu 6asucHomy piBHi IICA nouanm 10
Hr/mn (Hybritech) ciig npoBoguTu; petenbHe 00CTEeXKEeHHS IAlliEHTa,
BKJII0YalOo4H, V¥ pa3i HeoOXigHOCTI, mpoBeneHHs Oiorcii. [Tpu piBHi [ICA y
Mexkax 4-10 Hr/MJI peKOMeHOYEThCS moAalbille 00CTeXKEeHHS MalliEeHTa. IcHye
3HayHMuU 30ir y piBHAX [ICA y 40JIOBIKiB, IKi XBOPilOTh Ha pakK
IIepegMixypoBol 3a/1034 i IKi He MalOTh IIbOT0 3axBOpioBaHHA. OTXKe, y
YOJIOBIiKiB, XBOPUX Ha aJleHOMY IepPeaMiXypoBOl 3aJI031 HOpMaJlbHiI 3HaUYEeHHA
[ICA He mO3BONSAIOTH BUKIIOYUTH pakK IIepeaMiXypoBOl 3a/i03u, He3alesKHO
Bix nmikyBaHHS BiHdinoM. ba3ucHui piBenb [ICA HUXK4Ye 4 HT/MI HE
BHUKJIIOUa€ HAsIBHOCTI paKy IIpPOCTaTH.

BiHdiH cipuuYmnHsI€e 3MeHIIIeHHS BMicTy cupoBaTkKoBoro IICA npubnau3Ho Ha
50 % y mallieHTiB, XBOPUX Ha afeHOMY IIepeaMiXypoBOIl 3aj103U, HABiTh IpHU
HasABHOCTI paKy npoctaTtu. Llle 3HMKeHHS piBHA cupoBaTKOBOrO [ICA Yy
MIAIli€EHTiB 3 afeHOMOIO IePEeaMiXypOBOl 3a/I03H1, IKi OTPUMYIOTH JTIiKyBaHHS
Binginom, HeoOXigHO B3THU A0 yBaru npu ouiHii piBHA [ICA, OCKinbKH 11€
3HUXKEHHS He BUKIII0OYa€E CYIIyTHbBOTO pPaKy ImpocTaTu. Lle 3HuKEeHHS
repenbadyyBaHe Y BCbOMY [ialnla3oHi 3HaueHb piBHA [ICA, xo4a 11e MoxKe
KOJIMBATUCS B OKPEMUX HAIli€HTiB. Y OiJIbIIOCTI MAIli€HTIB, SIKi OTPUMYIOTh
Bindin nmpoTtsarom 6 micsiiB i Oinbiie, 3HayeHHsd [ICA noBuHHI OyTH MOOBOEHI
IIOPiBHSHO 3 HOPMOIO B 0Ci0, IKi He IpUMalOTh JIiKyBaHHSA. Taka KOPEKIlis
OO3BOJIsA€ 30eperTu 4yTAuBICTE i cnenudiyHicTh Bu3HaueHHA [1CA i
IIIOTPUMY€E MOT0 3[aTHICTh BUSABJIATU pPaK MepegMiXypoBOl 3aJI03H.

[Tpu OyOb-sKOMYy TpuBanoMy migBunieHHi piBHS [ICA y mailieHTa, SKUU
OTPUMYE JIiKyBaHHS (iHacTepumoMm 5 Mr, HeoOXiTHe peTenbHe 00CTeXKEeHHS
01 3’sICyBaHHS IIPUYKH, BKIIOUYAI0OUYU HEJOTPUMaHHS PEXKUMY IPUNOMY
Binginy.

Bnaus npenapamy Ha 1abopamopHi OaHi

Bnaue Ha pigeHb [ICA



PiBenn [ICA y cupoBaTIli KPOBi KOPEIIO€E 3 BiKOM mallieHTa i 06’eMoM
IIPOCTATH, IIPU IIbOMY 00’€M IIPOCTATH KOPEJIIOE 3 BiKOM HallieHTa. [1pu
OLIiHIIi TabopaTopHUX NMoKa3HuKiB [ICA HeoOXimHO 3BaxkaTHU HA TOM (aKT, 110
piBeHb [ICA 3HUXKY€ETHCA y npolleci nikyBanHA biHndinoM. ¥ GinbirocTi
MAllEHTIB CIIOCTEPIraeThCA IBUOKE 3HUXKEHHS [ICA mpoTAroM mepiimx
MicCALiB JIiKyBaHHS, Iicyis 4oro piBeHb IICA cTabini3yeTbCcsi Ha HOBOMY PiBHi,
SIKUWA CTAHOBUTH IIPUOJIU3HO MIOJIOBUHY Biff 0a3UCHOL BEIUYUHU. 3 IIOTO
OTJISIAY Y TUIOBUX MAIli€HTIB, IKi OTpUMYIOTh BiH(}iH mpoTsarom 6 MicsLiB i
Oinpie, 3HaueHHs [ICA 1moBMHHI OyTH ITOOBOEHI MOPIBHSIHO 3 HOPMOIO
3HAYEeHHSIMHU B 0Ci0, gKi He IPpUUMaloTh JIIKyBaHHS.

BiH(}iH iCTOTHO He 3MeHIy€E BiACOTOK BiibHOTrO IICA (BigHOIIIEHHS BiJIBHOTO
[ICA pmo 3aranbHOro). BimHOIlIEeHHS BiIbHOTO i 3aranbHOro [ICA 3anumiaeTsCs
IIOCTiMHUM HaBIiTh IIiA BIIMBOM npenapatTy bindiH. [Ipu BU3HadYeHHI
BimcoTKa BiibHOTO [ICA, AKMU 3aCTOCOBYIOTH [JI O1arHOCTUKU PaKy
IIPOCTaTU, KOPUTYBAHHS MOT0 3HAa4YEeHb HE € 000B’I3KOBUM.

Pax mMo0a04HOI 3a103U Yy 40/108iKi8

Ilig 9yac KIiHIYHUX OOCIiAXKEHb Ta Y IOCTMapPKETUHT OBUU I1€Piof
IIOBIAOMIISIJIM IIPO pPakK MOJIOYHOI 3aJI03U Y YOJIOBIiKiB, IKi IpUUMann
¢dinactepun, 5 mr. Jlikapi TOBUHHI ITPOiHCTPYKTYBaTH CBOIX MAIliEHTIB 1100
HeOOXiHOCTI HETaHOT O MOBIMOMJIEHHS PO OyOb-IKi 3MiHM B TKAHUHAaX
MOJIOYHOI 3a/I034, @ CaMe IIPOo IIPUNYXJICTh, 0inb, riHeKoMacTito abo
BUIIJIEHHS 3 COCKIB.

JIlakmo3a

[IpennapaT MiCTUTH JIAKTO3y, TOMY HalliEHTaM 3 PIAKICHUMU CIIagKOBUMU
(dopMamMu HEIIepEeHOCUMOCTI TaJIaKTO3H1, HEJIOCTAaTHICTIO JTaKTa3u abo
CUHIPOMOM TJIIOK030-TaJIaKTO3HOl MatbabcopOilil He CIiff 3aCTOCOByBaTHU
npernapat biadiH.

ITeuiHKkoBa HedocmammHicmuw

BronuB me4iHKOBOI HEIOCTATHOCTI Ha (papMaKOKiHETUKY DiHacTepumy He
OOCJIIOKYyBaJlu.



3acmocyesaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.

3aCTOCYBaHHS V epiod BariTHOCTI.

BiH(in mpoTUioKasaHUM BariTHUM XKiHKaM.

2KiHKH, sIKi MOTEeHIIiHHO MOXYTh 3aBariTHiTH a00 BariTHi moBuHHI
YHHKATH KOHTAKTY 3 NoapioHeHuMH TabnerkKamu bindiny ado
TAKHMH, III0 BTPAaTH/IM HiTiCHICTE.

HasiBHi maHi Ipo BUOiI€HHSA HEBEJIMKOI KiJTbKOCTI (piHacTepugy 3i cnepmu
MalfieHTa, SKuM npuiiMaB ¢iHacTtepun 5 Mr/mo0y. HeBimomo, yu Moxke Ha
ILJTiA YOJIOBiYOl CTaTi HEraTUBHO BIJIMHYTH Te, III0 Ha MOr0 MaTip BIJIKBaja
cIiepMa MallieHTa, IKUHU JIiKyBaBCd piHacTepuaoM. ZAKIo cTaTeBa ITapTHEPKA
raiieHTa € abo MoxKe MOTEHIIMHO OyTU BariTHOIO, IAIliEHTY PEKOMEHOYETHCS
3amobiraTy BIIMBY CIIEPMHU Ha ITAapPTHEPKY.

Yepes 3maTHICTD iHTiOiTOPIB 5-anbda-pegykra3u tuny Il raabMyBaTu
IIepEeTBOPEHHS TECTOCTEPOHY Y OUTIAPOTECTOCTEPOH I1i ITpeliaparTy,
BKJII0Yalouu (piHacTepun, MOXKYTh COPUYUHUTHU OPYILEHHS Y PO3BUTKY
30BHIIIHIX CTaTEBUX OPraHiB y IJIOJa YOJIOBIYOl CTATI.

Tabnetku BiHdiHy BKpuTi 000I0HKOIO i Iie 3amobira€ KOHTaKTy 3 aKTUBHUM
iHrpeqieHTOM 3a YMOBH, 1110 TaOJIeTKM He IMOoApiOHeHi i He BTpaTuIu
IIIJTICHOCTI.

3acToCcyBaHHS V IIepiol roayBaHHs I'PYOOIO.

bingin He mokalaHul XKiHKaM. HeBimoMmo, 4yu npoHuKae piHacTepupn y
MOJIOKO MaTepi.

30amHicmb 8nausamu HA WBUOKICMb peakuyil npu KepyeaHHi
asmompaHcnopmom abo iHWwuMu MexaHiamamu.

He BrimBa€ Ha 3[0aTHICTb KepyBaTu aBTOMOOisieM Ta poOOTYy 3 MexaHi3MaMMu.

Cmocid 3acTocyBaHHs Ta I03H



PekoMmeHmoBaHa mo3a - 1 TabmeTka 1o 5 Mr 1 pa3 Ha fo0Oy He3aJieKHO Bif
IIPUNOMY 1Xi.

BiHngiH MoxXXHa 3aCTOCOBYBaTH SIK MOHOTepaIiio y kombiHaliii 3 anbda-
06710KaTOPOM HOKCA303MHOM (OUB. po3min «PapMaKoJIOTiYHi BIaCTUBOCTi»).

TepMiH TiKyBaHHSA BH3Havae€ Jiikap iHAMBIOyaibHO. He3Baxkarwdu Ha Te, 110
IIOKpAalllaHHs CUMIITOMaTUKU MOXKe CIIOCTepiraTucs paHille, Oy OLIHKUA
eeKTUBHOCTI [ii HeoOXimHO MPUHAWMHI IIECTUMICSIYHUN TPUNOM
rpernapary, IIiCJig Y40Tro HeoOXigHO MPOOOBKUTH JIiIKyBaHHS.

IJ1s malieHTiB JIITHBOTO BiKYy Ta [JIA XBOPUX Ha HUPKOBY HEOOCTATHICTH
Pi3HOTO CTyIeHs (3HUKEHHS KIIIPEeHCY KpeaTuHiHy 00 9 MJ1/XB) KOPEKIIis
mo3u He MoTpiOHa.

HeMae maHUX 11000 3aCTOCYBaHHA IIpenapary IaljieHTaM 3 IIOPYIIeHHSIMU
(QyHKIIIN TTIEYiHKN.

He 3acTocoByBaTu OiTSIM.

itk

BiH(}iH mpoTUIIOKa3aHUU OiTAM.
Be3neka Ta e(peKTUBHICTH [J11 3aCTOCYBaHHSA IIpenapary OiTaM He
BCTAHOBJIEHI.

Ilepeno3yBaHHs

Y narienTis, siki orpuMyBanu biHdiH y 7031 0o 400 Mr ogHOKpaTHO i BiH}iH
y mo3i mo 80 Mr Ha o0y mpoTsAarom 3 MicslliB, Oyab-siKi HeOaxKaHi epeKTu
Oy7nu BimCyTHi.

He icHye cnieniaJlbHUX peKOMeHOallii 11000 JIIKyBaHH [IPHU [Tepego3yBaHHI
BindinomM.



IToGiuni epexTn

HadyacTimumy moOivHUMH peaklIlisasMHi € iMIIOTEeHITisI Ta 3HUXKeHHs 1i6igo. Li
1mo0OiYHi peakilil BUHMKAIOTh Ha MOYATKY KYPCy Tepallil Ta IPOoXoOsaTh IPHU
TIOMaIbIIIOMY JIiIKyBaHHi y OiNIbIIIOCTI IMAIliEHTIiB.

[TobGiuHi peakilil, Ipo SKi MOBIMOMIJISIIN ITiJT Yac KITiHIYHUX OOCHigXKeHb
Ta/ab0 Mif Yac MOCTMapKETUHTOBOIO 3aCTOCYBaHHS, 3a3HaYeHi HUXKYE Y
TaOInIIi.

YacToTa moOigYHMX peakiliii BU3Ha4YeHa SK: OyxKe dacTo (=1/10), gacTo
(=1/100 - <1/10), HeyacTo (=1/1000 - <1/100), pigko (=1/10000 - <1/1000),
ayxe pigko (<1/10000), yacTtoTa HeBimoMa (He MOXKHa IIifpaxyBaTHU 3a
HasIBHUM JaHUMM). HaCcTOTYy HNOSBU MOOIYHUX peakllii, IIPo SAKi IOBiHOMIISIN
I1ig 9YaC NOCTMapPKETUHTOBOTO 3aCTOCYBaHHS, HEe MOXKHa BU3HAYUTH,
OCKIJIBKY BOHM OTPUMaHIi 3a CIIOHTAHHUMMU IIOBIIOMJIEHHSIMU.

Cucrema oprasis YacToTa IposBiB

3 00Ky iMmyHHOI | Hegidomo: peaxiiil OigBUILEHOl 4YyTJIMBOCTI,
CUCTEMHU BKJ/II0Yal04uu CBepOiK, KPONMWB'IHKY i HaOpSK
KBinke (B ToMy uucii HaOpsk ry0, s3HUKa,
ropJja i oomuyys)

3 OOKy ICUXiKMN Jacmo: 3HUKEeHHS J1i0ifo.

Hegioomo: 3HHXKeHHs Jibigo, 110 MoOXKe
ITPOMIOBXKUTUCS IIiCIs IIPUIIMHEHHS Tepallil,
Oemnpecisas, TPUBOXKHICTS.

3 00Ky cepieBol | Hegidomo: MPUCKOPEHE CepIeOUTTs.
CHUCTEMU

3 OOKy mneudiHkum Ta | Hegidomo: MiOgBUIIEHUW piBeHb (epMeHTIB
JKOBYOBUBIOHUX IIeYIHKH.
HIJISXIB

3 ©Ooky mKipu Ta | Heuacmo: BUCHIL.

MigIKIipHUX TKAaHUH | Hegioomo: cBepOizxK, KPOIIUB' STHKA.




3 00Ky | Yacmo: iMIIOTeHIIis.

PEnpPoOOyKTUBHOL Heuyacmo: po3map esaKynsilil, OO0IIYicTh
CUCTEMHU Ta | Ta 30iIbIIIEHHST MOJIOYHUX 3aJ103.
MOJIOYHUX 3aJ103 Hegidomo: 0Oinb y s€4KaxX, reMaToCIepMis,

epeKTunbHa OUCPYHKINSA, SKa MOXKe TPUBATHU
IIiCIA IPUIUHEHHsS JIIKyBaHHS; YOJIOBiYe
oe3nmiggas Ta/abo 0O0OpPOTHI IMOpPYIIEeHHS
SIKOCTi crepMu (IIpo HopMamizamito abo
[IOKpPAIlleHHsI HAKOCTL CIepMH II0BiOOMIIAIN
IIiC/I IPUIIMHEHHS IIpUoMy QiHacTepumy).

3a OOoCIiaKeHHAMU Jacmo: 3MeHIIeHHS eAKYJIATY.

KpiM TOrO, y KIIIHIYHUX OOCIIAXKEHHAX Ta IPU IOCTMapPKETUHT OBOMY
3aCTOCYBaHHI ITOBIJOMIISIJIA IIPO PaK MOJIOYHOI 3aJI03U Y YOJIOBIiKiB, SKi
npuiMmanu ¢idactepun. Ciig HeraliHO ITOBIMOMUTH JTiKaps PO Oyab-saKi
3MiHM y TKaHMHaAX MOJIOYHOI 3a/I03U, a caMe: MPUIIYXJIiCTh, Oifb,
rinekoMacTiio abo BUOIIEHHS 3 COCKIiB.

ITpu nmopiBHSAHHI IMpo@diniB 6e3meku MoHOTeparrii pinacTepugom (5 Mr/moody)
Ta JOKca303uHOM (4 a6o 8 Mr/go0y) i3 KoMOiHOBaHOIO Tepali€io
dinactepugom (5 mr/mo0y) Ta mokca3o3uHoM (4 abo 8 Mr/moly) i mmaiedo
BUSIBUJIOCH, 110 ITPO(inb Oe3meKu Ta IepeHoCUMOCTi KoMOiHOBaHOl Teparil
BiamoBigaB npodinio 6e31eKru OKpeMUuX KOMIIOHEHTIB. HacToTa IPOsBiB
po3ramdiB 3 00Ky esIKYIIsAllil y mallieHTiB, IKi IpuiiMani KoMOiHOBaHY
Tepariio, 0ysa IIOPiBHSIHHOIO i3 CyMOIO YaCTOTH IIPOSIBiB MOOIYHUX peakirii
OBOX MOHOTepAaIiu.

[Hdopmaiiis mpo 3B’I30K MiK JOBTOTPUBAIUM 3aCTOCYBaHHSAM (piHaCTEpULDy
Ta NyxJauHaMu 3 Oanamu ['micona 7-10 BigcyTHS.

IlaHi nabopamopHux aHanisis

[Tpu o1iHIli maHMX 1ab0pPAaTOPHUX MOCITIAXKEHDb ITPOCTATOCIEeUPIiYHOTO
aHtureny (IICA) cnig BpaxoByBaTy, 110 piBeHb [ICA 3HUXKYETHCS Y
MMAIli€EHTIB, sIKi npuiiMaioTh biHdiH. YV GinbuIoCTi mMalieHTiB MIBUOKE
3uuxkeHHd [ICA cnocTepiraeThbCs IMIPOTATOM IIEPIINX MICAIIB Tepalril, micasd



yoro piBeHb [ICA cTabini3yeThCs 4O HOBOT'O IT0YaTKOBOT'O PiBHS.
[TouaTKOBUU piBEHHb MICJIA JTIKyBaHHS CTAHOBUTH NPUOJIM3HO IIOJIOBUHY
3HAYEHHS [0 JIiIKyBaHHSA. ToMy y OilIbIIIOCTI MAlli€EHTiB, SKi MPUNMAaIOTh
Bingin nporsarom 6 micsiiB abo O6inbiie, 3HayeHHs [ICA citifg mogBoioBaTU
[JIs TIOPIBHAHHS 3 HOPMAaJIbHUMMU [lalla30HaMU y YOJIOBIKIB, Kl He
JIIKyBaJIUuCH.

[Ipu mpoBefeHHi cTaHOAPTHUX Ta00paTOPHUX TECTiB iHII Pi3HUI MiX
raljieHTaMu, Ki oTpuMyBanu biH(}iH, Ta namieHTaMu, IKi OTPUMYyBalu
[Tnaie6o, Oynu BiACyTHi.

TepMmin npuagaTHOCTI
3 POKH.

VYMmoBHu 30epiranHs

30epiraTu nmpu temnepaTtypi He Builie 25 °C y HeOCTYyIHOMY [JIs OiTen
MiCIIi.

YoakoBka

ITo 15 TabmeToOK, BKPUTHUX ILIIBKOBOIO O0O0IOHKOIO, ¥ OmicTepi.

[To 2 GricTepu y KapTOHHIN KOPOOIIi.

KaTeropist Bignycky

3a pelenToM.

BupooHHK

I'eTepo Jla63 JlimiTen/Hetero Labs Limited.
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