IHCTPYKIIIA
IJIs1 MEIUYHOT 0 3aCTOCYBaHHsI JIiIKapChbKOro 3aco0y
ADEHOCTEPUI-310POB’'A

(ADENOSTERIDE-ZDOROVYE)

Cknao:
ditoua pevosuna: finasteride;
1 TabneTka MicTUTh iHACTEpUAY 5 MT;

0onomidicHI peyo8uHU: TaKTO3a, MOHOTIIpaT; 1Ie/Ti0/103a MiKDOKPUCTaTiyHa; KpoXMaJlb
KYKYPYA3SHUN; MarHilo cTeapat; KPeMHil0 JioKcup Komoigauil 6e3BOAHUIA; TimpoMesio3a; TUTaHY
miokcupn (E 171); kauaypuH (cpibHuit 61MCK), 110 MiCTUTh alIOMOCHITIKAT Kasiioo, TuTany miokcup (E
171); 6apBHUK «Cemicniepc cyxuit 6J1aKUTHUM [», 1110 MiCTUTD TiTPpOMeno3y, Le0I03y
MiKpOKpHUCTaniyny, ingurokapmis (E 132).

Jlikapceka ¢opma. TabneTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHo8Hi (pi3uko-ximiuHi 81acmugocmi: TabneTKu, BKPUTI ITIBKOBOIO 000JI0HKO0, 67TaKUTHOTO
KOJILOPY 3 HE3HAYHUM I1ePJIaMyTPOBUM BiTiHKOM.

®apMaKoTepaneBTHYHA rpyma. 3aco0u, 110 3aCTOCOBYIOThCS IIPU J0OPOSKiCHiM rimepTpodil
nepeaMixXypoBoi 3ano3u. IuribiTopu TecTocTepoH-5-a-peaykrasu. Kom ATX G04C BO1.

PapmakKon02iuHi eaacmueocmi.
dapmakoOuHamika.

Odinacrepup — 1e crnenudiuHny iHTiOITOP 5-0-pemyKTa3u Tuny 1I, BHyTPIlIHbOKIITUHHOTO
bepMeHTY, SKUl ITePeTBOPIOE TECTOCTEPOH Y OiNbIl aKTUBHUYN aHIPOTeH
purigpotectocTepoH (II'T). [Tpu mobposikicHiii rimepmasii nepegMmixyposoi 3ano3u (II'TI3) ii
30i/IbIlIeHHS 3aJIe’KUTh Bifl IepeTBOPeHHS TecTocTepoHy y II'T y TKaHMHAaX IPOCTaTH.
dinacTepup BUCOKOe(EKTHBHO 3HUXKYE K IUPKYIIOIOUNY, TaK i BHYTPIIIHbOIPOCTaTUYHUN
OI'T. ®iHacTepup He Ma€ CIIOPIAHEHOCTI 3 pelienTopaMy aHAPOTeHiB.

Y namienTiB, gKi Manu nomipHi i TaxkKi nposBu [II'TI3, 36inblIeHy epeaMixypoBy 3ai103y Ipu
IIaJIbIIEBOMY PEKTaIbHOMY 00CTEKEeHHI Ta HU3bKUY 3a/UINKOBUM 00'eM cedi, ¢hiHacTepun
3MEeHIIINB YacTOTYy rocTpol 3aTpuMku cedi i3 7/100 mo 3/100 3a 4 poku Ta HeOOXigHICTh



XipyprigHoro BTpy4aHHs (TpaHCYpeTpope3eKIlil IepeaMiXypoBol 3a/I03H i MPOCTaTeKTOMil) 3
10/100 mo 5/100. Lle 3MeHIIEHHA CYIPOBOAXKYBAIIOCS IIOKPALIeHHAM Ha 2 IIyHKTHU 3a
mKanow ominku cumntoMiB QUASI-AUA (miana3on 0-34), 3Ha4HOIO perpecieio 06’ emy
npocTaTy - npubnu3Ho Ha 20 % i 3HaYHUM 30iIbIIEHHSM MIBUAKOCTI TIOTOKY Cedi.

IcaytoTh maHi po gocmigxkeHHs MTOPS (Megu4He niKyBaHHS MIPOCTaTUYHUX CUMIITOMIB),
sgKe 0yyo 4-6-piuHuM gociigKeHHSIM 3 y4acTio 3047 4omoBikiB i3 cumnTomatuyHoio [JI'TI3,
sKi Oynu paHgoMi30BaHi o npuiioMy ¢inactepuny (5 Mr/mo6y, mokca3o3uny (4 a6o 8
Mmr/no0y) kombiHartii dpinactepuny (5 mr/mo0y, i mokca3o3uny (4 abo 8 mr/mody), abo
nyane6o. [IepBUHHOIO KiHIIEBOIO TOYKOIO CIIOCTEpeXKeHHs OyB Yac [0 KIiHIYHOTO
nporpecyBanss [II'TI3 (gke Bu3Ha4amocs K 30ibIIeHHs Bif Mo4aTKy Ha 4 i Oinbllle MyHKTIB
3a WIKAJIOK OIIiHKYW CHMIITOMIB, €Mi307 rOCTPOl 3aTPUMKH cedi, ToB’g3aHa 3 [II'TI3 HupKoBa
HeJIOCTaTHICTh; PELUUAUB iHPEKIIii CEeY0BUBITHUX IINIIXiB a00 yPOCEICUC YU HETPUMaHHS
ceui). ITopiBHSIHO 3 myane0o, JTiKyBaHHS (QiHacTepumoM, DOKCa303uHOM ab0 KoMOiHaIliewn
IIpU3BEJIO 00 3HAYHOr0 3HUKEHHS PU3UKY KIIiHIYHOTO nporpecyBanHs [NI'TI3 BiAnoBigHO Ha
34 % (p=0,002), 39 % (p<0,001) i 67 % (p<0,001). Bineuricts Bunagkis (274 i3 351), mo
craHoBuny nporpecyBanus [I'TI3, Oynu migTBepaxKeHi 30iMbIIIeHHIM Ha = 4 IYHKTIB 3a
IIKAJIO0I0 OLIiHKY CHMIITOMIB; ITiff BIJIMBOM JIiKyBaHHS PU3UK IIPOrPECYBaHHS CUMIITOMIB OyB
3uuxkeHun Ha 30 % (95 % inTepBan goBipu 6-48 %), 46 % (95 % iHTepBan moBipu 25-60 %) i
64 % (95 % inTepsan posipu 48-75 %) BiANOBIIHO y Tpynax IpuioMy ¢GiHacTepHUny,
IOKCa303uHYy i KoMOiHallil, MOpiBHSAHO 3 mianebo. ['ocTpa 3aTpuMKa CEYOBUNYCKaHHS
crioctepiranach y 41 i3 351 Bunapkis nporpecysasssa [II'TI3; mig BIIMBOM JIiKyBaHHS PU3UK
PO3BUTKY T'OCTPOI 3aTPUMKH CEYOBUITyCKaHHS OyB 3HMKeHUM Ha 67 % (p=0,011), 31 %
(p=0,296) i 79 % (p=0,001) BigmoBigHO y rpynax npuiiomy piHacTepumy, TOKCa303UHY i
KoMOiHalril mopiBHSHO 3 nnanebo. Tinmbku rpynu npuiioMy ¢hiHacTepuny i KOMIIIEKCHOI
Tepallii Maau iCTOTHY Pi3HUIIO 3 TPYIIO0 MPURoOMY Itaiebo.

dapmakoKiHemuka.

BiogoctynHicTh diHacTepuny npu nepopasbHOMY IPUOMi CTaHOBUTE IPUbIKU3HO 80 %. BxKuBaHHSA
ki He BIMBa€ Ha OiogocTymHicTh mpenapaty. C,., iHacTepumy y maas3Mi KPpoBi JOCATAETHCS
npubIKu3HO Yyepe3 2 TONUHM IIiCIIS TepopaibHOrO MpuitoMy. AGCopOIlis penapaTy 3 TPABHOT'O TPAKTY
3aBepIIyeTLCA Yepes 6-8 roguu micng foro npuiiomy. T,, piHacTepuay y maa3mi KpoBi y cepemHbOMY
CTAQHOBUTH 6 TOOMH. 3B’13yBaHHs 3 OinkaMu ma3Mu KpoBi - 93 %. CucTeMHuUit KITIipeHC CTaHOBUTH
npubnusno 165 mi/xB, 06’em poamnopniny - 76,1 miTpa.

Y niTHBOMY Billi IIBUAKICTE BUBEOEeHHS QiHAaCTEPUAY OEIl0 3HUXKYETHCI. Y YOJIOBIKiB BIKOM Bif
70 pokiB T,, hiHacTepuny cTaHOBUTEL IPUOIKU3HO 8 ToauH, Tomi K B ocib BikoM Bifm 18 mo 60 pokis - 6
roguH. Aye 1le He € TOKa3aHHSIM [JIs1 3MeHIIIeHHs 03U IIperapary B 0Ci0 CTapIioro Biky.

Y marfieHTiB i3 XpOHIYHOI HUPKOBOK HENOCTATHICTIO (KJIipeHC KpeaTuHIiHYy Bif 9 10 55 MII/XB)
He BUSBJIEHO Pi3HUII MIBUAKOCTI BUBEIEHHS OJTHOPA30BOi N03u (iHacTepuamy, IOPiBHIHO 3
natieHTaMu 0e3 11i€l matosoril. 3B’s13yBaHHS 3 6iTKaMu IJIa3MU KPOBi Y LIXX TPYII MAI[iEHTIB
TaKOXK He BIIPi3HANIOCE. Lle MOACHIOETECS TUM, 1110 Y MALiEHTIB 3 HUPKOBO HEJOCTATHICTIO
yacTka MeTabomiTiB piHacTepuny, sika 3a HOpMaJIbHUX YMOB BUOINSETHCS i3 ceyero,
BUBOOUTHCS 3 KajioM. Lle migTBepaKyeThCs 30iMbIIeHHSIM Y ITUX MaIliEHTiB KiTbKOCTI
MeTaloIiTiB iHacTepuay y Kai Ipu OMHOYaCHOMY 3HUKEHHI IX KOHILIeHTpalil y cedi. ¥
3B’'SI3Ky 3 HaBeJEHUM, y IMALli€HTIB 3 HUPKOBOIO HEJOCTATHICTIO, AIKUM He ITI0Ka3aHUU



reMofiai3, KOpekllig 03U penapaTty He IOTpiOHa.
IaHi 1po ¢hapMaKOKiHETHKY IIpenapaTy y Malli€HTIB i3 TeYiHKOBOI HEJOCTATHICTIO BiACYTHi.

dinacTepup MpoHUKaE yepe3 reMaToeHIedaniunuit 6ap’ep. HeBenuka KinbKicTh piHacTepunmy
BUSIBIIANIACA y CiM'AHIU piguHi.

KitiHiuHi XapaKTepHuCTHKH.
Iloka3aHnHus.

JIikyBaHHS i KOHTPOJIb J0OPOSAKiCHOI rinepiasil nepeamixypoBoi 3ano3u ([II'TI3) y naiieHTiB
3i 30i/1bI1IeHO0 TIEPEIMiXyPOBOIO 3aJI03010 3 METOI0:

- 3MeHIIEeHHS po3MipiB (perpecii) 30isblIeHO] 3a103H1, MOJINIIeHHS BiATOKY cedi i 3MeHIIeHHS
CUMIITOMIB, 1T0oB’13aHuX i3 [II'TI3;

- 3HUKEHHS PU3UKY BUHUKHEHHS T'OCTPOi 3aTPUMKHM cedi i HeoOxigHOCTi Xipypriunoro
BTPY4YaHHS, ¥ T. 4. TPAHCYPETPOPE3€EKIIil IepegMiXypoBol 3a/1031 i IPOCTATEKTOMil.

IIpomunoka3aHHsi.
[TigBullleHa YyTIUBICTh 10 KOMIIOHEHTIB IIpemnapary.
[Ipenapat He MpU3HaYEHUM A1 3aCTOCYBaHHS XKiHKaM i JiTAM.

Baeimuicmb: 3aCTOCYBaHHS KiHKaM, KOJIM BOHU € a00 MOXKYTb IIOTEHIIINHO OyTH BariTHUMU
(OuB. po3min «3acTOCYBaHHS y MEPiof BariTHOCTI ab0 rofyBaHHS I'PYOOI0»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

He BusiBneHo KIiHIiYHO 3HAYYII[0l B3aEMO[Iii 3 iHImMMU npenapaTtamu. OiHacTepuy He YNHUTH
IIOMITHOTO BILIUBY Ha GepPMEHTHY CUCTeMy, sfiKa MeTaboJ1i3ye npenapaTy, 0B’ 13aHi 3 TUTOXPOMOM
P450. Xoua pu3uk TOrO, 1110 (piHACTEPU[ BIJIMBAE Ha PapMaKOKiHETHKY iHIINX JTiKapChKUX 3ac00iB,
OLIHIOETHLCS SIK HEBEJIMKUIA, iCHY€ BipoTrigHicTh TOTO, 110 iHribiTopu Ta ingyktopu CYP3A4
BIIINBAaTUMYTh Ha KOHIIEHTpalliio ¢iHacTepuay y mia3Mi Kposi. OmHakK, BpaXOBYI04YYM BCTaHOBJIEHi
oKa3HUKM 6e3neku, Oymb-siKe MigBUIIEHHS KOHIIEHTpallii GiHacTepuay y 3B'sI3Ky 3 OHHOYACHUM
3acTtocyBaHHSM iHTiO6iTOpiB CYP3A4 HaBpsn uu Oyme MaTH KiIiHiuHe 3Ha4YeHHS. [Ipy 3aCTOCyBaHHI 3
IIPOTIPaHOJIONIOM, DUTOKCHHOM, TIi0OypuaoM, BapdaprHoM, TeodiniHOM Ta aHTUIIIPUHOM He GyIi0
3HaWgeHOo KIIiHiYHO BaroMuX B3a€EMOMIIN.

IHwa cynymHA mepanisa. Xoda clielliaTbHUX OOCTiAXKeHb B3a€MOZi1l He TPOBOAMIIN, BiTOMO, 110
IIpernapar 3acTOCOBYBaJIM CYyMiCHO 3 iHTiGiTopaMu aHTi0TEH3WHIIEPETBOPIOIOYOTO PEPMEHTY,
a-0nmokaTtopamu, B-6;10KaTopamu, 6;10KaTOpaMy KabIliEBUX KaHAIB, HiTpaTaMu, [iypeTUKaMH,
aHtaronicramu H,-rictaminoBux perenTopis, inribitopamu 'MI'-KoA-penykTa3u, HeCTEPOITHUMMU
IPOTU3aNalbHUMU 3aC00aMu, B TOMY YMCIIi alleTUIICAIIIIAIOBOI0 KMCIIOTOMO i ITapalieTaMoyioM,



xiHonoHam¥u i 6eH3opxiazeninamu. [Ipu nboMy He BUSBIEHO KJIiIHIYHO BaroMux HeOaKaHUX B3a€EMOZIM.

Ocob.1ueocmi 3acmocyeaHHsi.

3azanvHi 3axodu. HeoOxifmHO 3MiiCHIOBATH PETENbHUN KOHTPOJbL 3@ MOXKJIUBUM PO3BUTKOM
OOCTPYKTHUBHOI ypoIIaTil y MallieHTiB 3 BeIMKUM 3aJIMIIKOBUM 00’€MOM cedi i/abo pamToBo
3HUXKEHUM IJIMHOM cedi. CHif po3riiiHyTH MOXKJIMBICTh IIPOBENEHHS XipyPriyHOoro
BTPy4YaHHS K albTepPHATUBHUY BapiaHT.

Bnaue Ha npocmamocneuugiuHul aumueeH (IICA) i diaezHocmuky paky nepedmixypoegoi 3asn03u. 1o
IIbOT'0 Yacy He II0Ka3aHO CIPUATIIMBOIO KJIIHIYHOTO BIIJIUBY JIIKYBaHHS IIpellapaToM y IIallleHTiB,
XBOPHUX Ha pak IepegMixypoBoi 3ai03u. [TamienT 3 ageHoMOo0 IepeaMiXypoBol 3a/103H i migBUIIEHUM
piBaeM [ICA cnocTtepiranucs 3 KinbKoMma Bu3HadeHHsIMHU [ICA i B3aTTaM 6ioncil nepegMixypoBoi
3asno03i. JIikyBaHHS IIperapaToM He BIJIMBAJIO Ha YaCTOTY BUSIBIIEHHS PaKy IIepeaMiXypoBol 3a/103H1.
3arasibHa 4aCTOTa BUHUKHEHHS pPaKy IepeMiXypoBol 3aJI031 iCTOTHO He Bigpi3HSJIach y MallieHTiB,
SIKi TIpernapar He MpUuiMaiu.

[lepen moyaTKOM JIiKyBaHHS 1 IEPIOOUYHO IIif Yac JIiKyBaHHS IIperapaToM PeKOMEHAYEThCS
IIePEeBipSATH Nalll€HTIB IIIAXOM PEKTaIbHOT0 OOCIiAXKEHHS, a TaKOXK IHIINMA MEeTOOaMu Ha
IpefMeT HasgBHOCTI paKy IepeaMiXypoBoi 3ano3u. BusHaueHHs cupoBaTKoBoro IICA Takoxk
BUKOPHCTOBYETHCS M7 BUSBJIEHHS PaKy IpoCTaTu. 3aranoM, mpu 6a3ucHomy piBHi [ICA
noHap 10 ur/mn (Hybritech) cnig mpoBoguTy petenbHe 00CTEXKEHHS MallieHTa, BKITIOYAI0YH,
y padi HeoOxigHOCTI, mpoBemeHnHs 6iomcii. [Tpu piBHi [ICA y mexax 4-10 Hr/Mn
PEKOMEHOYETHCS MTOofabille 00CTeXKeHHS NallieHTa. IcHye 3HauHui 36ir y piBHsax [ICA 'y
YOJIOBIKiB, SIKi XBOPiIOTh Ha pak MepefMixypoBol 3ajI031 i AKi He MalOTh LIbOTO
3axBopioBaHHsA. OTXKe, y YOJIOBIKiB, XBOPUX Ha afleHOMY IepeaMixypoBoi 3ano3u, Hopmu [ICA
He 03BOJISIIOTH BUKJIIOYUTH PakK IepegMixypoBol 3a1031, He3aleXKHO Bifl TiKyBaHHS
npenapaToM. ba3ucauu piBeHb [ICA HuX4e 4 HI/MJI He BUKJIIOYA€E HasfsBHOCTI paKky IIPOCTaTH.

[IpenapaT cupuyuHse 3MeHIIeHHS BMIiCTy cupoBaTkoBoro ITICA npubnu3Ho Ha 50 % y
TIaIli€HTIB, XBOPUX Ha afleHOMY IIepeAMiXypoBOl 3aJi031, HaBiTh P HASIBHOCTI paKy
npoctaTy. Lle 3HUXeHHs piBHA cupoBaTKOBOro [ICA y mallieHTiB 3 ageHOMO0
TIepeIMiXypoBoil 3aj103H1, SIKi OTPUMYIOTh JTiKyBaHHS ITpernapaToM, HeoOXigqHO B3SITH [0 yBaru
npu ouinii piBHA [ICA, OCKiNbKY I 3HMXKEHHS He BUKJII0YA€E CYIyTHHOI'O paky mpoctatu. Le
3HUKEHHA NepefdadyBaHe Y BCbOMY fiana3oHi 3HadyeHb piBHA [ICA, x04a 11e MOXe
KOJIMBATHUCS B OKPEeMUX TallieHTiB. Y OGiNbINOCTi Malli€eHTiB, SKi OTPUMYIOTH IIpermapaT
IpoTATroM 6 MicsiiB i Ginbine, 3HaueHHs [ICA moBuHHI OyTH ITOABOEHI TOPIBHIHO 3
HOPMAaJIbHUMHU 3HaYeHHSIMH B 0Ci0, SIKi He MpuiMaroTh Ipenapart. Taka KOPEKITist T03BOJISIE
30eperTtu YyTnuBicTh i cnenudiynicTh Bu3HaueHHs [ICA Ta migTpuMye H0T0 3MaTHICTD
BUSIBIISITU PaK IIepeaMiXypoBOi 3a/I03H.

[Tpu Oymb-sKOMY TpuBajoMmy minBuieHHi piBHs [ICA y maltieHTa, IKUM OTPUMYE JIiKyBaHHS
dinactepunoMm (5 Mr), HeoOxifHe peTesbHe 00CTEXKEeHHS IS 3'ICyBaHHS MIPUYMH,
BKJIIOYAIOYY HEJOTPUMAaHHS PeXUMY IPUUOMY IIpernapary.

Bnaue Ha piseHb TICA. Pienb IICA y cupoBaTIii KpOBi KOpeJIoe 3 BiKOM IallieHTa Ta 00'eMOM
IIPOCTaTH, IIPHU I[bOMY 00’€M IIPOCTATU KOPEJIIOE 3 BikoM matieHTa. [Ipu ouiHili 1a00paTOpPHUX



noka3HuKiB [ICA HeoOXigHO 3BaxkaTH Ha ToU (akT, 110 piBeHb [ICA 3HUKYETHCSA Yy IPOLECi TiKyBaHHS
npenapatoM. Y GisbIIOCTi MallieHTiB criocTepiraeThes mBuaKe 3HUXKeHHS [ICA MPOTATOM MepuImx
MicCsIIiB TiKyBaHHS, micsg 9oro piBeHb [ICA ctabini3yeThbcsi Ha HOBOMY PiBHi, SKHM CTAHOBUTD
IpuOIU3HO MOJIOBUHY Bifl 0a3MCHOI BeTMUUHU. 3 LIbOTO OTJIAAY Y TUIIOBUX IAIli€HTIB, SKi OTPUMYIOTh
npernapar IpoTsAroM 6 micsmis i Oinbie, 3HaueHHs [ICA moBUHHI OyTH ITOABOEHI TOPIBHAHO 3 HOPMOIO
B 0Ci0, sIKi He MpUIIMaOTh IIpenapar.

[Ipenapart icTOTHO He 3MeHIIye BifcoTOK BinbHOTO [ICA (BigHOmeHHS BinbHOTO [ICA [0 3arajapHOTO).
BipnouenHsd BinbHOrO i 3aranbHoro [ICA 3anuinaeTsCa IOCTIMHUM HaBITh ITif BIUIMBOM IIpenapary.
[Ipu Bu3Ha4eHH] BifcoTKa BiibHOT0 [ICA, IKUl 3aCTOCOBYETHCA AJIS1 HiarHOCTUKYU PaKy IIPOCTaTH,
KOPHUTYBaHHS HOr0 3Ha4YeHb He € 000B I3KOBUM.

Pax mos0uHoi 3a103u y 4ososikie. TTIOBiGOMISANIOCS IIPO paK MOJIOYHOI 3aJI03H Y YOJIOBIKiB, SKi
npuiMany pinactepup (5 mr). Jlikapi MOBUHHI TPOIHCTPYKTYBAaTH CBOIX MAIli€HTIB OO0
HeralHoro MoBigoMJIeHHS NP0 Oyab-AKi 3MiHM y TKAHMHAX MOJIOYHOI 3aJI031, a cCaMe - IIpo
IPUIYXJIiCTh, Oi/ib, TiHEKOMAaCTii0 ab0 BUAiIEHHS i3 COCKIB.

3MiHu Hacmpow ma denpecis. 3a¢pikCoOBaHO BUIIAAKW 3MiHHA HACTPOIO, BKIIIOYAIOYX [IeIIPECUBHUMI
HACTPiii, memnpecito Ta, piAlie, IyMKH PO caMOryOCTBO y Malli€HTiB, sIKi oTpuMyBanu QiHacTepup y
no3i 5 mr. HeoOxifHe criocTepekeHHS 3a NallieHTaMH 00 BUHUKHEHHS IICUXiYHUX CUMIITOMIB, Yy
pasi ix BUHUKHEHHS NalieHTy Tpeba MopaguTy 3BePHYTUCS 3a MEIUYHOI0 JOIIOMOTOIO.

I[TeuiHkoga HedocmamHicmb. BIINTUB Ee4iHKOBOI HEIOCTATHOCTI Ha (hapMaKOKiHETUKY
dbiHacTepuay He OOCITiAXKyBaBCH.

[IpemapaT MiCTUTE JIaKTO3y. fAKIO y IallieHTa BCTAHOBJIEHA HEIIEPEHOCUMICTh [IeIKUX
ITYKpPiB, HEOOXiTHO IPOKOHCYIbTYBATHUCS 3 JIiKapeM, IepII HiXK IPUUMaTH el TiKapChbKui
3acio.

3acmocysanHs y nepiod sazimHocmi abo 200y8aHHs 2py00H0.
[IpemapaT NpOTUIIOKa3aHKWM BariTHUM XKiHKaM.
[is pinacTepuny - pu3uK A MJIOAA YOJI0BIYOI CTaTi.

2KiHK#M, SIKi MOTEHIINHO MOXKYTh 3aBariTHITH a00 BariTHi, MOBUHHI YHUKATH KOHTAKTY 3
nopipiOHeHMMHU TabneTKaMu IpenapaTty ado TUMU, SKi BTpPaATUIY IiTiCHICTh, Yepe3
MOZKJIMBICTh IPOHUKHEHHS B OpraHiaM (iHaCTEPUAY i MOJanbIINy MOTEHIINHUYN PU3UK OIS
IIJI0fla YOJIOBidOl CTaTi.

HasiBHi maHi Ipo BUAiIEHHS HeBeINKOl KiIbKOCTi piHACTepuAy 3i CliepMHu MHalli€HTa, SKAU
npuiiMaB ¢inactepun 5 mMr/go0y. HeBimomo, ¥ MoxKe Ha IIJIifl 40JI0Bi4O0l CTAaTi HETaTHBHO
BIJIMHYTH Te, 1[0 Ha MOTO MAaTip BIIJIMBaJjia CIepMa Malli€HTa, SKWAU JiKyBaBCcad (HiHAaCTEPUAOM.
fAKImo cTaTeBa MapTHepKa IMallieHTa BariTHa/ abo MOTeHIitHO MoXKe OyTH BariTHOIO, MAI[iEHTY
PEKOMEHOYEThCS 3amnodiraTu BIJIUBY CIIEPMHU Ha MapTHEPKY.

Yepes 3pmaTHICTE iHTi6iTOPIB 5-0-pepykTa3u tumy Il raapMyBaTH TepPETBOPEHHS TECTOCTEPOHY
y OUTiOPOTECTOCTEPOH IIi IpenapaTy, BKI0Yaloyu piHacTepu, MOXKYTh CIPUYNHUATH
TIOPYIIIEHHS Y PO3BUTKY 30BHIIIHIX CTATEBUX OPTaHiB y IJI0[a YOJIOBiYOl CTaTi.



TabneTku mpenapaTy BKPUTI IJTiIBKOBOIO 000JIOHKOIO i 1le 3amolira€ KOHTaKTy 3 aKTUBHUM
iHTpeieHTOM 3a YMOBH, 1110 TabJIeTKY He MOoapiOHEeH] i He BTPATUIIX LiNTiCHOCTI.

[Ipemapat He MoKa3aHuM XKiHKaM. HeBimoMo, 4u npoHuKae ¢iHacTepun y MOJIOKO MaTepi.

30amuicmb 8nausamu Ha wWeudKicmby peakuii npu KepysaHHi asmompaHcnopmom abo
IHWUMU MexaHizmamu.

He BnuBae Ha 3[aTHICTh KepyBaTH aBTOMOOineM i poOOTy 3 MexaHi3MaMH.

Cnocid 3acmocyeaHHsi ma 0o3u.

PekoMeHpoBaHa fio3a - 1 TabneTka 1mo 5 Mr 1 pa3 Ha goOy mif yac abo He3aeXkHO Bif
BXKMBAHHS 1XKi.

[TpemapaT MOXKHa 3aCTOCOBYBATH Y KOMOiHallii 3 a-67T0KaTOPOM TOKCA303UMHOM (IOUB. PO3MiN
«®apMaKOJIOTiYHi BIaCTUBOCTI»).

TepMiH niKyBaHHS BU3HAYa€ Jikap iHAuBinyansHo. He3Baxkarwuu Ha Te, 1110 IOKpalllaHHSA
CUMIITOMATUKHN MOKe CIIOCTepiraTucs paxiiiie, AjIst OLiHKY e(eKTUBHOCTI Oil HeoOXimHuM
IPHHAWMHI IIeCTUMICAYHUY IPUNOM IIperapary, Micis 4oro HeoOXimHO MPOOOBXKUTH
JIiKyBaHHS. PU3KMK BUHUKHEHHS IOCTPOI 3aTPUMKU CeUi 3HUKYETHCS MPOTATOM YOTHPHOX
MICSLIIB IIC/ISA 3aKiHUYEHHS JIIKYBaHHS.

Il mamieHTiB JIITHBOTO BIKY 1 /1 XBOPUX Ha HUPKOBY HEAOCTATHICTh PI3HOr0 CTYIIEHS
TSKKOCTi (3HMXKEHHS KIIipeHCy KpeaTHHiHy [0 9 MJI/XB) KOPEKIIisd [031 He MOTpiOHa.

HeMae maHuX 100 3aCTOCYBAHHS Mperaparty NallieHTaM i3 mopyImeHHAMEY QYHKIII IeYiHKY.

Himu.
[IpemapaT npotunoka3aHuil giTSM.

Beamnexka i e(peKTUBHICTh 3aCTOCYBaHHS IIpenapaTy OiTIM He BCTaHOBJIEHI.

Ilepedo3yeanHs.

Y narieHTiB, sgKi oTpuMyBanu npenapat y go3i o 400 Mr ogHOpPa30Bo i Ipenapart y Ho3i 1o
80 Mr Ha geHb IpoTAroM 3 MicsliB, Oyab-AKi HebaxkaHi edekT Oy BigCyTHi.

He icHye cnenianpHUX peKOMEHALiN O[O IiKyBaHHS IIPU IIepefo3yBaHHi IpernapaToM.



ITob6iyHi peakuii.

HayacTimumy moOiYHUMHY pPeakIlisMu € iMITOTeHMis i 3HuXKeHH ibigo. Li mobiuni peaxkiril
BMHUKAIOTh Ha IIOYATKY KYpPCY Teparlii i IpoXoasTh MpU MOAabIIOMY JIiKyBaHHI ¥ Oi/bIIoCTi
[Iall€HTIB.

3 6oky imyHHOT cucmemu: peakilil MiIBUIIIEHO] YYTIUBOCTI, BKJII0Ual0YM BUCUIIAHHS, CBEPOixXK,
KpomnuB gHKY i HaOpsK KBiHke (y T. 4. HaOpsK ry0, 13uKa, ropnia i 06nugys).

3 6oky ncuxiku: 3HUKEHHS Ni0ifo, Ke MOoXKe MPOJOBKUTUCH IiCIIS MPUITMHEHHS Tepartii,
Ielpecis, TPUBOXKHICTD; 3 YaCTOTOIO «HEBIIOMO» - CyllIUAaIbHI OYMKH.

3 60Ky cepuesoi cucmemu: TPUCKOPEHEe CepLeduTTs.
3 60Ky neyviHku i oc08408UBIOHUX WAsXi8: TiIBUILIEHNH PiBeHb ePMEHTIB MTeYiHKHU.

3 60Ky penpodyKkmueHoi cucmemu i MOA0YHUX 3a103: IMIIOTEHIIiST, PO3/1al esKyIsilii, 00/To4icTs i
30inTbIIIEHHS MOJIOYHUX 3aJ103, PaK MOJIOYHOI 3a103u, 6ifb y si€YKax, CTaTeBi po3nanu
(epekTubHA OUCOYHKINSA Ta PO3AAU eAKYIAIlil), IKi MOXYTh TPMBATHU IIiC/IS IPUIUHEHHS
JiKyBaHHS; 40jI0Biue Oe3mminmas i/abo 060pPOTHI MOpYIIeHHs SKOCTi criepMu (IIpo
HOpMaJli3allito abo MoKpalleHHS SKOCTi CIIepMU MOBiHOMIISNIN MiC/IsA IPUIUHEHHS IPUNOMY
(dinacTepuny), reMaToCcIepMis.

Crnip HeraifHO MOBIIOMUTH JTiKaps Ipo Oyab-sIKi 3MiHM Y TKaHMHaX MOJIOYHOI 3271031, a caMe
- TIPO MIPUIYXJICTh, 6inb, TiHEKOMAacCTii0 a00 BUMIiIEHHS i3 COCKIB.

3a docaidxceHHAMU: 3MEHIIIEHHS eaKyIIATY.

Y mocnigxenni MTOPS npodinb 6e3neku i mepeHOCHUMOCTi KoMOiHOBaHOI Tepartii BifmoBigaB
IpodinsaM OKpeMUX KOMIIOHeHTiB. YacToTa mosiBu po37afiB 3 O0KY esIKyIsAIlil y Malli€HTiB,
SKMM 3aCTOCOBYBaIu KOMOiHOBaHY Teparito, 6yya MopiBHSIHHOIO i3 CYMOIO YaCTOT IOSIBU
no0iYHUX peakKllii 711 IBOX MOHOTEPAIIil.

[cHYIOTH fmaHi po 30inbllIeHHs IIepeBaru paky nepeaMixypoBoi 3a103u BUCOKOT'O CTYIIEHS MpU
npuiiomi npemnapaty. Lle MoxkKHa IOSICHUTH BIIJIMBOM IIperapaTry Ha 00’eM IpocTaTu. I3 3aranbHoi
KiJIbKOCTi BUIIQJIKiB paKy IepeaMixypoBol 3a103u OiNbLIICTh BUMIaAKiB Oyu KinacudikoBaHi IK
inTpakancynapuuit (ctamist T1 abo T2) pak. [HbopMalis mpo 3B’s130K MiXK TOBrOTPUBAIUM
3aCTOCYBaHHSIM Ipenaparty i nyxiuHamu 3 6anamu I'micona 7-10 BigcyTHS.

[ani nabopamopHux aHanizis. Piens TICA y cupoBaTili KPOBi KOpesoe 3 BikoM mallieHTa i 00’eMomM
IIPOCTATH, IIPHU IIbOMY 00’€M ITPOCTATU KOPEJIIOE 3 BikoM marieHTa. [Ipu omuiHii 1abopaToOpHUX
noka3HukiB [ICA HeoOXigHO 3BaxkaTH Ha ToM (akT, 110 piBeHb [ICA 3HUKYETHCS Y IIPOLIECi TiKyBaHHS
nmpernapaToM (IuB. po3fin «Oco6IUBOCTI 3aCTOCYBAaHHS»).

Tepmin npudamHocmi. 3 POKW.

YMmoBH 30epirannsi. 30epiratu B OpuriHasbHil yIAaKOBII IpU TeMnepaTypi He Butlle 25 °C. 36epiratu



y HeIOCTYITHOMY AJi AiTel MiCIIi.

YnakoBka. Tabmetku Ne 10X 3 y 6micTepax y KopoOiri.

Kateropis BiAnycKy. 3a pelenToM.

Bupoouuk. TOBAPHCTBO 3 OBMEKEHORO BIITTOBIOTAJIBHICTHO «KOPITOPALIIA
«31OPOB’d».

ToBapucTBo 3 00MexkeHoI0 BinnmoBiganbHicTiIo «OAPMEKC I'PYII».

Micne3HaxomKeHHsI BUPOOHHKA Ta aJijpeca Miclsi IpPoBaIXKeHHsI HOr'0 Jisi/IbHOCTI.
Ykpaina, 61013, XapkiBckka 0671., MicTo XapkiB, Bynulld [lleBuenka, OymIuHOK 22.

(TOBAPHUCTBO 3 OEME>XEHOHO BIITIOBIJAJIBHICTIO «KOPITOPAILIIA «3[JOPOB’£»)
Ykpaina, 08301, KuiBcbka 0061., micto Bopucmins, Bynuus [lleBuenka, 6ynuHok 100.

(Tosapucmeo 3 obmedtceHow gionogidanvHicmiw «PAPMEKC I'PYII»)



