IHCTPYKIIA

IJIsI MeIHYHOT'0 3aCTOCYBAaHHSsI JIIKapCHLKOTr0 3aco0y

AIIEHOCTEPHUII-3TOPOB’H

(ADENOSTERIDE-ZDOROVYE)

Cxnao:
ditoua peyvosuHa: finasteride;
1 TabneTka MiCTUTL GiHACTEPUAY D MT;

0ONOMIdCHI peyoBuHU: TaKT03a, MOHOTIOpaT; 1e0I03a MiKPOKPUCTaIiYHa; KpOXMallb
KYKYPYHA3SHUMN; MaTHil0 cTeapaT; KPEMHiI0 MiOKCUA KONoigHuM 6e3BOHUM; TilpoMesio3a; TUTaHy
miokcup (E 171); kauaypuH (cpibHMM O6TKMCK), 1[0 MICTATH aJIIOMOCHITIKAT KaJlito, TuTany giokcup (E
171); 6apBuuk «Cemicniepc cyxuii 6;1akuTHUM [», 1110 MiCTUTE TimPOMeno3y, LeII03y
MiKpOKpHUCTaniuny, ingurokapmin (E 132).

Jlikapceka hopMma. TabmeTKu, BKPUTI MJTiIBKOBOIO 000JI0HKOIO.

OcHo8HI (pi3uko-ximiuHi 81acmusocmi: TabIeTKH, BKPUTI ITIBKOBOIO 000JI0HKO0, 6JITAKMTHOTO
KOJIbOPY 3 HE3HAYHUM I1€PJIaMyTPOBUM BiITIHKOM.

dapMakoTepaneBTHYHA rpymna. 3acobu, 1110 3aCTOCOBYIOThCS IIPU K0OpOsKicHii rinepTpodil
nepenMixypoBoi 3amo3u. IHribiTopu TecTocTepoH-5-a-penykrasu. Kom ATX G04C BO1.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

dinacrepup — 11e crenudiynuy inribiTop 5-a-penykrasu tuny II, BHyTPIIIHbOKITITUHHOTO (PEepPMEHTY,
KM} TIepPeTBOPIOE TECTOCTEPOH y GiNIbII aKTUBHUY aHAPOTeH aurigporectoctepoH (OI'T). Ipu
noOposiKicHiM rinepmnasii mepeaMixypoBoi 3ano3u (II'TI3) ii 30inbIneHHsT 3aMeXKUTh Bif
nmepeTBopeHHs TecTocTepony y [II'T y TkKaHuHax npoctaTu. ®iHacTepun BUCOKOE(EKTUBHO 3HUKYE
K IUPKYJIIOI0YXY, TaK 1 BHyTpimHbonpocTaTuyHuM [II'T. ®iHacTepun He Ma€ CIIOPIgHEHOCTI 3
pelienTopaMu aHOPOTeHiB.

YV nauieHTiB, ki Manmu momipHi i TsxkKi nposisu I'TI3, 36inmbIneny nepeaMixypoBy 3aio3y npu
IIaJIblIeBOMY PeKTalbHOMY 00CTeKeHHi Ta HU3bKUY 3aTMIIKOBUM 00'eM cedi, piHacTepun 3MeHIINB
YacTOTy rocTpoi 3aTpuMKH cedi i3 7/100 go 3/100 3a 4 poku Ta HEOOXigHICTE XipypriyHOTO
BTPYy4YaHHS (TpaHCypeTpPOpe3eKIlil mepeamMixypoBoi 3aio03u i mpoctaTtekToMii) 3 10/100 mo 5/100. Lie
3MEHIIEHHS CYIIPOBOAXKYBAJIOCS MOKPAIleHHSIM Ha 2 IYHKTH 3a IIKanow oIinku cumntoMiB QUASI-
AUA (mianason 0-34), 3Ha4HOI0 perpecieio 00’emy mpocTtatu - npubnu3Ho Ha 20 % i 3HaYHUM



36iTbIIEHHSIM IIIBUAKOCTI TIOTOKY Cedi.

IcuyroTh maHi npo gocnipxkernHs MTOPS (MenuyHe niKyBaHHS IPOCTaTUYHUX CUMIITOMIB), SIKE

oymo 4-6-piyHuUM OocTigKeHHIM 3 yuyacTio 3047 4omnoBikiB i3 cumnToMatuuHoo [II'TI3, ki
Oynu paHgoMi3oBaHi o npuiomy dinactepuny (5 mr/mody, nokca3o3uny (4 abo 8 mMr/moby)
koMOiHanii ¢pinactepuny (5 mr/moby, i mokca3zo3uny (4 abo 8 mr/mo0y), abo nnanedo. [lepBUHHOIO
KiHIIEBOIO TOYKOIO CIIoCcTepexkeHHs OyB yac g0 KiiHiyHoro nporpecyBanHs [I'TI3 (ke BU3HaYaNocCs
SK 30inbIeHHs Biff Mo4YaTKy Ha 4 i GisbIlle IYHKTIB 3a IIKAJI0I0 OIL[iHKM CUMIITOMIB, €I1i30/1 TOCTPOl
3aTPUMKH cedi, moB’sg3aHa 3 [II'TI3 HupKOBa HEIOCTATHICTh; PeUUAUB iH(MEKIIl CEHOBUBIMHUX LIIAXiB
abo ypocercuc yu HeTpuMaHHs ceyi). [TopiBHsAHO 3 marne6o, TikyBaHHS GiHacTepugoM,
IOKCa303uHOM a60 KOMOiHAIli€I0 TPHU3BEJIO 10 3HAYHOT'0 3HUKEHHS PU3UKY KITIHIYHOTO
nporpecyBanHs [II'TI3 BignosigHO Ha 34 % (p=0,002), 39 % (p<0,001) i 67 % (p<0,001). BinpmIicTs
BUMaKiB (274 i3 351), mo craHoBunu nporpecysanus II'TI3, 6ynu minTBepaxkeHi 30inblIeHHSAM Ha =
4 TyHKTIB 3a IIKaJI0I0 OL[iHKY CUMIITOMIB; IIifj BIZINBOM JIiKyBaHHS PU3UK IIPOrPECYBaHHS CUMIITOMIB
oyB 3umxkeHuit Ha 30 % (95 % inTepBan moBipu 6-48 %), 46 % (95 % iuTepBan moBipu 25-60 %) i 64 %
(95 % inTepBan gosipu 48-75 %) BiAIOBIgHO y rpynax npuiioMy ¢piHacTepupy, JOKCa303uHY i
kKoMOiHatii, mopiBHsAHO 3 mnane6o. I'ocTpa 3aTpUMKa CEYOBUITYCKAHHS criocTepiranack y 41 i3 351
BUNAOKiB mporpecyBanHs [II'TI3; mig BIIMBOM NTiKyBaHHS PU3UK PO3BUTKY I'OCTPOL 3aTPUMKHU
CedoBUIyCKaHHS OyB 3HUKeHUU Ha 67 % (p=0,011), 31 % (p=0,296) i 79 % (p=0,001) BigmoBigHO y
rpylax npuiiomy ¢iHacTepuny, HOKCa303KHY i KoMOiHallil mopiBHSIHO 3 mianebo. TinmbKu rpynu
npuiiomy iHacTepuay i KOMIJIEKCHOI Teparii Maau iCTOTHY Pi3HUINIO 3 IPYIO0 mMpuiioMy miaue6o.

dapmakoKiHemuxka.

BiogoctynHicTh diHacTepumy Nnpu nepoparbHOMY IIPUOMi CTaHOBUTH IPUOIKU3HO 80 %. BXKuBaHHSA
ixi He BimuBa€ Ha OiogocTynHicTh nmpemaparty. C,,, GiHacTepuny y maa3Mi KpoBi JOCSITAETLCS
npubNIU3HO Yyepe3 2 TONUHM IIiCIIs TepopaibHOTO MpuitoMy. AGcopOIlisi mpemnapaTy 3 TPABHOT'O TPAKTY
3aBEepLIYETHCA Yyepe3 6-8 ropus micng voro npuuoMy. T, piHacTepuay y mia3Mi KpoBi y CEpegHbOMY
CTAHOBUTH 6 roguH. 3B’g3yBaHHA 3 GinKamu mia3mu Kposi - 93 %. CUCTEMHUYN KITipEHC CTaHOBUTh
npubnusno 165 mi/xB, 006’em poamopniny - 76,1 miTpa.

Y niTHROMY Billi IIBUAKICTE BUBEOEHHS (DiHACTEPULY HEII0 3HUKYETHCSA. Y YOJIOBIKIB BIKOM

Binm 70 pokiB T,, hiHacTepumy cTaHOBUTEL IPUOIKU3HO 8 TOOMH, TOxi K B 0cib BikoM Bifm 18 mo
60 pokiB - 6 ropuH. AJle Ile He € TOKa3aHHSAM [JI 3MEHIIeHHS 03U Iipernaparty B 0ci0
CTapIIOro BIKY.

Y mallieHTiB i3 XpOHIYHOI0 HUPKOBOIO HEOCTATHICTIO (KJIipeHC KpeaTHHIHY Bifg 9 o 55 MI/XB) He
BUSIBIIEHO Pi3HUIII MIBUAKOCTI BUBEJEHHS OJHOPa30BOi H03u (iHacTepudy, MOPiBHSAHO 3 MallieHTaMu
6e3 11iel maTosnorii. 3B’s13yBaHHs 3 6iTKaMu 1J1a3MU KPOBi y LIUX TPYII MAIli€HTIiB TAaKOXK HE
Bifpi3HsAOCk. Lle MOSICHIOETHCS THM, IO V IAIliEHTIB 3 HUPKOBOIO HEIOCTATHICTIO YacTKa MeTabommiTiB
(diHacTepupy, sika 3a HOpMaJIbHUX YMOB BUINIIETHCS i3 CeUelo, BUBOAUTHCA 3 KajioM. Lle
HiATBEPAKYETHCS 30iMbIIEHHAM Y IIUX MAIli€HTIiB KibKOCTi MeTaboiTiB piHacTepuay y Kaji mpu
OIHOYaCHOMY 3HUKEHHI IX KOHIIEHTpallil y cedi. Y 3B’sI3Ky 3 HaBeJeHUM, Yy Malli€HTiB 3 HUPKOBOIO
HEJOCTATHICTIO, IKUM He IOKa3aHu¥ reMofiaii3, KOpPeKIlis Jo3u mpenapaTy He MOTpiOHa.

IaHi mpo hapMaKOKiHETUKY IIpenapaTy y NallieHTiB i3 MeYiHKOBOIO HeIOCTAaTHICTIO BigCyTHi.

dinacTepup NpoHUKaE Yyepe3 reMaToeHIedaniuanii 6ap’ep. HeBenuka KinbkicTh piHacTepumy
BUSBIIANIACA Y CiM'AHIU piguHI.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JIikyBaHHS i KOHTPOJIb N0OPOsKicHOI rinepmasii mepeamixyposoi 3ano3u (OI'TI3) y namieHTiB 3i
30iTbIIIEHOI0 TIEPEAMiXyPOBOIO 327103010 3 METOIO:

- 3MeHIIeHHS po3MipiB (perpecii) 30inbiIeHO] 3a7103H, MOJIMIIIEHHS BifTOKY cedi i 3MeHIIeHHS
CUMIITOMIB, OB’ 13aHuX i3 [II'TI3;

- 3HUKEHHS PU3UKY BUHUKHEHHS TOCTPOI 3aTPUMKU cedi i HeoOXimHOCTi XipypriuHoro
BTPY4YaHHS, y T. 4. TpaHCYpeTPOpe3eKIlil mepeaMixypoBoi 3a103u i IpoCTaTeKTOMil.

IIpomunoka3aHHs.
[TigBuIlleHa YyTAUBICTh 1O KOMIIOHEHTIB IIpenapary.
[Tpenapat He IpU3HAUYEHUN A1 3aCTOCYBaHHSA XKiHKaM i JiTAM.

BazimHicmb: 3acTOCyBaHHS XKiHKaM, KOJIX BOHU € a00 MOXKYTb IIOTEHIIIMHO OyTH BariTHUMU (IUB.
po3[in «3acToCyBaHHS y Mepiof] BariTHOCTI abo roOmyBaHHS TPYALIO»).

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

He BusiBNeHO KIiHIYHO 3HAUYIOl B3a€EMO[Iii 3 iHmMMMY npenapaTtamu. OiHacTepuy He YNHUTH
TIOMiTHOTO BIJIUBY Ha GE€PMEHTHY CUCTEMY, siKa MeTaboIi3ye npenapaTy, 0B’ 13aHi 3 HUTOXPOMOM
P450. Xoua pu3ukK TOrO, 1110 (piHACTEepuy BIIKMBAE HA PapMaKOKiHETUKY iHIIMX JTiKapChKUX 3aC00iB,
OLIiHIOETHCS SIK HEBEJIMKUM, iCHY€ BipoTimHicTh TOTrO, 1110 iHribiTopu Ta ingykTopu CYP3A4
BIIJINBATUMYTh Ha KOHILIEHTpAaIii0 ¢iHacTepuay y mia3Mi Kposi. OnHakK, BpaX0BYIO4YH BCTAHOBJIEHI
O0Ka3HUKM Oe3neku, Oynb-siKe MigBUIIEHHS KOHIIEHTpalii GiHacTepuay y 3B'I3Ky 3 OHHOYaCHUM
3acTtocyBaHHAM iHTi6iTOpiB CYP3A4 HaBpsap uu Oymge MaTu KiIiHiuHe 3Ha4YeHHS. [Ipu 3aCTOCyBaHHI 3
IIPOIIPAHOJIONIOM, IUTOKCUHOM, I'MibypumoM, BapdapuHoM, TeodiliHOM Ta aHTUIIPUHOM He Oy10
3HaNOeHO KIIiHIYHO BarOMHX B3a€EMOIN.

IHwa cynymuAa mepania. Xoda ClielliaTbHUX OOCTIAKEHb B3a€MOZIi1 He IPOBOAMIIN, BiTOMO, 10
IpernapaT 3aCTOCOBYBaJId CyMiCHO 3 iHTi6iTOpaMu aHTiOTEeH3MHIIEPETBOPIOIOYOro PepMeHTy, a-
0J10KaTOpaMH, B-6mokaTopaMu, 61I0KaTOpaMH KasbllieBUX KaHAaJIiB, HiTpaTaMu, AiypeTUKaMH,
aHTaroHicTaMu H,-ricraminoBux perenrtopis, inriditopamu 'MI'-KoA-penyKTasy,
HECTEPOITHUMHU MPOTU3ANaJIbHUMU 3ac00aMM, B TOMY YHCIIi alleTUIICAIIIIINIOBOIO KUCIIOTOO i
mapalieTamosioM, XiHojloHaMu i 6eH30fia3eniHaMu. [1py 11bOMy He BUSIBJIEHO K/TiHIYHO BarOMUX
HebaxXaHUX B3a€EMOTIH.

Oco6 1ueocmi 3acmocyeaHHsi.

3azanvhi 3axodu. HeobXigHO 37iiCHIOBATY PETENBHUM KOHTPOIIb 38 MOXKJIMBUM PO3BUTKOM
O0OCTPYKTHUBHOI ypoIIaTil y MallieHTiB 3 BeIMKUM 3a/IMIIKOBUM 00’eMOM cedi i/abo pamToBo
3HUXKEHUM IIJIMHOM cedi. CHif po3risiHyTH MOXKJIMBICTh IIPOBENEHHS XipypPridHoro



BTPYYaHHS SIK aJIbTePHATUBHUM BapiaHT.

Bnaue Ha npocmamocneyugiyHuli anmueeH (IICA) i diazHocmuky paky nepedmixyposoi 3as03u. Lo
I[bOTO Yacy He MOKa3aHO CIPUSATINBOIO KJIIHIYHOTO BIJIMBY JIIKyBaHHS IIperapaToM y
TaIliEHTiB, XBOPUX Ha paK IepeaMixypoBoil 3ao3u. [TalieHTu 3 ageHoMOI0 ITepeaMixypoBoi
3asi034 i migsuiieHuM piBHeM [ICA cnocTepiranucs 3 KiibkoMa Bu3HaueHHAMU [ICA i
B34TTSIM 0ioTCil mepeaMixypoBoi 3ai03u. JIikyBaHHS IIpernapaToM He BIJIMBAJIO Ha 9YaCTOTY
BUSBJIEHHS paKy IepeaMixypoBol 3a/1034. 3arajibHa YacTOTa BUHUKHEHHS PaKy
IIepeaMiXypoBol 3a/I034 iCTOTHO He Bigpi3HAIach y Malli€HTIB, SKi IpenapaT He IpUiMallu.

[Iepen mo4yaTKOM JIiKyBaHHS i IEPIOOUYHO IIif] Yac JIiKyBaHHS IIperapaToM PeKOMEHAYEThCS
IIEPEBIPATH MALiEHTIB IIJITXOM PEKTaIbHOTO JOCIIIXKEeHHS, a TaKOXK IHIIMMMN METOaMHU Ha IIpeaMeT
HasIBHOCTI paKy rnepegMixypoBoi 3an03u. BusHaueHHs crupoBaTkoBoro IICA TakKoK BUKOPHUCTOBYETHCS
1S BUSIBJIEHHS paKy IpocTaTu. 3aranoM, npu 6a3ucHomy piBHi [ICA nonap 10 ur/mn (Hybritech)
CJIiJl TPOBOMUTH pPeTeNibHE 00CTeXKEeHHS MallieHTa, BKIII0Yalo4y, y Pa3i HeoOXiIHOCTI, poBeeHHS
6ioncii. [Tpu piHi [ICA y Mmexkax 4-10 HIr/MI peKOMeHAYETLCS Tofablile 06CTeXXKeHHs MallieHTa.
Icuye 3HauyHuM 30ir y piBHAxX [ICA y 40JI0BIiKiB, SKi XBOPilOTh Ha paK IepeaMiXypoBoil 3a103H i IKi He
MaloTh IbOTO 3axBopioBaHHSA. OTKe, Y YOJIOBIKiB, XBOPUX Ha aieHOMY IIepeIMiXypoBoi 3a/1031, HOpMHU
[1CA He 0o3BOIAIOTH BUK/IIOUUTH PaK IePeIMiXypoBOl 3a1031, He3aJieXkKHO Bifl JTiKyBaHHS
npenapaToM. ba3ucHuii piBeHb [ICA HUXKYe 4 HT/MJI He BUK/IOYA€E HassBHOCTI paky IPOCTaTH.

[TpemapaT CIpUUYUHS€E 3MEHIIEeHHS BMicTy cupoBaTKoBoro [ICA mpu6nu3uo Ha 50 % y marfieHTis,
XBOPUX Ha afileHOMY IIepeIMiXypoBOl 3a/I03¥, HaBiTh IPU HAIBHOCTI paKy IpocTaTu. Lle 3HMKEHHSA
piBHS cupoBaTKoBOrO [ICA y malfieHTiB 3 ageHOMOI0 IMePeIMiXypoBol 3a/103H, SIKi OTPUMYIOTh
JIiKyBaHHS IIpenapaToM, HeoOXigHO B3SITU [0 yBaru npu oiiHili piBHS [ICA, OCKiNbKY 1l 3HUXKEHHS He
BUKJII04Ya€ CYIyTHHOTO paKy mpocTtaTu. Lle 3HMKEeHHS mependadyBaHe Y BChOMY fialna30Hi 3HaYeHb
piBug [1CA, xo4a 11e MOXKe KOJIMBATHCS B OKPEMUX Mali€eHTiB. Y OilbIIOCTI MaIli€HTiB, SKi OTPUMYIOTh
mpernapar IpoTsAroM 6 micsis i 6inbire, 3HaueHHs [ICA moBuHHI OyTH ITOIBOEHI MTOPIBHSHO 3
HOpPMaJIbLHUMU 3HAYEHHSIMU B 0Ci0, SIKi He IpUiiMaloTh NpemnapaT. Taka KOPeKIlis [03BoJjIs€ 30epertTu
YYTHUBICTh i cnenudivHicTs Bu3HaueHHs [ICA Ta migTpuMye HOr0 30aTHICTh BUSIBIATH Pak
IIepeMixypoBoi 3a103H.

[Tpu 6ymb-sikoMy TpuBasioMy migBuinieHHi piBHs [ICA y maliieHTa, SKUi OTPUMYE JTiKyBaHHS
¢dinacTepungom (5 Mr), HeoOXifHe peTeNbHe 00CTeXKEHHS OIS 3’SICYyBaHHS IPUYKH, BKITIOYAI0Un
HeOTPUMaHHS PeXUMy IPUKUOMY IIpenapary.

Bnaue Ha piseHb TICA. Pienb IICA y cupoBaTIii KpOBi KOpeJioe 3 BiKOM IallieHTa Ta 00’eMOM
IIPOCTATH, IIPH I[bOMY 00’€M ITPOCTATU KOPEJIIOE 3 BikoM matieHTa. [Ipu ouiHili 1ab0paTOpHUX
noka3HuKiB [ICA HeoOXigHO 3BaXkaTé Ha TOU (akT, 1[0 piBeHb [ICA 3HUKYETHCSA ¥ IPOLECi TiKyBaHHS
npenapatoM. Y GisbIIOCTi MallieHTiB criocTepiraeThes mBuake 3HuKeHHS [ICA pOTATroM mepumx
Mics1iB MiKyBaHHS, mics 4oro piBeHb [ICA cTabini3yeTbcsi Ha HOBOMY piBHi, SKMM CTAHOBUTD
puOIKU3HO MOJIOBUHY Bifl 0a3MCHOI BEeMMUUHY. 3 IbOTO OTJIAAY Y TUIIOBUX IAIli€HTIB, SKi OTPUMYIOTh
IIpernapar IpoTAroM 6 micsiB i Oinbie, 3HaueHHs [ICA oBUHHI OyTH ITOABOEHI TOPIBHAHO 3 HOPMOIO
B 0Ci0, 5IKi He MpUIIMaIOTh IIpernapar.

[Ipenapart icTOTHO He 3MeHIIye BifcoTOK BinbHOTO [ICA (BigHOmeHHS BinbHOTO [ICA [0 3arajapHOTO).
BiguomenHs BinbHOTO i 3aranbHoro [TCA 3anuiIa€ThCsa MOCTIMHUM HaBiTh IIif BIJIMBOM IIpemapary.
[Ipu Bu3HAYeHHI BifcoTKa BimbHOT0 [ICA, AKUi 3aCTOCOBYETHCA A1 AlarHOCTHUKU PaKy MPOCTaTH,
KOPHUTYBaHHS HOr0 3HaUYeHb He € 000B I3KOBUM.

Pax mosn04HOI 3a103u y 4o0108ikKi8. TI0BimOMIANIOCS PO paK MOJIOYHOI 3a/I031 V YOJIOBIKiB, SIKi



npuiiManu pinactepup (5 mr). Jlikapi MOBUHHI IPOIHCTPYKTYBaTH CBOIX IMAIli€HTIB O[O0 HETAHOTO
TIOBimOMJIEHHS TIPO Oyab-gKi 3MiHM Y TKaHMHAX MOJIOYHOI 3aJ7103H, @ CaMe - PO MPUIYXJICTh, Ginb,
rineKkoMacTiio abo BULiNIEHH] i3 COCKIB.

3miHu Hacmpoio ma denpecis. 3apikCcoBaHO BUNAAKU 3MiHM HACTPOIO, BKII0YAI04YU OelPeCUBHUM
HACTPiii, mempecito Ta, piAle, IyMKH PO caMoryOCTBO y MAlli€HTiB, sIKi oTpuMyBanu QiHacTepup y
no3i 5 mr. HeoOxifgHe criocTepekeHHS 3a NallieHTaMH 00 BUHUKHEHHS IICUXiYHUX CUMIITOMIB, Y
pasi ix BUHUKHEHHS NalieHTy Tpeba mopaguTy 3BepPHYTUCS 3a MEIUYHOI0 JOIIOMOTOIO.

ITeyiHkosa HedocmamHicmb. BIIIMB Me4iHKOBOL HEOCTAaTHOCTI Ha (papMaKOKiHETHKY (piHacTepunmy
He [OCIIiAXKYyBaBCs.

[IpemapaT MiCTUTh J1aKTO3y. SKINO y IallieHTa BCTAHOBJIEHA HEIEPEHOCUMICTD OeSIKUX LYKPIB,
HeoOXiHO ITPOKOHCYIbTYBATHUCS 3 JTiKapeM, Iepul Hixk MpuiiMaTy 1el nikapcbKuit 3acio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
[TpemapaT NpOTUIIOKa3aHUY BariTHUM KiHKaM.
His dpiHacTepuny - pU3MK s IJIOAa YOJIOBiYOi CTaTi.

2KiHKY, SKi IOTeHITiHO MOXYTh 3aBariTHiTH a00 BariTHi, MOBHHHI YHUKATH KOHTAKTY 3
noppibHeHrMU TabieTKaMu IIpenaparty abo TUMM, SIKi BTPATUIIM LiJTiCHICTh, Yepe3 MOXKJIUBICThb
IPOHUKHEHHS B OpraHi3M (iHacTepuay i mogasnbInuii NOTEHI[INHAY PU3KK AJIS IIJI0fla YOJIOBidOoi CcTaTi.

HasiBHi maHi po BUAiNieHHsS HEBEIMKOI KiIbKOCTi (piHacTepuay 3i ciepMu MaifieHTa, SIKUi IpuiiMaB
¢dinactepun 5 Mr/moby. HeBimoMo, 4 MoxKe Ha ILTiJ YOJIOBiYOi CTaTi HETaTUBHO BIUIMHYTHU Te, 1110 Ha
1OT0 MaTip BIIMBAJla CliepMa Ialli€HTa, IKUM NiKyBaBcs piHacTepumoM. AKIO cTaTeBa TapTHEPKa
malieHTa BariTHa\ abo MOTeHI#HO MoXKe OyTH BariTHOIO, MAIIEHTY PEKOMEHIYETLCS 3amobiraTu
BIIMBY CIIEPMU Ha [TIapTHEPKY.

Yepes 3maTHicTh iHTiOiTOPIB 5-0-pegykTasu tuny Il raqpMyBaTi IepeTBOPEHHS TECTOCTEPOHY Y
[IUTiOPOTECTOCTEPOH IIi TpenapaTy, BKIIoYayu (iHacTepun, MOXKYTh CIPUYUHUTY IOPYIIEHHS Y
PO3BUTKY 30BHIIIHIX CTaTEBUX OpPTraHiB y IIJI0Ja Y0OJI0Bi4Ol CTATi.

TabmeTKy mpemnapaTy BKPUTI IIiBKOBOIO 000JI0OHKOIO i 11e 3armobira€ KOHTAKTy 3 aKTUBHUM
iHTpenieHTOM 3a YMOBH, 1110 Ta0NIETKHU He MOAPiOHEeH] i He BTpaTUIX LiTiCHOCTI.

[Ipenapat He noKa3aHuH XKiHKaM. HeBimoMo, 41 poHUKae hiHaCTEpPUL y MOJIOKO MaTepi.

30amuicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

He BIIMBa€ Ha 30aTHICTh KepyBaTu aBTOMOOineM i po6oTy 3 MexaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.



PekxomenpnoBaHa fmo3a - 1 TabneTka mo 5 Mr 1 pa3 Ha goOy mim yac abo He3alexkHO Bifl BAUBaHHS 1Xi.

[TpemapaT MOXkKHa 3aCTOCOBYBaTH y KoMOiHallii 3 a-0710KaTOPOM JOKCa303UMHOM (IUB. PO3MiN
«®apMaKOIOTiYHi BIaCTUBOCTI»).

TepMiH TiKyBaHHS BU3Hauae JIiKap iHAMBiAyanbHO. He3Baxarwyu Ha Te, 110 ITOKpallaHHs
CHMIITOMATHKHN MOXKE CIIOCTepiraTucs paHiiie, [ OIiHKY e(eKTUBHOCTI Oil HeoOXigHMM MPUHANMHI
IIeCTUMICAYHUY IPUIOM IIpernapaty, micyig 40ro HeoOXigHO IPONOBXKUTHU JIiIKyBaHHSA. PU3ukK
BUHUKHEHHS TOCTPOI 3aTPUMKHU CEYi 3HUKYETHCS MMPOTSATOM YOTHPHOX MICSIIB IiCIs 3aKiHYEHHS
JIiKyBaHHS.

[l71s malieHTiB JITHBOTO BiKY 1 AJI1 XBOPUX Ha HUPKOBY HEOCTATHICTh PI3HOTO CTYIEHS TAKKOCTI
(3HMKEHHS KITipeHCy KpeaTUHIHY 10 9 MJI/XB) KOpPeKIis J03U He MOoTpifHa.

HeMmae maHuX 11070 3aCTOCYBaHHSA IpelapaTy MNallieHTaM i3 NOpyIIeHHIMU (PYHKIIiI MeYiHKH.

Himu.
[IpenapaT npoTUNOKA3aHUM OiTSIM.

Beamneka i epeKTUBHICTh 3aCTOCYBaHHS IIpenapaTy OiTIM He BCTaHOBJIEHI.

IlIepedo3yeaHHsi.

Y marieHTiB, sKi oTpuMyBanu npemnapart y go3i 4o 400 Mr omHOPa30Bo i Ipemnapar y [03i 1o
80 Mr Ha meHb npoTAroM 3 MicA1iB, Oyab-gKi HeOakaHi epekTu Oynu BigCyTHi.

He icHye cnenianbHUX peKOMEHAaLil 00 JIiKyBaHHA IIpU Iepeno3yBaHHi IIpernapaToM.

ITo6iuni peakuii.

HattyacTimumy nmob0iyHUME peakIlisaMu € iIMIOTeHis i 3HMKeHHS mi0imo. Li mo6iuni peakiril
BMHUKAIOTh Ha II0YaTKy KypCy Teparil i IpoXoaaTh NPY MOJasbIIoOMY JIiKyBaHHI y 6inbIIocTi
Malli€HTiB.

3 6oky imyHHOT cucmemu: peakilil MigBUILIEHOI YYTIUBOCTI, BKJIIOUalOUM BUCUTIAHHS, CBEPOiXK,
KpomnuB gHKY i Habpsk KBiHke (y T. 4. HaOpsK ry0, S3uKa, ropia i 06nuays).

3 6oky ncuxiku: 3HUKEHHS i0ifo, TKe MoXKe IMPOIOBXKUTUCH ITiCJIs IPUIIMHEHHS Tepalrii,
Henpecisi, TPUBOXKHICTE.

3 6oky cepuesoi cucmemu: TPUCKOPEHE CEPLEOUTTS.
3 6oky neuiHku i %co8U0BUBIOHUX WAAXiE: TIIBUIIIEHUN PiBEHb (PEPMEHTIB MMEYiHKHU.

3 60Ky penpodykmueHoi cucmemu i MO/A0YHUX 3d/103: IMIIOTEHIIis, po3/Ial essKysiii, 00IgicTs i
30inbIIEHHST MOJIOUHUX 3aJ103, paK MOJIOUHOI 3a103H, 6inb y sieukax, cTaTeBi po3nafu (epeKTuIbHa



ouChYHKIlSA Ta PO3/Iafu esKyIsllii), SKi MOXYTh TPUBATH IiC/IsI MPUIUHEHHS JTIKyBaHHS; Y0JI0BidUe
6e3mmigms i/abo 060pOTHI MOPYIIEHHS SKOCTI CliepM# ([P0 HopMaJtisalito abo moKpalleHHs STKOCTi
CIIePMH TIOBIOMJISIN IiCIIs IPUIMHEHHS NpuiioMy (piHacTepuay), reMaToCIepMis.

Cnig HeraHoO MOBiIOMUTH JliKaps Mpo OyOb-Ki 3MiHM Y TKaHMHAX MOJIOYHOI 3aJ103H, a caMe - IIPo
IPUITYXJIiCTh, Oifib, TiHEKOMacTiio ab0o BUAiIEHHS i3 COCKiB.

3a 0ocaiddxceHHAMU: 3MEHIIEHHS eSKYIIATY.

Y nocnigxxenni MTOPS npodins 6e3meku i mepeHOCHUMOCTI KOMOiHOBaHOI Teparlil BigmoBigas
npoGinsM 0KpeMUx KOMIIOHEHTIB. HacToTa MOSABY PO3/afiB 3 60Ky esKyJAllii y MalieHTiB, SKUM
3aCTOCOBYBaIM KOMOiHOBaHY Teparrito, Oya MOPiBHSHHOIO i3 CYyMOIO YaCTOT MOSIBY IOOIYHUX peakKIlii
OJ1s DBOX MOHOTEpAITii.

[cHYIOTDH HaHi Ipo 30inbIleHHs IepeBaru paky nepeaMixypoBoi 3a103u BUCOKOT'0 CTYIIEHS MTpU
npuiiomi npemnapary. Lle MoxKHa ITOSICHUTH BIIJIMBOM IIperapaTry Ha 06’eM IpocTaTu. I3 3aranbHoi
KiJIbKOCTi BUIIQ[IKiB paKy repenaMixypoBol 3a103u OiNIbLIICTh BUMIaAKiB Oy/Iu KinacudikoBaHi IK
inTpakancynapaui (ctagis T1 abo T2) pak. [HpopMaliis npo 3B’A30K MiXK OOBTOTPUBAIUM
3aCTOCYBaHHSIM Ipenapary i nyxiuHamu 3 Oanamu I'micona 7-10 BigcyTHS.

IlaHi nabopamopHux aHasizie. Piers IICA y cupoBaTIIi KPOBi KOPEITIOE 3 BiKOM TallieHTa i 00'eMoM
IIPOCTATH, IIPH IIbOMY 00’€M IIPOCTATH KOPEJIOE 3 BiKoM matieHTa. [Ipu ouinii mabopaTopHUx
noka3HuKiB [ICA HeoOxigHO 3BaxkaTu Ha Tou (akT, mo piBeHb [ICA 3HUKYETHCS ¥ IPOLEC] TIKyBaHHS
npernapaToM (IuB. po3fin «Oco6IUBOCTI 3aCTOCYBAHHS»).

Tepmin npudamHocmi. 3 POKM.

YmMmoBu 30epirannsi. 30epiraTy B OpuriHaibHill yakoBIi npu TeMnepaTypi He Buile 25 °C. 36epiratu
y HeIOCTYIIHOMY AJi AiTe MiCIii.

YnakoBka. Tabmetku Ne 10X 3 y GrmicTepax y KopoOiri.

Kateropis Bigmycky. 3a penenToM.

BupoOHHK. ToBapuCcTBO 3 00MEXKEHOI0 BifIOBinanbHiCTI0 «DapMalleBTHYHA KOMIIaHist «3M0POB’si».

ToBapucTBo 3 06MexkeHOI0 BigmoBiganbHicTI0o «OAPMEKC I'PYTI».

Micue3HaxoaKeHHsI BUPOOHHKA Ta aJipeca Miclisi IpoBaJXKeHHsI HOr'o Jisi/IbHOCTI.
Yxkpaina, 61013, XapkiBcrka 0671., MicTo XapkiB, Bynuis llleBuenka, 6yguHOK 22.



(Tosapucmeo 3 obmedceHow 8ionosidansvHicmio «dapmauesmuyHa KoMnaHis «300po8’s1»)
Ykpaina, 08301, KuiBcbka 001., micto Bopucmins, Bynuus [lleBuenka, 6ynuHok 100.

(Tosapucmeo 3 obmedceHow gionosidansvHicmio «PAPMEKC I'PYII»)



