Ckian

Oitova pevosuHa: Tamanadin;
1 TabneTka mictuth 2,5 Mr abo 5 mr, abo 10 mr, abo 20 Mr Tapanadiny;
OONOMIJHICHI peYOBUHU:

simpo TabJIeTKHU: JITaKTO3W MOHOTigpaT, HaTPilo KpoCcKapMeno3a, HaTpiio
naypuincynbdat, TimpoKcuUIpominmestono3a, mojgicopdbar 80, marHiio creapar;

000J10HKa TaOJIeTKU:

a7 TabIeToK 2,5 MI: TOTOBa OO BUKOPUCTAHHS CyMiml [rimpoMersio3a, JTaKTOo3HU
MOHoOTifgpaT, TuTany giokcup (E 171), TpuaneTus, TanbK, 3aji3a OKCUL KoBTuu (E
172), 3amiza okcun yepBoHui (E 172)];

nJisi TabJIeTOK 5 MI': TOTOBA IO BUKOPUCTAHHS CyMill [rimpoMesio3a, TaKTOo3U
MOHoOTigpaT, TuTany giokcup (E 171), TpuameTnH, TanbK, 3aji3a OKCUL KoBTuu (E
172)];

s TabmeTok 10 MT: TOTOBa 40 BUKOPUCTAHHS CyMilll [TimpoMeno3a, TakKTo3u
MOHoOrigpaT, TuTany giokcup (E 171), TpualleTus, TanbK, 3aji3a OKCUL KoBTuu (E
172), 3amniza okcun yopuuii (E 172)];

niist TabsmeTok 20 Mr: rOTOBa 0O BUKOPUCTAHHS CyMill [TrimpoMerio3a, 1aKTO3u
MOHoOTigpaT, TuTany giokcup (E 171), TpuameTnH, TanbK, 3ajil3a OKCUL xKoBTuu (E
172)].

JIikapcbKa ¢opma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHoBHI (pi3uKo-ximiuHi 81acmueocmi: TabIeTKU, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO, Y
dbopmi kameTu, ABOOMYKJIi; TabMeTKu 2,5 MT: JKOBTO-IIOMapaH4eBi, 3 HanucoMm «T 2» 3
omHOTO O0KY; Tab/neTKu 5 Mr: 3KO0BTi, 3 HanucoM «T 5» 3 ogHOTro O00KY; TabneTku 10 Mr:
2KOBTi, 3 Hanucom «T 10» 3 ogHOTO 60KY; TabneTku 20 Mr: KO0BTi, 3 Hanucom «T 20» 3
OomHOTO OOKY.

®apMaKoTepalneBTUYHA Ipylna
3acobu Oy nikyBaHHS nmopyuieHb epekiii. Kog ATX G04B E08.

®apMaKoOJIOridyHi BJIaCTHUBOCTI



dapmaKkoduHamika.

MexaHi3M mii.

Tapmamnadin € ceneKTUBHUM 000POTHUM iHTiGITOPOM IIMKIIIYHOTO
ryano3maMoHodocdaTty (HI'M®) — cneumndiunoi ¢pochopgiectepasu tTuny 5 (®JE 5).
Konu cekcyanbHa CTUMYIIALIS COIPUYUHSE JIOKaJIbHE BUBIJIbHEHHS OKCUOY a30Ty,
inrioyBanus ®IIE 5 Tamanadinom nmponykye migBuileHi piBai qI'M® y neuepuctomy
Timi. lle mpuBOOUTE OO penakcallil rmagkKux M’ s3iB i IPUIIINBY KPOBi 10 TKAHUH
CTaTeBOI'0 YJieHa, CTBOPIOIOYM TUM CaMHUM epekKIlifo. Tagamadin npu mikyBaHHI
€pPEeKTUIIbHOI AUCPYHKITII He MPOSBIISIE CBOEI MAil TP BiACyTHOCTI CeKCyallbHOI
CTUMYJISIIl.

EdexrT inridyBaHHs KoHIleHTpallil I’ M® y medepucToMy Tilli TaKOXK CIIOCTEPIra€ThCs
y TJIafKUX M’si3aX IPOCTaTH, CEY0BOMY MiXypi Ta IX CyAuHax, 110 IePeHOCITh KPOB [0
BHUIlleBKa3aHUX opraHis. CyovHHa pejiakcaliis, dKa IpU LIbOMY BUHUKAE, CIIPUYUHSE
migBuIIeHHS mepdy3il KPoBi Ta MoxKe OyTH IPUYNHOIO 3MEHIIIEHHS CUMIITOMIB
noOposiKicHOI rineprnasii mepeamixypoBoi 3amo3u. Lli cynuHHi epeKTu MOXKYTh OyTH
OOTIOBHEHI iHTiOyBaHHSIM aKTUBHOCTI ahepeHTHHUX HEPBIB CEYOBOT0 MixXypa Ta
periakcalli€ro ri1agkKux M’ s131B IIPOCTATHU 1 CE40BOI'0 MixXypa.

dapMakoguHaMiuHi eheKTH.

IocnimkeHHs in vitro oka3ainu, 110 Taganadin € cenektTuBHuM iHridiropom OJE 5.
®JIE 5 € hepmeHTOM, aKuM OyB 3HAWOEHUN Y I'JIaAKUX M’s13aX [I€YePUCTOrO Tifa,
CYOUHHUX i Bicllepa/lbHUX I'TaJKUX M’ si3aX, CKEJIeTHHUX M si3aX, TpPoMOOILIMTax, HUPKax,
jiereHsiX i Mo304Ky. BnnuB Tapanadiny Ha ®E 5 cunbHimIMM, HiXK Ha iHIII
dochomiectepasu. [isg Taganadiny Ha ®IOE 5y 10000 pa3iB riepeBHUIIy€ MOTO BIIJIUB
Ha depmenTu O®IE 1, ®OE 2 i ®IE 4, 1110 € HassBHUMHU Y CePIli, MO3KY, CyAHUHAX,
MediHIli Ta iHmux opraHax. Taganadin y 10000 pasiB notyxHimmun mono OIE 5
nopiBasAHO 3 OJIE 3, 110 € GpepMeHTOM, HasIBHHUM Y CepPIli Ta KPOBOHOCHUX CyauHax. Lls
cenekTuBHicTh mono PIE 5 nopiBassHO 3 OIIE 3 € Baxknupow ToMy, 1o ®IE 3 €
(epMmeHTOM, IKUU Bifirpa€ MeBHY POJIb Y CKOPOYEHHI cepiieBoro m’sa3a. Kpim Toro,
Tapanadin npubnu3no y 700 pasiB nmotyxkHimu# momo ®IE 5 nopisasHo 3 ®JIE 6, 1110
€ (pepMeHTOM, HasIBHUM Y CITKiBIIi i BigmOBimanbHUM 3a (OTOTpPaHCAYKIi0. Tamamadin
TakoXK y 10000 pa3siB nnotyxHimuu mono PIE 5 nopisaauo 3 ®IE 7, ®JE 8, ®IIE 91
®IE 10.

KniniyHa edeKTUBHICTL Ta Oe3neka.

Tapmamnadin, yBegeHU 3M0pOBUM AOOPOBOIBIISIM, HE IIPOSBJIAB iCTOTHOIL Pi3HULII
MMOPiBHSHO 3 mJalebo 3a MOKa3HUKaMM CUCTOJIIYHOTO Ta AiaCTOJIiYHOTO apTepiaJbHOTO
THCKY y IIOJIOKEHHI mallieHTa Jiexkadu (cepegHe MaKcuMalbHe 3HMKeHHA 1,6/0,8 MM



PT. CT. BiOIIOBiHO), CUCTOJIIYHOI'0 Ta AiaCTOJIIYHOTO apTepialbHOTO TUCKY Y
MIOJIOZKEHHI MalliEHTa CTOsIYM (CepeaHe MaKCcUMallbHe 3HuXKeHHs 0,2/4,6 MM pPT. CT.
BIAIOBITHO) Ta iCTOTHOI 3MiHM YaCTOTH CEPIIEBUX CKOPOUYEHb.

Y xopi gocnigzKeHHs BIIMBY Tafasnadiny Ha 3ip 3 BUKOPUCTAaHHSAM TECTY OLIIHKHU
KOonbopoBoro crupuHATTsS Farnsworth-Munsell 100 Hue 6ysio BcTaHOBIEHO, IO
Taganadin He IMMOTipIIye po3Ili3HaBaHHSI KONIbOPiB (cuHili/3enenuir). OTpuMaHi gaHi
KJIIHIYHOT0 JOCHiAXKEeHHS IIiATBEPAXKYIOTh HU3bKY CHOPiIOHEHICTh Taganadiry 11omo
®JIE 6 nmopiBusHo 3 ®JIE 5. Y xomi BCix KITiHIYHUX OOCHigKeHb Pigko (< 0,1 %)
IIOBIIOMJISAJIYA IIPO 3MiHU y PO3IMi3HaBaHHI KOJIbOPIB.

Bysno nipoBegeHo TpU KIIIHIYHUX OOCIIIOXKEHHS 3 y4acCTIO YOJIOBIKIB [JI OL[IHKU
IIOTEHIIWHOI'O BIIUBY Ha cnepMaTtoreHes IliHamny B 1o3i 10 Mr (ogHe DOCIiAXKEeHHSA
TPUBAJICTIO 6 Mics1iB) Ta B 031 20 Mr (ogHe OOCHiAXKeHHS TPUBAJIICTIO 6 MiCSIIiB i
OOHe — TpHUBaJicTIO 9 Mics1iB) mpu YacToTi nputiomy 1 pas/mo6y. Y xomi mBOX i3 Tphox
OOCIIIOKEeHb CIIOCTEPIranocs KJIiHIYHO He3Hauyllle 3HUXKEHHA KIJIbKOCTI Ta
KOHIIEHTpallil CllepMH, acollilioBaHe 3 ImpuiioMmoM Taganadiny. Lli edpexktu He Oynu
TOB’sI3aHi 3i 3MiHaMM iHIINX XapaKTEPUCTUK, TaKUX K PYXJIUBICTb CIIEpPMaTO30i[iB,
MOP@dOIIoris Ta piBeHb (POJIIKYIOCTUMYJIIOIYOI0 TOPMOHY B KPOBI.

EpexmuavHa ducyHKUiA.

Tpu kniHiuHI gocmimkeHHs Oysu TpoBeneHi 3 yuacTio 1054 mallieHTiB 3 MeTOI0
BUSABJIEHHS IIepiogy no4yaTtKy edpeKkTy Taganadiny, SKui IPOOeMOHCTPYBaB
CTAaTUCTUYHO 3HAUYIIle MOKpaIllleHHS ePeKTUIIbHOI PYyHKIIil, @ TAKOXK Mi€BICTh
npoTsiroM 36 TOOWH Ta BUSBIEHHS epeKTy BKe depe3 16 XBUIUH ITiCJIA IPUKMOMY [03U
MOpPiBHSHO 3 mianebo (putiom I[liHamny 3a moTpedu).

Y xopmi gocnigzKeHHs TpuBalicTio 12 THMXKHIB 3 yyacTio 186 namienTis (142 nailieHTu
oTpuMyBanu Tamanadin, 44 naimieHTH — maanebo) i3 BTOPUHHOI ePEeKTUIBHOIO
OUCPYHKITIEI0 BITHOCHO NOIIKOAXKEHHSI CIUHHOIO MO3KY Taganadin IposBisaB 3Ha4YHE
MMOKpalleHHs epeKTUIbHOI QYHKIIil, a Yy cepegHboMYy KoeillieHT yCITiImHuX cupo0b mpu
npuiioMi ITimamy B mo3i 10 mr a6o 20 Mr (migbip mo3u, 3acTOCyBaHHS 3a MOTPeOH)
cTaHoBUB 48 % mopiBHSHO 3 17 % y rpyni nnaue6o.

Tapmamadin y mosax 2,5 mr, 5 mr ta 10 mr 1 pa3 Ha mo0y oIliHI0OBaBCS y xomi 3
KJIIHIYHUX JOCJIOKeHb 3 y4acTio 853 malieHTiB pi3HOTro BiKy (Big 21 mo 82 pokiB) Ta
Pi3HUX €THIYHUX I'PYI 3 €PEKTUIBHOI0 OUCPYHKIIEIO Pi3HUX CTYIIEHIB TA2XKKOCTIL
(1merka, cepenHsi, TSI2KKa) Ta Pi3HOI eTiosorii. ¥ xofi mBoX MepBUHHUX OOCIHiIKEHb
e(PeKTUBHOCTI y 3arajbHiil NOMyJAIlil y CepegHbOMYy KOoeillieHT yCHimHauX cupob OyB
57 % Ta 67 % npu npurioMmi Ilinany 5 mr ta 50 % npu npuiiomi Ilinany 2,5 Mr
nmopiBHsSHO 3 31 % Ta 37 % y rpymi maaiebo. Y mocnimkeHHSIX 3 y4acTIO IMallieHTiB i3
BTOPUHHOIO €PEKTUJIFHOIO AUCHYHKIIIE€IO BiTHOCHO OiabeTy y cepegHbOMYy KOedillieHT



ycmimHaux crupob ctanoBuB 41 % Ta 46 % npu npuiiomi [Timamy B g03i 5 Mr ta 2,5 Mr
BiimmoBigHO mMOPiBHSHO 3 28 % y rpymi miaredo. BinbmiicTs malieHTiB y
BHUIIleHAaBEeIeHUX OOCIiIXKEeHHsIX paHile npuiManu inriditopu ®JIE 5 y pasi noTpebu.
Y HacTynmHOMY mocnimkeHHi 217 mallieHTiB, siKi paHillle He 3aCTOCOBYBaJlu iHTibiTOpHU
®IIE 5, orpumyBanu [liHan y go3i 5 Mr 1 pas Ha geHb Ta mianebo. Y cepegHbOMY
KoeillieHT ycmimmHux cupob cTaHoBUB 68 % y rpymi npuiiomy ITiHany nopiBHSHO 3 52
% y rpymi maaie6o.

IlobposkKicHa 2inepnaasis nepedmixypoeoi 3ai03u.

3acTtocyBaHH4 [liHany gocaigzXKyBajiu Y X041l YOTUPBhOX KITIHIYHUX OOCIIIAXKEHD, 1110
TpuBanu 12 TuXKHIB, 3 ydyacTio 1500 mairieHTiB i3 cuMOTOMaMu HOOPOSKiCHOL
rinmepmnsnasil mepeaMixypoBol 3a/1034. Y X0l X KITIHIYHUX OochimKeHb [TiHam B 7o3i 5
MTI IIPOLEMOHCTPYBaB IOKpallleHHS CTaHy NallieHTa 3a 3arajibHOI0 MiXKHapOLHOIO
IITKAJIOI0 MPOCTAaTUYHUX cuMiiToMiB (MIIIIC) mopiBHsTHO 3 mialedo (oIiHKU
nokpaiueHHsa 3a MIITIC npu npuriomi I[liHany y go3i 5 mr cravoBnaTs -4,8, -5,6, -6,1
Ta -6,3, mopiBHsHO 3 -2,2, -3,6 -3,8, -4,2 y pa3i nputiomy mnnauebo). [TokpaiieHHs
CTaHYy IallieHTa 3a 3araJIbHOI MIiKHapOOHOIO IIKAJIO IPOCTaTUYHUX CUMIITOMIB
(MLILITIIC) criocTepiranocsa BXKe micisg 1 TUXKHSA JIiKyBaHHSA. B oqHOMY 3 KITIHIYHUX
OOCIiAXKeHb, Me TK aKTUBHUN KOMIIapaTOpP TaKoxK OyB BKJIIOYEHUM TaMCYyJIO3UH B 4031
0,4 mr, ouinku nokpaieHHsa 3a MIITIC npu npuriomi IliHany y go3i 5 mr,
TaMCYJIO3UHY Ta mninanebo ctraHoBunu -6,3, -5,7 -4,2 BignoBigHO.

Y xomi omHOTO 3 IIUX JOCHIAXKEeHb OIiHIOBAJIOCh SIK MOKpPAIIleHHST epeKTUJIbHOI (PyHKII],
TakK i mocaabsieHHsI CUMIITOMIB IOOPOSIKiCHOI rinmepa3il mnepeaMixypoBol 3aJIo3u y
MalieHTiB, SKi Mayu oOuaBa cTaHu. [IoKpalleHHs epPeKTUIbHOI QYHKITI 3a
MiKHapOOHUM iHOEKCOM OIIIHKY €ePEeKTUJIbHOI PYHKIIil Ta 3a Miz2KHaAapPOAHOIO IIKAJIO
IIPOCTATUYHUX CUMIITOMIB CTaHOBUJIO -6,5 Ta -6,1 y pa3i npuriomy [linamny B go3i 5 Mr
nopiBHsHO 3 -1,8 Ta -3,8 y rpyni nnamebo BinnmoBigHO. Y cepeaHbOMY BilCOTOK
YCIIIIHUX CIIPo0 CTAaTEBOTO aKTy Ha OOHY 0co0y B MOCHiAXKeHHi cTaHOBUB 71,9 % y
rpymi npuiiomy Ilinany B mo3yBaHHi 5 Mr, a B rpyni nnaneto — 48,3 %.

[TinTpuMKa gocsarHyToro edekty [liHany olliHIoOBajacs y X0Ai JOOATKOBOT'O BiIKPUTOTO
OOCIiAXKEeHHs, 3a pe3yabTaTaMHU SKOro 0y/I0 BCTaHOBJIEHO, 110 ITIOKPAIIleHHS 3a
3arajJIbHOI0 MIKHapOOHOIO MIKaJIO IPOCTAaTUYHUX CUMIITOMIB, III0 CIIOCTEPIrasocs
npoTsaroM 12 TUXKHIB, 30epiraeThCsad MOOAaTKOBO [0 1 poKy micis jikyBaHHS [liHamoM B
mo3i 5 Mr.

Himu.

Byrno nmpoBeneHo ogHe OOCIiAXKEHHS 3 y4acTIo AiTel 3 M's130B0oi0 gucTpodiero [IolieHa
(MIOO), y sKkoMy HigTBEePaXXeHUX M0Ka3iB e(peKTUBHOCTI He OyJI0 IIPOIeMOHCTPOBAHO.
Ile mocnigkeHHs eeKTUBHOCTI Tamanadiny Oyio paHIOMi30BaHUM MOABIMHUM CIiIUM



1a11e00-KOHTPOIbOBAHUM Y TPHOX ITapajieIbHUX I'pymax 3 ydacTio 331 OUTUHU
4O0JI0BiYOl cTaTi BikoM Bifg 7 mo 14 pokiB 3 M]I][], siKi 0MHOYaCHO OTPUMYBaId Tepaillito
KOPTHUKOCTepoimaMu. [oCIimKeHHs BKIII04Yanao 48-TUXKHEBUU IOABIMHUN CIIIINN
repiof, mig 4ac SIKOTo mallieHTu Oynmu po3fmisieHi Ha rpynu npuiiomy taganadiny 0,3
Mr/KT, Taganadiny 0,6 Mr/kr abo nnanebdo moaeHHo. Taganadin He TPOAeMOHCTPYBaB
e(peKTUBHOCTI y IepBUHHIN KiHIIEBiil TOYIIi IIIOJI0 CIOBiIbHEHHS 3HUKEHHS MIBUOKOCTI
X0nL0U, BUMIPSHOI 3a 3MiHOIO AUCTAHIII y TeCTi 3 6-XBUIMHHOIO X0Oabp0010 (TIIIX).
3MiHa cepegHBOrO 3Ha4YeHHA AucTaHIil y TIIX, po3paxoBaHOTO 3a METOAOM
HaV¥MeHIINX KBaApaTiB, Ha 48-My THUXKHIi cTaHoBuja 51,0 M y rpymi naiebo IOpiBHIHO
3 64,7 m y rpyni taganadiny 0,3 mr/kr (p=0,307) ta 59,1 M y rpyni taganadiny 0,6
Mmr/Kr (p=0,538). ITigTBepaKeHy epeKTUBHICTh TaKOXK He OyJI0 BUSBJIEHO i ITif 9ac
IIOBTOPHUX aHAaJIi3iB pe3yabTaTiB JaHOTO OOCIIOXKEeHHs. 3arajibHi pe3yabTaT 3
0e3reKku, OTpUMaHi B IIbOMY OOCIIiI>)KeHHi, B IifToMy BifmmoBiganu BimoMomy mpoditto
Oe3neku Tapganadiny Ta HebaxkKaHUM SIBUILIAM, OUiKyBaHUM y MefiaTPUYHIN MOy ISIlil
M npu NTiKyBaHHI KOPTUKOCTEPOITaMHU.

dapmakoKiHemuka.

BcmoxkmysaHHs. Tapanadin mobpe BCMOKTYETHCS MiCJIs IPUNOMY BHYTPITHEO.
CepenHs MaKcUMallbHa KOHIIEHTPALiA Y IjIa3Mi KpOBi (Cmax) OOCATAETHCA B
cepemHbLOMY Uepe3 2 TOOUHMU IIicas mpuiiomy. AGCcomoTHa 6iogoCTyIHICTh Tamanadiny
[ic/Isg IPUKUOMY IIepopaibHO He BCTAaHOBJIIOBaIach.

[IIBuOKicTh i CTyNmiHb BCMOKTYBaHHS Taganadiny He 3ajexXaThb Bif IpUHUOMY 1XKi, TAaKUM
ynHOM, [liHanm MoXKHa nNpuiMaTu 3 1Kel 4yu 0e3 Hel. Hac yBeoeHHs 003U (paHOK abo
BeUip) He MaB KJTiHiYHO 3Ha4yyuioro epekTy Ha MIBUOKICTh i CTYIiHb BCMOKTYBaHHS.

Po3nooin. CepenHiit 06’€M PO3MOMIiy CTAHOBUTH MPUOIU3HO 63 JI, BKa3y4YHu Ha Te,
o I[linan po3nominsgeTbca y TKaHMHaX. [Ipu TepaneBTUYHUX KOHIeHTpalisax 94 %
Taganadiny y mma3Mi KpoBi 3B’s13aH0 3 nTpoTeiHaMu. Ha 3B’s13yBaHHS 3 IPOTEIHaAMU He
BILIMBA€E MOPYILIEHHS HUPKOBOI PYHKIIII.

Menmre 0,0005 % yBemeHo1 mo3u OyJi0 BUSIBJIEHO Y CIIEPMi 3[TO0POBUX AOOPOBOJIBIIIB.

Memaboaizm. Taganadin mepeBaxkHo MeTab0Ji3yeThCs i30dhopMoi0 3A4 IUTOXPOMY
P450 (CYP). OCHOBHUM IIUPKY/IIOI0YUM MeTabO0JIiTOM € METUJIKATEXOJTIIIOKYPOHII.
Liet meTabomiT Mae akTuBHiCcTh BifHOCHO ®JIE 5 y 13000 pa3iB MeHIIIe, HixK
taganadin. TakuM YUHOM, OUiKYETHCS, 1110 MeTabOIIT He Oyoe BUSABIATH KITiHIiYHOL
AKTHUBHOCTI Y KOHIIEHTPALIAX, 110 CIIOCTEPIrat0ThCH.

BuseodeHHsa. CepenHil KiIipeHC mepopalbHOro Taganadgiay CTaHOBUTE 2,5 71/Tof, a
cepenHiy nepion HamiBBUBegeHHsT — 17,5 roguHu y 3mopoBux cy0’ekTiB. Tamamadin
BUBOOUTHLCS ITePEeBaXKHO y BUTJISAI HEaKTUBHUX MeTaboJIiTiB, OilIbIIIO0 Mipoio 3



dbekamnigsmu (mpubnu3zHo 61 % mo3wu) i MeHII0I — 3 cedyero (Madxke 36 % Ogo3u).

JIiHitiHicmb/He niHiUHIcMb papmakokiHemuKku. PapMaKOKiHeTHKa Taganadiny y
3M0pPOBUX NOOPOBOJIBIIIB JTiHIMHO MPOIOPIIifiHA A0 Yacy i mo3u. B miamasoxi mos Bim 2,5
Mr go 20 mr, ekcno3ulisa (AUC) migBUIy€eThCA NPOHOpLinHOo A03i. [TocTitHa
KOHIIEHTpallis B IJIa3Mi JOCATAETHCA NIPOTATOM D OHIB IIPU IIOAEHHOMY IIPUMOMI OOUH
pa3 Ha OeHb.

dapmMakKOKiHEeTHKa IpelapaTy OOHAKOBa Y IAIli€HTIB 3 €PEeKTUIbHOI0 OUCOYHKIIEIO Ta
y matjieHTiB 6e3 Hel.

OKpemMi epynu HaceieHHs.

Ocobu nimHbo20 8iKy. 3mMOPOBi MOOPOBOIILII TITHROTO BiKY (Bim 65 POKiIB) Maiu HUXKYi
3HaYeHHS KIipeHCy Tafmanadily Ipu IPUKXOMi BHYTPIIHBO, 110 TPU3BOAMIIO [0
migBumIeHHs Ha 25 % ekcro3uilil (AUC) mopiBHSTHO 3i 370poBUME J0OPOBOJIBIIIMHU
BikoM 19-45 pokiB. Llei BikoBuit epeKT He € KITiHIYHO 3HAYYIIIUM i He moTpedye
peryaroBaHHS OO3U.

Hupxosa HeOocmamHicmyb. Y XomOi mociigKeHb 3 KIIiHigHOI (hapMaKoJIorii i3
3aCTOCYyBaHHSIM OOVMHUYHOI J03U Tamanadiny (5-20 Mr) ekcrosuilig Taganadiny AUC
MMPaKTUYHO ITOABOINTACsS y NalieHTiB 3i cimabkoro (KiipeHc KpeaTuHiny Big 51 mo 80
MJI/XB) abo rmoMipHOIO (KiIipeHc KpeaTuHiny Big 31 o 50 MJ1/XB) HUPKOBOIO
HEeIOCTaTHICTIO, a TAKOXK y IAIliEHTIB 3 OCTAaHHBOIO CTAaAi€I0 HUPKOBOI XBOPOOU Ha
miasisi. Y maiieHTiB, sIKi 3HaXOOWUJIMCS Ha reMofiaili, MaKCUMaJibHa KOHIIeHTpaLisd y
I1JIa3Mi KPOBi (Cmax) Oyna Ha 41 % BuIla, HiXK Y 370POBUX JOOPOBOJIBIIIB.

BonuBoM remopianidy Ha BUBeOeHHs Taganadiny MoKHa 3HEXTyBaTH.

ITewiHkosa HedocmamHicmye. Excro3uilisa tamanadiny (AUC) y malfieHTiB 3i ci1abkoro
Ta IOMiPHOIO ITeYiHKOBOIO HEOCTAaTHICTIO (K1acu A Ta B 3a mkanoio Haunga-IT'10) €
IMOPiBHSIHHOIO 3 €KCITO3UIIE€I0 Y 3MOPOBUX HOOPOBOIIBIIIB ITPU 3aCTOCyBaHHi mo3u 10 mr.
IMaHi mopo 6e3meYHOoCTi MTpu3HaveHH [liHamy naiieHTaM i3 TSIKKO0I0 ITe4iHKOBOIO
HenmocTaTHicTIO (kyiac C 3a mkanoo Yamnnma-I1'10) ooOmezxkeHi. HeMae maHux 1omno
3acTtocyBaHH4 [liHany B 1031 OOWH pa3 Ha OeHb [allleHTaM i3 Ie4YiHKOBOIO
HeOoCTaTHICTIO. JIikap MOBUHEH yBaXXHO OLIIHUTHU iHAUBiAyabHI ITepeBaru/pu3uku
npusHaueHHd [liHany B go3yBaHHi 1 pa3 Ha [OeHb.

ITauienmu, siKi maroms yykposuli diabem. Excro3utiist Taganadiny (AUC) y XxBopux Ha
miabet Oyna npu6bau3Ho Ha 19 % HuxkYe, HixK 3HaueHHs AUC y 3mopoBux
noOpoBoOnbIliB. Lis pi3HUIT B €eKCIO3Ullil He TTOTPeOy€e perysioBaHHSA JO3MU.

IToxa3aHHSA



Ina do3yeaHHsa 2,5 me, 10 me, 20 me. JIikyBaHHSI €pEKTUJIbHOLI AUCPYHKIII Yy JOPOCIUX
40110BiKiB. [IpenapaT epeKTUBHUY NPU HASIBHOCTiI CEKCya/IbHOl CTUMYJISIII.

Insa do3dyeaHHA 5 me. JIiKyBaHHS €pEeKTHUIbHOL AUCQYHKIII Y JOPOCIUX YOJIOBIKiB.
[TpemapaT eeKTUBHUM OJI NiKyBaHHS €PEKTUIbHOI AUCHYHKIIIl TPpU HassBHOCTI
CeKCyaJIbHOI CTUMYISIIi].

JIiKkyBaHHSI CUMIITOMIB IOOPOSIKiCHOI rimepIia3il mepeaMiXxypoBoi 3aj103u Y DOPOCIIUX
YOJIOBIKIB.

[Tinan He TTOKa3aHUU [JI1 3aCTOCYBaHHS KIHKaM.
IIporunnoka3aHHs

[TigBuIieHa 4y TAUBiCTh OO0 Tamanadiny a6o mo OyOb-IKOTO iHIIOTO KOMIIOHEHTA
mpernapary.

Y xomi KIMiHIYHUX OOCIimXKeHb Tafanadina BUSIBUB BIaCTUBICTh IOCUITIOBATH
rimoreH3uBHUM epeKT HiTpaTiB. BBaxka€eThCs, 110 11e € HACTiAKOM KOMOIiHOBAaHOTO
BILJIMBY e(eKTiB HiTpaTiB Ta Taganadiny Ha misgx okcup a3oTy/ul’ MO®. TakuM 4uHOM,
Taganadin npoTunokKkalaHUU NallieHTaM, SKi 3aCTOCOBYIOTh OpraHidHi HiTpaTu y Oyab-
SIKiM JTiKapchKil ¢popwmi (ouB. po3min «B3aemopisa 3 iHIIMMU TiKapChbKUMH 3acobfaMu Ta
1HIIII BUOU B3a€EMOMOIN»).

[Tinano He cIif 3aCTOCOBYBaTH 4YOJIOBIKaM i3 CepLieBUMHU 3aXBOPIOBAHHSIMU, OJI SKUX
CeKcyalibHa aKTUBHICTb € HeOaxkaHo0. JIikapi MOBUHHI 3BazkKaTu Ha IMOTEHIIMHUN
cepleBUM PU3UK CEKCyallbHOI aKTUBHOCTI [JIs MaIliEHTIB i3 CeplieBO-CyAUHHUMU
3axXBOPIOBAaHHSMU B aHaMHe3i.

Huxx4yeBKa3aHi rpynu Mali€eHTiB i3 cepiieBo-CyIUHHUMU 3aXBOPIOBAHHSIMU He OynIu
BKJIIOUEHI Yy KJTiHi4YHI JOCITiAXKEHHS, TOMY 3aCTOCYBaHHSA Tafmanadiny s HUX
[IPOTUIIOKA3aHe:

e TAITIIEHTH 3 iHPAPKTOM MioKapaa NPOTAroM ocTaHHix 90 mHIB;

e TIAIliEHTH 3 HecTabiIbHOIO CTEeHOKap/ielo abo cTeHOKapdi€to, 110 BUHUKAE ITiJl 4ac
CTAaTeBUX aKTiB;

e TIAIIIEHTH i3 CEepPIIeBOIO0 HEOCTATHICTIO, 1110 BifiTIOBifae Kjacy 2 abo Buille 3a
Kitacudikalli€o HLIO-PIOpKCbKOI acoIrialril cepiisi, IPOTATOM OCTAHHIX 6 MiCSIIiB;

e TAIIIEHTH 3 HEKOHTPOJIbOBAHUMM apUTMIsIMU, apTePiaTIbHOIO TIiMOTEH3I€0 (<
90/50 MM pT. cT.) a00 HEKOHTPOJILOBAHOIO TilIepPTEeH3i€l0;

e TAIIIEHTH MiCJs IHCYIbTY, III0 CTABCS MPOTIATOM OCTaHHIX 6 MiCALIB.

[TiHam npoTUIIOKa3aHWU HallieHTaM i3 BTpaTo0 30py OOQHOTO OKa B pe3ybTaTi
HeapTepialbHOI IepenHbol imemMiuHol onTu4dHol HeviponaTil (HAIIIOH) He3anekHO Bif



TOT'0, 41 OYJIO ITe TTOB’sI3aH0 3 momepeaHiM BryiuBoM iHrioiTopiB ®IE 5 (muB. po3min
«OCcOoOIUBOCTI 3aCTOCYBAHHSI»).

CynyTHe 3acTocyBaHH4 iHribiTopiB ®IIE 5, B ToMy umcri Taganadiny, 3i
CTUMYJIATOpPaMU I'yaHiTaTIUK/Ia3U, TAKMUMH K PioLUTryaT, IPOTUIIOKa3aHo, OCKiJIbKHU
MMOTEHIIINHO I1e MOXKe MIPU3BECTH 0 CUMIITOMATUYHOI TirmoTeH3il (IuB. po3main
«B3aemogis 3 iHImMMMU TiKapCchKUMH 3acoO0aMu Ta iHIIT BUOU B3aEMOMIN»).

B3aemoaisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMH Ta iHIIi BHIH B3a€MoIil

IocmimXKeHHs 1100 B3aeMOi Oyio mpoBeneHo s go3yBaHb 10 mr ta 20 Mr, gaHi
HamaHo HuxkK4e. CTOCOBHO OOCIHIAXKEeHb B3aEMOZII, B IKMX 3aCTOCOBYBaJsu TinbKu ITiHaM
y 7o3i 10 Mr, KJIiHiYHO 3Hauyllla B3a€EMOZisd IIPU 3aCTOCYBaHHI BUIUX 03 HE MOXKe
OyTU BUKJIIOYEHA.

Bnaue iHwux aikapceKux 3acobie Ha maodaaagin.
ITH2i6imopu uumoxpomy CYP450.

Tapmamadin metabomnisyeTrscsa nepeBaxkHo CYP3A4. CenektuBuui inrioitop CYP3A4 —
KeTakoHa30J (200 Mr mogeHHO0) — 30ilbIITy€e OOy ITii KPUBOIO «KOHIIEHTpaIlisa —
yac» (AUC) tagamnadiny (10 Mr) y 2 pa3u Ta Cmax Ha 15 % monmo 3HaueHb AUC i Cmax
ogHoro Tapmanadiny. Ketokona3zosn (400 Mr Ha goOy) 30iIbIIye IJIOLULY ITif KPUBOIO
«KOHIIeHTpalliga — 9ac» (AUC) taganadiny (20 mr) y 4 pa3u, a CmaX — Ha 22 %.
PuTonasip, inriéitop nporteas (200 mr aBiui Ha mo6y), 1o iHrioye CYP3A4, CYP2C9,
CYP2C19 ta CYP2D6, 36inbirrye niolly ITi KpUBOIO «KOHIeHTpalisas — dac» (AUC)
Tapanadiny (20 Mr) y 2 pa3u, He 3MiHIOIOYU Cmax‘ Xoua cneuudiuHi B3aeMofil He
Oynu mocnimzKeHi, iHmIi iHribiTopu mpoTea3u, Taki sIK cakBiHaBip Ta iHIi iHTiGiTOPHU
CYP3A4, Taki SIK epUTPOMIIIWH, KJIaPUTPOMILIVH, iTpAaKOHA30JI Ta TPeUn(pPYTOBUH CiK,
CIIig mpu3HadaTy 3 00ePeXkKHICTIO, OCKIIBKY OUiKYETHCS, III0 IIPKU CYMiCHOMY
3aCTOCyBaHHI BOHHU IIiABUIYBAaTUMYTh KOHIIEHTpAaIlil0 Tajanadiny y mnia3Mi KpoBi (OuB.
po3min «OcobIMBOCTI 3aCTOCyBaHHS»). AK HACIOK, MOXKe ITiIBUITyBaTHUCSA YacTOTa

BUHUKHEHHS NOOIYHUX peakiitt (ous. po3min «ITo6iuHi peakIiii»).
TpaHcnopmepu.

BrnnuB TpaHCOOpPTEpPiB, HallpUKJiaA P-TIiKOIPOTEIHIB, Ha PO3MOAiI Taganadiny
HeBimoMuii. TaKM YMHOM, iCHY€E iMOBIpHICTB TiKapChKOl B3a€EMO/Iii, OIToCepeaKOBaHOi1
iHriOyBaHHSM TPaHCIIOPTEPIB.

IHoykmopu yumoxpomy CYP450.



IagykTop CYP3A4 pudamninus 3unkye Bennuuny AUC taganadiny Ha 88 %
nopiBHAHO 31 3HaYeHHAM AUC npu npunioMi nuiie taganadiny (10 Mr). MoxHa
OPUNYCTUTH, IO TaKe 3HUKEHHS KOHIeHTpallil Tpu3Beae 00 3HUXKEHHSA e(eKTUBHOCTI
Taganadiny; CTymiHb 3HUXKEHHS e(peKTUBHOCTI HeBigomMuii. CyIlyTHE 3aCTOCyBaHHA
iHmmx iHgykTopiB CYP3A4, Takux K ¢peHobapbiTas, ¢peHiTOIH Ta KapOaMa3elliH,
TaKOZK MOZKe 3HMXKYyBaTU KOHILIEHTPalilo Taganadiny y nia3Mi KpoBsi.

Bnaue madanaginy Ha iHWI AiKapcvKi npenapamu.

Himpamu. Y xopmi KniHigYHUX OociimkeHb Taganadin (5 mr, 10 mr, 20 Mr) IposiBiIsiB
BJIACTHUBICTH IIOCUJIIOBATHU TiIOTEH3UBHI e(eKTH HiTpaTiB. TaKuM YMHOM, 3aCTOCYBaHHS
[Tinany mallieHTaMu, IKi OTPUMYIOTh JIiKyBaHHS OPraHiYHUMH HiTpaTaMu y OyOb-sKii
¢bopwmi, npoTunokasano (OuB. po3min «IIpoTunokalaHHsa»). 3a pe3ylbTaTaMu
KJIIHIYHOTO JochimKeHHs 3 y4acTio 150 mairienTis, sIKi 3aCTOCOBYBalu Taganadin y
mo3i 20 Mr Ha moOy mpoTsaroMm 7 OHIB Ta HiTporminepuH y mo3i 0,4 Mr cyOIiHTrBaIbHO (3
pi3HUM YacoM MpUNoOMY), IIsT B3aEMOisl TpuBasa Oinblll HiXK 24 TOOWHU Ta He
BUSBJIAIACH ITicis 48 TOOMH IIiCcIs 3aCTOCYBaHHS OCTAaHHBLOI Mo3u Tagasnadiny. Tomy
SIKIIIO [JIS1 TalliEHTa, SKOMY IIpu3HaveHo [Tinamn y Oyab-sKiu go3si (2,5-20 mr),
3aCTOCYBaHHS HIiTpaTiB € MEIUYHOI0 HEOOXiIHICTIO ITPU 3arpPO3TUBOMY OIS KUTTS
CTaHi, TO mepeq 3aCTOCYBaHHSIM IIpeliapaTiB HITpaTiB Ma€ MUHYTU He MeHIle Hix 48
TOMUH IIiCJIA OCTaHHLOrO npuiioMy IliHany. Y TakoMy BUIIafKy 3aCTOCYBaHHS HITpaTiB
ITOBUHHO BimOyBaTHCS Mif MUJIPHUM MEIUYHUM HaTJISIOO0M i3 HaJleXKHUM MOHITOPUHIOM
reMoguHaMIiYHUX ITOKA3HUKIB.

AHmuzinepmeH3ueHi npenapamu (y momy ducai 610kamopu Kaabuiesux KaHais).

ITig yac cymicHoro mpu3HadyeHHs Tagasnadiny (y mo3yBanHi 5 mr 1 pa3 Ha gody abo y
BUTJISAII pa30oBoi go3u 1mo 20 Mr) i3 6JI0KaTOpOM Q-aipeHOPENeNnToOPiB JOKCAa303NHOM
(4-8 mr Ha moOy) crocTepiranocst 3Ha4He ITOCUJIEHHS TilTOTEH3UBHOTO e(peKTy
ocTtaHHBOTO. lleit epekT TpuBae 0o 12 roguH i MOXKe IPOSABIIATUCST OKPEMUMHU
CUMIITOMaMH, Y TOMY YHCIIi ¥ BUTJISAO1 3artaMopoYeHHs. Taka KoMOiHallis mpemapariB
He PeKOMEHAYETHCS OO0 3aCTOCyBaHHS (OuB. po3ain «OcobIMBOCTI 3aCTOCYyBaHHSI»).

Y xopi mocnigkeHb B3aEMOil 3 y4acTio 0OMeKeHO]1 KiJTbKOCTi 3[JOpOBUX BOJIOHTEPIB He
MMOBIHOMIISIJIM IIPO BUIIleBKa3aHi e(eKTU IPU CYMiCHOMY 3aCTOCYBaHHI 3 al(dy303MHOM
abo Tamcyno3uHoM. Cmim 3 o0epexkHicTioO ITpu3HavaTy Taganadin maiieHTaMm, IKi
OTPUMYIOTH JIIKYBaHHS OyOb-IKUMHU OJIOKaTOpaMM Q-aJlpeHOPELEeNToOPiB, 0COOIUBO
ocobaM JiTHBOTO BiKy. JIiKyBaHHS CJIil pO3OYUHATH 3 MiHIiMaIbHOTO OO3YBaHHS Ta
IIOCTYIIOBO 30ilbIITyBaTU O03Y.

Y xopmi gocnigxKeHb KiiHiuHOI (papMaKoguHaMiK¥ BUBYaJIM ITOTEHITial Taganadiny
IIOCHUIIIOBATH TiMOTEH3WBHI e(DeKTU aHTUTIIIEPTEH3UBHUX IIperapariB. [JocaigxKyBanu



OCHOBHI KJTacu ITpenapariB: 6JI0KaTOPU KasbIliEBUX KaHaJIiB (aMionumnin), iHridiTopu
AHTi0TEH3UHIIePEeTBOPIOBAILHOTO hepMeHTY (eHanmanpui), 6;1o0kaTopu B-
aIpeHopelenTopiB (MeTOIIPoIoi), Tia3uaHi niypetuku (6eHapodiaya3um) Ta
6Jsi0KaTOpU pelenTopiB aHrioTeH3uny II (pi3Hi TUNM Ta 403U, OKPeMO Ta B KoMOiHaIlil 3
Tia3MOHUMU OiypeTuKaMu, OJJ0KaTOpaMH KabIliEBUX KaHajliB, OJJ0KaTopaMu
B-ampeHopenenTopiB Ta/abo 61oKaTopaMu a-agpeHoperentopiB). Tagamadin (B mo3i 10
MT, KPiM AOCIiAKeHb B3aeMOZil 3 6710KaToOpaMu pelenTopiB aHrioTeH3uny Il ta
aMJIOOUITiIHY, Oe BUB4YaBCsa epeKT go3u 20 Mr) He MPOSBISAB 3HAYYIIOl B3aEMOIl i3
BHUINe3a3HAYEHUMHU KJlacaMH JIiKapChKUX 3aco0iB. Y X0omi iHIIIOT0 mOCTigXKeHHS
KJIiHiYHOI (papMaKoJIOTil HOCHimXKyBalu CyIIyTHE 3aCTOCyBaHHs Tagasnadiny (B mosi 20
MT') 3 OeKiJIbKOMa TrilloTeH3WBHUMU IIpernapaTaMu (00 YOTUPHLOX). Y MallieHTiB, Kl
MIpUNMaNu OeKilbKa aHTUTINePTeH3UBHUX 3ac00iB, 3MiHM apTepiabHOTO TUCKY
3aJjiexKaJiu Bifl piBHS KOHTPOJIIO apTepiajbHOr0 TUCKY. TaKUM 4YUHOM, y IAlll€HTIB 3
noOpe KOHTPOIbOBAHOIO TilIePTEH3i€10 3HUKEHHS TUCKY OyJI0 HE3HAUHUM Ta
BIII0BiajI0 TAKOMY Y 3MOPOBUX BOJIOHTEPIB. Y Malli€HTIB 3 HEKOHTPOJILOBAHOO
rinepTeH3i€l0 3HMKEHHS apTepialbHOr0 TUCKY Oy10 OiTbIInM, xo4a y OilbIIIOCTI
Malli€HTiB TaKe 3HUXKEHHS TUCKY He CYIIPOBOAXKYBaJIOCA TIIOTEH3UBHUMU
CUMIITOMaMu. Y MallieHTiB, IKi OTPUMYIOThH CYIIyTHIO TepPaIllil0 aHTUTIIIePTEeH3UBHUMU
JIiKapChbKUMHU 3aco0aMu, 3aCTOCYBaHHS Taganadiny B mo3i 20 Mr Moxke IIPU3BOOUTHU IO
3HUKEHHS apTepiaJbHOTO TUCKY, sSKe (KpiM BUIIAAKy CyIyTHHOTO 3aCTOCYBaHHA i3
6JI0KaTOpaMu Q-aIpeHOPEeleITOPiB) 3arajioM € He3HAYHUM Ta KJTiHIYHO He3HaYyIIuM.
AHaJti3 maHuX TpeThol pa3u KIiHIYHOTO OOCIiAKEeHHSI He BUSBUB Pi3HUII ¥ ITOOIYHUX
peakiisix, M0 BUHUKAIU Y Ialli€eHTiB, SKi OTPUMYyBaJiu JIiKyBaHHS Taganiadinom i3
CYIIyTHIM 3aCTOCYBAaHHSIM aHTUTINEPTEeH3UBHUX 3aC00iB Ta JIIKyBaHHS TiJIbKU
taganadinom. He3Baxkatouu Ha I1le, He0OXigHO HaJaBaTH BiAMOBiOHI peKoOMeHmaIlil
IIIO0 MOXKJIUBOI'O 3HUXKEHHS apTeplaJIbHOr0 TUCKY [allieHTaM, SKi JIIKYIOThCS
rilmoTeH3UBHUMM JIiKapChbKUMH 3acobamu Ta [TiHamom.

Piouueyam.

Y xopi mokJiHiYHUX OocmigXKeHb OYB BUSABI€HUNM aqUTUBHUM TiOTEeH3UBHUN eheKT
IIpU CYIIyTHbOMY ITpuiioMi iHri6iTopis ®OE 5 3 piomuryatoM. Y xofgi KiIiHidHUX
OOCITim»KeHb OyJI0 BUSIBIIEHO, III0 PiOUTyaT MOCUJITIOE TilTOTEH3UBHY [if0 iHTiOiTOPIB
®IE 5. He Oyno moka3iB CIPUSTIIMBOTO KITIHIYHOTO edeKTy Iiiel KoMOiHaIlil y
mociimzKyBaHiM momynsilil. CynmyTHE 3acToCyBaHHSA pionuryaty 3 iHribitTopamu OJE 5,
y TOMY 4HuCIIi TaganadinoM, mIpoTunoka3aHo (OuB. po3nin «I[IpoTunokasaHHS»).

IH2ibimopu 5-a-pedykmasu.

Y xopni KyIiHIYHOT O JOCIII?KEHH S, B IKOMY I[IOPiBHIOBAJIOCS CyMiCHe 3aCTOCYBaHHS
taganadiny y gosi 5 Mr ta ¢iHacTepuny y mo3i 5 Mr i3 mpuitomom I1taiebdo ta
dinacTtepuny y mo3i 5 Mr mjs yCyHeHHSI CUMIITOMIB MOOPOSIKiCHOI rimepmnasil



TepeaMixXypoBoi 3aj103u, He OyI0 BUSIBJIEHO XKOOHUX HOBUX NOOiYHUX peakiii. [IpoTe,
OCKIiJTbKM [OCIIigKEeHHs B3a€MO[Iil TiKapCchKuX 3aC00iB 3 METOIO OIliHKU e EeKTiB
Taganadiny Ta iHri6iTopiB 5-a-pemykKTa3u He IPOBOOUIIHU, CITiZl 3 00epeKHICTIO
Mpu3HadaTy Taganadin maiieHTaM, IKi OTPUMYIOTh JIiKyBaHHS iHTiOiTOpaMu 5-a-
penykKTa3u.

CYP1A2 cy6bcmpamu (Hanpukaad meoginiH).

Y xomi mocnigKeHHS KIIiHIYHOI (papMaKoJIoril Ipu npuiiomi Taganadiny (8 gosi 10 mr)
3 TeodinmiHoM (HeceneKTUBHUM iHTiOiTOpOoM docdomiecTepasu) He CIIOoCTEepiraaocs
HisIKO1 (papMaKOKiHETMYHOI B3aeMofil. EnuHUM papMakKoanHaMiuyHUM edpeKToM OyII0
He3HayHe IIigBUIlleHHS ceplieBoro putmy (3,5 ymapa/xB). HeobximHO BpaxoByBaTu
MO2KJIUBICTh BUHUKHEHHS IbOTO e(PeKTy IIpU CyMiCHOMY 3aCTOCYBaHHI Taganadiny Ta
Teo(iTiHy, He3BaXKal4Hu Ha Te, III0 BiH € He3HAYHUM Ta He Ma€ KJIiHi9YHOl 3HaYyIIIOCTi.

EmuHinecmpadion ma mepbymainiH.

Tapmamadin migBuillyBaB 6i0gOCTYITHICTh IepOpPaJIbHUX JIiKapChbKUX GopM 3
eTuHinectpagionoM. Take 30inbiIeHHsST 0i0JOCTYIITHOCTI MOXKHa O4iKyBaTHU IIPU
CyMiCHOMY 3aCTOCyBaHHi 3 TepOyTaiHOM (mepopaybHO), X04a KIiHiYHI HacTigKu i€l
KoMOiHalil HeBimomi.

AKO02010.

Ankoronb (cepegHs MakcuManbHa KoHIileHTpalisa 0,08 %) He BOIuBaB Ha CYIYTHE
3acTocyBaHHs Taganadiny (B mo3i 10 a6o 20 mr). TakoK He CIIOCTepiranocs 3MiH
KOHIIeHTpallil Taganadiny MpoTAroM HaCTYIHUX 3 TOOUH MiC/Isi OOHOYACHOTO IPUHMOMY
aJIKOToJIi0 3 TagasnadisioM. AITKOT0/Ib 3aCTOCOBYBa/Id TAKMM YMHOM, 1100 JOCSATHYTH
MaKCHMaJIbHOTO PiBHS abcopOirii arkorosio (IIpuiioM HATIIE ITiCIs HiYHOTO
rojIonyBaHHSA Ta 0e3 MpuiioMy ixKi IpoTAToM 2 TOAUH IIiC/Isg 3aCTOCYBaHHS aJIKOTOJIIO0).
[Tputiom Taganadiny (B mo3i 20 Mr) He IPU3BOAUB OO CTAaTUCTUYHO 3HAYYIIIOTO
3HUIKEHHS CepefHiX 3HaueHb apTepiaJlbHOT0 TUCKY Ha TJIi npuioMy ankoroso (0,7
r/kr a6o mpubnu3ro 180 M 40 % ankorosmio (ropisiku) Y4oIoBiKOM 3 Macoio Tinma 80
KT), IPOTEe Y AEeSKUX MalliEHTIB CIIOCTEePirasocs MocTypajibHe 3allaMOPOYEeHH i
opTOoCTaTHW4Ha rinoreHazid. [Ipuitom Taganadiny Ha Tii HUKYUX 003 ankorosio (0,6
I'/KT) He COPUYUHSB TiIIOTEH3ii0, a 3allaMOPOYEeHHs CIIOCTEPIraaocs 3 Ti€ XK
4aCTOTOIO, III0 i IIPU IIPUUOMI TiJTbKX aJIKOTOII0. BIIIMB aJIKOTr0JII0 Ha Mi3HaBallbHI
$yHKIIil He mocuJIIoBaBCS ITPU CYIIYTHHOMY 3aCTOCyBaHHi Tamanadiny (B mo3i 10 mr).

Jlikapcvki 3acobu, w,o memaboaizyromscs 3 yuacmio yumoxpomy P-450.

He ouikyeTncs, 110 Taganadin COpUYAHATAME KIIiHIYHO 3Ha4yllle iHrioyBaHHS ab0
iHOyKyBaHHS KJIipEHCY JTiKapCbKUX 3aco0iB, 1110 MeTaboi3yioThCcs izopopmamu



CYP450. ¥ xopi kniHiuHUX mocnimxkeHb Oy/10 JOBefeHO, 110 Tamanadin He iHriOye i He
iHOykye izodopmu CYP450, y T. u. CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 Ta
CYP2C19.

CYP2C9 cybcmpamu (Hanpukaad R-eapgpapuH).

Tapmamadin (y mo3i 10 mr Ta 20 Mr) He MaB KJIiHIiYHO 3HAYYIIOT0 ePeKTy Ha
ekcno3uilito (AUC) S-Bapdapuny uu R-Bapdapuny (CYP2C9 cyOGcTpaT), a TaKOXK He
MaB BIJIMBY Ha IPOTPOMOiIHOBUM Yac, iHOyKOBaHUN BaphapHuHOM.

ACnipuH.

Tapmamadin (y mo3i 10 mr Ta 20 Mr') He IMOTeHIIit0BaB 30i/TbIIIEHHS Yacy KPOBOTeUi,
CIPUYMHEHO] alle TUJICATIIIUIOBOI0 KHCIIOTOIO.

ITpomuodiabemuuHi nikapcovki 3acobu.

CneuudiyHux OOCIiAXKEeHHDb B3aeMofil Tamanadiny 3 NpoTuaiabe THYHUMU
JIiIKapChKUMU 3acobaMu He TPOBOOUIIN.

Oco00/IHBOCTI IIIOI0 3aCTOCYBAaHHS

ITepeo nouamkom aiKyeaHHA npenapamom ITiHan.

[Tepen 3acToCcyBaHHSAM Ipelnapary JiiKapio Ciif 3i0paTu MegUuYHUY aHaMHe3 i
MMPOBeCTU 00CTeKeHHS Qi3MYHOT0 CTaHy IallieHTa, BU3HAYUTH MOTEHIIiNHI
TIEPUIONTPUYNHU €PeKTUNIbHOI OIUCHYHKIII i moOposKicHOI rinepnasii nepegMixypoBoi
3aJI03U Ta IPU3HAYUTU BIAIOBIMHUN KYyPC JIIKYBaHHS.

[Tepen moyaTKOM OyOb-sIKOTO JIIKYyBaHHS €epeKTUNIbHOI AUCGYHKIII1 TiKapi MOBUHHI
3BazkKaTH Ha CTaH CepIleBO-CyOMHHOI CUCTEMHU CBOIX IAIli€EHTIB, OCKiJIbKM iCHY€E IIEBHUMN
CTYIiHBb CEPLIEBOT0 PU3HUKY, aCOlliiOBaHUH i3 CEKCyallbHOIO aKTHUBHICTIO. Taganadin
Ma€ CYOUHOPO3MIUPIOBANIbHUY €(hEeKT, 110 MOXKe MPU3BOAUTH OO0 HE3HAUYHOTO Ta
TPAH3UTOPHOTO 3HUKEHHS apTepiaJlbHOTO TUCKY (OUB. po3ain «PapMaKOIOTidyHi
BJIACTHUBOCTi») Ta MOTEHIIIOBaHHSA TiIOTEH3UBHOTO e(eKTy HiTpaTiB (OUB. PO3Tis
«[TpoTUIIOKa3aHHI»).

ITepen mouaTkoM Teparril TaganadizoM cUMIOTOMIB mOOPOSKiCHOI rinepIiia3sil
ImepeaMixXypoBol 3a103u HeOOXimHO OOCTEXKUTHU MalliEHTa OJIsT BUKJIIOYEHHS MOKJIMBOL
KapIMHOMHU MIepPeaMiXypoBoi 3ajI03U Ta PETENIbHO OLIIHUTH CTaH CepPleBO-CYIUHHOI
cucteMu (OuB. po3min «I[IpoTUIIOKa3aHHSI»).



OuiHKa epeKTUJIbHOl AUCPYHKITil MOBUHHA BKJ/IIOUYATH BU3Ha4YE€HHS ITOTEHIIIMHOL
MEePIIONPUYMHYU Ta 11 HaJleXKHe JIiKyBaHHS IIiCJISA BiAIOBIAHOTO MEOUYHOT O
obcTexxeHHs. HeBimomo, yu € edpekTuBHUM [liHam [Oy1s Malli€eHTiB, SIKi ITIepeHecIu
oIepallifo Ha Ta30BUX KicTKax ab0 paguKalbHy IPOCTAaTEKTOMii0 6e3 30epekeHHs
HEPBIB.

Cepueso-cy0uHHa cucmemd.

Y nocTMapKeTHUHTOBUM Iepiof Ta/abo0 y XO4i KITiHIYHUX OOCIiAXKEeHb ITOBiAOMIISAIIN IIPO
Cepyo3Hi gBuUIlla 3 60Ky CepIlieBO-CyINHHOI CUCTEMH, B TOMY YUCIIi ITPO iH(papKT
MioKappa, palToOBY CeplieBy CMepPTh, HeCTabiIbHYy CTE€HOKapPilo, IITyHOUYKOBY
apUTMIilo, TOPYIIEHHS MO3KOBOTI'O KPOBOOOITY, TPDAH3UTOPHY illleMiyHy aTaky, 0inb y
TPyOsx, IPUCKOPEHe CepLebUuTTs Ta TaxikKapmiio. BinmbIIicTs NaIi€EHTIB, ¥ SKUX
crocTepiranucs Taki mobiyHi peakiiii, Manu ¢paKTOpU PU3UKY 3 OOKY CEPIIEBO-
CYOWHHOl CUCTEMH B aHaMHe3i. Y TOU Ke JYac Hapa3i HEMOXKJ/IUBO TOYHO BCTaHOBHUTH,
4y BUIIEeBKa3aHi sBUIlla IIOB’A3aHi 3 (pakTOpamMu pU3HUKY, 3aCTOCyBaHHAM [liHamy,
CeKCyaJIbHOIO aKTUBHICTIO IMallieHTiB abo 3 KoMOiHalli€l0 IUX YM iHIIMX (PaKTOPiB.

Y nati€eHTiB, sIKi OTPUMYIOTh CYIIyTHE TiKyBaHHS aHTUTiNIEePTEH3UBHUMU 3aco0aMy,
Taganadin MoxKe MOCUIUTY 3HUKEHHS apTepiaTlbHOTO TUCKY. AKIIIO pO3m0YaTo
IIIOJIeHHY Teparriio [TiHamoM, Cifi PO3riISHYTH KIIiHIYHY HeoOXimHicTh migbopy mo3u
QHTUTINIEPTEH3UBHOl Teparril.

Heo0OxigHo 3 o6epexkHicTio Mpu3HadaTu [liHam malieHTam, siKi IpuiMamTh oy
6JI0KaTOpU, TOMY IO y AesSKUX IalliEHTiB OMHOYACHUY NPUMOM IIUX IIperapaTiB MoxKe
MIPHU3BECTU OO0 CUMIITOMATHUYHOI TinmoTeH3il (OuB. po3min «B3aeMomis 3 iHIIIUMU
JIiIKapChbKUMHU 3aco0aMu Ta iHIIN BUOM B3a€MO[iti»). He pekoMeHOy€eThCss KOMOiHOBaHe
3aCcTOCyBaHHS Taganadiny Ta JOKCa303UHY.

OpeaHu 30py.

[ToBimoMIIsiyi IIPO BUMIAAKM IOTipIIEHHS 30Ppy Ta HeapTepialbHOI MepenHboi illeMiyHoil
ontuyHol HeMpornartii (HATIIOH) mig gac 3actocyBauHs [liHamy Ta iHIIUX iHTriGiTOpPiB
®IE 5. AHani3 maHux o0cepBallilHUX OOCIiAXKEeHb IT0OKa3aB MiABUIIIEHHS PU3UKY
PO3BUTKY I'OCTPOI HeapTepialbHOI IePeOHbOl ilIeMiYHOl OITUYHOI Herpomaril
(HATIIOH) y 4050BiKiB 3 epeKTUIbHOIO OUCPYHKIIIEIO ITiCIIA 3aCTOCYBaHHS Tamanadiny
a60 inmux iHridiTopis ®IE 5. OcKinbKY OigBUIIEHHS TAaKOTO PU3UKY MOXKJIIUBE Yy BCiX
Malli€HTIiB, Ki 3aCTOCOBYIOTh Tafanadis, JiKkap HOBUHEH MOIEPEeqUTH Ialli€eHTa Ipo
HeOoOXigHICTh HETAaWHOT0 IPUIIMHEHHS 3aCTOCYBaHHSA Tamanadiny Ta 3BEepHEHHS 3a
MEeOUYHOI0 JOMIOMOT0I0 ¥ Pa3i pamToBOl BTpaTHU 30py (OMB. PO3Tis
«[TpoTUIOKa3aHHI»).



ITozipweHHs abo panmosa empama cayxy.

[MToBigoMIsiiv PO BUIIQAKH PAITOBOl BTPATHU CIIyXY IIiCJIA 3aCTOCYBaHHS Tamasadimy.
HezamnmexkHo Bif Toro, yu Oy HasABHI iHII pakKTOpU PU3UKY (TaKi SIK BiK, HaABHICTb
miabeTy, rimepTeH3il Ta BUMIAOKXA BTPATU CJIYXy B aHaMHe3i), IMallieHTiB TOTPiOHO
MMONepequTH ITPO HeOOXigHICTh MIPUNIMHEHHS 3aCTOCyBaHHA Tafasnadiny Ta 3BepHEHHS
3a MEeIUYHOIO JOIIOMOTO00 Y Pa3i parToBOT0 IMOTipineHHsI a00 BTPATH CIyXY.

Hupxosa ma neuiHkogsa HedocmamHicmeb.

[llogenHe 3acToCcyBaHHA npernapaTty [liHam He peKOMeHOy€eThCA MallieHTaM i3
CEpPHO3HMMHU HUPKOBUMHU IIOPYIIEHHSIMH Y 3B’A3KY 3 HiABUIIEHOI0 eKcro3uilieo (AUC)
Taganadiny, oOMexxeHUM KIiHIYHUM [OCBimOM Ta Ccj1abKOI0 3[aTHICTIO BIIJIMBATH Ha
MOT0 KJIIpeHC 3a AOIIOMOTO0 Aiai3y.

KriniuHi gaHi npo npusHadeHHd [liHany Ojig 1IOO4eHHOIO0 3aCTOCYBaHHSA IallieHTaM i3
TSKKUMU NOPYyLIEeHHAMHU QyHKIII] nedinku (kiac C 3a mkanor Yaunga-I1'10)
oOMeXKeHi.

3acTocyBaHHS Ipenapary IOOeHHO K OJIs JTiKyBaHHS epeKTUIbHOI AucyHKIIii, Tak i
071 TiKyBaHHS JOOpPOSKICHOI rirepriasii mepeaMixypoBoi 3a1034 He OLiHIOBaIU Y
MalllEHTIB i3 ITEeYiHKOBOIO HeaocTaTHICTIO. Ilepit HixK nmpu3sHauuTu [liHar, mikap
IIOBMHEH PETEeIbHO OLIHUTHU iHOWBiAyalIbHi IepeBaru/pu3uK Teparil.

ITpianiam ma aHamoMidHa deopmauis cmamegoz20 4YaeHd.

fKIo y maitieHTa BUHUKA€E €PeKIlis, 1110 TpuBa€ 4 roguHu abo OinbIlle, oMYy HEeOOXimHO
HeranHo 3BepPTaTHUCS 3a MEJUYHOIO IOIIOMOro0. fAKIo He Oyme MpoBeieHO HeraHe
JIIKyBaHHS IpiamisMy, lie MOXKe IIPU3BECTU A0 YIIKOAXKEHHS TKaHWH CTaTeBOTO 4JjIeHa
Ta JOBrOTPUBAJIOl BTPATU MOTEHIIIl.

HeoOxigHo 3 o6epexHicTIO mpu3HadyaTu [liHaIm malieHTaM 3 aHaTOMiYHUMU
nedopMallisiMU CTaTEBOTO YJeHa (TaKUMU SIK KyTOBe BUKPUBJIEHHSI, KABEPHO3HUM
$ibpo3 abo xBopoba IletipoHi) abo malieHTaM, sIKi MalOTh CTaHHU, III0 MOXKYTh CIIPUSATHU
npiamiaMy (Taki K cepnonoaiOHOKIIITUHHA aHeMisl, MielToMHa XBopo0Oa 4 JIeuKeMis).

CynymHe 3acmocyeaHHA 3 iHeibimopamu CYP3A4.

Heo0OxigHo 3 o6epexxHicTI0O mpu3HadyaTu [liHam maiieHTaM, siKi BXKUBalOTh iHTiOiTOPHU
CYP3A4 (puToHaBip, cakBiHaBip, KETOKOHA30J1, iTpPaKOHA30JI, EPUTPOMIIIUH), OCKIJIbKHU
IIpU CyMiCHOMY 3aCTOCYBaHHI i3 TaganadinoM crocTepiraeTscs 30inblIIeHHA
ekcno3uilil Taganadiny (AUC) (ouB. po3nin «B3aeMomis 3 iHIIUMU JTiKapPChbKUMU
3aco0aMu Ta iHIIi BUOM B3AaEMOMIIN»).



CynymHe 3acmocy8aHHs 3 THWUMU AiKAPCbKUMU 3acobamu 045 NAiKYB8AHH A
epeKkmuibHOI OuUCPHYHKUIIL.

Be3neky Ta epeKTUBHICTh 3acToCyBaHHA [liHanmy B koMOiHalil 3 iHIIMMH iHribiTOpaMu
®IE 5 abo iHmuMu 3acobaMu OJisd TiKyBaHHS €pPEeKTUIbHOl AUCHYHKIIII He
OOCITimzKyBaJi, TOMy HeoOXimHO iHpopMyBaTH Malli€HTiB IIPO Te, 10 He CIif MpuiMaTH
[Tinan y momgi6HUxX KoMOiHAaIlisX.

Jlakmoasa.

[IpemapaT MiCTUTh TaKTO3U MOHOTIApaT, TOMY IIallileHTaM 3 PiOKICHUMU ClIaJKOBUMU
(dopmMaMu HemepeHOCUMOCTI raJIaKTO3U, HeJOCTATHICTIO JJaKTa3u ab0 CUHIAPOMOM
TJII0KO30-TaJlaKTO3HO1 ManbabCcopOilil He CIii 3aCTOCOBYBATH Ipernapar.

3acmocysaHHsA y nepiod eazimHocmi abo 200y8aHHsA 2py0010.
[Tinam He TOKa3aHWU [JI 3aCTOCYBAHHS JKiHKaM.

BazimHicmy. [1aHi OOCTigKeHb 100 3aCTOCyBaHHSA Tafganadily BariTHUM KiHKaM
oOmexkeHi. [IocmimKeHHsI Ha TBapUHAaX He BUSBUIIM IIPSIMOT0 ab0 HEIIPsIMOT0
IIIKiIJTMBOTO BIJIMBY Ha BariTHICTb, pO3BUTOK eMOpioHa abo 1jiofa, poOu Ta
IMOCTHATAJIbHUM PO3BUTOK. K 3amo0izKHUY 3axifl, 0aKaHO YHUKATH 3aCTOCYBaHHS
ITinany y niepiof BariTHOCTI.

I'ooysanHs 2pydor. HasiBHi apMaKOOMHAMidHiI/TOKCUKOJIOTiUHi JaHi CTOCOBHO
TBApPHWH CBigYaTh IIPO €KCKpeIlilo Taganadiny y MOJIOKO. PU3UK [OJI1 HEMOBJISITH Ha
rPyoHOMY IOLYBaHHI He CIIif BUKIo4YaTu. [TiHanm He CiIiff 3aCTOCOBYBaTU y Iepion
TOAYBaHHS I'PYOOIO.

®epmuavHicmb. EdeKTH, 1110 MOXKXYTh BKa3yBaTH Ha NOTipIIeHHSA PEePTUIBHOCTI,
Bim3Hauanucs y cobak. Y Xofi ABOX KITiHIYHUX OOCITiAXKeHb OyI0 BCTAHOBIIEHO, 1110
TaKuu epeKT He OYUIKYETHCSA y II0IEeN, X04a B OKPEMUX YOJIOBIKiB CIIOCTEpIraaocs
3HUIKEHHS KOHIIeHTpallil ciepMu (OAuB. po3ail «®apMaKOJIOTidHi BTaCTUBOCTI»).

30amHicmb 8nausamu Ha weuodKicmMb peakuii npu kepys8aHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

Brous IliHany Ha 30aTHICTh KepyBaTy MallllMHaMHU Ta MexXaHi3MaMU He3HaYHUU. X0o4a
YacTOoTa IIOBIiHOMJIEHBb IIPO SBUIIlA 3allaMOPOYEHHS y XOi KIIiHIYHUX OOCIIOXKeHb i3
3aCTOCYBaHHSM ITalebo Ta y X0oMi KIIiHIYHUX OOCIiIXKeHb i3 3aCTOCYBaHHSIM
taganadiny Oyna mogibHa, mallieHTH MOBUHHI 3HATH, SIK BOJIUBAE Ha Hux [liHam, mepim
HiXK KepyBaTU aBTOTPAHCIOPTOM abo mpalioBaTH 3 iHIIMMHU MeXaHi3MaMHu.

Cmocid 3acTocyBaHHs Ta I03H



I711 mepopaibHOTO 3aCTOCYBaHHS.
EpexmuavHa ducyHKuisa y 0opocaux 40a108iKi8.

PekoMeHOoBaHa Ag03a CTaHOBUTHL 10 MT mepeq nependadyBaHOIO CEKCYalIbHOIO
aKTUBHICTIO, He3aJIexKHO Bif npuiioMy 1xi. [TamienTaMm, y skux taganadin y gosi 10 mr
He CIPUYMHSE afeKBaTHOTrO e(peKTy, MOXKHa 3aCTOCOBYBaTH [03y 20 Mr.

[IpemapaTt MozkHa npuMaTtu 3a 30 XB Iepeq CeKCyalbHOI aKTUBHICTIO.
MaxkcuMaJjibHa peKOMeHIoBaHa YacToTa Impuiomy — 1 pa3 Ha mo0y.

Tapganadin y go3i 10 mr ta 20 Mr npu3HadYeHUH 01 3aCTOCYBAaHHS IIepeq
nepen6adyBaHOIO CEKCyaJIbHOIO aKTUBHICTIO Ta HE PEKOMEHAOBaHUM I IIOJEeHHOT0
3aCTOCyBaHHS.

Axio nepegbavaeThbCs YacTe 3acTocyBaHHs [liHamy (MpuHaMHI ABiYi Ha TUXKEHD),
PEeXRUM ITOIeHHOI'0 3aCTOCYBaHHS OilbIl HU3bKUX M03 [TiHamy Moxe OyTu OinbIi
OOLIJIbHUM, BUXOASYM 3 BUOOPY IalliEHTa Ta pillleHHA JTikaps. [IJ11 TaKuXx IMallieHTiB
peKoMeHoBaHa [03a CTAHOBUTh 5 Mr/mo0y npubIM3HO B OOHAKOBUM 4Yac. 103y MOXKHa
3MEHIITyBaTHU 10 2,5 Mr/go0y, BUXOOSAYY 3 iHOMBiAyaIbHOI TOJIEPAHTHOCTI. [IOLiNMbHICTD
TPUBAJIOTO IIOJEHHOI'0 3aCTOCYBAaHH CJIif IIEePIOOUYHO IIePEOLiHIOBATH.

IlobposiKicHa 2inepnaasis nepedMixyposoi 3aa03u 'y 0opocaux 40/108iKis.

II7151 1IIOAeHHOT0 3aCTOCYBaHHS PEeKOMEHAOBaHa M03a CTaAHOBUTHL 5 MI/Oo0y mpubInu3Ho
B OOUH i TOM caMU# 4Yac, He3aJeKHO Bifg Npuromy 1XKi. [ miKyBaHHSA JOPOCIIAX
YO0JIOBiKiB 3 €pEKTUIIPHOI0 MUCHYHKIIIEIO Ta CUMIITOMaMU MOOPOsIKiCHOI rimepmnasii
rmepeaMixXypoBol 3a/103U peKOMeHOoBaHa go3a [Jis MI0JeHHOT0 3aCTOCyBaHHS
CTaHOBUTH 5 MI/go0y MpuOIU3HO B OOUH i TOM caMui 4ac. [[1s MmalieHTiB 3
HellepeHocuMicTIO Tagasnadiny y gosi 5 Mr/mo0y mpu nikyBaHHI moOPOsIKiCHOI
rinepnnasil mepegMixypoBoOl 3aJI03H CJIif] PO3TJISHYTU 3aCTOCYBaHHS aJlbTEePHATHUBHOIL
Teparii, 3 orJIAay Ha Te 110 ePeKTUBHICTh Tamanadiny y mosi 2,5 Mr/oody mis
JIIKyBaHHS MOOPOSKiCHOI rimepriiasil mepeaMiXypoBol 3a/103U He OLiHI0OBaslach.

Ocob6.auei nonyasuii nauieHmis.
Yoo08iku AimHb020 8iKYy. Kopekilisa no3u He moTpiOHa.

Yoao08iKu, AKi maroms HUpKogy HedocmamHicms. Kopekiiis mo3u He moTpiOHa O
MalieHTIiB 13 JIETKOI0 Ta IIOMIpHOI HUPKOBOK HeOOCTaTHICTIO. [1J1g malieHTiB i3
TAXKKOI0 HUPKOBOIO HEIOCTATHICTIO MaKCUMaJlbHa PeKOMEeHI0BaHa f03a CTaHOBUTE 10
Mmr (mpuiiom ITiHamy 3a noTpebu). lllogeHHe 3acToCyBaHHA Tamanadiny B mo3i 2,5 Mr
abo 5 MT He PEKOMEH0BaHO [JIs JIIKYBaHHS IMAIli€HTIB i3 TI2KK0I0 HUPKOBOIO
HeIOOCTaTHICTIO Ta JOOPOSKiCHOIO TrinepIuia3i€io mepeaMixypoBol 3aj103u abo



ePEeKTUIIbHOI0 MUCHYHKITIEO (OuB. po3minu «OcoOIMBOCTI 3aCTOCYBaHHI» Ta
«®apMaKoOJIOTiYHi BIaCTHUBOCTI»).

Yo08iKu, AKI MaOmMb NneyiHKo8y HedoCmamHicmb.

IIna mikyBaHHS epPeKTUIbHOI AUCPYHKIII peKoMeHaoBaHa fno3a [liHany ctaHOBUTH 10
MT TIepeq lmependadyBaHOIO0 CEKCyalIbHOIO aKTUBHICTIO i He 3a/IeXKUTh Biff MIpUHOMY 1Ki
(mputiom ITinany y pasi notpedbu). Kniniuxi maHi momo 6e3meku 3acTocyBaHHs [liHamy
naieHTaM i3 TAXKKOI IIe4YiHKOBOI HegocTaTHICTIO (Kytac C 3a mkasnorw Yaunga-I1'to)
oOMexKeHi; y pa3i mnpu3HaYeHHs JIikap MTOBUHEH YBaXXHO OIIHUTH iHOUBiOyanbHi
nepeBaru/pusuku. Hemae narux mono 3actocyBaHHd [linany B go3i Buine 10 mr
ralieHTaM 13 IIe4YiHKOBOIO HefnocTaTHIcTo. lllomerHe 3acTocyBaHHd [liHany gk nyisa
JIIKyBaHHS IMAlli€HTIB i3 JOOPOSKICHOIO TilepIiia3i€lo nepeaMixypoBol 3ajio3u, Tak i 3
€PEeKTUIBbHOI0 OUCGYHKIIIEIO He OIliHIOBAJIX V ITAIiEHTIB i3 MOMIKOOXKEHHSIMMU II€UiHKH,
TOMY JIiKap IIOBUHEH PETEJIbHO OL[IHUTH IHAMBiOyaslbHI TIepeBaru/pu3nuKy TaKol Teparril
(muB. po3minu «Oco6IMBOCTI 3acTOCyBaHHsI» Ta «®PapMaKoOJIOTiYHI BIaCTUBOCTI»).

Yoao08iku, sKi maromos uykposutl diabem. Kopekirist mo3u He moTpiOHA.

Oco0I1Bi 3aCTepexKeHHsI IPU VTUIi3allil.

HeBukopucTtanuii mpenapaT abo Bigxoou Ciiif yTUIi3yBaTH BifIIOBIIHO OO Oil0YMX
HOPMaTUBHUX BUMOT.

Iimu.

Hewmae pmanux mono 3actocyBaHH4A [liHany OiTAM 014 JTIIKyBaHHS €PEKTUIIBHOL
oucyHKITII.

Ilepeno3yBaHHs

Cumnmomu. IIpu ogHOPA30BOMY 3aCTOCYBaHHi 3MOPOBUMHU TOOPOBOJIBIIIMU
taganadiny B mosi mo 500 mr i mpu 6araTopasoBoMy 3aCTOCYyBaHHi Tamanadiny
nanienTamu o 100 mMr Ha goOy HebOaxaHi epeKTu OyIU aHATIOTIYHI TUM, IIIO0
CIIOCTEpIrajaucs IIpU 3aCTOCYBaHHI MEHIINUX 003 IIpenapary.

JlixyeaHHs. Y pasi nmepemo3yBaHHS, K0 Tpeba, CIil 3aCTOCOBYBATH CTaHOAPTHY
CUMIITOMaTU4YHY Teparmii. Ha eniminailito Taganadiny reMoniai3 BIIJINBaB HEICTOTHO.

ITo0iuHi epexkTH

Pestome npointo 6e3neku aikapcbkoz2o 3acoby.



Heb6axxanuMmu edpektaMu, IIpo AKi MOBiAOMIIAIM HaldacTille mpu JIiKyBaHHI
epeKTUIbHOI oucdyHKIIil abo moOposKicHOI rinepiasii mepegMixypoBoi 3amo3u, 0ynu
roIoBHUM Oinb, oucneIncis, 6ib y CIIMHI, Mianris, 4acToTa BUHUKHEHHS SKUX 3pocTaja
3i 30inbuIeHHsIM go3u Ilinamy. [To6iuHi peakiiil OyIu KOPOTKOTPUBAIUMU, 3arajioM Bifl
JIETKUX [0 MOMipHUX. BifbIIiCTh BUMIAOKIB MOSIBHA T'OJIOBHOTO OOJIIO IIPU HIOOEHHOMY
nputiomi ITiHany crocTtepiranacs npotsarom nepinux 10-30 mi6 micns moyaTky
JIIKyBaHHS.

TabauuHi 0aHi nobiYHUX peakuil.

HuxxyeHaBepeHa TabIUIls MiCTUTD JaHi CTOCOBHO ITOOIYHUX peakllii 3i CIIOHTaHHUX
MIOBigOMJIEHD Ta MJale00-KOHTPOIbOBAaHUX KITIHIYHUX OOCHIAXKEeHb (BKII0Yalu B
ninomy 8022 nmanieHTH, gKi oTpuMyBanu IliHamn, Ta 4422 malieHTH, IKi OTpUMYyBaIn
mnaie6o0) i3 3acTtocyBanHs [liHamy 3a moTpe60i0 Ta MIOAeHHOT0 3aCTOCYBaHHS OIS
JIIKyBaHHSI €PEeKTUIbHOI OUCPYHKII] i IIOJJeHHOT0 3aCTOCYBaHHS OJIs JIIKyBaHHS
moOposKicHOI rinepruiasii mepegMixypoBoi 3a103u.

Iyxe gacTto (= 1/10), vacTto (= 1/100 ta < 1/10), HeuacTo (= 1/1000 Ta < 1/100),
pigko (= 1/10000 ta < 1/1000), oy=xe pigko (< 1/10000), yactoTa HeBimoma (4acToTa
He MOoxKe OyTH BCTAaHOBJIEHA, BUXOISYM i3 HAABHUX JaHUX).

yzxe
YHacto .
YacTo HeuacTto Pinko
= 1/100
(= ( / Ao (= 1/1000 mo 1/100) (= 1/10000 mo 1/1000)
1/10) >1/10)

3 60Ky iMyHHOI cuUCTeEMH

Peakiil rinepyyTamuBOCTI |AHTIOHEBPOTUYHUU Ha6p5{K2

3 60Ky HEPBOBOI CUCTEMU

[TopyuieHEHESA MO3KOBOT'O
KpOBoo6iry1 (BKIIOUaO4YM

Lo reMopariyHi sBUIlla), BTpaTa
'omoBHUM 6ilb |3ammaMoOpPOYeHHS ) ]
CBigOMOCTi, TPAH3UTOPHA

imemiuHa aTaKal, MirpeHbz,
Cy'JIOMI/IZ, TPaH3UTOPHa aMHe3isd




3 60Ky opraHiB 30py

HeuiTkuu 3ip, Big4yTTsa
00110 B 049ax

IedekTu mosus 30py, HaOpPSIK
IIOBIK, KOH IOHKTHBAaJIbHA
rimepeMisi, HeapTepiajbHa
epeaHs ONTHUYHA illleMiyHa
HeHWpomnaris (HAHIOH)Z, OKJIIO3is

BEH CiTKiBKI/IZ

3 60Ky OopraHiB CIIyXy Ta piBHOBaru

II3BiH y ByXax

PanToBa BTparta ciyxy

3 60Ky ceplieBOl CUCTEMHU

1

Taxikappnisi, IPUCKOpeHe
cepueduTTs

IndapkT Miokapma, HecTabinbHa

CTeHOKapJIiHZ, IIJIYHOYKOBa

apI/ITMiHZ

3 60Ky CYOUHHOI CUCTEMU

[Tpunnueu

3

['imoTeHn3sia®, rinnepreHsisa

3 60Ky pecnipaTOpPHOI CUCTEMU

3akKknageHicTh
HOCa

IIucmoHoe, HOCOBa
KpOBOTEYa

3 OOKy LIIyHKOBO-KHUIIIKOBOTO TPaKTYy

Iucnemncis

AbOpmoMiHanMbHUHN OiNb,
Os1f0BaHHS, HYHOOTAa,
ractpoe3odareanbHUN
pednoKkc




3 OOKYy IIKipY Ta MiAIIKipHUX TKaHUH

Kponus’sstHKa, CUHOPOM

CTiBeHca—H}KOHCOHaz,

: . 2
BrCHIaHHS ekcdoriaTUBHUY JepMaTUT?,

rimeprigpo3

(HagMipHE TOTOBUOIIEHHS)

3 60Ky OIIOPHO-PYXOBOTO amapaTy, CIOJIYYHOl Ta KiCTKOBO-M'sI30BO1 TKAaHUHU

Binb y cruHi,
Mianris, 6inb y
KIHITIBKax

3 60Ky HUPOK Ta CEYOBUMIIBHOI CUCTEMU

I'emaTtypisa

3 60Ky PenpoayKTUBHOI CUCTEMU

. [Tpiamiam, KpoBOTeYa 3i
[TogoBxkeHa epeKIiia .
CTaTeBOI'0 4YJjieHa, reMocIepMis

JarasnbHi po3siagy Ta CTaH y MiClli BBeJeHHs

Binep y rpynﬂxl,

HaOpsk 06, pamnToBa
nepudepuyHi HabPAKY, ceprieBa CMeprl,Z
OigBHUIIeHA BTOMJIIOBAHICTh

! BinpmicTs TAIliEHTIB, y IKUX CIIOCTEepiranucs Taki mobiuyHi peakiiii, Mmanu ¢pakTOpHU
pU3UKYy 3 00Ky CeplieBO-CyOUHHOI CUCTeMU B aHaMHe3i (muB. po3main «OcobmuBoCTi
3aCTOCYBaHHS»).



2 To6ivmi peaxkilil i3 MOCTMapKEeTUHTOBUX OOCIIiAXKEHb, IKi He CIIOCTEepiraiucs B Xomi
1a1e00-KOHTPOJILOBAHUX KITIHIYHUX JOCIIiIKEeHb.

3 Yacrime MMOBIAOMIISAJIOCS y pa3i 3aCTOCyBaHHA Tafgasnadiay pa3oM 3
QHTUTINEPTEH3UBHUMHU 3aCO00aMMu.

Oxpemi nobiuHi peakuii. [ToBimOMIISAIN IIPO TPOXU BUIILY YaCTOTYy aHoMai Ha EKT, y
IepIIy Yepry IIpo CUHYCOBY OpaOuKapmiio, y MalieHTiB, SKi oTpuMyBanu Tamanadin 1
pa3 Ha moOy, MOPiIBHSHO 3 MalliEHTaMH, SIKi IMpuiiManu mniaiedo. BinbIlicTs Mux
anoMastitt Ha EKI" He Oynu moB’si3aHi 3 TPOIBOM MOOIYHUX PeaKIliil.

Ocobauei epynu nauieHmie. JlaHi om0 3acTocyBaHHS Tamanadiny namieHTam BikoMm
MMoHapn 65 POoKiB y X0[i KITiHIYHUX OOCIiOXKEeHb, SIK [OJIS JIIKyBaHHS €pPEeKTUIIbHOI
oucyHKIIiI, TakK i Ajs miKyBaHHS HOOPOSIKiCHOI rimepmna3sil mepeaMixypoBol 3aji03H,
oOMexkeHi. Y xomi KITiHIYHUX TOCIiI»XeHb il Yac 3aCTOCYBaHHS Tamanadiny 3a
norpe6oio (B mo3i 20 Mr) s MiKyBaHHS epPeKTUJIbHOI IUcYHKIIII fiapes dacTiiie
BHHUKAJIa y IAlli€HTIB BIKOM IOHAL 65 POKIiB. Y X0l KIIIHIYHUX OOCIIOXKEeHb IIif 4yac
3acTocyBaHHs Taganadiny B mo3i 5 mr 1 pa3 Ha goOy s JiKyBaHHS JOOPOSKiCHOI
rinmepmnnasii mepeaMixypoBol 3aj103H1 sIBUIIla 3allaMOPOY€eHHS Ta Hiapel YacTilie
CIIOCTEpIrajvcs y MallleHTiB BIKOM IIOHAL 75 POKIB.

TepMiH NpUIAaTHOCTI
3 POKH.
YMmoBHu 30epiranus

[71s1 mikapchKoOTo 3aco0y He BUMara€eThCs CIellialbHUX YMOB 30epiranus. 36epiratu y
HEeOOCTYIIHOMY [JIA OiTeu MicIji.

YoakoBka

Ilna 0do3yeaHHs 2,5 me: mo 14 TabneTok y 6mictepi, mo 1 abo mo 2 GiicTepu B
KapTOHHY IT1aUKYy.

Ilns 0o3yeaHHsA 5 me: 1o 14 TabneTok y Omictepi, mo 1 a6o mmo 2 GiicTepu B KaPpTOHHY
MayvKy.

Ilns 0o3ysaHHA 10 me: o 4 TabneTtku y GrmicTepi, mo 1 abo mo 2 6ricTepu B KAPTOHHY
Mayky.

Ina 0o3ysaHHs 20 me: o 1 Tabneti y 6imictepi, mo 1 6icTepy B KApTOHHY ITAa4YKYy;

abo no 2 tabneTku y 61ictepi, mo 1, abo mmo 2, abo no 4 GiicTepu B KapTOHHY MaUKY;



a6o o 4 tabneTku y 61ictepi, mo 1 a6o o 2 6icTepu B KAPTOHHY Ia4dKy.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

Ixenedapm C.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJpeca MicCIsi IPOBadXKeHHsI HOI' o
IisIIHLHOCTI.

18-i1 Km Mapatonoc AseHto, Ilannini, 153 51, I'pewuisa



