[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

IITHAII

(PINUP)

Cknao:

ditoua pevosuHa: Taganadin;

1 TabneTka mictuth 2,5 Mr abo 5 mr, a6o 10 mr, abo 20 mMr Tapanadiny;
0ONOMIICHI PeYOBUHU:

aapo TabneTKu: TaKTO3W MOHOTIpaT, HaTPilo KpOoCKapMeso3a, HaTpilo Taypuicynbdar,
rigpoKcumpoIinientoso3a, momicopbat 80, Maruiio creapar;

000JI0HKA TabJIeTKHU:

nJist TabeToK 2,5 MT: TOTOBa [0 BUKOPUCTAHHS CYMIIll [FiTpoMenio3a, TaKTO3W MOHOTIApaT, TUTaHy
miokcup (E 171), TpualleTuH, TanbkK, 3amisza okcup xkoBTui (E 172), 3amiza okcupn yepBonuit (E 172)];

nJist TabJIeTOK 5 MT: TOTOBa 10 BUKOPHCTAHHS CyMIilll [rimpomMesio3a, 1aKT03U MOHOTigpaT, TUTaHy
miokcup (E 171), TpualleTuH, TalbK, 3ajiza okcup xkoBTui (E 172)];

niist TabmeTok 10 Mr: roToBa [0 BUKOPUCTaHHS CYMIIl [TimpoMenosa, TaKTO3W MOHOTIApaT, TUTaHy
miokcup (E 171), TpualleTuH, TanbK, 3ajisda okcup xkoBTuil (E 172), 3amiza okcup yopuuii (E 172)];

mst Tabnetok 20 Mr: TOTOBa 00 BUKOPUCTAHHS CyMilll [TimpoMerio3a, TaKT03u MOHOTIIpaT, TUTaHy
miokcup (E 171), TpualleTuH, TanbK, 3ajisa okcup xkoBTui (E 172)].

JIikapcbka ¢opma. TabneTku, BKPUTI IJTiIBKOBOIO 000JI0HKOIO.

OcHogHi ¢i3uko-ximiuHi 81acmusocmi: TabneTKY, BKPUTI IJIiIBKOBOIO 000JI0HKOIO, V popMi KarmeTu,
OBOOTYKITi;

TabneTku 2,5 MT: XKOBTO-TOMapaHy4eBi, 3 HanucoM «T 2» 3 ogHOTO GOKY;
TabJIeTKN 5 MT: KOBTi, 3 HanmucoM «T 5» 3 ogHOTO OOKY;
tabnetku 10 Mr: xK0BTi, 3 HanucoM «T 10» 3 ogHOTO GOKY;

tabnetku 20 MT: XK0BTi, 3 HanucoM «T 20» 3 ogHOTO GOKY.

dapMakoTepaneBTHYHA rpyna. 3acobu [ NikyBaHHS mopyiieHs epekii. Kog ATX G04B E08.



dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3M mii.

Tapanadin € cenmeKTUBHUM 000POTHUM iHTiGITOPOM LMKITIYHOTO TyaHO3UHMOHOMOChATY

(ul'M®) — cneuudiunoi pocdoniectepasu Tuny 5 (OIE 5). Konu cekcyanbHa CTUMYTALIS CIPUYUHSIE
JI0KasibHe BUBIJIbHEHHS OKCUAY a30Ty, inribyBanus ®IE 5 TaganadinoM nmpopykye migBuineHi piBHi
nI'M® y meuepuctomy Tifi. Lle mpru3BOAUTH [0 penakcallii rmagkux M 's3iB i IPUIIUBY KPOBi IO
TKaHWH CTaTeBOT0 4JieHa, CTBOPIOIOYY TUM caMUM epekuiio. Tamanadin npu mikyBaHHI epeKTHUIIBHOL
nucGYHKIIl He IPOSIB/ISIE CBOEL Ail IPU BiICYTHOCTI CEKCYaIbHOI CTUMYISLIIL.

Edexkr inribyBanHs KoHUeHTpalil I’ M® y Ie4eprucToMy Tijli TaKOXK CIIOCTEPIraeThCs y TIaAKUX
M’sI3axX IPOCTaTH, CEY0BOMY MiXypi Ta IX CyAMHaX, 110 IePeHOCSATh KPOB [0 BUIleBKa3aHNX OPraHiB.
CynuHHa perakcallis, SKa IIpU IbOMY BUHUKAE, CIPUUYNHSE MigBUILIEHHS Iepdy3il KpOBi Ta MOXKe
OyTH IPUYKHOIO 3MEHIIIEHHSI CUMIITOMIB OOPOSIKiCHOI rinepriasii nepeaMixyposoi 3amo3u. Lli
CYyOUHHI e(peKTH MOXKYTh OyTH [OTIOBHEHI iHTiOyBaHHSIM aKTUBHOCTI ad)epeHTHHX HEPBIB CEUOBOTO
MiXypa Ta pejlakCali€lo IrilafKux M’ g43iB IIPOCTaTH 1 CEY0BOT0 MixXypa.

dapmakogrHaMiyHiI eQeKTH.

HocmimxeHHs in vitro moka3anu, 1mo Taganadin € cenektuBHuM inriditopom OIIE 5. ®IIE 5 €
dbepMeHTOM, SIKUY OYB 3HalIEeHUH y TIIafKuX M’g3ax IeYepUCcToro Tifla, CYAMHHUX i BicllepabHUX
TTaJKUAX M’sI3aX, CKeJIeTHUX M’si3aX, TPOMOOIIMTaX, HUPKaX, JIereHsx i Mo304Ky. Brnmue Taganadiny
Ha OJIE 5 cunpHimui, HiXK Ha iHII pocdorniectepasu. [lis Tapmanadiny Ha OIOE 5y 10000 pasis
nepesumlye 1uoro BinuB Ha pepmerTu OJIE 1, ®JIE 2 i ®JIE 4, 1m0 € HaIBHUMHU y CepIIi, MO3KY,
CyOMHAaX, IedinIi Ta iHmux opraHax. Taganadin y 10000 pasi notyxaimmi mogo OIE 5 nopiBHAHO
3 ®JIE 3, mo € pepMeHTOM, HaIBHUM Y CepIli Ta KPOBOHOCHUX CyfAuHax. LI cemekTuBHICTE mopo OIIE
5 nopiBHsAHO 3 ®IIE 3 € BaxknuBoio Tomy, mo ®IE 3 € pepmeHTOM, KU Biflirpae neBHy poib y
CKOPOYEeHHi cepiieBoro M’sg3a. Kpim toro, Taganadin npubau3Ho y

700 pa3ziB notyxuimu# uogo ®IE 5 nopisasno 3 OIIE 6, mo € hepMeHTOM, HAsIBHUM Y CITKIBII i
BigmoBiganbHUM 3a ¢poToTpaHCcAyKIio. Taganadin Takox y 10000 paziB notyxkHimuii momo ®IIE 5
nopiBagHO 3 ®IE 7, ®[JE 8, ®[JE 91 ®JIE 10.

Krniniyna ebeKTHBHICTh Ta Oe3meka.

Tapanadin, yBemeHu 3m0poBUM HOOPOBOJIBLIISIM, HE ITPOSIBJISAB iCTOTHOI Pi3HHUIII OPIBHSAHO 3 MTanebo
3a IIOKa3HMKaMU CHACTOJIIYHOIO Ta AlaCTOIIYHOr0 apTepiaJbHOTO TUCKY Yy II0JI0KEHH] aljieHTa
nexXauu (cepemHe MaKcUMabHe 3HUKeHHS 1,6/0,8 MM PT. CT. BiiMOBiAHO), CUCTOJIIYHOTO Ta
[iaCTOJIIYHOI'0 apTepiasbHOTO TUCKY Y IIOJI0KEHHI MallieHTa CTOS4HU (CepeqHe MaKCUMaJlbHe
3uukeHHs 0,2/4,6 MM PT. CT. BiATIOBIIHO) Ta iCTOTHOI 3MiHM YaCTOTH CEPLIEBUX CKOPOYEHD.

Y xopni mocigKeHHs BIIUBY Tafaiadiny Ha 3ip 3 BAKOPUCTAHHAM TECTY OLIIHKY KOJIbOPOBOI0
crupudHaTTsa Farnsworth-Munsell 100 Hue 6yno BcTaHOBNEHO, 1110 Tamasadin He MOTipirye
po3mi3HaBaHHS KONIbOPiB (CUHiM / 3eneHuit). OTprMaHi JaHi KTiHIYHOTO JOCTiAXKeHHS MigTBEePAXKYIOTh
HU3bKY CIIOpigHeHicTh Tamanadiny uomo ®IE 6 mopiBHsHO 3 ®IE 5. V x0[i BCixX KIiHIYHUX
mocnigxeHb pigko (< 0,1 %) moBimoMsnay mIpo 3MiHU Y PO3Mi3HaBaHHiI KOJIbOPIB.

Byro npoBeneHo Tpu KITIHIYHUX OOCIIIAXKEHHS 3 YYaCTIO YO0JIOBiKIB [JIs OL[IHKY IIOTEHI[INHOIO BILJIUBY
Ha crepmartoreses Taganadiny B 1o3i 10 Mr (ofHe AOCTifXKeHHS TPUBAIICTIO 6 MicsniB) Ta B 7o3i 20



MT (OfHE [OCHiXKEeHHS TPHUBAJIICTIO 6 MICSLIB i OfHE — TPUBANICTIO 9 MiCSAIIiB) TP YaCTOTi IPUKAOMY
1 pas3/mo0y. Y xofmi mBOX i3 TPHOX MOCTIAXKEHb CIIOCTEePIiranocs KIiHIiYHO He3HaUyIlle 3HUKEeHHS
KiJIbKOCTi Ta KOHIIEHTpallii CllepMHu, acollifioBaHe 3 mpuitoMoM Tagasnadiny. Lli ebextu He Oynu
IIOB’sI3aHi 31 3MiHaMU iHIIKWX XapaKTEePUCTHUK, TaKUX SIK PYXJIMBICTh CIIEPMaTO301MiB, MOPQOJIOrisa Ta
piBeHb (DOJIKYIOCTUMYIIIOI0YOT0 TOPMOHY B KPOBI.

EpexmusvHa QucyHKUiA.

Tpu kniniuni gocnimxeHnHs Oynu npoBeneHi 3 yuacTio 1054 marfieHTiB 3 MeTOI0 BUSBIIEHHS Iepiony
moyaTky epekTy Tajanadiny, SKui IpOAEeMOHCTPYBaB CTAaTUCTUYHO 3HAUYIlle IIOKPAIeHHS
€PeKTUIIbHOI QYHKIIil, a TaKOXK HiEBICTH MPOTATOM 36 TONUH Ta BUSIBIEHHS eeKTy BxKe dyepe3

16 XBUINH MiCIIS MPUNOMY J03U MOPIBHSHO 3 malebo (mpuiioMm Taganadiny 3a motpedu).

Y xopi mocmigKeHHs TpuBasicTio 12 TuxkHIB 3 yyacTio 186 nauienTis (142 nauieHTH OTPUMYyBaIn
tamanadin, 44 nauieHTH — Mmuane6o) i3 BTOPUHHOIO €PEKTUITBHOI0 TUCPYHKIIIEI0 BiTHOCHO
MOIIKOAXKEHHS CIIMHHOT0 MO3KY Tafganadin mposBisaB 3HaYHe MOKpPallleHHsS epeKTUIbHOI QYHKIII, a B
cepenHbOMY Koe(illieHT ycmimuaux cupob mpu mpuiiomi Taganadiny B mo3i 10 mr a6o 20 mr (migbip
I03H, 3aCTOCYBaHHS 3a 0oTpebu) ctaHoBUB 48 % mopiBHSIHO 3 17 % y rpymi mnanebo.

Tapanadin y mozax 2,5 mr, 5 Mr ta 10 mMr 1 pa3 Ha o6y oIliHIOBaBCS y X0OAi 3 KITiHIYHUX HOCTIIXKEHb 3
y4acTio 853 mauieHTiB pi3HOro BiKY (Bif 21 mo 82 poKiB) Ta Pi3HUX €THIYHUX I'PYN 3 €PEKTUIIBHOIO
nucGyHKIIEIO Pi3HUX CTYIEHIB TSXKKOCTI (JIeTKa, cepefHs, TsSxkKKa) Ta pi3Hol eTiosorii. ¥ xomi mBox
IIePBUHHUX [OCIiIXKeHb eeKTUBHOCTI Y 3arajibHill IOMyNglil y cepefHbOMY KOedillieHT yCIIHNUX
cpob 6yB 57 % Ta 67 % mpu npuitomi Taganadiny 5 mr ta 50 % npu mpuiiomi Taganadiny 2,5 Mr
nopiBHAHO 3 31 % Ta 37 % y rpyni nnane6o. Y OoCTifXKeHHAX 3 y4acTIO MAlli€HTiB i3 BTOPUHHOIO
E€PEeKTUIIbHOIO MUCOYHKIIIEI BiTHOCHO miabeTy y cepemHboMY KOedillieHT yCIimHUX cIpod CTaHOBUB
41 % Ta 46 % npu npuroMi Taganadiny B £o3i 5 Mr Ta 2,5 MT BiATIOBiIHO MOPiBHAHO 3 28 % y rpymi
nnaine6o. BinmbIIicTh MallieHTiB y BUIleHaBeleHUX OOCIigKeHHIX paHille nmpuiiManu iHriditopu ®IE 5
y pa3i motpebu. Y HaCTymHOMY fmocCTigKeHHi 217 mallieHTiB, SKi paHillle He 3aCTOCOBYBaJIX iHTi0iTOPH
®JIE 5, oTpumyBanu Taganadin y mo3i 5 mr 1 pa3 Ha fgeHb Ta mnanebo. Y cepeguboMy KoedillieHT
ycmimHux cpod cTaHoBUB 68 % y rpymi mpuiiomy Taganadiny mopiBHsHO 3 52 % y rpymi miaiebo.

IlobposiKicHa 2inepnaasis nepedmixyposoi 3a.n103u.

3acTocyBaHHS Tafanadiny qOCHimXKyBany y X0Oi YOTUPHOX KITIHIYHUX JOCTiAXKEHb, 110 TPUBAJIH

12 tuxHiB, 3 yuactio 1500 manieHTiB i3 cumnToMamMu goOPOsKiCHOI rinepmniasil nepeaMixypoBoi
3a1034. Y X0fi IUX KIiHIYHUX AOCHTiAXKeHb Taganadin y mo3i 5 Mr mpoaeMOHCTPYBaB MOKpallleHHS
CTaHy MallieHTa 3a 3arajbHOI0 Mi2KHapPOTHOIO IIKaJI0i0 IpocTaTuyHux cuMmnTomiB (MIIIIC) nopiBEAHO
3 nnate6o (omiHKY nokparieHHs 3a MIITIC npu mputiomi Taganadiny y gosi 5 Mr cTaHOBIATE -4,8,
-5,6, -6,1 Ta -6,3, mopiBusHO 3 -2,2, -3,6 -3,8, -4,2 y pa3i mpuitomy mmaine6o). [IokpallleHHs CTaHY
Iali€eHTa 3a 3arajbHOK MIKHAPOMHOM LIKAJIOK IpocTaTuuHux cumntoMis (MIITIC) cnoctepiranocs
BXKe Micnsa 1 TUXHA NiKyBaHHSA. B 00HOMY 3 KJIIHIYHUX JOCIIAXKEHb, fie IK aKTUBHUM KOMIIapaTop
TaKoXk OyB BK/IIOUEHUI TaMCyJI03uH B 003i 0,4 Mr, oIiHku nokpamieHHs 3a MIITIC npu npuiiomi
tafganadiny y gosi 5 Mr, TaMCcyno3uHy Ta Iyane6o ctaHoBunu -6,3, -5,7 -4,2 BigmoBifHO.

Y xopi 0gHOTO 3 KX JOCTigXKEeHb OI[iHIOBAJIOCh K IOKpAaIleHHS epeKTUIbHOI PYHKIIil, TaK i
nocabrieHHss CUMIITOMIB HOOPOsKiCHOI rinepIinasii mepeamMixypoBoi 3a103H y MAaIliEHTIB, IKi Maau
obupBa ctaHu. [TokpalleHHS epeKTuIbHOl QYyHKIII 3a MiZKHapOOHUM iHAEKCOM OI[iIHKM €PEeKTUIIbHOI
GyHKIIL Ta 3a MiXKHaPOOHOIO LITKAJI00 MPOCTaTUYHUX CUMIITOMIB CTaHOBHUIIO -6,5 Ta -6,1 y pasi
npuiioMy Taganadiny B gosi 5 Mr nopiusHo 3 -1,8 Ta -3,8 y rpyni nname6o BifgnosigHO. Y
CepeHbOMY BifICOTOK YCIIIIHUX CIIPO0 CTAaTeBOT0 aKTYy Ha OOHY 0co0y B HOCIigKeHHi cTaHoBUB 71,9
% y rpymi npuiioMmy Tamanadiny B go3yBaHHi 5 Mr, a B rpymi manebo — 48,3 %.



[TigTpuMKa moCSTHYTOTO ebeKTy Tamanadiny oliHoBanacs y X0Mi IOOAaTKOBOTO BiTKPUTOIO
MOCTimKEeHHSs, 3a pe3yIbTaTaMu SIKOT0 0yJI0 BCTAHOBJIEHO, IO ITOKPAIIeHHS 3a 3arajibHOI0
MiKHAPOOHOIO IIKAI0I0 MPOCTAaTUYHUX CUMIITOMIB, II0 CIIOCTEPIramocs OPOoTATroM 12 THXKHIB,
36epiraeTbcs momaTKoBO A0 1 POKY micis nikyBaHHS Tamanadinom B mo3i 5 MrT.

Himu.

Byno npoBefgeHo ogHe JOCTiAXKEHHS 3 y4acTIo AiTel 3 M'130B010 gucTpodiero [romena (M), y
SKOMY TiITBEPHAXKEHUX [0Ka3iB e(eKTUBHOCTI He Oyy10 MpofeMOoHCTPOBaHo. Lle JocmimKeHHS
epeKTUBHOCTI Tamanadiny 0y/m10 paHIOMi30BaHUM MOOBIMHUM CIIIMUM IIJ1alie00-KOHTPOILOBAHUM Y
TPBhOX ITapasieIbHUX rpymnax 3 yuyacTio 331 OUTHHU 40JI0BiY0l cTaTi BikoM Bif 7 mo 14 pokis 3 MII]I,
SIKi OTHOYaCHO OTPUMYBAJIM Tepalilo KOPTUKOCTepoiAaMu. [JOCTigKeHHs BKIo4aso 48-TuxXHeBUI
TIOABIMHUM CTiNuM nepiof, mif 9ac SKOro malieHTy O0yIu Po3fineHi Ha Tpyny npuioMy Tafganadiny
0,3 mr/kr, Taganadiny 0,6 Mr/kr abo nnauebo mopeHHo. Tamanadin He TPOAEMOHCTPYBaB
e(eKTUBHOCTI y MIEPBUHHIN KiHIIEBil TOYIIi II[OJI0 CIIOBiIbHEHHS 3HUKEHHS IIIBUIKOCTI XOIb0OH,
BUMIipSHOI 32 3MiHOI0 OUCTAHIII V TeCTi 3 6-XxBUIMHHO Xomp60:0 (TIIIX). 3MiHa cepeIHbOT0 3HAYEHHS
puctanuil y TIIX, po3paxoBaHOTr0 3a METOINOM HalMeHIINX KBagpariB, Ha 48-My THUXKHI CTAHOBUJIA
51,0 m y rpymi mane6o mopiBHSHO 3 64,7 M y rpymi Taganadiny 0,3 mr/kr (p=0,307) Ta 59,1 my
rpymi tTapanadiny 0,6 mr/kr (p=0,538). [TinTBepaXKeHy ePeKTUBHICTh TaKOK He OyI0 BUSIBIIEHO i Iif
Yyac MOBTOPHUX aHaJi3iB pe3ybTaTiB aHOTO AOCTiAKEHHS. 3araibHi pe3yabTaT 3 0e3MeKH,
OTpPHMaHi B IIbOMY [IOCJIiI>KEHHIi, B IiJIOMYy BigmoBiganu BimoMoMy mpodinio 6e3meku Tamanadiny ta
HeOaXXaHUM SIBUIIAM, O4YiKyBaHUM Y mefiaTpuyHii momynsuii M npu nikyBaHHi
KOPTUKOCTEPOIAaMH.

dapmakoKiHemuka.

BcmokmyeaHnHs. Taganadin mobpe BCMOKTYETHCS IiCs MpuioMy BHYTPilIHL0. CepenHs
MaKCuMaJlbHa KOHILIeHTpallis y mna3Mi Kposi (C,,,,) HOCATAETHCSA B CEPEeOHbOMY UYepe3 2 TOOUHU ITiCs
npuiioMy. A6conoTHa 0iogoCTynHICTh Tafanadiny micas npruiioMy IepopaibHO He BCTaHOBIIOBAJIACh.

[IBUAKICTD i CTYMiHL BCMOKTYBaHHS Taflanadiny He 3ajexkaTth Biff mpuioMy ixi, Takum yuHOM, [liHam
MOXKHa ITpuiiMaTu 3 ixketo abo 6e3 Hel. Yac BBefieHHS 103U (PaHOK ab0 Bedip) He MaB KIiHIYHO
3HAYyHMOro eheKTy Ha IMIBUAKICTD i CTYIiHb BCMOKTYBaHHS.

Po3nodia. CepepnHiii 06’eM pO3MOIiny CTaHOBUTH MPUOIKU3HO 63 JI, BKA3y04M Ha Te, 1[0 Taganadin
PO3MOAiNsAeThCS y TKaHUHAX. [Ipu TepaneBTUYHUX KOHI[eHTpaisfx 94 % Taganadiny y mnma3mi Kposi
3B’A3aH0 3 mpoTeiHaMu. Ha 3B’13yBaHHS 3 IPOTEiHaMU He BIJIUBA€ IOPYIIEHHS HUPKOBO1 (DYHKIIL.

Mesnie 0,0005 % yBeneHoi mo3u OyI0 BUSIBIEHO Y CIIEPMi 3MOPOBUX TOOPOBOJIBIIIB.

Memaboaism. Taganadin nepeBaxHo MeTabomi3yeThes izopopmoro 3A4 mutoxpomy P450 (CYP).
OCHOBHMM IMPKYJTIOIOYUM MeTab0IiTOM € MeTHUIKATEX0 T TIOKYPOHif. Lleft MeTaboJIiT Ma€ aKTUBHICTh
BinHOCHO ®JIE 5 y 13000 pasis Menue, HixK Taganadin. TakuM 4YMHOM, OYiKyETHCS, 110 METAOOJIT HEe
Oyme BUSBISATH KJTiHIYHOI aKTUBHOCTI Y KOHIIEHTPAIIisIX, 10 CIIOCTEPiratoThCs.

BusedeHHs. CepenHili KJlipeHC ITepopalbHOro Taganadimy CTaHOBUTE 2,5 JI/TOM, a CepenHiu mepion
HamiBBuBeneHHs: — 17,5 romuHu y 3mopoBux cy0’ekTiB. Tamanadin BUBOOUTHCS ITEPEBAXKHO Y
BUTJISIAI HEAaKTUBHUX MeTa0o1iTiB, 6inbi1or0 Mipo 3 ¢pekamismu (mpudnusno 61 % nos3wu) i
MEHIIIOI — 3 ceuelo (Maixe 36 % mo3u).

JIiHitiHicmb/HeniHitUHicMb papmakokiHemuku. PapMakoKiHeTHKa Tafanadiny y 3M0POBUX
moOpOBOJIBLIIB JIiHIMHO IPOMOPIIifiHA 00 Yacy i §o3u. B miama3oni mo3 Big 2,5 Mr go 20 MT, eKCIO3UIIis



(AUC) mipBuiyeThCS IPOMOPLIiHO A03i. [TocTiiHa KOHIIEHTpAllid y IIJla3Mi KPOBi AOCATAETHCS
IPOTSTOM 5 OHIB IIPH IIOAEHHOMY MPUIOMi OOUH pa3 Ha Ho0y.

dapMakoKiHeTHKA IIpernapaTy OJHAKOBA V MAIli€HTIB 3 ePeKTUIbHOI TUCHYHKITEI0 Ta Y MallieHTiB 6e3
Hel.

Okpemi epynu HaceeHHA.

Ocobu nimHb020 8iKy. 3mOpPoBi HOOPOBOIBII JIITHROTO BiKY (Bim 65 POKiB) Mamu HUXKYi 3HAYEHHS
KJIipeHCY Tafanadiny Npu NpuiioMi BHyTPIIHbO, 1[0 TPU3BOOUIO OO MigBUIIEHHS Ha

25 % exkcmosutrii (AUC) mopiBHSIHO 3i 3mopoBuMH H00poBObLsIMU BikoM 19-45 pokiB. Lle# BikoBui
eekT He € KTiHIYHO 3HAYYIIUM i He TOoTpedye perynoBaHHs HO3H.

Hupkosa HeOocmamticmy. Y X0fi BOCTiAXKEeHb 3 KJIiHIYHOI (papMaKoJIoril i3 3aCTOCYBaHHAM
OfUHUYHOI fo3u Taganadiny (5-20 mr) ekcrnosuuisa Taganadimy AUC npakKTHYHO ITOABOLIACS Y
nalieHTiB 3i cnabkoio (KimipeHc KpeaTuHiny Big 51 mo 80 Mi/xB) abo momipHOIO (KJTipeHC KpeaTUHIHY
Big 31 mo 50 M/XB) HUPKOBOIO HEOCTATHICTIO, & TAKOXK y NAlliEHTIB 3 0CTaHHBLOIO CTafli€l0 HUPKOBOI
XBOpoOu Ha miamizi. Y malieHTiB, gKi 3HaX0OuUNIKCsA Ha TeMOofiai3i, MaKCHMalbHa KOHIIEHTpAIlisd Y
na3mi kposi (C,,,) Oyna Ha 41 % Builla, HiXK y 3M0POBUX JOOPOBOJIBIIIB.

BnnuBoM remofianily Ha BUBeJeHHS Tafanadiny MOXHa 3HEXTYBaTH.

ITeuinkoea HedocmamHicmyb. Excrio3unis Taganadiny (AUC) y narieHTiB 3i c1abkoio Ta TOMipHOIO
IIeYiHKOBOIO HEeIOCTaTHICTIO (Knacu A Ta B 3a mkanowo Yannga-I1'10) € MOPiBHAHHOIO 3 €KCIIO3UIIIEI0
y 3M0POBHX JO0OPOBOJIBIIB IPH 3acTocyBaHHI fo3u 10 Mr. [aHi mopmo 6e3meYHOCTi Ipu3HaYeHHs
Tapfanadiny maiieHTaM i3 TAKKOI MeYiHKOBOK HefocTaTHICTIO (ki1ac C 3a mKkamnoi Yainpma-I1't0)
oOMexeHi. Hemae jaHux 1Moo 3acToCyBaHHS Tafanadiny B 4o3i ofuH pa3 Ha foO0y maljieHTaM i3
IIeYiHKOBOI HEJOCTaTHICTIO. JIiKap MOBUHEH YBaXKHO OLIHUTY IHOWBiNyasbHI IepeBaru/pu3uku
npu3HadeHHs [linamy B fo3yBaHHi 1 pa3 Ha mo0y.

ITauienmu, aki maromoe uykpoasull diabem. Excno3umis tapanaginy (AUC) y xBopux Ha miabet Oyma
npubnu3Ho Ha 19 % HuKYe, Hik 3HaueHHS AUC y 3m0poBUX JOOPOBOJIBINB. LI pisHUIIS B €KCIIO3UIIil
He 1oTpebye perynoBaHHS HO3H.

KrinigHi XxapaKTepHCTHKH.
IToka3zanus.

Insa 0o3yeamHs 2,5 me, 10 me, 20 me. JIiKyBaHHS €PEKTUIIbHOL AUCHYHKII1 ¥ HOPOCTIAX
4yo1oBiKiB. [IpenapaT eheKTUBHU TPU HASBHOCTI CEKCYaJIbHOI CTUMYJISIIl.

[na 0o3ysanusA 5 me. JIikyBaHHSI epeKTUIBHOL OUCHYHKIIL y JOPOCIUX Y0I0BiKiB. [Ipemapar
epeKTUBHUY OIS NTIKyBaHHSA €PEKTUJIBHOI IUCHYHKIII IPU HaIBHOCTI CEKCyalbHOI CTUMYJISALII.

JIikyBaHHSI CUMIITOMIB 1OOPOSIKiCHOI rimepIinasii mepeamMixypoBoi 3a103u Y TOPOCIUX Y0JIOBIKiB.

[TiHam He TOKa3aHUU [JI 3aCTOCYBaHHS JKiHKaM.

IIpomunoka3aHHA.



[TigBuIeHa YyTNUBICTE [0 Taganadiny abo mo Oyab-IKOro iHIIOTO KOMIOHEHTA Ipemnapary.

Y xomi KmiHIYHUX OOCHiAXKeHb Tamasnadin BUSBUB BIAaCTUBICTh MOCUITIOBATY TilIOTEH3UBHUN €(PEKT
HiTpaTiB. BBaXKa€ThCH, 1110 1€ € HACITTKOM KOMOiHOBAaHOTO BILIMBY e(deKTiB HiTpaTiB Ta Tamanadiny
Ha IUIax okcup a30Ty/ul MO, Takum unHOM, Tafanadin IPOTUNIOKA3aHUY MallieHTaM, IKi
3aCTOCOBYIOTh OpraHiuHi HiTpaTu y Oymb-saKill miKapceKii Gopmi (muB. po3min «B3aemomisa 3 iHIIUMU
JiKapChKUMH 3aco0aMu Ta iHIIi BUAKM B3aEMOIiN»).

[linam He cif 3aCTOCOBYBATU YOJIOBIKaM i3 CepLIEeBUMHU 3aXBOPIOBAHHAMU, OJIS1 IKUX CEKCyaJlbHa
aKTHBHICTh € HeOaxkaHo10. JIlikapi MOBMHHI 3BaXKaTH Ha MOTEHIINHUM CEePIIeBUM PU3UK CEKCYallbHOI
AKTUBHOCTI [JIg MTALI€HTIB 13 CEpLIeBO-CYOUHHUMY 3aXBOPIOBaHHAMY B aHAMHe3l.

HuzkueBKa3aHi Ipynu NallieHTIB i3 ceplieBo-CyAMHHUME 3aXBOPIOBAHHSIMU He Oy BKIIIOUEHi y
KJIIHIYHI JOCIiIKEeHHs, TOMY 3aCTOCyBaHHA Tafanadiiy Ajis HUX NPOTUIIOKa3aHe:

- allieHTH 3 iHpapKTOM MioKappaa MpoTAroM ocTaHHixX 90 mHiB;
- MAIiEHTH 3 HecTabiIbHOIO CTEHOKAPAieo ab0o CTeHOKAPMHIE!0, 110 BUHUKAE IIif] YaC CTAaTEBUX aKTiB;

- IAILIEHTH i3 CepIIeBOI0 HEJOCTATHICTIO, 10 BigmoBifae Kiacy 2 abo Buille 3a Kiracudikaiieio Hoio-
HopKchKOIl acorriallii cepiisi, MpoTAroM OCTaHHIX 6 MiCAIIiB;

- IALiEHTH 3 HEKOHTPOIbOBAaHUMHU apPUTMIisSIMH, apTepianbHOo rinoTensieio (< 90/50 MM pT. cT.) abo
HEKOHTPOJILOBAHOIO TiIePTEeH3IE;

- TAl[i€HTH IIiCJIs IHCYIBTY, IO CTaBCS IIPOTATOM OCTAHHIX 6 MiCALIB.

[Tinan mpoTUNOKa3aHU MAIlieHTaM i3 BTPaTOI0 30PY OLHOTO OKa B Pe3yNbTaTi HeapTepiaibHOl
nepenHboi imemiynoi ontuyHol Herponartii (HAITIOH) He3amexkHO Bif TOTo, 4u OyII0 Ife OB’ I3aH0 3
nornepenHiM BIuBoM iHribiTopiBs ®JIE 5 (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

CynyTtHe 3acTocyBaHHS iHTi6iTOpiB ®IIE 5, y ToMy umcii Taganadiny, 3i ctTumynsTopaMu
ryaHinaTIUKIIa3y, TaKUMU K PiOLUTyaT, IPOTUIIOKAa3aHO, OCKIJIbKY MOTEHIIMHO L€ MOXKe IIPU3BECTU
[0 CUMIITOMaTHYHOI TimoTeH3il (IuB. po3min «B3aemomis 3 iHImuMu TiKapcbKUMM 3aco0aMu Ta iHImi
BUMM B3aEMOIN»).

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

HocmimKeHHS 000 B3aEMOiX 0ys10 MpoBefeHo s fo3yBanb 10 Mr Ta 20 Mr, faHi HagaHO HUXKYE.
CTOCOBHO [OCTigXKEeHb B3a€EMO{Iii, B IKWX 3aCTOCOBYBaIM TinbKYU Tamanadin y gosi 10 Mr, KimiHi4HO
3HA4yIla B3aEMOIis IPK 3aCTOCYBaHHi BUIIMX 103 HE MOXKe OyTH BUK/TIOUEHA.

Bnaue iHwux aikapcvkux 3acobie Ha madaaagia.
IH2ibimopu uumoxpomy CYP450.

Tapanadin metabomnizyerbcs mepeBaxkuo CYP3A4. CenektuHui inribitop CYP3A4 — KeTaKOHa30J1
(200 mr momeHHO) — 306ibIITy€ IOy Tin KpUBOIO «KOHIeHTpalis — 9ac» (AUC) tamanadiny (10
Mmr) y 2 pa3u ta C,,, Ha 15 % momo 3Hauenb AUC i C,,, omHOTO Tapanadiny. KeTokoHason
(400 Mr Ha moOy) 36inbIITye MIIONLTY Il KPUBOIO «KOHIEHTpallis — vyac» (AUC) Taganadiny
(20 mr) y 4 pasy, a C,,, — Ha 22 %. PuTtonasip, iaridirop mpoteas (200 Mr fgBidi Ha go0y), 110



inribye CYP3A4, CYP2C9, CYP2C19 ta CYP2D6, 30imbIIye MOy i KPUBOIO
«KOHLeHTpauis — 4ac» (AUC) taganadiny (20 mr) y 2 pa3u, He 3MiHow04H C, .. X04a
crernudiyHi B3aemofii He Oyau moCigXKeHi, iHMri iHribiTopu mpoTeasu, Taki SK CakBiHaBIp Ta
inmi inribitopu CYP3A4, Taki SK epUTPOMILIMH, KJTAPUTPOMIIINH, iTPaKOHA30JI Ta
rpeundpyToBuU CiK, CIIif Mpu3HadaTH 3 00€PEeXKHICTIO, OCKIMbKY OUiKYETHCS, IO MIPU
CyMiCHOMY 3aCTOCyBaHHI BOHU IigBUAIIYBAaTUMYTh KOHLEHTPALi0 Taganadiny y maa3Mi Kposi
(ouB. po3pin «Oco0GIMBOCTI 3aCTOCYBaHHA»). K HACIigOK, MOXKe IMigBUIIyBATUCI YacToTa
BUHUKHEHHS MOOIYHUX peakilii (quB. po3min «[1obiuHi peakIrii»).

TpaHcnopmepu.

BrnnuB TpaHCIOPTEPiB, HAIPHUKJIIAA P-TJIIiKOMPOTEiHiB, Ha pO3MOofin Taganadiny HeBigomui. Takum
YHUHOM, iCHY€ iMOBIpHICTh MEOUKAMEHTO3HOI B3a€MOJil, OTI0OCEPeIKOBaHOI iHTi0yBaHHIM
TPaHCIOPTEPiB.

Inoykmopu yumoxpomy CYP450.

Ingyktop CYP3A4 pudamninun 3uuxkye BenuunHy AUC tapanadiny Ha 88 % mopiBHSAHO 3i
3HaueHHIM AUC npu npuiiomi nuie Taganadiny (10 Mr). MoxHa OIPUIYCTUTH, II0 TaKe 3HUKEHHS
KOHILIEHTPAIlil Tpu3Befe 00 3HNKEeHHS e(eKTUBHOCTI Tafanadiny; CTyIiHb 3HUXKEHHS e(peKTUBHOCTI
HeBimomui. CymyTHE 3acToCcyBaHHS iHIMMX iHAyKTOpiB CYP3A4, Takux sk Gpenobapbitasn, dheHiTOIH Ta
kKapbaMasermiH, TaKoXK MOXkKe 3HMXKYBaTH KOHIIEHTpallilo Tafanadiny y miua3Mi Kposi.

Bnaue madanaginy Ha iHWI AiKapcyKi npenapamu.

Himpamu. Y xoni kniHiyHuX mociigxendb Taganadin (5 mr, 10 mr, 20 Mr) nposiBisiB BIaCTUBICTh
IIOCHUJIIOBATH TilOTeH3WBHI eeKTH HiTpaTiB. TaKuM YMHOM, 3aCTOCyBaHHA [liHany malieHTaMH, SKi
OTPUMYIOTE JTiKyBaHHSI OPTaHiYHUMU HiTpaTaMu y 6yab-sKik GopMmi, IPOTHUIIOKa3aHOo (IKUB. PO3MiN
«IIpoTunoka3aHHsa»). 3a pe3ynbTaTaMy KJIiIHIYHOTO AOCTIIXKEHHS 3 y4acTio 150 malfieHTiB, sKi
3acTocoByBanu Taganadin y mosi 20 Mr Ha goby npoTsaroMm 7 OHIB Ta HiTpormiuepuH y nosi 0,4 mMr
CyOmiHTBaIbHO (3 Pi3HUM YacoM MPUMOMY), I B3a€EMOIs TpuBaia OiiblI HiXK 24 TOOUHYU Ta He
BUSIBIIANIACH Micns 48 romuH miciis 3aCTOCYBaHHS OCTaHHBOL J03U Tafmanadiny. ToMy AKIIO A
nalieHTa, SKoMy npusHadeHo [linan y 6ymb-sikiit gosi (2,5-20 Mr), 3acTocyBaHHS HiTpaTiB €
MeIUYHOI0 HeOOXiTHICTIO TIpX 3arPO3/IMBOMY AJIS JKUTTS CTaHi, TO epel 3aCTOCyBaHHSIM IIperapariB
HITpaTiB Ma€ MUHYTHU He MeHIIIe HixK 48 roguH miciasg oCTaHHLOTO npuiiomy IliHamy. Y TakoMmy
BUITIQ[IKy 3aCTOCYBaHHS HiTPaTiB MOBUHHO BimOyBATHCS ITif THUIPHUM MEIUYHUM HaTJISIOM i3
HaJIe2KHUM MOHITOPMHIOM IreMOJUHaMIiuHUX ITIOKa3HUKIB.

AHmueinepmeH3usHi npenapamu (y momy uucai 610Kamopu Kaabuyiesux KaHais).

[Tig yac cymicHOTro IpU3HaYeHHS Taganadiny (y mo3yBaHHi 5 Mr 1 pa3 Ha moOy abo y BUTTISAI pa30Boil
mo3u 1mo 20 Mr) i3 6;10KaTOPOM (-agpPeHOPEIeNTOPiB HOKCa303uHOM (4-8 Mr Ha moby) crocTepiranocs
3HaYHe IIOCUJIEHHS TiMOTEH3UBHOTO eheKTy OCTaHHLOTO. Llelt edeKT TpuBae o 12 roguH i Moxe
IIPOSIBNIATUCS OKPEMUMU CUMIITOMaMHM, Y TOMY YHUCJIi ¥ BUTTIAAi 3ariaMopoueHHs. Taka KoMbiHallis
IpernapariB He pEKOMEHAYETLCS A0 3aCTOCYBaHHS (OUB. po3min «OcoOMMBOCTi 3aCTOCYBaHHS»).

Y xomi mocmimkeHb B3a€MO[Iii 3 y4acTi0 00MexkKeHOi KiTbKOCTi 3[I0pPOBUX BOJIOHTEPIB HE ITOBigOMIISIIIU
IIPO BUILleBKa3aHi e(peKTH IIPU CyMiCHOMY 3aCTOCyBaHHI 3 andy303uHoM abo Tamcyno3uHoM. Crif 3
00epexkHiCTIO IpM3HaYaTy Tafanadin namieHTaMm, siKi OTPUMYIOTh TiKyBaHHS OyOb-IKUMU
6;oKaTopaMu (-agpeHOpeLenTopiB, 0co6MuBO ocobaMm JIiTHLOTO BiKy. JIiKyBaHHS CHifl pO3MOYMHATH 3
MiHiMaJIbHOT'O JO3YBAHHS Ta IIOCTYIIOBO 30i/bIIyBaTH HO3Y.



Y xopmi mocmigKeHb KiniHivHOI (hapMaKoguHaMiKy BUBYAIM IOTEHINAN Tafanadiny mocumoBaT
rinOTeH3UBHI e(eKTH aHTUTINEPTEeH3UBHUX IIpenaparis. [locmigXyBaad OCHOBHI KJlacHu Ipelaparis:
6110KaTOPU KasblliEBUX KaHAJIiB (AMJIOAUIIIH), iHTi6ITOPY aHTiOTEH3WHIIEPETBOPIOBAILHOTO (DEePMEHTY
(enamampui), 6710KaTOPU P-agpeHOPEIENTOPIB (METOIPOJION), Tia3uHi AiypeTukyu (6eHmpodayasumn)
Ta 6710KaTOpu pellenTopiB aHrioTeH3uny II (pi3Hi TuNM Ta 003U, OKpeMo Ta B KoMOiHalii 3
Tia3UJHUMHU [iypeTuKaMu, OJI0KaTopaMHu KaJlbllieBUX KaHaJsliB, 67I0KaTopaMy B-agpeHOpelenTopiB
Ta/abo 610KaTopaMu a-agpeHopenenTtopiB). Tamanadin (v mosi 10 Mr, KpiM gociimkeHb B3aEMOMII 3
6110KaTOpaMu pelenTopiB aHTrioTeH3uHy Il Ta ammopuminy, me BuBYanu edpekt go3u 20 Mr) He
IIPOSIBIISIB 3HAUYIIOI B3aEMOIl i3 BUIle3a3HaYEHUMHU KJlacaMH JIiKapChKUX 3aco0iB. YV xomi iHmIoro
IOCTimKeHHs KiiHiyHOo1 papMaKooril fociKyBanu CyIyTHE 3aCTOCyBaHHS Tafanadiny (B mo3i 20
MT) 3 JeKinbKoMa Til0TeH3UBHUMY MpenapaTtaMu (00 YOTUPHOX). Y MAallieHTiB, SKi IpuiManu
IeKinmbKa aHTUTIePTEeH3UBHUX 3aC00iB, 3MiHM apTepiaTbHOr0 TUCKY 3ajieXKallu Bif PiBHS KOHTPOIIIO
apTepianbHOro TUCKY. TaKMM YMHOM, Y MAIiEHTIB 3 §OOPEe KOHTPOIHOBAHO TillePTeH3i€l0 3HUKEHHS
TUCKY 0yJI0 HE3HAYHHUM Ta BifIIOBifa/I0 TAKOMY y 3[I0POBUX BOJIOHTEPIB. ¥V MaIli€HTiB 3
HEKOHTPOJIbOBAHOIO TilepTeH3i€10 3HNKEHHS apTepialbHOr0 TUCKY 0yI10 GisbIMM, X04a y Oi/bIIocTi
IIalll€HTIB TaKe 3HUXKEHHS TUCKY He CYIIPOBOAXKYBaIOCS TIiTOTEH3UBHUMU CUMIITOMAMU. Y Ialli€HTIB,
SIKi OTPUMYIOTh CYITyTHIO TEPAIlil0 aHTUTiNepTeH3UBHUMH JIiKapChKUMHU 3ac00aMy, 3aCTOCYBaHHS
tamanadiny B ;o3i 20 Mr Moxke IPU3BOOUTHU [0 3HUXKEHHS apTEPiallbHOTO TUCKY, SIKe (KpiM BUIIAAKY
CYNyTHBOTO 3aCTOCYBaHHS i3 6/T0KaTOpaMH (-afipeHOPEeIeNTOPiB) 3arajoM € He3HAYHUM Ta KITiHIYHO
He3HaYylIMM. AHAJli3 JaHUX TPeThoi Pa3u KITiHIYHOT0 JOCTiIXKeHHs He BUSIBUB Pi3HUII y T00IiYHUX
peakiigx, 10 BUHUKAaIM Y MallieHTiB, AKi OTPUMYBaJH JIiKyBaHHS TaganadisioM i3 CcymyTHIM
3aCTOCYyBaHHSIM aHTUTINEPTEeH3UBHUX 3aco0iB Ta JIiKyBaHHA TiNbKY Tamanadinom. He3Baxkawouu Ha
11e, HeoOXiTHO HaflaBaTH BifTIOBiIHI peKOMeHallil 040 MOXK/IMBOT0 3HUKEHHS apTepiaTbHOT0 TUCKY
malieHTaM, ki JTiKyIThCS TiOTeH3UBHUMH JTiIKapChKUMM 3acobamu Ta [TiHamoM.

Pioyueyam.

Y Xopi DOKIiHIYHUX OOCTiNXKeHb OyB BUSABIEHUY agUTUBHUY TIOTEH3UBHUY e(DeKT IIPU CYIYTHHOMY
npuiiomi iHridiTopis ®IIE 5 3 piomuryaToM. Y xofi KNIiHIYHUX JOCTIAXKEHb 0YJI0 BUSBIIEHO, 110
pioruryar mocusnoe rinoteH3uBHy fito iHribitopis ®E 5. He 6yno moka3iB CIpUSTIMBOTO KITiHIYHOTO
edexTy niei kombiHauii y gocmimxkyBaHii nomnynsiil. CyyTHE 3aCTOCYBaHHS PiOIUTyaTy 3
inribitopamu ®JIE 5, y Tomy yucsi TaganadinoM, mpoTunokasaHo (OuB. po3min «I[IpoTunoka3aHHI»).

IH2ibimopu 5-a-pedykmasu.

Y xopi KTiHIYHOTO AOCiXKEHHS, B SKOMY ITOPiBHIOBAJIOCSA CyMiCHe 3aCTOCYBaHHS Tamasnadiny y mosi 5
Mr Ta (iHacTepuny y mo3i 5 Mr i3 mpuiiomoMm 1mtane6o Ta ¢piHacTepuany y mosi 5 Mr anis yCyHeHHS
CHUMIITOMIB HOOPOSKicHOI rimeprasii mepegMixypoBoi 3an03u, He OyJI0 BUSBIEHO KOIHUX HOBUX
mobiuHuX peakiliit. [IpoTe, OCKINbKY JOCTiAXKEeHHS B3a€MOZil TiKapChKUX 3aC00iB 3 METOIO OLIHKU
edekTiB Taganadiny Ta iHribiTopiB 5-a-penyKTa3u He MPOBOOUIIM, CIIil 3 00€PEXHICTIO TPU3HAYATH
taganadin nmamieHTaM, Ki OTPUMYIOTh JTiKyBaHHS iHTi6iTOpaMu 5-a-pemyKTasy.

CYP1A2 cy6cmpamu (Hanpukaad meoginin).

Y xomi mocmipkeHHS KiiHigHOI papmakosoril npu npuiioMi Tapanadiny (B go3i 10 mMr) 3 TeodininoM
(HecenmexTUBHUM iHTiGiTOpOM (hocdomiecTepasn) He CIOCTEPIranocs HisKol (papMaKOKiHETUYHOL
B3aeMofiii. EquHuM apMakoguHaMiuHUM eeKToM Oy10 He3HaYHe MiABUILEHHS CEPLIEBOTO PUTMY
(3,5 yn/xB). HeoOximHO BpaxoByBaTH MOXKJIMBICTh BUHUKHEHHS 1ILOTO e(eKTy IIPU CyMiCHOMY
3aCTOCyBaHHI Taganadiny Ta TeodiniHy, He3BaXKal4y Ha Te, 1[0 BiH € He3HaYHUM Ta HE Ma€
KJTiHiYHOl 3HAYyIIOCTi.

EmuHinecmpadion ma mepbymadniH.



Tapanadin nigBuinyBas 0i0gOCTYIIHICTh TIEPOpPabHUX JTiKapChKUX (POpM 3 eTUHiNecTpagionoM. Take
36inbIIeHHsT 6i0IOCTYITHOCTI MOXKHa OYiKyBaTH IPU CYyMiCHOMY 3aCTOCYBaHHi 3 TepOyTaniHOM
(mepopaibHO), X04a KJIiHiYHI HAacmigky 1miel KomOiHarii HeBigoMi.

AKo201b.

Ankorons (cepefHsl MakKcuMalbHa KoHIleHTpalis 0,08 %) He BIIuBaB Ha CyIyTHE 3aCTOCYyBaHHS
taganadiny (B gosi 10 abo 20 mr). Takox He criocTepiranocs 3MiH KOHI[eHTpalil Taganadiny
IPOTATOM HACTYIHUX 3 TOAUH IiCJIS OMHOYACHOIO IIPUKXOMY aJIKOTOJII0 3 TafanadinoM. AIKOronb
3aCTOCOBYBa/IM TAaKUM YMHOM, 11100 JOCATHYTH MaKCUMaJIbHOTO PiBHS abcopOiii ankorosio (mpuiiom
HaTIIe TicJIs HiYHOTO roJIofyBaHHS Ta 6e3 MpUioMy 1XKi IPOTSIroM 2 TOAWH IiCIIs 3aCTOCYBaHHS
ankoromo). [Tpuiiom Taganadiny (B §o3i 20 Mr) He IPU3BOAKB OO0 CTAaTHUCTUYHO 3HAUYIOT0 3HUKEHHS
CeperHixX 3HaYeHb apTepiallbHOr0 TUCKY Ha TJIi mpuiiomy ankorosro (0,7 r/kr abo mpubnausuo 180 mn
40 % ankoroJo (TOpiNKx) 90JI0BiKOM 3 Macoro Tina 80 KT), IpoTe Y AeIKUX NallieHTiB CIOCTepiranocs
IIOCTypajibHe 3allaMOpPOY€eHH i OpToCcTaTUu4Ha rinoteH3isd. [Ipuitom Taganadiny Ha T/Ii HUXKYUX 003
ankorosmio (0,6 T/Kr) He CIPUYMHSB TiIOTEH3il0, @ 3allaMOPOYEHHS CIIOCTEPIramocs 3 Ti€ XK
YacTOTOI0, 110 i MpU NMPUIOMi TiJIbKM aJIKOT0J1i0. BIIIMB akorosiio Ha mi3HaBasbHi QyHKIIII He
IIOCHUJTIOBABCS IIPU CYIyTHBOMY 3aCTOCyBaHHI Taganadiny (B §o3i 10 mr).

Jlikapcuvki 3acobu, wo memaboaizyromucs 3 yuacmio yumoxpomy P450.

He ouikyeThcs, 1m0 Taganadin cupuynHaTIME KITiHIYHO 3Hauyllle iHri0yBaHHS a00 iHOyKyBaHHS
KJTipeHCYy JIiKapCchbKux 3aco0iB, 1m0 MeTabomi3yioTecs i3oopmamu CYP450. V xomi KTiHigHUX
mociigKeHb 0y10 moBefeHo, 1o Taganadin He iuridye i He ingykye i3odbopmu CYPA50, y T. 4.
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 ta CYP2C19.

CYP2C9 cybcmpamu (Hanpukaad R-eappapuH).

Tapamadin (y go3i 10 mr Ta 20 Mr) He MaB KJTiHiYHO 3HauyIoro epekTy Ha ekcmo3utito (AUC)
S-Bapdapuny abo R-Bapdapuny (CYP2C9 cyOcTpaTH), a TAKOXK He MaB BIIMBY Ha MPOTPOMOiHOBHUI
yac, iHgyKoBaHuY BaphapruHOM.

AcnipuH.

Tapamadin (y go3si 10 Mr Ta 20 Mr) He MOTeHIIi0BaB 30iIbIIIEHHS YaCy KPOBOTEYi, CIIPUYHUHEHOI
aIleTUJICAIIUIIOBOIO KHUCIOTOIO.

ITpomuodiabemuyHi aikapcwvKi 3acobu.

Crnenudiuaux mociigkeHb B3aeMofil Taganadiny 3 npotuaiabeTHUHUME JTiKapChKUMU 3acobaMu He
IIPOBOAUII.

Oco06.1ueocmi 3acmocye8aHHs1.
ITeped nouamkom nikysaHHsA npenapamom IliHan.

[Tepern 3acToCcyBaHHSIM IIpenapary JiKapio CHif 3i0paTh MefUYHUIN aHaMHe3 i TPOBECTU 00CTEXKEHHS
(bi3uYHOrO CTaHy IallieHTa, BUSHAYUTHU MIOTEHIIiHI EePIIONPUYNHY ePeKTUIbHOL AUChYHKIII i
noOposiKicHOI rinmepinasii mepeaMixypoBoi 3a103u Ta MPU3HAYKUTH BilITOBIIHUYM KypC TiKyBaHHS.

[Tepen moyaTkoM Oymb-sIKOTO JIIKyBaHHS €PEKTUIIbHOI AUCGhYHKIII JTikapi MOBMHHI 3BaXKaTH Ha CTaH



CepIIEBO-CYAUHHOI CUCTEMM CBOIX ITAIiEHTIB, OCKiNIbKY iCHY€E IEBHUM CTYIIiHb CEPLIEBOTO PU3UKY,
acolliiioBaHUM i3 CEKCyalbHOI aKTHUBHICTIO. Taganadin Mae CynMHOPO3MIKNPIOBaIbHUM e(PEKT, 110
MOXKe IIPU3BOJUTH 10 HE3HAYHOTO Ta TPAH3UTOPHOTO 3HUKEHHS apTepialbHOTO TUCKY (IUB. PO3MiN
«PapMaKoIoTiuHi B1aCTUBOCTI») Ta MOTEHIiI0BaHHS TilIOTEeH3UBHOT0 e(PEeKTy HiTpaTiB (IUB. PO3Min
«IIpoTUIOKa3aHHS»).

[Tepen moyaTKOM Teparii Taganadinom cuMnToMiB foOPOSKiCHOI rineprnasii mepegMixypoBoi 3ai103u
HeoOxiTHO 00CTeXKUTH MallieHTa IJIs BUKITIOYEeHHS MOXKJIMBOI KapIIMHOMY IIepeIMiXypoBol 3a1031 Ta
PETEINbHO OIIIHUTH CTaH CePIeBO-CYIUHHOI CUCTeMHU (OUB. pO3Tin «[TpOTUTIOKA3aHHS»).

OuiHKa epeKTunabHOI qUCYHKIIII MOBHHHA BK/II0UATH BU3HAYEHHS MOTEHIIMHOI IEePIIONPUYNHHY Ta il
HaJleKHe JIiKyBaHHS IiCIs BigmoBigHOTO MeguyHoro oocrexeHnHs. HeBinomo, uu € epeKTHUBHUM
Tafgasadin A nalieHTiB, SKi IepeHecIy omepallilo Ha Ta30BUX KicTKax abo paguKaabHYy
IIPOCTATEeKTOMiI0 6e3 36epekeHHsT HEPBIB.

Cepueso-cyouHHa cucmemd.

Y nmocTMapKeTHHTOBUY Iepiofl Ta/abo0 y XoOi KIiHIYHKUX MOCTigXKEeHb ITOBITOMJISIIN IIPO CePHO3Hi
siBHUIIA 3 O0KY CepleBO-CYOUHHOI CUCTEMHU, B TOMY YMCIIi PO iHGAPKT MioKapaa, panToBY CepLeBy
CMepTh, HeCcTabibHy CTEHOKAPilo, IITYHOUYKOBY apUTMil0, TOPYIIIEHHS MO3KOBOTO KPOBOOOITY,
TPAH3UTOPHY illIeMiuyHy aTaky, 6isb ¥ TPyOsax, IPUCKOPeHe cepleOUTTs Ta TaxXikapAito. BinmbImicTs
NAlli€HTIB, V AKUX CIIOCTepiranucs Taki nobiyHi peakuii, Manu GakTopu pU3UKy 3 00Ky CepiieBo-
CYOWHHOI CUCTeMH B aHaMHe3i. Y Toii XKe Jac Hapa3i HEMOXKJIMBO TOUHO BCTaHOBUTH, YU BUIleBKa3aHi
sIBUIIIA TI0B’sI3aHi 3 paKTOpaMu PU3UKY, 3aCTOCYBaHHSIM Tafanadiny, ceKCyalbHOI aKTHBHICTIO
nanieHTiB abo 3 KoMOiHalieo IUX YK iHImuX GaKkTopiB.

Y mairieHTiB, SKi OTPUMYIOTh CYyIyTHE TiKYBaHHS aHTUTIIEePTeH3UBHUMHU 3acobaMu, Tamanadin Moxe
IIOCUJIUTU 3HUXKEHHS apTepiaibHOr0o TUCKY. fAKIIO po3moyaTo U0feHHY Tepartlito [linamnoM, cning
PO3TIIIHYTH KITiHIYHY HE0OXigHiCTh migbopy M03u aHTHUTiNEePTEH3UBHOI Tepalrii.

Heo0bxigHo 3 o0epexHicTio mpu3HavaTy [liHam naiieHTaM, SKi IpUUMAalOTh O,-0710KaTOPH, TOMY IIO Y
IesKuX IMallieHTiB OMHOYACHUM IPUWOM LIUX IIPerapaTiB MOXKe MPU3BECTU OO0 CUMITOMATAYHOI
rimoTeHsil (muB. po3min «B3aemopis 3 iHIMUMHU NTiKapCbKUMU 3aco0aMu Ta iHII BUOM B3aeEMOfiit»). He
PEKOMEeHOY€eThCsI KOMOiHOBaHe 3aCTOCYBaHHS Tafmanadiny Ta JOKCa303uHY.

OpeaHu 30py.

[ToBimOMIIANIM IIPO BUMIAAKY IIOTIPIIEHHS 30PYy, B TOMY YMCJIL IPO LIEHTPaJIbHy CEePO3Hy
xopiopetunomnartito (LICXPII), Ta Bullafku HeapTepiaJbHOI IepPEefHbOI ieMigYHOI ONTUYHOl HeUponaril
(HATIIOH) nip yac 3acTocyBaHHs Tafanadiny Ta inummx inriditopis ®IE 5. Binbuiicts Bunapgkis
[ICXPII cnoHTaHHO 3HUKAIN MiCs NIPUNUHEHHS NpUioMy Taganadiny. AHami3 JaHUX
oOcepBalliitHuX OOCTioXKeHb I0Ka3aB MiIBUIeHHS pU3UKy po3BUTKY roctpoi HAITIOH y
YOJIOBIKiB 3 €PEKTUIILHOI0 AUCQYHKIII€IO MTiCa 3aCTOCYBaHHS Tafanadiny abo iHmmx
inri6iTopis ®IIE 5. OCKinbKu migBUIIIEeHHS TAKOT0 PU3UKY MOXKJIMBE Y BCiX MAIli€HTIB, SKi
3aCTOCOBYIOTH Tafasnadin, JiKap MOBHHEH IIONePEeOuTH MallieHTa MPo HeoOXigHiCTh
HeraHOTO MPUIIMHEHHS 3aCTOCYBaHHSA Tafasadiny Ta 3BepHEHHS 3a MEOUYHOI0 AOIIOMOT 00
y pa3i panToBoro medeKTy 30py, MOTipIIeHHs TOCTPOTH 30PY Ta/abo CIIOTBOPEHHS 30PY (OUB.
po3gin «IIpoTunoka3aHHI»).

ITozipweHnHs abo panmoea empama cayxy.

[ToBimoMISANK TIPO BUIIAAKM PAINlTOBOI BTPATH CIIYXY IIiC/s 3aCTOCyBaHHA Taganadiny. He3anexHo Bif



Toro, 4 Oynu HasgBHI iHII akTOpU pU3UKY (Taki K BiK, HasSBHICTH AiabeTy, rinepTeHsii Ta BUMlafiKu
BTPaTH CIIyXy B aHaMHe3i), MallieHTiB MOTPiOHO MOMepeuTH PO HEOOXiAHICTh MPUITUHEHHS
3aCTOCyBaHHA Tafanadiny Ta 3BepHEHHS 3a MeJUYHOI0 AOIIOMOI0O Y Pa3i panToBOr0 NOTipIIeHHS
abo BTpaTH CIyXy.

Hupkosa ma neuiHkoga HedocmamHicmbu.

[MlomeHHe 3acToCyBaHHA npenaparty [liHam He PEKOMEHAYETHCA IMallieHTaM i3 CepUO3HUMU
HUPKOBUMM IIOPYIIEHHSIME Y 3B’3KY 3 mifBuileHow ekcrnoautieio (AUC) Taganadiny, obmMexxeHuM
KJTIHIYHUM I0CBigoM Ta c1a0KoI0 3[MaTHICTIO BIJIMBATH Ha MOT0 KJIiPEHC 3a I0IIOMOT010 iasi3y.

KniniuHi maHi npo npu3HadyeHHS Taganadiny Ajd MogeHHOT0 3aCTOCYBaHHS MallieHTaM i3 TIXKKUMHI
nopyieHHaMu GyHKII mevinku (knac C 3a mkanoio Yainma-I1'10) oOMexkeHi.

3acTocyBaHHA IIpenapaTy IMOAEHHO K AJIS JTIKyBaHHSA epeKTUIbHOl AUCHYHKIIL, TakK i JjId JiKyBaHHS
noOposKicHOI rinepIinasii mepegMixypoBoi 3a71031 He OIIiHIOBa/IM Y TAIli€HTIB i3 MeYiHKOBOIO
HepnocTaTHICTIO. [lepur HiX nmpu3Hauuntu [liHar, Tikap NOBUHEH PETEJILHO OLIHUTHY iHAUBIAyaIbHI
IepeBaru/pu3mK Teparii.

IIpianiam ma aHamomivyHa degopmauiss cmameso20 4aeHd.

fKI0 y malieHTa BUHUKAE epeKlis, o TpuBae 4 roguau abo 6inbire, oMy HeoOXiIHO HeTalHo
3BEpPTATUCS 3a MEIUYHOI0 IOTIOMOT0I0. fKINo He Oyne MpoBedeHo HeralHe JIiKyBaHHS MIpiami3my, 1e
MO2Ke MTPU3BECTH OO0 YIIKOXKEHHS TKaHWH CTaTEeBOT0 UJieHa Ta [OBrOTPHBaOl BTPATH IOTEHIIl.

Heo0OxigHo 3 o6epexkHicTIO Mpu3HayaTH [TiHamn nmarieHTaM 3 aHaTOMiYHEMHU fedhopMallisiMu CTaTeBOTO
YyreHa (TaKUMU SIK KyTOBe BUKPUBIIEHHS, KaBepHO3HUY (idpo3 abo xBopoba Ileliponi) abo mailieHTaMm,
SKi MalOTh CTaHY, 110 MOXKYTb CIIPUSTH Ipiami3My (Taki K CepHonofiOHOKIIITUHHA aHeMis, Mi€JIOMHa
XBopo0a 4y JiefKeMmis).

Cynymue 3acmocyeaHHs 3 iHeibimopamu CYP3A4.

Heo0OxigHo 3 o0epexkHicTio mpu3HavaTH [liHan nariesTaM, sKi BxkuBawTh inridiTopu CYP3A4
(puToHaBip, CakBiHaBip, KETOKOHA30JI, iTPAKOHA30J1, EPUTPOMIIIMH), OCKIIbKY IIPU CYMiCHOMY
3aCTOCYBaHHI i3 TamanadimoM crocTepiraetbes 30inblieHHS eKcno3utlii Taganadiny (AUC)
(muB. po3min «B3aeMopmis 3 iHIMUMY JTiIKapChKUMHK 3aC00aM¥ Ta iHIINI BUOM B3aEMOIii»).

CynymHe 3acmocy8aHHs 3 IHWUMU AIKapCbKuMU 3acobamu 045 AiKY8AHHA epeKmuabHOi OUCHYHKU(I.

Besneky Ta eekTUBHICTh 3acToCyBaHHS Tafganadiny B komOinarii 3 inmumu inribitopamu ®IE 5 abo
iHmuMu 3acobamu OISl TiKyBaHHS €PEeKTUNIbHOI OUCGhYHKII He JOCTiAXKyBaiu, ToMy Heo0XifIHO
iHdopMyBaTH TAalli€HTIB IIPO Te, 10 He Cif mpuiiMaTu [liHan y mogiOHMX KoMOiHaIigX.

Hampiti

Lle#t mikapcbkui 3aci6 MicTUTh MeHIe 1 MMOJb HATpito (23 MT)/mo3y, TOOTO TPAKTUYHO BiIbHUM Bif
HaTpilo.

Jlakmoasa.



[TpemapaTt MiCTHUTh JIAKTO3W MOHOTIApPAT, TOMY IAIli€HTAM 3 PiIKiCHUME CIIafKOBUME (OpPMaMu
HENepPeHOCHMOCTI TalakKTO3H, HeIOCTATHICTIO TaKTa3u a60 CHHAPOMOM TJTF0K030-TaJlaKTO3HO1
MasibabcopO1iii He cITig 3aCTOCOBYBATH ITpermapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
[liHan He TOKa3aHUY [JId 3aCTOCYBaHHS XKiHKaM.

BaeimHicmy. [laHi gocigKeHsb 00 3aCTOCYBaHHS Tafanadiny BariTHUM KiHKaM 00MeXKeHi.
HocnifKeHHS Ha TBApHHAX He BUSBUIM NMPSIMOT0o ab0 HEMPSIMOTo IIKiJIMBOTO BIJIMBY Ha BaTiTHICTS,
PO3BUTOK eMOpioHa abo moma, POOY Ta MOCTHATAIBHUN PO3BUTOK. K 3amo0ixkHUM 3axim, 6akaHO
YHUKaTH 3aCTOCyBaHHA [liHamy y nepiof BariTHOCTI.

T'ooysanHs epyddrw. HasiBHI (hapMaKomMHaMiuHi/TOKCUKOJIOTiYHI JaHi CTOCOBHO TBapHH
CBifuaTh IPO €KCKPeLio Taganadiay y MOJIOKO. PU3HK /11 HEMOBIATH Ha TPYAHOMY
rOAyBaHHI He CIif BUKIII0YaTH. [liHam He CIif 3aCTOCOBYBaTHU Yy Iepiof rofyBaHHS TPYLLIO.

®epmuavHicmb. EdekTH, 110 MOXKYTh BKa3yBaTH Ha NOTiplIeHHS GepPTUIbHOCTI, BiI3HAYAIUCT Y
cobak. Y xofi IBOX KIiHIYHUX AOCTiAXKeHb 0yJI0 BCTAHOBJIEHO, IO TaKWil e(eKT He 0UiKYEThCS y
JIIOOeH, Xo4a B OKPEMUX YOJIOBIKiB CIIOCTepiramocs 3HUXKEHHS KOHIIEHTpallil cCliepMu (OUB. PO3Mil
«®apMaKoI0riyHi BJIaCTUBOCTI»).

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Bnnus Taganadiny Ha 37aTHICTH KepyBaTH MallliHaMM Ta MeXaHi3MaMUy He3HauyHUU. X0o4a 4acToTa
TIOBiOMJIEHD IIPO SBUILA 3allaMOPOYEHHS Y XOAi KITiHIYHUX OOCTiZKeHb i3 3aCTOCyBaHHAM IJ1auebo
Ta y XOMi KJTiIHIYHUX [OCTiXKeHb i3 3aCTOCYBaHHAM Tafasnadiny 6yna nomgiOHa, mamieHTH TOBUHHI
3HATH, SIK BIIJIUBA€E Ha HUX [liHall, mepiI HiXK KepyBaTU aBTOTPAHCIIOPTOM abo IpalfoBaTH 3 iHIIUMU
MexXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.
[7151 mepopanbHOTr0 3aCTOCYBaHHS.
EpexmusvHa ducpyHKuisa y dopocaux 40108iKis.

PekoMeHpoBaHa no3a cTaHOBUTEL 10 Mr mepen nependaydyBaHO0 CEKCYalbHOI0 aKTUBHICTIO,
He3aJIekHOo Bifg npuiiomy ixi. [TanienTtaM, y sskux [linan y go3i 10 Mr He CIpUYUHSIE afleKBaTHOTO
edekTy, MOXKHa 3aCTOCOByBaTHU 003y 20 MTr.

[IpenapaT MoxxHa npuiiMaTy 3a 30 XBUJIUH Iepef] CEKCyalbHOK aKTHUBHICTIO.
MakcuMasnbHa PeKOMEHI0BaHa YacToTa npuitoMmy — 1 pa3 Ha mo0y.

[Minan y mo3i 10 Mr ta 20 Mr mpu3HadeHui I 3aCTOCYBaHHA Iepe[ epentadyBaHO0 CEKCYyaIbHOIO
AKTUBHICTIO Ta HE PEKOMEHIOBaHUM IJIs IIOEHHOI'0 3aCTOCYBaHHS.



fAxmo nepenbadaeTbcs YacTe 3acTocyBaHHA [liHany (IpuHaWMHI [Bidi Ha TUKOEHb), PEKUM
IIIOIEHHOT'0 3aCTOCYBaHHS OibIll HU3bKUX 103 [liHamy mMoxke OyTu OiybIl OOIINTBHUM, BUXOASYH 3
BHUOOPY MallieHTa Ta pileHHs ikaps. I TaKuX MallieHTiB peKOMeHO0BaHa 03a CTAHOBUTH

5 Mr/go0y npu6nIu3HO B OMHAKOBUM 4ac. [[03y MOXKHa 3MEHIIyBaTH H0 2,5 MI/moby, BUXOOSYH 3
iHouBimyanbHOI TOJIEPaHTHOCTI. [JOLiNbHICTh TPHUBAJIOTO IIOIEHHOTO 3aCTOCYBaHHS CJIifl TepioguyHO
IIEPEOLIiHIOBATH.

IlobposiKicHa 2inepnaasis nepedmixyposoi 3an103u y 00POCAUX Y0108iKi8.

II7s IOomeHHOT0 3aCTOCYBaHHS PeKOMEHJ0BaHa [103a CTaHOBUTH 5 MTr/mo0y mpubIu3HO B OOUH i TOM
caMui 4ac, He3aJlexKHO Biff mpurioMy ixi. 17151 iKyBaHHS TOPOCTIKX YOJIOBIKiB 3 €peKTUIIHHOIO
IUCYHKIIEI0 Ta CUMITOMaMu JOOPOSIKICHOI rinepiiasil mepeMixypoBol 3a/1031 peKOMeHI0BaHa
Io3a [AJis IMOJEeHHOT0 3aCTOCYBAHHS CTAHOBUTH 5 Mr/mo6y mpubIM3HO B ONMH i ToM camuii yac. [Iis
TALiEHTIB 3 HEIIEPEHOCUMICTIO Tafanadiny y mo3si 5 Mr/mo0y npu nikyBaHHI 0oOposKicHOI rinepmia3sil
IIepeIMiXypoBOl 3aJI03H CJIiJ PO3TNISHYTH 3aCTOCYBaHHA albTePHATUBHOL Tepallil, 3 oIy Ha Te, 0
eekTuBHICTh Tamanadiny y mo3i 2,5 Mr/no0y mis nmikyBaHHS H0OpPOsIKiCHOI Tinepmasii
IepeMixypoBol 3a71031 He OIiHI0BajIach.

Ocobaugi nonyaauii nauieHmis.
Yos08iKu nimHb020 8iky. Kopekilisi 4o3u He OTpidHA.

Yos08iKu, siKki Maroms HUPKo8y HedocmamHicme. Kopek1ist §o3u He TOTpiOHA OJIs MAIliEHTIB i3
JIETKOIO Ta ITOMIPHOI HUPKOBOIO HEOOCTATHICTIO. [I/1s MAlli€HTIB i3 TA2KKOI0 HUPKOBOIO
HEeJOCTaTHICTIO MaKCMMaJibHa peKOMeHI0BaHa f03a CTaHoBUTh 10 Mr (mpuiiom [liHany 3a motpebu).
[IomenHe 3acTtocyBanHd [liHamy y B 1o3i 2,5 Mr abo 5 M He peKOMEH0BaHO IJ1s1 JIiKyBaHHS
TALiEHTIB i3 TSIKKOI0 HUPKOBOIO HEJOCTATHICTIO Ta JOOPOSKiCHOIO TinepIia3ieio nepeaMixypoBoi
3a7103u a00 epeKTUIbHOI0 OUChHYHKIIIE (IUB. po3minu «OcoONMMBOCTI 3aCTOCYBAHHSI» Ta
«®apMaKOIOTiYHi BIaCTUBOCTI»).

Yos08iKu, IKI MarOMb Ne4iHKo8Yy HeAOCMAamHiCmb.

Ilns mikyBaHHSI €peKTUNIbHOI AUChYHKIII peKoMeHioBaHa fo3a [linany craHoBuTh 10 MT epen
nepen0avyyBaHOIO CEKCyabHOI0 aKTUBHICTIO i He 3a7eKUTh Bif nmpuitoMy ixi (mpuitoMm [linamy y pasi
notpebu). Kniniuni mani mopo 6e3neky 3acTocyBaHHs Tafanadiny maiieHTaM i3 TSXKKOIO Te4iHKOBOIO
HegocTaTHiCTIO (Knac C 3a mkanoo Yalnma-I1'10) oOMexeHi; y pa3i mpu3HadueHHd JTiKap IOBUHEH
yBazKHO OIIIHUTH iHAMBiAyasnbHi IepeBaru/pu3uky. HemMae gaHuUX 1010 3aCTOCYBaHHS Tafganadiny B
no3i Buime 10 Mr maifieHTaM i3 meyiHKOBOIO HefocTaTHiCTIO. [llogeHHe 3acToCyBaHHSA Tamanadiny sk
IJIs TiKyBaHHS MAIiEHTIB i3 HOOPOSKiCHOO Trinmepriasieio mepeaMixypoBol 3a103H1, TakK i 3
€PEeKTUJIbHOIO TUCPYHKIII€I0 He OI[iHIOBAJIU y MAlli€HTIB i3 MOIIKOIXKEHHSIMY [IeYiHKH, TOMY JTiKap
TIOBUHEH PeTeJIbHO OI[iHUTH iHAUBiAyasbHi TepeBaru/pu3nky Takoi Teparil (quB. po3minu
«Ocob6nuBOCTi 3acTOCyBaHHS» Ta «PapMaKOJIOTiuHi BIaCTHBOCTI»).

Yoosiku, siki maroms yykposutl diabem. Kopexkirist mo3u He MOTPiOHA.

Oco6nuBi 3acTepekeHHs IPYU YTUITi3allii.

HeBukopucTtanui npemnapaT abo BiTXomu CIIif yTUIi3yBaTH BifIIOBIIHO N0 HiF0UMX HOPMATHUBHUX
BUMOT.

Himu.



HeMmae maHuX 11070 3aCTOCYBaHHA Tafganadiny AiTaM Ois TiKyBaHHS €peKTUIIbHOI AUCHYHKIIL.

Ilepedo3yeanHs.

Cumnmomu. ITpu 0ogHOPA30BOMY 3aCTOCYBaHHi 3MOPOBUMU NOOPOBONBLISIMY Tamanadiny B mo3i mo 500
Mr i mpu 6araTopa3oBoMY 3acTOCyBaHHi Taganadiny nauientamu go 100 mMr Ha moOy HebOaxaHi
eekTu Oynu aHANOTiYHI THM, 110 CIIOCTEPIraaucs Py 3aCTOCYBaHHI MEHIINX 103 IIpenapary.

JlikyeaHHA. ¥ pasi nepeno3yBaHHs, SKII0 Tpeba, CHIifl 3aCTOCOBYBaTH CTaHOAPTHY CUMITOMATUYHY
Teparito. Ha eniminanio Taganadiny remopianis BIjauBaB HEiCTOTHO.

ITo6iuni peakuii.
Pe3stome npoginio 6esnexu aikapcbkoz0 3acoby.

Heb6axanumu epekTaMu, PO SIKi IOBIAOMJISANIY HalvacTille Py TiKyBaHHI epPeKTUIIbHOI OUCHYHKITIT
abo moOposKicHOI rimepriasii mepeaMixypoBoi 3am03u, 0yu royioBHUM 0inb, gucrencis, 6inb y CIuHi,
Miasnris, 4acToTa BUHMKHEHHS SKUX 3pocTasa 3i 36inmbeHHsIM no3u Tafanadiny. [To6iuHi peakirii
Oy KOPOTKOTPUBAIMMHU, 3aTrajloM Biff TIETKUX A0 MOMipHUX. BiNIbIIiCTh BUIQMIKiB ITOSBU TOJIOBHOTO
600 IpU IOeHHOMY IpUoMi Tafanadiny crnocTepirasacs IpoTATrOM IepIInX

10-30 mi6 micns mo4aTKy JIiKyBaHHS.
Tabauy4Hi OaHi nobiuHUX peakuill.

HuxuyeHaBeneHa TaONHI MICTUTH aHi CTOCOBHO IMOOIYHUX peakIiii 3i CIOHTaHHUX IOBiIOMIIEHb Ta
n1a1e00-KOHTPOJIbOBAHUX KITIHIYHUX [OCHIXKeHb (BK/I0o4anu B 1inomy 8022 mailieHTiB, SKi
oTpuMyBau Taganadin, ta 4422 nauieHTH, sIKi OTpUMyBau Manebo) i3 3acTocyBaHHS Taganadiny
3a moTpe00oIo Ta IIOAEHHOT0 3aCTOCYBaHHS IS JTiKyBaHHS €PEeKTUIIbHOI OUCHYHKIII i III0IeHHOT0
3aCTOCYBaHHS M7 JTiKyBaHHS HOOPOSIKiCHOI rinepriasii mepenMixypoBoi 3aj1034.

Iyxe gacto (= 1/10), gacto (= 1/100 Ta < 1/10), Hewacto (= 1/1000 ta < 1/100), pigko (=
1/10000 Ta < 1/1000), myxe pigko (< 1/10000), yacToTa HeBigoMa (YacToTa He MOXe OyTH
BCTAQHOBJIEHA, BUXOOSYY 3 HASIBHUX JaHUX).

Iyxe JacTo HeuacTto Pinko Hesigomo
JaCTO (= 1/100 go >1/10)|(= 1/1000 mo 1/100) |(= 1/10000 mo 1/1000)
(= 1/10)

3 00Ky iMyHHOI CUCTEMU

Peaxkirii AHTIOHEBPOTUYHUI
rinepuyTIMBOCTI HaOpSIK’

3 00Ky HEPBOBOI CUCTEMMU




[onoBHUM 6inb 3anamMopo4YeHHS

[TopyIieHHsS MO3KOBOTO
KPOBOOGIry' (BKIIIOYAKUM
reMopariyHi SBUIla),
BTpaTa CBiTOMOCTI,
TPaH3WTOPHA ileMidyHa
aTaka', MirpeHs’, CynoMu’,
TPaH3UTOPHA aMHe3is

3 00Ky opraHiB 30py

Heuitkuu 3ip,
BimuyTTs 60JTI0 B 04Yax

[edekTu momsg 30py,
HaOpSK MOBIK,
KOH'IOHKTUBaJIbHA
rinepeMis, HeapTepianbHa
[epefHs ONTUYHA
imeMiyHa HeWponaTis
(HATIIOH)?, okmio3ist BeH
ciTkiBKE

LleHTpanbHa
Cepo3Ha
XOPiOpEeTUHOIATIsA

3 60Ky opraHiB CIyXy Ta piBHOBaru

[M3BiH y Byxax

[PanToBa BTpaTa ciyxy

3 60Ky ceps’

Taxikapmis, [HbapKT MioKapaa,
IPHUCKOpPEHE HecTalinbHA
cepre6uTTS CTeHOKapfis’,
ITYHOYKOBA apUTMisd’
3 00Ky CyOuH
[IpunmuBu linorensis’,
rinepTeH3sis

3 60Ky pecmipaTOpHOI CUCTEMU

3akmafeHicTh Hoca |[luCIIHOEe, HOCOBa

KpPOBOTEYa
3 00Ky IITYHKOBO-KHUIITKOBOT'O TPAKTY
Tucmerncis OmoMiHANLHUE OiNlb,

011t0BaHHS, HYJOTa,

pedIoKC

ractpoe3odareanb-Hul

3 OOKY IIKipH Ta MiAMKipHUX TKAaHUH

Bucunanusa

Kponus’'ssHKa, CHHIPOM
CriBerca-IkoHCOHA®,
eKchomiaTUBHUM
mepMaTuT’, rimeprigpos
(HagMipHe
[IOTOBU[IIEHHS)

3 00Ky OITOPHO-PYXOBOT'0 alaparty, CIIOJYYHOI Ta KiCTK

0BO-M'130BOI TKaHUHU

binb y criuHi,
Mianris, 6inp y
KiHITIBKax

3 00Ky HUPOK Ta CEYOBHUMAINIBHOI CUCTEMU

| ICematypis

3 60Ky pEIPOAYKTUBHOI CUCTEMHU

[TonoBxXXeHa epeKilis

[Ipiami3M, KpoBoTeUa 3i
CTaTEBOTO YJIEHAQ,
remMocnepmis

3arasibHi po3/7agy Ta CTaH y MICLi BBEJeHHSI




Binb y rpymsax, Habpsk o6nuuds’,
nepudepuyHi panToBa cepleBa
HaOpSIKY, MIBUIIEHA |cMepTh"
BTOMJIIOBAHICTh

' BinpIIicTh MaIi€HTIB, y SKUX CIIOCTepiranucs Taki mobiuli peaxii, Manu GakTopy PU3UKY 3 GOKY
CepleBO-CYAMHHOI CUCTEMHU B aHaMHe3i (IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

*TTo6iuHi peakiil i3 TOCTMapKeTUHTOBYX [OCII2KeHb, fKi He CIOoCTepiraaucs B Xofi nane6o-
KOHTPOJIbOBaHUX KJTIIHIYHUX AOCIIAXKEHbD.

*Yacrime moBimoMIaIocs y pasi 3acTocyBaHHs Tafganadiny pa3oM 3 aHTUTIIEePTeH3UBHUMU
3acobaMu.

Oxpemi nobiuHi peakuii. TIoBimoOMJISIIIM ITPO TPOXY BUINY YacTOTy aHoMaril Ha EKT, y nmepmy gepry
IIPO CUHYCOBY OpafuKapAio, y MallieHTiB, 9Ki oTpuMyBainu Tafanadin 1 pa3 Ha o0y, IOPiBHAHO 3
malieHTaMH, SKi mpuiMany mmane6o. BinbimicTs mux anoMarni Ha EKT” He Oyiu oB’s13aHi 3 MPOSBOM
n0OIYHUX peakIri.

Ocobaugi epynu nauieHmia. [laHi IMOmO 3aCTOCyBaHHS Tamanadiny malieHTaM BiKOM IOHA[

65 poKiB y X0fi K/TiHIYHUX [OCTiAXKEHb, K [AJg JTiKyBaHHS epeKTUIbHOI AuchyHKIIl, Tak i ais
JiKyBaHHS JOOPOSIKICHOI rinmepiiasil mepefMixypoBol 3a103u, o0MexkeHi. Y X0l KITiHiYHUX
IOCTiAKeHb Il Yac 3aCTOCYyBaHHS Tagasnadiny 3a motpedoro (B mo3i 20 Mr) msis JiKyBaHHS
epeKTUIbHOl AuCc(YHKIII Aiapes 4acTillle BUHUKAJa Y MaIliEHTiB BiKOM IOHa[ 65 pokKiB. Y xomi
KJTIHIYHUX [OCTIiAXKEeHb IiJ] Yac 3aCToCyBaHHS Tafganadiny B no3i 5 Mr 1 pa3 Ha 0o0y Ais JIiKyBaHHS
noOposKicHOI rinepIinasii mepegMixypoBoi 3a03u IBHUIIa 3allaMOPOYeHHS Ta Aiapei yacTiie
CIIOCTepiraaucy y NaljieHTiB BiKOM II0OHa 75 POKIB.

[ToBigomiieHHs 1po mo6iuHi peakiri

[ToBimomneHHs mpo 1mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapChKOro 3aco0y. MeguuHUM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TaKOX MallienTaM abo ix
3aKOHHUM IIpeCTaBHUKAM CJIi[] IOBiTOMJISITH IIPO YCi BUITAAKHK Mi03PI0BAaHUX MOOIYHUX Peakilii Ta
BifmCyTHOCTI e(peKTHUBHOCTI JTiKapCchKOTo 3aco0y yepe3 aBTOMATH30BaHy iHopMaliiHy cCUCTeMY 3
(dbapMaKOHarIsAOy 3a mocuiaHHgM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 POKH.

YmMmoBu 30epiranHsi. 1715 1iKapCchbKOro 3aco0y He BUMAra€eThCs CIlelliaIbHUX YMOB 30epiranHs.
30epiratu y HEJOCTYIIHOMY OJIST OiTe# MicIi.

VYnaxoBka.
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s 0o3yeanus 2,5 me: mo 14 tabneTok y 6mictepi, mo 1 abo mo 2 GmicTepy B KAPTOHHY MAYKy.
s 0o3ysanHsA 5 me: o 14 tabneTok y 6micTepi, mo 1 abo mo 2 GiicTepu B KapTOHHY IayKy.
s 0o3ysanHs 10 me: 1o 4 TabneTtku y 61ictepi, mo 1 abo 1mo 2 GricTepy B KAPTOHHY MAYKy.
s 0o3ysanus 20 me: mo 1 Tabneti y 6mictepi, mo 1 6iicTepy B KapTOHHY IIAUKY;

abo o 2 Tabnetku y 61mictepi, mo 1, abo 1mo 2, abo 1o 4 61icTepu B KAPTOHHY MAUKY;

abo no 4 TabneTku y 6mictepi, mo 1 a6o no 2 6icTepu B KapTOHHY MAUKY.

Kareropis Bigmycky. 3a peLenTtom.

Bupoonuk. [I:xxernedapm C.A.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHs HOTr0 Tis/IbHOCTI.

18-1 Km Mapatonoc ABenio, [Tanmini, 153 51, I'perrid.



