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IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHSA JIKapPChKOro 3aco0y

MMIHAII
(PINUP)

Cknao:

diroua pevosuna: Taganadiu;

1 TabneTka MicTuth 2,5 Mr abo 5 Mmr, abo 10 mr, abo 20 mr Tamanadiny;

OONOMINCHI PEHOBUHU.

SApo  TaOJMETKU: JIAKTO3W MOHOTLIpAT, HATPII0 KPOCKapMelio3a, HaTpilo Jaypuicyibdar,
T1APOKCHUITPOTUIIEINION03a, ojlicopbaTt 80, MarHito creapar;

000J10HKa TabJIETKU:

Ui TaOJNeTOK 2,5 MI: TOTOBA JI0 BUKOPUCTAHHS CyMINI [TiTPOMEN03a, JJAKTO3H MOHOTIApaT, TUTaAaHy
nioxcun (E 171), Tpuanetus, Tanbk, 3amiza okcua xxotuil (E 172), 3amiza okeun uepBonuii (E 172)];
JUTsl TAOJIETOK 5 MTI: TOTOBA JI0 BUKOPUCTAHHS CYMIII [TimpoMesio3a, JaKTO3W MOHOTIApAT, TUTaHY
niokcun (E 171), Tpuanerns, Tanbk, 3amiza okcu )xoBtuid (E 172)];

Ut TabneTok 10 Mr: ToToBa 10 BUKOPUCTAHHS CYMIIll [TiTpoMenno3a, JaKTO3W MOHOTIIpaT, TUTaHy
nioxcun (E 171), Tpuanerws, Tanbk, 3amiza okcu xxoBtuid (E 172), 3amiza okcua wopnwuii (E 172)];
Jutst TabneTok 20 Mr: TOTOBa JI0 BUKOPHUCTAHHS CYMIlI [TIMpOMeENno3a, JJaKTO3W MOHOT1/IpaT, TUTaHY
niokcun (E 171), Tpuanerns, Tanbk, 3amiza okcu sxoBtuid (E 172)].

Jlikapcbka ¢opma. TabneTku, BKpUTI IITIBKOBOIO 000JOHKOIO.

OcHosHi @izuxo-xXimiuni eracmusocmi. TaONETKU, BKPUTI IUTIBKOBOIO 000JIOHKOI0, Y GOpMi KaIlIeTH,
JBOOTIYKJII;

TaONEeTKH 2,5 MI': )KOBTO-TIOMapaH4eBl, 3 HarmucoM «T 2» 3 oTHOTO OOKY;

TabJIeTKH 5 MT: *KOBTI, 3 HarucoM «T 5» 3 otHOTO GOKY;

tabnerku 10 Mmr: k0BT, 3 HarcoM «T 10» 3 ogHOTO GOKY;

tabnerku 20 Mr: k0BT, 3 HarcoM «T 20» 3 otHOTO OOKY.

dapmakoTepaneBTHYHA rpyna. 3acobu [uist nikyBaHHs nopyueHs epekuii. Kog ATX G04B E08.

Dapmakonoziuni eracmusocmi.

DapmakoouHamika.

MexaHi3Mm Jii.

Tananagin € ceneKTUBHUM OOOPOTHHMM IHTIOITOPOM LHMKIIYHOTO TyaHO3MHMOHO(ochaTy
(uI'M®) — cnemmdiunoi dochoaiectepazu Ty 5 (OJE 5). Komm cekcyanbHa cTUMYIALis
CIPUYMHSE JIOKAIbHE BUBUIBHEHHS OKCUAYy a3oTy, iHrioyBanHs ®JIE 5 taganadimom mpoaykye
nigsumieHi pisai ul M® y meuepucromy Ttini. Lle mpu3BoauTh A0 penakcamii riaagkux M s3iB i
MPUILIMBY KPOB1 10 TKAHWH CTAaTEBOI'O 4WiEHAa, CTBOPIOIOYM THUM caMHM epekiito. Tamamadin mpu
JKYBaHHI1 €peKTUIILHOT TUC(YHKIIT HE MPOSBIISIE€ CBOET JTiT TPH BiICYTHOCTI CEKCYaIbHOT CTUM YIISILIT.
Edexrt iHridyBanus xonuentpauii ul M® y neuepucTtoMy Tili TAKOXK CIOCTEPIraeThesl y TIaJKUX
M’si3aX MPOCTATH, CEUOBOMY MiXypi Ta iX CyJAMHAX, 110 MEPEHOCATh KPOB J0 BUIIEBKA3aHUX OPraHiB.
CynuHHa penakcailis, sKa MpH IbOMY BHHHKA€, CIPUUMHSE MIIBUILEHHS nepdy3ii KpoBi Ta Moxke
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OyTH TPUYMHOIO 3MEHIIEHHS CHUMIITOMIB JOOpOsKiCHOI rinmepruiasii mepeamMixypoBoi 3anosu. Lli
CYIMHHI e()eKTH MOKYTh OyTH JOMOBHEHI IHTiOyBaHHAM aKTHBHOCTI a()epeHTHHX HEPBIB CEYOBOTO
MiXypa Ta pejakcalli€to rJIakKuX M’s31iB MPOCTaTH i CEYOBOT0 MiXypa.

dapMakouHAMIUHI eEKTH.

Jlocmipkenns In Vitro mokasanu, 1mo taganadin € ceaektuBHuM iHrioiropom ®JIE 5. ®JIE 5 e
(dbepMeHTOM, KU OYB 3HAUACHUI Y ITaIKUX M 533X MEYSPUCTOTO TiJIa, CYJAMHHHUX 1 BICIICpaTbHUX
TJIAJKUX M 33X, CKEJIETHUX M 533X, TPOMOOIIUTAX, HUPKAX, JIETCHAX 1 MO30uKy. Brne Taganaginy
Ha ®JIE 5 cunpHimmiA, HOK Ha iHOI Qocdoniecrepasu. [is taganadpiny na @JIE 5y 10000 pasis
nepesunrye doro BB Ha ¢pepmentu OJIE 1, ®JIE 2 i ®/IE 4, mo € HasiBHUMHU y CepIli, MO3KY,
CyIWHaxX, MeYiHIi Ta iHmuX opraHax. Tamamadin y 10000 pasie moryxximuii momo ®HAE 5
nopiBHsHO 3 DJE 3, mo € ¢epMeHTOM, HasBHUM Yy Ceplli Ta KPOBOHOCHMUX cynuHax. Lls
cenexTuBHICT 010 OLIE 5 mopisusiHO 3 D/IE 3 € BaxkimBoro Tomy, mo OJIE 3 € pepmentom, sxuii
BIJIITpae NEBHY pOJIb Yy CKOpPOYEHHI cepueBoro m’sasza. KpiM Ttoro, Taganapul npubIu3HO Yy
700 paziB notyxHimui moao ®JIE 5 nopisasHo 3 ®JIE 6, m0 € pepmMeHTOM, HAsIBHUM Y CITKIBIII 1
BIINOBIAATIBHUM 32 oToTpancaykuito. Tamanadin takox y 10000 pasiB notyxuimuii momo ®JIE 5
nopiBHsHO 3 @JIE 7, ®JIE 8, ®JIE 9 i D/IE 10.

Kniniyna ehekTuBHICTb Ta Oe3meka.

Taganadin, yBemneHuit 3M0pOBUM JTOOPOBOJIBISIM, HE MPOSBISB ICTOTHOI PI3HUIl MOPIBHSAHO 3
mianedo 3a MOKa3HUKAaMHU CHCTOJIIYHOTO Ta AIaCTOJIIYHOTO apTeplaibHOIO THUCKY Y TOJIOXKEHHI
TarfieHTa JieXxadu (CepeHe MaKCUuMallbHe 3HIKeHHs 1,6/0,8 MM PT. CT. BIAMOBIAHO), CUCTOJIYHOTO
Ta JIaCTOJIYHOTO apTEPiaIbHOTO THUCKY y TIOJIOKEHHI TMAaIliEHTa CTOSYM (CepeHE MaKCHUMaJlbHE
3HmKeHHs 0,2/4,6 MM PT. CT. BIANIOBIHO) Ta ICTOTHOT 3MIHU YaCTOTH CEPLEBUX CKOPOUYEHb.

VY xoxi pociipkeHHs BIUIMBY Tafanadiny Ha 31p 3 BUKOPUCTAHHSM TECTY OLIHKHA KOJBOPOBOTO
cupuitasatts Farnsworth-Munsell 100 Hue Oymo BcranoBieHo, mo Taganadil He MOTipHIye
pO3Mi3HaBaHHA KOJKOpIB (cuHIM /3emeHuid). OTpuMaHi JaHI KIIHIYHOTO  JIOCTIIKEHHS
MATBEPIKYIOTh HU3BKY criopimHeHIcTh Tananadiny moao ®JIE 6 mopisasHO 3 DJIE 5. V X011 BCix
KIHIYHUX A0ocTikeHb piako (< 0,1 %) moBiioMIIsid po 3MiHU Y pO3Mi3HAaBaHHI KOJIbOPIB.

Byno mpoBeneHo Tpu KIHIYHUX JOCIIIPKEHHS 3 YYacTIO YOJIOBIKIB JUIS OIIHKH ITOTEHIIIHHOTO
BIUIMBY Ha criepMaroreHes tajganadury B 7031 10 Mr (o1He TOCTIHKEHHS TPUBATICTIO 6 MICAIIIB) Ta B
1031 20 Mr (01HE TOCTIHKEHHS TPUBATICTIO 6 MICAIIIB 1 OJTHE — TPUBAIICTIO 9 MICSAIIIB) MPU YaCTOTI
npuiiomy 1 pas3/noOy. Y Xomi JBOX 13 TPbOX JOCHIIKEHb CIOCTEPIragocs KIHIYHO HE3HAYYIIE
3HW)KEHHS KUTBKOCTI Ta KOHIIEHTpAIIil criepMH, acolliiioBane 3 mpuiiomoM taganadury. L{i ebpexktu He
Oynu TOB’s3aHI 31 3MIHAMH IHIIUX XapaKTEPHCTHK, TaKHX SK PYXJIUBICTH CHEPMATO30iiB,
MOop¢oJIoTis Ta PiBeHb (POJTIKYJIOCTUMYIIOI0YOTO TOPMOHY B KPOBI.

Epexmunvua oucghynxyis.

Tpu xaiHIYHI AOCTIHKEHHS Oyu mpoBeeHi 3 ydacTio 1054 maiieHTiB 3 METOI0 BUSBIICHHS MIEPIOY
novatky edekry Ttamanadiny, sSKHii TPOJEMOHCTPYBAaB CTATHMCTUYHO 3HAYYIIE MOKpAILICHHS
epeKTUIIbHOT (YHKIIl, a TaKOX JMAi€BICTh MPOTAroM 36 TOJMH Ta BUSBJICHHS €(EKTy BKe uepe3
16 xBunuH micas npuiioMy A03H MOPIBHIHO 3 manedo (mpuiiom taganadity 3a noTpedn).

VY xoai AOCHiIKEHHS TPUBAIICTIO 12 TKHIB 3 yyacTio 186 mauieHTiB (142 maiieHTH OTpUMyBaIu
taganadin, 44 namieHTH — TUIanebo0) 13 BTOPHUHHOKO EpPEKTUIIBHOI IUC(HYHKIIIE BITHOCHO
TMIOIKO/IKEHHSI CIIMHHOTO MO3KY Tajanadis mposBiIsiB 3HaYHE MOKPAIICHHS €PEeKTUIIbHOT (QYHKITIT, a
B CepeIHbOMY KOe(]iLlieHT yCHIMHUX cripo0 npu npuitomi Taganadiny B 1031 10 Mr ado 20 mr (migbdip
71034, 3aCTOCYBaHHS 3a MOTpedu) craHoBUB 48 % mopiBHsAHO 3 17 % y rpyni nianebo.

Tananagin y no3ax 2,5 mr, 5 mr ta 10 mr 1 pa3 Ha 100y omiHIOBaBCs y X0A1 3 KIIHIYHUX JTOCTIIKEHb
3 yyacTio 853 marieHTiB pi3HOTO BiKY (Bix 21 10 82 poKiB) Ta pi3HUX €THIYHUX IPYH 3 €PEKTHIILHOIO
TMChYHKITIEIO PI3HUX CTYNEHIB TSKKOCTI (JIETKa, CepeHs, TAXKKa) Ta pi3HOI eTioJoTii. Y X011 JBOX
NEPBUHHUX JAOCTIIPKEHb €(PEeKTUBHOCTI y 3arajibHiil MOMyJALii y cepeJHbOMY KOE(illi€eHT YCHIIIHUX
cripo6 OyB 57 % Ta 67 % npu npuitomi Taganadiny 5 mr ta 50 % npu npuiiomi Taganadiny 2,5 mr
nopiBHAHO 3 31 % Ta 37 % y rpyni wiane6o. Y ITOCHDKEHHAX 3 y4acTiO MAlli€HTIB i3 BTOPUHHOIO
EpeKTHIIBHOIO TUC(YHKIIIEI0 BIJHOCHO JiabeTy y cepeaHbOMY KOE(illi€eHT YCIHIIMIHUX CHpoo
cranoBuB 41 % T1a 46 % npu npuiiomi Taganagpity B 1031 5 Mr Ta 2,5 Mr BiJNOBIHO MOPIBHSHO 3
28 % y rpymi miane6o. bimblricTe MaIieHTiB y BUIIEHABEIEHUX AOCTIHKEHHIX paHillle mpuiMain
irioiropu ®JIE 5 y pasi norpebu. Y HacTymHOMY fociikeHH1 217 maiieHTiB, fKi paHilie He
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3acrocoByBan iHrioitopu O/IE 5, orpumyBanu taganadin y 1031 5 mr 1 pa3 Ha aeHb Ta miane6o. Y
cepeHbOMY KoeilieHT ycmimHuX crpod craHoBUB 68 % y rpymi npuitoMy Taganadury mOpiBHIHO
3 52 % y rpymni mianeoo.

Jlobposikicha einepniasis nepedmixypogoi 3aio3u.

3actocyBaHHs Taaanadiny AOCTIDKYBAIA y XOAl YOTUPHOX KIIHIYHUX JOCTIIKEHB, M0 TPUBAIIN
12 tuxniB, 3 yyactio 1500 marieHTiB i3 cuMnToMaMu J0OPOSKICHOI rimepruiasii mepeaMixypoBoi
3a71031. Y X0l IMX KIIHIYHUX JOCTIDKEeHb Tajanadul y 1031 5 Mr mpoAeMOHCTPYBaB MOKPAIICHHS
CTaHy TMalli€HTa 3a 3arajbHOI0 MDKHAPOJHOK MIKAJIOK mpoctatnyHux cumnTomiB (MILIIC)
MopiBHSHO 3 Twiane6o (ominku mokpamennas 3a MIUTIC nmpu npwitomi tagamadiny y mo3i 5 mr
cranoBisAte —4,8, —5,6, —6,1 Ta —6,3, mopiBHsHO 3 —2,2, —3,6 —3,8, —4,2 y pa3i npuiiomy mianeoo).
[ToxpamieHHs: CcTaHy Tali€HTa 3a 3arajbHOI0 MDKHAPOJHOIO IIKAJOK MPOCTATHYHHX CHMIITOMIB
(MLUIIC) crioctepiranocst Bxke micist 1 THXKHS JTIKyBaHHA. B 01HOMY 3 KIIIHIYHUX TOCIIIKEHb, 1€ K
aKTUBHUN KOMIIApaTop TAKOXK OyB BKJIIOYEHHMH TaMCyiao03uH B 11031 0,4 Mr, OLIIHKM MMOKpAaIlleHHs 3a
MIUIIIC nipu mpuiiomi Taganadiny y 1031 S Mr, TaMCyJI03UHY Ta Tuianedo craHoBwiu —6,3, —5,7 —4,2
B1JITOB1JTHO.

VY XoA1 0JHOTO 3 LHMX JOCIIKEHb OLIHIOBAJIOCH SIK MOKPAIIEHHS €peKTHJIbHOT (PyHKIII, Tak 1
MOCJIa0JIEHHs CUMIITOMIB JIOOPOSIKICHOT TinepIuiasii mepeaMixypoBoi 3aJI031 Y Malli€HTIB, sIKI Mallu
obuasa cranu. [TokpaieHHs epeKTUIbHOT YHKIIT 3a MDKHAPOJHUM 1HAEKCOM OLIIHKU €PEKTHIIbHOT
GyHKIIT Ta 32 MDKHApOJHOIO IIKAJIOK MPOCTATUYHUX CHUMITOMIB CTaHOBWIO —0,5 Ta —6,1 y pasi
npuifoMy Tajnanaguly B 1031 5 Mr mopiBHsHO 3 —1,8 Ta —3,8 y rpyni mianebo BianmoBiaHO. Y
CEpPEeTHbOMY BIICOTOK YCHINIHUX CIPOO CTATEBOTO aKTy HA OJHY 0COOY B JIOCHIKEHHI CTAaHOBHB
71,9 % y rpyni npuitomy Tananadiny B 103yBaHHI 5 MT, a B rpymi mianebo — 48,3 %.

[linTpumka nocsrHyToro edekty Tazanaduly OLIHIOBajacs y XOAl J0JATKOBOTO BIIKPUTOTO
JOCITI/DKEHHS, 32 pe3y/lbTaTaMH SKOTO OyJio BCTaHOBJICHO, IO MOKPAIICHHS 3a 3arajlbHOO
MDKHApOJAHOIO MIKAJOK MPOCTATHYHUX CHMIITOMIB, IO CIIOCTEPIrajgocsi MpOTATOM 12 THIXKHIB,
30epiraeTbcsi 10JATKOBO 0 1 pOKy MiCs JIIKyBaHHS TaganadijioM B 1031 5 MT.

Himu.

Byno npoBeneHo ogHE MOCHTIHKEHHS 3 y4acTo JiTel 3 M s130Bor0 nuctpodiero Jromena (M), y
SIKOMY TIATBEPIKCHUX J0Ka3iB e(peKTUBHOCTI He Oyno mpojaeMoHCTpoBaHo. lle mocmimkeHHs
edekTuBHOCTI Taganadiny OyiI0 paHIOMI30BaHUM IMOJBIMHUM CIIIMHUM IIae00-KOHTPOJIbOBAHUM Y
TPHOX MapajebHUX Ipynax 3 ydgactio 331 quTuHM 40J10B140i cTaTi BikoM Bix 7 10 14 poki 3 M1/,
SK1 OJTHOYACHO OTPUMYBAJIM Tepamio KopTukocrepoigamu. JlocmimkeHHs BKiIo4yano 48-THXKHEBHM
MOJBIHHUIN CIIINMUHN MEpIoJ, IMiJT Yac SAKOTOo MAIliEHTH OYyJIM pO3UICH] Ha TpyNH npuiomy Taganadiry
0,3 wmr/kr, Tagamadiny 0,6 mr/kr a6o mmane6o moaeHHO. Tamanadin He TPOIEMOHCTPYBAB
e(eKTUBHOCTI y MEPBUHHIN KIHIIEBIA TOYIl IIOJI0O CHOBUIBHCHHS 3HFMDKCHHS IBUIKOCTI XOIbOH,
BUMIPSHOT 3a 3MIHOIO JIUCTaHIii y TecTi 3 6-xBuiamHHOIO X0ap00r0 (TIIX). 3miHa cepemHbOro
3HaueHHs nuctaHiii y TIIX, po3paxoBaHOro 3a METO/IOM HaMEHIIMX KBaApaTiB, Ha 48-My THXKHI
cranoBuna 51,0 M y rpymi minane6o nopisHgHO 3 64,7 M y rpymi taganadiny 0,3 mr/kr (p=0,307) ta
59,1 my rpyrn taganadiny 0,6 mr/kr (p=0,538). le[TBemeeHy e(deKTUBHICTh TaKOX HE Oylo
BUSIBJICHO 1 ITiJ] Yac MOBTOPHUX aHAII3IB Pe3yabTaTIB IAHOTO JOCTiKEHHS. 3arajabHi pe3yabTaTH 3
0e3rneKu, OTpUMaHi B LbOMY JOCHIIKEHHI, B LIJIOMY BiINOBiAanu BimoMomy mHpodiiro Oe3nexu
Taganadiny Ta HeOaXKaHUM SIBUILIAM, OYIKYBAaHUM Yy neaiarpuuHid nomymsuii M/IJ{ npu nikyBaHH1
KOPTHUKOCTEPOiaMHU.

DapmakoKkiHemuxa.

Bcemoxmysanna.  Tapanadin  noOpe BCMOKTYeThCS Micas mpuiloMy BHYTpimiHbO. CepenHs
MaKcHUMalbHa KOHIEHTpallis y rmaa3Mi KpoBi (Cmax) TOCATAETHCS B CEPETHBOMY Yepe3 2 TOAUHU MICHs
npuiiomy. AOcomroTHa  OIOJOCTYMHICTH Tajzanadily Iicis NpUoOMYy MEpopaabHO  He
BCTaHOBJIIOBAJIACh.

HIBuAKICTh 1 CTYMiHBP BCMOKTYBaHHS Tajanadily He 3aliexaTh BiJ MpUHOMY DKi, TAKUM YHHOM,
[Tinan mo>xHa mpuitmaT 3 Hkero abo 6e3 Hei. Yac BBeeHHS 1031 (paHOK 200 Bevip) HE MaB KJIIHIYHO
3HAYyIIOTo e(eKTy Ha MBUIKICTD 1 CTYiHb BCMOKTYBaHHS.

Posnooin. Cepenniit 00’eM po3noily CTAaHOBUTH NPUOIU3HO 63 11, BKA3ylOUd Ha Te, 0 Tajganagin
po3noaiiserscs y TKaHuHax. [Ipu TepaneBTHUHUX KOHIEHTpauisix 94 % taganadiuny y mia3Mi KpoBi
3B’s13aHO 3 npoTeiHaMu. Ha 3B’A3yBaHHs 3 MpOTEiHAMU HE BIIMBA€E NOPYILIEHHS HUPKOBOI (PYHKILI.



Menure 0,0005 % yBeneHoi 1031 Oya0 BUSBICHO y CIIepMi 3JI0POBHX JIOOPOBOJIBIIIB.

Memabonizm. Tananadin nepeBaxkHo MeTabonmizyerhes i30opmoro 3A4 nuroxpomy P450 (CYP).
OCHOBHUM LHUPKYIIOIOYMUM METa0O0JIITOM € MEeTHIKaTeXoJarmokypoHin. Lleit meraboinit Mae
akTuBHICTh BiqHOCHO DJIE 5 y 13000 pa3iB MeHIe, Hix Taganadir. TakuMm 4UHOM, OHIKYETHCS, IO
MeTa0oJIT He Oy/ie BUSBIATU KIIHIYHOT aKTUBHOCTI y KOHIEHTPAIIISAX, II0 CIOCTEPIraloThCsl.
Buseodenns. CepenHiil KIIipeHC IEpOPAILHOTO Tafanadiny CTaHOBUTH 2,5 JI/TOJ, a CepeiHii mepio
HamiBBUBeACHHS — 17,5 roguuam y 370poBHX Ccy0’ekTiB. Tamamadinm BHBOAMTHCS MEPEBAXHO Y
BUTJISAJI HEAKTHBHHUX METa0oJiTiB, OUTbIIO Mipoio 3 ¢ekamismu (mpubmuzno 61 % nos3m) i
MEHIIIOI — 3 ceuero (Mmaibke 36 % mo3n).

Jiniunicmo/neniniinicmo  ghapmaxoxkinemuxu. ®DapmaxkokiHeTHKa Tajgamadiry y 3J0pPOBHX
T0OPOBOJIBIIIB JIIHIHHO MPOTOPIIiiHA 70 Yacy i 103u. B miana3oni 103 Bix 2,5 Mr 10 20 MT, €KCTIO3HIIis
(AUC) minBumyerbest nponopiidHo 103i. [TocTiiiHa KOHIEHTpallis y Iia3Mi KPOBi JTOCSTAETHCS
MPOTArOM 5 JIHIB IIPU LI0JIEHHOMY NPUHOMI OJIH pa3 Ha J100Yy.

dapmakOKIHETHKA MperapaTy OJHAKOBA Yy MAIIEHTIB 3 €PEKTUILHOIO NUC(YHKINIEIO Ta Y MAIlIEHTIB
0e3 Hel.

Oxpemi epynu HaceneHus.

Ocobu nimubo2co 6ixy. 310poB1 JOOPOBOJIbIIL JITHBOTO BIKY (BiA 65 pOKIB) Majau HMKYl 3HAUEHHS
KIIpeHcy Tajanaduly 0Opu NOpuUioMi BHYTPINIHBO, IO MPU3BOJWIO JO MIABUILEHHS Ha
25 % excnioswutiii (AUC) mopiBHSHO 31 3I0pOBUMHU T00POBOIBIIAME BikoM 19—45 poxkis. Lleit BikoBHit
e(eKT He € KIIHIYHO 3HAYYLIUM 1 He TOTpeOye peryatoBaHHs 103H.

Huprosa neoocmammuicme. Y XO0H1 NOCIHIDKEHb 3 KIIHIYHOI (hapMakoJioTii 13 3aCTOCYBaHHSAM
onMHUYHOI a03u Taganadpiny (5-20 mr) ekcnosuuis Taganapury AUC mpakTH4HO mojBoinacs y
MaIieHTIB 31 c1adkoro (KiipeHe kpeaTuHiHy Bif 51 10 80 Mi/xB) ab0 MOMipHOIO (KJIIPEHC KPEeaTUHIHY
Bi7 31 10 50 MJI/XB) HUPKOBOIO HEZOCTATHICTIO, @ TAKOXK Y MAIIIEHTIB 3 OCTAHHBOIO CTaA1€}0 HUPKOBOT
XBOPOOHW Ha miaii3i. Y MaIieHTIB, K1 3HAXOIUIUCS Ha TeMOoJiaii3l, MaKCUMaabHa KOHIIEHTpAIls y
ma3Mi KpoBi (Cmax) Oyna Ha 41 % BuIa, HIK Y 3A0pOBUX JOOPOBOJIBIIIB.

BrumBom remoianizy Ha BUBeACHHS Tafgaiadiry MoKHA 3HEXTYBATH.

Ileuinkosa nedocmamuicmo. Excriozumis Taganadiny (AUC) y namieHTiB 31 c1abKO0 Ta TOMIPHOIO
MEYIHKOBOIO HemocTaTHICTIO (kimacu A Ta B 3a mkamoro Yaiimma—II'10) € mopiBHSHHOIO 3
€KCITO3HITIEI0 Y 370POBUX TOOPOBOJIBINB MPH 3acTocyBaHHi a03u 10 mr. Jlani momo Ge3mevHoCTi
MpU3HAYCHHs Tajaanadily MamieHTaM i3 TSKKOK MEeYiHKOBOIO HefocTaTHICTIO (kinac C 3a mKaioro
Yaitnna—I1’10) oOMexeni. Hemae manux momo 3acrocyBaHHs Tafanadiny B 1031 oAuH pa3 Ha 100y
MaiieHTaM 13 TICYIHKOBOIO HEIOCTATHICTIO. Jlikap TMOBMHEH YBa)XHO OIIHWUTH IHIWBIIyaJIbHI
nepeBaru/pusuku npu3HadeHus [linamny B no3yBanHi 1 pa3 Ha 100y.

THayienmu, sixi maromo yykposuti oiabem. Excniozuttis Taganadiny (AUC) y xBopux Ha aiadet Oyna
npuOsm3HO Ha 19 % Huxkue, Hik 3HaueHHS AUC y 310poBUX 700pOBOJIBIIB. Ll pi3HUIS B €KCTO3UITiT
He TIOTpedye perynoBaHHs J03H.

KuiniyHi xapakTepucTukm.

Ilokazannsa.

Jna 0ozyeannsa 2,5 me, 10 me, 20 me. JlikyBaHHS €peKTHIIbHOT TUCHYHKIIT Y JOPOCIUX YOJIOBIKIB.
[IpenapaT eeKTUBHUIN IPU HAIBHOCTI CEKCYaIbHOT CTUMYJISIIIT.

Jna Oozyeannsa 5 me. JlikyBaHHS epeKTHJIbHOT AucYyHKUil y gopociaux 4donoBikiB. Ilpemapat
e(peKTUBHMI 15 JIIKYBaHHS €PeKTUIIbHOT AUCHYHKILIT IPU HAsBHOCTI CEKCYalIbHOT CTUMYJIALLI.
JIikyBaHHSI CUMIITOMIB JJOOPOSIKICHOT rinepIuiasii nepeaMixypoBoi 3a1031 y A0POCIUX YOJIOBIKIB.
ITinanm He MOKa3aHUM A7 3aCTOCYBaHHS KIHKAM.

Ilpomunokaszannsa.

[TinBuieHa 9yTIuBICTh 10 Tagaidadiny ado 10 Oyap-SKOTO HIIOIO KOMIIOHEHTA Mperapary.

VY xoJi KIIHIYHUX JOCTIIKEeHb Tajanadil BUSBUB BIACTUBICTh MOCHIIOBATH TIMOTEH3UBHUN €PEKT
HIiTpaTiB. BBaXkaeTbes, 1110 11€ € HACTIIKOM KOMOIHOBAHOTO BIUIMBY €(EKTIiB HITpaTiB Ta Tajganadiny
Ha 1uiax okcun aszory/ul M®. Takum uymHOM, Tajganadinm NPOTUNOKA3aHUM TallieHTaMm, SKi
3aCTOCOBYIOTh OpraHiuHi HITpaTH y OyAb-AKii JIIKapchbKiil opMi (AUB. po3ain «B3aemois 3 iHIIUMU
JKapChKUMHU 3ac00aMHM Ta 1HII1 BUIU B3aEMOJIIN»).



[Tinam He ciix 3aCTOCOBYBATH YOJIOBIKAM 13 CEPIIEBUMH 3aXBOPIOBAHHSMH, IS SIKUX CEKCyaJbHA
aKTHBHICTB € HeOaxaHoto. Jlikapi MOBUHHI 3Ba)KaTH HA MOTCHIIMHUN CEPLIEBUN PU3HUK CEKCYaIbHOT
aKTHUBHOCTI JUIS AIIIEHTIB i3 CEPIIEBO-CyJTMHHUMU 3aXBOPIOBAHHAMHU B aHAMHE3I.

HwxueBkazaHi rpyny Mali€eHTIB i3 CepLEBO-CYAMHHUMH 3aXBOPIOBAHHSMHU HE OyJIM BKIIIOYEHI Y
KIIIHIYHI TOCII/PKEHHS, TOMY 3aCTOCYBaHHS Tajanadury IJis HUX MIPOTUIIOKA3aHE:

— TaiieHTy 3 iHpapKTOM MioKapaa npoTaroM octanHix 90 aHiB;

— TAI[IEHTH 3 HeCTAOUTPHOKO CTEHOKAPIi€r0 a00 CTCHOKAP/IEI0, 0 BUHUKAE TI1JT Yac CTATCBUX aKTiB;
— TAITIEHTH 13 CEPIIEBOIO HEIOCTATHICTIO, IO BiAMOBIIa€ Kiacy 2 abo Buiie 3a kinacudikaiiero Hero-
MopkchKoi acoriaii cepiis, IPOTArOM OCTAHHIX 6 MiCSIIiB;

— TAI€HTH 3 HEKOHTPOJIbOBAHIUMHU apUTMIsIMH, apTepiasibHOT0 rinoreHsiero (< 90/50 mm pt. cT.) abo
HEKOHTPOJIBOBAHOIO TIEPTEH3IETO;

— MAIIEHTH MICISI IHCYNBTY, 1[0 CTaBCS MPOTATOM OCTAHHIX 6 MICSIIIB.

[linan mpoTuIOKa3aHUN Malll€HTaM 13 BTPAaTOI0 30pYy OJHOIO OKa B pe3ysbTaTi HeapTeplaabHOT
nepenHboi imemiyHoi ontuuHoi Helpomnartii (HAIIIOH) nHe3anexHo Bix Toro, uu 0yno 1ie noB’sA3aHo
3 nonepeaHiM BIUIMBOM 1HT101TOopiB ®JIE 5 (nuB. po3nut «Oco0nIMBOCTI 3aCTOCYBAHHS).

CynytHe 3actocyBanHs 1Hri0iTopiB ®JIE 5, y Tomy uumcm Tajmanaduly, 31 CTUMYISITOpaMu
T'yaHUIATIUKIIa31, TAKUMU SIK PIOIUTYAT, MPOTUIIOKA3aHO, OCKUTEKH MOTEHIIHHO 11€ MOKE ITPU3BECTH
JI0 CHMIITOMATHYHOI TIMoTeH31i (auB. po3aut «B3aemomis 3 IHITUMU JIIKAapCHKUMH 3ac00aMu Ta 1HIII
BHJIA B3aEMOJIIN).

B3aemooia 3 inwmumu nikapcoKumu 3acodoamu ma inuwii 6uou 63acmooiil.

JlocmiKeHHS 010 B3aEMO/IIH Oys10 mpoBeaeHO s 03yBaHb 10 mMr Ta 20 Mr, AaH1 HaTaHO HUXKYE.
CTOCOBHO JOCIIIKEHb B3a€MO/IIi, B SIKUX 3aCTOCOBYBAJIM TUIbKH Taaanadin y A031 10 Mr, KIiHIYHO
3HAYYIIa B3a€EMO/IISl IPH 3aCTOCYBaHHI BUIIUX /103 HE MOKe OyTH BUKITIOUCHA.

Bnaue inwux nikapcokux 3acobie na maoanaghin.

Ineioimopu yumoxpomy CYP450.

Tamganadin wmerabonizyerbcss mnepeBakHo CYP3A4. CenexktuBamii inrioitop CYP3A4 —
ketakoHa30.1 (200 Mr 11oaeHHO) — 30UIbIINY€E TUIOIY Mif KPUBOIO «KoHIEHTpallis — dacy (AUC)
taganadiny (10 mr) y 2 pa3u 1a Cmax Ha 15 % mono 3HaueHb AUC 1 Cmax oaHOrO Taganadiny.
Keroxonason (400 mMr Ha n00y) 30UIblIye IUIOINY I KPHBOKO «KOHIEHTparis — dac» (AUC)
taganadpiny (20 mr) y 4 pa3u, a Cmax — Ha 22 %. Putonasip, inridirop mporeas (200 Mr nBivi Ha
no0y), mo iarioye CYP3A4, CYP2C9, CYP2C19 ta CYP2D6, 36u1bI1y€e IUIONLY ITiJ KPUBOIO
«xoHneHTparis — yacy (AUC) tagamadiny (20 Mr) y 2 pasu, He 3MiHIOI0YH Cmax. Xoua crierudiaai
B3aeMOJii He OynH JOCHIPKEH], 1HII 1HT10ITOpH MPOTeasu, Taki K CakBIHABIp Ta IHIII HTIOITOpH
CYP3A4, Ttaki sk epUTPOMIIMH, KJIAPUTPOMILIMH, ITPAKOHA30J Ta TpeHndpyToBHMA CiK, CIif
MPU3HAYaTH 3 OOEPEKHICTIO, OCKUIBKH OYIKYETBHCS, IO IMPU CYMICHOMY 3aCTOCYBaHHI BOHHU
MiABUIIYBaTUMYTh KOHIIEHTpallito Taaanadpinry y Iuasmi KpoBi (auB. po3ain «OcoOmmBOCTi
3aCTOCYBaHHA»). SIK HACNIOK, MOE€ MiABUIIYBATHUCS YAaCTOTa BUHUKHEHHSI MOOIYHUX peakilii
(mmB. po3nin «IToGivH1 peakiii»).

Tpancnopmepu.

BrnuB TpancnoprepiB, HallpuKiIaa p-TIIKOMPOTEiHIB, HA po3noalt Taganadiny HeBigomuil. Takum
YUHOM, ICHY€ IMOBIPHICTH MEIMKAaMEHTO3HOI B3a€MOJii, OIOCepelIKOBaHOI IHTiOyBaHHIM
TpPaHCHOPTEPIB.

Inoykmopu yumoxpomy CYP450.

Innykrop CYP3A4 pudamniuun 3umxye BenmuunHy AUC rtaganadiny Ha 88 % mOpiBHAHO 31
3HayeHHsM AUC npu npuifomi nuie Taganaginy (10 mr). MoskHa OpUImyCTUTH, 1O TaKe 3HIKEHHS
KOHIIEHTpallii MpU3Be/e 10 3HWKEHHS e(peKTUBHOCTI Tafanadiny; CTyNiHb 3HUKEHHS €(PEeKTUBHOCTI
HeBiomuil. CynyTHe 3acTocyBaHHs iHIIUX HIYyKTOpiB CYP3 A4, Takux sk ¢peHobapbitai, peHiroin
Ta KapbOamMaserliH, TaKoXkK MOKe 3HIDKYBaTH KOHIIEHTpAIlilo Taganadiry y mia3Mi KpoBi.

Bnnue maoanaghiny na inwi nikapcoxi npenapamu.

Himpamu. Y Xoni kiniHIYHUX nocuimxkers Tagatadin (5 mr, 10 mr, 20 Mr) OposBIsSB BIACTUBICTD
MOCUJIIOBATH TiOTeH3UBHI ehekTH HiTpariB. TakuMm uynMHOM, 3acTocyBaHHs [liHany nmarieHTamu, siKi
OTPUMYIOTH JIIKYBaHHS OPraHIYHUMU HITpaTaMu y Oyab-skiil popmi, IpOTUIIOKA3aHO (AMB. PO3/LT
«[IpoTunokaszanns»). 3a pe3ynbTaTaMH KIIHIYHOTO JOCHIDKEHHS 3 y4yacTio 150 marieHTiB, sKi
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3acTocoByBaM Tajnanadin y 1031 20 mr Ha 700y mpoTsroM 7 IHIB Ta HiTpordiuepuH y no3i 0,4 mr
CyOJIIHTBaJIbHO (3 PI3HMM 4YacoM MpPUHOMY), I B3a€MOJiS TpHBaJia OUTII HDK 24 TOJUHM Ta HE
BUSIBJISIIACH TIicIsl 48 TOMWH TICIsL 3aCTOCYBaHHS OCTaHHBOI /03U Taganadiry. Tomy sKmo s
naiieHTa, skomy npusHadeHo IliHanm y Oynp-akiii mo3i (2,5-20 Mr), 3acToCyBaHHS HITPAaTiB €
MEIUYHOI0 HEOOXITHICTIO TIPH 3arpo3IMBOMY JUIS )KUTTS CTaHi, TO TIepe/1 3aCTOCYBaHHIM IpenapaTiB
HITpaTiB Mae MUHYTH HE MeHIIe HDK 48 ToauH micias ocraHHboro mpuiiomy IliHanmy. Y takomy
BUIAJIKY 3aCTOCYBAaHHS HITPATiB MOBHMHHO BiIOYBAaTHCS Wil MWIBHAM MEIWYHUM HATJSAOM i3
HAJIC)KHUM MOHITOPHHIOM T'€MOIMHAMIYHHX ITOKAa3HUKIB.

Anmueinepmensueni npenapamu (y momy wucii O10Kamopu Kaibyic8ux KaHauiea).

[Tix wac cymicHOTO pM3HavYeHHs Tagatadiny (y mo3yBanHi 5 mr 1 pa3 Ha 100y abo y BUTIIs1 pa3oBoi
1031 110 20 Mr) i3 6JI0KaTOPOM 0l-aAPEHOPEIENTOPIB JOKCa303uHOM (4—8 MT Ha 100Y) criocTepiranocs
3HAa4YHE MOCUJICHHS TIOTEH3UBHOTO edekty octanHboro. Lleit edekr TpuBae mo 12 roauH i Moxe
MPOSIBJIATUCSA OKPEMUMHU CUMIITOMaMH, y TOMY YMCJ1 y BUIJISA1 3ar1aMopodeHHsl. Taka koMOIHaIis
npenapariB He PEKOMEHIYETHCS JI0 3aCTOCYBAHHS (IUB. po3au1 «OcoOIUBOCTI 3aCTOCYBAHHS).

Y Xonl JOCHIIKEHb B3aeMOJIl 3 Y4acTIO OOMEXEHOi KUIBKOCT1 3J0pOBHX BOJIOHTEPIB HE
MOBIIOMJISUTH TIPO BHIIEBKa3aHl €()EeKTH TPH CYMICHOMY 3acCTOCYBaHHI 3 andy303MHOM abo
tamcyno3uHoM. Ciifi 3 00epexHICTIO MpU3HaYaTH Tafanad il namieHTam, siki OTpUMYIOTh JIKyBaHHS
Oy/Ib-KMMU OJIOKaTOpaMH 0O-aJPEHOPEIIETITOPIB, 0COOIUBO 0C0OaM JITHHOTO BiKY. JIIKyBaHHS CITil
PO3MOYMHATH 3 MIHIMAJIBHOTO JI03yBaHHSI Ta MOCTYIOBO 30UIbIIYBATH J103Y.

VY xoal AochipKeHb KITIHIYHOT (apMakoAWHAMIKM BHBYAJIHM TMOTEHINAN Tananadily MOCHIIOBATH
rinoTeH3UBHI €(PEeKTH aHTUTINEPTEH3UBHUX MpenapaTiB. JlocmiKyBaal OCHOBHI KJIacH IIpenaparis:
OoKaTOpu KajbI[lEBUX KaHaTIB (aMJIOJMWIIH), IHTIOITOPH AaHTIOTEH3UHIIEPETBOPIOBAIILHOTO
dbepmenTy (eHamanpui), OJokaTopu [-aapeHOpenenTopiB (METOMPOJION), Tia3uaHI J1yPETUKH
(6ennpodyasum) Ta OGmokatopu perentopiB aHrioteH3uHy I (pi3Hi TUNU Ta 103W, OKPEMO Ta B
KOMOIHaIil 3 TIa3WJIHUMH JIiypeTUKaMHu, OJIOKaTOpaMu KaJbIli€EBUX KaHATIB, OJOKATOpaMH
B-ampenopernienitopiB Ta/abo OiokaTopamu a-aapeHoperentopiB). Tamanadin (y mo3i 10 mr, kpim
JOCIIJKEHb B3a€EMOJIIT 3 OJIoKaTopaMu perentopiB aHrioreH3uHy Il ta ammiomuminy, e BUBYAIH
edekt no3u 20 Mr) He MPOSBIISAB 3HAUYIIOI B3aEMO/IIT 13 BUIE3a3HAYCHUMH KJIaCaMH JIKapChKHUX
3aco0iB. Y X0l IHIIOTO JOCHIDKEHHS KIHIYHOT (apMakKoyorii JOCHIKYyBall CYIyTHE
3actocyBaHHa Tamanadiny (B mo3i 20 Mr) 3 AEKUIBKOMa TIMOTEH3MBHUMH Ipenaparamu (10
YOTHPHOX). Y TAIl€HTIB, $KI NTpUAMaIM JeKUIbKa aHTHTIePTEH3UBHUX 3ac00iB, 3MIHH
apTepiaibHOTO THUCKY 3alie)alld Bil PIBHS KOHTPOJIO apTepiaJbHOr0 THCKY. Takum 4YHHOM, Yy
MalieHTiB 3 J00pe KOHTPOJHOBAHOK TINMEPTEH3IEI0 3HWIKEHHS THUCKY Oylo HE3HaYHHM Ta
BIJINOB1/IaJI0 TAaKOMY Y 3JI0POBUX BOJIOHTEpIB. Y TAII€HTIB 3 HEKOHTPOJILOBAHOIO TINEPTEH31€I0
3HW)KEHHS apTepiaIbHOTO TUCKY OYyJ10 OUTBIINM, X04a Y OUTBIIOCTI MAI[I€EHTIB TaKe 3HIKCHHS THCKY
HE CYIMPOBOKYBAlIOCAd TIMOTEH3UBHUMHU CHUMIOTOMaMmH. Y TMAalI€HTIB, SIKI OTPUMYIOTH CYIYTHIO
Teparmilo aHTUTINEePTEeH3UBHUMHU JTIKAPCHKUMH 3ac00aMHu, 3acTocyBaHHs Tajganadiny B 1031 20 mr
MOXX€ TMPHU3BOJUTH IO 3HWKEHHS apTepialibHOrO THUCKY, sK€ (KpIM BHUMIAAKY CYIYTHHOTO
3aCTOCYBaHHS 13 OJoKaTOpaMH O-aJpEHOPELENTOpiB) 3arajioM € HEe3HAYHUM Ta KIIHIYHO
HE3HAaYylIuM. AHaJi3 JaHUX TPEThOi a3y KIIHIYHOTO JOCTIIKEHHS HE BUSBUB PI3HUIL Y TOOTYHHX
peaxuisx, 10 BUHUKAIM Yy Malll€HTIB, AKi OTPUMYBAIW JIKYBaHHA TadanadiioM 13 CYNyTHIM
3aCTOCYBAaHHSIM aHTUTINEPTEH3UBHUX 3aCO0IB Ta JIIKYBaHHS TUIbKHM Tajganadinom. HesBaxarouu Ha
11e, HEeOOX1IHO HaJaBaTH BIINOBIOHI peKOMEHJAIil I10J0 MOYJIHMBOTO 3HM)KEHHS apTepiabHOTO
TUCKY MaIlieHTaM, K1 JIKYIOTbCS TITOTEH3UBHUMHU JIIKapChbKUMU 3aco0amu Ta Ilinamom.

Pioyueyam.

VY X071 JOKIIIHIYHUX TOCIIPKEHb OYB BUSBICHUN aIUTUBHUH INIOTEH3UBHUM €EKT PU CYyTHOMY
npuiiomi iHrioiropis ®JIE 5 3 pionuryatoM. Y XoJi KIIHIYHUX JOCHIDKEHb OYyJI0 BHSBIIEHO, LI0
plouuryar THOCWIIOE TinmoTeH3uBHY Aito iHriditopis ®JIE 5. He Oyno nokas3iB CHpUATIMBOIO
KJIHIYHOTO eeKTy 11iei koMOiHawii y focnipkyBanii momynsnii. CynyTHe 3aCTOCYBaHHS piOLUTYaTy
3 iuriditopamu DHAE 5, y TomMy uMchi TajmanagiioM, NpPOTHIIOKa3aHO (AWMB. PO3.LT
«IIpoTunokazanusy).

Ineibimopu 5-a-pedykmasu.

VY X011 KIIIHIYHOTO JOCTIIKEHHS, B SIKOMY MTOPIBHIOBATIOCS CYMICHE 3aCTOCYBaHHA Taaanadiny y 1031
5 Mmr Ta inactepuay y 1031 5 Mr i3 npuiioMoM 1uianedo Ta GiHactepuy y 1031 S M Ui YCYHEHHS
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CHUMIITOMIB JTOOPOSIKICHOI rimepIuiasii nmepeaMixypoBoi 3aj03u, He OyJa0 BHSBIEHO KOJHUX HOBUX
no6iyHnX peakirii. [IpoTe, OCKUTBKU TOCIIHKEHHS B3aEMO/IIT JTIKAPCHKUX 3aC001IB 3 METOIO OIIHKH
edexTiB Taganadiny Ta iHTri6ITOPIB S-0-peayKTa3u HE MPOBOIUIH, CIIT 3 00SPEkKHICTIO IPU3HAYATH
Tajanadia mamieHTaM, siKi OTPUMYIOTh JTIKYBaHHS 1HTIOITOpaMu S-0-peTyKTa3H.

CYPI1A2 cyocmpamu (hanpukiad meoghinin).

VY X011 jocimpKenHs KIiHI9HO1 (papmakosorii mpu npuiioMi Taganadiny (B 1o3i 10 mr) 3 Teodininom
(HecenmeKTUBHUM 1HTiOITOpOM (hocdoiecTepa3n) HE CIOCTEPIraaocs HiIkoi (apMaKOKIHETHYHOT
B3aeMoii. €auHUM (papMakoIUHAMIYHUM e(heKTOM OyJI0 He3HAUHE MiJBUIIECHHS CEPLEBOTO PUTMY
(3,5 ya/xB). HeoOxigHO BpaxoBYyBaTH MOXIIMBICTP BUHUKHEHHS IIbOTO €(PEKTy MpH CYMICHOMY
3acTocyBaHHI Tafganadiny Ta TeoiTiHy, He3BRKAIOUH HA T€, 0 BiH € HE3HAYHUM Ta HE Ma€ KIIHIYHO1
3HAYYIIOCTI.

Emuninecmpaoion ma mepoymannin.

Tananadin migBuiyBaB 610 J0CTYIHICTh NEPOPATBLHUX JIKAPChKUX POpM 3 eTuHIIecTpaaionom. Take
30UIbIIEHHS. 010JIOCTYITHOCTI MOXHa OYIKYyBaTH INPU CYMICHOMY 3acTOCYBaHHI 3 TepOyTalliHOM
(mepopanbHO), X04a KIHIYHI HACIIIKH I[1€1 KOMOIHAIlI HEB1IOMI.

Anxozone.

Ankoronb (cepeans makcumanbHa KoHueHtpanis 0,08 %) He BIIMBaB Ha CYMYTHE 3aCTOCYBAHHS
tamanadpiny (B mo3i 10 a6o 20 wmr). Takoxxk He cmocTepiraiocs 3MiH KOHIEHTparii Taxamadiny
MPOTATOM HACTYIMHHUX 3 TOAMH IICS OJHOYACHOTO MPHUMOMY aJIKOTOJIIO 3 TajaanadiioM. AJKOTOJIb
3aCTOCOBYBaJIM TAaKUM YMHOM, 100 JOCSITHYTH MAaKCUMaJIbHOTO PiBHS abcopO11ii ankoroto (mpuiom
HaTIIE Michs HIYHOTO TOJIOJyBaHHA Ta 0e3 MpuiloMy DKi MPOTATroM 2 TOAMH MICHS 3aCTOCYBaHHS
ankoromio). [lpuitom Ttanmanmadiny (B mo3i 20 Mr) He TPHU3BOJMB 10 CTATHCTHYHO 3HAYYIIOTO
3HIKEHHS CEepeAHIX 3HaueHb apTeplalbHOTO THUCKY Ha Tii mpuiiomy anmkoromto (0,7 r/kr abo
npuosm3Ho 180 Ma 40 % ankorosro (TOPUIKM) YOJOBIKOM 3 Macor Tina 80 Kr), mpoTe y ACSTKHX
MAaIIEHTIB CIIOCTEPIraiocss MOCTypaJibHE 3alMaMOPOYCHHS 1 OpTOCTaTHYHa rimoTeHsis. [lpuitom
Taganadily Ha T HUKYIUX 703 ankoroito (0,6 T/Kr) He CIPUYMHSAB TIMOTEH31I0, a 3alIaMOPOYCHHS
CIIOCTEPIrasocst 3 TIEK X YaCTOTOO, IO 1 MPU MPUMOMI TUIBKK aJIKOTOJI0. BIuiMB ajkoroito Ha
Mi3HaBaJabH1 (QYHKIIIT HE TOCUITIOBABCS MPHU CYIMYTHBOMY 3acTOCyBaHH1 Taganadiny (B 1031 10 mr).
JHixapcoki 3acobu, wo memabonizyromocs 3 yuacmio yumoxpomy P450.

He ouikyerbest, mo Tagamadin CopuYMHATAME KIIHIYHO 3HA4ylle IHT10yBaHHS a00 1HIYKYBaHHS
KIIIPEHCY JIKapChKUX 3aco0iB, mo MetabonidyroTbes i3odopmamu CYP450. V xonmi KIiHIYHHX
JOCIIIJDKEHb OYylno moBeneHo, 1o Tafanadin He iHriOye 1 He iHaykye i3odhopmu CYP450, y T. u.
CYP3A4, CYP1A2, CYP2D6, CYP2E1L, CYP2C9 ta CYP2C19.

CYP2C9 cyocmpamu (nanpukiao R-eappapun).

Tanganadin (y mo3i 10 mr ta 20 mMr) He MaB KiIiHIYHO 3Hauymoro edekry Ha ekcrosuiito (AUC)
S-Bapdapuny a6o R-Bapdapuny (CYP2C9 cybGerpaTn), a Takok HE MaB BIUTMBY Ha TPOTPOMOIHOBUI
yac, IHIyKOBaHHUH Bap(hapruHOM.

Acnipun.

Tananadin (y mo3i 10 mr ta 20 Mr) He MOTEHIIIOBaB 30UIBIIEHHS Yacy KPOBOTEYl, COPUYUHEHOT
aleTUIICATILUIIOBOIO KUCIOTOIO.

Ilpomudiabemuuni nikapcwvki 3acoou.

CrenunpiyHuX AOCTiIKEHb B3aeMOoil Taaanadiny 3 NpoTuiabeTHIHUMHU JIIKapChKUMU 3ac00aMu HE
TIPOBOIHIIH.

Ocoobnueocmi 3acmocysanns.

Ilepeo nouamkom nixysanns npenapamom Ilinan.

Ilepen 3acTocyBaHHAM IpenapaTty JIiKapro Ciijl 310paTH MEeUYHUI aHaMHE3 1 TPOBECTH 0OCTEKEHHS
(GI3UYHOTO CTaHy MalieHTa, BU3HAYUTH MOTEHLINHHI MEPLIIONPHUYUHHN €peKTUIbHOT AMChYHKLIT 1
JNOOPOSKICHOT rinepruiasii nepeaMixypoBoi 3a1031 Ta MPU3HAYNTH BIAMOBIIHUNA KypC JIIKYBaHHS.
Ilepen moyatkom OyIb-sIKOTO JIKYBaHHS €pPEeKTHIIbHOT TMCYHKILIT JTikapi MTOBUHHI 3BaXKaTH Ha CTaH
CEepLEBO-CYJMHHOT CUCTEMH CBOIX HAIli€HTIB, OCKUIbKM ICHYE MEBHUM CTYIIHb CEPLEBOTO PU3HUKY,
acoliifoBaHUH 13 CeKCyallbHOIO aKTHBHICTIO. Tamanadin Mae CyIMHOPO3IUPIOBAIILHUM e(ekT, 1110
MO’K€ MPU3BOJNTHU J0 HE3HAUYHOTO Ta TPAH3UTOPHOTO 3HIKEHHS apTepialibHOTO TUCKY (IMB. PO3ALT



«DapMaKoJIOTIYH1 BIIACTUBOCTI») Ta MOTEHI[IIOBAHHS TIMMOTEH3UBHOTO e(heKTy HITpaTiB (AUB. pO3/IiT
«[Iporunokaszanus»).

Ilepen mouaTkoM Tepamii TaganagiioM CUMNOTOMIB JOOpPOSIKICHOI rimepruiasii mepeaMixypoBoi
3aJ1031 HEOOXiJHO OOCTEKUTH MAIli€EHTa JUIS BHKIIIOYCHHS MOJKJIMBOI KapIUHOMHU HEPEAMIXypOBOT
3aJI03M Ta PETEIbHO OLIHUTU CTaH CEPLEBO-CyIMHHOI cucTeMu (IuB. po3ain «IIpoTunokasanusy).
OriHka epeKTIIbHOI TUCHYHKIIT MOBUHHA BKIIFOUATH BH3HAUCHHS MOTCHIIIMHOT IEPIIOTIPUYUHH Ta
il HaJIe)KHE JIIKYBaHHS TICJIS BIAMIOBIAHOTO MEIUYHOTO 0OCTEeKeHHs. HeBimomo, 4 € eeKTUBHUM
Taganadin JUIS TAIiEHTIB, SIKi TEPEHECIM OIepalmilo Ha Ta30BUX KICTKax abo paauKaabHy
MIPOCTATEKTOMIIO Oe3 30epeKeHHs HEPBIB.

Cepyeso-cyounHna cucmema.

VY mocTMapKeTHHIOBHHA mepioa Ta/abo y Xoi KIiHIYHUX JOCHTIIPKEHb MOBITOMIISUIA TIPO CEPHO3HI
SIBUIIA 3 OOKY CEPIIEBO-CYIMHHOI CHCTEMH, B TOMY YHUCII PO iHPAPKT MiOKap/ia, paToBy CEPIEeBY
CMEpTh, HECTaOUIbHY CTEHOKAap[il0, HUIYHOUKOBY apUTMIIO, HOPYLIEHHS MO3KOBOTO KpPOBOOOIrY,
TPaH3UTOPHY IMIEMIUHY aTaKy, OUlb y IpyJsix, MPUCKOPEHE CepLUeOUTTs Ta Taxikapaito. buibmricTs
MAIIE€HTIB, Y SIKUX CHOCTEpIraaucs Taki moOIuH1 peakilli, Mamu (GakTopu pU3UKY 3 OOKY CEpIIeBO-
CY/IMHHOI CHCTEMH B aHaMHe31. Y TOH e yac Hapa3li HEMOKJIMBO TOYHO BCTAHOBUTH, UM BUII[EBKa3aH1
SBUILA TOB’S3aHI 3 (hakTopamMH pPHU3HMKY, 3aCTOCYBaHHSAM Tajanadiay, CEKCyaJbHOIO aKTHUBHICTIO
MarieHTiB 200 3 KOMOIHAIIEI ITUX YU THIINX (DAKTOPIB.

V narui€eHTiB, K1 OTPUMYIOTH CYIYTHE JIIKYBaHHS aHTUTIIEPTEH3UBHUMU 3ac00aMH, Tajanadia Moxe
MOCWJINTH 3HW)KEHHSI apTeplajIbHOrO THCKY. SIKIIO po3modaro mojaeHHy Tepamito [liHamom, ciin
PO3IIIIHYTH KIIIHIYHY HEOOX1IHICTh MiA00PY 103U aHTUTIEPTEH3UBHOT Tepartii.

Heo6xinHo 3 06epexHicTio mpu3HayaT [liHam maimieHTaMm, siKi TpUMaroTh 01-0JI0KaTOpH, TOMY IO
y NeSKHUX TAI[i€EHTIB OJHOYACHUH MPHIOM IMX MpenapaTiB MOKe MPHU3BECTH O CHMITOMATHYHOI
rinotensii (IuB. po3aut «B3aemomis 3 IHITUMH JIKaPCHKUMH 3aC00aMH Ta 1HIII BHAA B3AEMOJIIN).
He pexoMenyeTbcst KOMOIHOBaHE 3aCTOCYBaHHS Tafanadiry Ta JOKCa303HHY.

Opeanu 30py.

[ToBimomMmsim TpPO BUITAJKM TOTIPHIEHHS 30py, B TOMY YHCII MPO IEHTPAIbHY CEPO3HY
xopioperrHomarito (LICXPII), Ta Bumaaku HeapTepiaJibHOT MEPEAHBOI IMIEMIYHOT ONMTHYHOT
netiponatii (HAITIOH) min wac 3acrocyBanus Taganadiny ta iHmux iarioiTopis ®JIE 5. butburicts
BunaakiB [{CXPII cnoHTaHHO 3HWKAIW TICIS NMPUIIMHEHHS NpuiiomMy Taganadiry. AHami3 JaHUX
o0OcepBaIliiHUX JOCIIKEHb MMOKa3aB MiIBUIICHHS pU3HKYy po3BUTKY roctpoi HAIIIOH y 4onmoBikiB
3 epPEeKTUJILHOI0 NUC(]YHKINIEO IMichs 3acTocyBaHHs Tananadiny abo iHmux iHriditopis ®JE 5.
OCKUTbKY MIIBHINECHHS TaKOTO PU3MKY MOJKJIMBE Y BCIX MAIlI€HTIB, K1 3aCTOCOBYIOTH Tafanadi,
JiKap MOBUHEH TMOIEpeIuTH MaIleHTa MpO HEOOXiTHICTh HEralHOro NMPUIMHEHHS 3aCTOCYBaHHS
Taganadiay Ta 3B€pHEHHS 32 MEIMYHOIO JIOTIOMOTOIO Y pa3l panToBOro aAedekTy 30py, MOTipiIeHHs
TOCTPOTH 30py Ta/abo crioTBOpeHHS 30py (AMB. po3nin «IIpoTunokazaHHsm»).

Tocipwenns abo panmosa empama ciyxy.

[ToBimoMmsIM PO BHIAJKKA PANTOBOI BTPATH CIIyXY Micis 3acTOCyBaHHS Taaanadury. HezanexHo
BiJl TOTO, 4i Oy/Iu HasBHI iHII (aKTOpH PU3MKY (Taki SK BIK, HAasABHICTH Jia0eTy, rimepreH3ii Ta
BUIMAJIKA BTpPATH CIyXy B aHamHe3l), Mali€HTIB MOTPIOHO MOMEpeAUTH NPO HEOOXIAHICTH
MIPUIIMHEHHS 3aCTOCYBaHHS Tafanadiay Ta 3B€pHEHHS 32 MEAUYHOIO JOMOMOTOI0 y pa3i parToBOro
MOTIpIIEHHS a00 BTPATH CIYyXY.

Huproea ma neuinkosa neoocmammicme.

Hlonenne 3actocyBaHHA mnpemnapary IliHam He peKOMEHIYeTbCsl TMAIlieHTaM 13 CepHO3HUMHU
HUPKOBHMHU MOPYILICHHSIMH Yy 3B 513Ky 3 niiBuiIeHoro ekcrosuuiero (AUC) taganadiny, oOMexeHum
KIIIHIYHUM JIOCBIIOM Ta CIIa0KOI0 3AaTHICTIO BILTUBATH HAa HOTO KITIPEHC 3a IOTIOMOTOI0 Jiali3y.
Kniniyni nani npo npusHadeHHs Tajganadiny i MOASHHOTO 3aCTOCYBAHHS MAIlIEHTaM 13 TSHKKUMU
nopyueHHsaMu ¢yHkuii neuinku (kiac C 3a mkanoro Yaitnga—I1’10) oOmexeHi.

3acTocyBaHHS Ipenapary MI0ICHHO SK IS TIKyBaHHS ePEKTIIIBHOT AUCQYHKIIIT, TaK 1 A7 TIKyBaHHS
NoOposKicHOT rinepriia3ii mepeaMiXypoBoi 3all03W HE OI[IHIOBAIHM Y TAI€HTIB 13 MEYiHKOBOIO
HenoctatHicTo. [lepm HbK mpusHauuty [liHam, jikap MOBHHEH peTeNbHO OLIHUTH 1HIUBINyaIbHI
nepeBaru/pu3uK Tepanii.



Ipianizm ma anamomiuna deghopmayis cmamesgo2o yjieHd.

SIKIo y mamieHTa BUHUKAE €peKIlisi, o TpuBae 4 roauHu abo Oulblie, HOMy HEOOXiIHO HEraifHo
3BEPTATHUCS 33 MEIUYHOIO JOTIOMOTOK0. SIKII0 He Oy/e MPOBEACHO HEeTaitHe JTIKyBaHHS Mpiamni3my, 1e
MOJK€ TIPU3BECTH JI0 YIIKO/HKEHHS TKAaHWH CTaTEBOTO WIEHA Ta JIOBrOTPUBAIOT BTPATH MOTEHIIII.
HeoOximHo 3 oOepexHicTio mnpu3HauaTu [liHanm mnamieHTaM 3 aHATOMIYHUMH JedopMallisiMu
CTaTEeBOrO WieHa (TAaKUMHU K KYTOBE BUKPUBIICHHS, KaBepHO3HMI (hibpo3 abo xBopoba [leiiponi) abo
narieHTaM, SKi MalTh CTaHH, IO MOXYTh CIPHATH MpiamizMy (Taki SK Cepriono iOHOKIIITHHHA
aHeMisi, Mi€JIOMHA XBOpoOa uu JIeHKeMis ).

Cynymmue 3acmocyeanns 3 ineibimopamu CYP3A4.

HeoOximHo 3 oOepexHicTio mpu3Havatu [liHam mamieHrTam, siki BxkuBaroTh iHTiOiTOopu CYP3A4
(puToHaBIp, CakBiHABIp, KETOKOHA30J, ITPAKOHA30JI, CPUTPOMIIMH), OCKUILKH IPU CYMICHOMY
3acTOCYBaHHI 13 TaganadiioM crocrepiraeTbcsi 30UTbIICHHS eKkcno3uilii Tamanadpiny (AUC)
(nuB. po3ain «B3aemois 3 HIIMMHU JIKAPCHbKUMU 3aC00aMHU Ta 1HILI BUIU B3aEMOIN»).

CynymHue 3acmocy8ants 3 IHUUMU TIKAPCoKUMU 3Aco0amu 05 NiKY8AHHS epeKmUIbHOI OUCEHYHKYIL.
besneky Ta eekTUBHICTH 3acTOCyBaHHA Tadanadiny B komOiHawii 3 iHmKUMHU 1Hriditopamu OJIE 5
a0o0 HIIUMHU 3aco0aMHu JUIs JIKYBaHHS €pEeKTUIIbHOT TUCPYHKIIIT HE JOCHKYBaAJIN, TOMY HEOOX1THO
1H(GOpPMYBaTH MAlll€HTIB PO Te, L0 He ciif npuiimaTH [liHan y no1ioHuX KOMOIHAIIAX.

Hampiu

Le#t nikapchkuit 3acid MICTUTH MeHILe 1 MMOJb HaTpito (23 Mr)/n03y, TOOTO MPAaKTUYHO BUIBHUM Bif
HaTpIIo.

Jlakmosa.

[IpenmapaT MICTHTH JIaKTO3M MOHOTIApPAT, TOMY MalllEHTaM 3 PIAKICHUMHU CHAIKOBUMH (opMaMu
HEMEPEHOCUMOCTI TallaKTO3HM, HEIOCTaTHICTIO JakTa3u abo CHHIPOMOM TJIIOKO30-TajJaKTO3HOI
MaJibaOcopOItii He CiTi] 3aCTOCOBYBATH Mpermapar.

3acmocyeanns y nepiood eacimuocmi abo 200y8anHs 2pyoor.

[Tinam He moKa3aHui IS 3aCTOCYBAHHS JKIHKaAM.

Baecimuicme. Jlani mociipkeHb MO0 3aCTOCYBaHHs Tajganadily BariTHUM J>KIHKaM OOMEXeHI.
JlocmiKeHHsT Ha TBApUHAX HE BUSBUIIM ITPSIMOTO a00 HETIPSMOTO IIKIJIMBOTO BIUIMBY HA BariTHICTH,
PO3BUTOK eMOpioHa abo TI0/1a, pOAM Ta MOCTHATAIBLHUN PO3BUTOK. SIK 3armoObKHMM 3aXif, OaxaHO
YHUKATH 3acTOoCyBaHHs [liHamy y rmepioa BariTHOCTI.

T'ooysanns epyoorw. HasBHi dapmMakoquHAMIYHI/TOKCUKOJIOTIYHI JaHI CTOCOBHO TBAapWH CBiIT4YaTh
PO EKCKpelio Tananadizy y MOJOKO. PU3HMK UIss HEMOBISATH Ha TPYJHOMY TOJyBaHHI HE CIi
BUKITIOYATH. [liHam HE CITiJ] 3aCTOCOBYBATH y TIEPiOJl TOAYBAHHSI TPYLIIO.

Depmunvricmes. Edexktn, 10 MOXKYTh BKa3yBaTH Ha MOTIpUIEHHS (DEpTHUIBLHOCTI, BiI3HAYAIUCS Y
cobak. Y xo/i IBOX KIIHIYHHMX JOCIIHKEHb OYJI0 BCTAHOBJICHO, IO TaKUi €(PEKT HE OYIKYETHCS y
J0JIeH, X04a B OKPEMHUX YOJIOBIKIB CIIOCTEpPIraaocs 3HWKEHHS KOHIICHTpaIlli criepMu (JIUB. PO3IiT
«DapMaKoJIOT1UH1 BIIACTUBOCTI).

30amuicmy énausamu Ha WEUOKICMb peaxkyii npu KepysauHi a8mMOmMpancnopmom abo iHuumu
MEXAHIZMAMU.

BrnuB Tamanadiny Ha 34aTHICTH KEpyBaTH MalllMHAMH Ta MEXaHI3MaMHU HEe3HAuHU. Xoua 4yacToTa
MOBIIOMJIEHB MPO SBUIIA 3aTIAMOPOUEHHS Y XO1 KIIIHIYHUX JOCTIIKEHb 13 3aCTOCYBAaHHSM I1a1ie0o
Ta y XOJi KIIHIYHUX JOCIIIPKEeHb 13 3aCTOCYBaHHSIM Tajanadiny Oyna mojiOHa, mamieHTH MOBUHHI
3HATH, K BIUTMBae Ha HUX [liHam, mepur HiK KepyBaT aBTOTPAHCIOPTOM ab0 MPALIOBATH 3 IHITUMHU
MeXxaHi3MaMHU.

Cnoci6 3acmocysanna ma 0o3u.

JU1st IepopalibHOTO 3aCTOCYBAaHHS.

Epexmunvna oucgyukyis y oopociux 4ono86ikis.

PexomenyoBana no3a ctaHoBUTH 10 Mr mepen mnependadyyBaHOIO CEKCYalbHOIO AKTHBHICTIO,
He3anexHo Bix npuiiomy bki. [lamientam, y skux [linan y no3i 10 Mr He cpu4MHS€E aJeKBaTHOTO
eeKTy, MOKHA 3aCTOCOBYBATH 103y 20 MT.

[Ipenapat MoxHa npuiiMaTi 3a 30 XBUJIMH NE€pe]] CEKCYaIbHOIO aKTUBHICTIO.



MaxkcumanbHa peKOMEHI0BaHa 4acToTa mpuiiomy — 1 pa3 Ha 100y.

[Tinan y 1o3i 10 mr ta 20 Mr nmpu3HaYCHUIA JJ1s1 3ACTOCYBAHHSI ITepe]l epe0adyBaHOI0 CEKCyaTbHOIO
AKTUBHICTIO Ta HE PEKOMEHIOBAHUH JIJISl IOJCHHOTO 3aCTOCYBaHHSI.

SIkmo mnependavyaeThcst 4yacte 3acrocyBaHHs [liHamy (mpuHAWMHI JBiYi HA THXKICHB), PEXKUM
IIOZICHHOTO 3aCTOCYBAaHHS OunbII HU3BbKUX /103 IliHamy Moske OyTH OUTBII JOLUIBHUM, BUXOJSYU 3
BHOOpY TaIlieHTa Ta pilieHHs Jikaps. JIs Takux NaIlieHTiB PEeKOMEHJIOBaHa /032 CTAHOBUTH
5 Mr/no0y npubIM3HO B OJHAKOBUH Yac. J[03y MOKHA 3MEHIIyBaTH A0 2,5 Mr/mo0y, BUXOISYH 3
IHAUBITyaJIbHOT TOJIEpAHTHOCTI. JIONUIBHICTH TPHBAJIOTO IWIOJCHHOTO 3aCTOCYBAaHHS  CIIII
MEePi0IMYHO TIEPEOIIHIOBATH.

Jlobposikicha einepniasis nepedMixypoeoi 3ano3u y 00poCiux 40108IKi6.

JU71s1 1I0IEHHOTO 3aCTOCYBAaHHS PEKOMEHIOBAHA /1032 CTAHOBHUTH 5 MI/100y MPUOIM3HO B OJMH 1 TOH
caMHil 4ac, HE3aJeKHO BiJ mpuiioMmy Dki. s JiKyBaHHS JOPOCIHMX YOJIOBIKIB 3 €PEKTHUIIBHOIO
TUCQYHKIIIEI0 Ta CUMIITOMaMH JOOPOSKICHOI TinepIuiasii nepeaMixypoBoi 3aJ103U PeKOMEHI0BaHa
7103a JJIs II0JIEHHOTO 3aCTOCYBAaHHS CTAHOBUTH 5 MI/100y pHUOIM3HO B OJMH 1 TOM camuii yac. J{is
MAaIIEHTIB 3 HENEepeHOCUMICTI0 Tajanaduly y A031 5 Mr/mody mpu JKyBaHHI JOOPOSIKICHOT
rinepruiasii nepeAMiXypoBoi 3ajl03U CIIiJ PO3IVISHYTH 3aCTOCYBaHHS allbTEPHATUBHOI Tepamii, 3
OTJIsITy Ha Te, Mo e(eKTUBHICTh Taganadiny y mo3i 2,5 Mr/goOy mis JIIKyBaHHS JOOPOSIKICHOT
rinepuiasii nepeMixypoBoi 3a7103H1 HE OIIIHIOBAJIACh.

Ocobausi nonynsayii nayicHmis.

Yonosiku aimuvoeo giky. Kopekiiis 1031 He TOTpiOHA.

Yonosiku, axi marome Hupkosy Hedocmamuicms. Kopekiis 1031 He mOTpiOHA JjIsl TAIIEHTIB 13
JIETKOI0O Ta TIOMIPHOIO HHUPKOBOIO HEAOCTaTHICTIO. J[7s mamieHTiB 13 TSKKOK HHUPKOBOIO
HEJIOCTaTHICTIO MaKCUMaJIbHa PEKOMEHI0BaHa 7103a cTaHoBUTH 10 Mr (mpuiiom [linamy 3a motpedn).
[Monenne 3actocyBanus Ilimamy y B 1031 2,5 Mr abo 5 Mr He pEeKOMEHIIOBAHO IS JIIKyBaHHS
TMAIIE€HTIB 13 TSHKKOK HUPKOBOIO HEJOCTATHICTIO Ta JOOPOSIKICHOIO TIMEPIUIAa3iero MepeaMiXypoBoi
351031 a00 epeKTWIbHOK JUChYHKIIE (auB. po3aun  «OcOoONMBOCTI 3aCTOCYBaHHS» Ta
«DapMaKoJIOT14H1 BIIACTUBOCTI).

Yonosiku, sKi Maoms newiHKO8y HeOOCMAMHICMb.

Jlnst mikyBaHHSI €peKTUIIbHOT AUCYHKII pekoMeHaoBaHa go3a [linanmy cranoBute 10 Mr mepen
nepeadavyBaHOIO CEKCYAIbHOIO aKTUBHICTIO 1 HE 3aJICKHUTh Bl mpuitomy ki (mpuiiom IliHany y pa3zi
notpebu). KimiHiuHi maHi momo Oe3Mmeku 3acTocyBaHHS Tafanadury MamieHTaMm i3 TSHKKOIO
ne4yiHkoBor HepocTtaTHicTIO (kirac C 3a mkanor Yainga—I1'10) oOMexeHi; y pa3i NMpuU3HAYCHHS
JIKap TOBWUHEH YBAXHO OI[HUTH IHIWBIAyanbHI TmepeBaru/pusukd. Hemae paHux 1momo
3acTocyBaHHA Taganadiny B 1031 Bumie 10 Mr marmieHTaMm 13 me4iHKoBOIO HemocraTHicTio. [Ilogenne
3aCTOCyBaHHA Tamanaduly SK I JIKYBaHHS TMAIIEHTIB 13 JOOPOSKICHOIO TINEpIuIa3i€ero
MepeaAMIXypoBOi 3aj03d, TaK 1 3 EPEKTUJIbHOK IUC(YHKIIIEI0 HE OIHIOBAIW Y TAIllEHTIB 13
TMOILKOIKEHHSMH TEYiHKH, TOMY JiKap HOBUHEH PETEIBbHO OI[IHUTHY 1HIUBIyalbHi [lepeBaru/pusuku
Takoi Teparnii (auB. po3au «OcoOaMBOCTI 3acTOCyBaHHA» Ta «DapMaKoIOTriuHi BIACTUBOCTI»).
Yonosiku, sxi maioms yykposuti oiabem. Kopekiiis 1031 He MOTpiOHA.

Oco0nuBi 3aCTepeKCHHSI MPU YTHUIII3AILi].

HeBukopucranuii npenapar abo BiIXOIW Ci YTHUII3yBaTU BIANOBITHO JO TIFOYMX HOPMATHBHUX
BHUMOT.

Himu.

Hemae nanux 1mo/0 3actTocyBaHHs Tajanaduly AiTAM s JTIKYBaHHS €peKTUIIBHOT IUCHYHKIIII.

Ilepeoosysanns.

Cumnmomu. ITpu oJTHOpa30BOMY 3aCTOCYBaHHI 310POBUMH JOOPOBOJIBLAMHU Taganadily B 1031 A0
500 mr i mpu GaraTopa3oBOMy 3acTOCyBaHHI Tajanadiny mamieHramu 10 100 mr Ha 100y HeOakaH1
edexTH OyiM aHAJIOTI4HI THM, IO CIIOCTEpIralnucs Mpy 3aCTOCYBaHHI MEHIIIMX JI03 Tpenapary.
Jlikysanna. Y pasi nepeno3yBaHHs, SKII0 Tpeba, Cllif 3aCTOCOBYBATH CTaHJAPTHY CUMITOMATHUHY
tepanito. Ha eniminaniro taganadiny reMoiani3 BIUIMBAaB HEICTOTHO.
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I06iuni peakuii.

Pestome npogpinio beznexu nikapcvroeo 3acoby.

Hebaxanumu edexramu, mpo sKi MOBITOMIISUIM HaWYacTilIe MU JTiKyBaHHI €peKTHIIBHOT AUCHYHKIIIT
abo J00posKiCHOT rinmepruiasii mepeaMixypoBoi 3a03u, OyJau TOJOBHHN OuTh, AMCIENCIA, OUTh y
CNHHI, MIQJITisl, YaCTOTa BUHUKHEHHS SKHX 3pocTaya 31 30UIbIIeHHSIM 103U Tafanadiny. [Tooiuni
peaxiii Oyau KOPOTKOTPUBAIMMH, 3arajioM BiJ] JIETKHX JO TMOMIpHHX. BiTbIIiCTh BUNIAAKIB MOSBU
TOJIOBHOTO OOJIIO MPH MIOJCHHOMY MPHIOMI Taganadiry crocTepiranacs IpoTsIroM MepuInx

10-30 xib micist movaTKy JiKyBaHHSI.

Tabauuni 0ani noOiuHUX pearyil.

Hwx4veHnaBeeHa TaOIUIIS MICTUTH JIaHI CTOCOBHO TIOOIYHUX PEAKI(ii 31 CTIOHTAHHKX IMOBIIOMIICHB Ta
1a1e00-KOHTPOIBOBAHUX KITIHIYHAX JIOCHIKeHb (BKmMoyanu B 1imomy 8022 maimieHTiB, sKi
oTpuMyBaH Taganadin, Ta 4422 mamieHTH, SKi OTPUMYBAIIH I1are0o0) i3 3acTocyBaHHs Taganadiny
3a MoTpeOoI0 Ta MIOJEHHOTO 3aCTOCYBAHHS Ul JIKYBaHHS €PEeKTUIBbHOI JUCPYHKIIIT 1 IIOJAEHHOTO
3aCTOCYBaHHS JUId JIKYBaHHS J00pOSKICHOT rinepriiasii nepeaMixypoBoi 3a03u.

Hyxe wacto (> 1/10), wacto (> 1/100 Ta < 1/10), Heuacto (> 1/1000 Ta < 1/100), pinko (= 1/10000 Ta
< 1/1000), nyxe piako (< 1/10000), yactora HeBimoma (YacToTa HE MOXE€ OyTH BCTaHOBJICHA,
BUXOJISIYHU 3 HASIBHUX JTAHUX).

Hyxe Yacrto Heuacrto Pinxo Hesinomo
9acTo (> 1/100 mo >1/10) | (= 1/1000 mo 1/100) | (= 1/10000 mo 1/1000)
(=1/10)
3 00Ky IMyHHOT CUCTEMU
Peaxii AHT10HEBPOTHYHHI
rinep4yTaNBOCTI HaOPAK?
3 60Ky HEPBOBO1 CHCTEMH
[NosoBHMIA OLTH 3anmamMopoYeHHS [TopymieHHsT  MO3KOBOTO
KpOBOOOIry® (BKIIOUAI0OUH
reMoparidti SIBUIIIA),
BTpaTa CBIJIOMOCTI,
TpaH3UTOpHA  IIIEeMiYHA
araxal, MirpeHLZ,
cylIoMu?,  TpaH3UTOpHA
amHe3is
3 60Ky oprasis 30py
Heuirkuii 3ip, Hedextn momnst  30py, | LlenTpansHa
Biq4yTTs 000 B HaOPSK MOBIK, | CEpO3HA
ouax KOH FOHKTHBaJIbHA XOpilopeTHHOMNAaTIs
rinepemisi, HeapTepiaJbHa
nepeaHs ONTHYHA
imeMiyHa Helponaris
(HAIIIOH)?, okmio3is BeH
CITKiBKH?
3 OOKy OpraHiB ciyxy Ta piBHOBAaru
JI3BiH y Byxax PanroBa BTpara cinyxy
3 6oky ceprst
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Taxikapnis, [adapkr Miokap/a,
IPUCKOPEHE HecTabiIbHa
cepueOuTTs CTeHOKapis?,
IITyHOYKOBA APHTMist?
3 GOKy cyauH
[Ipunnusu Iinotensis®,
rinepreH3is
3 GOKy pecripaTOpHOi CHCTEMH
3aknazneHicTh Hoca | JluciHoe,  HOCOBa
KpOBOTEYa
3 60Ky IUTYHKOBO-KHIIIKOBOTO TPAKTY
Hucrencis AOmoMiHATbEHUHT
OLIb, OIIOBaHHS,
HYJIO0Ta,
ractpoe3odareaib-

HUM pedirokc

3 OOKy HIKIpH Ta MIAMIKIPHUX TKAaHUH

Bucunauus

Kponnp’sHka, cuHIpPOM
CriBenca—J[>koHcOHa?,
ekcdoiaTuBHUI
JepMaTHUT?, Timepriapo3
(HagmipHe

MTOTOBUIICHHS )

3 00Ky OIOpHO- OBOTO amapary, CIIOJIYYHOI Ta KICTKOBO-M SI30BOT TKAaHUHU
5

buie y cnouHi,
Mianris, Oulb Yy
KIHI[IBKaX

3 60Ky HUPOK Ta CEYOBUIUILHOT CHCTEMH

I'emarypis

3 00Ky penpoayKTUBHOI CHCTEMU

[TonorxkeHa epekirist

[Ipianism, kpoBoTeua 3i

CTaTeBOrO YjieHa,
remMocrnepmis
3aranpHi po3iaau Ta CTaH y MICI[i BBEICHHS
Binb y rpyasxt, Halpsix 06muyus?,
nepupepruyHi panToBa cepleBa
HaOpSKHU, cMepTh?
MABHUIIIEHA
BTOMJIIOBAHICTh

! BinpmiicTs mamieHTIB, y AKUX CrIOCTepiramucs Taki Mo6iuHi peakilii, Maau (paKTOpH PU3MKY 3 GOKY cepreBo-
CYJIMHHOI CHCTeMH B aHaMHe31 (uB. po3 it «OCcoOIUBOCTI 3aCTOCYBAHHS).
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2 Tlo6iuni peakiii i3 MOCTMAapKETMHTOBUX JOCHIPKCHb, SKI HE CIIOCTEpIrajucs B XOAl IuIanedo-
KOHTPOJIbOBAHUX KIIIHIYHUX JTOCITIJIKEHb.
*Yacrime moBigoMnsanocs y pasi 3acTocyBaHHs Taganadily pa3oM 3 aHTUTIEPTEH3MBHUMHU 3aCO0AMH.

Oxpemi nobiuni peaxyii. [loBimoMIIsuIM Ipo TPOXu BUILy yacToTy anomaiiii Ha EKT, y mepury yepry
PO CUHYCOBY OpaJMKapiro, y MalieHTiB, sKi OTpuMyBanu Taganadin 1 pa3 Ha 100y, TOPIBHIHO 3
narieHTamH, ki npuiitmanu miane6o. binpmicts ux anomaniid Ha EKI He Oynu nmoB’si3aHi 3 posSBOM
MOOIYHUX PEaAKIIIH.

Ocobnusi epynu nayieumis. Jlani moOA0 3acTOCYBaHHs Tajganadily malieHTaM BIKOM ITOHAJ
65 poKIB y XOIi KIIHIYHUX JOCTIHKEHb, SK IS JIKYBaHHS €peKTHIIbHOT AUC(YHKIII, Tak 1 uis
JIKyBaHHS JTOOPOSIKICHOT Tinmepruiasii mepeaMixypoBoi 3ao3u, OOMEkeHi. Y XoJi KIIHIYHUX
JOCTI/DKEHB I Yac 3acTocyBaHHs Tajganadimy 3a motpebdoro (B mo3i 20 Mr) mis JiKyBaHHS
epeKTUIIbHOT TUCYHKIIT Ailapesl yacTille BUHMKAJa Yy TAIli€EHTIB BIKOM MOHaa 65 pokiB. Y xonai
KIIHIYHUX JOCTKEHb M1 Yyac 3aCTOCyBaHHs Taaanadury B 1031 5 Mr 1 pa3 Ha 100y A5 JTIKyBaHHS
NOOpOSIKICHOT Timepruia3ii mepeaMixypoBOi 3aj03u sBHINA 3allaMOPOYEHHS Ta Jiapei vacTiiie
CriocTepiraiucs y naii€eHTiB BIKOM MOHaJ 75 POKIB.

[loBigoMaeHHS Tpo NMOOIYHI peakiii

[ToBimomIeHHs Mpo MOOIUHI peaKIrii Mcis peecTpallii JIKapchKOro 3ac00y Mae Ba)KJIMBE 3HAUCHHSI.
Ile nmae 3Mory MpoBOJUTH MOHITOPUHI CIIIBBIIHOIIEHHS! KOPUCTH/PU3UK MPU 3aCTOCYBaHHI I[LOTO
JIKapChKOTO 3ac00y. MeanunuMm Ta (hapMalieBTUUHHUM IpAIliBHUKAM, a TaKOX IMaIfieHTaM abo ix
3aKOHHUM IPeJICTaBHUKAM CJIiJ] TOBIJOMJISATH PO yC1 BUMAIKU MiA03PIOBaHUX MOOIYHUX peakiiil Ta
BIJICYTHOCT1 €(DEKTUBHOCTI JIIKAPCHKOTO 3aco0y uepe3 aBTOMaTH30BaHy iH(OpMaIliiiHy cucTeMy 3
bapmakoHarsity 3a nocunanuam: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poku.

YmoBu 306epiranns. [[ns mikapcekoro 3aco0y HE BHMAaraeTbes CICLIaTbHUX YMOB 30epiraHHs.
30epiraT¥ y HETOCTYITHOMY JIJIsL JIITEH MICIIi.

YnakoBka.

s 0o3ysanns 2,5 me: o 14 Tabnetox y Omictepi, mo 1 abo mo 2 6iicTepr B KApTOHHY MAvKy.
s 0o3ysanns 5 me: o 14 Tabierok y Oxictepi, mo 1 a6o 1o 2 GiicTepu B KAPTOHHY MAUKYy.
s 0o3yeanns 10 me: 1o 4 Tabietku y oiicrepi, 1o 1 abo mo 2 GiicTepu B KApTOHHY MAYKYy.
Jlns 0o3ysanns 20 me: 1o 1 Tabnermi y 6mictepi, mo 1 GiicTepy B KapTOHHY HAYKYy,

a6o 1o 2 tabneTku y Omictepi, 1o 1, ado mo 2, abo 1o 4 GiicTepu B KAPTOHHY MAYKY;

a6o 1o 4 tabneTku y Omictepi, mo 1 abo mo 2 GicTepu B KApTOHHY MAYKY.

Kareropis Bignycky. 3a peuenrom.
Bupo6nuxk. [Ixenedapm C.A.

Micue3naxoa:keHHsI BAPOOHHUKA Ta ajjpeca Micls MPOBAIKeHHs Oro AislJIbHOCTI.
18-t Km Mapartonoc Aento, [lamrini, 153 51, I'perist.

Jata ocranHboro neperasay. 07.05.2025.
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