[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

IITHAII

(PINUP)

Cknao:

0itoua pevosuHa: taganadi;

1 Tabnetka micTuTh 2,5 Mr a6o 5 mr, abo 10 mr, abo 20 mMr Taganadiny;
0ONOMIJCHI PEUOBUHU:

saapo TabneTKU: TaKTO3W MOHOTIIpaT, HaTPilo KpocKapMeso3a, HaTpilo Taypusicynbdar,
rigpoKcHUIpoIIinIentono3a, nomicopdar 80, Maruito creapar;

000JI0HKA TabJIeTKH:

miist TabIeTOK 2,5 MT: TOTOBA [0 BUKOPUCTAHHS CYMilll [rimpoMenios3a, TaKTO31W MOHOTIApaT, TUTaHY
miokcun (E 171), TpualleTuH, TanbK, 3amida okcup xkoBtull (E 172), 3amiza okcup yepBouuit (E 172)];

nis TabyIeToK 5 MTI': TOTOBA 0O BUKOPUCTAHHS CYMIIl [TinmpoMeno3a, 1aKTO3u MOHOTIOpaT, TUTaHY
miokcun (E 171), TpualleTuH, TanbK, 3amida okcun xkoBtull (E 172)];

miist TabieTok 10 Mr: roToBa 10 BUKOPUCTAHHS CYMilll [rimpoMenio3a, TaKTO3XW MOHOTIApaT, TUTaHY
miokcun (E 171), TpualleTuH, TanbK, 3amida okcun xkoBtuit (E 172), 3amiza okcup yopHuii (E 172)];

miist TabeTok 20 MT: TOTOBa 10 BUKOPUCTAHHS CYMilll [rimpoMenio3a, TaKTO3KW MOHOTIgpaT, TUTaHY
miokcun (E 171), TpualleTyH, TanbK, 3amida okcup xkoBtuil (E 172)].

JIikapcbKka ¢popma. TabmeTKy, BKPUTI MTIBKOBOIO 000I0HKOIO.
OcHo8HI (pi3uKo-ximiyHi 81acmusocmi: TabaeTKy, BKPUTI IMIiBKOBOIO 060JIOHKOIO, V hopmi
KaIJIeTH, [IBOOMYKIIi; TabmeTKu 2,5 MT: XKOBTO-TIOMapaHyeBi, 3 HanucoM «T 2» 3 oqHOT0 OOKY;

TabneTKu 5 Mr: XKO0BTi, 3 HamucoM «T 5» 3 ogHOTO 60KY; TabneTku 10 Mr: k0BT, 3 HamucoM «T 10» 3
opHOTO 60KY; TabmeTku 20 Mr: xK0BTi, 3 HanmucoM «T 20» 3 0qHOTO GOKY.

®dapmakoTepaneBTHYHA Irpyna. 3acobu myis iKyBaHHS mopyueHs epekii. Kog ATX G04B E08.

dapmakonoeiuHi e1acmueocmi.



®apmakoOuHamika.

MexaHi3M mil.

Tapmanadin € cenneKTUBHUM 000POTHUM iHTiIOITOPOM HUKITIYHOTO I'YaHO3WHMOHOGOChaTy

(ul'M®) — cneuudiunoi pocdoniecrepasu Tuny 5 (OIE 5). Konu cekcyanbHa CTUMYTIALISA CIPUUNHSIE
JI0OKaJibHe BUBIIbHEHHS OKCUAY a30Ty, inrioyBanus ®IIE 5 TaganadinoM nNponyKye migBUIIeH] PiBHI
nl'M® y nedepuctomy Tini. Lle mIprBOAUTE O penakcariil rImagkux M'g3iB i IPUIUIMBY KPOBi 0 TKaHUH
CTaTeBOT0 YJIeHa, CTBOPIOIOYY TUM CaMUM epekiito. Taganadin mpu niKyBaHHI epeKTUIIbHOL
OUCHYHKIIIl He TIPOSIBIISIE CBOEIL Mil IIPY BifCyTHOCTI CEKCyalbHOl CTUMYJISIIL.

Edexkr inribyBanHs KoHueHTpalii I’ M® y me4eprucToMy Tijli TAKOXK CIIOCTEPIraeThCs y TagKuX
M’si3axX IIPOCTATH, CEY0BOMY Mixypi Ta ix cyauHax, 110 TepPeHOCsATh KPOB [I0 BUIIleBKa3aHUX OpraHiB.
CynouHHa penakcallisi, sKa IpHu IIbOMy BUHUKAE, CIIPUUMHSE MMiIBUILIEHHS 1epdy3ii KPoBi Ta MoxKe
OyTH MPUYKHOIO 3MEHIIIEHHSI CUMIITOMIB OOPOSIKiCHOI rinepiasil mepeaMixypoBoi 3ano3u. Li
CynouHHi eeKTH MOXKYTh OyTH HONOBHEH] iHTiOyBaHHAM aKTUBHOCTI ahepEeHTHUX HEPBiB CEYOBOTO
Mixypa Ta peakcalli€lo rilagKux M’ 13iB IPOCTaTH 1 Ce40BOT0 MixXypa.

dapMakogrHaMiyHi eeKTH.

HocmigxeHHs in vitro mokKa3anu, 110 Taganadin € cenektuBHuM inriditopom @IIE 5. ®IIE 5 €
dbepMeHTOM, IKUM OYB 3HAWIEHUH Y TNIaJKUX M’g3ax MeYepPUCTOro Tifla, CYAMHHUX i BicllepabHUX
TJIagKuX M’si3aX, CKeJIeTHUX M’s13axX, TpOMOOIMTaxX, HUPKaX, JIereHsax i Mo304Ky. Brinus tapanadiny
Ha OJIE 5 cunbHimu, HiXK Ha iHII ¢pochopiectepasn. [lisg Taganadiny Ha ®IIE 5y 10000 pasis
nepeBuinye 1oro BriuB Ha ¢pepmenTtu O®JIE 1, ®IIE 2 i ®JIE 4, 1110 € HasIBHUMU Y CEPIIi, MO3KY,
CyOvHaX, TediHli Ta iHmux opraHax. Taganadin y 10000 paziB notyxHuimmui mono ®IE 5 mopiBHIHO
3 ®JIE 3, 1m0 € pepMeHTOM, HaIBHUM Y CEPIIi Ta KPOBOHOCHUX CyAuHaX. LI cemekTuBHiCTh mono OIIE
5 nopiBHsAHO 3 OJIE 3 € BaxnmuBoio ToMy, mo OIIE 3 € hepMeHTOM, IKUH Bifgirpa€ meBHY POb Y
CKOpPOYeHHi cepieBoro M’'s3a. Kpim Toro, Taganadin npubnusHo y

700 pagsiB notyxkHimui mopo ®IE 5 nopiBHsAHO 3 OJIE 6, 1110 € GepMeHTOM, HasiBHUM Y CIiTKIiBIIi i
BigmoBiganbHUM 3a ¢oToTpaHCcOyKLio. Taganadin takox y 10000 pasiB notyxuimuii mopo ®IE 5
nopiBasAHO 3 OIIE 7, ®IIE 8, ®JIE 9 i O®JIE 10.

KrigiyHa eeKTUBHICTE Ta Oe3meka.

Tapmanadin, yBemeHul 300poBUM NOOPOBOJIBLISM, He TIPOSBIISAB iCTOTHOI Pi3HUII MOPIiBHSIHO 3 M1alebo
3a ITOKa3HUKaMU CHACTOJIIYHOI'O Ta AlaCTOJIIYHOr0 apTepiaJibHOI0 TUCKY Yy II0JI0XKEHH] aljieHTa
niexXauu (cepegHe MaKcuManbHe 3HUKeHHS 1,6/0,8 MM pT. CT. BiAMOBIAHO), CUCTOIIYHOIO Ta
[1aCTOIIYHOTO apTepialbHOTO TUCKY V MOJI0KEHH] MallieHTa CTOS4YY (CepelHE MaKCUMaJlbHe
3uukeHHs 0,2/4,6 MM pT. CT. BiITIOBiOHO) Ta iCTOTHOI 3MiHM YaCTOTH CEPIIEBHUX CKOPOYEHE.

Y xogi mocmipKeHHS BINIUBY Tafanadiny Ha 3ip 3 BUKOPUCTAHHSM TECTY OL[IHKH KOJIbOPOBOTO
crpuiHaTTsa Farnsworth-Munsell 100 Hue 6yo BcTaHOBIEHO, 110 Tafanadin He moripuye
po3ni3HaBaHHS KOJIbOPIB (CHHiN/3eneHui). OTpHMaHi JaHi KJIiHIYHOTO OOCHiAKeHHS MigTBePAXKYIOTh
HU3bKY CIOPigHEeHIiCTh Tapanadiny uono ®IE 6 mopisHsaHO 3 ®IIE 5. Y x0[ai BCiX KIiHIYHUX
gochigkeHsb pigko (< 0,1 %) moBimoMIIsinu mpo 3MiHK y pPo3Mi3HaBaHHI KOJIbOPIB.

Byrno npoBefgeHo Tpu KTIHIYHUX JOCTIAXKEHHS 3 y4acCTIO YO0JIOBIKiB [AJIS OL[IHKY IIOTEHI[INHOTO BIJIUBY
Ha crnepmaTtoreHe3 [liHany B 7o3i 10 Mr (ogHe mOCHifAXKEeHHS TPUBAJIICTIO 6 MicsLiB) Ta B 7031 20 Mr
(omHE mOCHiAXKEeHHS TPUBAJIICTIO 6 MICALIB i OfHe — TPUBAJIICTIO 9 MiCALIB) IPU 4aCcTOTi npuuomy 1
pas3/moby. Y xofi OBOX i3 TPbOX MOCTiAXKEHb CIIOCTEPiranocs KIiHiYHO He3HauyIlle 3HNKEHHS
KiJIbKOCTi Ta KOHIIEHTpallii CliepMHU, acollifioBaHe 3 mpuitoMoM Tagasnadiny. Lli ebextu He Gynu



II0B’513aHi 31 3MiHaAMHU iHIINX XapaKTEePUCTUK, TaKUX K PYXJIUBICTh CIIEpMaTO30171iB, MOPGOJIOTis Ta
piBeHB POJIKYIOCTUMYITIOI0Y0TO TOPMOHY B KPOBI.

EpexmuavHa ducyHKyiA.

Tpu kniniuyHi gocnimxeHnHs Oynu npoBeneHi 3 yuacTio 1054 marfieHTiB 3 MeTOI0 BUSBIEHHS Iepiony
mo4yaTKy epekTy Tajanadiny, SKui IpOAEeMOHCTPYBaB CTaTUCTUYHO 3HAUYIIle IIOKPAIeHHS
€PEeKTUIIbHOI QYHKIIil, a TaKOXK HiEBICTH MPOTATOM 36 TONUH Ta BUSIBIEHHS epEKTy BxKe yepe3

16 XBUIKH Mic/g IPUHOMY 03U MOPiBHSAHO 3 myanebo (mpuitoM [liHamy 3a moTpedn).

Y xopi mocmimKeHHs TpuBasicTio 12 TuxkHIB 3 yyacTio 186 nauieHTiB (142 nauieHTH OTPUMYyBaIn
taganadin, 44 mamieHTH — mnane6o) i3 BTOPUHHOI0 ePEKTUILHOI0 JUCHYHKITIEI0 BiTHOCHO
MOIIKOMXKEHHS CIIMHHOT0 MO3KY Tafanadin mposBiisgB 3HaYHe MTOKPallleHHsS epeKTUIbHOl QYHKIII, a y
cepegHbOMY KoedilieHT ycminHux cpob mpu npuiiomi [Tinany B mo3i 10 Mr a6o 20 mr (mip6ip no3wy,
3aCTOCyBaHHS 3a 1oTpebu) ctaHoBUB 48 % mopiBHSHO 3 17 % y rpymi mname6o.

Tapmanadin y gosax 2,5 mr, 5 mr Ta 10 mr 1 pa3 Ha no0Oy omiHIOBaBCS Y X0Ai 3 KIiHIYHUX HOCTiAXKEeHb 3
y4acTio 853 mauieHTiB pi3HOro BiKY (Bif 21 mo 82 poKiB) Ta Pi3HUX €THIYHUX I'PYN 3 €PEKTUIILHOIO
nucGyHKIIEIO Pi3HUX CTYIEHIB TSIXKKOCTI (JIeTKa, cepefHs, TsxkKKa) Ta pi3Hol eTiosorii. ¥ xomi mBox
IIePBUHHUX [OCIIIXKeHb eeKTUBHOCTI Y 3araibHill IOMyNAlil y cepefHbOMY KOedillieHT yCIIMHNX
cpo0 6yB 57 % Ta 67 % npu npuiiomi Ilinany 5 Mr ta 50 % npu nputiomi [liHamy 2,5 MT TOPiBHSHO 3
31 % ta 37 % y rpymi nnane6o. Y DOCTifXKeHHAX 3 y4acTIO MallieHTiB i3 BTOPUHHOI0 epPeKTUIILHOI0
nucdyHK1i€0 BifHOCHO miabeTy y cepegHbOoMY KoedilieHT ycmimHux cipob ctaHoBuB 41 % Ta

46 % nipu npuitoMi [Tinany B mo3i 5 Mr Ta 2,5 Mr BigmoBifgHO nmopiBHSAHO 3 28 % y rpymi nare6o.
BinburicTk nalieHTiB y BUllleHaBeOeHUX JOCTIXKEeHHIX paHimle npuiimanu inriditopu OIIE 5 y pasi
noTpebu. Y HacTymHOMY OociigKeHHi 217 malli€eHTiB, AKi paHille He 3aCTOCOBYBaIu iHTibiTOpH

OIE 5, orpumysanu IliHam y mo3i 5 Mr 1 pa3 Ha feHb Ta mane6o. Y cepegHbOMY KoedilieHT
ycmimHaux cnpob ctaHoBuB 68 % y rpymni npuitomy IliHamy nopiBusHO 3 52 % y rpymi miame6o.

I[lobposikicHa 2inepnsasisi nepedmixyposoi 3aa103u.

3actocyBanH4 [liHany moCHifXKyBany y X041 YOTUPHOX KIIIHIYHUX AOCIIAXKEHD, 1110 TPUBAIU

12 tuxHiB, 3 yyactio 1500 marieHTiB i3 cuMnTOMaMu HOOPOSKiCHOI rineprasii mepegMixypoBoi
3aJ1034. Y XOfl IXX KIIHIYHUX [0CIifXKeHs [liHamn B 1031 5 MI IIpOAeMOHCTPYBaB IIOKpallleHHS CTaHy
mallieHTa 3a 3arajbHOI MiXKHaPOAHOIO IIIKAI0K NpocTaTuyHux cuMnTomiB (MIITIC) mopiBHAHO 3
nnane6o (ominku nokparmenHs 3a MIITIC npu npuiiomi [Tinamy y go3i 5 Mr cTaHOBIATH -4,8, -5,6,
-6,1 Ta -6,3, mopiBusgHO 3 -2,2, -3,6 -3,8, -4,2 y pa3i npuiiomy nnaue6o). [IokpalieHHs CTaHy
IallieHTa 3a 3arajbHOI0 MiXKHAPOMHOIO ITKAI0I npocTaTuyHux cuMnTomiB (MIIITIC) crocTepiranocs
BXKe Iicns 1 THXKHSA NiKyBaHHA. B 00HOMY 3 KITiIHIYHUX JOCIIAXKEHb, e IK aKTUBHUM KOMIIapaTop
TakoXk OyB BK/II0YEHU TaMCyJI03uH B 003i 0,4 Mr, ominku nokpauleHHsa 3a MIITIC npu npuiiomi
[Tinany y gosi 5 Mr, TaMCy/I031HY Ta Ifanebo ctaHoBuUnu -6,3, -5,7 -4,2 BigmoBifHO.

Y xomi 0gHOTO 3 IUX [OCTiAXKEHb OI[iHIOBAJIOCH SIK ITOKPAIleHHs epeKTUIbHOI PYHKIIi], Tak i
nocyabeHHss CUMIITOMIB 10OPOSKiCHOI rimepriasii nepeaMixypoBoi 3a103u y HaIliEHTIB, SIKi MaIu
obupBa ctanu. [TokpallleHHS epeKTUIbHOI QYHKIII 3a Mi>KHapOIHUM iHIEKCOM OLIHKYM €PEeKTUJIbHOI
GyHKIII1 Ta 3a Mi2KHapOOHOIO IITKAJI00 IPOCTaTUYHUX CUMIITOMIB CTaHOBUJIO -6,5 Ta -6,1 y pasi
npuiiomy [linamny B go3i 5 Mr nopiBHsSHO 3 -1,8 Ta -3,8 y rpymi mnane6o BignoBifgHO. Y cepegHbLOMY
BiICOTOK YCIIIIHUX CIIp0o0 CTATEBOI0 aKTy Ha OfHY 0c00y B HoCHigXKeHHi ctaHOBUB 71,9 % y rpymi
npuiioMy [linany B jo3yBaHHi 5 Mr, a B rpymi nnanebo — 48,3 %.

[TigTpuMKa mocsarHyTOro edekty [liHamy oLiHIOBaNacsd y X0fi JOJaTKOBOTO BifKPUTOTO OOCHIXKEHHS,
3a pe3ynbTaTaMu SKOro 0yJI0 BCTAHOBJIEHO, 1110 TIOKPAIIleHHS 3a 3arajibHOI0 MiKHapOOHOO LIKaI00



IIPOCTATUYHUX CUMIITOMIB, II[0 CIIOCTEPiranocst mpoTsaroM 12 THXHIB, 30epiraeThcst MOOATKOBO M0 1
POKYy Imicns nikyBaHH# [liHamom B 1031 5 Mr.

Himu.

Bymno npoBeneHo offHe [OCIIAXKEHHS 3 y4acTIo AiTel 3 M'130B00 aucTpodieto Miomena (M), v
SIKOMY TiITBEPOKEHUX T0Ka3iB e(eKTUBHOCTI He OyJI0 MpoaeMOHCTPoBaHo. Lle mocmimXeHHS
edekTuBHOCTI Taganadiny 6yno paHZOMi30BaHUM MOABIMHUM CIIIIUM I11a1le60-KOHTPOJILOBAHUM Y
TPBhOX ITapasieIbHUX rpymnax 3 y4yacTio 331 OUTHHU 40JI0BiY0l cTaTi BikoM Bif 7 mo 14 pokis 3 MII]],
SKi OTHOYaCHO OTPUMYBAJIU Tepalilo KOPTUKOCTepOolAaMu. [JOCTiaKeHHs BKIo4aso 48-TuxXHeBUI
TIOMIBIMHUM CTiNuM Iepiof, mif 9ac SKOro MallieHTyd OyIu Po3[ineHi Ha TPynu npuioMy Tafganadiny
0,3 mr/kr, Taganadiny 0,6 Mr/kr abo nnauebo mopeHHo. Tamanadin He TPOAEMOHCTPYBaB
e(eKTUBHOCTI y MepBUHHIN KiHIIEBi#l TOYIIi IIO0 CIIOBiTbHEHHS 3HUKEHHS IIBUIKOCTI XOIbOH,
BUMIipSHOI 3a 3MiHOI0 JUCTAHIII V¥ TeCTi 3 6-xBUIMHHO0 Xomp6010 (TIIX). 3MiHa cepeiHbOr0 3HAYEHHS
mucTanIil y TIIX, po3paxoBaHOTO 3a METOOM HalMeHIIINX KBafipaTiB, Ha 48-My THUXKHi CTaHOBHUIIa
51,0 M y rpymi nmane6o nopiBHSIHO 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). [TinTBepAXKeHYy ePeKTUBHICTh TaKOK He Oy/I0 BUSIBIIEHO i IIif
Yyac IOBTOPHUX aHalli3iB pe3yabTaTiB JAaHOTO MOCIiIXKEHHS. 3arajibHi pe3ynbTaT 3 6e3MeKy,
OTpUMaHi B IIbOMY HOCTiAKEeHHi, B IiyToMy BigmoBimanu Bimomomy mpodinto 6e3mneku Taganadiny Ta
HeOaXaHUM SIBUIAM, OYiKyBaHUM Y NefiaTpuyHii nomynsguii M npu nikyBaHHi
KOPTHUKOCTEPOIOaMHU.

dapmakoKiHemuka.

BemokmyesaHHA. Tapanadin mo6pe BCMOKTYETHCS IiCIIs IPUAOMY BHYTpPimrHb0. CepenHs
MaKCuMaJbHa KOHILIeHTpallis y mna3Mi Kposi (C,,,,) HOCATAETHCS B CEPeAHbOMY Yepe3 2 TOOUHHU ITiCs
npuitoMmy. AGcomoTHa 0i0OCTYIHICTL Tamanadiny micis mpuiioMy rmepopaabHO He BCTaHOBIIIOBAIACh.

[IIBuAKicTh i CTYIiHL BCMOKTYBaHHS Tafganadiny He 3anexkarth Bifi IpUioMy 1Xi, TakuM 4yuHOM, [liHan
MOXKHa ITpuiiMaTu 3 ixketo uu 6e3 Hel. Yac yBeleHHS 103U (paHOK ab0 Beuip) He MaB KITiHIYHO
3HAUyIOro eheKTy Ha IMIBUAKICTD i CTYIiHb BCMOKTYBaHHS.

Po3no0in. Cepen#iii 06’e€M pO3MOMiAy CTAHOBUTH MPUOIKU3HO 63 J1, BKA3yIOUU Ha Te, 1[0 [TiHarm
PO3MOMiNAEThCA ¥ TKaHUHAX. [Ipu TepaneBTUYHUX KOHIIeHTPaLiax 94 % Tapmanmadiny y nia3mi Kposi
3B’3aH0 3 mpoTeiHaMu. Ha 3B’sI3yBaHHS 3 IPOTeiHaMU He BIIJINBAE MOPYIIEHHS HUPKOBOI (QDYHKIII.

Menie 0,0005 % yBeneHoi mo3u O6y0 BUSIBIIEHO Y CIIEPMi 3M0POBUX HOOPOBOJIBIIIB.

Memaboai3m. Taganadin mepeBaxuo MeTabomi3yeTscs i3opopmoro 3A4 muroxpomy P450 (CYP).
OCHOBHMM IMPKYJTIOIOYUM MeTab0TiTOM € MeTHUIKATEX0 T TIOKYPOHif. Lleit MeTa0oJIiT Mae aKTUBHICTh
BigHOCHO ®JIE 5 y 13000 paziB MeH1e, Hixk Taganadin. TaKuM YUHOM, OUiKy€EThCS, 110 METa0OJIIT He
Oyme BUSBIATH KJIiHIYHOI aKTUBHOCTI Y KOHIIEHTPAIIiSX, 10 CIIOCTEPiratoThCs.

BugedeHHs. CepenHill KIipeHC epopaabHOro Tapanadiay cTaHOBUTE 2,5 JI/TOM, a CepeHil mepiofn
HamiBBuBeneHHs — 17,5 TOMUHYU Y 300poBUX Ccy0’'ekTiB. Taganadin BUBOOUTLCS TepeBaxkHO Y
BUTJISITII HEAKTUBHUX MeTaboIiTiB, OinbIIo0 Mipoo 3 dhekanmisimu (mpubau3no 61 % moswn) i
MEHIIIOI — 3 ceuelo (Maixe 36 % mo3un).

JIiHitiHIcMb/He AiHIUHICMb papmakoKiHemuKu. ®apMakoKiHeTHKa Tafanadiny y 3M0poBHUX
moOpOBOJIBLIIB JIiHIMHO IPOTOPIIifiHA 00 Yacy i go3u. B miama3oni go3 Big 2,5 Mr go 20 MT, eKCIO3ullist
(AUC) mipgBuIyeThCsa IponopLiiHo f03i. [TocTiiHa KOHIIEHTPaLlid B IJIa3Mi JOCATAETHCSA IIPOTATOM D
[HIB [IpU IIOAEHHOMY IIPUUOMIi OOWH pa3 Ha [IeHb.



dapMakoKiHeTHKa ITpernapaTy OJHAKOBA y MAIli€HTIB 3 ePeKTUIbHOI TUCOYHKINEI0 Ta Y MallieHTiB 6e3
Hel.

OkpeMi 2pynu HaceneHHA.

Ocobu nimHb020 8iKY. 3mopoBi HOGPOBOIBLI JIITHEOTO BiKY (Bifg 65 POKiB) May HUXKYi 3HAYEHHS
KJIipeHCcy Tamanadiny npu IpuiioMi BHYTPIILIHbO, 110 MPU3BOAUIIO A0 MiIBUIIEHHS Ha

25 % ekcmo3utrii (AUC) mopiBHSIHO 3i 3mopoBuMHU H0OpoBOIbLsSMU BikoM 19-45 pokiB. Lle# BikoBuit
e(eKT He € KJTiHIYHO 3HAUYIIUM i He TOTpeOye PEerysIloBaHHS I03HU.

Hupkosa HedocmamHicmy. Y xofi DocIifKeHsb 3 KJIiHIYHOI (hapMaKoJIorii i3 3aCTOCyBaHHIM
OOMHUYHOI 103U Tafmanadiny (5-20 mr) excnoautlig Taganadiny AUC mpakTUYHO IOBOINACS Y
nalieHTiB 3i cnabkoio (KiipeHc KpeaTusiny Big 51 go 80 Mi/xB) abo moMipHOIO (KJTipeHC KpeaTUHIHY
Big 31 mo 50 M1/XB) HUPKOBOIO HEOCTATHICTIO, & TAKOXK Y NalliEHTiB 3 OCTaHHLOIO CTafi€l0 HIPKOBOL
XBopoOu Ha mianisi. ¥ maIfieHTiB, SKi 3HaXOOUIKUCS Ha TeMofliai3i, MaKkcuMaJsibHa KOHIIEHTpallis y
nna3Mmi kposi (C,,.,) 6yna Ha 41 % Bullla, HiXK y 3[[0POBUX JOOPOBOJIBIIIB.

BnnuBoM remofianily Ha BUBeJeHHS Tafanadiay MOXHaA 3HEXTYBaTH.

ITeuiHKkosa HedocmamHicmy. Excmosutiisi Taganadiny (AUC) y matieHTiB 3i c1abKoi0 Ta MOMipHOI0
IIeYiHKOBOI HEJOCTaTHICTIO (Knacu A Ta B 3a mkamoio Yainma-I1'10) € IOPiBHAHHOIO 3 €KCIIO3UIIEI0
y 3MOPOBUX JOOPOBOJIBINB IIPH 3acTocyBaHHI fo3u 10 mr. [aHi mopmo 6e3mevHOCTi IpU3HaYeHHS
[Tinany mauieHTaMm i3 TAKKOI0 ITe4iHKOBOIO HegocTaTHICTIO (Knac C 3a mKkanoi Yaunga-I1'1o0)
oOMmexeHi. Hemae gaHux mopo 3actocyBaHHs [liHany B mo3i OfWH pa3 Ha [AeHb MallieHTaM i3
MeYiHKOBOI HEJOCTATHICTIO. JIikap MOBUHEH YBaXKHO OLIHUTY iHOWBiMyasnbHi MepeBaru/pu3uku
npu3HadeHHd [liHany B fo3yBaHHI 1 pa3 Ha [eHb.

IlauieHnmu, siki matoms yykposutl diabem. Excrio3utis taganadiny (AUC) y xBopux Ha miabet Gyna
npubnu3Ho Ha 19 % HuXK4e, Hik 3HaueHHSI AUC y 3m0poBUX JOOPOBOJIBILB. LI pisHUIIS B €KCIIO3UIIil
He 1oTpedye perynoBaHHS HO3H.

KniniuHi XxapakKTepHCTHKH.
Iloka3anHs.

a5 0o3ysanua 2,5 me, 10 me, 20 me. JIikyBaHHSA €PEKTUILHOI IUCHYHKIII1 Y ZOPOCIUX
4y01oBiKiB. [IpenapaT eheKTUBHUI IPU HASBHOCTI CEKCYaJIbHOI CTUMYJISIIl.

[lnsa do3ysaHHA 5 me. JIiKyBaHHST €PeKTUIIbHOI MUCOYHKIIII Y JOPOCIHX YOIIOBiKiB. ITpemapat
epeKTUBHUY 015 JTiIKyBaHHS €PEKTUJIbHOI AUCQYHKII] IPU HasIBHOCTI CEKCyaTbHOI CTUMYJISIII.

JIikyBaHHSI CUMIITOMIB OOPOSIKiCHOI Tinepiiasii mepefMixypoBoi 3a/1031 Y AOPOCINX YOJIOBIKiB.

[TliHan He OKa3aHUY [JIg 3aCTOCYBaHHS XKiHKaM.

IIpomunoka3aHHs.

[TipBuieHa 4yTNUBIiCTh [0 Taganadiny abo mo O6yab-IKOro iHIIOTO KOMIIOHEHTA Ipemnapary.



Y xopmi KMiHIYHUX OOCHimKeHb Tamanadin BUSBUB BIACTUBICTh IIOCUITIOBATH TilTOTEeH3UBHUYN €(EKT
HiTpaTiB. BBaxkaeThCs, 110 1Ie € HACTigKOM KOMOiHOBAaHOTO BIINIMBY e(eKTiB HiTpaTiB Ta Taganadiny
Ha msgx okcup a3oty/ulM®. TakuMm 4uHOM, Tafanadin IPpoTUIIOKa3aHU MallieHTaM, SKi
3aCTOCOBYIOTh OpraHiuHi HiTpaTu y 6ymb-saKill mikapcekiit popMi (muB. po3min «B3aemopisa 3 iHIKUMU
JiKapChKUMHU 3aco0aMu Ta iHIIi BUOKM B3aEMOIiN»).

[Tinam He cJif 3aCTOCOBYBATU YOJIOBIKaM i3 CepLIEeBUMYU 3aXBOPIOBAHHAMU, [JI IKUX CEKCyaJlbHa
aKTHBHICTh € HeOaxkaHo10. JIikapi MOBMHHI 3BaXKaTy Ha MOTEHILINHNUM CEPIIeBUM PU3UK CEKCYallbHO1
AKTUBHOCTI [JIg MTALI€HTIB 13 CEepLIEeBO-CYOUHHUMY 3aXBOPIOBaHHAMY B aHAMHe3l.

HuzkueBKa3aHi Ipynu NallieHTIB i3 CeplieBO-CyAUNHHUME 3aXBOPIOBAHHSMU He OyIu BKIIIOUEHi y
KJTiHIYHi JOCTi?KeHHs, TOMy 3aCTOCyBaHHS Tafanadiny O HUX IPOTUAIIOKa3aHe:

- allieHTH 3 iHpapKTOM MioKapAa MpoTAroM ocTaHHix 90 gHiB;
- aIlieHTH 3 HecTabimbHOIO CTeHOKAPAieo abo CTeHOKAPMHiE!o, 10 BUHUKAE IIif] YaCc CTAaTEBUX aKTiB;

- TIAIliEHTH i3 CepIeBOI0 HEJOCTATHICTIO, 0 BigmoBiae Kiacy 2 abo Buille 3a Kiacudikaiieio Hoio-
HopkchKoOi acorrialii cepirs, IpoTATroM OCTaHHIX 6 MicCSIIiB;

- AIliEHTH 3 HEKOHTPOJILOBAHUMH apUTMIisIMH, apTepianbHo0 rimorensier (< 90/50 MM prt. cT.) abo
HEKOHTPOJIbOBAHOIO TiIepTeH3iE;

- TALI€HTH TICIIA IHCYIBTY, 110 CTABCA IPOTATOM OCTaHHIX 6 MiCAILB.

[Tinan mpoTUNOKa3aHUY MAIlieHTaM i3 BTPaTOI0 30pY OLHOTO OKa B pe3yNbTaTi HeapTepialbHOL
nepenHboi imemiunoi ontuyHol Herponartii (HAIIIOH) He3amexHO Bif TOTo, 4u OyII0 Ife OB’ I3aH0 3
nornepenHiM BIuBoM iHribiTopiB ®JIE 5 (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

CymnyTtHe 3acTocyBaHHS iHTri6iTopiB ®IE 5, B ToMy uncii Tamganadiny, 3i cTUMynsaTOpamMu
TyaHINaTIUKIa3}, TAKUMU K PiIOLUTyaT, IPOTUII0OKa3aHO, OCKIJIbKY MTOTEHI[IMHO I[e MOXe IPU3BECTU
[0 CUMIITOMATHUYHOI TimoTeH3il (IuB. po3min «B3aemomis 3 iHIuMHU TiKapcbKUMM 3aco0aMu Ta iHImi
BUIM B3aEMOTIN»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiu.

HocmimKeHHS 000 B3aEMOIiN Oys10 MpoBefeHo mis no3yBaHb 10 Mr Ta 20 Mr, maHi HagaHO HUXKYeE.
CTOCOBHO OCTiIKEHb B3a€EMO[Iii, B SKMX 3aCTOCOBYBaIM Tinbku I[liHan y mo3i 10 Mr, KiTiHigHO
3Hauyllla B3a€MOZIis IPU 3aCTOCYBaHHi BUIINX 103 HEe MOXKe OyTH BUKI/IIOUEHA.

Bnaus iHwux sikapcvkux 3acobie Ha madaaagi.
IH2i6imopu yumoxpomy CYP450.

Tapanadin metabomnizyerbcst mepeBaxHo CYP3A4. CenektuHui inribéirop CYP3A4 — KeTaKOHA30J1
(200 ™mr momeHHO) — 30iMbIIIyE MIIOIIY i KPUBOK «KoHIeHTpauis — 4ac» (AUC) taganadimy (10
Mmr) y 2 pasu ta C,,, Ha 15 % momo 3Hauenb AUC i C,,, omHOro Tamanadiny. KeTokoHason
(400 Mr Ha mo0y) 36inblIye MIOLTY il KPUBOIO «KOHIEHTpalia — dyac» (AUC) Taganadiny
(20 mr) y 4 pasu, a C,,, — Ha 22 %. PuTtonasip, iHribirop mpotea3 (200 mMr gBiui Ha go0y), 110
inrioye CYP3A4, CYP2C9, CYP2C19 ta CYP2D6, 36imbIye MIIOIITY i KPUBOIO



«KOHIIeHTpalig — yac» (AUC) taganadiny (20 mr) y 2 pa3u, He 3MmiHo004H C, .. X04a
crenudiyHi B3aemofii He Oyau OOCHiAXKeHI, iHIIi iHTiOiTOpU MTPOTeas3u, Taki K CakBiHaBIp Ta
immmi inribitopu CYP3A4, Taki SIK epUTPOMIIIUH, KITaPUTPOMIlIMH, iTPAaKOHA30JT Ta
rpeundpyToBuil Cik, i mpu3HayaTH 3 00ePEXKHICTIO, OCKiTbKY 0YiKY€EThCS, 110 TPU
CyMiCHOMY 3aCTOCYBaHHI BOHHU IiABUIYBaTHUMYTh KOHIIEHTpPAIIil0 Tafanadiny y miaa3Mi KpoBi
(muB. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»). K HACIiOOK, MOXKe IigBUIIyBATUCS YacTOTa
BUHUKHEHHS MOOIYHUX peakKilii

(muB. po3min «ITo0iuHi peakirii»).

TpaHcnopmepu.

BrnnuB TpaHCIOPTEPiB, HAIPHUKJIIAA P-TJIIiKOMPOTEiHiB, Ha pO3MOofin Taganadiny HeBigomui. Takum
YUHOM, iCHYy€ iMOBIpHICTB JTiKapChKOi B3a€EMO{il, OTTIOCEpeKOBaHOl iHTi0yBaHHSIM TPAHCIOPTEPIB.

Inoykmopu yumoxpomy CYP450.

Iapykrop CYP3A4 pudamniuun 3uuxkye Benuuuny AUC taganadiny Ha 88 % mopiBHSAHO 3i
3HaueHHIM AUC npu npuiioMi nuiie Taganadiny (10 Mr). MoxkHa OIPUTYCTUTH, IO TaKe 3HUKEHHS
KOHIIEHTpAllil Tpu3Befe [0 3HUKEeHHS e(PeKTUBHOCTI Tafanadiny; CTymiHb 3HUXKEHHS e(eKTUBHOCTI
HeBigoMuii. CynyTHe 3acTocyBaHHs iHmux inaykTopiB CYP3A4, Takux sk ¢henobapOiTan, GpeHiToin Ta
kKapbaMaseriH, TaKoXK MOXkKe 3HMXKYBaTH KOHIIEHTpallito Tafanadiny y mia3Mi Kposi.

Bnaue madanaginy Ha iHWI AiKapcwyKi npenapamu.

Himpamu. Y xomi KniHivHUX mocnigxeHnb Taganadin (5 mr, 10 mr, 20 Mr) mposiBiisiB BIaCTUBICTh
IIOCHUJIIOBATH TillOTeH3WBHI eeKTH HiTpaTiB. TaKuM 4YMHOM, 3aCTOCyBaHHs [liHany mallieHTaMH, SKi
OTPUMYIOTE JIiKyBaHHS OPTaHiYHUMU HiTpaTaMu y Oyab-siKii Gopmi, IpOTHUIIOKa3aHo (IUB. PO3MiN
«[IpoTunoka3anHsa»). 3a pe3ynbTaTaMy KJIiHIYHOTO AOCIAXKEHHS 3 y4acTio 150 maIfieHTiB, sKi
3acToCoByBanu Taganadin y mosi 20 Mr Ha moOy mpoTsaroMm 7 OHIB Ta HiTpormiuepud y gosi 0,4 mMr
CcyOmiHTBaJIbHO (3 Pi3HUM YacoM MPUNOMY), I B3aEMOMis TpuBasa Oinbil HiX 24 TOOUHY Ta He
BUSIBIISINIACH Micnis 48 romuH micist 3aCTOCYBaHHS OCTaHHBOL J03U Tamanadiny. ToMy Ko Ais
nalieHTa, SKoMy npusHadeHo [linan y 6ymb-sikiit gosi (2,5-20 Mr), 3acToCyBaHHS HiTpaTiB €
MEeIUYHOI0 HeOOXiHICTIO IpX 3arPO3/IMBOMY AJIS JKUTTS CTaHi, TO Iepel] 3aCTOCyBaHHSIM IIperaparis
HiTpaTiB Ma€ MUHYTH He MeHIle HiX 48 rogus micns ocTaHHbOro npuromy Ilinamy. ¥ TakoMy
BUIIAOKY 3aCTOCYBAaHHS HiTpPATiB MOBUHHO BiIOyBaTHUCA IIif TUIbHUM MEeIUYHUM HaTJISIOOM i3
HaJIeKHUM MOHITOPMHIOM reMOJUHaMiYHUX ITOKa3HUKIB.

AHmueinepmeH3usHi npenapamu (y momy 4ucai 6,10Kamopu Kaabuyiesux KaHais).

[Tig yac cymicHOro npu3HaudeHHd Taganadiny (v mo3ysaHHi 5 Mr 1 pa3 Ha 100y a0 y BUTTIALI Pa30BO1
no3u 1o 20 Mr) i3 6710KaTOpPOM X-agpPEeHOPEIENTOPIB TOKCa303uHOM (4-8 Mr Ha mo0y) criocTepiranocs
3HaYHe IIOCUJIEHHS TiMOTEH3UBHOT0 e()eKTy OCTaHHbOTO. Llel edeKT TpuBa€ no

12 roguH i MOoXe NPOSBIATUACSA OKPEMUMU CHUMIITOMaMM, y TOMY YHUCIIl Y BUTJIAA]l 3allaMOPOY€EHHS.
Taka koMOiHallig TpenapaTiB He PeKOMEHYETLCS 10 3aCTOCYBaHHS (AUB. po3min «OcobIuBOCTI
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
Tia3UJHAMHU [iypeTuKaMu, OJl0KaTopaMHy KaslbllieBUX KaHaJliB, 6JI0KaTopaMu B-agpeHo0-pelenTopiB
Ta/abo 610KaTopaMu a-agpeHopenenTtopiB). Tamanadin (B mo3i 10 Mr, KpiM HocCHigKeHb B3aEMO{Iii 3
6rmokaTopaMu pelenTopiB aHrioten3uny Il Ta amnoguniny, fne BuB4aBcsa edekT f1o3u 20 MT) 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»).

IH2i6imopu 5-a-pedykmasu.

Y xopi KJiHIYHOT 0 AOCNiAXKEHHS, B SKOMY IIOPiBHIOBAJIOCSA CyMiCHE 3aCTOCYBaHHS Tamasnadiny y mosi 5
MT Ta ¢iHacTepuny y [£o3i 5 Mr i3 npuiiomoM manebo Ta GiHacTepuny y 4o3i 5 Mr [ig yCyHeHHS
CUMITOMIB HOOPOSIKiCHOI rimepriasii mepeMixypoBoi 3amo3u, He OyJI0 BUSBIIEHO XKOTHUX HOBUX
no6iyHMX peakirii. IIpoTe, OCKiNbKY OOCITiIXKEeHHS B3a€MOIl JTiIKapChKUX 3aC00iB 3 METOIO OLIHKH
edekTiB Taganadiny Ta iHri6iTOpiB 5-A-pemyKTa3u He MPOBOIUIIH, CIIil 3 00ePeKHICTIO TPU3HAYATH
tafganadin namieHTaM, SKi OTPUMYIOTh JIiKyBaHHS iHTi0iTOpaMu 5-a-peayKTasi.

CYP1A2 cy6cmpamu (Hanpukaad meoginix).

Y xomi mocmipkeHHS KniHigHOI papmakosnoril npu npuiioMi Tapanadiny (B go3i 10 mMr) 3 Teodininom
(HecenmexTuBHUM iHTiGiTOPOM (hocdomiecTepasn) He CIOCTEPIranocs HisIKol (hapMaKOKiHETUYHOL
B3aeMofiii. EquHuUM (apMakoguHaMiyHUM eeKToM 6y10 He3HaYHE MiABUILEHHS CEPIIEBOTO PUTMY
(3,5 ymapa/xs). Heo06xinHO Bpax0ByBaTH MOXKJ/IMBICTh BUHUKHEHHS I1bOT0 e(DEeKTy NIPU CyMiCHOMY
3aCcToCyBaHHI Taganadiny Ta TeodiniHy, He3BaXKal4y Ha Te, 1[0 BiH € HE3HaYHUM Ta HE Ma€
KJTiHiYHOl 3HAYyIIOCTi.

EmuHinecmpadion ma mepbymadniH.



Tapanadin nigBuiyBaB 0i0g0CTYIHICTh TEPOPAIbHUX TiKAPCHKUX POpPM 3
eTuHinectpagionoM. Take 30inblIeHHS 0i0AO0CTYIHOCTI MOXKHA O4iKyBaTU IIPU CYMiCHOMY
3aCTOCYBaHHI 3 TepOyTaiHOM (ITepopabHO), X04Ya KIiHiYHI Hacaigku 11iel KoMmOiHalril
HeBimoMi.

AK02010.

Ankoronb (cepenHs MakcuManbHa KoHLIeHTpanis 0,08 %) He BniMBaB Ha CyIyTHE 3aCTOCYBaHHS
taganadiny (B mo3i 10 abo 20 Mr). TakoxK He CIIOCTepiranocs 3MiH KOHLeHTpaIlil Taganadiny
IPOTSTOM HAaCTYIHUX 3 TOOUH IIiCIg OQHOYACHOTO IPUUOMY ajIkOTOJII0 3 TafanadisioM. AIKOrosb
3aCTOCOBYBA/IM TAKUM YHMHOM, II00 JOCSATHYTH MaKCUMAaJIbHOTO PiBHS aOcopOiii ankoroso (mpuitoM
HAaTIIe IiCc/Is HiYHOTO roJIoNyBaHHs Ta 6e3 IpuioMy ixki MPOTSIroM 2 TOOUH IiC/s 3aCTOCYBaHHS
ankoromo). [Ipuitom Taganadiny (B mo3i 20 Mr) He NIPU3BOAUB A0 CTAaTUCTUYHO 3HAYYIIOr0 3HUKEHHS
CepefHix 3HaYeHb apTepiallbHOI'0 TUCKY Ha TJIi mpuiiomy ankorosmnio (0,7 r/kr abo npubnusno 180 mn
40 % ankoroio (ropifnKu) 40JI0BiKOM 3 MacCoIo Tila

80 Kr), mpoTe y OesKuX Malli€HTIB CIIOCTEPIranocs NocTypajibHe 3aaMOPOYeHHS i OpTOCTaTUYHA
rinotenaid. [Ipuiiom Tapganadiny Ha Tl HUKYUX H03 ankoroso (0,6 I/KTr) He COPUYMHAB IiIOTEeH3ilo,
a 3aramMOpOYEeHHS CIIOCTePIrasocs 3 Ti€l K YacTOTOIO, IO 1 IIpU IPUKOMI TIJIbKYM aJKoroJj. Briius
aJIKOT0JII0 Ha Ii3HaBaJIbHI (PYHKIIil He IIOCUJIIOBABCS MIPU CYIIyTHHOMY 3aCTOCYBaHHI Taganadiny (B
mo3i 10 mr).

Jlikapcyuki 3acobu, w,o memaboaizyromsca 3 yuacmro yumoxpomy P-450.

He ouikyeTbcs, 1m0 Taganadin cupuyuHaTUME KITiHIYHO 3HauyIle iHri0yBaHHS a00 iHOyKyBaHHS
KJTipeHCy JlikapcbKux 3aco0iB, 1m0 MeTabomi3yioTecs i3ohopmamu CYP450. V xomi KmiHigHUX
mocrimkeHb 0yJ10 [oBefeHo, o Taganadin He inribye i He inayKkye i3odpopmu CYP450, y T. 4.
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 Tta CYP2C19.

CYP2C9 cybcmpamu (Hanpukaad R-eappapuH).

Tapamadin (y go3si 10 mr Ta 20 Mr) He MaB KJTiHiYHO 3HauyIoro epekTy Ha ekcro3utito (AUC)
S-Bapdapuny uu R-Bapdapuny (CYP2C9 cybcTpaTu), a TaKOXK He MaB BIIJIUBY Ha MPOTPOMOiHOBUH
yac, iigyKoBaHUY BaphapruHOM.

AcCnipuH.

Tapanadin (v mo3i 10 Mr ta 20 Mr) He OTeHIIi0BaB 30ibIIIEHHS Yacy KPOBOTEUi, CIIPHUYUHEHOI
AIleTUICAIIIUIIOBOIO KHUCJIOTOIO.

ITpomudiabemuyHi aikapcvki 3acoodu.

CnenudiyHUX HOCTiOXXKEeHHb B3aeMOil Tamanadiny 3 mpoTuniabe THYHUMU TiKaPChbKUMU
3acobaMu He IIPOBOIUIIH.

Oco06.1ueocmi 3acmocye8aHHs1.
ITeped nouamkom siKysaHHA npenapamom ITiHan.

[Tepen 3acTOCYBaHHSIM IIpenapaTy JiiKapio Ciif 3i0paTé MeIUYHUIN aHaMHe3 i TPOBeCTH 00CTEXKEHHS
GisuyHOrO CTaHy IallieHTa, BUSHAYUTH MOTEHIIiMHI IePIIONPUYUHN epPeKTUIbHOI guchyHKIil i



noOposKiCHOI rinepIinasii mepeaMixypoBol 3a/103u Ta IPU3HAYXUTH BifIIOBIIHUM KypPC TiKyBaHHS.

[Tepen moyaTkoM Oy[Ib-sIKOTO JIIKyBaHHS €pPeKTU/IbHOI AUCGYHKIIl TiKapi MOBUHHI 3BakaTH Ha CTaH
CepIIeBO-CYAUHHOI CUCTEMM CBOIX IAIiEHTIB, OCKINIbKY iCHY€E IEBHUY CTYIIiHb CEPLIEBOTO PU3UKY,
acolliiioBaHUM i3 CEKCyallbHOI aKTHBHICTIO. Taganadin Mae CynMHOPO3MINPIOBaIbHUM e(PEKT, 110
MOXKe IIPU3BOJUTH 10 HE3HAYHOTO Ta TPAH3UTOPHOTO 3HUKEHHS apTepialbHOTO TUCKY (IUB. PO3MiN
«PapMaKoIOoTiuHi BIaCTUBOCTI») Ta MOTEHLiI0BaHHS TilIOTEeH3UBHOT0 e(PEeKTy HiTpaTiB (IUB. PO3MiN
«IIpoTUIOKa3aHHS»).

[Tepen moyaTKoM Teparii Taganadinom cuMnToMiB foOPOSKiCHOI rineprasii mepegMixypoBoi 3ai103u
HeoOxiTHO 00CTeXKUTH IMallieHTa OJIs BUKITIOYEeHHS MOXKJIMBOI KapIIMHOMY IIepeIMiXypoBol 3a1031 Ta
PeTeIbHO OI[IHUTHU CTAaH CePIeBO-CYIUHHOI cucTeMu (IuUB. po3Min «IIpOTHUIIOKA3aHHSI»).

OuiHka epeKTunbHOI quCYHKIIII MOBMHHA BK/II0UATH BU3HAYEHHS MOTEHIIMHOI IEePIIONPUYNHM Ta il
HaJleKHe JIiKyBaHHS IicIs BigmoBigHOTO MequyHOro o0crexeHnHs. HeBinomo, uu € epeKTHBHUM
[Tinam pgys malieHTiB, sKi IepeHecu omepallilo Ha Ta30BUX KicTKaxX abo pafiuKalbHY IPOCTAaTEKTOMII0
0e3 30epekeHHs HEPBIB.

Cepueeo-cyOuHHa cucmemd.

Y nocTMapKeTHHTOBUY Iepion Ta/ab0 y Xofi KIiHIYHUX HOCTiAKEeHb TOBiOOMIISIIIN IIPO Cepio3Hi
sgBuUIIa 3 60Ky CeplieBO-CYAUHHOI CUCTEMHU, B TOMY YMCIIi IIPO iHGAapKT MioKap/a, palTOBY CepleBy
CMepTh, HecTabinbHy CTeHOKapilo, IIJTyHOYKOBY apUTMii0, IOPYIIEHHS MO3KOBOTO KPOBOOOITy,
TPAH3UTOPHY illleMidyHy aTaky, 6ifib ¥ TPyOsAX, IPUCKOPEHe ceplieOUTTS Ta TaxXiKapAito. BimbImicTs
TIALEHTIB, V IKUX CIIOCTepiranucs Taki nobiuxi peakuii, Manu GakTopu pu3uKy 3 60Ky CepIieBo-
CYIMHHOI CUCTEMHU B aHaMHe3i. Y TOM XKe Yac Hapa3i HEMOXKJIMBO TOYHO BCTAHOBUTH, YU BUIllEBKa3aHi
sIBUIla TI0B’sI3aHi 3 (paKTOpaMu PU3UKY, 3aCTOCYBaHHAM [liHamny, ceKCyabHOI aKTUBHICTIO IAIiEHTIB
abo 3 koMOiHaIrieo Iux Yy iHIIMX GaKTopiB.

Y nmatieHTiB, SIKi OTPUMYIOTh CYITyTHE JIiKyBAHHS aHTUTINEPTEeH3UBHUMHU 3aco0aMu, Tafanadin Moxe
IIOCUJINTU 3HUKEHHS apTepiajlbHOr0 TUCKY. fAKIO po3II04YaTo II0feHHY Tepartito [TinamnoMm, cif
PO3TIIHYTH KIIiHIYHY HE0OXigHICTh migOopy HO3U aHTUTiIEePTEeH3UBHOI Teparril.

Heo06xigHo 3 006epexkHicTio npu3HaydaTy [liHan naiieHTaM, SKi IpUUMaloTh O,-0710KaTOPH, TOMY II0 Y
IesKUX MallieHTiB OMHOYaCHUM IPHUKOM LIUX IIpernapaTiB MOXKe MPU3BECTU OO0 CUMITOMATAYHOL
rimoTeH3ii (muB. po3min «B3aemomis 3 iHITUMHU JTiKapChbKUMM 3aco0aM¥ Ta iHIII BUAYM B3aeMOfii»). He
pPeKoMeHOyeThCcs KOMOiHOBaHe 3aCTOCYyBaHHS Tafanadiny Ta [OKCa303uHY.

OpeaHu 30py.

[ToBimoMISANIK PO BUIAAKY IOTipIIEHHS 30py Ta HeapTepialbHOI TepefHbOil ileMigyHOI ONTHYHOI
Heliponartii (HAITIOH) mig yac 3actocyBanH4 [liHany Ta iHmmx inribitopis ®JIE 5. AHani3 JaHUX
oOcepBaliftHUX JOCTiIKeHb IT0Ka3aB MiABUIEHHS PU3UKY PO3BUTKY I'OCTPOI HeapTepiaibHOl
nmepeaHbol imeMiunol ontuuHol HewponaTil (HAITIOH) y 407oBiKiB 3 epeKTUIBHOIO
nucGYHKIIE mics 3aCToCyBaHHs Tafganadiny abo inmux inribitopis ®IE 5. Ockinbku
MigBUINEHHS TAKOT0 PU3UKY MOXKJIMBE y BCiX MAIli€HTIB, sIKi 3aCTOCOBYIOTh Tafasnadin, mikap
TIOBUHEH TTONIEPEUTH TalliEeHTa PO HeOOXimHICTh HeTalHOTO IPUIUHEHHS 3aCTOCYBaHHS
Tafanadiny Ta 3BepHEHHS 3a MeIUYHOIO JOIIOMOTOIO y pa3i pamToBol BTpaTu 30py (OUB.
po3min «IIpoTunoKa3aHHSI»).

ITozipweHHs abo panmosa empama cAayxy.



[ToBimomIsiNK PO BUIAAKY PAINlTOBOI BTPATH CIIYXy IIiC/S 3aCTOCyBaHHA Taganadiny. He3anexHo Bif
Toro, yu Oynu HasiBHI iHIIi (hakTOpU PU3UKY (Taki K BiK, HasBHICTb AiabeTy, rimepTeHsii Ta BUMagKu
BTPATH CIIyXy B aHAMHE3i), MaIlieHTiB MOTPIOHO MOMepeauTy PO HeOOXigHICTE TPUITHHEHHS
3aCTOCyBaHHS Taganadiny Ta 3BepHEHHS 3a MeIUYHOIO JOIIOMOI0I0 y Pa3i palTOBOr0 MOTipIIeHHS
abo BTpaTu CIyXy.

Hupkosa ma ne4iHKko8a HeO0CMAamHicmo.

[MogenHe 3acTOCcyBaHHA Ipenaparty [liHan He peKOMEHOY€EThCS MallileHTaM i3 CEpUO3HUMU
HUPKOBUMM IOPYIIEHHSIMY Y 3B’I3Ky 3 HifBuileHow excno3utieio (AUC) Taganadiny, oOMexxeHUM
KJTIHIYHMM [OCBigoM Ta cj1a0Ko0I0 3[MaTHICTIO BIJIMBATH Ha MO0 KJIiPpEHC 3a [OIIOMOT00 iasi3y.

KrniniyHi gaHi npo npusHadyeHHd [liHany A7 MIOAeHHOT0 3aCTOCYBaHHS MalliEHTaM i3 TSIXKKUMUA
nopyueHHaMu QyHKUii nevinku (knac C 3a mkanoio Yainma-I1'10) oOMexeH.

3acTocyBaHHA IIpenaparTy MOAEHHO K OJIS JTiKyBaHHS ePeKTUIbHOI fUCYHKIII, TaK i Oy TiKyBaHHS
noOposiKicHOI rineprnasii mepegMixypoBoi 3a1031 He OIIiHIOBA/IM y MAIi€HTIB i3 MeYiHKOBOIO
HepocTaTHICTIO. [lepiur HiXK npu3Hauutu [liHar, nikap NOBUHEH PETEJIbHO OLIHUTHU iHAUBiAyalIbHI
mepeBaru/pu3uK Teparii.

IIpianiam ma aHamomiuHa degopmauis cmamesoz0 YieHd.

fAKmo y maljieHTa BUHMKAE epeKlis, o TpuBae 4 ropguHu abo 6inbire, oMy HeoOXiIHO HeTalHo
3BepTaTUCA 3a MEIUYHOI0 JOTIOMOTO0I0. fKIo He OyAe MpoBedeHO HeralHe JIiKyBaHHS Npiami3My, 1e
MOXKe NIPU3BECTU 00 YIIKOIXKEHHS TKaHWH CTaTeBOT'0 YJieHa Ta JOBrOTPXBAOl BTPATH IOTEHIIl.

Heo0OxigHo 3 o0epexHicTIo Mpu3HavaTH [liHan naiieHTaM 3 aHaTOMiYHUMHU fedhopMallisiMu CTaTeBOTO
yjeHa (TaKMMHU SIK KyTOBe BUKPUBIIEHHS, KaBepHO3HUM Pi6po3 abo xBopoba [leitpowni) abo narieHTamM,
SIKi MaIOTh CTaHH, 110 MOXKYTb CIIPUSITHU Tpiami3my (Taki K cepronomiObHOKITiTUHHA aHeMis, MieJToMHa
XBopoOa 41 JTeuKeMis).

CynymHe 3acmocysaHHs 3 iHzibimopamu CYP3A4.

Heo0OxigHo 3 o6epexkHicTio mpu3HavaTy [liHan nariesTaM, sKi BXXuBawTh inridiTopu CYP3A4
(puTOHaBIp, CakBiHaBip, KETOKOHA30JI, iTPaKOHA30JI, EPUTPOMILIMH), OCKIJIBKY IIPYA CYMiCHOMY
3aCTOCYBaHHI i3 TamanadinoM crocTepiraetbes 30inblIeHHS eKcmno3utlii Taganadiny (AUC)
(muB. po3min «B3aemogmis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIM BUIU B3aEMOIIN»).

CynymHe 3acmocy8aHHs 3 IHWUMU AIKapCbKuMu 3acobamu 045 AiKY8AHHA epeKmuabHOi OUCHYHKUI.

Beamneky Ta eeKTuBHICTh 3acTocyBaHHs [liHamy B KoMOiHarlil 3 inmuMu inridiTopamu OIIE 5 abo
iHmmMu 3acobamu OIS TiKyBaHHS €PEeKTUIIbHOI OUChYHKIII He JOCTigXKyBaiu, ToMy HeoO0XifIHO
iHhopMyBaTH HAlli€HTIB PO Te, 110 He Cif mpuiMaTu [liHan y momiOHMX KoMOiHAaIigX.

Jlakmoasa.

[Tpemapat MiCTHUTh JIAKTO3W MOHOTIApPAT, TOMY Halli€HTAM 3 PiIKiCHUME CIIafKOBUME (OpMaMu
HENepPeHOCHMOCTI TaJlaKTO3H, HEIOCTATHICTIO JTaKTa3u a60 CHHAPOMOM TJIF0K030-TaJlaKTO3HO1
MasibabcopO1iii He cItig 3aCTOCOBYBATH ITperapar.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.



[TiHam He OKa3aHUU IJI 3aCTOCYBaHHS JKiHKaM.

BazimHicmy. [laHi mocmimXeHb M000 3aCTOCYBAHHS Tafgasaadiny BariTHUM KiHKaM 00MeXKeHi.
HocnimKeHHS Ha TBApPMHAX He BUSBUIIM MIPSIMOT0 ab0 HEIPSMOTO IIKiIJIMBOT'O BIJIMBY Ha BaTiTHICTB,
PO3BUTOK eMOpioHa abo MmIomga, POOu Ta IOCTHATABHUN PO3BUTOK. K 3amo0ikHUM 3axif, 6axkaHo
YHUKaTH 3aCTOCYyBaHHA [liHamy y nepiof BariTHOCTI.

I'odysanHA 2py0dot. HasBHi hapMaKOOMHaMidHI/TOKCUKOJIOTIYHI laHi CTOCOBHO TBapHH
CBig4yaTh IIPO €KCKpenio Taganadiny y MOJIOKO. PU3UK Oy HEMOBISTHA Ha TPYTHOMY
TOAyBaHHI He CJlif BUKIIIo4YaTy. [liHam He CIIiff 3aCTOCOBYBATH Yy Iepiof rogyBaHHS I'PYLLLO.

®epmuavHicms. EdekTH, 0 MOKYTh BKa3yBaTH Ha IOTipIIeHHS GepTUIbHOCTI, Bif3HAYanucs y
cobak. Y xofi OBOX KTiHIYHUX MOCIigXKeHb 0yJI0 BCTAHOBIIEHO, 1110 TaKUl e(PEKT HE OUiKYEThCS Y
JIIOfie}, X04a B OKpPeMUX YOJIOBIKiB CIIOCTEPIraaocs 3HUKEHHS KOHIIEHTpallil CliepMu (OUB. PO3Tin
«PapMaKoIoTiuHi B1aCTUBOCTI»).

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

Bronus [liHanmy Ha 30aTHICTh KEPyBaTH MalllMHaMU Ta MeXaHi3MaM¥i He3HauHu. X04a 4acToTa
TIOBiZOMJIEHD IIPO SBUILA 3allaMOPOYEHHS Y XOAi KITiHIYHUX OOCTiZKeHb i3 3aCTOCyBaHHAM IJ1atebo
Ta y XOMi KJTIHIYHUX [OCHiIXKeHb i3 3aCTOCYBaHHAM Tafasadiny 6yna nomgiOHa, mamieHTH ITOBUHHI
3HATH, SIK BIIJIUBA€E Ha HUX [liHal, mepiI HiXK KepyBaTU aBTOTPAHCIIOPTOM abo0 IpalioBaTH 3 iHIMUMU
MexXaHi3MaMu.

Cnocid 3acmocyeaHHsi ma do3u.
II71s1 TepPOPAJIbHOTO 3aCTOCYBAHHS.
EpexmuavHa ducyHkuia y 0opocaux 40108iKia.

PexkoMeHpoBaHa no3a cTaHOBUTEL 10 Mr mepen nependaydyBaHO0 CEKCYalbHOIO aKTUBHICTIO,
He3aJIeXkHO Bif nmpuiiomy 1xi. [TamienTam, y akux Taganadin y go3i 10 Mr He COpUUMHSE afleKBaTHOTO
edekKTy, MOKHa 3aCTOCOByBaTHU 703y 20 Mr.

[IpenapaT MoxHa npuiiMaTy 3a 30 XB Ilepef] CeKCyaabHOI aKTUBHICTIO.
MakcuMasnbHa PeKOMEHIOBaHa YacToTa npuitomy — 1 pa3 Ha mo0y.

Tapanadin y gosi 10 mr Ta 20 Mr npu3HayeHHUN AJIS 3aCTOCYBaHHS Nepeq nepeadadyBaHOI0
CeKCyasIbHOI0 aKTUBHICTIO Ta HE PEeKOMEHJ0BaHUU [JIs II0JeHHOT0 3aCTOCYBaHH4.

Ao mepenbadaeTbCs YacTe 3acToCyBaHHS [liHany (IpuHaiMHi [IBiUi Ha TUXKEHB), PEXKUM
IIOIEHHOT0 3aCTOCYyBaHHS 0inbll HU3bKUX [03 [linamy Moxke OyTu Oinbll OOLITEHUM, BUXOASYN 3
BUOOPY MAIliEHTa Ta pilleHHs yTikaps. 1719 TaKUX MaI[ieHTiB peKOMEeHI0BaHa 1032 CTAHOBUTH

5 Mr/go0y mpu6Ir3HO B OMHAKOBUM Yac. [[03y MOXKHA 3MEHIIyBATH OO 2,5 MI/moby, BUXOOSIYHU 3
iHOMBiTyaIbHOL TONEPAHTHOCTI. [IOWiNBHICTS TPUBAJIOTO IIOAEHHOI'0 3aCTOCYBaHHS CJIif IePiOgUYHO
IIEPEOIIIHIOBATH.



ITobposikicHa 2inepna3sis nepedmixyposoi 3a.a103u y 00poCauX 40/108iKi8.

[ momeHHOT0 3aCTOCYBaHHS peKOMEeHJ0BaHa [103a CTaHOBUTHL 5 MT/mo0y nMpubInu3HO B OOUH i TOU
caMui 4ac, He3alexkHO Bif mpuiiomy ixi. [7151 MiKyBaHHS TOPOCIUX YOJIOBIKiB 3 €DEKTUIIBHOIO
mucYHKIIE Ta CUMITOMaMU JOOPOSIKICHOI rimepriasii mepeaMixypoBoi 3a/1031 peKOMeHI0BaHa
1o3a 1S MO0JeHHOT0 3aCTOCYBaHHS CTAHOBUTH 5 MI/0o0y mpuOIM3HO B ONMH i TOM camMui yac. s
TIallieHTIB 3 HEIlePeHOCUMICTIO Tafmanadiny y mo3i 5 Mr/go0y mpu JTikyBaHHi H0OpOsKiCHOI rinepmiasii
TIepeMiXypoBoi 3a1031 CJIifl PO3TJISHYTH 3aCTOCYBaHHS ajbTepPHATHUBHOI Teparlii, 3 OTJIsIAY Ha Te II0
eekTuBHICTh Tamanadiny y mo3i 2,5 Mr/go0y ais nmikyBaHHS HOOPOSIKiCHOI Tinmepmasii
IIepegMiXypoBoi 3a71031 He OlliHI0Basach.

Ocobaugi nonyaauii nauieHmis.
Yoa08iKu AIMHbO20 8iKY. Kopekmis [o3u He oTpidHA.

Yos08iKu, siKki Maroms HUPKosy Hedocmamuicmoe. Kopekiist §o3u He OTPiOHA OJIs MAIiEHTIB i3
JIETKOI0 Ta IIOMipHOI0 HUPKOBOI HENOCTaTHICTIO. [1/1 MallieHTiB i3 TAXKKO0K HUPKOBOIO
HEJ0OCTaTHICTI0 MaKCUMaJlbHa PeKOMeHI0BaHa f03a CTaHoBUTh 10 Mr (mpuiiom IliHamny 3a nmotpebu).
[ITomenHe 3acTocyBaHHA Taganadiny B mo3i 2,5 Mr abo 5 Mr He peKOMeHI0BaHO IJIs JIiKyBaHHS
TIAIli€HTIB i3 TSAXKKOI0 HUPKOBOIO HEJOCTATHICTIO Ta HOOPOSKICHOIO TinepIiiasieio nepegMixypoBoi
3a5103u a60 epeKTUIIbHO TUCOYHKIIEI0 (TUB. po3minu «Oco0IUBOCTI 3aCTOCYBAHHSA» Ta
«®apMaKoI0riyHi BJIaCTUBOCTI»).

Yos08iKu, IKI Maromb neyiHKo8y He0ocmamHicmb.

[l mikyBaHHSI €epeKTUIbHOI AUChYHKII peKoMeHioBaHa fo3a [linamy craHoBUTh 10 MT mepen
nepen0adyyBaHOI0 CEKCyabHOI0 aKTUBHICTIO i He 3a7eKUTh Bif nmpuitoMy ixi (mpuitoMm [linamy y pasi
notpe6bu). Kniniyni mani mopmo 6e3neku 3acTocyBaHHs [liHany mallieHTaM i3 TSKKOIO II€YiHKOBOIO
HegocTaTHiCTIO (Kiac C 3a mkanoo Yainma-I1'10) oOMexeHi; y pa3i Ipu3HadyeHH JTiKap OBUHEH
yBaXXHO OLIIHUTHU iHOWBiAyanbHi mepeBaru/pusnku. HeMae maHux om0 3acTocyBanHd [liHamy B 1031
Buine 10 Mr naijieHTaMm i3 e4iHKOBOIO HepocTaTHICTIO. [llonenHe 3acTocyBaHHA [liHany K A
JiKyBaHHS MAIliEHTIB i3 HOOPOSKiCHOO Tinmepriyia3ieio mepeaMixypoBol 3a1031, TaK i 3 epeKTUIHHOI0
OUCHYHKIIIEIO HE OIiHIOBa/IM Y Malli€HTIB i3 MOMIKOAKEHHIMY IIe4YiHKH, TOMY JliKap IOBUHEH
peTenbHO OLIHUTY iHAMBIAyasbHi TepeBaru/pu3nKy Takoi Teparil (quB. po3ginu «Oco6auBOCTI
3acTocyBaHHSA» Ta «®apMaKOJIOTi4Hi BIaCTUBOCTI»).

Yoa08iKu, siki maroms yykposutl diabem. Kopekirist mo3u He MOTpiOHAa.

Oco06nuBi 3acTepeReHHS IPY YTHITi3allii.

HeBukopucTtanui mpemapat abo BiTxomu CIIif yTUTi3yBaTH BiAIIOBIMHO N0 HiF0YMX HOPMATHBHUX
BHMOT.

Himu.

HeMmae gaHux 100 3acTOoCyBaHHA [liHamy AiTSM A7 TiKyBaHHS €PEeKTUIIbHOI AUCYHKIIIL.

ITepedo3yeaHHs.



Cumnmomu. Tlpu 0gHOPA30BOMY 3aCTOCYBaHHI 3MOPOBUMHY HOOPOBOIBIIMHU Tafanadiny B 103i o
500 mr i mpu 6araTopa3oBoMy 3acTOCyBaHHi Taganadiny namientamu go 100 mr Ha fo0y HebGaxaHi
eekTu Oynu aHANIOTiYHi THM, II0 CIIOCTEPIraaucs Py 3aCTOCYBaHHI MEHIINX 103 IIpenapary.

JIikysaHHA. V pa3i mepeno3yBaHHs, K10 Tpeba, CITIif 3aCTOCOBYBATH CTAHAAPTHY CUMIITOMATUYHY
Tepamito. Ha eniMiHatio Taganadiny remopiani3 BII¥BaB HEICTOTHO.

ITob6iyHi peakuii.
Pe3siome npoginio 6esnexu aikapcvbkoz0 3acoby.

Heb6axxanuMu edeKTaMH, PO SKi TOBiAOMIISAIM HalyacTillle IPY JTiKyBaHHI €peKTUIbHOI
nuchyHKII1 abo JoOposKiCHOI rinepiinasil mepeaMixXypoBol 3an03u, 0ynu roIoBHUY Oinb,
OucIencis, 6ib y CIIMHI, MianTisg, YyacToTa BUHUKHEHHS SKUX 3pocTasia 3i 30i/blIeHHIM 0031
[Tinamy. ITo6iuHi peakiiii Oy/M KOPOTKOTPHUBAIMMHU, 3arajioM Bifl IETKUX 0O TOMipHUX.
BinpiicTe BUNAKiB IOSIBY TOJIOBHOTO O0JII0 IpU ofeHHOMY IpuiioMi [TiHany
cnocTepiranacs npotsarom nepimx 10-30 fi6 micis mo4yaTky JIiKyBaHHS.

TabauyvHi OaHi nobiuHUX peakuill.

HuxuyeHaBemeHa TaOIuUIlg MiCTATh MaHi CTOCOBHO MOOIYHUX peakIiill 3i CIOHTaHHUX
IIOBiMOMIIEHD Ta I11a1e60-KOHTPOILOBAHUX KITIHIYHUX OOCIIIXKeHb (BKIT04asy B mimomy 8022
TaIfieHTH, SKi oTpuMyBanu IliHar, Ta 4422 mallieHTH, SKi oTpuMyBau manebo) i3
3acTocyBaHHs [liHamy 3a moTpeboio Ta MOAEHHOT0 3aCTOCYBaHHS AJIS JIIKyBaHHS
€PEeKTUIIbHOI AUCOYHKIII i I[OJeHHOT'0 3aCTOCYBaHHS [/ JTiKyBaHHS HOOPOSKiCHOI
rimepmiasii mepegMixypoBoli 3a103H.

Hyxe 4gacto (= 1/10), gacto (= 1/100 Ta < 1/10), HewacTto (= 1/1000 ta < 1/100), pigko (= 1/10000
ta < 1/1000), myxe pigko (< 1/10000), gyacTtoTa HeBifoMa (dYacToTa He MOxKe OyTH BCTAaHOBIIEHa,
BUXOISYUH i3 HASIBHUX JAHUX).

[ly>Ke 4acTo acTto HeuacTto Pinko

(= 1/10) (= 1/100 go >1/10) |(= 1/1000 mo 1/100) |(= 1/10000 mo 1/1000)

3 00Ky iMyHHOI CHCTEMHU
Peaxkiii AHTiOHEeBPOTHYHUI HAGPAK
rinepyyTIuBOCTI

3 60Ky HEPBOBOI CHCTEMU
['onmoBHUM Oinb 3anmamMopoYeHHS [TopylieHHSI MO3KOBOTO KpO-
BOOGIry' (BKIIIOYaK4YM reMo-
parivHi siBHilla), BTpaTa CBi-
OMOCTI, TPAH3UTOPHA IllIe-
MidHa aTaka', MirpeHs’, Cy-
OMH’, TPAH3UTOPHA aMHe3is

3 00Ky opraHiB 30py

HeuiTkuu 3ip, ITedeKTH Mo 30py, HAOPSIK
BimuyTTs 6010 B 0Yax [MOBiK, KOH IOHKTHBaJIbHA Ti-
[IepeMis, HeapTepianabHa me-
PEeIHS ONTHYHA illleMiyHa
Heiiponarisa (HATIIOH)?, ok-
1103151 BeH CiTKiBK1




3 00Ky OpraHiB CITyXy Ta piBHOBaru

|038in y Byxax [PanTosa BTpara cayxy

3 60Ky cepIeBoi cucTeMu'
Taxikapmis, [HbapKT MioKapaa, HeCTa-
IPUCKOPEHE OinbHA CTEHOKapia’, IITy-
CepLeOuTTs HOYKOBA apPUTMisl

3 00Ky CYAMHHOI CUCTEMHU

[IpunIuBY linorensis’,

rinepreH3sisa

3 00Ky pecnipaToOpHOi CHCTEMH
3aknameHicTh Hoca  |[IMCIIHOE, HOCOBA KPO-

BOTEYa

3 00Ky HITYHKOBO-KHUIITKOBOTO TPAKTY

[ucmnerncis AOmoMiHaAIbHUM 0iflb,

O11i0BaHHS, HYHOTA,
ractpoe3odareanbHun
pedIoKc

3 00Ky LIKipM Ta MiAMIKipHUX TKAaHUH
BucunanHsa Kponup'sHka, cuaapoM CTi-

BeHCa-[[KOHCOHA®,

excdoiaTUBHUI [epMaTuT’,

rineprigpos

(HagMipHE TOTOBHUIINIEHHS)

3 60Ky OITOPHO-PYXOBOTO arapary, CIOyYHOI Ta KiCTKOBO-M'sI30BOI TKAHWMHU

bBine y criuHi, Mianris,

0is1b y KiHIIiBKax

3 00Ky HUPOK Ta CEYOBU[IIbHOI CUCTEMHU
| [CemaTypis |

3 00Ky pepOOyKTHBHOI CUCTEMU

[TomoBxkeHa epekiia [[Ipiami3m, KpoBoTeya 3i
CTaTEeBOT'0 4JleHa, reMo-

criepMis
3araibHi po3afy Ta CTaH y MiClli BBeI€HHS
Binb y rpyasax, Habpsik 061uyds’, panTosa
nepudeprdHi ceplieBa cMepTh'
HaOpsKY, IifBUIIeHa
BTOMJIIOBaHICTb

' BinbIIiCTh MALIEHTIB, Y SKKUX CIOCTEPIiranucs Taki moOiuHi peaxkiii, Maind GaKTOPH PU3KUKY 3
00Ky ceplieBO-CYIMHHOI CHCTEMU B aHaMHe3i (OuB. po3ain «OcoO6nuBOCTi 3aCTOCYBAHHSI»).

*Tlo6iuHi peaxkuii i3 MOCTMAapKETUHIOBUX HOCIIXKEHbD, SIKi He CIIOCTEPIraaucs B XOmi
n71a11e00-KOHTPOIbOBAHUX KITIHIYHUX MOCIIiIXKEHb.

*Yacrime moBigOMIISIIIOCS Y pasi 3acTOCyBaHHS Tafanadiay pa3oM 3 aHTUTINePTeH3UBHUMHU
3acofamu.

Oxpemi nobiuHi peakuyii. TIoBimOMIISIIM IPO TPOXY BUILY YacTOTy aHoMmarilt Ha EKT, y mepury yepry



IIPO CUHYCOBY OpafuKappio, y MallieHTiB, 9Ki oTpuMyBanu Tafanadin 1 pa3 Ha go0y, IOPiBHAHO 3
nalieHTaMu, Ki npuiimMany miane6o. binpuricts nux anomarniii Ha EKT' He Oyu 1oB’s13aHi 3 IpOsSiBOM
00IYHUX peakIri.

Ocobusi epynu nayieHmia. [laHi om0 3acTOCyBaHHS Taganadiny mamieHTaM BiKOM IIOHAL

65 poKiB y X0[i K/TiHIYHUX OCTIAXKEHb, 9K OJIg JIiKyBaHHS epPeKTUIbHOL AuChYHKIIL, Tak i A
nmiKyBaHHS H0OPOSIKiCHOI rimepiasii mepeaMixypoBoi 3amo3u, oomMexkeHi. Y xomi KmiHigHUX
IOCTiAKEeHb TIil Yac 3aCTOCyBaHHS Tafasnadiny 3a nmorpedoio (B mo3i 20 Mr) ans nikyBaHHS
ePeKTUIIbHOI AUCOYHKII] Aiapes YacTillle BUHMKAJA y MaIlieHTiB BikOM IIOHaA 65 pokiB. Y xomi
KJTIHIYHUX [OCTIiIKeHb i Yac 3aCToCyBaHHS Tafganadiny B 1o3i 5 Mr 1 pa3 Ha fo0y A1 JiKyBaHHS
noOposiKicHOI rinmepiasii mepegMixypoBoi 3a103u SBHUIIA 3allaMOPOYEHHS Ta Aiapei yacTiie
CIIOCTepiranucy y naljieHTiB BiKOM IIOHaf 75 POKiB.

Tepmin npudamuocmi. 3 POKH.

YMoBH 30epiraHHs. [I1s 1ikapchKoro 3aco6y He BUMAra€ThCs ClelialbHUX YMOB 30epiraHHsi.
36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

YnakoBka.

lnsa do3ysauHa 2,5 me: mo 14 tabmeTtok y 6micTepi, mo 1 a6o 1o 2 61icTepy B KAPTOHHY MMAuKy.
Lnsa do3ysanHA 5 me: mo 14 tabnetok y 6micTepi, mo 1 a6o o 2 61icTepy B KAPTOHHY IAUKy.
IIn5 do3ysanHa 10 me: mo 4 TabneTku y OmicTepi, mo 1 a6o o 2 GaicTepy B KAPTOHHY IMauKy.
[Ina do3ysanHa 20 me: mo 1 Tabnertui y 6micTepi, mo 1 GicTepy B KAPTOHHY IAUKYy;

abo mo 2 TabneTku y 6mictepi, mo 1, abo mo 2, abo mo 4 6ricTepu B KAPTOHHY IAUKYy;

abo o 4 Tabnetku y 6mictepi, mo 1 abo 1o 2 GiicTepy B KAPTOHHY MAYKY.

Kareropis Bigmycky. 3a peLentom.

BupoOHHUK.

I2XKEHE®APM CA.

Micue3HaxoaKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

18-i1 km Mapadonoc Ase, ITamnini ATTiki, 15351, I'penis.






