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IHCTPYKUIIA
JJISE MEIUYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

MTHATI
(PINUP)

Cknao:

Oitoua pevosurna: Taganadin,

1 TabieTka MicTuTh 2,5 Mr abo 5 mr, a6o 10 mr, a6o 20 Mr Taganadiny;

OONOMIJICHI peHOBUHU.

aapo TaOJETKU: JIAKTO3M MOHOTIIpaT, HATPIF0 KpOCKapMello3a, HaTpilo Jaypwicyibdar,
T POKCUIIPOIIUIIETI0I03a, ojiicopbar 80, MarHito creapar;

000JI0HKA TaOJIEeTKH:

JUTst TaOJETOK 2,5 MT': TOTOBA 10 BUKOPUCTAHHS CyMIlI [TilIPOMEN03a, JIAKTO3U MOHOTIpaT, TUTAHY
niokcun (E 171), tpuanerws, Taybk, 3amiza okcun sxxoBtuit (E 172), 3amiza okcun uepBonwii (E 172)];
JUIsl TAOJIETOK 5 MI: TOTOBAa J0 BUKOPHCTAHHS CyMIlll [TIIpOMEN03a, JaKTO3H MOHOTIAPAT, TUTAHY
niokcun (E 171), tpuanerun, Tanbk, 3amiza okcu xoBTuit (E 172)];

1utst TabneTok 10 Mr: TOTOBa A0 BUKOPUCTAHHS CyMIIll [TilIPOMEN03a, JJAKTO3H MOHOT1IpaT, TUTaHY
niokcua (E 171), Tpuanerun, Tanbk, 3amiza okcup xxoBTHil (E 172), 3aniza okeun yopuuii (E 172)];
Jutst TabneTok 20 MTI: TOTOBa A0 BUKOPHUCTAHHS CyMIII [TipoMeno3a, JaKTO3M MOHOTIAPAT, THTAHY
niokcua (E 171), tpuanerun, Tanbk, 3amiza okcus sxoBtuil (E 172)].

Jlikapcbka ¢gopma. TabiieTku, BKpUTI IUTIBKOBOIO 00OJIOHKOIO.

OcnosHi @izuxo-ximiuni 1acmueocmi: TabNETKU, BKPUTI IUTIBKOBOIO 000JIOHKOI0, Y (pOpMI KaruieTH,
JIBOOTYKJI1; TAOJETKH 2,5 MT: )KOBTO-TIOMapaHueBi, 3 HarucoM «T 2» 3 oiHOTO OOKY; TaOIETKH S5 MT:
#O0BTI1, 3 HantucoM «T 5» 3 ogHOro Ooky; Tabnaetku 10 Mr: x0BTi, 3 HantcoM «T 10» 3 oxHOrO OOKY;
tabsietku 20 Mr: 3k0BTI, 3 HanrcoM «T 20» 3 ogHOTrO GOKY.

dapmakoTepaneBTHYHA rpyna. 3acobu Juis JikyBaHHs nopyueHs epekiii. Kon ATX G04B E08.

DapmakKono2iuni ea1acmugocmi.

Dapmaxoounamixa.

MexaHi3Mm nii.

Tananagin € CeneKTUBHUM OOOPOTHHMM iHTIOITOPOM IHMKIIYHOTO TIyaHO3MHMOHO(dochary
(uI'M®) — cnenudiunoi pocdoniecrepazun tumy 5 (OHAE 5). Komu cexcyaibHa cTUMYIALiA
CIPUYMHAE JIOKAJIbHE BUBUILHEHHS OKCUAY a30Ty, iHrioyBanus ®JIE 5 tamanadinom mponaykye
nigsumieHi piBHi uI'M® y nedepuctomy Tini. lle mpuBoauTh M0 penakcamii riaaakux M’si3iB 1
NPUIUTMBY KPOBI JI0 TKAHUH CTAaTEBOTO WIEHA, CTBOPIOIOYM THM caMuM epekuito. Tamamadin mpu
JIKyBaHHI €pEeKTHIIBHOT TUCPYHKIIIT HE IPOSBIIsi€ CBOET 11 PU BIACYTHOCTI CEKCYaIbHOT CTUMYJISLIII.
EdexTt inridyBanus xonuentpauii il M® y neuepucTtoMy Tili TAKOX CHOCTEPITaeThCs Yy TIIAAKHX
M’si3aX TIPOCTATH, CEYOBOMY MiXypi Ta iX CyJHHAX, IO MIEPEHOCSTH KPOB JIO BUIIIEBKA3aHUX OPTaHiB.
CynuHHa penakcarlisi, sika MpHu LIbOMY BHHMKA€, CIIPUUMHSE MIBUIIEHHS nepdy3ii KpoBl Ta MOXKe



OyTH TPUYMHOIO 3MEHIIEHHS CHUMIITOMIB JOOpOSKICHOI rimepruiasii nepeamixypoBoi 3amo3u. Lli
CyIUHHI €()EeKTH MOXYTh OyTH JIOMTOBHEHI 1HT10YBaHHSIM aKTUBHOCTI aQ)epeHTHHX HEPBIB CEUYOBOTO
MiXypa Ta peJaKcali€ero rJaKux M’ s3iB IPOCTaTH 1 CEYOBOT0 MiXypa.

PapmMakoauHamiuHi eQeKTH.

Hocmimkenns in Vitro mokaszanu, mo taganadin € cenektuBHuM iHriditopom ®JIE 5. OJIE 5 €
dbepmeHTOM, IKU OyB 3HAWJCHUHN Yy IIIaJKUX M s3aX MEYEPUCTOrO Tijla, CyTMHHHX 1 BiCIIEpaTbHUX
TJIAJIKAX M sI3aX, CKeNIETHUX M’ 533X, TPOMOOIIMTAX, HUPKAX, JISTCHIX 1 MO304YKy. Brumms Tanamadiry
Ha OJIE 5 cunpHimui, HiX Ha 1HII docdomiectepazu. Mis taganmadiny na GIAE 5 y 10000 pasis
nepesuiye ioro BrumB Ha Gepmentu OJIE 1, ®JIE 2 i ®/IE 4, m1o € HassBHUMH Y CepIli, MO3KY,
CylIMHaX, MeYiHIl Ta iHmuX opraHax. Tamamagin y 10000 pasiB moryxHimmi momo PJE 5
nopiBasHO 3 ®J[E 3, mo € QepmMeHTOM, HasSBHUM Y Cepli Ta KpPOBOHOCHUX cynuHax. Lls
cenektuBHICTH moa0 OJIE 5 nmopiBusHO 3 OJIE 3 € BaxumBoro Tomy, mo DJIE 3 € pepmentom, skmii
BiZlirpae TMEBHY pOJIb Yy CKOpPOYEHHI cepueBoro M’s3a. Kpim Toro, Tamamadin mpubIu3HO y
700 paziB noryxHimui moao G®JE 5 nopiBasHo 3 D/IE 6, m10 € pepMeHTOM, HASIBHUM Y CITKIBII 1
BIZIMOBIJaILHUM 3a (poToTpaHcaykiiro. Tananadin rakox y 10000 pa3iB notyxHimuit mogo @JE 5
nopiBHsiHO 3 DJIE 7, ®JIE 8, ®JIE 9 1 ®/IE 10.

Kniniuna e eKTHBHICTD Ta Ge3meKa.

Tananadin, yBeneHuil 310poBUM TOOPOBOJIBISIM, HE MPOSIBISB ICTOTHOI PI3HHUII MOPIBHSHO 3
ianebo 3a MOKa3HUKAMM CHCTOJIIYHOTO Ta JiaCTOJIYHOTO apTepiaJbHOrO THUCKY Y IMOJOXKEHHI
NalieHTa JieXxadu (CepelHE MaKCUMalIbHE 3HIKEeHHS 1,6/0,8 MM pT. CT. BIANOBIAHO), CHCTOIIYHOTO
Ta JIACTOJIYHOTO apTEPiaIbHOTO TUCKY y TIOJOKEHHI IMAIliEHTa CTOSYM (CepeHE MaKCHMAallbHE
3HmKeHHs 0,2/4,6 MM PT. CT. BIATIOBITHO) Ta ICTOTHOI 3MiHM YaCTOTH CEPLIEBUX CKOPOYCHb.

Y xoai gociiKeHHs BIUIMBY Tajanadiny Ha 3ip 3 BUKOPHUCTAHHSM TECTY OLIHKH KOJIbOPOBOTO
cupuitaatTs Farnsworth-Munsell 100 Hue Oymno BcraHOBieHO, o Tamaigadii HE MOTipIIye
po3Mi3HaBaHHA KONbOpIB  (cuHiii/3enenuit). OTpuMaHi JaHI  KIHIYHOTO  JOCTIIKEHHS
HiATBEPHKYIOTh HU3BKY criopiHeHicTs Taganadiny moao G/IE 6 nopisasHo 3 DJIE 5. Y xomi Beix
KIHIYHUX JOCHiKeHb piako (< 0,1 %) noBizomiisiiu mpo 3MiHU y PO3Mi3HABaHHI KOJIbOPIB.

Byio mpoBeneHO TpU KITHIYHUX JOCHIIPKCHHS 3 yYacTIO YOJIOBIKIB IS OLIHKH TMOTEHIIHHOTO
BIUTMBY Ha ciepMaTorenes Ilinamy B 1031 10 Mr (o1He JOCHIKEHHS TPUBAIICTIO 6 MICSIIB) Ta B 1031
20 mr (oaHe JOCHIAKEHHS TPUBATICTIO 6 MICSILIB 1 OJJHE — TPUBAIICTIO 9 MICALIB) MPH YaCTOTI
npuiiomy 1 pa3/moby. Y xoni ABOX 13 TpbOX JOCHIKEHb CHOCTEpIrajgocs KIIHIYHO He3Hauylle
3HUKEHHS KUTBKOCTI Ta KOHIIEHTpAIlli CIepMH, acolliioBane 3 mpuitomom taganadiny. i ehextu He
Oynu TOB’s3aHl 31 3MIHAMHM IHIIMX XapaKTePUCTUK, TAaKUX SK PYXJMUBICTH CIIEPMATO30il1iB,
MOPQoJIOTist Ta piBeHB (HOIIKYTOCTUMYIIIOI0YOTO TOPMOHY B KPOBI.

Epexmunvua oucgynryis.

Tpu KiiHIYHI JOCHIIKEHHS OynM npoBesieHi 3 yyacTio 1054 nmamieHTiB 3 METOIO BUSIBJICHHS TEPIOAY
noyatky edekty Tananadiny, SKMA TNPOJEMOHCTPYBAaB CTATUCTUYHO 3HAYYIIE IOKPALCHHS
epeKTHJIbHOT (DYHKIIIi, a TaKoX MAI€BICTh MPOTIroM 36 roJuH Ta BUSABIEHHS €(EKTy Bxke depes
16 XBUIMH Micis NpuiioMy 1034 NOPiBHSAHO 3 Mutanedo (mpuitom [linanmy 3a notpedn).

VY xoai pocnipkeHHs TpuBailicTio 12 THkHIB 3 ydacTio 186 manieHTiB (142 namieHTH oTpuMyBaiu
tafanadin, 44 mnamieHTH — 1UIaned0) 13 BTOPUHHOKIO EpPEKTHIIBHOIO TUCQYHKIIEI BiJHOCHO
MOIIKO/PKEHHSI CIUHHOTO MO3KY Tajanadiia IpOsBIsB 3HAYHE MOKPAIIEHHS €PEeKTHIIBHOI PYHKITIT, a
y cepeaHboMY Koe(illieHT yCHIIHUX crpod npu npuiiomi [linany B 1031 10 mMr a6o 20 mr (miadip
JI03H1, 3aCTOCYBaHHS 3a MOTpedn) craHoBUB 48 % mopiBHAHO 3 17 % y rpymi miamebo.

Tananagin y no3zax 2,5 mr, 5 mr ta 10 mr 1 pa3 Ha 100y oiHIOBaBCs y XOA1 3 KIIHIYHUX JAOCIIPKEHb
3 yuacTio 853 marieHTiB pi3HOro BiKY (BiA 21 10 82 poKiB) Ta pi3HUX €THIYHUX IPYH 3 €PEKTUIILHOIO
TUCHYHKITIEIO PI3HUX CTYMEHIB TSKKOCTI (JIerKa, CepeHs, TsKKa) Ta pi3HoI eTioforii. Y xo/i 1BOX
NEPBUHHUX JOCIIIKEHb €PEKTUBHOCTI y 3arajbHii MOMyJALii y cepeAHbOMY KOe(IlieEHT yCTIIIHUX
cnpo0 OyB 57 % Ta 67 % npu npuitomi Ilinamy 5 mr ta 50 % npu npuitomi Ilinany 2,5 Mr nopiBHIHO
331 % Tta 37 % y rpyni nane6o. Y q0CHiHKEHHX 3 y4acTIO MAII€HTIB 13 BTOPHHHOKO €PEKTHIIHHOIO
TUCHYHKITEIO BIIHOCHO MAia0eTy y cepeqHboMy Koe(imieHT ycmimmHux cipod craHoBuB 41 % Ta
46 % npu npuitomi IliHamy B 1031 5 Mr Ta 2,5 Mr BiAMOBIAHO MOPiBHAHO 3 28 % y rpymi mianeoo.
BinpmiicTe namieHTIiB y BUILIEHABEICHUX JAOCII/DKEHHAX paHine npuiiManu inriditopu ®IE 5 y pasi
notpedu. Y HACTyMHOMY JOCHiKeHH1 217 maiieHTiB, SIKI paHillleé HE 3aCTOCOBYBAJM 1HT101TOPH




®JIE 5, orpumysanu [linan y mo3i 5 mr 1 pa3 Ha aeHp Ta miane6o. Y cepeqHbOMYy Koe(ilieHT
ycmimHux crnpod ctaHoBuB 68 % y rpymi npuitomy Ilinamy nopiBusHO 3 52 % y rpymi miane6o.
Hobposikicha cinepniazis nepeomixyposoi 3a103u.

3actocyBanHs [liHanmy IOCHIDKYBadu y XOJI YOTHUPHOX KIHIYHHMX JOCII/DKEHBb, 110 TPHUBAIH
12 TmxHiB, 3 yyacTio 1500 marmieHTiB i3 cUMITOMaMu AOOPOSIKICHOI rinmepruiasii mepeaMixypoBoi
351034, Y X011 ITUX KIIIHIYHUX JociipkeHb [liHam B 7031 5 MT IpoIeMOHCTPYBaB MOKPAIEHHS CTaHy
HalienTa 3a 3arajJbHOI0 MDKHAPOIHOIO MIKaor npocratnyHux cumnromis (MILIIC) nmopiBasHO 3
miane6o (ominku nmokpamieHHs 3a MIUTIC npu npuiiomi [linany y 1031 5 mr cranoBisats —4,8, —5,6,
—6,1 Ta —6,3, mopiBusHO 3 —2,2, —3,6 —3,8, —4,2 y pa3i npuitomy miane6o). [lokpamenus crany
MalieHTa 3a 3arajpbHOI0  MDKHAPOJIHOI IMKAJIOK mpocTaTHYHUX cumnTomi  (MILIIC)
CHOCTepiranocs Bxe micis 1 THXKHA JTiKyBaHHs. B 0JHOMY 3 KITIHIYHHX JOCIiIKEHb, 1€ K aKTUBHUN
KOMITapaTop TaKOX OyB BKIIFOUCHHM TaMCy03uH B 11031 0,4 Mr, orinku nokparnieHHs 3a MIITIC npu
npuiiomi [linamy y 1031 5 Mr, TaMCyn03uHY Ta Muianedo craHoBuin —6,3, —5,7 —4,2 BiANoBiAHO.

VY Xoai oIHOTO 3 IUX JOCIHIKEHb OIIHIOBAJIOCH SIK IMOKPAIICHHS EPEKTHIbHOI (YHKIII, TakK 1
1ocIa0JIeHHs! CUMITOMIB TOOPOSKICHOT Tinepriiasii nepeaMixypoBoi 3aj1031 y Mali€HTIB, SKi MaJH
obunBa cranu. [lokpaieHHs epeKTHIIbHOT (PYHKIIIT 32 MIXKHAPOAHUM 1HIACKCOM OIIHKHA €PEKTHIILHOI
¢yHKIIi Ta 32 MDKHApOJIHOK IIKAJIOK MPOCTATHYHUX CUMIOTOMIB CTaHOBWIO —6,5 Ta —6,1 y pasi
npuitomy Ilinamy B 1031 5 Mr nopiBHsHO 3 —1,8 Ta —3,8 y rpymni muane6o BiANOBIAHO. Y cepeaHbOMY
BiJICOTOK YCIIIITHUX CIPOO CTaTEBOTO aKTy Ha OJHY 0c0o0y B TOCiiKeHHI ctaHoBUB 71,9 % y rpymi
npuitomy [linamy B 10o3yBaHHi 5 MT, a B rpymi miane6o — 48,3 %.

[lintpumka pocsrayroro edekrty IliHamy omiHIOBamacst y XOHi JIOJATKOBOTO BiJIKPUTOTO
JTOCTIPKeHHS, 3a pe3yiabTaTaMHu SKOro OyJ0 BCTAaHOBIIEHO, LIO0 MOKpAIEHHS 3a 3arajlbHOI0
MDKHApPOJAHOIO MIKAJIOK MPOCTATHYHUX CHUMITOMIB, IO CIOCTEPIrajiocst MpoTAroM 12 THKHIB,
30epiraeThCs 10AaTKOBO 10 1 poky micns jaikyBanHs [liHamom B 1031 5 Mr.

Jimu.

byno npoBeneHo oaHe AOCTIIKEHHS 3 Y4acTio AiTei 3 M’s130Bot0 nuctpodieto romena (M), y
SKOMY IMIITBEPDKCHUX JIOKa3iB e(eKTUBHOCTI HEe Oyno mpoaeMoHcTpoBaHo. lle mocmimkeHHS
edexkTuBHOCTI Taganadiny Oyio paHIOMi30BaHUM MOABIMHUM CIIMHUM IUIal€00-KOHTPOJIHOBAHUM Y
TPHOX MapaNeIbHUX Ipynax 3 y4acTio 331 IUTUHU 90JI0BiU01 cTati BikoM Bix 7 1o 14 pokis 3 M1/,
SK1 OJIHOYACHO OTPUMYBAJIM TEpaIlilo KOpTUKOcTepoinaMu. [locmiKeHHs BKIo4ano 48-THKHEBUN
MOABIMHUN CIIMIUAN MEP10/1, M1/ Yac SKOTO MAIlleHTH OYIM PO3/AUJICH] Ha TPy IpuiioMy Taganadiry
0,3 wmr/kr, tamamadiny 0,6 mr/kr ab6o mnanebo moaeHHo. Taganadin HE MPOJEMOHCTPYBAB
e(eKTUBHOCTI y TMEPBUHHINA KIHIEBIM TOYIll MO0 CHOBUILHEHHS 3HUXEHHS IIBHUIKOCTI XOJbOH,
BUMIPSHOI 32 3MIHOIO JUCTaHLil y TecTi 3 6-xBUIMHHOKO xoas0010 (TLIX). 3miHa cepeaHboro
3HaueHHs nuctaHmii y THIX, po3paxoBaHOro 3a METOJI0M HaMEHIIMX KBaJApaTiB, Ha 48-My THXKHI
cranoBwia 51,0 M y rpyni minare0o nopiBHAHO 3 64,7 M y rpymi Taganadiny 0,3 mr/kr (p=0,307) Ta
59,1 M y rpym Ttaganadiny 0,6 mr/kr (p=0,538). IlinTBepakeHy ePEeKTUBHICTh TaKOX HE OyIo
BUSIBJICHO 1 MiJ] 4ac MOBTOPHMUX aHaJII31B Pe3yJbTaTiB JAHOTO JOCHIKEHHs. 3arajibHi pe3yabTaTu 3
Oe3neky, OTpMMaHl B 1IbOMY JIOCIIKEHHI, B IIUIOMY BIANOBIJANIM BiAOMOMY Ipodinto Oe3nexu
Tajanadiry Ta HeOaKaHUM SBUINAM, OUIKYBaHUM Yy nefiaTpuuHii nmomymsuii MJIJ1 npu mikyBaHH1
KOPTUKOCTEPOIJaMHU.

Dapmaxokinemuxa.

Bemoxmysanna.  Tapanadin  noOpe BCMOKTYEThCS TMicHs TpuiioMy BHYTpimHbO. Cepenns
MaKCHUMaJibHa KOHLIEHTpaIlis y mia3Mi KpoBi (Cmax) JOCATAETHCS B CEPETHHOMY Uepe3 2 TOUHH MiCIs
npuiiomy. AOCOIIOTHa  OlOAOCTYNMHICTh Tamanaduly TMiCas TpPUHOMY TEpOpabHO  HE
BCTaHOBJIIOBAJIACh.

[IIBUIKICTH 1 CTYNIHb BCMOKTYBaHHS Tafanadiiy He 3alexkaTh BiJ MpUHOMY TKi, TAKUM UYHUHOM,
[Tinan mo>xHa nmpuiiMaTH 3 Dkero uu 6e3 Hei. Yac yBeseHHs 103U (paHOK a0o Bedip) HE MaB KIITHIYHO
3HAYYMIOTO €(PEeKTy Ha MBUAKICTD 1 CTYITIHb BCMOKTYBAaHHS.

Posnoodin. Cepenniit 06’eM po3MmoOily CTAaHOBUTH MPUOIM3HO 63 1, BKa3ylouu Ha Te, mo l[linam
po3noaUIseThCa Y TKaHUHAX. [Ipu TepaneBTHYHNX KOHUEHTpalisiax 94 % taganadiny y mia3mi KpoBi
3B’A3aH0 3 nporeiHamMu. Ha 3B’s3yBaHHs 3 IpOTETHAMU HE BIIMBA€E MOPYIIEHHS HUPKOBOI (DYHKIII].
Memnmie 0,0005 % yBeaeHoi 1031 OyJI0 BUSBIICHO y CIIEpMi 3J0POBUX JTOOPOBOJIBIIIB.



Memabonizm. Taganadin nepeBaxkno metabomizyerbes i30popmoro 3A4 muroxpomy P450 (CYP).
OCHOBHMM THPKYJITIOIOUYUM METa0O0JIITOM € METHIKAaTeXONTmoKypoHia. Ileir merabomit Mae
akTuBHICTH BiHOCHO DJIE 5 y 13000 pazi meHe, Hix Taganadin. TakuMm YMHOM, OUIKY€ETHCS, 11O
MeTaboJIIT He Oy/1e BUSBIIATH KIIHIYHOI aKTUBHOCTI Y KOHIICHTPAIIISX, 110 CIIOCTEPIraroThCs.
Buseoenns. Cepenniit KilipeHC epopaibHOTO Taganadiay CTaHOBUTH 2,5 JI/TOJ, a CepeHild mepion
HamiBBUBeNEeHHS — 17,5 romuam y 3m0poBuX cy0’ekTiB. Tamamadia BUBOAUTHCS MEPEBAKHO Y
BUTJISIII HEAKTHBHUX METa0OoMiTiB, OLIbIIO Miporo 3 dekamismu (mpubmuszno 61 % nosm) i
MEHIIIOI — 3 cevero (Maiixke 36 % 1o3n).

Jlinitinicmo/neniniinicmes  gpapmaxoxinemuxu. DapMmakokiHeTHKa Tajgamapily y 3A0pPOBUX
JIOOPOBOJIBIIIB JITHIHHO MPOTIOPITiHA /10 Yacy i 103u. B miama3oni 103 Bix 2,5 mMr 10 20 Mr, €KCIIO3HUIIIS
(AUC) migBuIyeThest mpornopiiiHo 103i. [TocriiiHa KOHIIEHTpaIlis B IJ1a3Mi JOCATAETHCS MPOTATOM
5 AHIB NIpH NIOJACHHOMY NPUHOMI OJIMH Pa3 Ha JICHb.

dapMaKkOKIHETHKA TIpermapaTy OJHAKOBA Y MAII€HTIB 3 €PEKTUIHHOI JUCPYHKINEIO Ta Yy MAIIEHTIB
0e3 Hei.

Oxpemi epynu HaceneHHs.

Ocobu nimubo2o 6iky. 3M0pOB1 JOOPOBOJIBIIL JITHROTO BIKY (Bl 65 POKIB) MaJld HIKYI 3HAYCHHS
KIipeHcy Tajnanadiny TpH OpUAOMI  BHYTPIIIHBO, HIO TPU3BOJMIO 1O MiABHIIEHHS Ha
25 % excnozutii (AUC) nopiBHSHO 31 310pOBUMHU T00OpOBOJIbIsIME BikoM 19—45 pokiB. Leit BikoBuit
eeKT He € KIHIYHO 3HAYYIINM 1 He TOTpeOye peryaroBaHHS JO3H.

Huprosa nedocmamuicme. Y XOIl NOCIHIKEHb 3 KIIHIYHOI ¢apmakosorii i3 3acTOCyBaHHSIM
onuHNYHOI n03u Tananadiny (5-20 mr) excnosuuis Tanamnadiny AUC mpakTH4HO MojBoOinacs y
NaIieHTiB 31 caabkoro (kimipeHc kpeaTuHiny Big 51 1o 80 mi/xB) a00 moMipHOIO (KIIIPpeHC KPEeaTUHIHY
Biz 31 10 50 MII/XB) HUPKOBOIO HEJOCTATHICTIO, @ TAKOXK Y MAIIIEHTIB 3 OCTAHHBOIO CTA/T1€10 HUPKOBOT
XBOpOOM Ha niaii3i. Y MaIli€HTIB, SKi 3HAXOWIUCS Ha reMojiani3i, MaKCUMallbHa KOHIICHTpAIlis Y
ra3mi KpoBi (Cmax) Oyita Ha 41 % BuIIA, HIXK Y 3A0POBHX JOOPOBOJIBIIIB.

BrnuBom remosianizy Ha BUBeIeHHS Tajaiadily MO)KHA 3HEXTYBaTH.

Ileyinkosa nedocmamnicmo. Excriozuntis taganadiny (AUC) y mamieHTiB 31 c1abKOr0 Ta MOMIPHOIO
MEYiHKOBOIO HenocTaTHicTo (kmacu A Ta B 3a mkamoro Yainnga—II'r0) € mopiBHSHHOKO 3
EKCITO3UIIIEI0 Y 3I0POBUX JOOPOBOJIBIIB MpH 3actocyBanHi go3u 10 mr. [laHi momo 6e3medHocTi
npu3HadeHHs [liHamy namieHTam i3 TSDKKOIO TEUYiHKOBOKO HepocTaTHicTio (kmac C 3a HIKalloro
Yaitnga—I1'10) oOmexeni. Hemae nanux mopo 3acrocyBanHs IliHamy B 1031 OJuH pa3 Ha JACHb
narieHTaM 13 TMEYiHKOBOK HENOCTaTHICTIO. Jlikap MOBMHEH YBa)XHO OINHUTH IHIUBITyaldbHI
nepeBaru/pu3uku npusHaueHHs [linany B 1o3yBaHHi 1 pa3 Ha JeHb.

Tayienmu, saxi maroms yykposuu oiabem. Excrniozuuis tananadiny (AUC) y xBopux Ha niabet Oyna
npuban3Ho Ha 19 % Huxue, Hix 3HaueHHsI AUC y 310poBux 100poBoibLiB. L5 pi3HUL B €KCIO3HUIIIT
HE NOTpedye peryaroBaHHs J103H.

Kuiniuni XapakTepucTUKH.

Ilokazannus.

Hna oosyeanns 2,5 me, 10 me, 20 me. JlikyBaHHS €peKTUIBHOT TUCPYHKIIT Y TOPOCIUX YOJIOBIKIB.
[Tpenapat epexkTUBHUMN NPU HASIBHOCTI CEKCYaJIbHOT CTUMYJISILII.

Hna Oozyeamna 5 me. JlikyBaHHS epeKTWIbHOI AucyHKUii y gopociux 4oisoBikiB. Ilpemapar
e(eKTUBHMI JUIs JTIKYBaHHS €pPEeKTHIIbHOI TUCHYHKIIT IPU HaIBHOCTI CEKCYaIbHOI CTUMYJISILI.
JIikyBaHHSI CUMIITOMIB JJOOPOSIKICHOI Tinepruia3ii mepeaMixypoBoi 3aj1031 y JOPOCIUX YOJIOBIKIB.
[Tinan He MoOKa3aHM I 3aCTOCYBAHHS KIHKaM.

Ilpomunokaszanns.

[TinBumena 9yTauBICTh 10 Taganadiny abo 10 Oyab-sIKOTo 1HIIOTO KOMITOHEHTA Tpermapary.

VY xoai KIHIYHHUX JTOCIIHKeHb Tajanadia BUSBUB BIACTHBICTh MOCHIIOBATH T1MMOTEH3UBHUN €EeKT
HiTpaTiB. BBaxkaeThCs, 110 11€ € HACTIIKOM KOMOIHOBAaHOTO BILTUBY €(EKTIiB HITPATIB Ta Taganadiury
Ha mUsaX okcuJ azory/ul M®. Takum umHOM, Tamanadia MPOTUIIOKA3AHHWM MAalli€HTaM, SIKi
3aCTOCOBYIOTh OpPraHiyHi HITpaTH y OyAb-sKii JikapchKii popMi (IuB. po3ait «B3aemois 3 iHIIUMEI
JTIKapChbKUMU 3aCO0aMH Ta 1HII BUJIU B3aEMOIIN»).



[Tinanm He ciix 3aCTOCOBYBATH YOJIOBIKAM 13 CEpLEBUMH 3aXBOPIOBAHHSAMU, JJISl SKUX CEKCyallbHA
aKTHBHICTb € HeOaxaHo10. JIikapi MOBMHHI 3BayKaTH Ha MOTEHIIMHUMA CEPIIEBUN PU3UK CEKCYaTbHOT
AKTUBHOCTI JIJIs1 TAIIIEHTIB 13 CEPLIEBO-CYITMHHIMHU 3aXBOPIOBAaHHSIMHU B aHAMHE3I.

HwxyeBkazaHi rpynu MAaIi€HTIB 13 CEPLIEBO-CYAMHHUMH 3aXBOPIOBAaHHSMU HE OyJIM BKIIIOYCHI Y
KIIIHIYHI TOCITIKSHHSI, TOMY 3aCTOCYBaHHS Tajanadiry Jjis HUX MPOTUIIOKa3aHe:

— MaIiedTy 3 iHapKTOM MiOKap/a IpoTAroM ocTaHHixX 90 1HiB;

— MaIi€HTH 3 HECTAOLILHOIO CTEHOKAPAIEI0 a00 CTEHOKAPIETO, 1110 BUHUKAE IT1]1 YaC CTaTeBUX aKTiB;
— MAIIEHTH 13 CEPIIEBOIO HEAOCTATHICTIO, IO BiIMOBIAa€ Kacy 2 abo Buie 3a kiacudikamieto Heto-
ﬂopKCLKoi acorriarii cepiis, MpOTATOM OCTaHHIX 6 MICSIIiB;

— MaIi€HTH 3 HEKOHTPOJIbOBAaHUMU apUTMIsIMU, apTepiainbHOI0 TinoTensiero (< 90/50 mm pr. cT.) abo
HEKOHTPOJIbOBAHOIO TIIIEPTEH3I€I0;

— MAaIEHTH MICIS IHCYBTY, IO CTABCS MPOTATOM OCTaHHIX 6 MICSIIIB.

[Tinanm mpoTUNOKa3aHUi MaIlieHTaM i3 BTPATOI0 30py OIHOTO OKa B pe3yJbTaTi HeapTepialbHOL
nepeanboi imemivynoi ontuaHoi Heliponatii (HAITIOH) He3anexHo Big TOro, yu OyJI0 1€ MOB’A3aH0
3 monepenHiM BrutuBoM iHTi0iTOpiB ®JE 5 (1uB. po3ain «OcoOIrMBOCTI 3aCTOCYBAHHSY).

CynytHe 3acrocyBaHHs iHri6itopis @JIE 5, B Tomy umcni Taganadinty, 31 CTUMYISITOpaMHU
TyaHUIATIMKIIa3H, TAKAMH SIK PIOLUTYAT, MPOTUIIOKA3aHO, OCKIJIBKU MOTEHIIIIHO 1€ MOXE IPU3BECTH
JI0 CUMIITOMATHYHOI TIOTeH31i (MB. po3ain «B3aeMomis 3 iHIIUMH JIIKapChKUMHM 3aCO0aMHM Ta 1HIII
BUJTU B3aEMOJII»).

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€Mooiil.

JlocmipKeHHs 111010 B3aeMo1ii OyI1o mpoBeAeHo Ui o3yBaHb 10 Mr ta 20 Mr, 1aH1 HaJJaHO HUKYE.
CTOCOBHO JOCIHIDKEHb B3a€EMOJIil, B SKUX 3aCTOCOBYBaJM TibKku IliHam y mo3i 10 mr, KiIiHIYHO
3HavyIla B3a€MOJIis TP 3aCTOCYBaHHI BUILIMX /103 HE MOXe OyTH BUKIIIOUEHA.

Bnaue inwux nikapcokux 3acobie na maoanagin.

Ineioimopu yumoxpomy CYP450.

Tamanagin wmerabomizyerbess mnepeBaxkHo CYP3A4. CenextuBnuii inrioitop CYP3A4 —
keTakoHa30:1 (200 Mr 1moeHHO) — 301IbIIY€E TUIONLY IMiJ] KPHBOIO «KOHIeHTpalliss — 4dac» (AUC)
taganagpiny (10 mr) y 2 pasu 1a Cmax Ha 15 % mono 3HaueHb AUC 1 Cmax ofHOTO Tajganaduny.
Kerokonazon (400 mr Ha n00y) 301iblIye IUIONIY IiJi KPUBOK «KOHIEeHTpalis — dac» (AUC)
taganadiny (20 mr) y 4 pa3u, a Cmax — Ha 22 %. PuTonasip, iHridirop nporeas3 (200 mr aBiui Ha
no0y), mo iuridye CYP3A4, CYP2C9, CYP2C19 ta CYP2D6, 36inbl1ye mionry miJi KpHUBOIO
«xonuenTparis — gacy (AUC) taganadiny (20 mr) y 2 pasu, He 3MiHIOIOYH Cmax. X0ua crienudivni
B3a€MOJi1 He OynM AOCHIPKEHI, 1HII 1HT16ITOpYU MpoTeas3y, Taki SK CakBiHABIp Ta IHIII 1HTIOITOPU
CYP3A4, taki K €pUTPOMIIMH, KIAPUTPOMIIMH, ITPAKOHA30Jl Ta TpelnpyToBHH CiK, CIIiJ
OpU3HAYaTH 3 OOEPEXHICTIO, OCKUJIBKM OYIKYETbCS, IO IpPU CYMICHOMY 3aCTOCYBaHHI BOHH
MIBUIIYBATUMYTh KOHIICHTpaIil0 Taganadiay y mmia3mi kpoBi (auB. po3aunr «OcobiuBoCTi
3aCTOCYBaHHA»). SIK HAcCliJIOK, MO)K€ MiJBHMIIYBATUCS YacTOTa BUHUKHEHHS MOOIYHUX peakiii
(muB. po3ain «I1oO1yH1 peakiiin).

Tpancnopmepu.

BrumB TpaHcnopTepiB, HaANMPUKIIAL P-TIAIKOMPOTETHIB, HA po3MoALT Taganadiry HeBimomui. Takum
YUHOM, ICHY€ IMOBIPHICTb JIIKAPCHKOI B3a€EMO/Iii, OIIOCEPEIKOBAHOT IHIOYBAaHHIM TPAHCIOPTEPIB.
Inoyxmopu yumoxpomy CYP450.

Innykrop CYP3A4 pucdamninuna 3umxye BennuunHy AUC rtaganadiny Ha 88 % MOpIBHAHO 3i
3HaueHHsIM AUC npu npuitomi nuie tTagaitadiry (10 mr). MoxHa npUIyCTUTH, 10 TaKe 3HUKEHHS
KOHIICHTpAaLii Ipu3Be/e 10 3HWKEHHS e(peKTUBHOCTI Taaagadisy; CTyMiHb 3HUKEHHS e(eKTUBHOCTI
HeBigomuid. CymyTHe 3acTocyBaHHs 1HIIKX 1HAYKTOpPiB CYP3 A4, Takux sik penoOapOitan, peHiToin
Ta KapOamaserliH, TaK0XK MOKe 3HI)KYBaTH KOHIIEHTpaLli0 Tajanadiiay y ria3mi Kposi.

Bnaue maodanadghiny na inwi nixapcoki npenapamu.

Himpamu. Y Xoai xmiHIYHUX AochimkeHb Taganadin (5 mr, 10 mr, 20 Mr) mposiBisSB BIaCTUBICTh
MOCUJTIOBATH TIMOTEH3UBHI eeKTH HiTpaTiB. TakuMm ynHOM, 3acTocyBaHHs [liHamy nmamieHTamu, sKi
OTPUMYIOTH JIIKYBaHHS OPraHIYHUMHM HITpaTaMH y Oyab-sKiii ¢opMmi, MPOTHIIOKA3aHO (AMB. PO3ILI
«IIpotumnokazanHs»). 3a pe3yiabTaTaMHd KIIHIYHOTO JOCHIIKEHHS 3 ydacTio 150 marieHTiB, sKi
3acTocoBYBaIM Tajnanadin y 1031 20 Mr Ha 100y mpoTsArom 7 AHIB Ta HiTpormiuepuH y no3i 0,4 mr



CYOJIIHTBaJIbHO (3 PI3HUM 4YacoM NPUHOMY), L B3aEMOJIS TpUBaia OUIbII HIX 24 TOOUHH Ta HE
BUSIBJISUTACh Ticis 48 TomMH MICHs 3aCTOCYBaHHS OCTaHHBOI A03W Taganadimy. Tomy skmo mms
naiieHTa, sskomy npusHadeHo Ilinam y Oyab-akiii mo3i (2,5-20 mr), 3acTocyBaHHs HITPAaTiB €
MEINYHOI0 HeOOX1IHICTIO IIPHU 3arpO3IMBOMY JUIS )KUTTS CTaH1, TO IepeJl 3aCTOCYBaHHIM IpernapariB
HITpPaTiB Mae MUHYTH HE MEHIIE HiX 48 TOAWH micisi ocTaHHROTO npuiiomy [linamy. ¥ Ttakomy
BUITQJIKy 3aCTOCYBaHHS HITPATIB NMOBHHHO BiIOyBAaTHICS IiJl MWJIBHUM MEAWUYHHM HArJsIoM i3
HaJIC)KHUM MOHITOPHHIOM T€MOIMHAMIYHUX TTOKA3HHUKIB.

Anmueinepmensusri npenapamu (y momy 4ucii OJ10Kamopu Kaibyiesux KaHais).

[Tin gac cymicHOTO NpU3HA4YeHHS Taganadiny (y mo3yBanHi 5 mr 1 pa3 Ha 100y a0 y BUTIIsIII pa30BOi
11034 110 20 MT) 13 6JI0KaTOPOM 0i-aIPEHOPELIENITOPIB TOKCa303UHOM (4—8 MT Ha 100Y) CriocTepiraiocs
3HaYyHEe T[OCWJCHHS TiNOTEH3UBHOro edekry ocraHHporo. Lleit edexr TpuBae 10
12 roguH 1 MOXKe MPOSBIATHCA OKPEMHUMH CUMIITOMaMH, Y TOMY YHUCJ1 y BUIJIAAL 3allaMOPOYEHHS.
Taka xomOiHaIisl MpenapariB He PEKOMEHIYEThCSA J0 3acTOCyBaHHS (IuB. po3ain «OcoOIMBOCTI
3aCTOCYBAHHA»).

Y Xxomi AOCHiIKEHb B3a€EMOIl 3 ydYacTI0O OOMEXEHOI KUNBKOCTI 30POBHUX BOJIOHTEPIB HE
MOBIIOMJSUTM TIPO  BHINIEBKa3aHi €(PEeKTH NpH CYMICHOMY 3acCTOCYBaHHI 3 aldy303WHOM abo
tamcyno3uHoM. CitiJt 3 00epeKHICTIO MPU3HAYATH Taaanadisi mamieHTam, siKi OTPUMYIOTb JTIKyBaHHS
OyIb-sIKUMU OJIOKaTOpaMu O-aApeHOPElEenTOoPiB, 0COOIMBO 0co0aM JITHHOTO BiKy. JIIKyBaHHS CIij
PO3MOYHMHATH 3 MiHIMAJIBHOTO JJO3YBAaHHS Ta MOCTYIIOBO 301JIbIIYBATH J03Y.

VY xomi nochiKeHb KIiHIYHOI (hapMakoJWHAMIKU BUBYAJM MOTEHINAN Tajanadiy MOCHUIIOBATH
rinoTeH3MBHI e(peKTH aHTHTiNepTEH3UBHIUX IpenapaTiB. JlociiKyBaar OCHOBHI KJIaCH MpeTaparis:
0JIOKAaTOpH KaJIbLIEBMX KaHATIB (aMJIOJUWIIIH), 1HTIOITOpH aHTiOTEH3MHIIEPETBOPIOBAIBLHOTO
depmenTy (eHamanpuin), OJOKaTOpu [-agpeHopenenTopiB (METONPOJION), Tia3WIHI JIyPETHKU
(6enapodiyazun) ta Oiokatopu perentopiB aHrioreHsuny Il (pi3Hi TUOM Ta 103U, OKpEMO Ta B
KOMOIHAIII1 3 TIa3UAHUMU AlypeTHKaMu, OJI0OKaTOpaMH KaJbI[IEBUX KaHATIB, OJ0KaTopamu B-aapeHo-
penenTopiB Ta/abo OGiokaropamu a-aapeHopenentopiB). Tamganadin (B o031 10 Mr, KpiM TOCTiKESHD
B3a€MOJIi1 3 OJIoKaTOpaMu perenTopis anrioteH3uny Il Ta amnoauminy, ne BuB4aBcs edext no3u 20
MT') HE TPOSBISB 3HAUYIIOI B3a€MOJIIi 13 BHUIE3a3HAYEHUMH KJIacaMU JIIKapChKHUX 3aco0iB. Y xoxi
IHIIIOTO JOCIIJKSHHS KITIHIYHOI (hapMaKoJIorii TOCiKYBaIH CYITyTHE 3aCTOCYBaHH Tananadiny (B
1031 20 Mr) 3 IeKiIbKOMa T1IIOTEH3UBHUMH TpenapaTtaMu (10 YOTHPHOX). Y Malli€HTIB, IKi MpUiiManu
JIEK1JIbKa aHTUTIEPTEH3UBHUX 3aC001B, 3MIHM apTeplalbHOIO TUCKY 3aJI€KaIH Bl PIBHA KOHTPOIIO
apTepiagbHOro TUCKY. TakiM YMHOM, y NAIIEHTIB 3 100pe KOHTPOJIbOBAHOIO IIIEPTEH31€0 3HIKEHHS
TUCKY OyJlO HE3HayHUM Ta BIANOBIIAJIO TaKOMYy Y 3J0pOBUX BOJIOHTEpIB. Y TAIll€HTIB 3
HEKOHTPOJIbOBAHOIO TiNEPTEH31€10 3HMWKEHHS apTepialbHOr0 TUCKY Oyjao OuUIbLIMM, Xoda Yy
OUIBIIIOCTI MAIlIEHTIB TaKe 3HWKEHHS TUCKY HE CYIPOBOKYBAJIOCS TIOTEH3UBHUMH CUMITOMAaMHU.
VY mnauieHTIB, AKi OTPUMYIOTH CYNYTHIO TEpamil0 aHTUTINEPTEH3UBHUMH JIIKAPCHKUMH 3aco0amu,
3acToCyBaHHs Tajganadiny B 7031 20 M MOXke MPU3BOIUTH /10 3HWKEHHS apTeplaJIbHOTO THUCKY, SIKe
(KpIM BHIIAQJKy CYMYTHBOI'O 3aCTOCYBaHHs 13 OJIOKQTOpaMu 0-aJIpeHOPELENTOPIB) 3arajioM €
HE3HAYHUM Ta KJIIHIYHO HE3HAuylluM. AHaJi3 JaHUX TPeThoi (asu KIIHIYHOTO JOCITIIKEHHS He
BUSIBUB PI3HUII y MOOIYHUX peakuisfX, 0 BHHUKAJIM Yy MALI€HTIB, SIKI OTPUMYBAIM JIIKYBaHHS
TaganadigoM 13 CYMyTHIM 3aCTOCYBaHHSM aHTUTINEPTEH3UBHUX 3acO0IB Ta JIIKYBaHHS TIIbKU
tananadinom. Hespaxkaroun Ha 11e, HEOOXiJHO HAAaBaTH BiMOBITHI peKOMEH IALIIT 100 MOKIMBOTO
3HMKEHHS apTeplalbHOIO TUCKY Malll€EHTaM, SIK1 JIIKYIOTbCS T1IIOTEH3UBHUMU JIIKAPChKUMU 3ac00aMu
ta [liHamom.

Pioyueyam.

VY X011 TOKTIHIYHUX JOCHIPKEHb OYB BUSBICHUN aAUTUBHUH T1IIOTEH3UBHUHN €EeKT NPU CYTyTHEOMY
npuitomi iHri6iTopis ®JIE 5 3 pionuryarom. Y xoji KIHIYHUX AOCHIIKEHb OyJI0 BUSBIEHO, IO
plouuryar MOCHIIIO€E TinoTeH3uBHY Aito iHriditopiB ®JE 5. He Oyno nokas3iB CHpUATIMBOIO
KJIIHIYHOTO e(PeKTy I1i€i KoMOIHAIT Y JoCTiKyBaH1i momysiii. CymyTHE 3aCTOCYBaHHS P1OLUTYaTy
3 idribitopamu @OJAE 5, y TomMy wuMchni TajnanadiioM, NPOTUIIOKAa3aHO (AMB. PO3ZILT
«[IpoTtunokazaHus).

Ineibimopu 5-a-pedykmasu.

YV X011 KIIHIYHOTO AOCTIKEHHS, B IKOMY MTOPIBHIOBAJIOCS CyMICHE 3aCTOCYBaHHS Taganadiry y 1031
5 Mr Ta ¢inacTepuy y 1031 5 Mr i3 npuiiomoM 1uianedo Ta piHacTepuay y 1031 5 Mr Ui YCYHEHHS



CHUMIITOMIB J10OPOSIKICHOI rinmepruiasii mepeaMixypoBoi 3aji03u, He OyJI0 BUSBICHO >KOJHUX HOBHX
no6iyHmMX peakiiii. [Ipore, OCKUIBKM JOCTIKEHHS B3a€MO/IiT JIIKAPCHKUX 3aCO0IB 3 METOIO OIIHKHU
edexTiB Taganadinay Ta iHridITOPIB S-0-peayKTa3u HE MPOBOIMIHN, CIIiJ] 3 00CPEKHICTIO MPU3HAYATH
Taganadia naieHTam, ki OTPUMYIOTh JIIKYBaHHS 1HT10ITOpaMH 5-0-peTyKTasu.

CYPI1A2 cybcmpamu (hanpukiao meoghinin).

VY xomi mocmipKeHHs KIIHIYHOI hapmakosiorii mpu npuiiomi tananadiny (B 1031 10 mr) 3 reodininom
(HecenekTUBHUM 1HTiIOITOpOM (hocdomiecTepasu) He crocTepiranocs Hisikol (hapMaKOKIHETUYHOT
B3aemojii. €quHuM dapmMakoguHAMIYHUM edeKToM OyJi0 HEe3HAYHE ITiIBUIICHHS CEPIIEBOIO PUTMY
(3,5 ynapa/xB). HeoOxigHO BpaxOByBaTH MOXIJIMBICTh BUHUKHEHHS IIbOTO €(PEKTy MPU CYyMiCHOMY
3acTOCyBaHHI Tajanadiury Ta TeodiaiHy, He3BaKaIUH Ha TE, 0 BiH € HE3HAYHUM Ta HE Ma€ KITHIYHOT
3HAYYIIOCTI.

Emuninecmpaoion ma mepoymanin.

Tananagin miaBuryBaB 610J0CTYITHICTH MEPOPATLHUX JTIKAPCHKUX (GOPM 3 ETHHITIECTpaionoM. Take
30UTbIIEHHsT 010JJ0CTYITHOCTI MOXXKHAa OYIKYBaTH IpPH CYMICHOMY 3aCTOCYBaHHI 3 TepOyTajiHOM
(mepopayibHO), X04a KJIIHIYHI HACIJIKH 11i€i KOMOiHAI1 HEB1IOMI.

Ankozons.

Anxoronb (cepenHs MakcumanbHa KoHueHTparis 0,08 %) He BIUIMBaB Ha CYIYyTHE 3aCTOCYBaHHS
taganagpiny (B A031 10 a6o 20 mr). Takox He cmocTepiraiocs 3MiH KOHIEHTpauii Tananadity
MPOTATOM HACTYMHHUX 3 TOJIUH ITCIsl OJJHOYACHOTO MPHUIOMY QJIKOTOJIIO 3 TajaiadiioM. AJKOTOb
3aCTOCOBYBAJIM TAKUM YMHOM, 1100 JIOCSTHYTH MaKCUMaIbHOTO PiBHS a0CopOIIii ajaKoroto (mpuiiom
HATIIE MICNIs HIYHOTO TOJOAYBaHHs Ta 0e3 mpuiiomy DKi MPOTATOM 2 TOIWH MICHs 3aCTOCYBAaHHS
ankoromnto). [lpuitom tamamadiny (B mo3i 20 mr) He NPU3BOAMB 1O CTATUCTHYHO 3HAYYIIOTO
3HIDKEHHS CEpeJHIX 3Ha4eHb apTepiaibHOTO TUCKY Ha T mpuiomy ankoroiro (0,7 r/xr abo
npubmmzno 180 wmn 40 %  ankoromro  (TOpLIKM)  YOJNOBIKOM 3 Macow  Tiia
80 Kr), mpoTe y AEAKHX MAIIEHTIB CIOCTEPIrayocs MOCTypalbHE 3allaMOPOUYEHHS 1 OPTOCTATUYHA
rinorensis. [Ipuitom Taganadiny Ha 11 HIKYUX 103 ankoroto (0,6 T/Kr) He COPUYUHSB T1OTEH310,
a 3aIIaMOPOYEHHS CIIOCTEPITraIocs 3 Ti€l0 K YacTOTOIO, IO i TP MPUHOMI TUTBKH aJIKOToJI0. Brimus
QJIKOTOJII0 Ha Mi3HaBalbHI (DYHKIIIT HE MOCHIIIOBABCS MPH CYIYyTHHOMY 3aCTOCYBaHHI Tajanadiny (B
1031 10 mr).

Jlikapcoki 3acobu, wo memabonizyiomuvcs 3 yuacmio yumoxpomy P-450.

He ouikyerbces, mo Taganagiin COpUUMHATAME KJIIHIYHO 3HAdylle iHriOyBaHHS a0o 1HAYKYBaHHS
KJIIPEHCY JIIKapChbKUX 3aco0iB, 1m0 MeTaboni3zytoTbes i3odopmamu CYP450. V' xoni KiIiHIYHHX
JIOCJTIIJDKEHb OYyJi0 MoBeAeHo, 1o Tafanadin He iHTIOye 1 He iHaykye i3odhopmu CYP450, y T. 4.
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 ta CYP2CI19.

CYP2C9 cyocmpamu (nanpuknao R-eapgapun).

Tananagin (y mo3i 10 Mr ta 20 mMr) He MaB KJIIHIYHO 3Hadymoro edexry Ha excrosuuito (AUC)
S-Bapdapuny uu R-Bapdapuny (CYP2C9 cyberparn), a Takok HE MaB BILTUBY HA TPOTPOMOIHOBHIA
4ac, 1HIyKOBaHUH BappapuHOM.

Acnipun.

Tananagin (y no3i 10 mr ta 20 Mr) He NOTEHIIIOBaB 30UIbIIEHHS Yacy KpOBOTEYi, CHPUYMHEHOI
AlETIICATIIIMIIOBOIO KUCIIOTOIO.

Ilpomuoiabemuuni nikapcoki 3acoou.

CrneundiuHux TOCHiIKEHHb B3aeMoii Taganadiny 3 mpoTHA1a0eTHYHUMU JTIKapCHbKUMH 3aco0aMu
HE MPOBO/IMJIH.

Ocobaueocmi 3acmocysanns.

Ilepeo nouamkom nikysanns npenapamom Ilinan.

[Tepen 3acTocyBaHHSAM Mpenaparty JiKapro ciij 310paTH MeAUYHHUI aHAMHE3 1 TPOBECTH 00CTEKEHHS
G13MYHOr0 CTaHy NAaIll€HTa, BU3HAYUTH MOTEHLINWHI MEepUIONPUYUHU €PeKTUIIbHOI AUCPYHKIIT 1
JOOPOSIKICHOI Tinepruiasii nepeaMixypoBoi 3aj1031 Ta MPU3HAUYMUTH BiAMOBIIHUHN KypC JTIKyBaHHS.
[lepen moyaTkoM OyAb-SIKOTO JIIKYBaHHS €PEKTHIIbHOT AUC(YHKIIIT JIIKapl MOBUHHI 3BayKaTH HA CTaH
CEepLEBO-CYJJMHHOT CHCTEMH CBOIX MAIli€HTIB, OCKUIBKU ICHYE NMEBHUN CTYIIHb CEPLIEBOTO PUBHUKY,
acoliifoBaHuil 13 ceKcyalbHOI aKTUBHICTIO. Tamanadin Mae cyAMHOPO3IUPIOBATBHUM e(eKT, 110
MOYK€e MPU3BOIUTH /10 HE3HAYHOTO Ta TPAH3UTOPHOTO 3HMKEHHS apTepiajIbHOTO TUCKY (AMB. PO3.ILI



«®DapMaKkoJIOTiYHI BIACTUBOCTI») Ta MOTEHIIIOBAaHHA TIIOTEH3UBHOTO €(EKTY HITPATiB (AUB. PO3ILI
«IIpoTumnokazanHs»).

[lepen mowatkom Tepamii TagamagiioM CHMITOMIB JOOpOSKICHOI rimepruiasii mepeaMixypoBoi
3aJ1031 HEOOX1THO OOCTEKUTH TMAIIEHTA JIJIT BUKITFOYCHHS MOXKJIMBOI KapIIMHOMH TEPEIMiXypOBOi
3aJI03M Ta PETENHHO OLIHUTH CTaH CEPLEBO-CYIUHHOI ccTeMH (IHB. po3ain «[IpoTunokasanus»).
OniHka epeKTUIbHOI AUCYHKIIT TOBUHHA BKJIIOYATH BU3HAUCHHS MOTEHLINHOT MEePIIONPUYNHU Ta
il HaNe)KHe JIIKYBaHHS MICJSI BIIMOBIIHOTO MEAMYHOTO oOCTexeHHs. HeBimomo, un € epeKTHBHUM
[liHam 1 mami€eHTiB, $KI TEPEHECHW OIMepallil0 Ha Ta30BUX KICTKaX abo paauKallbHY
IPOCTATEKTOMII0 Oe3 30epe’KEeHHSI HEPBIB.

Cepyeso-cyounna cucmema.

VY mocTMapKeTHHTOBHH mepio] Ta/abo y XOoAl KIIHIYHUX JOCTIKEHb MOBILAOMIISIIM TPO CEepio3Hi
ABHIIA 3 OOKY CEpLIEBO-CYAMHHOI CUCTEMH, B TOMY YHCJIi IIPO 1HGApKT MioKap/a, panToBy CEpLEBY
CMepTh, HECTaOUIbHY CTEHOKApil0, IUIYHOUYKOBY apUTMIl0, MOPYLIIEHHS MO3KOBOI'O KPOBOOOITY,
TPAH3UTOPHY IMIEMIYHY aTaky, OiIb y TPYAsSX, MPUCKOPEHE CepleOUTTs Ta Taxikap/iro. binpumcTs
MAIIEHTIB, Y SKUX CIIOCTEPIraIMCs Taki MOOIYHI peakiii, Mamu (HakTopu pU3MUKy 3 OOKY CepleBO-
CYIMHHOI CHCTEMH B aHaMHe3l. Y TOH K€ dYac Hapa3l HEMOXJIMBO TOYHO BCTaHOBUTH, YU
BUIICBKA3aHI SIBUINA IOB’si3aHI 3 (akTopaMu PU3HKY, 3aCTOCYBaHHsSM IliHamy, CEKCyalbHOIO
AKTHBHICTIO MAIIEHTIB 200 3 KOMOIHAIIIEIO IIUX UM IHIIUX (HaKTOPiB.

VY narieHriB, SKi OTPUMYIOTh CYIyTHE JTIKyBaHHS aHTHTIEPTEH3NBHIMHU 3ac00aMu, Tananadia Moxe
HOCWJIMTH 3HMKEHHs apTepiajbHOrO THUCKY. SIKIIO po3modaTo moaeHHy Tepamito IliHamowm, cimig
PO3TISIHYTH KIIIHIYHY HEOOX1IHICTh MO0y O3 aHTHTINEPTECH3UBHOI Tepartii.

Heo0Oxiano 3 obepexnicTio npuszHavyatu [liHan namieHTam, ki IpuiMaroTh 01-0J10KaTopu, TOMY 1110
y JNESKHUX TAIi€HTIB OJHOYACHUU MPHIOM IMX MpenapaTiB MOXKE MPU3BECTH A0 CHUMITOMATUYHOI
rinmoTeHsii (quB. po3nina «B3aeMois 3 iHIIMMH JIIKAPCHBKUMHU 3ac00aMU Ta 1HIII BUW B3a€EMOIN»).
He pexomenyeThCst KOMOIHOBaHE 3aCTOCYBaHHS Tajanadisry Ta TOKCa303HHY.

Opeanu 30py.

[ToBimoMysuIi PO BUMAIKK HOTIPIICHHS 30py Ta HeapTepiallbHOI MepeaHbOl iMeMiYHOi ONTHYHOT
neiiponatii (HAIIIOH) mix yac 3acrocyBanns Ilinany ta iHmux inriéiropis ®JIE 5. Anani3 ganux
oOcepBalliiHiX JOCITIDKEHb IIOKa3aB MiJABHINCHHS PU3UKY PO3BUTKY TOCTPOi HeapTepialbHOT
nepeaHboi imeMiyHoi ontuyHoi Helponatii (HAITIOH) y 4onoBikiB 3 €peKTUIBHOIO TUCHYHKIIEO
micist 3acTocyBaHHS Tajnanadiny abo iHmmx iHrioitopis @JE 5. OckinbKU MiABUILEHHS TaKOTO
PU3UKY MOXJIMBE y BCIX MAlLlI€HTIB, SIKi 3aCTOCOBYIOTh Tajanadii, JiKap MOBUHEH MONEPEAUTH
MarieHTa mpo HEOOXITHICTh HEraifHOTrO MPUITMHEHHS 3aCTOCYBAaHHS Tajanadiuly Ta 3BEpPHEHHS 3a
MEIMYHOIO JIOIIOMOT0I0 Y pa3i panToBoOi BTpaTu 30py (AuB. po3ain «IIpoTunokazanHsa»).
Tozipwenns abo panmosa empama ciyxy.

[ToBitoMIIsIIM TIPO BMIAJKU PANTOBOI BTpATH CIIyXy HicCls 3acTOCyBaHHs Tajnanaginy. HezanexHo
BiJl TOr0, Ui OyNiu HasBHI 1HII ()aKTOpU PU3MKY (Taki K BIK, HAasgBHICTH Aia0eTy, rinepTeHs3ii Ta
BUMNAJIKM BTpaTH CIyXy B aHaMHe3l), Mali€HTIB NOTPiIOHO MOHEepeAuTH MpOo HEOOXiIHICTH
NPUMTUHEHHS 3aCTOCYBaHHS Taganadiay Ta 3B€pHEHHS 32 MEIUYHOIO JJOTTIOMOTOIO Y pa3i panToBOTO
noripiuieHHs abo BTpaTH CIyXy.

Huprosea ma neuinkoea nedocmammicme.

lonenne 3acrocyBaHHs mnpemnapary [liHam He peKOMEHIYETbCS TMalli€HTaM 13 CEepHO3ZHUMHU
HUPKOBHMH MOPYIIEHHAMH Yy 3B’ 13Ky 3 nifBuiieHoro excrosuieio (AUC) taganadiny, oOMexeHUM
KIIIHIYHUM JIOCBIZIOM Ta cIaOKOI0 3[aTHICTIO BIUTUBATH HA MOTO KJIIPEHC 3a JJOTIOMOTOI0 /Iiallizy.
Kniniyni nani npo npusHadeHHs Ilinanmy Ui joJleHHOTO 3acTOCYBAaHHSI MAalLlIEHTaM 13 TSKKUMHU
nopyueHHsaMu QyHKuii nedinku (knac C 3a mkanoro Yaitnga—I1’10) oOmexeHi.

3acTtocyBaHHs Ipernapary MOJEHHO SIK IS JTIKyBaHHS €peKTHIIbHOT AMCPYHKIIIT, TaK 1 IS TIKYBaHHS
TOOposKICHOI rinmepriiasii mepeaMixypoBoi 3all03d HE OI[IHIOBATM y TAIEHTIB 13 MEYiHKOBOIO
HepocTaTHicTio. [lepm Hixk npusHaunTu IliHam, jgikap NOBHHEH PETENbHO OLIHMUTH 1HIUBITyaIbHI
nepeBaru/pus3uK Teparii.

Ipianizm ma anamomiuna degpopmayiss cmamegoeo uiend.

SIKmio y naiieHTa BUHHMKA€E epeKilis, 1o TpuBae 4 roguHu abo Oinblue, oMy HEOOXiJHO HeraitHo
3BEPTATHCS 32 MEIUYHOIO JOTIOMOTOI0. SIKII0 He Oy/ie MpoBeIeHO HeTallHe JIIKYBaHHS Tpiami3zmy, 11e
MOYK€E MPU3BECTH 0 YIIKOHKEHHS TKAHUH CTaTE€BOr0 WieHa Ta IOBrOTPUBAJIOl BTPaTH MOTEHIIII.



HeoOximno 3 obepexHicTio mpusHauaTu [liHanm mamieHTaM 3 aHAaTOMIYHUMH JedopMalisiMu
CTaTEBOTO YjieHa (TaKUMHU SIK KyTOBE BUKPHUBJICHHS, KaBepHO3HUH (16po3 abo xBopoba [leiiponi) abo
naiieHTam, sKi MaloTh CTaHU, IO MOXYTh CIPHATH Ipiami3Mmy (Taki SK CEepIonoJiOHOKITITHHHA
aHeMisl, MieJIOMHa XBOp0Oa UM JICHKeMist).

Cynymmue 3acmocysanns 3 ineioimopamu CYP3A4.

HeoOximHo 3 obepexnicTio nmpusHavyatu [liHanm mamieHTam, siki BxuBaroTh iHTi0iTopu CYP3A4
(puTOHaBIp, CakBiHaBip, KETOKOHA30J, ITPAKOHA30J], EPUTPOMIIMH), OCKUIBKM TpPU CYMICHOMY
3aCTOCYyBaHHI 13 TajamadioM crocrepiraeTbes 301UIbIIEHHS ekcno3unii Tagamadiny (AUC)
(muB. po3nin «B3aemois 3 IHIIMMHE JTIKapChKUMU 3ac00aMU Ta 1HII BUIU B3a€MOIIN»).

Cynymue 3acmocy8ants 3 IHWUMU JIKAPCoKUMU 3ACO0aMU 05 IKYB8AHHS epeKMUIbHOT OuC@yHKYL.
Besneky ta eextuBHICTh 3acTocyBanHs [liHamy B koMOiHawii 3 iHmmMu inridiropamu @JIE 5 abo
IHIMAMHU 3aco0aMu ISl JIIKYBAaHHS €PEKTHJIBHOI TUCOYHKINT HE JOCITIKYBaJId, TOMY HEOOXiTHO
iH(pOpMYBaTH MAIIEHTIB PO Te, 110 HE cia npuiiMaTh [linan y moaiOHuX KoMOiHAIiSX.

Jlakmosa.

[IpenapaT MICTUTBH JaKTO3W MOHOTIAPAT, TOMY MAI[lEHTaM 3 PiAKICHUMH CIaJKOBHUMH (popMamu
HETIEPEHOCHMOCT] TaJaKTO3M, HEJOCTATHICTIO JIaKTa3uw ab0 CHUHAPOMOM TIJIFOKO30-TaJlaKTO3HOT
MaTbabCOpOIIiT HE CITij] 3aCTOCOBYBATH TIperapar.

3acmocysanns y nepiod eacimnocmi abo 200y8aHHs 2pyooro.

[Tinam He MOKa3aHWUil VI 3aCTOCYBAHHS JKIHKaM.

Bazimuicms. JlaHi AOCHiKEHb HIOAO 3aCTOCYBaHHSA Tafainadily BariTHUM >KIHKaM OOMEXEHI.
JlocimiKeHHs Ha TBapHHAX HE BUSBUIIM MPSIMOTO 00 HENPSIMOTO IIIKiTMBOTO BILIMBY Ha BariTHICTD,
PO3BUTOK eMOpioHa a0 TUIOAA, POJM Ta TIOCTHATAILHUN PO3BUTOK. SIK 3armoOiKHAN 3axi, O0akaHO
YHHUKaTH 3acTocyBaHHs [liHany y mepio BariTHOCTI.

Tooysanns epyooio. HasiBHI papMakoaMHAMIUHI/TOKCUKOJIOTIYHI JaHI CTOCOBHO TBapHWH CBiIT4aTh
po eKCKpenito Taganadiay y MOJOKO. PH3MK JUisi HEMOBISTH Ha TPYAHOMY TOAYBaHHI HE CIij
BUKIItOUaTH. [liHAIT HE CITiJT 3aCTOCOBYBATH Y MEPi0 FOyBaHHS TPYIIIO.

@epmunvuicme. EdexTH, 1m0 MOXYTh BKa3yBaTH Ha MOTIpIICHHS (EpTUIBHOCTI, BiI3HAYANIHUCA Y
cobak. Y xoJi ABOX KIIHIYHUX AOCHIHKEHb OyJI0 BCTAHOBJICHO, IO TaKUW €PEeKT HE OYIKYETHCS Y
Jro/ied, Xoya B OKpPEMHX YOJIOBIKIB CIIOCTEPIrajocs 3HMKEHHsI KOHIEHTpaLlli criepMu (AMB. pO3ALI
«®DapMaKoJIOT1uH1 BIaCTUBOCTI»).

30amuicmy enaueamu Ha WEUOKICMb peakyii npu KepysaHHi aA8MOMPAHCNOPMOM aOO0 [HWUMU
MeXaHizmamul.

Bronus IliHanmy Ha 371aTHICTH KepyBaTH MalllMHaMM Ta MEXaHI3MaM{ HE3HauHUH. Xoua yacToTa
MOB1OMJICHB PO SBUIIA 3aTTAMOPOUYEHHS Y XO1 KIIHIYHUX JOCIIHKEHD 13 3aCTOCYBaHHSIM I11a1ie00
Ta y XOJ1 KIIHIYHUX JIOCIIKEHb 13 3aCTOCYBaHHAM Tajanadiny Oyna moaioHa, MamieHTH MOBUHHI
3HATH, K BIUTMBAE Ha HUX [liHam, mepur Hik KepyBaTH aBTOTPAHCIOPTOM a00 MPAIFOBATH 3 1HIIUMU
MexaHI3MaMH.

Cnoci6 3acmocysanns ma 0o3u.

J111s epopalibHOTO 3aCTOCYBAHHS.

Epexmunvua oucghynxyis y oopocaux 4onosikis.

PexomennoBana no3a cTaHoBUTH 10 Mr mepea mnependadyyBaHOK CEKCYaJbHOK AaKTHBHICTIO,
He3aJIeKHO BiJ npuiiomy k1. [lanienTtam, y sikux taganagin y 1031 10 Mr He ClipUUKHSE aJIeKBATHOTO
edeKTy, MOKHaA 3aCTOCOBYBaTH 103y 20 Mr.

[Ipenapar moxHa puitmaTu 3a 30 XB repes] CeKCyaTbHOI0 aKTUBHICTIO.

MakcumManbHa peKOMEHI0BaHa YacToTa npuitomy — 1 pa3 Ha 100y.

Tagamadin y mo3i 10 mMr ta 20 mMr mpusHa4YeHW# I 3aCTOCYBaHHS Tepes MependadyBaHOIO
CEKCYabHOIO aKTHBHICTIO Ta HE PEKOMEHJOBAHU JUIsl IOJICHHOTO 3aCTOCYBAaHHS.

Axmo nependavaeThcsi yacTe 3actocyBaHHs [liHamy (mMpuHAMHI JBIYl HAa THXKJAEHb), PEXKUM
[IOJICHHOT'O 3aCTOCYBaHHs OUTBIN HU3bKUX 703 [liHamy mMoxe OyTH OUTBII TOIIIBHUM, BUXOASUU 3
BUOOpPY MaiieHTa Ta pileHHs Jikaps. JJis Takux MamieHTiB PEKOMEHI0BaHA /1032 CTaHOBHUTHh
5 Mr/no0y npubau3HO B OAHAKOBUH yac. J[03y MO)KHA 3MEHIIyBaTu 10 2,5 Mr/no0y, BUXOISIUHU 3



IHIUBIAyanbHOI TOJEPAHTHOCTI. JIOWIMBHICT, TPHUBAJIOTO IIOJIGHHOTO 3aCTOCYBAaHHS  CIif
MePi0IMYHO TIEPEOITIHIOBATH.

Hobposxkicha cinepniazis nepeomixyposoi 3aa103u y 00pociux Yo108IKis.

J1y1s 10IeHHOT0 3aCTOCYBAaHHS PEKOMEHI0BaHa /1033 CTAHOBUTH 5 MI/100y MpUOIU3HO B OJIUH 1 TON
caMMii 4ac, He3aJeXHO BiJ mpuiiomy Dki. [y JiKyBaHHS IOpPOCIHX YOJIOBIKIB 3 €PEKTUIHHOIO
TUC(HYHKIIIEIO Ta CUMIITOMaMHU JOOPOSKICHOI Tinepruiasii mepeaMixypoBoi 3a103u peKOMEH10BaHa
71032 JUIs MIOJAGHHOTO 3aCTOCYBaHHS CTAHOBUTH 5 MI/100y NpUOJIM3HO B OAMH 1 TOM camuii yac. J{ns
MaIi€HTIB 3 HEMEePEeHOCHMICTIO Tamanadiny y 1031 5 mr/mo0y mnpu JIiKyBaHHI JOOPOSIKICHOI
rinepruiasii mepeaMixypoBOi 3aJ03HM CIiJ PO3IJIAHYTH 3aCTOCYBAaHHS ajlbTEPHATUBHOI Tepamii, 3
OTJIsIy Ha Te 10 e(DEeKTUBHICTh Tamanadiay y mo31 2,5 mr/mo0y s JIKyBaHHS AOOPOSIKICHOI
rinepruiasii nepeaMixypoBoi 3aJ1031 HE OLIiHIOBAJIACh.

Ocobausi nonynayii nayicHmia.

Yonogixu nimuvoeo eiky. Kopekiisi 1034 He MOTpiOHA.

Yonosiku, sKi maoms HUpKo8y Heoocmamuicms. Kopekiis n03u He moTpiOHA IS TAIli€HTIB 13
JETKOI0 Ta TOMIPHOK HHPKOBOK HEJAOCTAaTHICTIO. /I MAaIieHTIB 13 TSHKKOIO HHPKOBOKO
HEJOCTaTHICTIO MaKCHMallbHa peKOMEH0BaHa 103a cTaHOBUTH 10 mr (ripuiiom Ilinamy 3a motpedun).
[loxenne 3acTocyBaHHs Taganadinry B 1031 2,5 Mr abo 5 Mr He pPEeKOMEHJOBAHO JUISl JIKYBaHHS
MAIIEHTIB 13 TSKKOK HUPKOBOIO HEJOCTATHICTIO Ta JTOOPOSIKICHOIO TilEpIUIa3i€lo mepeaMixypoBoi
3a51031 200 epeKTWIbHOK JuchyHKIiE (auB. po3aum  «OcoONMHMBOCTI 3aCTOCYBaHHS» Ta
«DapMaKoJIOT14HI BIIACTHBOCTI).

Yonosiku, sKi Maoms ne4iHKo8y HeOOCMAmHICMb.

Jns mikyBaHHSI epeKTHIbHOT nuchyHKIli pekomennoBaHa no3a [linamy cranoButs 10 Mr mepen
nepeadavyBaHOIO CEKCYaIbHOIO aKTUBHICTIO 1 HE 3aJISKUTH Bil mpuitomy ki (puiiom [linamy y pasi
notpebu). Kniniuni gani mogo 6e3neku 3actocyBanHs [liHanmy maiieHTaM i3 TSKKOIO MEYiHKOBOIO
HenoctaTHicTO (kimac C 3a mkanoro Yaiinma—I1'10) oOMexeHi; y pasi Npu3HaYeHHs JIiKap OBUHEH
YBa)XKHO OLIIHUTH 1H/IMB1lyalbH1 epeBaru/pusuku. Hemae nanux oo 3acrocyBanns [linamy B 1031
Bunie 10 mMr mamieHTam i3 mediHkoBow HepocTtaTHicTiO. Il{ogenHe 3actocyBanHs [liHamy sik st
JIKyBaHHS MAIlEHTIB 13 JOOPOSKICHOIO TilepIria3ielo nepeaMixypoBoi 3aJ103H, TaK 1 3 €peKTHIHHOIO
TUC(YHKIIEI0 HE OLIHIOBAJIHM Y TMAILI€HTIB 13 MOMIKO/PKEHHSMH IEYiHKH, TOMY JiKap NOBHHEH
peTeNbHO OLIHUTH 1HAMBINYyaJbHI HepeBaru/pu3uku Takoi Tepamii (IuB. po3aum «OcoOauMBOCTI
3aCTOCYBaHHsI» Ta «DapMaKoIOTI4HI BIACTUBOCTI).

Yonosiku, sixi maroms yykposui oiabem. Kopexiis 1034 He OTpiOHa.

Oco0n1B1 3aCTEPEXKEHHS MPU YTUITI3aILi.

HeBukopucranuii npenapat abo BiIXOIW CIiA YTUII3yBaTH BIAMOBIIHO A0 JIIOYMX HOPMATHBHUX
BHMOT.

Jimu.

Hemae nanux mozo 3actrocyBanHs [liHamy QiTsM JUis TIKyBaHHS €peKTHIIbHOT JUCHYHKITI.

Ilepeoosysanns.

Cumnmomu. [Ipu o1HOPa30BOMY 3aCTOCYBaHHI 3JI0POBUMU JOOPOBOJBIAMH Taganadiiay B 1031 10
500 mr i mpu 6araTopa3oBOMY 3aCTOCYBaHHI Taaanadiny nauieHtamu 10 100 mr Ha 100y HeOaxaHi
edexTy OyIM aHaJOTI4HI TUM, 1110 CIIOCTEPIraucs MPH 3aCTOCYBaHHI MEHIIUX 7103 Mpenapary.
Jlikysanna. Y pasi nepeqo3yBaHHs, SIKIIO Tpeba, CIIijl 3aCTOCOBYBATH CTaHAAPTHY CUMIITOMAaTHYHY
tepamnito. Ha eniminarito Tananadiry reMoaiani3 BILIMBaB HEICTOTHO.

Ilo6iuni peakuii.

Pestome npogpinio 6esnexu nikapcokoeo 3acoby.

Heb6axxanumu epexramu, npo sSKi HOB1IOMIISUTA HalyacTillle MU JIKyBaHHI €peKTHIIbHOT TUCHYHKIIIT
abo noOposikicHOi rimepriasii mepeaMixypoBoi 3ai03u, Oyiu TOJIOBHHHA Oifb, TUCIHEINCis, OUTb Yy
CIIUHI, MiaJTisl, YaCTOTa BUHUKHEHHS SIKUX 3pocTaia 31 301nbiieHHsaM qo3u [linamy. [To61uHi peaxiii
Oyn1 KOPOTKOTPUBAIMMHU, 3arajioM BiJl JIETKHX /10 MOMipHUX. BUTbIIICTh BUMA/IKIB MOSBU T'OJIOBHOTO
O6omo mpu moaeHHoMmy mpuiiomi IlinHamy cmoctepiranmacst mpotsrom mepmmx 10-30 mi6 micus
MOYaTKYy JIIKyBaHHS.
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Tabauuni 0ani nOOIUHUX peakryill.

HwxyenaBeneHa TabauIs MICTUTD J1aHI CTOCOBHO TTOOIYHUX PEaKIIii 31 CIIOHTAHHUX ITOB1JIOMJICHB Ta
1a1e00-KOHTPOJIBOBAHUX KIIIHIYHUX JIOCHIDKeHb (BKIOYanu B IijoMy 8022 maiieHTH, sKi
orpumyBanu Ilinam, ta 4422 mamieHTH, sKi OTpUMyBaJu Iutanebo) i3 3actocyBaHHs [liHamy 3a
noTpe0ol0 Ta MIOJCHHOTO 3aCTOCYBAaHHS JISl JIKYBaHHS €PEKTUIBHOI TUCQYHKIT 1 LIOJCHHOTO
3aCTOCYBaHHS IS JIIKYBaHHS JOOPOSKICHOI Tinepruiasii mepeamixypoBoi 3a103H1.

Hyxe gacto (> 1/10), wacto (> 1/100 Ta < 1/10), mHeuacto (> 1/1000 ta < 1/100), piako (> 1/10000 ta
< 1/1000), myxe piako (< 1/10000), gacroTa HEeBigoma (4acToTa HE MOXE OYyTH BCTaHOBIICHA,

BHUXOJISYH 13 HASIBHHUX JaHHX).

Yacto
(> 1/100 mo >1/10)

Hyxe gyacto
(=1/10)

Heuacto
(> 1/1000 go 1/100)

Pigxo
(> 1/10000 mo 1/1000)

3 00Ky IMYHHOI CHCTEMU

Peaxmii AHTiOHeBpOTHYHHIT HAOPSK?
rinepuYyTIIMBOCTI
3 60Ky HEPBOBOI CUCTEMU
l'onoBHwMiA 6116 3anamMopoYeHHS [TopyiieHHss MO3KOBOTO KpoO-

B00Giry! (BKIIOUaOuUM TemMo-
pariyHi sBWIIA), BTpaTa CBi-
JIOMOCTi, TpaH3UTOpHA iIlIe-
MiuHa arakal, mirpes?, cy-
JIOMK?, TPAH3UTOPHA aMHE3is

3 6OKy oprasiB 30py

HeuiTkwii 3ip,
BITUYTTS OO0 B 0Yax

Hedextu monsa 3o0py, HaOpsK
MOBIK, KOH IOHKTHBAaJbHA Ti-
nepemisi, HeapTepiajbHa TIIe-
penaHss ONTHUYHA  iMIeMivyHa
neiiponatis (HAITIOH)?, ok-
JT03is BEH CITKiBKH?

3 OOKy OopraHiB ClIyXy Ta pIBHOBaru

JI3BiH y Byxax PanToBa BTpara ciyxy

3 6oky cepieBoi cucremn’
Taxikapis, Indapkr wmiokapaa, HecTa-
IIPUCKOPEHE 6inbHA CTEHOKApiA?, ILIYy-
cepueouTTs HOUKOBA ApHTMis?

3 00Ky CYAMHHO1 CHCTEMHU

[TpuruuBu Tinorensis®,

rinepTeH3is

3 60Ky pecripaTopHOi CHCTEMH

3akiiageHicTh HOCa

JucnHoe, HocoBa Kpo-
BOTEYA

3 00Ky IUTYHKOBO-KHIIIKOBOT'O TPAKTY
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Jucnencis AOmoMiHaIbHUK O1J1b,
OJIfOBaHHS,  HYJOTA,
ractpoe3odareanbHmiA
pedarokc

3 OOKy WIKiIpH Ta MiAMKIPHUX TKAaHUH

Bucunanns Kponup’suka, cuaapom Cri-
BeHca—/I’KOHCOHa?,
excdosiaTuBHUI ,I[epMaTI/ITZ,
rineprigpo3

(HaaMIipHE MMOTOBUIIJICHHS )

3 00Ky OIOPHO- OBOTI'0 anapary, CIIOJYy4YHOI Ta KICTKOBO-M SI30BO1 TKAHUHU
>

binb y criuni, mianris,
OUTb y KIHITIBKaxX

3 60Ky HUPOK Ta CEYOBUIIBHOI CUCTEMHU

I'emarypis

3 00Ky penpoayKTUBHOI CUCTEMHU

[Tomosxena epexmist | [lpiamism,  kpoBoTewa  3i
CTaTeBOTO  WiIEHa, TeMo-

crepmist
3aranpHi po3/1a Ta CTaH y MICIIi BBEICHHS
Binb y rpyasax?, Habpsk o6auyus?, pantoBa
nepudepuyHi cepiieBa cMepTh 2
HAOpsKM, MiIBUIICHA
BTOMJIIOBAHICTb

! BinpuiicTs malienTiB, Yy AKMX CIIOCTepiraiucs Taki MoOiuHi peakilii, Mamu GakTopu PU3UKY 3 GOKY
CEepIIEBO-CYMHHOT CUCTEMHU B aHaMHe31 (UB. po3/ia «OCcOOIMBOCTI 3aCTOCYBaHHS»).

2 [To6iuni peakiii i3 MOCTMApPKETHHIOBMX JOCHiMKEHb, SKi He CHOCTepiraiucsa B Xofi mmane6o-
KOHTPOJIbOBAHUX KJIIHIYHUX JOCIIKEHb.

$Yacrime mnoBimomnsmocs y pasi 3acTocyBaHHA Tajganadily pasoM 3 aHTHTiNEPTEH3HBHUMHU
3aco0amu.

Oxpemi no6iuni peaxyii. IloBinomisin npo Tpoxu Buily yactoty anomaniit Ha EKIT', y nepury uepry
PO CUHYCOBY OpaaMKapito, y MalieHTiB, SKi OTpuMyBaiu Tajanadin 1 pa3 Ha 100y, HOPIBHIHO 3
namieHTamH, ki npuitmanu riane6o. binbuicts nux anomaniit Ha EKI He Oynu moB’si3aH1 3 IposiBOM
NOOIYHUX PeaKIii.

Ocobnusi epynu nayienmis. JlaHi moA0 3acToCcyBaHHS Tamanadily TMali€eHTaM BIKOM TTOHAJ
65 pOKIB y XOJi KJIIHIYHUX JOCITIJKEeHb, SIK JUIS JIKYBaHHS €pPeKTHJIbHOI AMCHYHKII, Tak 1 s
JTIKYBaHHS JOOpOSKICHOI Timepruiasii mepeaMixXypoBOi 3aio3u, OOMexeHl. Y XOJl KIHIYHUX
JOCIIJDKeHb MiJ] Yac 3acTOCyBaHHs Taaaiadimy 3a morpeboro (B 1031 20 Mr) amist JiKyBaHHS
epeKTHIIbHOT NUChYHKIIT Alapes YacTille BUHMKala y MAIlEHTIB BIKOM moHaja 65 pokiB. Y xoxi
KIIIHIYHUX JOCTIKEHB i yac 3acToCyBaHHs Taaanadiny B 1031 S Mr 1 pa3 Ha 100y Ui TiKyBaHHS
I0OposiKiCHOT rinmepruiasii mepeamMixypoBoi 3aj0o3u sSBHINA 3alMaMOpPOYCHHS Ta Jiapei dJacTimie
CIIOCTepIraaucs y MaieHTiB BIKOM MOHAJA 75 pOKiB.
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Tepmin npuoamnocmi. 3 poxu.

YMmoBu 30epiranns. /[y nmikapcbkoro 3aco0y HE BHUMAraeTbes CIELiaIbHUX YMOB 30epiraHHs.
306epiraTy y HEIOCTYITHOMY IS JIITE€H MICII].

YnakoBka.

s 0o3yeanns 2,5 me: o 14 tabnetok y omicrepi, mo 1 abo mo 2 GicTepu B KAPTOHHY MAYKY.
s 0o3yeanns 5 me: o 14 tabnerok y 6mictepi, no 1 abo mo 2 Giicrepu B KapTOHHY IMAYKY.
s 0o3yeanns 10 me: mo 4 Tabnetku y osicrepi, mo 1 abo 1o 2 GicTepr B KAPTOHHY MAYKY.
Hna 0osysanns 20 me: o 1 tabnerui y 6iictepi, mo 1 6micTepy B KapTOHHY MaYKYy;

abo 1o 2 tabneTku y Oiictepi, mo 1, ado mo 2, abo no 4 6icTepy B KAPTOHHY MAYKY;

a6o mo 4 Tabnerku y 6mictepi, no 1 abo mo 2 Gictepy B KAPTOHHY MAYKYy.

Kareropis Bixmycky. 3a perientom.

Bupoonuk.
JUKEHE®APM CA.

Micue3Haxo1:keHHsI BUPOOHUKA Ta aJpeca Micls MPOBAJAKeHHS HOro AislJIbHOCTI.
18-it km Mapadonoc Ase, [Tamrini Arttiki, 15351, I'peris.

JlaTa OCTAaHHBOTO MePersLy.
05.06.2020
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