Ckian

0itoua pevyo8uHd: TaJOHOCETPOHY TiTPOXJIOPHUL;

1 M1 pO34YKMHY MICTUTH IIAJIOHOCETPOHY rigpoxyiopuny 56,2 MKT, 110 eKBiBajleHTHO 50
MKT I1aJIOHOCETPOHY;

oonomioicHi peyosuHu: MaHiT (E 421); nuHaTpilo egeTaT; HaTPil0 UTPAT; KACJIOTa
JIMMOHHA, MOHOTiApaT; HaTpito rigpokcun (NaHO) 1N, kucnoTa XJIOpuCTOBOOHEBA
KoHIeHTpoBaHa (HCIl) 1N, Boga mns iH'eKITin.

JIikapcbKa ¢popmMma

Po3uun ong ig’exIrin.

OcCHOBHI (i3uko-ximMiuHi 81acmueocmi: Ipo3opuii, 6e30apBHUN POIUNH, IPAKTUIHO
BIJIbHUY B[l 4aCTOK.

®dapMaKoTepalneBTHYHA Irpyna

AHTHEeMeTHKHU Ta 3aco0u IIPOTU HYAOTH. AHTArOHICTU CEPOTOHIHOBUX pelenTopiB (5-
HT3)° Kom ATX AO4A AO05.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

[NanceT - ceneKTUBHUYN BUCOKOA(piHHUUN aHTaroHIiCT 5-HT3-peueHTopiB. MexaHi3M fil
MMOB'sI3aHUM 3 MPUTHIYEHHSIM OJII0BaIbHOT0 PedIeKCy MIIsTXoM OIoKagu
CEpPOTOHIHOBUX 5—HT3—peuenTopiB Ha PiBHiI HEMPOHIB [IeHTPaIbHOl HEPBOBOI CUCTEMHU.

dapmakokiHemukKa.

AGcopbiiist

CepenHe 3HaYEHHS I1epioay HalliBBUBEOEHHS MiC/Is1 BHYTPILLIHBOBEHHOT O
3aCTOCYBaHHS CcKJlaga€ npubnu3Ho 40 roguH. CepenHi 3HaYeHHSI MaKCUMaJIbHOL
KOHIIEHTpallil B IJIa3Mi KpOBi (Cmax) Ta MJIOIII IMiJ KPUBOI «KOHIEeHTpamnis-dyac» (AUC
0_¥) Yy LJIOMY € OO30NPOIIOPLiMHKUMMU B fAiana3oHi go3 0,3-90 MKI/KT y 3m0pOBUX
nOOPOBOBIIB Ta y MAIliEHTIB 3 OHKOJIOTIYHUMHU 3aXBOPIOBAHHSIMHU.

[Ticnss BHYTPIIIHEOBEHHOTO 3acTocyBaHHA 0,75 r nmamoHoceTpoHy 1 pa3 Ha goly
omHOpa30BO y 11 mallieHTiB 3 pakKoM sieukKa cepenHe (*+ ctaHmapTHe BigxuneHHS (CB))
30i7bIIIeHHS MJIa3MOBUX KOHILIEHTpAIli#l 3 1-r0o 1Mo 5-% geHb ctaHoBuO 42 + 34 %.



[Ticnss BHYTPIIIHBOBEHHOT O 3acToCcyBaHHS 0,25 Mr mamoHoceTpoHy 1 pa3 Ha gody
IIIOJeHHO npoTsiroMm 3 OHiB y 12 3mopoBux noO6poBobIliB cepente (= CB) 306inbineHHs
[1J1a3MOBUX KOHIIEHTpallii majioHOCeTPOHY 3 1-ro o 3-4 geHb cTaHOBUJIO 110 *+ 45 %.

Y npoiieci gocnigkeHb Oy10 TOKa3aHoO, 110 3arajibHa ekcrno3ullis (AUCO-¥) ipu
BHYTPIIIHBOBEHHOMY 3acToCcyBaHHi mo3u 0,25 Mr majoHoceTpoHY 1 pa3 Ha mo0y
MIPOTSTOM 3 OHIB MOCIIiJIb € aHAJIOTiIYHOIO 10 3arajibHOl eKCIIO3uIlil Ipu
BHYTPIIIHBOBEHHOMY OOHOPa30BOMY 3aCcTOCyBaHHI fo3u 0,75 Mr, OfHaK IIpU LLOMY
3HA4YEHHSA Cmax IIpU OOHOPa30BOMY 3acTOCyBaHHI fo3u 0,75 MI' € BUILIUM.

Pos3nonin.

[Tpu 3acTOCyBaHHI B p€KOMEHOOBAaHUX 03aX I1aJIOHOCETPOH LIUPOKO POIMNOLINIIETHCA B
opraHi3mi 3 06’eMmoM po3nofminy npubausHo 6,9-7,9 n/kr. I[Ipubnusro 62 % mo3u
MMAJIOHOCETPOHY 3B’I3YEThCS 3 OijTKaMu mIa3Mu KPOBI.

BioTrpancdopmairis.

EniMmiHania nanoHoceTpoHy BigOyBaeThCsA OBOMa HuisixamMu: npubausHo 40 % mo3u
BUBOOUTHLCS HUPKaMU Ta npubimu3Ho 50 % mMeTabomi3yeEThCS 3 YTBOPEHHSIM IBOX
OCHOBHUX MeTa0o0JTiTiB, IKi MaioTh MeHIlle HiXK 1 % aHTaroHiCTU4YHOI aKTUBHOCTI
IaJIOHOCETPOHY 00 5-HT3-peLIeHTOpiB. Y npoueci gocigxkenbs MeTabomni3my in vitro
OyJso ImoKa3aHo, 1110 B MeTabo1i3Mi najsioHoCceTPoHY 3amisHi izodepmenT CYP2D6 Ta
MeHII010 Mipoio - i3odepmenTu CYP3A4 i CYP1A2. OgHak BiACyTHI KIiHiuHi
bapMmakokiHeTUYHi BiMMiHHOCTI y ITAIli€HTIiB i3 MTOBIILHUM Ta IIBUAKUM MeTabonIi3MoM
cyocTpartiB i3opepmenTy CYP2D6. [TanoHOCETPOH y KITiHIYHO 3HAUYIIUX

KOHIIEHTpalligx He iHTi0ye i He iHOYKYy€ i30(bepMEeHTU CUCTEMU LIMTOXPOMY P 450"

Eniminaris

[Ticnss BHYTPIIIHBOB.€HHOTO 3aCTOCYBaHHS OOHOPa30Bo1 703U 10 MKT/KT [14cy-
nmajyioHoceTpony nmpubnusxo 80 % [o3u BUSBIISAIU ITPOTSATOoM 144 roguH y cedi, mpu
IIbOMY YaCTKa He3MiHEeHOl [1if040l pe4YOBUHU MTaJIOHOCETPOHY CTaHOBUJIA TPUOJIM3HO
40 % Big BBemeHOl mo3u. [1icisg BHYTPIITHLOBEHHOTO OOJIIOCHOTO 3aCTOCYBaHHS
OOHOPAa30BOl 03U Y 3[I0POBUX AOOPOBOJIBIIIB 3arajbHUM KIipeHC NaJIOHOCETPOHY 3
opraHiamy ctaHoBuB 173 *+ 73 MJI/XB, a HUPKOBUU KJIipeHC - 53 *+ 29 my1/xB. Hu3eka
IIBUAKICTh 3arajbHOTO KJIipeHCY 3 OpraHi3aMy Ta BeTUKUU 00’€M pPO3MIOIiny
00yMOBIIIOIOTH KiHIIeBUM I1€Pioj HAlliBBUBEOEHHs TpUBaJicTio mpubnu3no 40 roguH. ¥
10 % manieHTiB cepenHe 3HaYEeHH KIHIIEBOI'O IIepiofy HalliBBUBEEeHHSA CTAHOBUTH
noHan 100 roguH.

dapMaKOKIHETHKA B OKPEMUX ITOMYIISLIAX.

ITauyieHmu AiMHb020 BIKY.



Bik maifieHTa He BIJIMBa€ Ha (hapMaKOKIHETUKY IaJIOHOCETPOHY. [ HaIli€HTiB
JIITHBOT'O BiKy KOPEKIIisl 403U He IOoTpiOHa.

Cmame.

CraTh malieHTa He BIIJIMBa€ Ha (papMaKOKiHETUKY ITaJIOHOCETPOHY. KopuryBaHHSA 03U
3aJIe’KHO Bif cTaTi mmaijieHTa He MOTpiOHEe.

ITediampuyHa nonyasauis.

dapMakKOKiHETHYH] JaHi IpyU OOHOPa30BOMY BHYTPIITHEOBEHHOMY BBeeHHI
MMaJIOHOCETPOHY Timpoximopuay 0ynu OTpUMaHi B ITiATPYIIi MegiaTpUYHUX ITAIliEHTIB 3
pakoM (n = 280), 110 oTpuMyBanu diKapcbKui 3acid y mo3i 10 MKr/kr abo 20 MKT/KT.
ITpu 36inpimeHHi go3u 3 10 MKT/KT go 20 MKI/KT CIIOCTEpPirajoch HO30IIPOIIOpPIIiiiHe
30inbimeHHsa cepenHboro 3HaueHHs AUC. TTicnst omHOpPa30BOl BHYTPIIITHBOBEHHOI1
iH(dy3ii mikapcbkoro 3aco0y B mo3i 20 MKI'/KT MiKOBi KOHIIEHTpAIlil B JIa3Mi KpPoBi (CT),
BU3HaYeHi B KiHIi 15-XxBUMMHHO] iHGY3ii, Big3HaYanuch BUCOKOIO BapiabenbHICTIO Y
BCIX BIKOBUX Irpylax 3 TEHOEHIIE€I0 0 3HUKEHHS Y IMallieHTiB BIKOM IO 6 POKiB
MIOPIBHSHO 3 NeJiaTPUYHUMU MalliEHTaMU CTapuioro Biky. CepefgHin mmepiof
HaIliBpO3MaAy CTaHOBUB 29,5 roOuMHU y BCiX BIKOBUX rpymax (giama3oH mMpubOIU3HO Bif
20 go 30 romuH) Iicist BBEEHHS JTiIKapChKOT0o 3aco0y B A03i 20 MKI/KT. 3araibHUMN
KJyIipeHc (J1/Tom/Kr) y mallieHTiB BikoM Bim 12 o 17 pokiB 6yB MogiOHUM JaHOMY
IMOKA3HUKY B 3OPOBUX IOPOCIUX MOOPOBOJIBIIB. AABHOI BimMiHHOCTI B 00’ €Mi
PO3MOAiNy, BUPaXXE€HOMY B JI/KI', HEMAE.

Hupkosa HeOocmamHicmb.

Il mallieHTiB 3 HUPKOBOIO HEOOCTATHICTIO KOPEKITisd J0o3u He nmoTpidHa. [laHi ujomo
(bapMakKoOKiHETUKM y MAlliEHTiB Ha reMofiai3i BiICyTHi.

ITeviHkoBa HedocmamHicmew.

[NamieHTH 3 TSIXKKOIO MEeYiHKOBOIO HEIOCTATHICTIO He TOTPeOyI0Th KOPEKIIii Jo3u
[1aJIOHOCETPOHY.

IToxa3aHHSA

[TpodinakTrKa rocTpoi HyOOTH Ta OJIIOBAHHS, SKUMHU CYIIPOBOOXKYETHCS
BHCOKOEeMeTOTeHHa abo moMipHOoeMeTOoreHHa XiMioTeparisi B OHKOJIOT 1.

IIporunnoka3aHHs

limepuyyTnuBicTh M0 Air040i pedoBUHU ab0 Mo OYyab-sIKOi 3 JOMOMIXKHUX PeYOBUH
JIiIKapCchbKOTO 3aco0y.



B3aemMogisi 3 iHIIMMH JTiKapChbKHMH 3ac00aMH4 Ta iHIII BHIH B3a€MoOil

[TamoHOoCeTpOH MeTaboJ1i3yeETHCS B OCHOBHOMY i30pepmerHTOM CYP2D6; MeHIII 3HAUHY
poinb y oro MmetabomniaMi Bigirpaiots isodhepmenTu CYP3A4 ta CYP1A2. 3rigHo 3
OaHUMU OOCJIIXKEHE In Vitro, IaJJOHOCETPOH Yy KIIIHIYHO 3HAUYIIUX KOHIIEHTPAllisiX He

iHribye Ta He iHOYKy€ i30pepMEeHTH CUCTEMHU ITUTOXPOMY P 450"

XiMmioTepaneBTUYHI JIIKAPCHKi 3aCO0OH.

Y nporieci gOKITiHIYHUX OOCITiIXKeHb OyJI0 BCTAHOBJIEHO, 110 MaJIOHOCETPOH He iHTi0ye
MIPOTUIIYXJIMHHI e(DeKTH II'ITH OOCITiAXKYBaHUX XiMioTepaleBTUYHUX 3aco0iB
(mucnnatuny, nukiaopochaminy, nurtapabiny, mokcopybiumny Ta miTominuny C).

MeToKnonpamif.

Y mponeci KIiHIYHOT0 OOCIIIAZKEHHS HEe CIIOCTepPirajocs 3Ha4yLioro
(bapMaKOKiHETUYHOT O B3aEMO3B’I3KYy MiK ITaJIOHOCETPOHOM, SKHUI 3aCTOCOBYBaJIA
OOHOPA30BO BHYTPIITHLOBEHHUM IIJIIXOM, Ta CTA0iTbHOIO KOHIIEHTPAIIIEIO
MeToKonpaMiny (iuribitopom CYP2D6), sKuil 3aCTOCOBYBaBCSI IIEPOPaIbHO.

InpykTopu Ta inridiropu CYP2D6.

Y npoueci nonynsaniiHoro dapMaKoKiHETUYHOTr O aHali3y OyJia MoKa3aHa BiCyTHICTb
3HAYYIIOr0 BIIJIMBY Ha KJIipEHC MaJIOHOCETPOHY IIPU MOT0 OGHOYAaCHOMY 3aCTOCyBaHHI
3 ingykTopamu CYP2D6 (mekcameTa3o0H i pudamminuH) Ta iHridbitopamu CYP2D6
(BKJIIOYAlO4YU aMioiapoH, 1IeJIeKOKCUO, XJIOpIpoMa3uH, IUMETUOUH, TOKCOPYOilluH,
(priyokceTuH, raronepugos, NapoKCETHUH, XiHIAWH, paHITUOWH, PUTOHAaBIP, cepTpaslil
abo tepbinadin). KopTukocrepoign.

[TanoHOCeTPOH 0e3MeYHO 3aCTOCOBYBABCS OJHOYACHO 3 KOPTUKOCTEPOimaMHu.

CepoToHiHepriuHi 3acobu (CeIeKTUBHI iHTiOiTOPH 3BOPOTHOT'O 3aXOMJIEHHS CEPOTOHIHY

(CI33C) Ta iHribiTopu 3BOPOTHOI'0 3aXOIJIEHHSI CePOTOHIHY i HopampeHatiny (I33CH)).

[ToBigoMiIsAsIOCS PO BUNIAOKU PO3BUTKY CEPOTOHIHOBOIO CUHAPOMY Ha TJIi
OOHOYaCHOT'O 3aCTOCYyBaHHSA 5-HT3-aHTar0HiCTiB Ta IHIIUX CEPOTOHIHEPTIYHUX
npenapartis (y Tomy gucni CI33C ta I33CH).

IHIIi TiKApPCBHKi 3aCO0H.

[TamoHOCETPOH 0e3IMeYHO 3aCTOCOBYBABCS 3 aHAJIbreTUKaMU,
aHTHEeMeTUKaMU/TiKapChbKUMHU 3aco0aMu IPOTH HYOOTH, CIIa3MOJIiTUKaMHU Ta
aHTUXOJIIHEPTiYHUMU JTiIKapPChKUMU 3aco0aMu.

Oco006/1MBOCTi 100 3aCTOCYBaHHSI



OCKIiNTbKM ITaJIOHOCETPOH MOKe 30i/IbIIyBaTHU Yac ITacaxy BMiCTYy TOBCTOTO
KUIIIEeYHUKY, ITiCJII BBEIEeHHS JIiIKapChKOT0 3aco0y HeOOXiHO CIIoCTepiraTu 3a CTaHOM
MallieHTiB i3 3ammopaMu B aHaMHe3i a00 3 03HaKaMU HiArocTPoi 00CTPYKIIil
Kume4yHuKy. [1oBimoMisiiocsa Ipo OBa BUMIAAKV BUHUKHEHHS 3al0py 3 KaJI0OBOO
MpoOKOIO0, [ JIIKyBaHHSA sIKO1 3HaAoOuIacs rocmuitaniisallisi, Ha TJIi 3aCTOCyBaHHS
aJOHOCETPOHY B [03i 750 MKT.

Yci gocmiaKyBaHi [03U IIAaJIOHOCETPOHY He MIPU3BOOUIIM 00 KIIIHIYHO 3HAYYII0r0
nomoBXKeHH iHTepBany QT, CKOpUTOBaHOIO 3a YaCTOTOIO cepiieBuX cKopodeHsb (QTc).

OpHak, sK 1 1HIII aHTAroHICTU 5-TIAPOKCUTPUNTAMIHY 3 (5-HT3), el JTiKapCchbKui 3acid
ciig 3 00epexkKHiICTI0O 3aCTOCOBYBATHU MalliEHTaM, SKi MalOTh ITOOOBXKeHHS iHTepBany QT
abo0 cxuIbHI OO MOTr0 PO3BUTKY. [0 TaKUX MaIliEHTIB HajlexkaTh 0COOU 3 ITIOOOBXKEHHAM
inTepBany QT B ocobucTomMy ab0 POOMHHOMY aHaMHe3i, 3 MOPYIIEeHHIMU
eJIEKTPOJIITHOI piBHOBAru, 3acTiliHOIO CEPIIEBOI0 HEIOCTATHICTIO, OpagiapuTMisiMu,
po3namaMu ITPOBiAHOI CUCTEMHM Ceplis, a TaKOXK 0CO0U, IKi OTPUMYIOTh
MPOTHAPUTMIUHI JTiKapchKi 3acobu abo iHMIi TiKapchKi 3aco0u, SIKi IPU3BOOSTE [0
MomoBKeHHs iHTepBany QT 4uu mopylleHHs eIeKTPOJIiTHOI piBHOBaru. I[lepen
3aCTOCYBaHHAM 5-HT3-aHTal"OHiCTa HeoOXimHO BimKOpUTyBaTHU TilloKajieMiio Ta
rimoMarHiemito.

[ToBimoMIAIOCA PO BUIIAOKW BUHUKHEHHS CEPOTOHIHOBOIO CUHOAPOMY Ha TIIi
3aCTOCyBaHHS 5-HT3-aHTaI‘OHiCTiB sIK MOHOTepamnil abo B KoMOiHallil 3 iHIIuMu
CEpPOTOHIHEPTiYHUMHU JIiKapCcbKUMHU 3acobamu (y Tomy yucii 3i CI33C ta I33CH).
PekoMeHOy€eThCS Halle’)KHE CIIOCTEPEXKEeHHS 3a CTaHOM MallieHTiB OJIs1 CBOEYaCHOT O
BUSIBJIEHHSI CUMIITOMIB, ITOOIOHNX OO O3HAK CEPOTOHIHOBOTO CUHIPOMY.

He cnig 3acTocoByBaTu nmikapcbkui 3acib [TanceT ajs npodinakTuku abo JTiKyBaHHS
HYIOOTH Ta OJII0BaHHS B [IHI ITicJIg ceaHCy XiMioTeparrii, 3a BUHITKOM BUIIaOKiB, KOJIN
TaKe 3aCTOCyBaHHS IepPeaye iHIIOMYy CeaHCy XiMioTeparrii.

Baosicausa iHpopmauia npo OONOMINHCHI pedo8UHU.

Lleu mikapchkuit 3acid micTuTh MeHIe 1 Mmonb (23 Mr)/mo3y HaTpito, TOOTO
IpaKTUYHO BUIPHUU Bif HATPiro.

3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaeimHicmb.

KrniniuHi maHi 1040 3aCTOCYBaHHSA I1aJIOHOCETPOHY IIifl Yac BariTHOCTI BiacyTHi. [laHi
OOCITiIKeHb Ha TBapMHaX He BKa3yITh Ha HasBHICTh IPSIMOT0 ab0 HETIPSIMOTO
IIKiIJIMBOTO BILJIMBY IIHOTO JIIKapChKOT0 3aco0y Ha Iepebir BariTHOCTi, PO3BUTOK
eMOpioHa/oaa, mojioru abo IMOCTHATAIbHUM PO3BUTOK ITOTOMCTBA. [OCBIf



3aCTOCYBaHHS aJIOHOCETPOHY IIiff YacC BariTHOCTI y JIFOOAVHY BiICYTHIU, TOMY He CJIif
3aCTOCOBYBaTH IaJIOHOCETPOH BariTHUM, SIKILO TiJIbKU JIIKap He BBaXKae€ Iie 3a
MoTpibHe, KOJTM KOPUCTD OJI KiHKU IIePEeBUITYE PU3UK OJIS IIJI0[a/IUTUHUA.

Ilepiod 200yB8aHHA 2py0010.

OcCKinbKY OaHi 1040 30aTHOCTI IaJIOHOCETPOHY IIPOHUKATHU B I'PyOHE MOJIOKO BifCYTHI,
rpyOHe BUTOOBYBAHHS Ha Ilepiod Teparii UM JTiKapChbKUM 3aCO00M CIIifi MPUIHHUTH.

depmusbHICMb.

IMaHi 1000 BIIJIMBY IIaJIOHOCETPOHY Ha (PepPTUILHICTE BiACYTHI.

30amHicmb 8nausamu Ha weuodKicMb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

He mpoBoagunock mocmimXKeHb BILUIUBY JiIKapChKOTO 3aco0y Ha 3[aTHICTh KepyBaTH
aBTOTPAHCIIOPTOM abo IpalfoBaTH 3 iHIIUMU MeXaHi3MaMu.

OCKinbKM ITAJIOHOCETPOH MOZK€e BUKIMKATH 3allaMOPOYEHHS, COHIUBICTH ab0
BTOMJIIOBaHICTB, CJIif] IIOIIEepeaKaTu Ialli€HTIB, 110 BOHU MaloTh YTPUMYBATUCH Bif
po6oTH, 1110 TOTPEeOYE IMIBUOKOCTI ICUXOMOTOPHUX PEaKIIii.

Cnocid 3acTocyBaHHs Ta I03H

Jlikapceku#t 3aci6 [lasceT ciim mpu3HadyaTy TiIbKU Iepef 3aCTOCYBaHHSIM
ximioTeparrii. Lle# mikapcbKui 3acid TOBUHEH BBOOUTH MEOUYHUMN ITPAIliBHUK B YMOBax
HaJIe’KHOT0 MeOUYHOT 0 KOHTPOJIIO.

ITO3yBaHHSI.

Iopocai.

250 MKT 1ajJIoHOCETPOHY 3aCTOCOBYIOTH LIJIIXOM OJHOPA30BOT0 BHYTPIIIHLOBEHHOT' O
6ostocHOT 0 BBemeHHs npoTAaroM 30 cekyHp mpubnu3Ho 3a 30 XBUIUH A0 OYaTKy
xiMmioTeparii. E¢pekTuBHICTS JTikapchbKoro 3aco0y ITanceT oo npodimakTUKU HYOOTH
Ta OJIOBAHHS, CIIPUYHMHEHUX BUCOKOEMETOTeHHOIO XiMioTepali€io, MOXKHa MigBUIIUTH,
SIKIIIO TIepen XiMioTepalli€lo Jog4aTKOBO 3aCTOCOBYBATU KOPTUKOCTEPOIL.

ITauieHmu AiMHBLO20 BIKY.
[TamieHTaM JTiTHBOTO BiKYy KOPEKIIisi 103U He MoTpibHa.

Iimu (s8ikom 8i0 1 micsausa 0o 17 pokis).



[TamonoceTpoH y m03i 20 MKI/KTr (MaKCcuMalbHa 3arajibHa J03a He ITOBUHHAa
nepesuinyBatu 1500 MKI) 3aCTOCOBYETHCS Y BUTISAAL OODHOPa30BOl1 15-XBUTMHHOL
BHYTPIIITHbOBEHHO]1 iHPY3il, dKa po3moYnHaEThCA Npuban3HOo 3a 30 XBUIUH eper
IMoYaTKOM XiMioTeparil.

Bbe3neka Ta eeKTHUBHICTh 3aCTOCYBaHHA JIiKapChbKOro 3aco0y [lasceT miTam BikoM o
1 micsitist He BcTaHoBeHi. [JaHi momo mboro BigcyTHi. HasaBHI oOMexkeHi maHi m1omo
3aCTOCYBaHHS IiKapChKOT0 3acO0y [JIs IoIepenKeHHs HyJOTH Ta O/1I0BaHHA y OiTen
BiKOM [0 2 pOKiB. ITeuiHko8a HedocmamHicmb.

IMamierTaM i3 MeYiHKOBOIO HEIOCTATHICTIO KOPEKIIisi mo3u He MOoTpiOHa.
Hupkosa HeOocmamHicmb.
[MamieHTaM i3 HUPKOBOIO HEAOCTATHICTIO KOPEKIIid M031 He MOoTpiOHa.

IloTerep HEMAa€E OOCTYIIHUX OaHUX IIO0 3aCTOCYBaHHS IIOT0O JIIKAPCHKOTO 3aco0y
raieHTaM i3 TepMiHaIbHOI CTaOi€l0 3aXBOPIOBAHHS HUPOK, K1 3HAXOOATHCS Ha
reMopiami3i.

Cnocib 3aCTOCyBaHHS.

I BHYTPIMIHEOBEHHOT' O 3aCTOCYBaHHA.
Himu.

JlikapchKu# 3acib6 3aCTOCOBYIOTH AiTAM BikoM Bim 1 micsitiss mo 17 pokiB.
ITlepemo3yBaHHN

Hapa3si He moBigoMIIAIOCA IIPO XKOLOEeH BUIIaOK Iepeno3yBaHHsd.

Y nporueci KnniHIYHUX OOCIIAXKEHb 3aCTOCOBYBaJIU 03U 00 6 Mr. YV rpyili, fgKa
OTpUMYyBaJjia HaWBUIIy OO3Yy, YaCTOTa BUHUKHEHHS HeOaxkKaHUX peakilii 6ymia
mogiOHOIO 0 YaCTOTH, sIKa CIIOCTepirasacs B iHIIMX I'PyHax; A0303aJIe’KHOCTi peakIlii
He criocTepiranocs. Y MajJlouMOBIpHOMY BUIIaAKy Ilepeao3yBaHHA [TIOKa3aHa
HigTpuMyBaJjibHa Teparis. [LoCIiaXKeHb OOLIJIBHOCT1 3aCTOCYBaHH [iali3y He
ITPOBOAUJIIOCS, OOHAK, BPaXOBYIOUHU BeJIMKUU 00’€M PO3MOMAiNy JTiKapChKOT0 3aco0y,
e(eKTUBHICTD Aiamily Oy JTiKyBaHHS Iepemo3yBaHHS IIpellapaToM € MaJIOMMOBiPHOIO.

IlediampuyHa nonyaauis.

2KogHuX IOBiZOMIIEHD IIPO BUNAAKU IIepeao3yBaHH il 4YaC KJIIHIYHUX OOCIIiAXKeHb 3a
y4acCTIO IeJiaTpU4HOl omynsaLii He 6yJ1o.



IToGiuni epexTn

Y nportieci KniHIiYHUX OOCIOXKEeHb IIPU 3aCTOCyBaHHI go3u 250 MKT (3arajibHa
KiIbKiCTh Y4aCHUKIB - 633) nmob6iuyHMMU peakllisiMH, Ki Hall4yacCTillle ciocTepiramucs i
SIKi TpUHAWMHI MOKJIMBO OyJIU OB’ sI3aHi 3 Ii€l0 IMaJIOHOCETPOHY Timpoxnopuny, 0yniu
rojioBHUM 6inb (9 %) Ta 3amop (5 %). Ilepeniueni Hux)k4e 1MOOIUHI peakiril
CIIOCTepiranucs y npoleci KIiHiYHUX OOCIigXKeHb i OyIu po3IliHeHi SK MOXKIIUBO abo
WMOBIpHO MOB’sI3aHi 3i 3aCTOCYBaHHSAM MAJIOHOCETPOHY Timpoxmopuny. Bouu 6ynu
KnacudikoBaHi 3a YaCTOTOIO TaKUM YMHOM: 4acTo (Bim =1/100 go <1/10) a6o HewacTo
(Bim =1/1000 go <1/100). ¥ nepion mocTMapKEeTUHTOBOT'O HArJIsAMy OyJu
3apeecTpoBaHi peakiiii, siKi 3ycTpivanucs nyxke pinko (<1/10000). BcepenuHi KoKHOI
4aCTOTHOI rpynu mobOiuyHi peakilil po3TallloBaHi B MOPSAKY 3MEHIIIeHHS 1XHbO1
CEPUO3HOCTI.

Tabmnuisa 1

Knacu cucrem .
) YacTto HeuacTto Iye pigKo
oprasis

'nep4yTnuBiCTs,

. . aHadinakcis,
3 60Ky iMYHHOI . . .
aHadinakTuuHi/aHadi-

cucmemu .
JIAaKTOIOHI peakiil Ta
III0K
l'inepkamiemis,
MeTaboITiyHi po3mangu,
3 60Ky 0O6MiHY rirmokanbIlieMis,
pPe4Yo0B8UH, TirmoKaJiemis,
mMemabonizmy BiCYTHICTBH alleTUTY,

rinepriikemis,
3MEHIIIEHHS alleTUuTy

. TpUBOXKHICTB,
3 60Ky ncuxiku . . .
erpopuYHNM HACTPiU




3 60Ky Hepsosoi
cucmemu

T'onmoBHUM Oinb,
3aIIaMOPOYEHHST

ConnusicTb, 0€3COHHSI,
napecresis,
rinepcoMHis,
nepudeprudyHa CEHCOPHa
HeupoIiaTis

3 60Ky opaaHis
30py

I[Togpa3HeHHS o4uen,
aMoOJIionist

3 60Ky opaaHia
cAyxy ma
gecmubyaspHO20
anapamy

YKauyyBaHHS, BiTUyTTS
IITyMY/IO3BOHY V ByXax

3 6oky cepus

Taxikapmid,
OpamuKapmis,
€KCTPaCHUCTOIIid, ilemis
MiOKappga, CHHyCOBa
Taxikapmisi, CHHyCcOBa
apuTMis,
CyIIpaBEeHTPUKYIAPHA
€KCTPaCUCTOIIisa

3 60Ky cyOuH

ApTepianbHa
rimoTeH3sis, apTepiaabHa
rinepreH3sis, 3MiHa
KOJIbOPY BEH,
PO3TATHEHHS BEH

3 60Ky
pecnipamopHoi
cucmemu, op2aHis
2PYOHOI KAimKu
ma cepedoCmiHHA

I'ukaBka




3 60Ky WAYHKOBO-

Iucrnercis, 6inb y
KUBOTI, Oiflb ¥ BEPXHIX

wasxis

KUWKO0B8020 3amop, giapes  [Bigminax XUBOTA,

mpaxkmy CYXiCTh y POTi,
MEeTeOpU3M

3 60Ky nediHKU i

JHC0B8Y0BUBIOHUX lnepbinipybinemist

3 60Ky wkipu ma

AnepriuyHuy gepmMaTurT,

niowkKipHoi BUCHUIIAHHSA 3i
KJAImKOBUHU cBepbOexem
3 60Ky OnopHo-
pyxoeoi cucmemu _

. ApTpanrisa
ma cnosiyyHoi
MKAaHUHU
3 60Ky HUPOK ma 3aTpuMKa
ceyosuolinbHOI CeYOBUBEJIEHHSI,
cucmemu TJII0KO3ypisa

3aezanvHi po3aadu
ma peaxuii y
Micui 88e0eHH A

3araabHa C1abKiCcTh,
ipeKcis,
BTOMIJIIOBAHICTB,
BiOUyTTS Kapy,
TPUIIONONIOHUYM CTaH

Peaxkiis B micIii
BBEIEeHHd iH eKIil*

JIabopamopHi
NOKAa3HuUKUu

[TigBuIIeHHS PiBHSA
TpaHCaMiHas3,
IIOOOBXKEHHS iHTepBaly
QT nma EKT

° HaHi oTpuMaHi B Iiepiof IOCTMapKETUHTOBOTO HATJIALY.

* Y ToMy 4YMCIIi BigUyTTs Ie4iHHS, YIIiIIbHEHHS IIKipHu, BUcKoMpOopPT Ta Oifnb.




ITediampuyHa nonyaauis.

Y pamkax KITiHIYHUX OOCHIAXKEHb 3a Y4acCTIO HediaTpU4YHOl HOMYIALil I
MOINePeaKeHH HyqOTH Ta OJII0BaHHS, CIPUYMHEHUX IIOMipHOEMETOTE€HHOIO Ta
BHCOKOEMETOTeHHOI0 XiMioTepari€, 402 maiieHTu OTPUMYyBaJId OQHOPA30BYy A03Yy
nanoHoceTpony (3, 10 abo 20 MKr/kr). [Ipu 3acTocyBaHHI TajlOHOCETPOHY OYII0
TOBigOMJIEHO ITPO 3a3HadeHi B Tabmuili 2 4acTi Ta HedyacTi mobiyHi peakiiii, mpu bOMY
YacToTa XKOOHO1 3 MOOIYHUX peakilili, Ipo sKi 6yI0 MOBimOMIIEHO, HE CTAHOBUJIA
Oinbire 1 %.

Tabnuiis 2
Knacwu cuctem opraHiB Yacto Heuacto
. ['onoBHUM . .
3 60Ky Hepsosoi cucmemu 5i 3araMOpOY€eHHs, JUCKIHEe3id
inb
. [Topy1iueHHES TPOBIOHOCTI 3
3 60Ky cepueso-cyOuHHOI _
nopoBxkeHHSAM iHTepBany QT Ha EKT,
cucmemu . .
CHUHYCOBa Taxikappis
3 60Ky pecnipamopHoi cucmemu,
opaaHie 2py0HOI KaimKu ma Kaiiens, 3aguiiika, HocoBa KpoBoTeda
cepedoCcmiHHA
3 60Ky wKipu ma niOwkKipHoi AnepriuyHuit gepMaTuT, CBepOixK,
KAIMKOBUHU ypaxKeHHs LIKipU, KPOIIUB’ THKa
3aeanvHi po3aadu ma peakuyii y [Tipekcis, 6inp y Micii iHGYy3ii,
Micuyi 88e0eHHA peaxiisa B micui iHdy3ii, 6ib

[ToGiuHi peakiiil Oynu OIiHEHi y MediaTPUYHUX IMAIi€EHTIB, SIKi OTPUMYyBalu
aJIOHOCETPOH Ilepeq XiMioTeparli€w 3 KiTbKIiCTIO LIUKIIiB 0o 4.

ITogi0oM1eHHA npo ni0o3prosaHi nobiuHi peakuii.

[ToBimoMiieHHS PO Mimo3proBaHi M00iYHI peaxiiii miciast peecTpaliii TiKapchKOTo
3aco0y € BaXJIMBOIO IIpoienypoio. Lle mo3Boisie MpoaoBKyBaTH MOHITOPUHT
CIIiBBigHOLIEHHS «KOPUCTL/PU3UK» OJIS BiAMOBIMHOTO JIiKapChKOro 3aco0y. MeguyHuUM



MpalliBHUKaM HeoOXimHO MOoBimoMIsiTU ITPo OyAb-siKi mimo3pioBaHi mobiuHi peakiil
yepe3 HalliOHAJIbHY CUCTEMY II0BiOMJIEHb.

TepMiH NpHIAaTHOCTI

O POKIiB.

[Ticnss po3KpPUTTA (py1aKoHa PO3YUH CJIil BUKOPUCTATU O0Opa3ly, a BeCh
HEBUKOPUCTAHUU PO3YUH YTUIII3yBaTH.

VYMmoBHu 30epiranHs

[I1a mikapchbKOTro 3aco0y He BUMara€eThCs CliellialbHAX YMOB 30epiranus. 30epiratu y
HEeOOCTYIIHOMY IJIs OiTeu MicIji.

VYnakoBka

ITo 5 mn po3uuHy y (prakoHi; mo 1 prmakoHy B KapTOHHi KOPOOIIi.
KaTteropisi Biognycky

3a peLenTom.

BupoOHUK

PA®APM CA

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOr o
IisIIHHOCTI.

Teci Ilyci-Kcartci Ario Jlyka, [Tasgria ATtTiki, TK 19002, TO 37, I'pelia



