Ckian

Oitoua peyosuHa: cungeHadi;

1 TabreTka XKyBajibHa MiCTUTh cungeHadiny nutparty 70,24 Mr eKBiBaJI€eHTHO
cunpgeHadiny 50 Mmr;

1 TabneTka XKyBajllbHa MicTUTh cunmeHadiny uurpaty 140,48 Mr eKBiBaJIeHTHO
cungeHadiny 100 mr;

00ONOMIdJHICHI pedyoBUHU: KaJlilo TTOJIaKPUJIIiH; BOJa OYHIlleHa; KaJlilo rimpokcum abo
KHCJIOTa XJIOPHCTOBOOHEBA; MarHilo cTeapaT; KPEMHIiI0 MiOKCUI KOJOIOHNM Oe3BOOHUM;
acnaptaM (E 951); HaTpito KpoCKapMesio3a; apoMaTHu3aTop M ATHUM; 1aKT03a,
MOHoOrigpaT; noBigoH K-30.

JIikapcbKa ¢dpopMma

TabneTKu XyBaJlbHi.
OCHOBHI (pi3uKo-xiMiuHI 8s1acmusocmi:

mabaemku no 50 me: 6imi, TPUKYTHI, ABOOITYKJIi TaOIEeTKU 3 TUCHEHHSIM «50» 3 OOHOTO
OO0KY;

mabaemxku no 100 me: Gini, TPUKYTHIi, ABOOIYKIIi TablIeTKH 3 TUCHEHHAM «100» 3
OomHOTO OOKY.

®dapMaKoTepalneBTHYHA Irpyna

3acobwu, 1110 3aCTOCOBYIOTHCS ITIPU €pPeKTUNbHiM auchyHkiii. Cungenadin. Kog ATX
G04B EO03.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

Mexani3m gii. CungeHadin € npemapaToM [ epPoOpPaIbHOr0 3aCTOCYBaHHS,

MMpU3HAYeHUM [IJIS JIIKYBaHHS epeKTusIbHOol gucdyHKIri. IIpu ctaTeBoMy 30yIKeHHi
npenapaT BifHOBIIOE 3HUKEHY €PEKTUIbHY (DYHKIIIIO IIJIIXOM IIOCUJIEHHS IPUTOKY
KPOBI [0 MeHica.

dizionoriyHuM MexaHi3M, 110 3YMOBJIIOE €PEKIIil0, BKJII0Ya€ BUBIJIbHEHHS OKCUOY a30Ty
(NO) y KaBepHO3HHUX Tilax ITil Yac cTaTeBOro 30ymKeHHsI. BUBiTbHEHUM OKCUI a30Ty
aKTUBY€E (pepMEeHT ryaHinaTuuKiasy, 110 CTUMYIIOE MiOABUIIEHHS PiBHSA IMUKJIIYHOTO



ryasno3maMoHodocdaTty (1I'M®), 1110, y CBOIO Yepry, CIIPUYUHSIE PO3CiIabIeHHs
rIafgKol MyCKyJIaTypy KaBePHO3HUX TiJI, COPUSIOUN IPUTOKY KPOBI.

CunpmeHadin € IMOTYyKHUM Ta CEIEeKTUBHUM iHTiOiTopoM 1l MO-crienmudpivyHol
dochomiectepasu 5 (OPIIES) y KaBepHO3HUX Tinax, ge ®IES BianoBigae 3a po3mnag
ul'M®. Brnnus cunpmeHadiny Ha epekliilo Ma€e mepudepudHnii xapakrep. CunmeHadin
He YUHUTHL 0e3mocepeaHbol peakCyodoi ail Ha i30/1boBaHi KaBepPHO3Hi Tijla TIOOUHY,
ajie TIOTY2KHO IIOCUJIIOE po3ciabmioouy gito NO Ha maHy TKaHUHY. [Ipu akTuBalii
MeTabomiyHoro uuisixy NO/ulI'M®, n1o BigOyBa€eThCS MPU CTATEBiM CTUMYIISIIL,
iHrioyBanHs cungeradinom OIES npu3BoOguTh [0 OigBUIlleHHS PiBHA Ul MO vy
KaBEepPHO3HUX Tinax. TaKUM YMHOM, OJIsS TOTO, 11100 cunmeHadis COpUYNHSAB NOTPiIOHUM
dapmakomnoriuauy epekT, HeoOXigHe cTaTeBe 30yaKEHHS.

BonuB Ha dapMakogmHaMiky. [lochigKeHHs in vitro IpogeMOHCTPYyBaJllu, 110

cunpgeHadin € cenektuBHUM no ®IIES, 110 6epe akKTUBHY y4acCTh y IPOIECi epeKIlii.
BnnuB cunpmeHadiny Ha ®IIES nmoTyXHimuy, HiXK Ha iHII BimoMi docdopmiecTepasn.
Liett edekT y 10 paziB moTyxkHimmu, HixK edpekT BruBy Ha OIIEG, 1110 6epe y4acThb y
mpoiiecax oTorepeTBOPEHHS y CiTKiBIIi. [Ipy 3acTOCyBaHHI MaKCUMalIbHUX
pPEeKOMeHO0BaHUX O03 CEeNeKTUBHICTL cunmeHadiny go ®IES y 80 pasiB nnepeBumlye
uoro cenexktusBHicTh 0o ®JIIE1, y 700 pazis Buiia, Hixk go ©®IIE2, ©®IIE3, ®IIE4, OIIE7,
®IE8, ®IE9, ®IE10 ta ®IE11. 30Kpema, ceneKTUBHICTL cungeHadiny mo ®OES y
4000 pa3siB nepeBUIlyE UOT0 CeneKTUBHICTh 00 ®IIE3 - TAM®-crenudigaol i3opopmMu
docdomiecTtepasu, 110 6epe ydacThb y peryisilili cepiieBol CKOPOTJIMBOCTI.

dapmakokKiHemuka.

AGcopbiisi. Cunmenadin mBuaKo abcopbyeTbcsi. MakcuMaibHa IIj1a3MoBa
KOHIIeHTpallig npenapary gocsaraeTbcsa npotarom 30-120 xsunuH (i3 meniarnoio 60
XBUJIMH) TIiCJIsI OT0 IIePOPAIbHOI0 3aCTOCYyBaHHs HaTie. CepenHsi abCOIIOTHA
0iogOCTYIIHICTh MiCIsI ITepopaabHOT0 3aCTOCYyBaHHS CTaHOBUTDL 41 % (3 miama3oHoM
3Ha4veHb Big 25 0o 63 %). Y pekoMeHOoBaHOMY Oiana3oHi mo3 (Big 25 mo 100 mr)
noka3Huku AUC Ta CmaX cunpgeHadiny Imicss Moro mepopaabHOT0 3aCTOCYBaHHSA
MigBUINYIOTHCS MIPOIIOPIIIMHO OO0 OO3MU.

[Tpu 3acTocyBaHHi cungeHadiny mig yac npuioMy iXxi cTyniab abcopO1lil 3HUKYETHCSA
13 cepenHiM MOOOBXEHHAM Tmax mo 60 XBUJIMH 1 cepegHiM 3HUXKEHHIM Cmax Ha 29 %.

Posnogin. Cepenniit piBHOBaxkKHUM 00’eM posmnominy (V d) cTaHOBUTH 105 miTpiB, 110
CBIOUUTH IPO PO3MOMLLN IIperapaTy B TKaHMHAX opraHidmy. Ilicig ogHOKpaTHOTO
IIepopaabHOr0 3aCTOCyBaHHSA cuingeHadiny B mo3i 100 Mr cepegHss MaKCcuMallbHa
3arajibHa IJIa3MOBa KOHIIEHTpallis cungeHadiny cTaHoBUTh Npubnu3no 440 Hr/Mn
(koedimieHT Bapiamnil cTaHOBUTE 40 %). OCKinbKY 3B’A3yBaHHSA CUJIAeHadiy Ta 10ro
rojoBHOro N-gecMeTus-MmetabomiTy 3 6inkamu nnasmu gocsarae 96 %, cepenus



MaKCHMaJllbHa MJIa3MOBa KOHIIEHTpallisl BilbHOTro cungeHadiny gocsirae 18 Hr/mn
(38 umosb). CTymiHb 3B’sI3yBaHHS 3 OiJIKaMU I1JITa3MU He 3aJIeXKUTh Bifl 3arajbHUX
KOHIIeHTpallii cungeHadiny.

Y 3popoBuUxX DOOPOBOIBIIIB, SIKi 3aCTOCOBYBalu cunmeHadin omHokpaTHO B mo3i 100 wmr,
yepe3 90 XxBUJIMH B eAKyJATI Bu3Hadanocs Mexme 0,0002 % (B cepegabomMy 188 Hr)
3aCTOCOBAHOI IO3MU.

BioTtpancdopmartiisi. Metabomni3Mm cungeHadiny 3aiiCHIOETHCS TOJIOBHUM YHMHOM 3

y4acTio MikpocoManbHUX i30pepmenTiB nedinku CYP3A4 (rojI0BHUM MINISIX) Ta
CYP2C9 (gpyropsigHuii 1uisix). ['010BHUYM HUPKYTIOIOYUNM MeTabO0IiT YTBOPIOETHCS
mnisixomM N-meMeTunioBaHHs cungeHadiny. CeneKTUBHICT, MeTabommiTy BimHocHO OIIES
MMOpPiBHSAHHA 3 CEIeKTUBHICTIO cungeHadiny, a akTUBHICTb MeTabo0JTiTy BimHOCHO OIIES
CTaHOBUTH IMPuOIN3HO 50 % aKTUBHOCTI BUXigHOI pedyoBuHU. [I;1a3M0Ba KOHIIEHTPAITlisS
1IbOr0 MeTaboIiTy cTaHOBUTH NPubNIu3HO 40 % KOHIIeHTpalil cunmeHadiny y mna3mi
KpoBi. N-memMeTunroBaHUM MeTabOJIiT 3a3Ha€ NomasbiIoro MetaboniaMy, a nepiop
MOro HaniBBUBEOEHHSI CTAHOBUTh MPUOIN3HO 4 TOOUHHU.

Eniminanisg. 3aranbHuUl KiaipeHc cungeHadiny ctaHoBUTH 41 j1/Tof, 3yMOBIIOI0UHA
repiop MOro HalliBBUBENEHHS TPUBAJIICTIO 3-5 roguH. 4K miciasa nepopajbHOro, Tak i
IIiCJIg BHYTPIIIHBOBEHHOT O 3aCTOCYBAaHHSA €KCKpellisd cungeHadiny y BUTIAOl
MeTaboJIiTiB 3MiCHIOETLCSI TOJIOBHUM YMHOM i3 Kanom (mpubnusuo 80 % BBemeHOl
IIepopaabHOl JO3K1) Ta MEHIIIOI Mipoio 3 ceuero (mpubnu3no 13 % BBemeHOol
IIepopaabHOl TO3M).

dapmakoKkiHemuKka 8 ocobausux 2pyn nauieHmis.

[TamieHTH MiTHLOTO BiKy. Y 3mMOpOBUX HOOPOBOMIBIIIB JIITHROTO BiKy (BikoM Bif 65 poKiB)

Bil3HA4asoCs 3HUXKEHHS KIIipeHCy cunmeHadiny, 110 3yMOBIIOBAJIO ITiABUIIEHHS
[1JITa3MOBUX KOHIIEHTpallill cunaeHadiny Ta Koro akTUBHOTO N-IeMeTU/Ib0BaHOT O
MeTabomniTy npubnu3no Ha 90 % MOpiBHSHO 3 BiATIOBIHUMU KOHIIEHTPAIISIMU Y
3[M0POBUX OJOOPOBOMIBIIB MOJIOAIOTO BiKy (18-45 pokiB). ¥V 3B’5I3Ky 3 BIKOBUMU
BiIMIiHHOCTSIMU y 3B’sI3yBaHHi 3 OiJIKaMu IJITa3MU KPOBi BiATIOBiOHE MiABUILIEHHS
I1JIa3MOBOI KOHIIEHTpPallil BilbHOTrO cunmeHadiny cranoBuio mpubnausxo 40 %.

HupkoBa HeoCcTaTHICTh. Y HOOPOBOMIBIIIB i3 mOpPyIIeHHAMU (YyHKIII HUPOK JIETKOTO Ta

MOMipHOTO cTyneHs (KimipeHc KpeaTuHiHy 30-80 mMi/XB) ¢papMaKOKiHETHKA
cunpeHadiny 3anuiianacsa He3MiHEHOO ITiCJI MO0 OOHOKPATHOI'O IePOPaIbHOT0
3acTtocyBaHHA y 0o3i 50 mr. Cepenni AUC Ta CmaX N-meMeTHUIb0BaHOTO MEeTabOIIiTy
MigBUIITyBaIuCAa Ha MakCUMyM 126 % Ta MmakcuMyM 73 % BiAIOBiAHO IOPIBHSAHO 3
TaKUMM ITOKa3HUKaMM Y JOOPOBOIBIIIB TAKOTO XK BiKy 06€3 mopyIeHb QYHKIII HUPOK.
OpHak yepes BUCOKY iHAWBiAyasibHY BapiabenbHICTh IIi BifMiHHOCTI He Oynu
CTAaTUCTUYHO 3HAYYHIUMHU. Y TOOPOBOJIBIIB i3 TIXKKUMU ITOPYIIIEHHIMHU QYHKITII HUPOK



(kmipeHC KpeaTuHiHy HUK4Ye 30 MJI/XB) KiIipeHC cungeHadiny 3HUKYyBaBCs, 110
IPU3BOOUIIO OO cepenHix mipsuinieHb AUC Ta Cmax Ha 100 % Ta 88 % BiOmOBIOHO
MMOPiBHSHO 3 JOOPOBOJIBIIIMU TAKOTO XK BiKy 0e3 mopyiieHs GpyHKIlil Hupok. Kpim Toro,
3HadyeHHs AUC Ta Cmax N-meMeTunIb0BaHOTO MeTabO0IIiTy 3HaUyllle MigBUIITyBaIUCSA Ha
200 % Ta 79 % BigmoOBigHO.

[TeuyiHKOBA HEOOCTATHICThL. Y HOOPOBOJIBIIIB i3 IIUPO30M IMEYiHKU JIETKOTO Ta IOMipHOTO

cTymeHs (kKnaciB A Ta B 3a knacudikariero Yaunmoa-I1'10) kimipeHc cunmeHadiny
3HUIKYBABCH, 1110 nIpu3BoauiIo mo nigsuinieHHs AUC (84 %) ta Cmax (47 %) mmopiBHSIHO
3 BiAMOBiMHMMU ITOKa3HUKaAMHU y MOOPOBOJILIIIB TAKOTO K BiKy 0€3 IopyIleHb QyHKIIIN
nedinku. PapMaKOKiHETUKY cuigeHadiny y Halli€HTiB i3 DOPYyIIeHHAMU QPYHKIIN
MMEeYiHKM TSAXKKOTO CTyIleHs He BUBYaJIU.

IToka3aHHSA

IIpenapaTt KoHerpa [let0KC peKOMEHOYEThCS 3aCTOCOBYBATU YOJIOBiKaM i3
€pPEeKTUIIbHOIO MUCHYHKIIIEIO, TKa BU3HAYAETHCS SIK HE3MAaTHICTh JOCATTU abo
IMiATPpUMaTH epPeKIlilo CTaTeBOro 4jieHa, HeOOXigHY [JIs YCHIIIHOTO CTaTEBOTO aKTy.

s edbekTuBHOI fOii mpemapaTty Koxnerpa [IemoKkc moTpidHe cTaTeBe 30yOKEeHHS.
ITporunnoka3aHHs

e TTigBHUINlEHA YYTIUBICTH MO aKTUBHOI pe4YOBUHU ab0 OyOb-IKO1 3 JOIIOMiXKHUX
PEedYOBUH IIpernapary.

e OpHO4YaCHe 3aCTOCYBaHHS 3 JOHOpPaMM OKCHUAY a30Ty (TaKUMU K aMiJIHITPUT)
abo HiTpaTamu y OyOb-aKiit GopMi IpoTUIIOKa3aHe, OCKIJIbKY BiloMO, 110
cunpgeHadinn Mae BOIMB Ha HUIAXU MeTab0J1i3My OKCHUAY a30TY/LIUKIiYHOT O
ryaHo3uHEMoHOdochaTy (uI'M®) Ta IOTEHLIIOE TIMOTEeH3UBHUY e(pEeKT HiTpaTiB.

e OgHO4YacHe 3acTocyBaHH4 iHTiOiTOPiB ®IES (Y TOMy uuchi cunmeHadiny) 3i
CTUMYJIATOpPaMU I'yaHiTaTIUKI/Ia3u, TAKUMU K PiOoUryart, IPOTUIIOKa3aHe,
OCKiJIbKA MOXKe NPU3BECTH OO0 CUMITOMATHUYHOI TilTOTeH3il (AuB. PO34in
«B3aemogis 3 iHImMMMM TiKapCchbKUMM 3acoO0aMu Ta iHII BUOU B3aEMOMIN»).

e CTaHM, IpU SIKUX He PEKOMEHII0OBaHa CTaTeBa aKTUBHICTh (HampuKiam, TSIXKKi
CepleBO-CYOUHHI po3anu, Taki K HecTabinbHa cTeHOKapist abo cepiieBa
HEOOCTAaTHICTh TSIXKKOI0O CTyIEHS).

e BTpaTa 30py Ha OOHE OKO BHACJIiAOK HeapTepiaJabHOl IIePeaHbO] imeMigHOo1
HeBpOIIaTil 30pOBOr0 HepBa He3aJIesKHO Biff TOT0, OB’ A3aHa I IIaTOJIOTiqA 3
IoIepenHiM 3acTocyBaHHAM iHribiTopiB ®IES 4u Hi.

e HasiBHICTH TaKMX 3aXBOPIOBaHb, K MOPYIIEHHS (QYHKIIl HEeYiHKN TIKKOTO
CTyII€Hs, apTepianbHa rinoteHsisa (apTepianbHuM TUCK HUXKYe 90/50 MM pT. CT.),
HeIllogaBHO IIepeHeceHu iHCcynbT abo iHpapKT MioKapaa Ta BiZoMi ciagKOBi



oereHepaTUBHI 3aXBOPIOBaHHSA CITKIBKHU, TaKi K IIIrMeHTHUU PETUHIT (HeBeJluKa
KiJIbKiCTh TAaKUX MHaIliEHTIB Ma€ reHeTUYHi po3anu gocdomiecTepas CiTKiBKH),
OCKinbKM 6e3neka cunpeHadiny He OOCIiAXKyBalacs y TaKuX IMiArpynax
TIAIllE€HTIB.

B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3acCo00aMHu

Bnaue iHwux saikapcvKux 3acobie Ha cuideHadin.

HocrnigkeHHs in vitro. MeTtabomni3Mm cungeHadiny BigOyBaeThCs mepeBaxHO 3 y4acTIio
i3opopmu 3A4 (romoBHUM LIIAX) Ta i3odopMu 2C9 (APYTOpPSAAHUN IIISX) UTOXPOMY
P450 (CYP). Tomy iHribiTOpU 1IMX i30pepMEHTIB MOXKYTh 3HUKYBATU KITipEHC

cungeHadiny, a iIHOYKTOPU IIUX i30(pepMEHTIB MOXKYTh MiABUIIyBaTH KIIipeHC
cungeHadimnmy.

HocnigxkeHHs in vivo. [lonynsauinaui GapMaKOKiHETUYHUY aHalli3 JaHUX KITIHIYHUX

OOCHiAKEeHb IPOAEMOHCTPYBaB 3HNUKEHHSA KIIIPEHCY CulgeHadiy IIpu Uoro
OOHOYAaCHOMY 3acTocyBaHHi 3 iHribiTopamu CYP3A4 (TakKuMU SIK KETOKOHA30JI,
€PUTPOMIIIUH, IUMETHUANH). X04a IPHU OJHOYaCHOMY 3aCTOCYBaHHI cungeHadiny Ta
inrioiTopiB CYP3A4 3pocTaHHS YaCTOTHU MOOIYHUX SIBUII HE CIIOCTEpPiraiocs, Ciig
PO3TISTHYTH MOIKJIMBICTh 3aCTOCYBaHHS IIOYATKOBOIL 03U cuilgeHadiny 25 Mr.

OnmHouyacHe 3acTocyBaHHs iHTi6iTOpy BIJI-ITpoTea3u pUTOHABIPY, AyKe IIOTYKHOTO
inridiTopy P450, y cTaHi piBHOBaxKHO1 KoHIleHTpalii (500 mr 1 pa3 Ha mo0y) Ta

cunpeHadiny (pa3osa go3a 100 Mr) mpu3BOOUIIO A0 IIiOABUILIEHHS Cm < cungeHadiny

Ha 300 % (y 4 pa3u) Ta nigBuiieHHs nna3MmoBol AUC cungeHadiny H?i 1000 % (y 11
pa3siB). Yepes 24 rogmHU 11a3MOBUY PiBEHBb cuigeHadiny Bce Ile CTAHOBUB
nmpu6nu3Ho 200 HI/MJI TIOPiBHSHO 3 piBHEM NIPUOJIM3HO 5 HI/MJI, XapaKTEPHUM IS
3aCTOCyBaHHS cuifgeHadiny OKpeMo, 10 Y3rOAXKYyEThCSA 31 3HAaYHUM BIIJINBOM
PUTOHABIPY Ha IMMUPOKUM CrieKTp cyocTpatiB P450. CunmeHadin He BIJIMBa€E Ha
(bapMakoKiHETUKY PUTOHAaBIpy. 3 Ornaay Ha IIi papMaKOKiHETUYHI JaHi omHOYacCHe
3acTOCyBaHHS cungeHadily Ta puTOHaBipy He peKOMEHOYETHCS (AUB. PO3MiI
«OCco6IMBOCTI 3aCTOCYBaHHA»); V OyAb-IKOMY BUIIaAKy MaKCHUMalbHa [03a
cunnmeHadiny 3a xKogHUX 00CTaBUH He MTOBUHHA IIEPEBUIIYBATU 25 MT IIpOoTsATroM 48

TOOHH.

OnmHouacHe 3acTocyBaHHs iHTiOiTOpy BlJI-mpoTea3u cakBiHaBipy, iHriditopy CYP3A4, y
mo3i, 1m0 3abe3mneuye piBHOBaxKHY KOHIeHTpaIlifo (1200 Mr Tpudi Ha moOy), Ta
cunpeHadiny (100 Mr pa3oB0o) IPU3BOOUIIO [0 MiABUIIEHHS Cmax cunpeHadiny Ha 140
% Ta 30inbireHHs cucTeMHOl ekcno3uilili (AUC) cunpgeHnadiny Ha 210 %. He BusiBneHo
BIUTUBY cuiigeHadiny Ha (papMaKoOKiHEeTUKY caKBiHaBipy (guB. po3min «Cmocio
3acTOCyBaHHS Ta mo3u»). [lepembadaeThcs, 1110 OinbIl MOTYKHi iHTi6iTOpu CYP3A4,



TaKi IK KETOKOHA30J1 Ta iTpakKoHa30J1, OyayTh MaTu OiJibIll BUPa:kKeHUM BIIJIUB.

[Tpu 3actocyBanHi cungexadiny (100 Mr pa3oBo) Ta epUTPOMILIUHY, IIOMiPHOTO
inridiTopy CYP3A4, y piBHOBaxkHOMY cTaHi (500 Mr aBiui Ha goOy IpoTsATroM 5 OHIB)
CIIocTepirasocs OmigBUIIIEHHS CUCTEMHOI eKcro3utlii cungeHadiny Ha 182 % (AUC). ¥
3M0POBUX JOOPOBOJIBIIB YOJIOBIYOl CTATi HE CIIOCTEPIrasocs BIIJIMBY a3UTPOMILIUHY
(500 mr Ha goOy npoTtsirom 3 Oi6) Ha AUC, Cmax' Tmax’ KOHCTAHTY IIBUOKOCTI
esiMiHalil Ta IMomanbIMM Mepion HamiBBUBeOeHHS cuimeHadiny abo Moro rojioBHOTO
IIMPKYI004Yoro metabomity. llumetungun (iHridiTop mutoxpomy P450 ta
Hecnenudiuanii iHri6iTop CYP3A4) v no3i 800 Mr npu ogHOYaCHOMY 3aCTOCyBaHHI i3
cungeHadinoMm y go3si 50 Mr y 3mopoBuX JOOPOBOIBIIB ITPU3BOAUB [0 HiTBUIIIEHHS
I1JIa3MOBO1 KOHIIeHTpallil cungeHadiny Ha 56 %.

I'pentndpyToBui Cik € cmabkuM iHribitopom CYP3A4 y CTiHIII KHIIEYHUKY i MOXKe
CIIPUYMHSATU IOMipHE IMiABUIIEHHS PiBHIB cuageHadiny y maa3Mi KpoBi.

OpHOKpaTHe 3aCTOCYyBaHHS aHTAlUUOIB (MarHiio rigpoOKCHUAY/alIOMiHiIO TiTpOKCUOy) He
BILIMBAJIO Ha 6iomoCcTymHICTh cunmeHadiny.

Xo4a pmocnimKeHb crieuivHol B3a€EMO/il 3 yciMa JTikapChbKUMU 3aco0aMu He
IIPOBOAUJIHM, 3a JaHUMHU IIOMYJIALIMHOrO (papMaKOKiHETUYHOTO aHalli3y,
(apmakokiHeTrKa cunmeHadiny He 3MiHIOBajIacs IpPU MO0 OOHOYAaCHOMY
3aCTOCYBaHHI 3 miKapchKUMU 3acobaMu, 110 HajlexkaThb Ao rpymnu inridiropie CYP2C9
(Ton6ytamin, BapdapuH, ¢heHiToiH), rpynu iHridiTopiB CYP2D6 (Takux sIK CEIeKTUBHI
iHri6iTOPM 3BOPOTHOTO 3aXOMJIEHHS CEPOTOHIHY, TPULIUKITIYHI aHTUOETIPECAHTH),
Tpynu Tia3uOHUX Ta Tia3UOOIOAIOHUX AiypeTHUKiB, METIHOBUX Ta Kajin3dbepirarouux
OiypeTukis, iHTi6iTOPiB aHTiOTEH3UHIIEPETBOPIOBAIbHOTO (ePMEHTY, aHTAr OHICTIB
KaJbIlil0, aHTAroHiCTiB B- ampeHopelenTopiB abo iHayKTOpiB MeTabosniamy CYP450
(Takux K pudamirinuH, 6apbiTypaTu).

Y xomi mocnimKeHHS 3 y4acTiO 3[I0POBUX JOOPOBOIIBIIB-40JIOBIKiB OTHOYACHE
3aCTOCYBaHHS aHTaroHicTa eHOoTeJliHy OoceHTaHy (moMipuu# iHoykTop CYP3A4,
CYP2C9 Ta, moxnuBo, CYP2C19) y piBHOBaxkHOMY cTaHi (125 Mr gBidi Ha moOy) Ta
cungeHadiny y piBHoBaxXHOMY cTaHi (80 Mr Tpuui Ha go0Oy) MPU3BOOUIIO [0 3HUXKEHHS
AUC Ta Cmax cunpgeHadiny Ha 62,6 % Ta 55,4 % BignoBigHO. TOMy ogHOYaCHE
3aCTOCyBaHHS TakKuxX NOTyKHUX iHOYKTOpiB CYP3A4, aK pudamirii, MoxKe IPU3BOOUTH
oo OinbII BUpaXkKeHoTo 3HUXKEHHS KOHIIeHTpallil cungeHadiny B Iaa3Mi KpOBi.

Hikopaupgun sBssie coboio ribpua akTuBaTOpa KasblliEeBUX KaHalliB Ta HiTpaTy.
HiTpaTHu# KOMIIOHEHT 3yMOBIIIOE MOKJIUBICTh UOT0 CEPUO3HOI B3a€EMOZII 3
cunpeHadimoMm.

Bnaue cuadenaginy Ha iHWi aikapcwuKi 3acobu.



HocnigzeHHs in vitro. Cungenadin - cinabkuit inriéiTop izodopm 1A2, 2C9, 2C19,
2D6, 2E1 ta 3A4 nutoxpomy P450 (IK50 > 150 mKkMob). OCKiJIbKHM IiKOBI I1J1a3MOBI

KOHIIeHTpallil cugeHadiny OJOpiBHIOIOTH IPUOIM3HO 1 MKMOIIb, BIIJIMB IIpenapary
Konerpa [lesokc Ha KilipeHC cyOCcTpaTiB 1IuX i30pepMeHTiB MalOMMOBIpHHUH.

BigcyTHi maHi mjomo B3aemopil cungeHadiny Ta TaKux Hecnenu@igyHUX iHTIOITOPIB
dochomiecTtepasu, IK TeodisiH Ta OUIIPUOAMOII.

HocnigzkeHHd in vivo. OCKiTbKY BigoMo, 1110 cunpeHadin Ma€ BILIUB Ha MeTabo01i3m
OKCHUAY a30TY/UMKIiYHOr0 r'yaHo3uHMOoHOpocdhaTy (1’ M®), Oysi0 BCTaHOBJIEHO, 1110

cunpgeHadin MOTEeHIIiI0€ TIMOTEH3UBHY [il0 HIiTpaTiB, TOMY MOT0 OGHOYaCHEe
3aCTOCYBaHHS 3 JOHOpPaMM OKCHUAY a30Ty abo 3 HiTpaTamMu B OyOb-sKiti popmi
poTHUIlOKa3aHe (OAuB. po3ait «IIpoTunokazaHHsg»).

PionuryaT. [JOKITiHIYUHI JOCITIOXKEHHSA IPOAEMOHCTPYBaIu afUTUBHUU CUCTEMHUU
edeKT 3HUKEHHS apTepialbHOTO TUCKY ITPU OJHOYAaCHOMY 3aCTOCYBaHHIi iHTiOiTOPIB
®JIES i3 piouuryaTtoM. KitiHiuHI JOCTIAXKEHHSA IPOAEMOHCTPYBAJIU, 110 piouuryar
TTOCUJIIOE TiTOTEeH3UBHY Aito iHribiTopiB ®IIES. V mallienTiB, gki Opanu y4acThb y
OOCITiIKeHHi, He CIIOCTePirasocs MO3UTUBHOTO KITIHIYHOTO e(eKTy MPU OOHOYACHOMY
3acTocyBaHHi iHri6iTopis ®IES5 i3 piomuryatomM. ITpoTunokalaHe ogHOYaCHE
3acToCyBaHHsA pionuryarty 3 iHridbitopamu ®ES (y Tomy uucii cungeHadinom) (oqus.
po3min «IIpoTUIIOKa3aHHI»).

OnmHoYacHe 3aCTOCyBaHHS cungeHadiny Ta 6JI0KaTOPiB a-aJipeHOPENENTOPiB MOXKe
MMPU3BECTH OO0 PO3BUTKY CUMIITOMATUYHOI TMOTEH3il Y HeIKUX CXUJIbHUX [0 IIbOTO
nailieHTiB. Taka peakiliss Ha4dacCTillle BUHHUKAaJsa IPOTIroM 4 rOOuH Hiciasa
3acTocyBaHHA cunmeHadiny (ouB. po3gin «Crocib 3acTocyBaHHS Ta OO3U» Ta
«OcobOnMMUBOCTI 3acTOCyBaHHA»). Y xomi 3 mocimigxkeHb cuernudivyHol B3aemomil
JIiIKapChKUX 3aco0iB 67I0KATOP K-agApeHOPeIenTOPiB MoKca303uH (4 Mr Ta 8 Mr) Ta
cunpgeHadin (25 mr, 50 mr ta 100 Mr) 3acTOCOByBaIMCsA OQHOYACHO MalliEeHTaM i3
DoOPOSKICHOIO TiTleprasieio nepeaMixypoBol 3ano3u, ctabisisallig ctaHy ssKux Oyia
OOCATHYTa [IPU 3aCTOCYBaHHI JOKCa303UHY. Y [IUX IIONYJIALIAX CIIOCTEPIrasocsa
cepefHe JogaTKOBe 3HUKEHHS apTepiaJbHOTO TUCKY Y MOJIOKEHHI IMallieHTa j1exXadu
Ha 7/7 MM pPT. CT., 9/5 MM pT. CT. Ta 8/4 MM DPT. CT. Ta CepefHE 3HUKEHHSA
apTepiajJbHOr0 TUCKY V IIOJIOKEHHI MalliEHTa CTOs4YU Ha 6/6 MM pT. CcT., 11/4 MM pT.
CT., 4/5 MM PT. CT. BignoBigHO. [Ipn ogHOYaCHOMY 3aCTOCyBaHHI cungeHadiny Ta
OOKCa303WHY Y IMAalli€eHTiB, cTabini3alis ctaHy SKuX OyJjia OOCATHYTa IIPU 3aCTOCYyBaHHi
OOKCa303WHY, iHOA1 MOBIAOMJISIN PO PO3BUTOK CUMIITOMATUYHOI OPTOCTaTUYHOI1
rinoTeHsil. Y qux MOBIZOMJIEHHSAX UIIJIOCS IIPO BUIIaAKM 3allaMOPOYEHHS Ta
TepefHenpUTOMHUM CTaH, aje 0e3 CUHKOIIE.

He cnocrepirasocs xX0OHUX 3HAYYIIUX B3a€EMOLIN IPU OOHOYACHOMY 3aCTOCYBaHHI
cungenadiny (50 mr) i Tondyrtaminy (250 mr) abo Bapdapuny (40 Mmr), 1110



MeTabomnizyoTecsa CYP2CO9.

Cunpenadin (50 Mr) He IPU3BOAUB 0 MOOOBXKEHHS Yacy KPOBOTEUi, CHPUUYNHEHO1L
3aCTOCYBaHHSM alleTUICaIinuiIoBol KUciaoTu (150 mr).

Cunpenadin (50 Mr) He IOTEHIiIOBaB T'iIIOTEH3UBHY [il0 aJIKOTOJII0 Y 3HOPOBUX
DOOPOBOIBIIIB IIPU CEPEOHBOMY MaKCUMalIbHOMY PiBHi eTaHOIy B KpoBi 80 Mr/mji.

Y nanieHTiB, sIKi 3aCTOCOBYBau cuingeHadin, He criocTepiraaocs XKOOHUX
BimMminHOCTEM npodisnio mobiuHux epeKTiB MOPiBHAHO 3 Iy1alieb0 ITpu OgHOYACHOMY
3aCTOCYBaHHi TaKUX KJIAaCiB rilMOTeH3WBHUX JIiIKAPChKUX 3aC00iB, SIK MiypeTUuKH,
6710KaTOpHU B-agpeHopelenTopiB, iHridiTopu AII®, aHTaroHicTu auriorensuny II,
QHTUTINEPTEH3UBHI TiKapchKi 3aco0u (CyaMHOPO3NMINPIOBAaIbHI Ta IIeHTPalIbHOI [il),
06J10KaTOPHU afpeHepriuyHuX HeupoHiB, 6JI0KAaTOPH KaJbI[iEBUX KaHAaIiB Ta OJIOKAaTOPU -
aIpeHOpelenTopiB. Y clellialbHOMY OOCHIAXKEeHHi B3aEMOIil IIPY OOHOYAaCHOMY
3acTtocyBaHHi cungeHadiny (100 Mr) Ta amMIoguIIiHy IallieHTaM 3 apTepiaJTbHOIO
rinepTeH3i€10 CIoCcTePiraaocsa ogaTKOBe 3HUKEHHS CUCTOJIIYHOTO apTepiaibHOT O
THUCKY B IIOJIOJKEHHI JieXKa4yu Ha 8 MM pPT. CT. BiAnloBigHEe 3HUXKEHHS O1aCTOJIIYHOTO
apTepiaJbHOI0 TUCKY CTAHOBUJIO 7 MM PT.CT. 3@ BEJIMUYMHOIO 1Ii JOOATKOBiI 3HUKEHHS
apTepiambHOT0 TUCKY OYIIY MOPIBHAHHUMMU i3 TUMH, 110 CIIOCTEPiraaucs mnpu
3aCTOCYBaHHi nuine cunmeHadiny y 3mopoBux O0OPOBOJIBIIB (OUB. PO3Oia
«®apMaKoJIOTiYHi BIIaCTUBOCTI»).

Cunpmenadin y mo3i 100 Mr He BIIMBaB Ha papMaKOKiHETUYHI MOKA3HUKHU iHTiOITOPIB
BIJI-mpoTea3u, cakBiHaBipy Ta pUTOHABIpY, sKi € cyocTpaTamu CYP3A4.

Y 3p0poBuxX HOOPOBOIIBIIB YOJIOBIUOl CTaTi 3aCTOCYyBaHHSA CUNIAeHadiny y
piBHOBaxkHOMY cTaHi (80 Mr Tpudyi Ha moOy) mpu3Bonuio no migsuienHs AUC ta Cmax
6oceHTany (125 mr oBiui Ha moOy) Ha 49,8 % Ta 42 % BinmoBigHO.

IlomaBaHHS OMHOPA30BOi J03u cunmeHadiny mo cakyOiTpumy/BajcapTany y
piBHOBaXKHOMY CTaHi y IalliEHTIB 3 apTepiajibHOIO rinmepTeH3ieio Oyio moB’si3aHe 3i
3HA4YHO OiNTbIII BUPaXKeHUM 3HUKEHHSIM apTepialbHOTO TUCKY IIOPiBHAHO 3 IPUMOMOM
cakyOiTpuiny/BancapTany. Tomy ciig OyTu oO0epeXKHUM IIpU Npu3HadYeHHi cunpeHadiny
nalieHTaM, siKi OTpUMYIOTh CaKyOiTpuJsi/BajcapTaH.

Oco006/1MBOCTi 11010 3aCTOCYBaHHSI

ITo mouaTKy Teparil ciif 3i0paTu MEAUYHUN aHaMHe3 ITalliEHTa Ta IIPOBECTU
(isukanbHe 00CTEeXKEHHS O/ OiarHOCTUKYU €PEKTUIbHOl AUChYHKIII Ta BU3HA4YEeHHS 11
MOKJIUBUX ITPUYHH.

daKkmopu pu3uky cepueso-cyOuHHuUX 3axeoptosaHsb. OCKIbKU CTaTeBa aKTUBHICTh
CYIIPOBOMXKYETHCS IEBHUM PU3UKOM 3 OOKY ceplisi, 40 IT0YaTKy OyOb-IKOTO JIiKyBaHHS



€PEeKTUIbHOI OUCHYHKIII JTiKap Ma€ OLIIHUTH CTaH CEPILIeBO-CYONHHOI CUCTEMHU
namieaTa. CungeHadin YMHUTh CYOUHOPO3MINPIOBAIbHY [il0, IO IPOSBIISIETHCSI
JIETKUM Ta KOPOTKOYACHUM 3HUKEHHSM apTepialbHOTO THUCKY (OMB. PO3AiI
«@apMakoguHaMika»). [1o mpu3HadyeHHs CUiIgeHadiny JIikap Ma€ peTelbHO 3BaXKUTH,
41 MOXKe TaKui epeKT HECHIPHUATIIMBO BIIJINBATH Ha MAIli€HTIB i3 TEBHUMU OCHOBHUMU
3aXBOPIOBAaHHSAMMU, 0COOIMBO y KoMOiHallil 3i ctaTeBoi0 akTUBHICTIO. 10 IMalli€eHTIB i3
ITiIBUIIEHOI0 YYTJIMBICTIO [0 Ba30AMIaTaTOPiB HalexkaTh HNAIliEHTH 3 0OCTPYKIIIEIO
BHUBIJHOTO TPAKTY JIIBOTO IIIIYHOYKa (HaOpUKIa[, CTEHO3 aOpTH, rinepTpodiuHa
0oOCTPYKTHBHA KapaioMiomnaTis) Ta mallieHTHU 3 PiIKiCHUM CUHAPOMOM
MYJIbTUCUCTEMHOI aTpodii, OOHUM i3 IIPOSABIB AKOI € TSIKKe IMOPYIIEHHS Perysilil
apTepiagbHOTO TUCKY 3 00Ky BereTaTuBHOI HEPBOBOI CUCTEMMU.

Konerpa [lentoKc IMOTEHITIIOE TilTOTeH3UBHUM e(DEeKT HiTpaTiB (OUB. pO3min
«I[TpoTUIOKa3aHHA»).

Y nocTMapKeTUHTOBUM MEPiofl ITOBIIOMIISIIIN IIPO TSAXKKi MOOiYHiI peakiiili 3 60Ky
CepIeBO-CYIUHHOI CUCTEMH, BK/II0UYal04u iHGapKT MioKapaa, HecTabinbHY
CTEeHOKapAilo, palToBYy CepPIlEBY CMEPTD, IITYHOYKOBY apUTMilo, 1IepeOpoBacKyIsIpHi
KPOBOBUJIMBY, TPAH3UTOPHY IIIEMIYHYy aTaKy, apTepiajibHy TilIepTeH310 Ta
apTepianbHy TinoTeH3iio, AKi 3a yacoM 30iranucs i3 3aCTOCYyBaHHSM IIpenaparTy
Konerpa [lemntokc. Y GinbIIOCTi MaLi€HTIB, ajle He y BCiX, iCHyBanu (paKTOPU PU3UKY
CepIeBO-CYOIUHHUX 3aXBOPIOBaHb. baraTo Takux MoOIiYHUX peaklliii CIIOCTepiraaocs Imig
4yac abo ofpa3y mic/isi CTaTeBOTO aKTY i MUllle KiflbKa TPamuIocs HEeBOOB3i miciisa
3acTocyBaHHs npenapaTty KoHerpa [lemtokc 6e3 cTaTeBOl aKTUBHOCTI. ToMy
HEMOXKJIMBO BU3HAYUTH, UM OB’ I3aHUN PO3BUTOK TAaKUX ITOOIYHUX peakIlii
O6e3nocepenHbO 3 haKTOpPaMU PU3UKY, YU iX PO3BUTOK 3yMOBIE€HUM iHIITUMU
YUHHUKAMU.

IIpianizm. 3acobu Ojis JIiKyBaHHS €peKTUIbHOL AUCHYHKIII, Y TOMYy YHUCIIi U
cunpeHadin, ciig npu3HadyaTu 3 00epexKHIiCTIO IMalliEHTaM i3 aHAaTOMiYHUMU
nedopmMallisiMu neHica (TaKUMU SIK aHTYJISALIsI, KaBepHO3HUU pi6po3 abo xBopoba
[Tetiponi) abo mailieHTaM 3i cTaHaMH, 110 CIIPUSIOTh PO3BUTKY MpiariamMy (TaKuMU SIK
cepnonofiOHOKITITUHHA aHeMiss, MHOXKMHHa MieroMa abo jerkeMis).

[Ticns Buxomy mpenapaTy Ha PUHOK ITOBIIOMIISIIIM IIPO BUIAAKM IIOOOBXKEHOI epeKIlil Ta
npiamiamy. AKI10 epekiiiss TpuBae OinbIlie 4 TOOWH, MalliEHTaM CJIig HerauHo
3BEPHYTHUCSA 3a MEOWYHOIO JOIIOMOIr0. Y pasi BifCyTHOCTI HeraHOr 0 IiKyBaHHS
piamiaM MozKe ITPU3BECTH OO0 IIOMIKOOXKEHHS TKaHUH MeHica Ta OO0 CTiMKOl BTpaTH
TIOTEeHIIil.

O0dHouacHe 3acmocyB8aHHs 3 iHwumu iH2ibimopamu ®ES5 abo iHwumMu npenapamamu
0414 NIKYBAHHA epeKmusibHOl ducyHKuil. be3neky Ta epeKTUBHICTh OOHOYACHOTO
3acToCcyBaHHs cungeHadiny 3 iHmuMmu iHriditopamu ®IES abo iHIIMMU IIpenapaTaMu



OJ1s JIiKyBaHHS TiepTeH3il 1ereHeBol apTepil, AKi MiCTATh cuigeHadiI 94U 3 iHIIUMU
npenapaTaMu OJis JIiKyBaHHS €PEKTUIbHOl OUC(hYHKIl He BUBYAIU. ToMy
3aCTOCYBaHHS TaKUxX KOMOiHallill He peKOMeHOBaHe.

Bnaue Ha 3ip. CIOHTaHHI IOBiHOMJIEHHS PO BUHUKHEHHSA Oe(eKTiB 30py HaaAXOOUIA
acoliioBaHO i3 3acTOCyBaHHAM cunmeHadiny ta inmux iHriditopis ®IES (quB. po3min
«ITo6iuni peakii»). ITpo BullagKu HeapTepialbHOI ITepegHbo] imeMiuHol HeBponaTii
30pOBOT'0 HEPBA, 10 € PIAKICHUM CTaHOM, HaAXOOUJIM CIIOHTaHHI IOBIJOMJIEHHS Ta
IIOBIOOMIISANIA Y HArjIsiHOBOMY OOCIIiAXKEHHI aCOlliiOBaHO i3 3aCTOCYBaHHAM
cunpmeHadiny ta inmux iHridiTopiB ®OES (ouB. po3nin «I1obiuHi peakirii»). [TalieHTiB
CJIi[ IOTIEPENUTH, 10 Yy pa3i parToBOTrO IOPYIIEHHS 30Py 3aCTOCOBYBaHHS IIpenapary
Konerpa [lenoKc Ciif IPUNIMHUTYU Ta HETAaWHO 3BEPHYTUCS OO JIiKaps (OuB. po3min
«[TpoTUIOKa3aHHI»).

OO0HouacHe 3acmocyB8aHHA 3 pumoHasipom. OgHOYaCHe 3aCTOCyBaHHSA cungeHadiny
Ta PUTOHaBIPY He PEKOMEHAYETHCS (OUB. PO3Oin «B3aeMofisa 3 iHIIMMU JTIKAPCHKUMU
3aco0aMu Ta iHIIi BUOM B3AaEMOMIIN»).

OO0HouacHe 3acmocyeaHHs 3 baokamopamu a-adpeHopeuenmopis. IlalienTaMm, sKi
3aCTOCOBYIOTh OJTIOKATOPU X-aIPEHOPEIENITOPIB, 3aCTOCOBYBATHU cuiaeHadin ciim 3
00epekKHICTIO, OCKIJIbKM TaKa KOMOiHalIlis MOXKe IIPU3BECTU OO0 CUMIITOMATUYHOI
rimoTeH3sil y AesIKUX CXUJIBHUX OO0 IIbOTO IalieHTiB. CUMIOTOMaTHU4YHA TinoTeH3isd
3a3BUYal BUHUKAaE NIPOTATrOM 4 TOOUH MiC/Isg 3aCTOCyBaHHS cungeHadiny. 3 MeTo
MiHiMi3allil MO2KJIMBOTO PO3BUTKY IMOCTYPaJIbHOI TiMOTEeH3il y MallieHTiB, SKi
3aCTOCOBYIOTh OJIOKATOPU G-adpeHOPEeLeIToPiB, iIX cTaH NOTPiOHO cTabinmidyBaTu 3a
OOIIOMOTr 010 67I0KaTOPiB -aAPEHOPEIIENTOPIB 0 MOYAaTKy 3aCTOCOBYBaHHSI
cunpeHadiny. TakoxK CIIif PO3TISHYTH MOXKJIMBICTh 3aCTOCYBaHHS MOYAaTKOBO1 I03U 25
Mr (guB. po3pgin «Cmocib 3acTocyBaHHS Ta A03u»). KpiM Toro, ciig npoindopmMyBaTu
Malli€eHTiB, K OisiTH Y pa3i MOsIBU CUMIITOMIB OPTOCTAaTUYHOI TiOTEeH3ii.

Bnaue Ha kposomeui. [JocnigKeHHS TPOMOOILIUTIB JIIOOUHY ITPOAEMOHCTPYBAIH, 1110 in
vitro cunpgeHadin MOTEHIlIIOE aHTHarperaliiHi epekTu HaTpito HiTponpycuny. Hemae
XKomHoI iHdopMarrii momgo 6e3reKu 3aCTOCyBaHHS culgeHadiny malieHTamMmu i3
MMOPYIIIEHHSIMHU 3rOPTAaHHS KPOBi ab0 rOCTPOI0 MENTUYHOI0 BUPA3K0I. TaKUM YHUHOM,
3aCTOCyBaHHSA cungeHadiny mamieHTaMu i€l TPYIU MOXKJ/INBE JIMIIIE ITiCJIS PeTeTbHO1
OILIIHKHY CIIIBBIOHOIIIEHHS KOPUCTI Ta PU3UKIB.

[IniBKOBa 000J10HKA TabIeTOK MiCTUTH MakKTo3y. [IpenapaT KoHerpa [leniokc He ciif
3aCTOCOBYBaTH! 4YOJIOBIKaM 13 TAKUMU PIOKICHUMU CIIafKOBUMU IIOPYIIEHHIMHU, SIK
HEeIlepeHOCUMICTh rajlakKTO3M, HEIOCTATHICTh JTakTa3u Jlanna abo ManbabcopOIlis
TJIIOKO3HK-TaJIaKTO3HU.



Lle# mikapcbkui 3acid MicTuTh MeHIIe 1 MMOIb HaTpiio (23 Mr) Ha TabmeTKy, TOOTO
NIPaKTUYHO BiIbHUU Bif HaATpito. [Tpo e MoxkHa npoiHdopMyBaTH IAlli€EHTIB, SKi
OOTPUMYIOTHCS OIETU 3 HU3BKUM BMIiCTOM HaTPIlo.

[Ticns 3acTtocyBauHusa mo3u 100 Mr 3mopoBUMU AOOPOBOIBISIMU HE CIIOCTEPiranocs
BILUIMBY Ha MOP(OJIOTii0 Y¥ PYXOMIiCTh CIEPMATO301iB (OMB. PO3Mis
«®apMaKoOuHaMiKa»).

Bmpama cayxy. JIikapsiM CIIif IOpaguTH NalliEHTaM NPUINHUTH 3aCTOCYyBaHHSI
inridiTopiB ®IIE5, Bkimoyarouu npemnapaT KoHnerpa [IentoKc, Ta HeTalitHO 3BEPHYTUCS
3a MeOUYHOIO JOTIOMOT0I0 ¥ pa3i parToBOro 3HUXKEHHSA abo BTpaTHu ciyxy. [Ipo 11i
SIBUIIA, K1 TAKOXK MOXKYTh CYIIPOBOOXKYBaTUCS O3BOHOM Yy ByXaxX Ta 3allaMOPOYEHHSM,
MMOBIOMJISIJIM 3 acollialli€lo y 4Yaci i3 3acTocyBaHHAM iHTri0iTOpiB ®IIES, BKIIOYa04u
cunpgeHadin. BusHauuTy, 4y 1Ii SBUIIA IPSIMO OB’ sI3aHi i3 3aCcTOCYyBaHHAM iHTiOiTOPIB
®EDS, yu 3 iHmuUMU pakTopaMu, HEMOKJIIUBO.

O0HouacHe 3acmoCcyB8aHHA 3 2inomeH3usHumMu npenapamamu. Kornerpa [lemntokc
YUHUTH CUCTEMHY CYOUHOPO3MIUPIOBAJIbHY [il0 Ta MOXKE B IIOAAJIbIIIOMY 3HUXKYBaTU
apTepiagbHUM TUCK y MAIli€EHTIB, SKi 3aCTOCOBYIOTh TiIIOTEH3WBHI TiKapchKi 3acobu. B
OKpeMOMY AOCJIiAXKeHHI JIikapChKOl B3a€EMOil OmMHOYaCHe 3aCTOCYBaHHS aMJIOOUIIHY
(5 Mr abo 10 mr) ta cungeHadiny (100 Mr) mepopanabHO CIIOCTEpPirasocs cepenHe
OOOaTKOBE 3HUXKEHHSA CUCTOJIIYHOIO TUCKY Ha 8 MM PT. CT. Ta O1aCTOJIIYHOIO - Ha 7 MM
pT. CT.

3ax80pHOBAHHA, W,0 nepeddrmbCa CamesuM WAAXOM. 3aCTOCYBaHHS IIpenaparTy
Kosrerpa [lentoKkc He 3aXUIIa€ Biff 3aXBOPIOBAHb, L0 IIepefaloThCA CTaTEBUM IIIAXOM.
Cnim po3TJIsTHYTH MOXKIUBICTh iHpOPMYyBaHHS MaIli€HTIiB HI0M0 HEOOXiAHUX 3aM00iKHUX
3axXO0[iB I 3aXUCTY Bifl 3aXBOPIOBaHb, 1110 I€PEJA0THCSA CTaTEBUM IIJISIXOM,
BKJIIOUAIO4¥ BipyC iMyHOOe)inuTy JTIOOWHU.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.
IIpenapat Konerpa [lentoKC He IPpU3HAUYEHUN [OJi 3aCTOCYyBaHHSA XKiHKaM.

30amHicmb 8naueamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
IHWUMuU MexaHiamamu.

Konerpa [lenoKCc MOXe MaTU He3HAYHUY BIIJIUB Ha KepyBaHHS aBTOTPAHCIOPTOM abo
IHIIMMHU MexaHizMaMu. OCKIJIbKY y XOM1 KJIIHIYHUX AOCIIAXKEeHb 3aCTOCYyBaHHSI
cunpeHadiny IoBigOMIISAIN PO BUNAaJKU 3allaMOPOUYEHHS Ta IIOPYUIEeHHS 3 O0KY
oprasiB 30py, Iepeq TUM K CifaTy 3a KEpPMO TPAaHCHOPTHOTroO 3aco0y abo mpaijfoBaTu
3 IHIMIMMU MeXaHi3MaMu, NalieHTaM HeOoOXiIHO 3’sCyBaTH, KO0 € 1XHS iHOUBiOyalbHa
peaxkiiisi Ha 3aCTOCyBaHHJ IIpernapaTty KoHerpa [lestokc.



Cnocid 3acTocyBaHHs Ta 03U

[IpenapaT 3aCTOCOBYBaTH IepopanbHo. [Tlepen TUM SIK TPOKOBTHYTHU TAaOIETKY CIIif
PO3XKyBaTH.

IInsa edbekTuBHOI fOil mpenapaTty Koxnerpa [lemtokc oTpibHe cTaTeBe 30yOKEHHS.

Ilopocai. PekomeHnoBaHa no3a npenaparty Korerpa [lentokc cTaHOBUTDH 50 MT;
3aCTOCOBYBATH, ¥ pa3i HeoOXimHOCTi, mpubJIM3HO 3a TOAWHY A0 CTaTEBOl aKTUBHOCTI.
3asnexkHo Bif e(eKTUBHOCTI Ta IEPEHOCUMOCTI ITpemnapaTy 403y MOXKHa 30iTbIIUTHA 00
100 Mr a6Go 3HM3UTHU A0 25 Mr*. MakcuMajabHa peKOMeHoBaHa go3a cTaHOBUTH 100
Mr Ha noOy. IIpu 3acTtocyBaHnHi npemnapaTty KoHerpa [lesoKc mim 4yac npuiioMy ixi mis
IpernapaTy MOXe HacTaBaTH IIi3Hillle, HiK IIPU MOr0 3aCTOCYBaHHI HaTIIe.

ITauienmu nimHvo20 8iky. HeoOXigHICTh ¥ KOPEKIIil 03K IalliEeHTaM JIiTHbOTO BiKy (=
65 pOKiB) BiICYyTHA.

ITauienmu i3 HUpKo8o HedocmamHicmtio. [171s TIAIliEHTIB i3 HUPKOBOIO HEOOCTATHICTIO
JIETKOTO Ta IIOMIpPHOTO CTYIIE€HS TSIKKOCTI (KiipeHC KpeaTuHiny 30-80 mMI1/xB)
PEeKOMeH0BaHa [J03a IpelapaTy € TaKOI X, IK HaBeOeHO BUIIle Y PO34il «Ilopocii».

OCKinbKY y MaILi€HTIB 3 HUPKOBOIO HEJOCTATHICTIO TAXKKOI'O CTyIIeHs (KJIipeHC
KpeaTuHiny < 30 MJI/XB) KJIipeHC cunpgeHadiny 3HUKEHNN, CIIi PO3TISHYTH
MOZKJIMBICTh 3aCTOCYBaHHS J03U 25 Mr*. 3ajiexXHO Bif e(peKTUBHOCTI Ta
IIePEeHOCUMOCTI IIpernapaTy Ipu HeoOXiTHOCTI 03y MOXKHa 30iJIbIINTH ITOCTYIIOBO IO
50 mr ta go 100 mr.

ITauienmu i3 neyiHko80t0 HedocmamHicmio. OCKIIbKM y MAlli€HTIB i3 IT€4YiHKOBOIO
HeOOCTaTHICTIO (HallpuKiag IUPO30M) KIIipeHC cuigeHadiny 3HUXKEeHUHU, CIIifg
PO3TIISHYTH MOXKJIUBICTh 3aCTOCYBaHHS A03U 25 MT*. 3anexHo Bifl epeKTUBHOCTI Ta
TIePEeHOCUMOCTI IIpernapaTy Ipu HeoOXimHOCTI 03y MOXKHa 30iJTbIINTH ITOCTYIIOBO IO
50 mr ta go 100 wmr.

ITauienmu, siKi 3acmoco8yomy iHWI AiKapcuKi 3acobu. AKINO MalieHTH OQHOYaCHO
3acTocoByioTh iHTi6iTopu CYP3A4 (3a BUHATKOM PUTOHABIPY, 3aCTOCYBaHHS SIKOTO
OOHOYACHO i3 cunpmeHadinioM He PEKOMEHOYEThCSA, OUB. po3ainu «OcoOIuBOCTI
3acTOCyBaHHs» Ta «B3aeMopisa 3 iHIIMMU TiKapChbKMMM 3aco0aMu Ta iHIII BUOU
B3a€EMO[Ii¥»), CIIi PO3TISHYTH MOXKIMBICTh 3aCTOCYBAHHS II0YAaTKOBOI O3 25 Mr*,

3 MeTO10 MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY IMOCTYpPAJIbHOL TIIOTEH3il y Malli€HTiB, SKi
3aCTOCOBYIOTh 0JIOKATOPU Q-adpPEeHOPEIeIITOPiB, CTaH TaKUX IMAlliEHTIB ITOTPiOHO
ctabimisyBaTu 3a JOIOMOT0I0 6JTOKAaTOPiB -aApPEeHOPEIIETITOPIB M0 TOYaTKy
3aCTOCOBYBaHHSA cungeHadiny. TakoXK CIIif pO3rIsSHYTH MOXKJIUBICTh 3aCTOCYBaHHS
IMOYaTKOBOI1 #03u 25 Mr* (ouB. po3ainu «OcoOIMBOCTI 3aCTOCYyBaHHA» Ta «B3aemMopmis 3



IHIMMMU JTiKapChbKUMHU 3aco0aMM Ta iHIIN BUOU B3a€EMOIIl»).

* - 3acmocosysamu AiKapcvki 3acobu 3 0it0U0H0 PeyoB8UHO cusideHadin 'y
8i0nogiOHOMY 003yYBAHHI.

Himu.

[Ipenapat Konerpa [en0KC He IOKa3aHUM OO0 3aCTOCYBaHHS ocobaM BikoM fo 18
POKIB.

Ilepeno3yBaHHsA

Y xomi KniHIiYHUX OOCTiAXKeHb 3 Y4acTI0O HOOPOBOJIBIIIB il YaC 3aCTOCYBaHHS Pa30BoOi
no3u cunpeHadiny mo 800 Mr mobiuHi peakiril Oynu MOgiOHUMHU OO TUX, IO
CIIOCTepiranaucs Ipyu 3aCTOCYBaHHI cunmeHadily y HUKYMX O03aX, ajle BUHUKAIN
yacrTime Ta Oysu GinbIl TIXKKUMU. 3aCTOCOBYBaHHs cuinpeHadiny y gosi 200 Mr He
MIPU3BOOUIIO OO MiABUINIEHHS e(PeKTUBHOCTI, ajle CIPUYMNHSIIIO 3POCTAaHHS KiJTbKOCTI
BUIIQAKiB PO3BUTKY IMOOIYHUX peakiliii (roJoBHOTO OOJI0, IIPUIIJIMBIB, 3allaMOPOYEHHS,
OUCIIEIICil, 3aKJIafeHOCTi Hoca, MopylleHb 3 00Ky OpTraHiB 30py).

Y pasi nepengo3lyBaHHS IIPU HEOOXiOMHOCTI CHIi 3aCTOCYBaTHU 3BHYalHi NiATPUMYOUi
3axogu. [IpuckopeHHs KilipeHCy cunpgeHadiny npu reMopianidi Majlo¥MOBipHE
BHACJIiMOK BUCOKOTO CTYIIeHS 3B’sI3yBaHHS Ipelapary 3 OilkaMu Ij1a3Mu KpPOBi Ta
BIICYTHOCTI eniMiHaIlil cungeHadiny i3 cedero.

IToGiuni epexkTn

Hamtyacrimumy mo6iyHUMM peakIlisiMu, IIPOo SKi MOBiAOMIISAIN Y KITiHIYHUX
OOCIiAXKEeHHIX cepeq MallieHTiB, sKi npuiiManu cunpeHadin, 6ynu romoBHUM 6inb,
ITPUTIIUBY, OUCIIEIICis, 3aKIafleHiCTh Hoca, Oiflb Yy CIIUHI, 3allaMOpPOYeHHSs, HyooTa,
MMOPYILIEHHS 30PYy, IIiaHOIICid Ta 3aTyMaHeHHS 30py. [HGopMalris uomo mobdiyHmx
peaxliil y paMKax IIOCTMapKEeTHUHIOBOT'0 CIIOCTepeKeHHs OyJia 3i0paHa IpoTsAroM
nepiony TpuBaiicTio O6inbire 10 pokiB. OCKiNbKY 3asIBHUKOBI MOBIOMJISIA HE PO BCi
nmo6iyHi peakiii Ta He Bci noOiuHi peakirii 6ysu BKIOYeHi B 6a3y gaHuX 3 Oe3IeKH,
4acToTa TaKUX peakiliii He Moxke OyTU DOCTOBIpHO BU3HaYeHa.

Yci kniniuHO 3HauyIIi 1T00iYHI peaxiiii, 1110 CIToCcTepiraaucs mif 4yac KIiHIiYHUX
OOCITimKeHb YacTillle, HiXK ITPY 3aCTOCYBaHHI I1aieb0, HaBeOeHOo HUXK4Ye BiAIIOBiTHO
no knacudikarilili «CucteMa-opraH-Kjiac» Ta 4aCTOTHU: OyxKe 4dacTo (= 1/10), gyacTo (=
1/100 - < 1/10), HewacTo (= 1000 - < 1/100) Ta pigko (= 1/10000 - < 1/1000). ¥
MezKaxX KOXKHOI 4aCTOTHOI rpynu nmo0iyHi peakilii HaBeeHO y MOPSAAKY 3MEHIIIeHHS 1X
IIPOSBiB.



IHMdeKITiMHI Ta iHBa3MBHI 3aXBOPIOBAHHS.

Heuyacmo: puHiT.

3 OOKY iMYHHOI CUCTEMH.

Heuacmo: rinepy4yyTiIuBICTb.

3 00Ky HEPBOBO1 CUCTEMH.

Iyotce uacmo: TOJIOBHUM Oifb.

Hacmo: 3a1aMOpPOYEeHH.

Hevyacmo: COHNIUBICTS, rinecresid.

PiOKo: iHCynbT, TPAH3UTOPHA illleMiYyHa aTaka, CyooOMU*, peuaAnuBU CygoM*, CUHKOIIE.

3 OOKY OpraxiB 30py.

Yacmo: opylLIeHHSI COPUNHSITTS KOMbOPY**, po3nagu 30py, 3aTbMapeHHs 30DY.

Heuacmo: po3nany cIbo30BUAINIEHHSI***, 6inb B o4ax, ¢poTtodobist, ¢poTorcis,
rinepemis o4eiu, siICKpaBiCTh 30py, KOH IOHKTUBIT.

Pidoko: HeapTepianbHa epenHs illleMidyHa HeHpoIaTisi 30pOoBOro HepBa*, OKII03is
CYOMH CITKiBKH*, peTUHa/IbHUM KPOBOBUJINB, apTEPIOCKIEPOTUYHA PETUHOIIATIA,
MMOPYILEeHHS 3 00Ky CiTKiBKH, rJlayKoMa, fe(eKTH oIS 30Ppy, OUIIIONisA, 3HUXKEHHS
TOCTPOTH 30py, MiOIlist, aCTEeHOIIid, IIJIaBal04i IIOMYTHIHHS CKJIMCTOI'O Tijla, IIOPYIIEHHS
3 00Ky pargyzKHol 000JIOHKH, Mifipia3, ImosiBa CIIOYUX KPYTriB HABKOJIO OXKepesa CBiTIa
(rasno) y mosi 30py, HAOPSK o4ed, IPUNYXJIiCTh O4Yel, IMMOPYIIeHHS 3 00Ky O4el,
rimepeMisi KOH'IOHKTHBHY, IIOOPa3HEeHHS oYel, aHOMaJIbHi BifTUyTTS B o4ax, HAOpPsSK
MOBiK, 3He0apBJIeHHS CKJIEPH.

3 00KV OpraHiB CIIYXy Ta BeCTHOYISIPHOTO amapary.

Hewyacmo: 3amaMopoYeHHsI, A3BiH y ByXax.
Pioko: royxorTa.

3 O0OKY cepIis.

Hewacmo: Taxikapmisi, TocuieHe ceplueOuTTs.

Pioko: panToBa ceplieBa CMepPTh*, iHpapKT MioKapAa, LIJIyHO4YKOBa apUTMisa*,
dibpunsauis nepencepab, HecTabiTbHa CTEHOKapPOis.



3 OOKY CYOUH.

Yacmo: npunuByU KPOBi Mo 00IUYYSI, IIPUITUBU Kapy.
Heuacmo: rinepTeH3is, rirnoTeH3id.

3 OOKYy pecnipaTOpHOI CUCTEMH, OPraHiB I'PYOHOI KJIITKH Ta CePEeaOCTiHHSI.

Yacmo: 3aKIafeHiCTh HOCa.
Hewyacmo: HoOCOBa KpoBOTeYa, 3aKjlafeHiCTh MPUOaTKOBUX Ma3yx Hoca.
PiOko: BiguyTTsI CTUCHEHHS Yy TOpJIi, HAOPSAK CJIM30BO1 0O0JIOHKM HOCA, CYXiCTh V HOCI.

3 60Ky HIJTYHKOBO-KHIIIKOBOT'O TPAKTY.

Yacmo: HypoTa, ODUCIEIICis.

Hewacmo: ractpoe3odareanbHa pediiiokCHa XxBopoOa, O/1toBaHHS, 0illb y BEpXHil
YaCTHHI XKUBOTA, CYXiCTh Y POTIi.

Pioko: rinecTe3isa poTOBOI IOPOXKHUHU.

3 60Ky HIKipH Ta HmigmKipHOl TKaHUHU.

Heuacmo: BucunaHHs.
Pidoko: cuaapoMm CriBeHca-lI2KOHCOHAa*, TOKCUYHUU emifepMalbHUN HEKPOIi3*.

3 00Ky OIOPHO-PYXOBOTO amapaTy Ta COOJIYYHOl TKaHUHMH.

Heuyacmo: mianrisi, 6ib y KiHITiBKax.

3 O0OKY CEYOBUIOIIbHOI CHCTEMH.

Heuacmo: rematypis.

3 60Ky penpoayKTHBHOL CHCTEMH Ta MOJIOYHHUX 3aJ103.

Pigko: kpoBoTeda 3i cTaTeBOT0 4YJjleHa, IIpiami3amM*, remaTocrnepMmisi, mOOOBXKeHa
epexKiid.

3araibHi po3Iagy Ta peakxllil y Miclii BBeOeHHS.

Heuacmo: 6inb y Tpyasax, OigBuUllleHa CTOMJIIOBAHICTh, BiTUyTTS XKapy.
Pidoko: mogpa3HeHHS.

OOCTezKeHHH.




Heuacmo: nigBullleHa 4aCTOTa CepPLEeBUX CKOPOYEHb.
* IToBimOMIIANIM JIMIIIE Iif YacC OOCIiAXKEHHS IIiCJIs BUXOAy IIpenapaTy Ha PUHOK.

** TlopylleHHS CIPUUHATTS KOJIbOPY: XJIOPOIICisA, XpOMaTOIICisA, LIiaHOIICisd,
€PUTPOIICisA, KCAHTOICIA.

*kk [JopyIIeHHS CJTbO30BUIOIIEHHS: CYyXiCTh B O4aX, IOPYIIEHHS CIIbO30BUAIJIEHHS Ta
MTiOBUIIIEHHS CITbO30BUIiIEHHS.

Huxuye3a3HaueHi sBullla crioctepiranucsa y < 2 % IanieHTiB y X0l KOHTPOJIbOBaHUX
KJTIHIYHUX OOCIIiAXKEeHb; IPUYNHHNN B3a€MO3B’'SI30K HEe BU3HaUYeHUU. [IoBimOMIIeHHS
BKJIIOYA/IM SBUIIA, 110 MaJI¥i BipOTigHUM 3B SI30K i3 3aCTOCYBAaHHSAM IIpernapary.
dABuina, sKi He Oynu 3a3HaveHi, OyJiM IETKUMH Ta IIOBiMOMIIEHHS Oy/Iu OyzKe
HETOYHUMHU, 11100 MaTu 3Ha4YEeHHS.

3aezanvHi. Habpsk ob6nuydsi, peakilii ¢oTOYYTIINBOCTI, 110K, acTeHis1, 6ilb, panToBe
napginHs, O6i/Ib y )KUBOTI, paliTOBEe IMOIIKOOXKEHHS.

3 60Ky cepueso-cy0uHHOI cucmemu: CTeHoKapaisi, AV-6ji0kafia, MirpeHb, IOCTypabHa
rinoTeHsis, ileMiss Miokapaa, TPoM003 CyOUH TOJIOBHOT'O MO3KY, palTOBa 3yIUHKA
cepugd, nnopyuieHHs pe3ynbraTiB Ha EKI', kapaiomionaris.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy: TTIOCUT, KOJIT, gucdarisi, racCTpur,
racTPOEHTEepPUT, e30dariT, CTOMaTHUT, IIOPYIIIEeHHS Pe3yIbTaTiB IIeYiHKOBUX IPO0O,
peKTajibHa KPOBOTeYa, TiHTIBIT.

3 60Ky cucmemu Kposi ma AimpamuyHoOi cucmemu: aHeMist, TeHKOIIeHis.

Po3siadu memaboaizmy ma xapuyeaHHs: cIipara, HaOpsK, rmogarpa, HecTabiTbHUN
miaber, rinepriikeMis, nepudepudHi HaOPSAKY, TilepypuKeMis, TinmoriikeMis,
rinepHaTpiemis.

3 60Ky ckesilemHO-M’A3080i cucmemu: apTPUT, apTPO3, PO3PUB CYXOKUIIIIA,
TEHOCUHOBIT, OiJib y KiCTKaX, MiaCTeHiss, CHHOBIT.

3 60Ky Hepsosoi cucmemu: aTaKkCisi, HeBpalrTisi, HeWPOomaTis, mapecTesisi, TpeMop,
BEPTUTO, Jienpecisi, 0e3COHHS, aHOMAaJIbHiI CHOBUIOIHHSI, 3HUXKEHHS pediieKcis.

3 60Ky OuxasnvbHOi cucmemu: acTMa, OUCIHOE, JTaPUHTIT, GapuHTIT, CHHYCUT, OPOHXIT,
TOCHUJIeHe CIUHOBUMINIEHHS, IIOCUJIEHHS KalllTio.

3 60Ky wkKipu: KpOIIUB’IHKA, reprnec, cBepOixK, MiTIUBICTb, BUPA3KH IIKipH,
KOHTaAKTHUM OepPMaTHUT, eKC(poriaTUBHUYN OepPMaTHUT.



CneuucgiuHi g8iouymmsi: panToBe 3HUXKEHHS a00 BTpaTa ciyxy, 0ilb y Byxax,
KPOBOBUJIMB Y OKO, KaTapakTa, CyXiCTh B O4ax.

3 60Ky ypoeeHimaabHOI cucmemu: MUCTUT, HIKTypis, DimBuUIlleHa YacToTa
CEeYOBUITYCKaHb, 30i/TbIIIEeHHST MOJIOUHHUX 3aJ103, HETPUMaHHS Cedi, MOpyILIeHHS]
esIKyJIsAllil, HaOpsK CTaTeBUX OpPraHiB, aHOpPTra3Mis.

ITocBif 3aCTOCYBAHHS ITiCJIsI BUXOOY Ha pUHOK. OCKIiTbKY ITPO TakKi mobiuHi peakirii

MMOBiTOMJISTIOTH JOOPOBIIBHO Ta MOBIMOMJIEHHS HAAXOMOSATh Bif MOMyJIsIlii HeBimoMoi
YHUCEJIbHOCTI, He 3aBXKAOM MOXKHa JOCTOBIPHO OIIHHATH 1X YaCTOTYy Ta BCTAHOBUTH
NPUYMHHUN 3B’SI30K i3 €KCIO3UIIi€I0 JIiKkapchbKoro 3aco0y. Lli sBumia Oyniu 3a3HadeHi
sIK Yepes 1X CepUO3HICTh, YaCTOTYy IMOBiHOMIIEHHS, BiICYTHICTb 4iTKOTO
aJIbTepHATUBHOTO 3B’S3KYy, TaK i yepe3 KoMOiHallito InX (paKTOPiB.

Cepueso-cy0uHHIi ma uepebposackyasapHi seuw,a. IToBigoMasiau Ipo cepros3Hi
CepIeBO-CyOUHHi, 11epeOpoBaCKyISIPHI Ta CYOUHHI SBUIIA, BKIIOYAIOYU
11epeOpPOBaACKYISIPHY KPOBOTeUy, cCyDapaxHOigalbHy Ta BHYTPIIIHbOIIEpeOpanbHy
KPOBOTEUY Ta JIeTeHeBYy KPOBOTeUy, 1110 OyJI1 IMOB’sI3aHi y Yaci i3 3acTocyBaHHSIM
cunpgeHadiny. Y OinbIIOCTI MallieHTiB, ajie He Y BCiX, OyIu HassBHiI (paKTOpPU CcepleBO-
CYOWHHOTO pu3uKy. [ToBimoMmsinu, 110 6araTo 3 [UX SBUI BUHUKIIU ITig yac abo
onpa3sy MicJig cTaTeBOl aKTUBHOCTI Ta JeKiJlbKa SBUIL BUHUKIIN OApPa3y ITiCJis
3acTocyBaHHS cuspmeHadiny 6e3 cTaTeBOl aKTUBHOCTI. [HIIII ABUIla BUHUKIIU TIPOTATOM
HACTYIIHUX TOOUH a0o0 OHIB Iicis 3acTocyBaHHA cunpgeHadisy Ta cTaTeBOl aKTUBHOCTI.
HeMo0XK1BO BCTAHOBUTHU, YU 1Ii ABUIIlA [10B s13aHI 13 3aCTOCYBaHHAM IIpenapary, 3
CTaTEeBOIO aKTUBHICTIO, 3 HAsIBHUMHU (haKTOpaMU PU3UKY UM i3 KOMOIHAIIIE€IO ITUX
(akTOpiB, Y¥ 3 iHIIMMU PaKTOpaMH.

KposoHocHa ma aim¢pamuyHa cucmemu: Ba300K/IIO3UBHUYN KPU3. Y HEBEIUKOMY
3aBYaCHO IIPUIIMHEHOMY OOCJIiAXKEeHH] 3aCTOCyBaHH IpemnapaTty Peaiuo
(cunpmeHadin) OIS NDalieHTIB i3 TereHeBO0 apTepialbHOIO TiIlepTEeH31€10, BTOPUHHOIO
010 CEPIIONOAiOHOKIIITUHHOI aHeMil, IPU 3aCTOCYBaHHI cungeHadiny mpo po3BUTOK
Ba300K/IIO3WBHUX KPU3iB, 110 ITOTPeOyBau roCITiTai3allil, TOBigOMIISIIN YacTillle, HiX
IIPU 3aCTOCOByBaHHi nnanebo. Kminiune 3HaueHHs 11i€l iHGopMallii oisg naiieHTiB, SKi
3aCTOCOBYIOTh CUIZeHa(disl 3 METOIO JIIKyBaHHS €ePEeKTUIbHOL OUCOYHKII], €
HEBIOOMUM.

Hepesosa cucmema: TpUBOXKHICTh, TPAH3UTOPHA I'ioOaibHa aMHe3is.
CneuugiuHi giduymmsA.

Cayx. IToBimoMsinu PO BUNAAKU PalTOBOrO 3HMKEHHS ab0 BTpaTHu CIyXy, IIOB si3aHi
y 4aci i3 3acTocyBaHHAM cuiageHadiny. Y gesgkux BUIIagKaX IIOBIIOMIISIIIHN IIPO
HasIBHICTh MEOUYHUX CTaHIiB Ta iHIINX (paKTOPiB, 110 MOTJIA BigirpaTu POib ¥ PO3BUTKY



mobiyHUX peakiliil 3 60Ky cnyxy. Y 6araTbox BUIlagKax iHdopMallis 100 IT0AaJIbIIOT0
MEOVYHOI'O CIIOCTEepPeXKEeHHS BifCyTHs. BU3HA4YUTH, YU LIl ABUIIlA IPSIMO I10B’3aHi i3
3aCTOCYyBaHHAM CuiIfgeHadiny, 3 HaABHUMU (PaKTOpaMU PU3UKY BTPATH CIIyXYy, 3
KoMOiHalli€o 1ux GpakToOpiB UM 3 iHMIUMU (PaKTOpPaMU, HEMOIKIIUBO.

3ip: TUM4YacoBa BTpaTa 30py, IOYEPBOHIHHSA O4Yel, IeYiHHSA B o4aX, IIiABUIleHHS
BHYTPIIIHBOOYHOTO TUCKY, HAOPSK CiTKiBKY, CyOUHHI 3aXBOPIOBAaHHS CiTKiBKHM ab0
KpOBOTeYa, BilllapyBaHHS CKJIUCTOI'O Tijla.

Pigko moBigoMIsiiyM Mpo BUIIQAKU HeapTepialbHOI IepedHbOl illleMiYHOol HeBpOoIaTil
30POBOTO HEPBA, 110 € IPUYUHOK 3HUXKEHHSA 30Dy, BKJIIIOYAK4YU NOCTIUHY BTPATy 30Dy,
siKi Oy7iu ITOB’si3aHi y 4aci i3 3acTocyBaHHaM iHTiOiTOpiB ®IIES, BKIIoYaouu
cungeHadisn. Y 6araTthox ImallieHTiB, ajie He y BCix, Oy/I1 HasiBHI aHAaTOMi4Hi abo
CyOWHHIi (aKTOpHU PU3UKY PO3BUTKY HeapTepiaabHOI MEPEOHbO] illIeMidYHO1 HEBPOIIATil
30POBOT'0O HEPBA, BKJIIOYal04M (aje HeoOOB’I3KOBO 0OMEXKYIOUNCh) TaKi: HU3bKe
CIIiBBIIHOIIIEHHS OiaMeTpPy eKCKaBallil Ta AUCKY 30POBOTr0 HepBa (3aCTiHUN OUCK
30pOBOT0 HepBa), BiK moHaa 50 POKiB, rinepTeH3iss, 3aXBOPIOBaHHSA KOPOHapPHUX
aprepiy, rinepiainigemMisa Ta namiHHEA. HeEMOXINBO BU3HAYUTHU, YU 1Ii ABUIIA IIPSIMO
IIOB’s13aHi i3 3acTocyBaHHaM iHTi6iTOpiB ®IIEDS, UM 3 HAIBHUMU aHATOMIiYHUMU abo
CYyOUHHUMH (paKTOpaMM PU3UKY, YU 3 KoMOiHalIli€ro uX BCiX GaKTOPiB, 4u 3 iHITUMU
akTOpamu.

3eimyesaHHs1 npo ni0o3pro8aHi nobiuHi peakyii. 3BiTyBaHHS IIPO MimO3pIOBaHi M00iUHi
peakxiiil Iicyist peecTpallil TiKkapchKoro 3acody Ma€ BaxKJIMBe 3HaYeHHS. Lle mae 3mory
MIPOBOOUTH Oe3MePEPBHUMN MOHITOPUHT CHiBBiOAHOIIEHHS KOPUCTI i pU3HUKIB,
ITOB’SI3aHUX i3 3aCTOCYBAHHSIM IILOTO JIiIKAapPChKOTO 3aco0y. JIikapsiM CJTim 3BiTyBaTH PO
Oynb-sKi mimo3proBaHi Mo0iYHI peakilii BigmoBimHO 10 BUMOT 3aKOHOIABCTBA.

TepMiH NpUIATHOCTI
3 POKHU.
VYMmoBHu 30epiranHs

[IpemapaT He nOTpPeOye CIellialbHUX TEMIIEPATYPHUX YMOB 30epiraHHs.
30epiraTtu B OpuUriHanbHil yIIaKOBIIi OJIsI 3aXMCTY Bif CBiT/Ia.

30epiraty B HeOOCTYIHOMY [OJIS OiTE€W MiCIIi.

YnakoBKa



TabneTku xxyBanbHi mo 50 Mr: no 1 tabnetui y 6rictepi; mo 1 6icTepy B KapTOHHIM
KOPOOI1Ii;

1o 4 tabnetku y OsicTepi; mo 1 abo mo 2 6r1icTepu B KAPTOHHIM KOPOOIIi.

Tabnetku xxyBanbHi 1o 100 Mr: mo 1 TabrneTii y 6rmicTepi; mo 1 6jicTepy B KapTOHHIU
KOPOOI1Ii;

1mo 4 Tabnetku y OiicTepi; mo 1 abo mo 2 6sricTepu B KAaPTOHHIM KOPOOIIi.

KaTeropis Bignycky

3a peLenTomMm.

BupooHHK

l'enedapm CA.

Micne3Haxo/dKeHHsI BHUPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOTr 0
IisIIHLHOCTI.

18-11 kM Mapadonoc Asento, [lanmini ATTiki, 15351, I'perris.



