THCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHs JIiKapChKOIo 3aco0y

CEPBOHEKC®

(SERVONEX"®)

CKnao:
Oitoua pevosuHa: donepezil;
1 TabneTka MiCTUTh JOHENE3UITy Tigpoxaopuny 5 Mr abo 10 mr;

0onomidcHi peyoguHU: TaKTO3W MOHOTIOPAT, I1eJi0I03a MiKpOKpHUCTallidyHa, KomnoimoH K 28,
KpOXMaJlb IpeXelaTHHI30BaHuM, MarHito cteapat, Opadry II White 31G58920 (tanbk, TUTaHy
niokcup (E 171), rinpoMeno3a, MOMieTUIEHTIIKOIb, TaKTO3U MOHOTIApAT).

JIikapcbka ¢opma. TabneTku, BKpUTI 060I0HKOO.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: 6imi abo Matizke 6irti KPyTiIi MBOOMYKII TabIeTKU, BKPUTI
000JIOHKOIO, TJIaeHELKiI 3 000X O0OKiB.

®dapMakoTepaneBTHUYHA Ipyna.

3acobu gj1s 3aCTOCyBaHHS Ipu feMeHIii. [HribiTopu xonminectepasu. Kog ATX NO6D A02.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

IoHemne3uny rigpoxaopup € crenudiyHuM 0600pOTHUM iHTiIOITOPOM alleTUIXOJIiHECTepa3H, SKa €
OCHOBHUM THUIIOM XOJIiHECTepa3u y TOJI0BHOMY MO3KY. B yMoBax in vitro 6ymno moka3aHo, 1110 3[aTHICThb
NOHEeIe3usTy rigpoXJI0pUAY rajJbMyBaTyd aKTUBHICTE 1IbOTO (pepMeHTy B 1000 pasiB nepeBullye 1oro
3[aTHICTh raJlbMyBaTh aKTUBHICTh OYTUPHUIIXO/IiHECTEPa3H, Ka 3[e0i/IbIIoro 3HaX0AUThCS 3a
MeXKaMHU IeHTPaJIbHOl HEPBOBOI CUCTEMHU.

[lemMeH11is Tpu XBOPOOi AnblreiiMepa

Y natieHTiB i3 XBopo0oi0 AfblireiiMepa, BBeleHHS HOHene3umy y f03i 5 Mr abo 10 mr 1 pa3 Ha go0y
iCys HOCATHEHHS PiBHOBAXKHOI KOHIIEHTPALlil IPU3BONUIIO 10 IPUTHIYEHHS aKTUBHOCTI
alleTUITIXOJIiIHECTePa3y (IKy BU3HAYaJIU Y KJIITUHHIA MeMOpaHi epuTpoIUTiB) BifnoBinHO Ha 63,6 % Ta



77,3 %. By1no moka3aHo, 1110 raJbMyBaHHS alleTUIX0JIiIHECTePa3y B ePUTPOLUTAX 3@ JOIIOMOT 010
IOHEeIe3uy TigpoXI0pPUAY KOPeIoBaio 3i 3MiHaMu pe3ybTaTiB 3a mKanoi ADAS-cog (mikana gis
OLIIHKY KOTHITUBHOI QyHKIII mpu XBopoOi Anblreiimepa), ska € YyTIUBOIO IIIKAJIOI0, 110 T03BOJISIE
IIePeBIpUTH AesKi aClIeKTH KOTHITUBHOI QYHKII. 30aTHICTh JOHETIE3UIy TiAPOXJIOPUAY 3MiHIOBaTH
nepebir OCHOBHUX HEBPOIATOJIOTIYHAX CUHIPOMIB He BUBYAJK. TOMY HEMOXKJIMBO OI[iHUTY BIIJIUB
NOHEeIe3usTy Ha IPOrpecyBaHHs LbOT'0 3aXBOPIOBAHHS.

EQeKTuBHICTS JTiKyBaHHS NOHETE3UJIOM fieMeHIlii 610 MpoIeMOHCTPOBAHO Y YOTHPhOX IiIalebo-
KOHTPOJIbOBAaHUX OOCTiIXKEeHHIX TPUBaJicTO 6 MicaliB Ta 1 pik. [Toka3aHo, 1110 HOHENe3u I BUKIHUKaB
3aJIeXHe Bifl JO3M CTAaTUCTUYHO NOCTOBipHE 30i/IbIIeHHS BiTHOCHOI KiTbKOCTI MAIiEHTIB, Y SKUX
BMHMKAaJIa Peakllis Ha JIiKyBaHHS, BU3HaYeHa 3a BiJIIOBIAHMMM IIKaJaM¥ OLIIHKY KOTHITUBHOI QYHKIIi1
(mkama ADAS-Cog), crany nauienTa (mkana CIBIC moka3HUMK 3araiabHOl (QYHKIIiI) Ta IOBCIKAEHHOI
AKTUBHOCTI ITpX KJTiIHIYHUX O3HaKaX JeMeHIIl.

dapmMaxkoKiHemuxka.
Abcopbuis

[Ticns mepopabHOTO 3aCTOCYBaHHS MaKCHUMajlbHa KOHLIEHTpalis y mi1a3mi KpoBi C,,, IOCATaEThCA
npubnu3Ho yepe3 3-4 ropguHu. KoHIIeHTpaIlis y Ija3Mi KPOoBi Ta IJIoIIa IIif KPUBOIO «KOHI[EHTpAllisi-
yac» (AUC) mipgBuiy0ThCsl IPONOPLIMHO 00 Ho3U. KiHlleBul mepio HalliBBUBEIEHHS CTAHOBUTD
npubnu3no 70 roguH, TOMy 6araTopa3oBe BBEIEHHS 3 4aCTOTO 1 pa3 Ha m00y MPU3BOOUTE [0
TIOCTYTIOBOTO OCSITHEHHS PiBHOBAXKHOI KOHIeHTpalil. [Ipubnu3Ho piBHOBaXKHa KOHLIEHTpAllis
LOCATAETHCA ¥ MeXaxX 3 TUXKHIB ITiC/Ig T04YaTKy JiKyBaHHS. [1icig JOCATHEHHS PIBHOBAXKHOI'0 CTaHy
KOHIIEHTpAllid AOHee3uTy rigpoXJI0pUay Ta IOB’'sI3aHa 3 UM (papMaKoJUHaMidHa aKTHUBHICTh
Maiixke He 3MiHIOIOThCS IIPOTSATOM yCi€ei mo0u.

[3xa He BIIMBae Ha a6copOIiio OOHEeIEe3UIy TigPOXJIOPUAY.
Po3noodin

3 6inkaMu ma3Mu 3B’SI3yE€ThCS NPUOIN3HO 95 % moHeme3umy rigpoxyiopupny. CTymiHb 3B'sI3yBaHHS 3
OinkaMu 11a3MU aKTUBHOTO MeTaboiTy 6-O-gecMeTUINOHee3uy HeBinoMuii. Po3mopnin noHenesuny
TiOPOXJIOPUAY Y Pi3HUX TKaHWHAX OPTraHi3My AeTasibHO He BUBYaiu. [IpoTe pu npoBeneHHi
IoCTigKeHHs 0amaHCcy Macy 3 y4acTiO 30POBUX YOJIOBiKiB-TOOPOBOIBIIIB Oy/I0 TOKa3aHo, I0 Yepe3
240 rofyH IiC/Is ONHOPa30BOro BBeNeHHd 5 Mr ‘C-MiueHOro foHemne3uy TifpoxXI0puay NPUGIU3HO
28 % MiTKM 3auIanocs He BifHOBIEHOI0. Lle CBiTYuTh PO Te, 10 MOHEeNe3usy rigpoxaopus i/a6o
1oro MeTaboIiTH MOXKYTh 3a/IMIIATHCS B OpraHiaMi mpoTsaroM Oinbine 10 gHiB.

Memabonizm/exckpeuis

[oHene3uny rigpoxJI0pua MOXKe SIK BUAIIATUACSA Y HE3MIHEHOMY CTaHi pa3oM i3 cedelo, Tak i
HapaxkaTucs Ha MeTaboJiyHUM po3naj y MediHIl 3a JornoMoro i3ohepMeHTIB CUCTEMU LIUTOXPOMY
P450 3 yrBOpeHHsIM OaraThox MeTabomiTiB, cepeqn skux imeHTudikoaHi 6ynau He BCi MeTaboITiTH.
[Ticimst 0omMHOPA30BOr0 BBEIEHHS D MT "C-miveHOTO OOHeINe3usly TiApoXJI0pUAy pPafioaKTUBHICTh
IJ1a3MHU, BUpaXkeHa SK BiICOTOK Biff BBefieHOl 7031, OyJia 3yMOBJIeHa ITepeBakKHO iHTAKTHUM
noHerne3uny rigpoxmopunpoM (30 %), 6-O-mecmetungonemne3unoM (11 %, eguauii MeTabomiT, IKUN
IIPOSBIISIE TaKy CaMy aKTUBHICTB, 1[0 ¥ JOHEIe3uy TigpoXIopun), noHene3un-uuc-N-okcugom (9 %),
5-O-gmecmeTunnonemne3usnoM (7 %) i rIOKypoHigHUM KOH toraToM 5-O-mecMeTun-gonene3uny (3 %).
[Tpubnu3no 57 % Bif 3aranbHOI BBEEHOI PagioaKTUBHOCTI BimHOBIIOBAIOCE ¥ cedi (17 % - y Burmsaai
He3MiHeHOTo foHemne3uny) i 14,5 % BigHOBIIOBAIOCH Y KaJlli, BKa3yl4u Ha Te, 1110 OCHOBHUMU
IIyISXaMy BUBefleHHS € GioTpaHcdopMallisg Ta eKCKpelis i3 ceueto. O3HakH, 5Ki 6 BKa3yBaiu Ha



PEIUPKYIISIIiIo DOHETIe3UNy TiIPOXIOPUAY Ta/abo Oyob-IKUX M0ro MeTaboJIiTiB B eHTEPOTeaTUUHIN
CHUCTeMi, He BiI3Ha4YaIuCh.

3MeHIIeHHS KOHIIEHTPallil IOHeIe3uy y maa3Mi KpoBi BigOyBa€eThCs NPy Mepiofli HamiBBUBEEHHS
npubnu3uo 70 roguH.

Crats, paca Ta icTOpis KypiHHS He YAHUIU KIIHIYHO 3HQUYILIOT0 BIUIMBY Ha KOHIIEHTpPALIil0
INOHEeIe3uTy TigpoXI0pUAY Yy I1a3Mi KpoBi. PapMaKOKiHETUKY HOHEIe3uy (opManbHO He BUBYAIU Y
3[M0POBUX MOOPOBOIIBLIIB JIITHHOTO BiKy a00 y MallieHTiB i3 XBopo000 AmblireiMepa abo CyOUHHOIO
neMeHIiie0. IIpoTe cepenHs: KOHIIEHTpAIlis y I1a3Mi KPOBi XBOPUX Jiofiel mobpe y3romaxKyBaacs i3
KOHIIEHTPAIII€I0 Y MJIa3Mi KpPOBi MOJIOAUX 3[0POBUX [OOPOBOJIBIIIB.

Y nauieHTiB 3i cmabko ab6o MOMipHO BUpaKeHUMHU IOPYIIEHHSIME (QYHKIII IediHKy 30i/blryBanacs
piBHOBaxkKHa KOHIIEHTpallis foHene3uny, npu ubomy AUC 30inbiryBanacs Ha 48 %, a cepenss C,,,
36inmbimyBanack Ha 39 % (guB. po3min «Crocib 3acTOCYBaHHS Ta HO3U»).

KriniyHi XxapaKTepHCTHKH.
Iloka3anns.

CuMnToMaTHy4He TiKyBaHHS OeMeHIIii AbIreiMepiBCbKOTO TUITY JIETKOT'0 Ta CEPEIHBOT0 CTYIIEHS
TSIKKOCTI.

IIpomunoka3aHHsA.

[IpoTunokasaHuii XBOPUM 3 BiIOMOIO TiE€PUYTAUBICTIO OO HOHEIE3WIy TiAPOXIOPULY, MOXiIHUX
ninepuauHy abo J0 6yab-9KOi 3 JOTIOMIKHUX PEUYOBUH IIpernapary.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

IoHemne3uny rigpoxnopup Ta/abo 6yOob-aKi #10ro0 MeTaboIiTH He TalbMyI0Th MeTab01i3M Teodininy,
BapdapuHy, UUMETUAUHY a00 DUTOKCUHY Y moguHu. OOHOYACHUY TPUNOM OUTOKCUHY abo
IIUMETUNHY He BIJIMBa€E Ha MeTab0J1i3M HOHEeNe3usy TrifpoxIopuny. ¥ JOCIioKeHHSIX B YMOBaXx in
vitro Oy1o mokKasaHo, 110 i30¢epMeHTH cucTeMu IuToxpoMy P450, 30kpema izopepmenT 3A4 Ta 3
MeHII0I0 Mipoio i3odepmeHT 2D6, 6epyTh aKTUBHY y4acTh y MeTabomi3mi foHene3uny. Y
MOCTiAKEHHSX [JI1 BUBYEHHS JIiKapChKOI B3a€EMOIil B yMOBax in vitro 0yJo mokasaHo, 110
KEeTOKOHAa30J i XiHiguH, sKi € inribitopamu BignosigHo i3odpepmenTis CYP3A4 i 2D6, ranbsMyoTh
MeTabomi3m foHene3usy. Tomy i Ta inmi inribitopu isodhepmenty CYP3A4, Hanpukiaf iTpakoHa3071
Ta ePUTPOMIIIMH, a TaKoX iHribiTopu i3odhepmenty CYP2D6, Hampukiazn GI00OKCETHH, MOXKYTh
rajbMyBaTi MeTa0o0J1i3M JOHeme3uny. Y OOCligKeHHi 3 y4acTio 3M0POBUX H0OPOBOIIbIiB KETOKOHA30]
IiIBUIYBaB CEPEOHIO KOHIIEHTPAIiI0 oHene3uy y KpoBi mpubausHo Ha 30 %.

[HpyKTOpPU (epMeHTiB, Hanpukiayn pudammoinuH, GeHiToiH, KapOaMa3elliH Ta aJTKOroJjib, MOXKYTh



3HUKYBaTH KOHI[EHTPAIIil0 JoHene3uny B KpoBi. CTymiHb iHAYyKy0401 ab0 ranbMyoodol Aii
3aJIUIIAEThCS HEBIJOMUM, TOMY CIlif 3 06epexkHICTIO 3aCTOCOBYBaTU TaKi KoMOiHallii mpemaparTis.

[oHene3uny rigpox/JI0pyUa MOXKe BIUIMBATU Ha IIpernapaTy 3 aHTUXOJIIHEPriYHOK aKTUBHICTIO. KpiM
TOT0, MOXK€e IIPOSIBIIATUCS CHHEPTiuHa aKTUBHICTh IIPU OOHOYACHOMY IIPUUOMI TAaKUX IIpelaparTiB K
CYKIHMHINIXOJTiH, iHIIIi HelpoM s130Bi O10KaTOPH, X0JliHepriuHi aroxictu abo 6eTa-0110KaToOPH, SKi
BIJIMBAIOTh Ha MPOBITHICTEL CEPIS.

[Ipu ogHOYAacCHOMY 3aCTOCYBaHHI 3 [OHENE3UJIOM IHIINX XOJIIHOMIMETHKIB 1 YeTBEPTUHHUX
AQHTUXOJIiHEePTiYHUX ITPelapariB, TAKUX SK TIiKOmiposnat, Oyu omnucaHi BUIagKKU aTUIIOBUX 3MiH
apTepiasibHOTO TUCKY 1 4aCTOTH CEPLIEBAX CKOPOYEHb.

[ToBimoMunsinocs mpo BUMIaAKM IOKOBXKeHHS iHTepBany QTc Ta torsade de pointes nipu 3aCTOCyBaHHI
noHene3uiy. PekoMeHnyeTbCs 6yTH 00epekKHUM IIPU 3aCTOCYBaHHI TOHETIe3UTy OMHOYACHO 3 iHIINMU
JiKapChKUMU 3aco0aMu, SKi ogoBXKYyioTh iHTepBanl QTc, — MoxKe 3HafOOUTHUCS KITiHIYHUAN
moHiTopuHr (EKT'). HuxXye BKa3aHi NpUK/Iafu TaKUX JIiKapChKUX 3acobiB:

aHTUAPUTMIiuHi 3aco0u [A kacy (Hampukiaf, XiHiguH);

aHTHapuTMiyHi 3acobu III Knacy (HampuKiaz, aMiofapoH, COTao);
- IesKi aHTHUIeIpecaHTH (HampHUKIal, IKATANIoNpaM, eCIIUTaIonpaM, aMiTPUIITUITIH);

- iHmi aHTUICUXOTUYHi 3aco0u (HanpHUKIIaA, MoxXigHi heHoTia3uHy, CEPTUHMIOM, MIMO3KUL,
3UMpPa3ugoH);

- peski aHTUOIOTHKY (HaIIpUKIIaM, KJIaPUTPOMIIIMH, ePUTPOMIIIMH, JIeBOMIIOKCAIIMH,
MOKCHUGITOKCAIIKH).

Oco6 1ueocmi 3acmocyeaHHsi.

3acToCyBaHHS JOHENe3UNIy IIPU JeMeHIlii y malieHTiB i3 xBopoOoio AnbLreiiMepa y TAXKKid dhopmi,
IIPY iHIKUX BUAAX AeMeHIli abo iHImMX BUAaX MOTipIIeHHS MaM ATi (HalIpuKiIaj, IpyU BiIKOBOMY
MOTipIIeHHI KOTHITHBHOI (PYHKIIil) He BUBYAJIH.

AHecmesis

IoHemne3un 5K iHri6iTOP X0NMiHECTEpa3u MOXKe ITOCUTIOBATH PO3CIaliIeHHs M I3iB
CYKLUHIIX0TIHOBOTO TUITy IiJl YaCc aHeCcTe3sil.

Cepuego-cyOuHHi NOPYWeHHA

[uribiTopu xomiHecTepa3u Yyepes3 CBOI (phapMaKOIOTiUHY [Iil0 MOXKYThH BUSIB/IITH BarOTOHIUHUI BIIJTUB
Ha YaCTOTY CeplieBUX CKOPOYeHb (HAMPUKIIa[, BUKIUKATH OpaguKapmioo). Takui BIJIUB MOxKe OyTH
0CcOo0/TMBO BaXKJIMBUM [JIsI TTAIIIEHTIB i3 CHHIPOMOM CJIabKOCTi CHHYCOBOTO By3Ja abo iHIMMUMU
MIOPYIIeHHSAMH HaIUIYHOUYKOBOI TPOBIMHOCTI, HAIPUKJIIaf i3 CHHOATPianbHOI0 abo
aTpPiOBEHTPUKYIISIPHOIO 6JI0KaI0I0.

Bynu 3adikcoBaHi BUagkKu CUHKOIIe Ta CyIOMHUX HamnafiB. [Ipu o0cTeXKeHHi TaKUX IallieHTiB
OTPiOHO BpaXOBYBaTH MOXKJIUBICTh OI0KaAy IPOBITHOCTI ab0 HOBTUX Iay3 CUHYCOBOTO BY3JIa.

Y nicnsgpeecTpaliiHuii Iepion NOBiAOMIIAIOCS IIPO OJ0BXKeHHS iHTepBany QTc Ta torsade de



pointes (ouB. po3ainu «B3aemomis 3 iHIMMHU JTiIKapCbKUMM 3aco0aMu Ta iHIIN BUAYM B3aEMOMiM» i
«ITTo6iuHi peakirii»).

PexomeHOyeThCS 3 00€PEKHICTIO 3aCTOCOBYBATH NallieHTaM, Y SKUX B 0COOMCTOMY YU CiMeMHOMY
aHaMHe3i HasBHe MOoAoBXKeHHS iHnTepBany QTc, naiieHTaM, SKi 3aCTOCOBYIOTH JIiKapChKi 3aco0H, 1110
BILIMBAIOTH Ha iHTepBan QTc, mallieHTaM i3 3aXBOPIOBaHHSAMU CePIs (HalpuKiad, HeKOMIIeHCOBaHa
ceplieBa HeIOCTATHICTh, HelllomaBHiM iHdapKT Miokapaa, OpaguapuTMisi) abo 3 eeKTPOIITHUMU
NOpYIIeHHAMHU (TiroKaieMis, rimoMartHiemist). Moxe 3HagOOMTHCA KITiHiuHUI MOHiTOPUHT (EKT).

I 1yHKO0BO-KUWKOBI NOPYWEHHA

[ToTpi6HO peTenbHO KOHTPOIIOBATH CUMIITOMH Y MAlli€HTIB 3 MiIBULIIEHUM PU3UKOM PO3BUTKY
BMPA30K, HAIIPHKJaL Y MallieHTiB i3 BUpa3koBo0 XBOPo0Oi0 B aHaMHe3i ab0 y mallieHTiB, sSKi
IpUUMalOTh HECTEPOigHi mpoTu3ananbHi 3acobu (HII33). TIpoTe y KITiHIYHUX OOCTigKEHHIX i3
3aCTOCYyBaHHSIM [JOHEIEe3Uy He CIocTepiranocs 306ibIIeHHS YaCTOTH MIPOSIBiB BUPA3K0BOi XBOPOOU
ab0 IUTYHKOBO-KHUIIIKOBOI KPOBOTEUi MMOPIiBHAHO i3 3aCTOCYBaHHAM I1ialedo.

Cevocmamesa cucmema

XomiHOMIMETUKY MOXKYTh CIPUYUHATH 00CTPYKIIil0 HAXKHBOI YaCTUHU CEeY0BOT0 MiXypa, Xo4a y
KJIIHIYHUX [OCIIIIXKEHHAX i3 3aCTOCYBAaHHAM [JOHEIE3UIIy TaKi IOPYIIEeHHS He CIIOCTePIirajluch.

Heapoao2iuHi nopyweHHA

Cydomu. BBaxarwTs, 1110 XOJTiHOMIMETHKH MalOTh esIKY 3AaTHICTh CIPUYUHATHA TeHepasli3oBaHi
cymomi. IIpoTe Taki Hamlaii TaKOXK MOXKYTh OyTH IIPOSIBOM CaMoi XBOpoOu AnblLreimepa.

XomiHOMIMETHKY MalOTh 30ATHICTh MMOCHTIOBATH a00 CIPUYMHSTH €KCTPaIlipaMifHi CUMITOMH.
3n0sKicHull HeupoaenmuyuHutl cuHopom (3HC)

3HC - noTteHIiiHo HeOe3MeUHUHN [JIS KUTTS CTaH, II0 XapaKTEePU3YEThCS TimepTepMieto, M’ S30BOI0
PUTIOHICTIO, PO37IaflaMU BET€TaTUBHOI HEPBOBOI CUCTEMH, ITOPYIIEHHSIM CBiIOMOCTI Ta MigBUIIEHHIM
PiBHIB cpOBaTKOBOI KpeaTuHpochOKiHa3Y, AKUM, SIK IOBIOMIISANIOCS, BUHUKAE OYyXKe PiIKO y 3B’ I3KYy
i3 3acTOCyBaHHSM HNOHENEe3uIy, 0COOIMBO Y MAlli€HTIB, SKi IapajelbHO OTPUMYIOTh HEHPOJIETITUKH.
IomaTKOBi 03HAKK MOXKYTh BKJII0OUaTH Miorjo0iHypio (pabmomiosii3) i rocTpy HUPKOBY HEJOCTATHICTb.
AKI10 y malieHTa PO3BUHYJIUCS 03HAKU Ta CUMIITOMHU, sKi BKa3yioTh Ha 3HC abo cTanu 3
HE3pPO3yMiJI0I0 BHCOKOIO TEMIIEPATypolo 663 MomaTKOBUX KITiHiYHUX MposBiB 3HC, nmikyBaHHS
HeoOXigHO IPUITUHUTH.

3ax80pr8aHHA /Ne2eHi8

[uribiTopu xomiHecTepa3y yepes iX XONMiHOMIMETUYHUH BIJIMB OTPIOHO IPU3HaYaTH 3 00EPEKHICTIO
nalieHTaM i3 6poHXiarbHOI0 aCTMOI0 a60 0OCTPYKTUBHKUM 3aXBOPIOBAHHSM JIET€HIB B aHaMHe3i

IoHene3usn He PEKOMEHIYEThCS IIPUMMaTH Pa30M 3 iHIIMMU iHTiGiTOpaMu aleTUIXoniHecTepasy,
aroxicramMu a00 aHTAroHiCTaMH XOIiHEePTiYHOI CHCTEMH.

3HayHi nopyweHHA PYHKUII NeYiHKu:
[aHi 1y1g nanieHTiB 31 3HAYHUMU NOPYIIEHHSIMU (PYHKIIII IeYiHKYU BiICYTHI.

JlemasavHicmb y KAiHIYHUX_00CAI0HCEHHSAX 13 CYOUHHON OeMeHUier



Y mocnigXeHHSIX IPU 3aCTOCYBaHHI OHEIe3UTy TigpOXJI0PUAY Y NallieHTIB i3 CyAUHHOI AeMEHIIE0
YyacToTa JIeTaJbHUX BUIAAKIB Y KiNbKicHOMY BigHOIIeHHi Gya BUIOI0, HiX Y I'PYIIi 3aCTOCyBaHHS
nnane6o, mpoTe 1 pi3HuIl He Oya CTaTUCTUYHO NOCTOBIPHOW0. BilbIIiCTh TeTaTbHUX HACITIKIB Y
NalienTiB, sSKi mpuiiManu abo mOHeNe3usy rigpoxyiopus, abo miarebo, Oyna cipuurHeHa PisHUMHI
CyIUHHUMM CTaHaMM, SIKMX MOXHA O4iKyBaTH Y JIIOeH JTITHBOTO BiKy 3 iCHYIOYUM CYOUHHUM
3axBOproBaHHAM. [Ipy aHai3i BCiX CEpHO3HUX HeNleTaIlbHUX 1 JIeTalbHUX CYAUHHUX SBUI HE
Bij3Hayasiacs Pi3HUIA Y YaCTOTI IIUX SIBUILl MiXK IpylaMy 3aCTOCYBaHHS OOHENE3UIy TiIPOXJIOPUAY
Ta Itaneoo.

JlemaavHicmy y 0ocaidxHceHHsAX npu xeopobi Anvuezetimepa

Y mocnimKeHHSX pU XBopoOi AnblreliMepa, a TakKoX IIpy 00’€gHAHHI IUX JOCHIXKEeHb IIpX XBOP0oOi
AnprreiiMepa 3 iHIIMMY OOCTIAXKEHHSIMY [IPY OEeMEHIIi], BKJII0Yal04y JOCTIiIKEeHHS NIPY CYyIUHHIN
IeMeHIIi], YacToTa JIeTaJIbHUX HACIiKiB y rpylax 3acToCyBaHHS Miianebo y KinbKiCHOMY BifHOIIEHHI
IlepeBulllyBala 4aCTOTy y I'pyliax 3aCTOCYBaHHS [NOHEIe3usly riIpOoXI0pUny.

IonomidxcHI peyosuHu.

[IpemapaT MiCTHUTh 1aKTO3y. AKIIO y MallieHTa BCTAHOBJIEHO HEIIePEHOCUMICTh AeIKUX IYKPiB, CIIif
IIPOKOHCYJIbTYBATHCS 3 JIiKapeM, MepIll HiK MpuiMaTy 1el JTiKapchKuit 3acib.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.
BaritHicTb
IloCTOBipHI [aHi 040 3aCTOCYBaHHS OOHEIE3U/Iy BariTHUM KiHKaM BifICYTHI.

B ekcneprMeHTaxX Ha TBapHHAaX He Big3Ha4yaBCsAd TePaTOTeHHUU epeKT, ajle BUHHKAIN 03HAKU
TOKCHAYHOCTI y IIEpU- Ta IIOCTHATAJIbHOMY Iepiofi. [IoTeHI[IMHNY PU3UK [JId JIIOOUHU 3aJIUIIaEThCS
HEeBiIOMHUM.

[loHene3un He PeKOMEHAYETHCS 3aCTOCOBYBATH IIPOTATOM I1ePiofy BariTHOCTI 3a BUHATKOM BUIIa[KiB
KpaiHbOl HEOOXiMHOCTI.

[Iepion rogyBaHHSA TPYOOI0

IloHene3un IpOHUKAE Y MOJIOKO INypiB. [lOoCHiAKEHHS 3 y4acTIO XKIHOK y IIepiof rofyBaHHS I'PYALI0
He IIPOBOJUIIN, TOMY 3a/IMIIAETHCS HEBIIOMUM, UM IIPOHUKAE NOHEIEe3UTy TigPOXIOPUL y TPYOHE
MOJIOKO XiHOK. OTXe, y NIepiof JIiKyBaHHSA SOHEIe3UJI0M KiHKaM CJIiJ] IPUIUHUATYA TOOyBaHHS

TPYAAIO.

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

[oHene3un YMHUTL He3HAYHUM a00 TOMIpHUH BIIUB Ha 3JaTHICTh KepyBaTH aBTOMOOiIeM i
BUKOPUCTOBYBATH iHIII MeXaHiuHi 3ac0o0u.



[emeHIIia AMbLUreiMepPiBCbKOT0 TUIY MOXKe 3yMOBJIIOBATH IOTipIIEeHHS 30aTHOCTI KepyBaTu
aBTOMOOGisIeM Ta iHIMMME MexaHiYHuMU 3aco0amu. KpiMm Toro, moHemesus Moxke BUKJIMKATH
CTOMJIIOBAHICTh, 3allaMOPOYEHHS Ta CyJOMHU M’'g3iB, 0COOIMBO Ha IIOYATKY JIiKyBaHHS a0 Ipu
306inbIneHHI o3u. Y nepiof iKyBaHHS [OHENEe3UI0M JliKap ITOBUHEH PeryspHO OLiHIOBAaTH 30ATHICTh
TIallieHTiB KepyBaTH aBToM00OineM a6o BUKOPHCTOBYBATH CKJIagHi MeXaHiuHi IPHUCTPOI.

Cnoci6 3acmocyeaHHs1 ma do3u.

Iopocni

JIikyBaHHS IOYMHAIOTE 3 O34 5 MT Ha [o0y (Ipu 3acTtocyBaHHi 1 pa3 Ha Bo0y). CepBoHEKC® MOTPiGHO
IpUKMaTH BHYTPILIHLO BBEUYepi, Oe3mocepeHbO Iepel CHOM. Y pa3i mopylieHb CHY, BKIOYal4u
He3BUYaWHI CHOBU[IHHSA, KomIMapu a0o 6e3coHHS (quB. po3pin «IlobiuHi peakiii»), MoXHa
PO3TISHYTU MOXKJIUBICTh IpuiioMy CepBOHEKCY BpaHILi.

o3y 5 Mr Ha go0y CJTif 3aCTOCOBYBATH IPUHAWMHI IpoTsaroM 1 micsis, 1100 MoxHa 0yI10 OIiHUTH
PaHHIO KJIiHIYHY peakIlifo Ha JIiIKyBaHHS Ta AOCATTU PiBHOBaXXHUX KOHI[EHTpALM JOHENE3UNly y
nja3Mi Kposi. ITicng KimiHiYHOI OLIHKY JIiKyBaHHS y [03i 5 MT Ha K00y npoTsroMm 1 Micsis mo3y
npemnapaTty MoxHa 30inpuuTy go 10 Mr Ha goOy (pu 3acTocyBaHHi 1 pa3 Ha fo6y). MakcuMasbHa
pekoMeHnoBaHa No0OoBa mo3a ctaHoBuTh 10 Mr. [To3u, 110 nepeBuinyoTs 10 Mr Ha o0y, He BUBYAIIH.

JIiKkyBaHHS IOBMHEH IOYMHATHU Ta KOHTPOJIIOBATH JIIKap - CIIELialIicT y rajay3i JiarHOCTUKY Ta
JiKyBaHHS AeMeHIil mpu xBopobi AnblireiiMepa. [liarHo3 MOTPiOHO CTaBUTH BiATIOBITHO [0
3araJbHONPUUHATUAX peKoMeHanil (Hanpukian, DSM IV, ICD 10). JlikyBaHHSI JOHEIIE3WIOM MOXKHA
PO3MOYMHATH TiIbKU ¥ TOMY pas3i, IKII0 Yy MallieHTa € MOMIYHUK, SKUi Oyze peryisipHo
KOHTPOJIOBATH IIPUMOM LIbOTO IIpernaparty nauieHToM. [lifTpuMyroue JIiKyBaHHS MOXKHAa
IIPOJIOBXKYBATH, ITIOKU y TalliEHTa CIIOCTEPIraeThCsl TepaneBTUYHUM epeKT. ToMy MOTPiOHO PeryaspHO
TIOBTOPHO OILIiHIOBATH KJTiHiUHI epeBaru iKyBaHHS NOHeNe3uIoM. [IpUnuHATYH TiKyBaHHS MOTPIOHO
TOMIi, KOJIX TepaneBTHYHUN eekT Oinbie He CIIOCTepiraeTsCs. IHOUBIOyaIbHY PeakKilio Ha
MOHEIe3Us He MOXKHa nependaduTi.

[Ticns IIPpUIINHEHHA J'IiKy'BaHHH IIO3UTUBHUM e(beKT OJOHEIIE3UJTy IIOCTYIIOBO 3MEHIITYETHCA.

[opyienHs GYHKINI HUPOK i MEYiHKK

[7s1 mallieHTiB i3 nopyuIIeHHAME (YHKIii HUPOK MOXKHA 3aCTOCOBYBAaTU TaKy CcaMy CXeMy [03yBaHH4,
OCKIJIBKY TakKe MOPYIIEHHs He BIUIMBA€E Ha KIIIPEHC JOHENEe3UNy TiiPOXTIOPULY.

Yepes MoxuBe 30inbIIeHHS CUCTEMHOI Ail Ipu cabkoMy abo MOMipHOMY IOPYIIeHH] QyHKIii
nmevinku (OuB. po3min «®apMaKoKiHETHKa») 30iMbITyBaTH J03Y MOTPiIOHO 3a/Ie’KHO Bifl iHAWBimyanbHOI
IepEHOCUMOCTI. [I7151 malieHTiB 3i 3HAYHUMU NOPYLUIEHHAMY QYHKII neviHKy He 6yJI0 OTPUMaHO
NaHUX.

Himu.

CepBoHekc® He PEKOMEHAY€EThCA IIpU3HadaTH JiTIM BikoM 10 18 pokis.



Ilepedo3yeanHs.

[Tepeno3yBaHHs iHTiGiTOPIB XONiHECTEPa3U MOXKe MIPU3BOAUTH [0 XOJIiHEPTIYHOTO KPU3Y, STKUH
XapaKTepU3y€eThCS CUIBHOI0 HYAO0TO0, OJII0BAHHAM, CIIMHOTEYEI0, iIBULIIEHUM IIOTOBUMITIEHHSM,
OpapuKappieio, apTepiaabHOIO TiOTEH3i€10, MPUTHIYEeHHSIM AUXaHHS, KOJIAalICOM Ta CygoMaMu. Moxke
3'IBNIATHUCS M'30Ba CJIa0KiCTh, SKa MOXKe CIPUYUHUTY JIeTaJIbHUY HACTIIMOK, SKII0 OyAyTh ypakeHi
OUXaJIbHi M'I3H.

4K iy BUIafKy nepeno3yBaHHA Oyab-gIKKUM iHIIUM IIpernapaToM, CJIifl BXXUTHU 3arajibHi HiATpuMyo04i
3axonu. [Ipu mepeno3yBaHHI JOHENE3UIOM IK aHTUAOT MOXKHA 3aCTOCOBYBaTH TPETUHHI
AHTHUXOJIiIHePTriuHi 3aco0u, HAMIPUKJIIAM aTPOIiH. PEKOMEHIYETHCS IIPOBECTU BHYTPILIHEOBEHHE
BBE[IEHHS aTPOIIHY CyNbdaTy, 403y SKOTO IOCTYIIOBO 30ibIIyBaTH OO0 JOCATHEHHS TE€PANEeBTUYHOIO
eekTy: moyaTKoBa 03a CTAHOBUTH 1-2 MI' BHYTPIIlTHbOBEHHO, @ HACTYIIHI 003U Mig0upaTy Ha
nifcTaBi KniHiyHOI peakiiil. [Ipu 3acTocyBaHHI iHIIKMX XOJIiHOMIMETHKIB, SKi BBOOUIN Pa3oM i3
YeTBEPTUHHUMHU aHTUXOJIIHEPTIYHUMU MIpelapaTaMy, HallpUKJIaf IJIiKOIipoIaToM, Bif3HaYanucs
aTUIIOBI peakirii 3 00Ky apTepiasbHOTO THCKY Ta YAaCTOTH CEePIEBUX CKOPOYEHb. 3OAaTHICTh BUBOTUTHU
MOHEeTe3uTy TigpoXIopus Ta/abo #oro MeTaboJIiTH IUISIXOM Aiani3dy (remofianis, mepuToHeaaIbHUN
miami3 abo remodinbTpalis) 3aJIUIIaETHCS HEBITOMOIO.

ITo6iuni peakuii.

Haituacrimumu nobiyHuMY edeKTaMu € fiapes, M'S30Bi Clla3MU, IifBUIeHA BTOMJTIOBAHICTh, HYLOTa,
0J1I0BaHHS Ta OE3COHHS.

B ocib 3 iHgMBigyanbHOI0 HETIEPEHOCUMICTIO 10 Oyb-IKOT0 KOMIIOHEHTa IIpeapaTy MOXKJIKBI peakilil
rinepyyT/IUBOCTI.

Huxue HaBogsaThCS MOOIYHI peakiril, SKi Bif3Havamucs, 3a CHCTEMaMU OPraHiB Ta YaCTOTOM X
BUHUKHEHHs. YacToTa MOOIYHKUX peakiliii BU3HaYeHa TaKuM YMHOM: AyxKe 4acTo (= 1/10), yacTo
(= 1/100 ta < 1/10), HewacTo (= 1/1000 Ta < 1/100), pigko (= 1/10 000 ta < 1/1000), nyxe pigko
(< 1/10 000), gacTtoTa HeBimoMa (He MOXKHA BCTAHOBUTH Ha OCHOBI HAsIBHUX MAHUX).

Ingexuii ma ineasii

Yacro: 3acTyna.

MemaboaiuHi ma asimeHmapHi po3aadu

YacTo: aHOpEKCid.

3 6oky ncuxiku

Yacro: ramonuHamirt*, axuramnis**, arpecuBHa MoBefiHKa**, mOpyIeHHs CHY**, HiYHI Kommapu**;
Hesigomo: migBuiieHHS 1i0ifo, rinepcekCyanbHiCTh.

3 60Ky Hepeosoi cucmemu

YacTo: cuHKONE*, 3allaMOpOYeHHs, 0€3COHHS;

HeuacTo: cygomu*;



Pigko: ekcTpamipamMigHi CUMIITOMY;

[yXe pigKo: 37M0AKICHAN HEUPOJENTUYHUN CUHIPOM;
HesigoMmo: nnespoToToHyC (cuHApoM I[liza).

3 60Ky cepueso-cyOuHHOI cucmemu

HewacTo: 6pagukapmis;

Pigko: cuHoaTpianbHa 6/10Kaga, aTPioBeHTPUKYISIPHA O/I0Kama;

YacToTa HeBifoMa: moiMop@dHa IITyHOYKOBa TaxikKappis, BKIodauu torsade de pointes;
nopnoBxkeHHsd iHTepBany QT Ha EKT'.

3 60Ky WAYHK0BO-KUWKOB020 MpaAKmy
[ly>e 4acTo: Hy[oTa, Jiapes;
YacTo: 6s1r0BaHHS, TUCIIEIICIS;

HeuacTo: MITyHKOBO-KHIIIKOBA KPOBOTEYa, BUPAa3KU LINYHKA Ta ABaHAMALSATH-T1al0] KUIIKH,
rinepcasiBailis.

3 60Ky neviHKU ma H#08408UBIOHUX WAAXI8

Pigko: medinkoBa AUCHYHKILiS, B TOMY YHUCJIi TeaTUuT **,

3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU:

YacTo: BUCUIIAHHS, CBEPOiXK.

3 60Ky 0nopHO-pyx08020 anapamy ma cnoaAy4YHOi MKAHUHU:
YacTo: M'g430Bi CyZoMY;

Iyxe pigko: pabmoMiomiz*¥+**,

3 60Ky HUPOK ma ce4o8uBiOHUX W.AAXi8:

YacTo: HeTPUMaHHS Cedi.

3azanvHi po3aadu ma peakuii y micui 8Be0eHHA npenapamy:
Iy*e 4acTO: TOJIOBHUH Bifb;

YacrTo: migBuilleHa BTOMITIOBAHICTD, OiNb.

Pesysiemamu obcmesiceHHA:

HeuacTo: He3HaYHe MigBUINEHHS CHPOBATKOBOI KOHIIEHTpallil M’'s130B0i KpeaTHHiHGOCHOKIHA3H.
Tpasmu, ompyeHHA Ma NPoy,eOypHI YCKAAOHEeHHA:

YacTo: HelllaCcHI BUIIaOKU, BKIIIOYAIOYY MaTiHHSI.



*[Ipu oOCTeKeHHI MallieHTiB 3 TPUBOMY CUHKOIIe ab0 Cy[IOM CJIifl pO3TJISHYTH MOXKJIMBICTH CEPLEBOi
61mokagu abo TpUBANIUX CHHYCOBUX TMay3 (OuB. po3min «OcoO0MMBOCTI 3aCTOCYBaHHS»).

**TIoBimOMJIEHHS NIPO TajionMHalii, 30yAKeHHS Ta arPeCUBHY MOBEHIHKY, 110 MUHAIN TiCIsA
3MeHILIeHHS f03u abo BigMiHU Ipemapary.

*k*Y BUIAgKaX MeYiHKOBOI OUCOYHKII, TKa He TMOSCHIOEThCS OUEeBUIHUMU TPUYUHAMHU, CIIifI
PO3TISTHYTH MOXKJIMBICTh IPUIIUHEHHS JTiIKYBaHHS TOHETIE3UIIOM.

***TIpo pabmoMiosii3 MOBiHOMIIANIN He3a/leXkKHO Bifl 37T0SIKiCHOTO HEMPOJIENTUYHOTO CUHAPOMY Ta
TICHOTO TUMYaCOBOT0 3B’S13Ky 3 T0YATKOM JIiKyBaHHS NOHEIIEe3UJIOM Ta MigBUIIEHHIM NO3HU.

[ToBimoMIIeHHS PO Mimo3pioBaHi no6ivHi peakirii.

[ToBimomneHHs mpo mo6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/I1uBe 3HaAYEHHS.
Lle mae 3MOry MPOBOAUTY MOHITOPUHT CIIiBBIHOIIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI LILOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TaKOXK MalieHTam abo ix
3aKOHHUM ITIpeCTaBHUKAM CJIi[] IOBiTOMJISITH TIPO YCi BUITAAKK MMiI03PI0BaHUX MOOIYHUX Peakilii Ta
BifcyTHOCTI e(peKTHUBHOCTI iKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMalliliHy cucTeMy 3
(apMakoHarisAgy 3a nocuinaHHAM: https://aisf.dec.gov.ua

Tepmin npudamuocmi.

3 POKH.

YMoBu 30epiranHsi.
36epiratu npu TeMiepartypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

VnaxoBka.

I[To 14 Tabnetoxk y 6iictepi. I[To 2 6icTepy B KAPTOHHIN YIIAKOBIIi.

Kareropis Bigmycky.

3a peLemnToM.

BupOOHHK.

TOB «['JIEODO®APM JITI».
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Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicCIsi IPpoOBaIXKeHHs HOro Tis/IbHOCTI.

40020, Ykpaina, Cymceka ob6nactb, M. Cymu, Bys. [JaBumoBCchKOro I'puropis, 54.

IHCTPYKIIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapCHKOI'0 3aC00y

CEPBOHEKC®

(SERVONEX®)

CKn1ao0:
ditoua pevosuHa: donepezil;
1 TabGneTKa MiCTUTh HOHETE3Uy Tigpoxmopuny 5 Mr abo 10 mr;

0ONOMIdCHI peuyoBUHU: TTAKTO3W MOHOTIPAT, I1eJII0103a MiKpOKpHUCTaliyHa, KonoBigoH K 28,
KpOoxMaJlb IpexelaTuHI30BaHU, MarHio creapat, Opadry II White 31G58920 (Tanek, TuTaHy
miokcup (E 171), rinpoMeno3a, MOMieTUIEHTTIKONb, TaKTO3M MOHOTIpaT).

JIikapcbka ¢opma. TabneTku, BKPUTI 0607I0HKOIO.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: 6ini abo Marixke 6ini Kpyrii ABoOmyKiIi TabmeTK, BKPUTI
000JI0HKOIO, TJIafeHLKi 3 000X OOKiB.



®dapMakoTepaneBTUYHA rpyna.

3acobu [j1s 3aCTOCyBaHHS Ipu feMeHItii. [HribiTopu xonminectepasu. Kog ATX NO6D A02.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

IoHemne3umny rinpoxaopup € crenudiyHuM 000pOTHHUM iHTiIOITOPOM alleTUIIXOJIiHeCTepasH, SKa €
OCHOBHUM THUIIOM XOJIiHECTepa3u y TOJI0BHOMY MO3KY. B yMoBax in vitro 6ymio moka3aHo, 1110 3[aTHICTh
IOHEeTe3uITy TifPOXJIOPUAY TaJbMyBaTH aKTHBHICTh 1boro pepmeHTy B 1000 pasiB nepeBUIlye ioro
3[aTHICTh raJlbMyBaTU aKTUBHICTh OYTUPUIIXO/IiHECTEPa3H, IKa 3[e0i/IbIIoro 3HaX0OUThCS 3a
MeXKaMHU [IeHTPaJIbHOl HEPBOBOL CUCTEMHU.

[lemeH11is Tpu XBOPoOi AnblreiMepa

Y matieHTiB i3 XxBopo0o0i0 AmblireiiMepa, BBeleHHS NoHene3umy y f03i 5 Mr abo 10 mr 1 pa3 Ha goby
IiCyIs HOCATHEHHS PiBHOBAXKHOI KOHIIEHTPALlil IPU3BONUIIO 10 IPUTHIYEHHS aKTUBHOCTI
alleTUITIXOJIiIHECTePa3y (IKy BU3HAYaJIU Y KJIITHHHIA MeMOpaHi epuTpOIUTiB) BifnoBinHO Ha 63,6 % Ta
77,3 %. By1no 1moka3saHo, 1110 raJibMyBaHHS alleTUJIXO0JIIHECTEPA3Uu B ePUTPOLIUTAX 38 HOIIOMOI 010
IOHeIe3uTy TigpoXI0pUAY KOpPeIoBao 3i 3MiHaMu pe3ysbTaTiB 3a mKanow ADAS-cog (wkana ais
OLIIHKY KOTHITHBHOI (QyHKIIi Tpu XBopoOi AnblreiiMmepa), dkKa € YyTJIUBOIO IIKAJIOI0, 110 TO3BOJISE
IIePeBiPUTH [esKi aClleKTH KOTHITUBHOI QyHKIIl. 3MaTHICTh HOHENE3UITy TigPOXJIOPUAY 3MiHIOBATH
nepebir OCHOBHUX HEBPOIIATOJIOTIYHUX CUHAPOMIB He BUBYaIU. TOMY HEMOXKJIMBO OLIHUTH BIIJIUB
[OHeIe3usy Ha IPOrpecyBaHHs LbOI'0 3aXBOPIOBAHHS.

EdeKTUBHICTH JTiKyBaHHS HOHEIE3UJIOM JeMeHIIii OyI0 MPOoJIeMOHCTPOBAHO y YOTHPLOX IIIalebo-
KOHTPOJIbOBAHUX OOCTIIXKEHHIX TPUBAIICTIO 6 MicAIliB Ta 1 pik. [IoKa3aHO, 0 MOHENE3UIT BUK/INKAB
3asieXKHe Bifl JO3M CTaTHCTUYHO NOCTOBipHE 30ilbIlIeHHS BiIHOCHOI KiTbKOCTI MAIiEHTIB, Y SKUX
BMHWKAaJla Peakilid Ha JIiKyBaHHS, BU3HAaueHa 3a BiMOBIZHUMU IIIKaJaMH{ OI[iHKYM KOTHITUBHOI QPyHKIIiI
(mkana ADAS-Cog), ctany nanienTa (mkana CIBIC moka3HUK 3aranbHOl QyHKIIII) Ta MOBCIKIEHHOI
aKTUBHOCTI ITPU KJTiIHIYHUX O3HaKaxX JeMeHIIl.

dapmakoKiHemuxka.
Abcopbuis

[Ticns mepopasibHOTO 3aCTOCYBaHHA MaKCUMaJlbHa KOHLIEHTpaLid y mia3mi Kposi C,,, HOCATaeTbCA
npubnu3Ho yepe3 3-4 roguHu. KoHIIEHTPAIlis y I1a3Mi KPOBi Ta IJIOIIa i KPUBOIO «KOHIIEHTPAITis-
yac» (AUC) mipBuIyoThCs IPOMOPLIKHO A0 [0o3U. KiHIleBul mepion HalliBBUBEEHHS CTAaHOBUTD
npubnusno 70 roguH, TOMy 6araTopa3oBe BBEEHHS 3 4aCTOTOI0 1 pa3 Ha J00y MPU3BOOUTE [0
IIOCTYIIOBOTO IOCATHEHHS PiBHOBaXKHOI KOHIIeHTpallil. [Ipubir3Ho piBHOBaXKHA KOHIIEHTPAILis
LOCATAETHCA Y MexkKaxX 3 TUXKHIB MiC/Is mo4aTKy JTiKyBaHHA. [1ic/ig [OCATHEHHS PiIBHOBAXKHOTO CTaHY
KOHIIEHTpAIlisd MOHEIe3uTy TigpoXJI0pUaYy Ta IMOB’'s3aHa 3 UM (apMaKoJWHaMidHa aKTHBHICTb
Maiixke He 3MIiHIOIOThCS IIPOTSATOM yciei mo0u.

[xa He BnnMBae Ha abCcopOLIii0 HOHENE3UY TiPOXIOPULY.
Po3noodin

3 OinKaMu nIa3Mu 3B'3yeThCs NPUOIN3HO 95 % moHeme3uny rifpoxyopuny. CTymiHb 3B's13yBaHHS 3



OinKaMu M1a3MU aKTUBHOTO MeTabomiTy 6-O-gecMeTUNIIOHene3uny HeBigomuii. Po3nogin moHene3uny
TiOpOXJIOpUAY V Pi3HUX TKAaHWHAX OpraHi3My AeTalabHO He BUBYaNU. [IpoTe Mpu IpoBedeHHi
mocyimKeHHsT 6araHCy Macu 3 Y4acTIO 3[0POBUX YOJIOBiKiB-T0OPOBOIBIIIB OY/I0 TOKA3aHOo, II0 Yyepes
240 roguH IicNIs OMHOPA30BOTO BBEAEHHS 5 MT "C-migeHOTO MOHEeTe3UITy TifpPOXIOpUIy MpPUubIN3HO
28 % MiTKM 3asuinanocs He BifHOBIEHOIO. Lle CBiTUUTh PO Te, 110 MOHETe3uy Tigpoxopus i/abo
110r0 MeTaboIiTH MOXKYTh 3a/IMIIATUCS B OpraHiaMi npoTsaroM 6inbine 10 gHIB.

Memaboaism/exckpeuis

[oHene3uny rifpoxJopun MoXe sK BUAUIATUACSA Y HE3MIHEHOMY CTaHi pa3oM i3 cedero, Tak i
HapaXKaTucs Ha MeTabOJiYHUI po3naf y MediHIl 3a 0moMoroio i300epMeHTIiB CUCTEMHU LIUTOXPOMY
P450 3 yrBOpeHHAM GaraThox MeTaboMiTiB, cepeq SKux imeHTHudikoBaHi Oy He BCi MeTabOIIiTH.
ITicist 0mHOPa30BOT0 BBENEHHS 5 MT "C-miueHOTO OOHeIe3usly TiAPOXIOPUAY PafiOaKTUBHICT
I71a3MHM, BUPaXKeHa SK BiICOTOK Bif BBefleHOi 031, 0yla 3yMOBJIeHa ITepeBakKHO iHTAKTHUM
noHene3uny rigpoxmopunoM (30 %), 6-O-mecmetungonemne3unoM (11 %, eguHuN MeTabOIIT, IKUN
IIPOSIBJISIE TAKy CaMy aKTHBHICTB, IO U IOHETE3WIy TiApPOXJIOpUL), HoHene3un-uc-N-okcumoM (9 %),
5-O-gecMeTunponene3usnoM (7 %) i rIOKypoHigHUM KOH toraToM 5-O-mecMeTun-gosene3uny (3 %).
[Tpu6nu3Ho 57 % Bif 3aranbHOI BBEEHOI PagioaKTUBHOCTI BiHOBIIOBANOCH ¥ cedi (17 % - y Burnsagi
He3MiHeHOTO JoHemne3uny) i 14,5 % BimHOBIIOBAIOCH V Kalli, BKa3yl4Hy Ha Te, 1110 OCHOBHUMU
IIITXaMU BUBeJeHHS € 6ioTpaHcdopmallisi Ta eKckpelis i3 ceuero. O3HaKH, sKi 6 BKa3yBaau Ha
PELUPKYIISINIo TOHEe3uy TinpoxIopuny Ta/abo 0yab-sKux #oro MeTabosmiTiB B eHTeporenaTuyHin
CHCTEeMi, He Bil3Ha4YaIUCh.

3MeHIIIeHHs KOHIIeHTpallil JoHeme3usy y mia3Mi KpoBi BinOyBa€eThCs Mpu Mepioni HamiBBUBEOEHHS
npubau3Ho 70 roguH.

CraTh, paca Ta iCTOpPid KypiHHS He YMHUIM KJIIHIYHO 3HAUYYIOT0 BIJIUBY Ha KOHLIEHTPALil0
IOHeIe3uTy TigpoXI0pHUaY y I1a3Mi KpoBi. PapMaKOKiHETUKY AOHENe3usy (opMaibHO He BUBYAJIU Y
3[0POBUX NOOPOBOIIBLIIB JIITHEOTO BiKy a0 y MallieHTiB i3 XBopo0oi0 AmbiireiMepa abo CyouHHOIO
neMeHtie0. [IpoTe cepenHs KOHIIEHTpallis y 11a3Mi KPOBi XBOPHX Jiofiel foOpe y3rogxKyBaiacs i3
KOHIIEHTPAIIIEIO0 Y M1a3Mi KPOBi MOJIOAUX 3[OPOBUX HOOPOBOJIBIIIB.

Y narienTiB 3i cnabko abo MOMipHO BUPaXKEHUMU MOPYIIEHHIMU QYHKIIII TeviHKy 30ibIyBaacs
piBHOBaXKHA KOHIIEHTpAllis moHene3uny, npu upomy AUC 36inbiryBanacs Ha 48 %, a cepenss C,,,
36inmbimyBanack Ha 39 % (guB. po3min «Cmocib 3acTocyBaHHS Ta HO3U»).

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

CuMnToMaTHyHe JTiKyBaHHS AeMeHIil AbLreiMepiBCbKOTO TUILY JIETKOT'0 Ta CEPENHBOr0 CTYIEHS
TSI3KKOCTI.

IIpomunoka3aHHs.



[TpoTunoKa3aHu# XBOPUM 3 BiJOMOIO TiMEPYYTIUBICTIO 10 MOHEIIE3UIY TiIPOXIOPUAY, TTOXiTHIX
ninepupuHy abo [0 OyOb-sKOi 3 HOTIOMiXKHUX PEYOBUH IIperapary.

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

Honemne3uny rimpoxmaopup Ta/abo 6ymb-sKi #10r0 MeTabOoIiTH He raJbMyI0Th MeTabomi3M Teodininy,
Bapdapuny, UMMeTUANHY ab0 OUTOKCUHY Yy MoguHu. OmMHOYaCHUM IPUIOM TUTOKCHUHY a0o
IIUMETUIMHY He BIJIUBA€ Ha MeTab0Ii3M JOHEeNe3uIy Tifpoxaopuny. Y JOCHiIXKEeHHSIX B yMOBaX in
vitro 0y10 moKa3aHo, 110 i30¢epMeHTH cucTeMu IuToxpoMy P450, 30kpema i3opepmenT 3A4 Ta 3
MEHIII0I0 Mipoio i3odepmeHT 2D6, 6epyTh aKTUBHY y4acTh y MeTabomi3mi foHene3uny. Y
OOCIIIXKEeHHSX [JIS BABYEHHS JIiKapChKOl B3a€MO[Iil B yMOBax in vitro 6ymno 1mokasaHo, II10
KEeTOKOHAa30J i XiHiguH, sKi € inribitopamu BignosigHo i3odepmenTis CYP3A4 i 2D6, ranbsMyoTh
MeTabomi3m moHene3usny. Tomy 1i Ta i inribitopu isodhepmenty CYP3A4, Hanpukiay iTpakKoHa301
Ta ePUTPOMIIIMH, a TaKoX iHribiTopu i3odhepmenty CYP2D6, Hampukian GII00KCETHH, MOXKYThb
rajbMyBaTi MeTalo0J1i3M JoHeme3uly. Y OOCigKeHHi 3 y4acTio 3M0POBUX HOOPOBOIIbLiB KETOKOHA30JI
IiABUINYBaB CEPEOHIO KOHIIEHTPAIiI0 JOHeNne3uy y KpoBi mpubausHo Ha 30 %.

[HpyKTOpPY (epMeHTiB, Hanpukiayn pudamminuH, GeHiToiH, KapOaMa3elliH Ta aJTKOTroJib, MOXKYTh
3HUKYBaTH KOHI[EHTPAIIil0 JoHeNe3uny B KpoBi. CTymiHb iHAYyKy0401 ab0 ranbMyoodol Aii
3aJIUIIAEThCS HEBIJOMUM, TOMY CIlif 3 06epexkHICTIO 3aCTOCOBYBaTU TaKi KoMOiHallii mpemaparTis.

[loHene3uny rigpox/JI0pu MOXKe BIUIMBATU Ha IpernapaTé 3 aHTUXOJIIHEPriYHOK aKTUBHICTIO. KpiM
TOT0, MOXK€e IIPOSIBIIATUCS CHHEPTiuHa aKTUBHICThH IIPU OOHOYACHOMY IIPUUOMI TAKUX IperaparTiB K
CYKIHMHINIXOJTiH, iHIIIi HelpoM s130Bi O10KaTOPH, X0JIiHepriuHi aroxictu abo 6eTa-0110KaToOPH, SKi
BIJIMBAIOTh Ha MMPOBITHICTEL CEPIS.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI 3 JOHENE3UJIOM IHIINX XOJIIHOMIMETHKIB 1 YeTBEPTUHHUX
AQHTUXOJIiHEePTiYHUX ITPelapariB, TAKKX SK TIiKOoImiposnat, Oyu omnucaHi BUIaAKKU aTUIIOBUX 3MiH
apTepiasbHOIO TUCKY 1 YaCTOTH CEPLIEBAX CKOPOYEHb.

[ToBimoMunsinocs mpo BUMIaAKK IOKOBXKeHHA iHTepBany QTc Ta torsade de pointes nipu 3aCTOCyBaHHI
noHerne3uy. PekoMeHnyeTbCs 6yTH 00epekKHUM IIPU 3aCTOCYBaHHI TOHETIe3UTy OMHOYACHO 3 iHIINMU
JiKapchKUMHU 3acobaMu, siKi TOHOBXKYIOTE iHTepBan QTc, — Moxke 3HamOOUTHUCS KITIHIYHUN
MmoHiTopuHr (EKT'). HuxXye BKa3aHi MpUKIafu TaKUX JTiKapChKUX 3acobiB:

aHTUAPUTMIiuHi 3aco0u [A knacy (Hampukiaf, XiHiguH);

aHTHapuTMiyHi 3acobu III Kiacy (HampuKiag, aMiofapoH, COTao);
- IesIKi aHTHOeIpecaHTH (HampHKIa#, IATANIoNpaM, eCIIUTaIonpaM, aMiTPUIITUITIH);

- iHmi aHTUIICUXOTUYHi 3aco0u (HanpHUKIIaf, MoXigHi heHoTia3uHy, CEPTUHMIOM, MIMO3HUL,
3UMpPa3ugoH);

- peski aHTUOIOTHKY (HaIIpUKIIaM, KJIaPUTPOMIIIMH, ePUTPOMIIIMH, JIeBOMIIOKCAIIMH,
MOKCHU(IIOKCAIIKH).

Oco6 1ueocmi 3acmocyeaHHsi.



3acTocyBaHHS [OHENE3UNIy IIpU AeMeHIli] y allieHTiB i3 xBopo0oio AnblireiiMepa y TAXKKil GpopMi,
IIPH iHIIKMX BUAAX OeMeHITi a0o iHIMX BUAaX MOTipUIeHHS maM ATi (HalpuKiIa, IpHU BiIKOBOMY
MOTipIIeHHI KOTHITHBHOI (PYHKIIil) He BUBYAJIH.

AHecmesis

IloHeme3un 5K iHTi6iTOP X0MiHECTEPA3U MOXKE MTOCUITIOBATH PO3CIabneHHsT M's3iB
CYKILUHIIX0TIHOBOTO THUITy IIifl YaCc aHeCcTe3il.

Cepuego-cyOuHHi NOpyweHHs

[uribiTopu xoniHecTepa3y yepe3 CBOIO (papMaKOJIOTiYHy [if0 MOXKYTh BUSIBIISITA BarOTOHIYHUY BIIJIUB
Ha YaCTOTY CeplieBUX CKOPOYEeHb (HAMPUKIIA[, BUKIUKATHA OpaguKapmioo). Takuil BIJIUB MOxKe OyTH
0C06IMBO BaXKJIMBUM [IJI51 MTAIli€EHTIB i3 CHHAPOMOM €1abKOCTi CHHYCOBOTO By3/1a abo iHImuMu
TIOPYIIeHHSIMH HaIIIYHOUYKOBOI TPOBIMHOCTI, HAIPUKJIIA[ i3 CHHOATPiaIbHOI0 a0
aTPiOBEHTPUKYIISIPHOIO 6JI0KaI0I0.

Bynu 3adikcoBaHi BUagKu CUHKOIIe Ta CyIOMHUX HamnamiB. [Ipu o0cTeXKeHHi TaKuX IallieHTiB
OTPiOHO BpaXOBYBaTH MOXKIUBICTh OI0Kagy IPOBiTHOCTI a00 HOBrUX Iay3 CUHYCOBOTO BY3JIa.

Y nmicnsgpeecTpaliiHuii Iepiod IOBiAOMIIAIOCS PO IOJOBXKeHHS iHTepBany QTc Ta torsade de
pointes (ouB. po3minu «B3aemomis 3 iHIUMHU JTiIKapCbKUMM 3aco0aMu Ta iHIIM BUOYW B3aEMOMiM» i
«ITo0OiuHi peakirii»).

PexomeHOyeThCst 3 06€pPeKHICTIO 3aCTOCOBYBATH MallieHTaM, Y SKUX B 0COOMCTOMY YU CiMelHOMY
aHaMHe3i HassBHe MOAoBXKeHHs inTepBany QTc, mamieHTaM, sSKi 3aCTOCOBYIOTH JIiKapChKi 3aco0H, 1110
BIIMBAIOTh Ha iHTepBan QTc, malrieHTaM i3 3aXBOPIOBAaHHSIMU CePIs (HallpuKilad, HeKOMIIeHCOBaHa
cepiieBa HeIOCTATHICTh, HelllomaBHiM iHdapKT Miokapaa, OpaguapuTMist) abo 3 eeKTPOTITHUMU
TIOPYIIeHHSMHU (TiloKamieMis, rimoMaruiemist). Moxe 3HagOOMTHCA KITiHiYHUHE MOHITOPHHT (EKT).

I 1yHK0BO-KUWKOBI NOPYWEHHS

[ToTpibHO peTenbHO KOHTPOJIIOBATH CUMIITOMY Y MAIiE€HTIB 3 MiABUIIEHUM PU3UKOM PO3BUTKY
BUPa30K, HAIIPUKJIa[ Y MallieHTiB i3 BUPa3K0BOI XBOp00Oi0 B aHaMHe3i abo y nallieHTiB, sKi
IpUUMalOTh HECTePOigHi mpoTu3ananbHi 3acobu (HII33). TIpoTe y KIiHIYHUX JOCTigKEeHHSIX i3
3aCTOCYBaHHSM IOHEIe3UJy He CIIoCTepiranocs 30ilblIeHHS YaCTOTH NPOSIBiB BUPA3KOBOI XBOPOOU
ab0 IUTYHKOBO-KUIIIKOBOI KPOBOTEUi IMOPIBHSHO i3 3aCTOCYBaHHAM I1alebo.

Cevocmamesa cucmema

XomiHOMIMETUKY MOXKYTh CIIPUYUHATH 00CTPYKILiI0 HUKHBOI YACTUHU CE4OBOTO MiXypa, Xo4a y
KJIIHIYHUX [OCIIIIXKEHHAX 13 3aCTOCYBaHHIM [OHEIE3UJIy TaKi IOPYIIEHHS He CIIOCTePirajiuch.

Heapoao2iuHi nopyweHHA

CyOomu. BBaxaloTh, 10 XOTIHOMIMETHKY MalOTh OESIKY 30aTHICTh CIPUUYNHSATH TeHepaTi3oBaHi
cymomu. IIpoTe Taki Hamafiy TaKOXK MOXKYTh OyTH IIPOSIBOM CcaMoi XBOpoOu Anblreimepa.

XonmiHOMIMETHKY MalOTh 3[aTHICTh MOCUIIOBaTH ab0 CIPUYMHSATY eKCTpalipaMifiHi CHMITOMH.
3n05aKicHul HetlipoaenmuyHutl cuHOpom (3HC)

3HC - noTeHuinHo HeOEe3MeYHUM [JIST XKUTTS CTaH, 1110 XapaKTePU3YETHCS TillepTEPMi€I0, M’ I30BOI0



PUTifHICTIO, po37afaMy BEreTaTUBHOI HEPBOBOL CUCTEMH, ITOPYIIEHHIM CBiJOMOCTI Ta MiABULIEHHSAM
PiBHIB cUPOBaTKOBOI KpeaTuH(}OCGHOKIHA3Y, KU, K IOBIIOMIANIOCS, BUHUKAE OYXKe PiIKO y 3B’ I3Ky
i3 3acTOCyBaHHSM HOHENEe3uITy, 0COGIMBO y MAIli€HTIB, SIKi TapayeIbHO OTPUMYIOTh HEHPOJIEITUKH.
ITomaTKOBi 03HAKK MOXKYTh BKJII0OUaTH Mioryo6iHypito (pabmomiosti3) i rocTpy HUPKOBY HEOCTATHICTb.
fKI10 y maljieHTa po3BUHYINUCS 03HAKU Ta CUMIITOMH, 5IKi BKa3yioTh Ha 3HC abo ctanu 3
HEe3pO3yMiJIo0 BICOKOI0 TEMIIepaTypolo 6e3 [ofaTKOBUX KITiHiYHKX NposaBiB 3HC, nmikyBaHHS
HeOOXiIHO IPUIIUHUTH.

3ax8opr8aHHs nezeHi8

IaribiTopu xosmiHecTepasu Yepes3 iX XOIiHOMIMETUYHUH BIIJIUB IMOTPIOHO IpU3HAYaTH 3 00EPEXKHICTIO
namieHTaM i3 6poHxXianbHOI0 acTMOI0 a00 0OCTPYKTUBHUM 3aXBOPIOBAHHSM JIET€HIB B aHAMHe3i

IoHemne3un He PeKOMEHY€EThCS IPUMMATH pa3oM 3 iHIMMMU iHTiGiTOpaMu alleTHIIXO/IiHeCTepa3Hy,
aro"ictamu abo aHTaroOHiCTaMU XOJIiHEPTiYHOI CUCTEMH.

3HayHi nopyweHHA PYHKUIT neyiHKu:
Hani [71g namieHTiB 31 3HaYHUMHU MOPYIIEHHSIMU (QYHKIII TeYiHKy BifICYTHI.
JlemanvHicmb y KAiHIYHUX 00CAI0HCEHHAX 13 CYOUHHOK OeMeHUie

Y mocmigXeHHAX IPU 3aCTOCYBaHHI JOHENe3usly TiAPOXIOPUAY Y Malli€HTIB i3 CYAUHHOIO AEMEHIIIEI0
YacToTa JIeTaJlbHUX BUIAOKIB Y KiIbKiCHOMY BifHOIIeHHi OyJia BUIIOIO0, HiXK y TPYIIi 3aCTOCYBaHHS
naiebo, MpoTe L pi3HuIld He Oyna CTaTUCTAYHO AOCTOBIPHO0. BiNbIIiCTh JTIeTanbHUX HACIAKIB ¥
NallieHTiB, SKi npuiiManu abo HOHeNe3usy Tigpoxiopus, abo miamedo, Oyna cipuunHeHa PiSHUMHI
CyIVUHHUMMU CTaHaM¥, SKUX MOXHA O4YiKyBaTH Y JIFOfel JIITHBOTO BiKy 3 iICHYIOUUM CYOUHHUM
3axBoproBaHHAM. [Ipy aHai3i BCiX CEepUO3HUX HeJleTaIbHUX 1 JIeTaIbHUX CYOUHHUX SBULL He
Bil3HAyYasacs Pi3HULS Y 4aCTOTI LIUX SBUILLI MiXK rpyllaMy 3aCTOCYBaHHS AOHENE3UY TiIPOXJI0PUAY
Ta marebo.

JlemaavHicmy y docaidxHceHHAX npu x8opobi Aavuzetimepa

YV mocnimkeHHSX Tpu XBopoOi AnbIreliMepa, a TakKoXK IMpy 06’€qHAHHI IUX JOCIIXKEeHb ITPH XBOPoOi
AnbureriMepa 3 iHIIMMY AOCITIIXKEHHSIMY IIPY JeMeHIIi], BKII04Yal4y AOCTiXKEeHHS IIPU CYyAUHHIN
IeMeHIIii, YacToTa JeTaJbHUX HACIiOKiB y I'PyIax 3aCTOCyBaHHA Iale0o0 y KibKiCHOMY BigHOIIEHH]
IepeBUlllyBajia 4aCTOTY y I'pylax 3aCTOCyBaHHS JOHEIe3uy TigpoXI0pUuny.

JonomixcHI peuyosuHu.

[IpemapaT MiCTUTH J1aKTO3Yy. fAKIIO y MallieHTa BCTAHOBJIEHO HEIIePEHOCUMICTh JedKUX LYKpIB, CIIif
IIPOKOHCYJIbTYBaTHCS 3 JIikapeM, MepIll HiX MpuiiMaTy Lel TiKapchKuii 3acib.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaritHicTb

[loCTOBIpHI [aHi OL0 3aCTOCYBaHHSA NOHEIE3UIy BariTHUM KiHKaM BiICYTHI.



B ekcneprMeHTax Ha TBapyHax He Bij3HayaBCsA TepaTOreHHUM e(eKT, ajie BUHUKAIN 03HAKU
TOKCUYHOCTI y IIepu- Ta IOCTHATaJIbHOMY Iepiofi. [IoTeHIINHYY PU3UK AJ15 JIIOOUHY 3a/IUIIa€EThCS
HEeBIOMUM.

[loHeme3un He PeKOMEHAYETHCS 3aCTOCOBYBATH MIPOTATOM I1ePiofy BariTHOCTI 3a BUHATKOM BUITAOKiB
KPaiHbOI HEOOXiMHOCTI.

[Iepion rogyBaHHSA TPYOOI0

[loHeme3un IPOHUKAE Y MOJIOKO ITypiB. [loCHiAKeHHS 3 y4acTiO XKIiHOK Y ITepiof TOAyBaHHS TPYAII0
He IIPOBOOUIIA, TOMY 3a/lMIIAaEThCS HEBIJOMUM, YX MPOHUKAE JOHEIe3UIy TigPOXJIOPUL y IPyAHe
MOJIOKO XKiHOK. OTXKe, y nepiof JIiKyBaHHS JOHEINE3UJIOM XKiHKaM CJIifl IPUIIUHUTY FOAYBaHHS
TPYALIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

IJoHemne3un YNHUTD He3HAYHUM a00 MOMipHUI BIIMB Ha 3[aTHICTL KepyBaTu aBTOMOGimeM i
BUKOPHUCTOBYBATH iHIIII MeXaHiuHi 3ac0o0u.

HemeHuis AnpIreiMepiBCbKOI0 TUITy MOXKe 3yMOBJIIOBATH IOTIPIIEHHS 30aTHOCTI KepyBaTH
aBTOMOOiNIEM Ta IHIIMMU MeXaHiYHUMU 3acofamu. KpiMm Toro, moHemne3un Moxe BUKIUKATH
CTOMJTIOBAHICTh, 3alIaMOPOYEHHS Ta CyIOMHU M’s3iB, 0COOIMBO Ha IMOYATKY JTiKyBaHHS ab0 mpu
30inmbIneHHi o3u. Y nepiof JTiKyBaHHS [IOHETEe3UI0M JIiKap ITOBUHEH PeryyspHO OLiHIOBAaTH 3MATHICTh
TallieHTiB KepyBaTH aBToM0GineM a0 BUKOPHCTOBYBATH CKJIagHi MeXaHiuHi IPHUCTPOI.

Cnoci6 3acmocyeaHHss ma do3u.

Ilopocmi

JIiKyBaHHS IOYMHAIOTH 3 O34 5 MT Ha fo0y (Ipu 3acTocyBaHHi 1 pa3 Ha Bo06y). CepBoHEKC® IOTPiGHO
IpUKMaTH BHYTPILIHLO BBEUYepi, Oe3mocepeHbO Iepel CHOM. Y pa3i mopylieHb CHY, BKIOYal0uu
He3BUYalMHiI CHOBUAIHHS, KomMapu abo 6e3coHHs (muB. po3min «ITo6iuHi peakilii»), MOXHa
PO3TJIAHYTU MOXKJIUBICTE npuiioMy CepBOHEKCY BpaHIIi.

o3y 5 mr Ha {00y CyIif 3aCTOCOBYBaTH NPUHAUMHI TPOoTaroMm 1 micsid, mo0 MoxkHa OyJI0 OLiHUTHU
PaHHIO KJIiHIYHY peakKI[ilo Ha JIIKyBaHHS Ta NOCATTU PiBHOBAXKHUX KOHLIEHTPALIU NOHENIE3UIy Y
na3Mi Kposi. [Ticist KiHiYHOI OIiHKY JTiKyBaHHS y 7031 5 MTI Ha fo0y npoTarom 1 Micais nosy
npernapaTty MoxHa 30inpuuty go 10 Mr Ha goOy (Ipu 3acTocyBaHHi 1 pa3 Ha f00y). MakcuMalbHa
pekoMeHgoBaHa 060Ba go3a cTaHOBUTH 10 Mr. [103H, 1110 epeBulllyioTh 10 Mr Ha 700y, He BUBYAIIU.

JIiKkyBaHHS OBMHEH IIOYMHATU Ta KOHTPOJIIOBATH JIiKap - CIeLialiCT y rajay3i JiarHOCTUKY Ta
JiKyBaHHS AeMeHIil mpu xBopobi AnbiireiiMepa. [liarHo3 moTpiGHO CTaBUTH BiATIOBITHO [0
3aralbHONPUUHATUX peKoMeHAamin (Hanpuknag, DSM IV, ICD 10). JIikyBaHHS JOHENIE3UI0M MOXKHa
PO3IMOYMHATH TiIbKU §¥ TOMY pasi, SKII0 y MallieHTa € MOMIYHUK, SKuil Oye peryisipHo
KOHTPOJIIOBATU IIPUMOM LIbOT'O IIpelaparty nalieHToM. [linTpumyoue JIiKyBaHHS MOXKHa
TIPOJIOBXKYBATH, ITOKM y TalliEHTa CIIOCTEPIraeThCsl TepaneBTUYHUM epeKT. ToMy MOTPIOHO PeryaspHO
TIOBTOPHO OILIiHIOBATH KJIiHIUHI TepeBaru TiKyBaHHS NOHeNe3usIoM. [IpUnuHATY TiKyBaHHS MOTPiGHO
TOMi, KOJIX TepaleBTUYHUY eeKT OinbIlle He CIIOCTepiraeThcsa. IHOUBiAyaNnbHY peakililo Ha



OOHEIIe3UnJI HE MOXKHa Hepeﬂﬁa‘-II/ITI/I.

[Ticng npunuHEeHHS JiKyBaHHS MO3UTUBHUM €(PEeKT JOHENEe3UITy II0OCTYII0BO 3MEHIITYETHCS.

[MopyuieHHs QYHKIII HUPOK i eYiHKK

[l51s1 malieHTiB i3 mOpyLIeHHAMHU (PYHKIIil HUPOK MOXKHa 3aCTOCOBYBATH TaKy caMy CXeMY HO3yBaHHS,
OCKIJIbKY TakKe IIOPYILIeHHS He BIIMBAE Ha KIIIPEHC NOHENEe3Uy TiIPOXJIOPULY.

Yepes MoxIuBe 30ibIIeHHSI CUCTEMHOI Ail pu cmabkoMy abo moMipHOMY IOpPYIIeHHi GyHKIIi
nedinky (ouB. po3pin «dapmakokiHeTHKa») 30ibIIyBaTH 003y MOTPiOHO 3a/Ie’KHO Bifl iHAKWBiTyanbHOI
IIepeHoCUMOCTi. [17151 mallieHTiB 3i 3HAUHUMU NOPYIIeHHAME QYHKIIl Ie4iHKKA He OyJI0 OTpUMaHO
NaHUX.

Himu.

CepBoHeKc” He peKOMEeHYEThCS IPU3HAYaTH [iTAM BiKoM [0 18 poKiBb.

Ilepedo3yeanns.

[Tepenmo3yBaHHs iHTi0iTOPIB X0IiHECTEPA3U MOXKE IIPU3BOAUTHU [0 XOJIIHEPTiYHOTO KPU3Y, SKUM
XapaKTepU3YETLCS CUIBHOI0 HYOTO0, O/TI0BAaHHSM, CIMHOTEYEI0, MiIBUILIEHUM IIOTOBHAIIIEHHIM,
OpapuKappieio, apTepiaabHOIO TiOTEH3i€10, MPUTHIYEeHHAM AUXaHHS, KOJIallCOM Ta cCygoMaMu. Moxke
3'IBIIATUCS M’5130Ba CNabKiCTh, IKa MOXKe CIPUUYMHUTH JIeTalIbHUM HACIIOK, K0 OyIyTh ypaXKeHi
OUXaJIbHiI M I3H.

4K i y BUNIaAKy Mepefo3yBaHHs Oyab-IKUM iHIIUM ITpernapaToM, CJIifl BXXUTH 3arajibHi migTpuMyodi
3axopnu. [Ipu nepeno3yBaHHi JOHENIE3UIIOM K @HTUAOT MOXKHa 3aCTOCOBYBATU TPETUHHI
AHTUXOJIiHePTiuHi 3aco0u, HAMPUKJIa[ aTPoIiH. PEKOMEHIYEThCS IIPOBECTU BHYTPILTHEOBEHHE
BBeJIeHHS aTPOIiHY CyNbdaTy, 403y SKOT0 IOCTYIIOBO 30ilbIIyBaTH OO0 JOCATHEHHS TEPAIeBTHUYHOIO
eekTy: moyaTKoBa j03a CTAHOBUTH 1-2 MT BHYTPIIlTHbOBEHHO, @ HACTYIIHI 003U Mig0upaTy Ha
mifcTaBi KniHiyHOI peakiiil. [Ipu 3acTocyBaHHI iHIIKWX XOJIIHOMIMETHKIB, SKi BBOOUIN Pa3oM i3
YeTBEPTUHHUMU aHTUXOJIIHEPriYHUMHU IIpelapaTaMy, HalpuKia IJIiKomipoaToM, Bif3HaYalucs
aTUIIOBI peakilii 3 60Ky apTepiaTbHOTO THCKY Ta YaCTOTH CEePLEBUX CKOPOYEHb. 3NaTHICTh BUBOTUTH
MOHEeTe3uITy TigpoxIopup Ta/abo #oro MeTaboJIiTH MUISIXOM Aiani3dy (remofianis, mepuToHeaaIbHUN
miami3 abo remodinbTpalis) 3aNUIIaEThCS HEBITOMOIO.

ITo6iuni peakuii.

Haitvacrimumu nobiyHuMu eeKTaMu € fiapesi, M's30Bi ClTa3Mu, IMigBUINleHA BTOMJIIIOBAHICTh, HYHOTA,
OI0BaHHS Ta O€3COHHS.

B oci6 3 iHguBigyanpbHO0 HETTEPEeHOCHMICTIO 10 OYOb-IKOTO KOMIIOHEHTA MperapaTy MOXK/IUBI peakiil
rinepyyTIUBOCTI.

Huxxue HaBoOsIThCS MOOiIUHI peakiril, SKi Bif3Havyanucs, 3a CUCTeMaMU OPTaHiB Ta YaCTOTOO iX
BUHUKHEHHs. YacToTa MoOiYHUX peakiliii BU3HaYeHa TaKUM YMHOM: AyxKe 4acTo (= 1/10), yacTo



(= 1/100 Ta < 1/10), HewyacTo (= 1/1000 ta < 1/100), pigko (= 1/10 000 ta < 1/1000), myxe pigko
(< 1/10 000), yacToTa HeBigoMa (He MOXKHA BCTAHOBUTH HA OCHOBI HasIBHUX JAHUX).

Inexuii ma iHeasii

YacTo: 3acTtyna.

MemaboaiuHi ma asimeHmapHi po3aadu

YacTo: aHOPEKCis.

3 60Ky ncuxiku

Yacro: ramonuHamirt*, axuramis**, arpecuBHa MoBegiHKa**, mopyIeHHs CHY**, HiYHI Kommapu**;
Hesigomo: migBuineHHs mibigo, rimepcekcyanbHiCTh.

3 boky Hepeogoi cucmemu

YacTo: cuHKOIEe*, 3alTaMOpPOYeHHs, 0€3COHHS;

Heuacro: cymomu*;

Pigko: ekcTpamipamigHi CHMIITOMY;

[yXe pigKo: 3710KiCHUYN HEUPOJIEIITUYHUN CUHAPOM;
Hegimomo: nneBpoToToHyC (cuHApPOM I[li3a).

3 60Ky cepueso-cyOuHHOi cucmemu

HeuacTo: Opagukapmis;

Pigko: cunoaTpianbHa 6710Kafa, aTpioBeHTPUKYIsAPHa O6/10Kaza;

YacTtoTa HeBifoMa: moniMop(dHa MIIYHOYKOBA TaXikKapphis, BKIw4awuu torsade de pointes;
nogoBxkeHHd iHTepBany QT ma EKT.

3 60Ky WayHK0B80-KUWKOB020 MpaxKmy
[lye 4yacTo: HygoTa, Jiapes;
YacTo: 6/1r0BaHHS, OUCIIEINCis;

HeuacTo: MITyHKOBO-KHIIIKOBA KPOBOTEYA, BUPA3KH IIIYHKA Ta ABaHaAISATH-IIal0l KAIIKHY,
rimepcariBaLis.

3 60Ky neviHKUu ma sHco84o8uB8iOHUX WasXie
Pigko: nedinkoBa guCYHKIiSA, B TOMY YKCIIi TeaTUT *,
3 6oky wkipu ma niOwKipHOi KAIMKOBUHU:

YacTo: BUCUIIaHHS, CBEPOixXK.



3 60Ky ONOpHO-pPYX08020 anapamy ma CnoAy4HOi MKAHUHU:
YacTo: M'g430Bi CyIOMY;

Iyxe pigko: pabmoMiomiz*++*,

3 60Ky HUPOK ma ce4o8uBiOHUX W.AAXi8:

YacTo: HETpUMaHHS Ceyi.

3azanvHi po3aadu ma peakuii y micui 88edeHHsA npenapamy:
IlyKe 4acTo: TOJIOBHUM Oillb;

YacTo: migBuIlleHa BTOMIIOBAHICTE, Oilb.

Peszyavmamu o6cmediceHH:

HeuyacTo: He3HaYHe MigBUINEHHS CHPOBATKOBOI KOHIIEHTpaIlil M’'s130B0i KpeaTHHiHGOCHOKIHA3H.
Tpasmu, ompyeHHA Ma NPoy,e0ypHI YCKAAOHEHHA:

YacTo: HelllaCcHI BUIIaOKU, BKIIIOYAIOYY [MaTiHHS.

*[Tpu 06CTeXKEHHI TAIliEHTIB 3 MPUBOAY CUHKOIIE ab0 CyIOM CJIiff PO3TJIIHYTHA MOXKJIUBICTh CEPILIEBO1
6okamy a00 TPUBAIMX CUHYCOBUX Iay3 (OUB. po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

**TIoBimOMJIEHHS ITIPO TaJIoLMHAll, 30yIXKEeHHS Ta arPECUBHY IOBEIIHKY, 1110 MAHAH ITiCIIs
3MEHIIeHHS J03u a00 BigMiHU mpermapary.

*XY BUIMagKax MeYiHKOBOI AUC)YHKIII, TKa He MOSCHIOEThCS OUEBUIHUMY MPUYNHAMH, CITif
PO3TISIHYTU MOXKJIMBICTh NIPUIIMHEHHS JIIKyBaHHS AOHEIIE3UIOM.

KT Tpo pabmoMiosTia mOBiIOMIISAIM He3a/TeXKHO Bifl 37T0SIKiCHOTO HEMPOIENTUYHOTO0 CHHAPOMY Ta
TiCHOTO TUMYaCOBOT0 3B'3KY 3 II0YaTKOM JIiKyBaHHS [JOHEIIE3UJIOM Ta IIigBUIIEHHAM JO3H.

[ToBimomIeHHS PO Mimo3pioBaHi m06GiYHI peakiiii.

[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI ILOTO
JiKapchKOro 3acoby. MeguuHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TaKOXK MalieHTam abo ix
3aKOHHUM IIpeCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX MOOIYHUX Peakllii Ta
BifiCcyTHOCTI e(peKTUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy CUCTEMY 3
(dapMaKoHarIsaay 3a nocuiaHHaM: https://aisf.dec.gov.ua

Tepmin npudamHocmi.

3 pPOoKH.
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YMoBu 30epiranssi.
30epiraTu npu TemrnepaTypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTeH MiCIIi.

YnakoBka.
[To 14 Tabnetok y Gmictepi. [To 2 GicTepu B KapTOHHIN yIAaKOBIIi.

[To 10 Tabnetox y Gmictepi. [To 3 GmicTepu B KAPTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.
KYCYM XEJITXKEP I1BT JITHO/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIsi IpoBaIXKeHHs HOro Tis/IbHOCTI.
CII-289 (A), PIIKO Inpmactpian apea, Yomauki, bxiBani, [lict. AnBap (Papgxacrtan), [Hmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



THCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT0 3aC00y

CEPBOHEKC®

(SERVONEX®)

Cknao:
ditoua pevosuHa: donepezil;
1 TabneTKa MiCTUTH HOHENE3Wy Tigpoxiaopuny 5 mr abo 10 mr;

0onoMidCHI pe4oB8UHU: TaKTO3W MOHOTIPAT, IIe/II0/103a MiKpOKpUCTaslidyHa, KomoBigoH K 28,
KpOXMaJlb IpeXelaThHI30BaHuH, MarHio cteapat, Opadry II White 31G58920 (tanek, TUTaHy
miokcun (E 171), rimnpoMeno3a, MOMieTUIEHTTiKOIb, TaKTO3X MOHOTIIpaT).

JlikapcbKka ¢popma. TabneTku, BKpUTi 000JI0HKOIO.

OcHosHi pizuko-xiMiuHi 8aacmusocmi: 6ini abo Matrizke 6isi KPyTJIi ABOONYKII TabIeTKU, BKPUTI
000JI0HKOIO, I'/IaieHbKi 3 000X OOKiB.

®apMakKkoTepaneBTHUYHA Irpyna.

3acobu mJIsi 3aCTOCYBaHHS Mpu AeMeHIlil. [HribiTopu xomninectepas3u. Kog ATX NO6D A02.

®apmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.



IoHemnme3uny rigpoxnaopup € cuenudpiyHuM 000POTHUM iHTiIOITOPOM alleTUIXOIiHECTEPA3H, SKa €
OCHOBHMM THIIOM XOJIiHeCTepas3u y TOJI0BHOMY MO3KY. B yMoBax in vitro 6ymio moka3aHo, 10 3[aTHICTb
MNOHeIe3uTy TiIpOXIOPUAY ralbMyBaTHA aKTUBHICTE 11b0TO pepMeHTy B 1000 pa3iB mepeBHUIIy€e HOTO
3[aTHICTh raJIbMyBaTH aKTUBHICTh OYTUPUIIXOIiHECTEPa3H, SKa 3[e0iNbIIoro 3HaX0MUThCS 3a
MexXaMH [IeHTPaIbHOl HEPBOBOI CUCTEMH.

[TleMeHIIisg mpy XxBOpoOi AnbIreMmepa

Y nanieHTiB i3 XBopo0010 AmblireiiMepa, BBeleHHs IoHene3umny y mo3i 5 Mr abo 10 mr 1 pa3 Ha mo6y
IiCNIS MOCSATHEHHS PiBHOBAXKHOI KOHIIEHTpAIlil MPU3BOIUIIO 10 IPUTHIYEeHHS aKTUBHOCTI
alleTUIXOJliHecTepas3u (IKy BU3HAYalld y KIIiTHHHIN MeMOpaHi epUTPOIUTIB) BiAmoBigHO Ha 63,6 % Ta
77,3 %. Byno nmoka3aHo, 1110 rajibMyBaHHS alleTUIXOJIIHECTEPa3u B €PUTPOIUTAX 3a JOIIOMOT 00
NOHEeIe3usTy riIpoXI0pUay KOpeaBao 3i 3MiHaMu pe3ysbTaTiB 3a 1mKanow ADAS-cog (wkana ajis
OLiHKM KOTHITUBHOI pyHKIIl mpu xBopob6i AnblreitMepa), sKa € UyTIUBOIO IIKAJIOI0, 1[0 SO3BOJISE
IIePEeBIpUTH AesIKi aCIIeKTH KOTHITUBHOI QYHKII1. 30aTHICTh JOHETE3UITy TiAPOXJIOPUAY 3MiHIOBaTH
nepebir OCHOBHUX HEBPOIATOJIOTIYHAX CUHIPOMIB He BUBYAJK. TOMY HEMOXKJIMBO OI[iHUTY BIIJIUB
NOHEeIe3u Ty Ha IPOrpecyBaHHs LbOT0 3aXBOPIOBAHHS.

EdeKTuBHICTH JTiKyBaHHS [NOHETIE3UJIOM fieMeHIlii 610 MpoIeMOHCTPOBAHO y YOTHPhLOX Iialebo-
KOHTPOJIbOBAaHUX OOCTiMKEeHHIX TPUBaJicTIO 6 MicalliB Ta 1 pik. [Toka3aHo, 1110 JOHeNe3uJl BUKIHNKaB
3aJiekHe Bifl 03U CTATHCTUYHO NOCTOBipHE 30ibINEeHHS BiMHOCHOI KiTbKOCTI MAIiEHTIB, ¥ SKUX
BMHMKAJIa Peakllisl Ha JIiKyBaHHS, BU3HaYeHa 3a BiJIIOBIZHMMM IIKaJaM¥ OLIIHKY KOTHITUBHOI QYHKIIi1
(mkama ADAS-Cog), ctany nauienTa (mkana CIBIC moka3HUMK 3araabHOl QYHKIIiI) Ta IOBCIKAEHHOI
AKTMBHOCTI ITpY KJTiIHIYHUX O3HAKaX JEeMeHIIl.

dapmaKkoKiHemuxka.
Abcopbuis

[Ticns mepopaZibHOTO 3aCTOCYBaHHS MaKCHMajbHa KOHLIEHTpallis y mi1a3mi KpoBi C,,,, IOCATaEThCA
npubnu3Ho yepes 3-4 ropguHu. KoHIIeHTpaIlig y Ij1a3Mi KPoBi Ta IjIoIa IIif KPUBOIO «KOHI[EHTpallisi-
yac» (AUC) mipBuiy0ThCsl IPONOPLIKHO 00 H0o3U. KiHIleBul mepio HaliBBUBEIEHHS CTAHOBUTD
npubnu3Ho 70 roguH, ToMy OaraTopa30Be BBeEHHS 3 4acTOTOI0 1 pa3 Ha fo0y MPU3BOAUTE [0
TIOCTYTIOBOTO OCSITHEHHS PiBHOBAXKHOI KOHIeHTpallil. [Ipubnu3Ho piBHOBaXKHA KOHLIEHTpAllis
LOCATAETHCA ¥ MexXaxX 3 TUXKHIB ITiC/Ig [I04YaTKy JiKyBaHHS. [1icig [OCATHEHHS PIBHOBAXKHOI'0 CTaHy
KOHIIEHTpAllid AOHEIe3uTy rigpoXJI0pUAY Ta IOB’'sI3aHa 3 UM (papMaKOoJWHaMidHa aKTHUBHICTh
Maiixke He 3MiHIOIOThCS IIPOTSATOM yCi€ei mo0wu.

[3xa He BIIMBa€e Ha a6copOILiio OOHEeIEe3UIy TigpPOXJIOPUY.
Po3noodin

3 6inkaMu na3Mu 3B'SI3yE€ThCS NPUOIN3HO 95 % moHeme3uny rigpoxyiopupny. CTymiHb 3B's13yBaHHS 3
OinkaMu 11a3MU aKTUBHOTO MeTaboiTy 6-O-gecMeTUINOHee3uy HeBinoMuii. Po3moin qoHenesuny
TiOPOXJIOPUAY Y Pi3HUX TKaHWHAX OPTraHi3My AeTasibHO He BUBYaiu. [IpoTe pu npoBeneHHi
mocyimKeHHs 0amaHCcy Macy 3 y4acTIO 30POBUX YOJIOBiKiB-TOOPOBOIBIIIB Oy/I0 TOKa3aHo, 10 Yepes
240 rofguH MiC/Is OMHOPa30BOro BBefeHHd 5 Mr “C-MiueHOro JoHene3uy rifpoxXI0puay NpUGIu3HO
28 % MITKM 3auIaaocs He BiMHOBIEHOI0. Lle CBiTYuTh PO Te, IO MOHEeNe3usy rigpoxmopus i/a6o
1oro MeTaboIiTH MOXKYTh 3a/IMIIATHCS B OpraHiaMi nmpoTsaroM 6inbine 10 gHiB.

Memabonizm/exckpeuis

[ToHeme3uny rifpoxJI0pua MOXKe SIK BUAIIATUACSA Y HE3MIHEHOMY CTaHi pa3oM i3 cedelo, Tak i



HapaXkaTuCcs Ha MeTa0oJIiYHUN po3maj y IediHIli 3a J0IIOMOTr010 i30(0epMEHTIB CUCTEMU IIUTOXPOMY
P450 3 yrBopeHHsIM OaraThox MeTaboiTiB, cepen KuX ineHTUdiKoBaHi 6ynu He BCi MeTaboIiTH.
ITicns omHOPa30BOro BBEMEHHS 5 Mr “C-MideHOro [OHENe3uy TiIpoXI0pUAY PafioaKTHBHICTh
I71a3MU, BUPaXkKeHa SK BiICOTOK Biff BBefieHOi 1031, OyJla 3yMOBJIeHa ITepeBaXKHO iHTAKTHUM
noHene3uny rigpoxmopunpoM (30 %), 6-O-mecmetungonemne3unoM (11 %, enuaui MeTabomiT, IKUN
IIPOSIBJISIE TAKy CaMy aKTHBHICTB, IO U JOHENEe3WIy TiApoxIopun), oHene3un-muc-N-okcugoMm (9 %),
5-O-mecmeTunmoHene3unoM (7 %) i rIOKypoOHigHUM KOH oraToM 5-O-gecMeTun-gonene3uny (3 %).
[Tpubnusno 57 % Bif 3arasbHOI BBEEHOI PagioaKTUBHOCTI BiTHOBIOBAIOCH ¥ cedi (17 % - y Burmsami
He3MiHEHOT0 foHene3uny) i 14,5 % BiIHOBIIOBAIIOCH y Kali, BKa3yl4u Ha Te, 110 OCHOBHUMHU
IIISXaMy BUBefleHHs € GioTpaHcdopMallis Ta eKcKpelis i3 ceueto. O3HaKH, siKi 6 BKa3yBaliu Ha
PELUPKYIISIliIo OHEeNe3uy TinpoxIopuny Ta/abo O0yab-aKux #oro MeTabomiTiB B eHTeporenaTuyHin
CHCTEeMI, He Big3Ha4aJuCh.

3MeHIIIeHHS KOHIIeHTpallil JoHele3uy y 1a3Mi KpoBi BinOyBa€eThCs Mpu Nepiofni HamiBBUBEOEeHHS
npubnau3Ho 70 roguH.

Cratp, paca Ta iCTOpid KypiHHS He YMHUIN KIiHIYHO 3HQYYIIOT0 BIJIMBY Ha KOHIIEHTpPALIil0
IOHEeNe3UNTy TifpOoXJIOpUay v Ina3Mi Kposi. PapMaKOKiHETHUKY JOHEIe3uTy (opMalbHO He BUBYAIM Y
3MOPOBUX MOOPOBOJIBLIIB JIITHHOTO BiKy a00 y Mallie€HTiB i3 XBOpo0O00 AmblireiMepa abo CyqUHHOO
neMeHIiier0. IIpoTe cepemHst KOHIIEHTpAIIis Y I1a3Mi KPOBi XBOPHX Jiofiel mobpe y3roaxKyBasacs i3
KOHIIEHTPAIII€I0 Y MJTa3Mi KpPOBi MOJIOAUX 3[I0POBUX JOOGPOBOJIBIIIB.

Y nauieHTiB 3i cmabko abo MOMipHO BUpaXXKeHUMHU IOPYIIeHHSAME (QYHKIII IediHKy 30i/1blryBanacs
piBHOBaXKHa KOHIIEHTpallis moHene3umny, npu ubomy AUC 306inbiryBanacs Ha 48 %, a cepensst C,,,
30inbmyBanach Ha 39 % (muB. po3min «Crocib 3acToCyBaHHS Ta [O3U»).

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

CuMrnrToMaTuy4He JIiKyBaHHS feMeHIii ATbITeliMepiBChKOT0 THITY JIETKOT0 Ta CEPEHbOT0 CTYIIEHS
TSIXKKOCTI.

IIpomunoka3aHHsi.

[IpoTunokasaHuii XBOPUM 3 BilOMOIO TiePUyTIUBICTIO OO HOHEIE3UIy TiAPOXIOPULY, MOXiTHUX
ninepupuHy a6o 1o Oyab-SKO0I 3 IOTIOMiXKHUX PEUOBHH IIpemnapary.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

HoHemne3uny rigpoxnopup ta/abo 6ynb-saKi 1oro MeTabomiTH He raJbMyIoTh MeTabomi3M Teodininy,
BaphapuHy, IUMETUAUHY a00 DUTOKCUHY YV moguHu. OMHOYACHUY TPUHAOM OUTOKCHHY abo
ITUMETHIMHY He BIJIMBA€ Ha MeTab0i3M JOHEeMe3uIy TiIpoxIopuay. Y JOCTiIKeHHSIX B yMOBaX in



vitro 6yso moka3aHno, 110 i3opepMenTu cucteMu nuToxpomy P450, 30kpeMa i3opepmeHT 3A4 Ta 3
MEHIIIO0I0 Mipoio i30pepMeHT 2D6, 6epyTh aKTUBHY y4acTh y MeTabomi3Mi joHene3uny. Y
MOCTiMKEHHSIX [JIT BUBYEHHS JTIKApChKOI B3a€MOIil B yMOBax in vitro 6yso mokasaHo, 110
KeTOKOHA30 i XiHifuH, sKi € inribitopamu BignosigHo i3odepmenTiB CYP3A4 i 2D6, ranbMyioTh
MeTabomi3m moHene3uny. Tomy wi Ta i iHribiTtopu isodhepmenty CYP3A4, Hanpukiap iTpakoHa301
Ta ePUTPOMILIMH, a TaKoX iHribiTopu i3ohepmenTty CYP2D6, HanmpuKian GIi00KCETUH, MOXKYTh
rajbMyBaTé MeTaloJli3M JOoHeNe3nly. Y OOCIigKeHHi 3 y4acT0 3T0POBUX JOOPOBOJIBLIB KETOKOHA30]I
IiIBHUINYBAB CEPEOHIO KOHIIEHTPAIIiI0 JOHene3uny y KpoBi mpubnusHo Ha 30 %.

[HgykTOpPH EpPMEHTIB, HANpUKIaf pudamminuH, heHiToiH, KapbamMa3eliH Ta aJKorojb, MOXKYTh
3HUKYBATH KOHIIEHTPAIlil0 JoHene3uny B KpoBi. CTyminb iHAyKy040i abo rasbMyoouoi ail
3aJTMIIAEThCS HEBIMOMUM, TOMY CJlifi 3 00epeKHICTI0 3aCTOCOBYBaTH TaKi KoMOiHallii mpemaparis.

[loHene3uny rigpoxJI0puUa MOXKe BIUIMBATU Ha IIpernapaTé 3 aHTUXOJIIHEPriYHOK aKTUBHICTI0. KpiM
TOT'0, MOK€e MPOSIBJIATUCS CUHEPriyHa aKTUBHICTh IPX OOJHOYACHOMY IPUUOMI TaKUX IIpernaparisB IK
CYKIHMHIJIXOJTiH, iHIIIi HelipoM’s130Bi O110KaTOPH, X0JliHepriuHi aroxictu abo 6eTa-0110KaToOpH, SAKi
BIJIMBAIOTh Ha MPOBIJHICTEL CEPLIS.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI 3 JOHEIE3UJIOM IHIIUX XOJIIHOMIMETHUKIB 1 YeTBEPTUHHUX
AHTUXOJIiIHEePTiYHUX IIpelapariB, TAKUX SK TIiKOmiposnar, Oyju omnucaHi BUIagKU aTUIIOBUX 3MiH
apTepianbHOTO TUCKY i YaCTOTH CEPLIEBUX CKOPOYEHb.

[ToBimomusiniocs: IPO BUIIaIKHY MTOOBXKeHHS iHTepBany QTc Ta torsade de pointes nipu 3acToCyBaHHI
noHene3uy. PekoMeHOyeThCsS OyTH 00epeKHUM MPU 3aCTOCYBAHHI [TOHENe3UTy OMHOYACHO 3 iHITUMHU
niKapchbKUMU 3aco0aMu, IKi MOJ0BXKYIOTh iHTepBan QTc, — Moxke 3HaOOUTHCS KITIHIYHUH
MoHiTopuHT (EKT'). HuxX4e BKa3aHi IPUKIagy TaKuX JIiIKapChbKUX 3aC00iB:

aHTHAPUTMiuHi 3aco0u IA Knacy (Hanpukiaf, XiHiTuH);

aHTHapuT™MiyHi 3acobu III knacy (Hampukiaj, aMiogapoH, COTanom);
- [esKi aHTH[eNpecaHTH (HalpuKiag, OUTAIonpaM, eCUUTaIoNpaM, aMiTpUNITUITIH);

- iHImi aHTUIICUXOTUYHI 3aco0u (HanpHUKIIaf, MOoXigHi GeHoTia3uHy, CEPTUHMOM, TIMO3KUL,
3UMpPa3uoH);

- [esiKi aHTUOIOTUKY (HaIpPUKIIaf, KJIapUTPOMIIINH, epUTPOMIINH, 1eBOPIOKCALIKH,
MOKCHU(DIIOKCAINH).

Oco06.1ueocmi 3acmocyeaHHs1.

3acToCcyBaHHS [IOHENEe3UNy IIPU OeMeHIli] y allieHTiB i3 xBopo6oio AnblreiimMepa y TAXKKi# GpopMi,
IIpY iHIIKUX BUAAX AeMeHIlii abo iHMMX BUAaX MOTipIIEHHS MaM ATi (HallpuKJiIaf, TPy BiIKOBOMY
IOTipIIeHHi KOTHITUBHOI (QyHKIIii) He BUBYAIH.

AHecmesisa

IoHeme3un sK iHTi6iTOP X0IiHECTEpa3u MOXKe ITOCHUITIOBATH PO3CIa0IeHHsT M'sI3iB
CYKIMHIJIXOTIIHOBOTO THUITY IIiJl Yac aHeCcTe3ii.

Cepuego-cyOuHHi NOPYWeHHA



[uribiTopu xoniHecTepa3y yepe3 CBOIO (papMaKOJIOTiYHy [if0 MOXKYTh BUSIB/ISITA BarOTOHIYHUY BIIJIUB
Ha YaCTOTY CEpLEBUX CKOPOUEHb (HANpHUKIIaf, BUKIUKATU Opafukaphio). Takuii BIIUB MOoXe OyTH
0C06IMBO BaxKJIMBUM [IJIS1 MTAIli€EHTIB i3 CHHAPOMOM €1abKOCTi CHHYCOBOTO By3/1a abo iHImuMu
TIOPYIIeHHSIMH HaIIIYHOUYKOBOI TPOBIMHOCTI, HAIIPUKJIIAf i3 CHHOATPiaIbHOI0 abo
aTpPiOBEHTPUKYIIIPHOIO 0JI0KaAO0Io.

Bynu 3adikcoBaHi BUIagKu CUHKOIIe Ta CyIOMHUX HanapiB. [Ipu o0cTeXKeHHi TaKUX Ialli€HTiB
OTPiOHO BPaXOBYBaTH MOXKIUBICTh OI0KaAy IPOBITHOCTI ab0 HOBrUX Iay3 CUHYCOBOTO BY3JIa.

Y nmicngpeecTpaliiHuii Iepiod MOBIAOMIIAIOCS IIPO OJOBXKeHHS iHTepBany QTc Ta torsade de
pointes (ouB. po3minu «B3aeMomis 3 iHIMMHU JTiIKapCbKUMM 3aco0aMu Ta iHIIN BUOYM B3aEMOMiM» i
«ITo0OiuHi peakirii»).

PexkoMeHnyeThCS 3 00€peXHICTIO0 3aCTOCOBYBATH NAllieHTaM, y IKUX B 0COOMCTOMY 4H CiMeNHOMY
aHaMHe3i HasiBHe MOAoBXKeHHs inTepBany QTc, maimieHTaM, SKi 3aCTOCOBYIOTH JIiKapChKi 3aco0H, 1110
BIIMBAIOTH Ha iHTepBan QTc, malrieHTaM i3 3aXBOPIOBAaHHSIMU CePIs (HallpuKilad, HeKOMIIeHCOBaHa
ceplieBa HeIOCTATHICTh, HellloMaBHiM iHdapKT Miokapaa, OpaguapuTMisi) abo 3 eeKTPOIITHUMU
TIOpPYIIeHHSIMHU (TiloKamieMis, rimoMaruiemist). Moxe 3HagOOMTHCA KITiHiuHKUHE MOHITOPUHT (EKT).

I 1yHK0BO-KUWKOBI NOPYWEeHHS

[ToTpibHO peTenbHO KOHTPOJIIOBATH CUMIITOMY Y MAIi€HTIB 3 MiABUIIEHUM PU3UKOM PO3BUTKY
BUPa30K, HAIIPUKJIa[ Y MallieHTiB i3 BUPa3K0BOI0 XBOp00Oi0 B aHaMHe3i abo y nallieHTiB, sKi
IpUUMalOTh HeCTepoigHi mpoTtusananbHi 3acobu (HII33). TIpoTe y KIiHIYHUX JOCTigKEHHSX i3
3aCTOCYBaHHSM IOHEIe3UJly He CIIOCTepiranocs 30iIblIeHHS YaCTOTH NIPOSIBiB BUPA3K0BOI XBOPOOU
ab0 IUTYHKOBO-KHUIIIKOBOI KPOBOTEUi MOPIBHSHO i3 3aCTOCYBaHHAM I1aiedo.

Ceuocmameesa cucmema

XomnmiHOMIMETUKY MOXYTh CIPUYUHSITHA 00CTPYKIIil0 HUXKHBOI YaCTUHU CEYOBOI'0 MiXxypa, Xo4a y
KJIIHIYHUX [OCIIIIXKEHHAX 13 3aCTOCYBaHHIM [OHEIE3UJIy TaKi IOPYIIEHHS He CIIOCTePirajiucs.

Heapoo02iuHi nopyweHHA

Cydomu. BBaxarwTs, 1110 XOTiHOMIMETHKH MAIOTh esIKY 3AaTHICTh CIIPUYUHSATYA TeHepasi3oBaHi
cymomu. IIpoTe Taki Hamaiy TaKOXK MOXKYTh OyTH IIPOSIBOM caMoi XBOpoOu Anblureimepa.

XosniHOMIMETUKY MAlOTh 3MATHICTh TOCUTIOBATH a00 CIIPUYMHSATHA eKCTpalipaMigHi CHMIITOMH.
3n05aKicHul HetlipoaenmuyHutl cuHOpom (3HC)

3HC - noTeHIifiHO HeOEIMEUHHUHN [JIS KUTTS CTaH, IO XapaKTEePU3YEThCS TiepTepMicto, M’ I30BOI0
PUTIOHICTIO, PO37TaflaMy BET€TaTUBHOI HEPBOBOI CUCTEMHU, ITOPYIIEHHSIM CBiIOMOCTI Ta MigBUIIEHHIM
PiBHIB CHPOBaATKOBOI KpeaTHUH(GOCHOKiIHA3H, IKUH, SK IIOBIIOMIIAIOCS, BUHUKAE AyXKe PigKo y 3B’SI3Ky
i3 3acTOCyBaHHSM HNOHEIEe3UIy, 0COOIMBO Y MAlli€HTiB, SIKi TapajebHO OTPUMYIOTh HEHPOJIEITUKH.
IomaTKOBi 03HAKK MOXKYTh BKJIIOUaTH Miorjio0iHypito (pabmomiosii3) i rocTpy HUPKOBY HEJOCTATHICTh.
AK110 y malieHTa PO3BUHYINCS 03HAKM Ta CUMIITOMH, SIKi BKa3ytoTh Ha 3HC abo cTaHu 3
HE3PO3yMiJIOI0 BHCOKOIO TEMIIEPATYpoIo 663 JomaTKOBUX KITiHiYHUX MposBiB 3HC, nmikyBaHHS
HeOoOXiTHO TPUIIUHUTH.

3axe8opr8aHHA ne2eHi8

[uribiTopu xoniHecTepas3y dyepe3 IX X0IIHOMIMeTUYHUY BIIJIUB MOTPIOHO IpU3HadYaTy 3 00ePEeXKHICTIO



nanieHTaM i3 6poHxXianbHOI0 aCTMOI0 a00 0OCTPYKTUBHUM 3aXBOPIOBAHHSM JIET€HIB B aHAMHe3i

IoHemne3un He PeKOMEHYEThCS IPUMMaTH pa30M 3 iHIMUMU iHTiGiTOpaMu alleTHIIXO/IiHeCTepa3Hy,
aro"ictamu abo aHTaroHiCTaMU XOIiHEPTiYHOI CUCTEMH.

3HayHi nopyweHHA PYHKUII neyiHKu:
Hani [71g namieHTiB 3i 3HaYHUMHU NOPYLIEHHSIMU (QYHKIII TeYiHKY BifCYTHi.
JlemanvHicmb y KATHIYHUX_00CAI0XHCEHHAX 13 CYOUHHOK OeMeHUier

Y mocnigXeHHAX IPU 3aCTOCYBaHHI JOHeNe3usly TiApOXI0PUAY Y Mali€HTIB i3 CYAUHHOIO AEMEHIIIE0
YacToTa JIeTaJlbHUX BUIAOKIB ¥ KiIbKiCHOMY BifHOIIEeHHi OyJia BUIIOIO0, HiXK y TPYIIi 3aCTOCYBaHHS
nnaiebo, poTe Lg pi3HuI He Oyna CTaTUCTAYHO AOCTOBIPHO0. BiNbIIiCTh TeTanbHUX HACTIAKIB ¥
NallieHTiB, SKi npuiiManu abo HOHeNe3usy Tigpoxiopus, abo miamebo, Oyna cipuunHeHa PiSHUMHI
CYAVHHUMM CTaHaMM, SKUX MOXKHA OUiKyBaTH y JTIOAEN MITHHOTO BiKY 3 iCHYIOUHUM CYAUHHUM
3axBoproBaHHAM. [Ipy aHasi3i BCiX CEpUO3HUX HelleTaIbHUX 1 JIeTalbHUX CYOUHHUX SBULL He
Bil3HA4Yasiacs Pi3HULA Y 4aCTOTI LIUX SBHUILL MiXK IpyllaMy 3aCTOCYBaHHS AOHENE3UIY TiIPOXJIOPUAY
Ta marebo.

JlemaavHicmy y docaidxiceHHAX npu x8opobi Anvuzetimepa

YV mocnimkeHHSX Tpu XBopoOi AnbIreliMepa, a TakKoXK IMpy 06’€qHAHHI IUX JOCIIXKEHb ITPH XBOP0oOi
AnpbureriMepa 3 iHIIKMY AOCITIIXKEHHSIMY IIPY JeMeHIIi], BKII04Yal4y AOCTiXKEeHHS IIPU CyAUHHIN
IeMeHIIii, YacToTa JeTalbHUX HACIiOKiB y IPyIax 3aCTOCyBaHHA I1ale0o0 y KibKiCHOMY BifHOIIEHH]
IIepeBulllyBaia 4aCTOTY y I'pyliax 3aCTOCyBaHHS AOHEIe3uy rigpoXI0pUuny.

JonomidxcHI peuyosuHu.

[IpemapaT MiCTUTH JIaKTO3Y. fAKIIO y MallieHTa BCTAHOBJIEHO HEIIePEHOCUMICTh JeaKUX LYKpIB, CIIif
IIPOKOHCYJIbTYBaTHCS 3 JIiKapeM, MepIll HiX MpuiiMaTy Liel JTiKapCchKuii 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaritHicTb
[loCTOBIpHI [aHi IOA0 3aCTOCYBaHHSA OOHEIE3UIy BariTHUM KiHKaM BiICYTHI.

B excmepruMeHTax Ha TBapyHaX He Bil3HA4YaBCs TEPATOreHHUM e(deKT, ale BUHUKAIIM 03HAKU
TOKCUYHOCTI y IIepH- Ta IOCTHATaJIbHOMY Iepiofi. [IoTeHIINHNY PU3UK [J1S IIOOUHY 3a/IUIIa€EThCS
HEeBiIOMIUM.

[oHemne3un He PeKOMEHIYETHCS 3aCTOCOBYBATU IIPOTATOM IIePiOAy BariTHOCTI 3a BUHATKOM BUIIQfIKiB
KparHbO1 HEOOXigHOCTI.

Ilepion rogyBaHHS TPYOIIO

[loHene3u IPOHUKAE Y MOJIOKO IypiB. [LOCIiZKEHHS 3 y4acTI0 XKIHOK y [Iepiof TOAYBaHHSA I'PYLLI0



He IIPOBOJUJIY, TOMY 3a/IMIIAETHCS HEBIIOMUM, YU IPOHUKAE NOHEIe3uy TigpOXJI0pUL y TpygHe
MOJIOKO XiHOK. OTXKe, y I1epiof JIiKyBaHHS JOHENe3UI0M XKiHKaM CJIif IPUIUHUTYA TOLyBaHHS
TPYAALO.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

IoHemne3un YNHUTD He3HAYHUM a00 OMIpHUH BIIMB Ha 3[@THICTH KepyBaTU aBTOMOGiIeM i
BMKOPUCTOBYBATH iHIII MexaHiyHi 3aco0u.

HeMeH1ig ABUreMepPiBCbKOI0 TUILY MOXKe 3yMOBJIIOBATH IOTIpIIEHHS 30aTHOCTI KepyBaTu
aBTOMOOiNEeM Ta iHIMMHU MeXaHiYHUME 3acofamu. KpiMm Toro, moHemne3un Moxe BUKIUKATH
CTOMJTIOBaHICTh, 3allaMOPOYEHHS Ta CyIOMHU M’g3iB, 0COOJIMBO Ha MMOYaTKY JTiKyBaHHS ab0 mpu
30inbIIeHHI 703K. Y epiof MiKyBaHHS OOHEIEe3UJIOM JIiKap MOBUHEH PETYIISPHO OLiHIOBATU 3NATHICTD
nalieHTiB KepyBaTy aBToM00iieM a0 BUKOPUCTOBYBaTH CKJIafHi MeXaHiyHi TPUCTPOI.

Cnocid 3acmocyeaHHsi ma do3u.

ITopoci

JIiKyBaHHS IIOYMHAIOTE 3 JO3X 5 MI Ha fo0y (pu 3acTocyBaHHi 1 pa3 Ha g00y). CepBoHeKC” IOTPiGHO
IpuiMaTH BHYTPILIHEO BBeUepi, 6e3mocepeiHbo epesl CHOM. Y pa3i mopylieHb CHY, BKIOYal0uu
He3BUYaMHI CHOBUAIHHS, KomMapu abo 6e3coHHs (muB. po3min «ITo6iuHi peakirii»), MoXHa
PO3TISHYTH MOXKIUBICTH puiioMy CepBOHEKCY BpaHIIi.

o3y 5 Mr Ha go0y CJliff 3aCTOCOBYBaTH MPUHAUMHI TpoTaroM 1 Micsid, 1100 MoxkHa 0yJ10 OI[iHUTH
PaHHIO KJIiHIYHY peakI[ilo Ha JIIKyBaHHS Ta AOCATTU PiBHOBAaXKHUX KOHILIEHTPALIM OOHENIE3UIy Y
na3mi Kposi. [Ticnst KniHivHOI OIiHKY MiKyBaHHS y 7031 5 MTI Ha g00y npoTsarom 1 Micsis go3y
mpernaparty MoxHa 30inbuuty 0o 10 Mr Ha goOy (mpu 3acTocyBaHHi 1 pa3 Ha mo6y). MakcuMasbHa
pekomMeHoBaHa f060Ba go3a cTaHOBUTH 10 Mr. [103w, 1110 epeBuinyioTh 10 Mr Ha go0y, He BUBYAIIU.

JIiKkyBaHHS MOBMHEH MMOYMHATHU Ta KOHTPOJIIOBATH JIiKap - CIeLialiCT y raay3i JiarHOCTUKHY Ta
JiKyBaHHS AeMeHIil mpu xBopobi AnbiireiiMepa. [liarHo3 moTpi6HO CTAaBUTH BiATIOBITHO [0
3araJpHONPUUHATUX peKoMeHpanin (Hanpukiag, DSM IV, ICD 10). JlikyBaHHS OHENE3UJIOM MOXKHA
PO3MOYKHATH TiIbKM y TOMY Pa3i, IKIO y NallieHTa € IOMIYHUK, IKuUU Oy[e peryispHO
KOHTPOJIIOBATH IIPUIOM LIbOTO IIpernapaTy naiienToM. [lifTpuMyioue J1iKyBaHHSI MOXKHa
TIPOOBXKYBATH, ITOKH y TAlliEHTa CIIOCTEPIraeThCsl TepaneBTUYHUM edeKT. ToMy MOTPiOGHO PeryaspHo
TIOBTOPHO OILIiHIOBATH KJIiHIYHI MepeBaru iKyBaHHS OOHeNe3usIoM. [IpUnuHATYH TiKyBaHHS MOTPiGHO
TOMIi, KOJIX TepaneBTUYHUMN eeKT GibIlle He CIIOCTepiraeThcsa. IHAUBIAyaNbHY peakilito Ha
IOHEeIe3u I He MOXHa Iepen0ayuuTH.

[Ticna npunuHeHHS JTiKyBaHHS MO3UTUBHUM €(PEKT JOHENEe3U Ty IIOCTYIIOBO 3MEHIITYEThHCS.
[MopvuieHHs OVHKIINI HUPOK i IIEYiHKHT

[lng nauieHTiB i3 NOPYIIEHHSIMHU (PYHKII1 HUDOK MOXKHA 3aCTOCOBYBATH TaKy CaMy CXeMy LO3yBaHHS,
OCKIJIbKY Take IOPYIIeHHS He BIUIMBAE Ha KIIipEHC NOHENEe3Uy TiIPOXJI0PUaY.

Yepes MoxuBe 306iMbIIeHHS CUCTEMHOI Ail mpu cabkomy abo moMipHOMY TOPYIIeHH] QyHKIi



nmevinku (OuB. po3min «®apMaKoKiHeTHKa») 30ibITyBaTH 03y MOTPiIOHO 3a/Ie’XKHO Bifl iHOAUBimyanbHOI
TIepEeHOCUMOCTI. [I715 malieHTiB 3i 3HAYHUMU NOPYILIEHHAME QYHKIII TeYiHKy He 6yJI0 OTPUMaHO
OAHUX.

Himu.

CepBoHnekc”® He PEKOMEHAY€EThCA IIpU3HavaTH JiTIM BikKOoM 10 18 pokis.

ITepedo3yeaHHus.

[Tepeno3yBaHH4 iHTi0iTOPiB X0JIiHECTEPA3U MOXKE IIPU3BOAUTHU [0 XOJIIHEPTiYHOTO KPU3Y, SKUM
XapaKTepU3YETLCSA CUIBHOI0 HYIOTO0, O/II0BAaHHSM, CIMHOTEUEI0, MiIBUILIEHUM IIOTOBULIIEHHIM,
OpaguKapmielo, apTepiaabHOIO TiMOTEH3iE€I0, TPUTHIYEHHSIM IUXaHHS, KOJIAllCOM Ta cCygoMaMu. Moxe
3'SIBNIATUCS M'sI30Ba CJIa0KiCTh, SKa MOXKe CIPUYUHUTHU JIeTAJIbHUN HACIIIMOK, K10 OyAyTh ypakeHi
OUXaJIbHI M S31.

4K i y BUlTafKy mepeao3yBaHHs Oyab-IKUM iHIIUM IIpernapaToM, CJIif BXKUTH 3arajibHi MigTPUMY0Ui
3axonu. [Ipu nmepeno3yBaHHI OHENE3UIOM IK aHTUAOT MOXKHA 3aCTOCOBYBaTU TPETUHHI
aHTUXOJIiHePriyHi 3aco0u, HaNpPUKJIay aTpomid. PeKOMEHIY€EThCS IPOBECTH BHYTPIITHLOBEHHE
BBe[IeHHS aTPOIiHY CyNb]aTy, 403y SKOTO IOCTYIIOBO 30ibIIyBaTH OO0 JOCATHEHHS TE€PANeBTHYHOTO
eeKTy: moYaTKOBa [03a CTaHOBUTH 1-2 MT BHYTPIIIHLOBEHHO, & HACTYIIHI 103U Mig0upaTu Ha
mifcTaBi KniHigHOI peakil. [Ipu 3acTocyBaHHI iHIIKWX XOJTIHOMIMETHKIB, IKi BBOOUIN Pa3oM i3
YeTBEPTUHHUMHU aHTUXOJIIHEPTiYHUMU IIpelapaTaMy, HallpUKJIaz IJIiKOIIipoIaToM, Bii3Hayanaucs
aTUIIOBI peakilii 3 00Ky apTepiaTlbHOTO THCKY Ta YaCTOTH CEepPLeBUX CKOPOYEeHb. 30aTHICTh BUBOJUTH
IOHEeTe3UITy TigpoXIopup Ta/abo “oro MeTabOJIiTH MIISTXOM Aiani3dy (reMofianis, mepuToHeaaIbHUN
miani3 abo remodinbTpalist) 3aNIUIIaETHCS HEBITOMOIO.

ITobiuni peakuii.

Haituacrimumu nobiyHuMu eheKTaMu € fiapesi, M's30Bi ClTa3Mu, IMigBUINleHA BTOMJIIOBAHICTh, HYHOTA,
OmoBaHHS Ta 0€3COHHS.

B oci6 3 iHmMBiTyanbHOI HEIIEPeHOCUMICTIO 10 OyIb-IKOT0 KOMIIOHEHTA IIpelapaTy MOXKJIIHUBI peakirii
rinepuyTIUuBOCTI.

Huxue HaBogsaThCS MOOIUHI peakiril, SKi Bif3HaYaIuCs, 3a CHCTeMaMM OPraHiB Ta YaCTOTOIO iX
BUHUKHEHHs. YacToTa MoGiYHUX peakiliii BU3HaYeHa TaKuM YHHOM: AyxKe 4acTo (= 1/10), yacTo
(= 1/100 ta < 1/10), HewacTo (= 1/1000 Ta < 1/100), pigko (= 1/10 000 ta < 1/1000), nyxe pigko
(< 1/10 000), yacToTa HeBimoMa (He MOKHa BCTAHOBUTH Ha OCHOBI HasBHUX MaHUX).

IHpexuii ma iHeasii
YacTo: 3acTyna.
MemaboaiyHi ma asimeHmapHi po3aadu

YacTo: aHOpPEKCif.



3 6oky ncuxiku

YacTo: ramounrHaIiit*, axuranig**, arpecuBHa nopefinka**, mopyimeHHs cHy**, HiuHi Kommapu**;
Hesigomo: migBuineHHS n1i6igo, rimepcekcyanbHiCTh.

3 60Ky Hepsogoi cucmemu

YacTo: cuHKOIE*, 3alTaMOPOYeHHs, 0€3COHHS;

Heuacrto: cymomu*;

Pigko: ekcTpamipaMigHi CUMIITOMY;

[lye piaKo: 37M0AKICHUN HEUPOJIENTUYHUN CUHIPOM;
HesigoMmo: nnespoToTonycC (cuagpoM I[liza).

3 60Ky cepueso-cyOuHHOI cucmemu

HewacTo: 6pagukapmis;

Pigko: cuHoaTpianbHa 610Kaga, aTPioBEeHTPUKYISIPHA O/T0Kama;

YacToTra HeBifoMa: MoJiMop¢Ha MITyHOYKOBa Taxikapphisi, BKI4aouu torsade de pointes;
nogoBxkeHHd iHTepBany QT na EKT.

3 60Ky WAYHK0BO-KUWKOB020 MpAKmMy
Iyxe 4acTo: HyOoTa, miapes;
YacTo: O/II0BaHHS, TUCIIEICIs;

HeuacTo: MITyHKOBO-KUIIIKOBA KPOBOTEYa, BUPa3KU LIIYHKA Ta ABaHAMLSATH-T1a0] KUIIKH,
rinepcasiBailis.

3 60Ky neviHKUu ma H#08408uUBIOHUX WAAXI8

Pigko: medinkoBa AUCHYHKIIiS, B TOMY YHUCJIi TeaTUuT **,

3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU:

YacTo: BUCUIIAHHS, CBEPOiXK.

3 60Ky onopHO-pyx08020 anapamy ma cnoAy4YHOi MKAHUHU:
YacTo: M’930Bi CymoMU;

Iyxe pigko: pabmoMiomiz****,

3 60Ky HUPOK Ma ceyosusiOHUX WASXiB:

YacTo: HeTPUMaHHS Cedi.

3azanvHi po3aadu ma peakuii y micui 8e0eHHA npenapamy:



Ily:Ke 4acTo: TOJIOBHUM Oillb;

YacTo: migBulieHa BTOMIIOBAHICTE, Oinb.

Peszyavmamu o6cmediceHHs:

HeuacTo: He3Ha4yHe MigBUINIEHHS CUPOBATKOBOI KOHIIEHTPAIlil M’s130B01 KpeaTUHiH(POChHOKIiHA3H.
Tpasmu, ompyeHHA Ma NPoy,eOypHI YCKAAOHEHHA:

YacTo: HelllaCHI BUIIaOKU, BKIIIOYAIOYY aTiHHS.

*[Ipu 0OCTeKEeHHI MallieHTiB 3 TPUBOAY CHHKOIIe ab0 Cy[IOM CIIifl pO3TJISHYTH MOXKJIUBICTh CEPLEBOi
6mokamy a00 TPUBAIMX CUHYCOBHUX IMay3 (OuB. po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

**TIoBimOMJIEHHS NIPO TajloNMHalil, 30yAKEeHHS Ta arPeCUBHY MOBEIIHKY, 110 MUHAIN MiCIsA
3MeHIIeHHS J03u a00 BigMiHU mpermapary.

kXY BUIIagKaX MeYiHKOBOI AUCQYHKIII, TKa He TOSICHIOEThCSI OYEeBUIHUME IPUYUHAMHU, CIIifl
PO3TISTHYTH MOXKJIUBICTh IPUIIUHEHHS JTiIKYBaHHS [TOHETIE3UTIOM.

***[Tpo pabmoMiosni3 mOBiHOMIISNIM HE3aIeXKHO Bif] 37I05IKiCHOTO HEMPOJIENITUYHOTO CUHIPOMY Ta
TiCHOT'O TUMYACOBOTO 3B’SI3Ky 3 ITOYATKOM JIiKyBaHHS NOHEIE3UJIOM Ta MiIBUIIEHHSM 03U,

[ToBimoMIIeHHS PO Mimo3pioBaHi M0o6ivHi peakirii.

[ToBimomneHHS mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle mae 3MOry IPOBOAUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBAHHI LIbOT'O
niKapchKoro 3acofy. MeguuHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM IIpeCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PIOBaHUX IMOOIYHUX Peakilii Ta
BifCcyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy cucTeEMY 3
(hapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua

Tepmin npudamHocmi.

3 pPOKH.

YMmoBH 30epiranssi.
30epiratu npu TeMmepartypi He Buile 25 °C.

30epiratu y HEJOCTYIIHOMY OJISI OiTe# MicCIi.

YnaxoBka.

I[To 14 Tabnetok y 6iicTepi. [To 2 6icTepy B KAPTOHHIM yIIaKOBIIi.
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Kareropis Bigmycky.

3a pelLemnToM.

BupoOHUK.

TOB «KYCYM OAPM».

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca Miclsi IpoBaIKeHHs HOro Tis/IbHOCTI.

40020, Ykpaina, Cymcrka o6nacts, M. Cymu, Byn. CkpsibiHa, 54.



