THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

AJI3EIILI

(ALZEPIL®)

CKn1ao0:
0itoua pe4oB8uHa: DOHEIe3uT;
1 TabneTka, BKpHuTa 000JIOHKOIO, MiCTUTDb HOHEIEe3uy rigpoxaopuny 5 Mr abo 10 mr;

0ONOMIdCHI peuoBUHU: 1IEJI0JI03a MiKPOKPUCTANIiuyHa, TiIPOKCUIIPOIIINIIEeN0I03a HU3bK03aMillleHa,
MarHilo cTeapart, rimpomenosa, Tutany giokcup (E 171), makporon 400.

Jlikapcbka ¢popma. TabneTku, BKpUTi 000JI0HKOIO.
OcHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:

mabsemku, eBkpumi 06010HK00, no 5 m2: Oini abo Maiixke 6isti, KPyTIi OBOOMYKIIi TablIeTKU, BKPUTI
o0osoHKOI0, 6e3 abo Malixke 6e3 3amaxy, 3 rpaBipyBaHHIM 3 0OJHOT0 OOKY CTHIi30BaHOI niTepu E, a
mig Heto Homep 381;

mab.emxku, skpumi 06010HK010, no 10 me: 6ini abo maiixe 0ini, Kpyri ABOOMYKIIi TabeTKH, BKPUTI
o0o1ioHKOI0, 6€3 abo Malixke 6e3 3amaxy, 3 rpaBipyBaHHIM 3 0OOHOT0 OOKY CTHIi30BaHOI NiTepu E, a
mig Heto Homep 382.

dapMakoTepaneBTHYHA rpymna. 3aco0wu, siKi 3aCTOCOBYIOThCS IIPU AeMeHIrii. Iuribitopu
xoninectepa3u. Kog ATX NO6D A02.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

CenekTuBHHUY Ta 000POTHHUH iHTIOITOP alleTUIXOIiHECTEePa3H, 1[0 € OCHOBHUM THIIOM XOJIiHECTEPA3Hu
y TOIIOBHOMY MO3KY. [HTi0yiouu xojIiHecTepas3y B TOJIOBHOMY MO3KY, HOHeNe3us 0I0Kye po3man
alleTUIXOJIiHY, 110 3[iMCHIOE ITepefady HePBOBOTO 30yIKEHHS Y IeHTPaIbHy HEPBOBY CUCTEMY.
Honemne3un iHridye anetunxoninectepady Oinbm Hixk y 1000 pasis cunbHilIe, Hixk
OyTUpUITXOJIiHECTePa3y, 10 MiCTUTHCH ¥ CTPYKTYpPaX, Po3MilleHux 30e06iIbIIoro mo3a HeHTPabHO
HEPBOBOI CUCTEMOIO.

[Ticnst ogHOPA30BOT0 MIPUHOMY JOHENEe3UNy B f03axX 5 Mr abo 10 Mr CTymiHb IPUTHIYEHHS aKTUBHOCTI



alleTUIIXOJIiIHeCTepas3y OLIHIOETLCS Y MeMOpaHaX epUTPOLUTIB i cTaHOBUTH 63,6 % Ta 77,3 %
BifITIOBiAHO.

IuribyBaHHS alleTHIXOJIiHECTEPa3! B ePUTPOLUTAX IIif Ii€l0 JOHEe3WIy KOPeJoe 3i 3MiHaMy IIKalu
ADAS-cog (umkasa OIiHKY KOTHITUBHUX QYHKIIiM Tpu XBopoOi Anbirefimepa).

dapmakokiHemuka.

MaxkcumanbHa KoHIeHTpalis (C,,,) Y J1a3Mi KpoBi focAraeThCs MpruOIM3HO yepe3d 3-4 TOOUHY Mics
IpuiioMy IpenapaTy. KoHIleHTpallil y mia3Mi KpoBi i mioia mifg papMakokiHeTHuuHO KpruBo (AUC)
IiABUINYIOTHCS ITPOIOPIiiiHO H0 Ho3u. [Iepion HamiBBUBENEHHS CTaHOBUTH 0/1M3bK0 70 TOOUH, TOMY
IIOBTOPHE 3aCTOCYBaHHA IpemnapaTty 1 pa3 Ha mo0y IIOCTYIIOBO MPU3BOAUTE 10 PiBHOBAXKHOTO CTaHY,
IO OOCSATAETHCS MPOTSATOM 3 TUXKHIB Bifl MTOYAaTKy Teparii.

Y piBHOBaXXHOMY CTaHi KOHIIEHTpAllid JOHENe3usly riIpoXJI0OpUAY B IJIa3Mi KPOBI i BiAnoBigHa
papMakomuHaMidHa aKTHBHICTh HE3HAYHOIO MipOI0 3MIiHIOIOThCS IIPOTATOM [HS. 1’Ka He BIJIMBa€ Ha
BCMOKTYBaHHS NOHEIE3UITy TiIpOXIOPUAY.

IoHemne3un 3B’A3y€ThCs 3 6inKaMu 1m1a3Mu KpoBi mpubnu3Ho Ha 95 %. Po3nopin moHeme3uny y
pi3HUX TKaHWHAX BUBYEHUI HENOCTAaTHLO. TeOPeTUYHO JOHEIe3uI Ta HOT0 MeTaboIiTH MOXKYTh
30epiraTtucs B opraxi3mi go 10 mio6.

Memaboaizm/susedeHHs. [JoHeTIe3UTy TifpOXIOPUf] BUBOAUTHLCS i3 ceYero B He3MiHeHOMY BUTJISAMI i
3a3Hae 6ioTpaHcdopMariiii cucTeMoro uToxpoM P450 3 yTBOpeHHSIM YUCIeHHUX MeTaboMiTiB; esKi 3
HUX He BCTAHOBIIEHI.

[Ticgs omHOPa30BOT0 BBeAEHHS O MT [OHENe3Uly rigpoxyiopuny, Midveroro 14C, yacTka HE3MiHEHOT O
INOHEeIe3usy TiTpoXI0pUAY B My1a3Mi KpoBi cTaHoBUTh 30 % BBeOEHOI 003H,
6-O-mecmetunponene3uny - 11 % (emuHu MeTaboIIT, 10 MAE CXOXKY aKTUBHICTh 3 HOHETIE3UITY
rigpoxnopungoM), foHene3un-uuc-N-okcuny - 9 %, 5-O-gecmetunpgorene3uny - 7 % i TIIOKypOHOBOTO
KoH'toraty 5-O-gecMmetunnonene3uny - 3 %. [Ipubnusno 57 % BBeeHOl pafioaKTUBHOI D031
BUSBIIEHO B cedi (17 % y Burnaai HeamiHeHoro goHene3uny) i 14,5 % - y Kaui; 1ie CBigYUTH IIPO Te,
1110 IEPBUHHUMHU IIJITXaMU BUBeleHHS IIpemaparty € OioTpaHchopmallisa Ta eKCKpelid i3 cedelo.
BimomocTel po MOXKIUBICTh €HTEPOHUPKOBOL PELUPKYIIAL] JOHENIe3UIy TiipoxIopuny Ta/abo 0yaon-
SIKOTO Moro MeTaboiTy HeMae. 3HUXKEHHS KOHIIEHTPAllil JOHele3uy TifpoXJI0pUAY B Ijia3Mi KPOBi
BimOyBa€eThCs 3 mmepiomoM HamiBBUBeneHHs npubnusHo 70 rogun. CepenHi piBHI foHeNe3uny B maa3mi
KPOBi XBOPHX BifITIOBial0Th TaKUM Y 3MOPOBUX MOJIOAUX M0OPOBOIbLiB. [TopyiieHHs GYHKIII Ne4iHKK
JIETKOTO i CEpeOHBOTO CTYTIEH, @ TaKOXK MOPYIIeHHS QYHKIIiI HUPOK He BIJIMBAIOTh CYTTEBO Ha
KJIipEeHC JOHeIe3uy.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

CumnToMaTUyHe JTiKyBaHHS XBOpoOu AnblreiiMepa 3 JIeTKUM a0 cepeHiM CTyIeHeM TSIKKOCTI.

IIpomunoka3aHHs.

linepuyTnuUBICTh N0 NOHENE3UIy TigPOXJIOPUAY, IOXiTHUX MiMepUAnHY ab0 M0 Oyab-IKUX HOMOMIKHUX
PEUYOBHH JIiKapChKOTro 3acoby.



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Honemne3uny rimpoxnopup ta/abo #oro metaboniTu He iHTiIOyI0TE MeTabomi3M Teodininy, Bapdapuny,
IIUMETUIUHY a00 OUTOKCHHY y miofieli. MeTa0o0J1i3M HOHeNe3usTy rigpoxXIopuay He 3a3Ha€ 3MiH IIpH
OHOYaCHOMY 3aCTOCYBaHHI JUIOKCUHY YU LHUMeTUAUHY. [loCTifXKeHHS in vitro moka3any, 1110
MeTab0Ii3M TOHeNne3uTy 3OiNCHIOETHCS 3a y4acTio i3ohepmenTy 3A4 mutoxpoMy P450 i MeHIIO0
Mipoio - 2D6. [JocmigKeHHS NTiKapchKOl B3a€MOfil in vitro mokasay, 10 KeTOKOHA30JI Ta XiHiAuH
(iuri6iTopu CYP3A4 ta 2D6 BifmoBigHo) iHri6y0Th MeTab0i3M qoHeme3uny. TaKuM YMHOM, I1i Ta iHImmi
inri6iTopu CYP3A4, Taki K iTpaKOHa30JI Ta ePUTPOMIIIMH, a TaKoX iHribiTopu CYP2D6, Taki siK
GbIyoKCceTHH, MOXYTh iHTi0yBaTH MeTa0o0J1i3M HOHeNne3uy. B Xofi ocigXKeHHs 3a y4acTIO 3T0POBUX
noOpOBOJIBLIIB KETOKOHA30JI MigBUIIYBaB CEPEIHI0 KOHIIEHTPallilo foHene3uny npubau3uo Ha 30 %.
[HgykTOpPU EPMEHTIB, Taki K pudamminuH, GeHiToiH, KapOaMa3eIiH Ta aTKOTr0jb, MOXYTb
3MEHITyBaTU KOHIIEHTpalilo foHene3uny. OCKilbKY BeTnyuHa iHri6yI040ro 4u iHOyKy4oro epekTy
HeBiloMa, Taki KoMmObiHalii mikapchbKuxX 3aco0iB IOTPiOHO 3aCTOCOBYBATH 3 00epekKHICTIO. [JoOHETIe3UIy
TiApoXIopUay BIaCTUBHM MOTEHIIial JTiIKapChKOl B3aEMOZII 3 IpernapaTaMy, I0 YHHSTD
aHTUXOJIiHePriuHy [ifo. TaKoX iCHy€ MOXKIMBICTb B3AEMHOTO IIOCUJIEHHS [Iii TP OMHOYACHOMY
3aCTOCyBaHHI 3 JOHENEe3UJIOM TaKWX JIiIKapChKUX 3ac00iB, K CYKUMHINIXOJiH, iHIIi HePBOBO-M’I30Bi
6;okaTopu, XoniHepriyHi aroHicty yu 6eTa-6710KaTOPH, 30ATHI BIIMBATU Ha CEPLEBY MPOBIAHICTE.

[Ipy ogHOYACHOMY 3aCTOCYBaHHI 3 JOHENe3UI0M iHIINX XOJIIHOMIMETHKIB | YeTBePTUHHUX
AHTHUXOJIiIHePTiYHUX ITPelapariB, TAKUX SK TIKOMiponat, Oyu omyucaHi BUIAgKKU aTUIIOBUX 3MiH
apTepiasbHOTO TUCKY 1 4aCTOTHU CEPLIEBUX CKOPOYEHb.

[ToBimomisinocs: Ipo BUNIafKYU ITOfoBXeHHd iHTepBany QTc Ta torsade de pointes nipu 3acToCyBaHHI
noHerne3uiy. PekoMeHOyeTbCS OyTH 00epeKHUM MPU 3aCTOCYBaHHI [IOHETIE3UTy OMHOYACHO 3 iHITNMU
JiKapChbKUMU 3aco0aMu, SKi MogoBXKYyoTh iHTepBan QTc, Moxke 3HamOOUTHUCS KITIHIYHWYM MOHITOPUHT
(EKT). Hux4e BKa3aHi MPUKJIaAu TaKuX 3ac00iB:

aHTHApPUTMiuHi 3aco0u [A Knacy (Hanpukiaf, XiHifiuH);

aHTHapuTMiyHi 3acobu III Kyacy (HampuKiag, aMioflapoH, COTao);

OesiKi aHTUOenpecanTy (HampHuKiaf, IMTaonpaM, eCIiuTaaIoIpaM, aMiTPUIITUITIH);

- iHImi aHTUTIICUXOTUYHI 3aco0u (HaIpHUKIIaM, MOXigHi GeHOTia3uHy, CePTUHIOM, MMO3HUL,
3UMPA3un0H);

- OesKi aHTUOIOTHKY (HANpPUKIIaM, KIapUTPOMIIMH, epUTPOMILIUH, TeBO(IIOKCAlIKH,
MOKCHGITOKCAITHH).

Oco06.1ue8ocmi 3acmocyeaHHsi.

JIiKyBaHHS CJIifi pO3NIOYMHATY Ta IIPOLOBXKYBATH IIil KOHTPOJIEM JIiKaps, IKUU Ma€ JOCBig
MiarHOCTUKM XBOpoOU AJbIreriMepa i MiKyBaHHS TaKUX Ialli€eHTiB. 3aXBOpIOBaHHS HEOOXiTHO
[iarHOCTYBaTH BiOIIOBIOHO [0 3arajbHONPUUHATUX peKoMeHfali (Hanpuknag, DSM, 1V, ICD 10 -
MixnaponHa kiacudikaiis xsopo0, 10-i Bunyck). Teparito foHene3uI0M MOXKHa PO3NOYNHATH
TiIBKM B TOMY BUIAMKY, SKIIO € JIIOOUHA, IKa JOTJISIMAE 3a XBOPUM i Oye MOCTiiHO KOHTPOJIIOBATH
npuiioM TabneToK mnarieHToM. [lifTpuMytody Tepario HeoOXiTHO IPOMOBKYBAaTH, IIOKH y TallieHTa
30epiraerbcs TepaneBTUYHUN ePeKT. Y 3B’I3KYy 3 I[UM CJIifi peryispHO OLiHIOBaTH KITiHIUHUN eeKT



IOOHeme3umy. fAKINo TeparneBTUYHUM e(DEKT He CIIOCTEPIra€ThCs, CHIiMl PO3TITHYTH MOXKIIUBICTD
IPUIIMHEHHS 3aCTOCYBaHHS IIperapaTy. IHOuBigyanbHY BifMOBigb HA JOHENe3uI mependayuTu
HeMOXJIUBO. EQeKTUBHICTh JOHENEe3WIy Y XBOPUX Ha TAXKKY JeMeHIi0 ATbIreriMepa, 3 iHIMUMA
THAMIaMHU JeMeHIIil Ta iHIIUMYU TUIIaM¥ IOPYIIeHHS aM STl (HallpuKJiaf, BikOBe 3HUKEHHS
KOTHITHBHOI QYHKIIil) He BUBYAIUCS.

AHecmesisa

4k inribitop xosiHecTepasu A3emin 3maTHUM IOCUIUTH CYKIIMHINIXOTIHOBY Miopesiakcalliio iy gac
HapKo3y.

Cepuego-cyOuHHi NOPYWeHHA

3aBposku papmakosoriunii gil iHri6iTopu xomiHecTepas3yu MOXKYTh BUSIBIISTY BarOTOHIUHI epeKT Ha
YaCTOTy CEPIIEBUX CKOPOUEHb (HAMpUKIIal, CIPUYUHATH OpafirKapioo). MoXIUBICTh MOAiOHUX
TIOpYIIeHb Ma€e 0co0IMBe 3HAYEHHS Y XBOPUX i3 CUHIPOMOM CJIabKOCTi CHHYCOBOTO By3Jla a0o iHIIUMU
NIOpPYIIeHHAMH HafIUIYHOUYKOBOI IPOBIAHOCTI cepiis (HampuKiaz, Ipy CHHOAaTpiabHili abo
aTpPiOBEHTPUKYIISPHIN O0Kami).

[ToBimoMmsAzIOCS TIPO 3allaMOPOYEHHS Ta CyJOMHi Hamapau. [Ipyu 06CcTeXXKeHHi TaKUX MalliE€HTIiB CIif
BpPaXxOBYBaTHU MOXKJIUBICTh IIOSIBU CepPIeBOi O110Kamu ab0 JOBrUX 1May3 Y CHHYCOBOMY PUTMi.

BigmoMmo, 110 B micnsipeecTpaliiHOMY IIepiofi MOBIqOMIISIOCS PO oAoBKeHHd iHTepBany QTc Ta
torsade de pointes (ouB. po3nin «B3aeMopis 3 iHIIMMU JTiIKAapChKUMHU 3ac00aMu Ta iHIII BUIU
B3aeMomiii» Ta «I1o6iuHi peakirii»).

PekoMeHOy€eThCST 3 00€PEKHICTh 3aCTOCOBYBATH MHAlliEHTAM, Y SIKUX IOIEPEIHbO CIOCTEPiramocs
nofoBxXeHHd iHTepBany QTc 4u BimoMo 3 CIMEMHOr0 aHaMHEe3Y PO MogoBXKeHH iHTepBany QTc,
malfieHTaM, sKi 3aCTOCOBYIOTH IIpelnaparTy, 1110 BIIMBalOTh Ha iHTepBan QTc, mauieHTaM 3
3aXBOPIOBAHHSIMU Cepls (HallpuKiajl, HEKOMIIEHCOBaHa CcepllieBa HeMOCTaTHICTh, HEI[OIaBHIN
iHdapkT Miokapay, 6pagrapuTMieio) abo 3 eJIeKTPONIITHUMY IOPYIIeHHAMH (TimoKamieMis,
rimoMaruieMist). Moxe 3HamoOuTHCS KITiHiYHUY MOHITOpUHT (EKT).

I 1yHKOBO-KUWKOBI NOPYWEHHA

Heo06xigHO MUIBHO CIIOCTEPiraTH 3a XBOPUMH, B SKUX € PU3UK PO3BUTKY BUPA3KM, HAIIPHUKIaL, 3a
nalieHTaMH{ 3 BUPa3K0BOI0 XBOp060io B aHaMHe3i a6o XBOpUMH, SIKi 0[IepXKYIOTh HECTEPOIHi
npoTu3ananbHi 3acobu (HI133). OpHak y KIiHIYHNX AOCTiAKEeHHSIX JOHENe3UIy MOPiBHSAHO 3 I1aiebo
He 0yJ10 BUSIBIIEHO 30ibIIeHHS YaCTOTH YTBOPIOBAHHS MENTUYHUX BHPA30K ab0 IITyHKOBO-KUIITKOBUX
KPOBOTEY.

3(1XBOD}OBGHHFI OpZGHiG ceyocmamesoi cucmemu

XosiHOMIMETUKY MOXYTh CIPUYUHUTH IIOPYILIEHHS BifTOKY Cedi i3 ce40BOr0 Mixypa, Xo4a 1el epeKT
He 3yCTpidyaBCs B KJIIHIYHUX JOCIIIXEHHAX JOHEIe3uy.

HeespoaoeiuHi cmaHu

BBaxaroTs, 1110 XOJiIHOMIMETHKY AESKOI0 MipOI0 MOXYTh CIPUYUHATH TeHepali3oBaHi cynoMu. OgHak
CyIIOMHA aKTUBHICTh MOXKe OyTH TaKOX IIPOSBOM XBOpoOu AnbureriMepa. X0MiHOMIMETUKN MOXKYThb
TIOCUIMTH a00 CIIPUYMHUTYU eKCTPaIlipaMifHi CUMITOMH.



ITopyweHHA pyHKUII 1e2eHi8

[uribiTopu xoniHecTepasy Cilif mpu3HadaTy 3 00epeXkHiCTI0O XBOPUM Ha acTMy ab0 3 00CTPYKTHBHUMU
3aXBOPIOBAHHSMM JIETEHIB B aHaMHE3I.

Crnig yHUKaTH OOHOYACHOTO 3aCTOCYBaHHS AJI3eliny 3 iHIMMHU iHTib6iTopaMu aleTUIXoJIiHecTepasy,
arosicramu abo aHTaroHiCTaMM XOJIHEPTidyHOl CUCTEMH.

Tsascka neviHkosa HedocmamHicmb
[laHi o010 MalieHTiB 3 TAXKOW IIe4YiHKOBOK HEIOCTATHICTIO BifICYTHI.
JlemanvHicmb y KAiHIYHUX 00CAI0HCEHHAX 13 CYOUHHOK OeMeHUier

3 y4acTio malfieHTiB, gKi BigmoBimaioTs kputepigsm NINDS-AIREN nns BiporigHoi a6o MoXKIHBO1
CYIUHHOI fieMeH11ii, 6yy0 mpoBefgeHo 3 KITiHIYHUX [OCHiIXKEeHHS TPUBAIICTIO 110 6 MicsiiB. Kputepil
NINDS-AIREN 6ynu po3po0ieHi ojisi BUSIBIIEHHS MAalli€HTiB, y IKUX JeMeHIlid Moxke OyTu
CTIpUYMHEHA BUHSITKOBO CYOUHHUMHU IMPUYHMHAMH, i 71 BUKJTIOUEHHS TalliEHTiB 3 XBOP0060I0
AnpireiiMepa. Y nepiioMy OOCTiAXKEHH]I YaCcTOTa JieTaJlbHUX BUIIaAKiB cTaHoBuia 2/198 (1 %) npu
3aCTOCYBaHHi IOHENe3WIy Tigpoxiopuny v no3i 5 mr, 5/206 (2,4 %) npu 3acTOCyBaHHI JOHETIE3UITY
rimpoxmopuny y mo3i 10 mri 7/199 (3,5 %) npu 3acTocyBaHHi nnane6o. Y opyromy mociifKeHHi
YacToTa JieTalbHUX BUNafkKiB ctaHoBuna 4/208 (1,9 %) npu 3acTocyBaHHI OHEIE3UITy TiIPOXIOPULY
y mo3i 5 mr,3/215 (1,4 %) npu 3acToCcyBaHHI foHene3umny rigpoxmopuny y go3i 10 mri 1/193 (0,5 %)
IIPY 3aCTOCyBaHHI myiane6o0. Y TpeThoMy JOCTIAXKEeHHI YacTOTa JeTalbHIX BUIIQ[IKiB CTaHOBUIIA
11/648 (1,7 %) mpu 3acTOCyBaHHI HOHEIE3UNy Timgpoxaopuay y mo3i 5 mri 0/326 (0 %) npu
3acTocyBaHHi marne6o. B ycix Tppox JOCHIXKEHHSIX IPK CYIUHHIM IeMeHIlii YacToTa TeTalbHUX
BUIIQMIKiB B 00'€MHaHiN IPyIli 3aCTOCYBaHHS JoHeme3uny rimpoxnopuny (1,7 %) y KinbKicHOMY
BigHOIIEHHI OyJa BUILOI0, HiXK Yy I'PyIIi 3acTocyBaHHs mianedo (1,1 %), npoTe 11g pi3HuIs He Oyna
CTaQTUCTUYHO [OCTOBIPHOIO. BiNbLIiCTh NeTaIbHUX BUIMIQMIKIB y MAI[iEHTIB, IKi MpuiimManu abo
MOHeNe3usy rigpoxmopus, abo miaredo, Oyna CipuuYrHeHa PiSHUMHU CYTUHHUMY TPUYNHAMHU, TKUX
MOKHa OYiKyBaTH y JI0AeH JITHbOTO BIKY 3 iCHYIOUUM CYOUHHUM 3aXBOpIOBaHHSM. [1py aHamisi BCix
CEepUO3HUX HeJleTalbHUX 1 JIeTaJlbHUX CYOUHHUX SBULL He Bii3Hayaslach PI3HUIL Y YACTOTI LIUX SIBUIL]
MiX IpylaMyu 3aCTOCYBaHHS JOHEIEe3WUIy TiIpOXJIOPUAY Ta Ialie6o.

B ycix gocnigxkeHHsAX mpu XxBopobi AmnbireriMepa (n = 4146), a TakoX Npu 06'emHaHHI 1TUX
OOCIIXKeHb TPU XBOp00i AnblireliMepa 3 iHIIMME OOCIIIXKEHHSIMY IIPU JeMeHIIi], BKITI0Yayu
MOCTiAKEeHHS NIPYU CYAUHHIN meMeHIil (3arasoM n = 6888) yacToTa neTanbHUX BUNAAKIB ¥ Ipynax
3aCTOCYBaHHS Iyanedo y KinbKiCHOMY BifHOIIIEHHi IIepeBHIyBajla YaCTOTY Y TPyIaxX 3aCTOCYBAHHS
OOHEMEe3Uy TiAPOXI0PUAY.

3n05aKicHull HetlipoaenmuyHutl cuHOpom (3HC)

3HC - noTtentiiino HeOe3MeUHNN AJIS KUTTS CTaH, 10 XapaKTEePU3YETHCS TiepTepMi€eio, M’ 130B0I0
PUTIfHICTIO, pO37afaMy BEreTaTUBHOI HEPBOBOL CUCTEMH, TOPYIIEHHIM CBiJOMOCTI Ta MiBUIIEHHSAM
PiBHIB CHPOBaTKOBOI KpeaTuH(MOCHOKIHA3Y, KUY, SIK IOBIIOMIISANIOCS, BUHUKAE OYXKe PIIKO y 3B’ A3Ky
i3 3acTOCyBaHHSM HOHEIEe3UITy, 0COGIMBO Y MAlli€HTIB, SIKi TapasebHO OTPUMYIOTh HEHPOJIEITUKH.
IJomaTKOBi 03HAKK MOXKYTh BKJII0OUaTH MiorjobiHypito (pabmomionii3) i rocTpy HUPKOBY HEOCTATHICTh.
fAKIo y maljieHTa po3BUINCh 03HAKHU Ta CUMIITOMH, SIKi BKa3yioTh Ha 3HC abo cTaHu 3 HE3PO3yMinoio
BHCOKOIO TeMIlepaTypoio 0e3 monaTkoBux KiiHiuHux nposB 3HC, niKyBaHHS TOBUHHO OyTH
IPUNUHEHO.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

BazimHicme.

[loCTOBIipHI [aHi 040 3aCTOCYBaHHSA [NOHEIE3UIy BariTHUM KiHKaM BiICYTHI.
[loHemne3u He CJIif 3aCTOCOBYBATH y I1€Piof BariTHOCTI.

T'odyeaHHA 2pydoio.

HeBigoMo, Y1 IpOHUKAE JOHENE3UTy TigpOXJIOPUL V TPYAHE MOJIOKO y TIOOUHY; OOCTIIXKEHHSI y
XKIHOK, gKi FTOAyITh IPyaato, He npoBoauinu. OTXe, XKiHKaM, sKi 3aCTOCOBYIOTh JOHEIEe3uUJ, CIIif
IPUNUHUTY TOOYBaHHS TPYATIO.

30amuicmsb enaueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaxHcnopmom a6o
iHwumMu mexaHizmamu.

IoHene3u YMHUTH MiHiMalIbHUN a00 MOMIpHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH TPAHCIOPTHUMU
3acofaMy Ta MpaloBaT 3 MexaHi3MaMu. [JeMeHIIis ablreMepiBChKOTO TUITY MOXKe 3YMOBJTIOBATH
IOTipIIeHHS 30aTHOCTI KepyBaTy aBTOTPAHCIIOPTOM UM IIpallfoBaTy 3 MexaHizMaMu. KpiMm Toro,
NOHETe3U I MOXe CIPUYMHATY MiBUIIEeHY CTOMJIIOBAHICTh, 3allaMOPOY€EHH 1 CyIOMU M’'43iB, B
OCHOBHOMY Ha IIOYaTKY JIiKyBaHHS a00 mpu 30i/blIeHHI J03U. 30aTHICTh MAI[iEHTIB, IKi IPUIMaoTh
IOHEeNe3usI, KepyBaTy aBTOTPAHCIOPTOM a0 CKJIafHUMM MeXaHi3MaMy IOBUHHA OIiHIOBATUCS
JIiKapeM y BCTaHOBJIEHOMY IIOPSOKY.

Cnoci6 3acmocyeaHHss ma do3u.
Ilopocai nayieHmu ma nayieHmu AiMHb020 BiK)Y.

JlikyBaHHS MOYMHATH 3 103U 5 Mr/moby (mpuitoM 1 pa3 Ha fo0y). An3emnin noTpidHO NpuiMaTu
BHYTPILIHBO BBeUepi, 6e3mocepeHbo nepen cHoM. [1o3u 5 Mr/mo6y CIifl OTPUMYBATHCh ITPOTITOM
IIOHAMMEeHIIe OIHOT0 Mics1ls, 11106 3a6e3meyuTy sKoMora Oifibll paHHIO KIiHIYHY BigmoBinb Ha
JiKyBaHHS 3a Pe3y/ibTaTaMM OIiHKYU Ta JOCSATTH PiBHOBAXKHOI KOHIIEHTpAIlil JOHEMme3uny
rigpoxmopupy. [licng KIiHIYHOI OLIHKY JIIKyBaHHS IIpenapaToM y [o3i 5 Mr/moby npoTtsaroM 1 Micsais
I0o3y moHeme3uny MoxHa 36inbuutu 1o 10 Mr/go0y (mputiom 1 pa3 Ha #o0y).

MaxkcumarnbHa peKoMeHioBaHa fo0oBa fo3a cTaHoBUTE 10 Mr. [To3u, mo mepesutlyoTs 10 Mr/moby, B
KJTIHiYHUX OOCIIMXEeHHIX He BUBYAJIH.

JIikyBaHHS CIIifl pO3MIOYMHATH i IPOAOBXKYBATH IIiJf KOHTPOJIEM JIiKaps, SKUW Ma€ OOCBi AlarHOCTUKU
neMeHIIii AJbLIreiMepiBCbKOTO TUITY i JTIKYBaHHS TaKUX IallieHTiB. 3aXBOPIOBAHHS HEOOXigHO
[iaTHOCTYBATH BIIIOBIAHO OO 3arajbHONPUUHATUX PeKOMeHallil (Halpukiiazg,

DSM IV a6o ICD 10 - MixuaponHa Knacudikarrist xeopo0, 10-# BUIYCK).

Tepamito goHene3nsIoM MOXKHA PO3MOYMHATH TiJIbKU y TOMY BUIIAAKY, KOJIX € 0c00a, siKa [OTJIsfaE 3a
XBOPUM i Oy/ie TIOCTitHO KOHTPOJIIOBATH IIPUIOM TabIeTOK IalliEHTOM.

[ligTpuMyrode JIiKyBaHHS MOXXHA IIPOOOBXKYBATH, [TI0KU MAIlEHT OTPUMYE TEPaleBTUYHY KOPUCTE.
TakvM YMHOM, KJIiHIYHY KOPUCTh JOHENEe3UIy OCIIi PETryIapHO OLIHIOBATH. fAKI0 N0Ka3iB



TEepPaneBTUYHOT0 eeKTy BibIlle He CIIOCTePIiraeThCst, HEOOXigHO POITISHYTH MUTAHHS 100 BiIMiHM
mpernapary. IHguBigyanbHY BifMOBigb Ha JOHEIE3UII MPOTHO3YBAaTH HEMOXKIIHBO.

[Tpu BigMiHi MiKyBaHHS CIIOCTEPIraeThCs MOCTYIIOBE 3MEHIIIEHHS CIIPUSITIUBOTO e(EKTY TOHEIE3UTTY.
ITopyweHHA pyHKUII HUPOK Ma neviHKu

I nalieHTiB 3 MOpyIIeHoI0 GYHKIE€I0 HUPOK MOXKHA AOTPUMYBATUCh Ti€l XK CXeMU [I03yBaHHS,
OCKIJIbKY KJIIpEHC LOHENe3uIy IiIpOoXJIOPUAY He 3a3Ha€ 3MiH IIpU IIbOMY CTaHI.

Yepes MOXKIUBE 3POCTAHHS €KCIIO3UIIiI ITPY JIETKiN Y¥ IMOMIpHiM 1MeuiHKOBi HEOOCTAaTHOCTI
30inbIIIeHHS AO3H CJIifi TPOBOAUTH 3ajIe2KHO Bif iHAMBiAyanbHOI IEPEHOCHMOCTI IIpenapary. [aHi
IIOZI0 MAlli€EHTIB 3 TIXKKOI0 ITeYiHKOBOI HEIOCTaTHICTIO BiICYTHi.

Limu. Anzemnin He peKOMEHIY€EThCS 3aCTOCOBYBATH HiTAM BiKOM 70 18 pOKiB, OCKinbKY Oe3neKy
3aCTOCYBaHHS IIpenapary OiTsSM He BUBYaIIU.

Ilepedo3yeanHs.

[Tepemo3yBaHHs iHTi6iTOPIB X0MiHECTEPA3X MOXKEe IIPU3BECTH [0 XOJIIHEPTiYHOTO KPHU3Y, III0
XapaKTepU3YETLCS CUIBHOI0 HYIOTO0, O/II0BaHHSM, CIMHOTEYEI0, MiIBUIIEHOIO MiTIHUBICTIO,
OpapfuKappieio, apTepiaabHOIO TiTOTEH3i€10, MPUTHIYeHHAM [AUXaHHS, KOJIAIICOM i CyloMaMH.
MoxrBa HapocTaioda M s130Ba C1abKiCTh, 110 MOXKe ITPU3BECTHU [0 JIiTaJIbHOT0 HACTIIAKY V BUMIaAKY
ypaXKeHHS IuXalbHUX M'S3iB.

4k i npu Gymb-IKOMy Ilepefo3yBaHHi, CJIifl 3aCTOCYBaTH 3arajibHi MigTPUMy0Ui 3aX0u. K aHTUAOT
IIPU TIepeio3yBaHHi JOHeNe3u1y MOXHa BUKOPUCTATH TPETUHHI aHTUXOJIiHEPTiuHi 3aco6u, Taki K
aTponiH. PeKOMeHOyeThCS BHYTPIIIHBOBEHHE BBEIeHHS aTPOIiHY Cyl1b(aTy 3 TUTPYBAHHSIM [0
HNOCSATHEHHS e(eKTy: MoYaTKOBa J03a - Bif 1 [0 2 MI BHYTPIIlTHEOBEHHO 3 HACTYIIHUM JO3YBaHHSIM
3aJ1eXXHO Bif KniHigHOI BigmoBimi. [ToBimOMIsAIOCE IPO aTUIIOBI peakilil 3 60Ky apTepialbHOT0 TUCKY
Ta YaCTOTU CeplieBUX CKOPOYEHS IIPU 3aCTOCYBaHHI IHIIINUX XOJIIHOMIMETHKIB OOHOYACHO 3
YeTBEPTUHHUMU aHTUXOJIIHEPTriYHUMHU IIpernapaTaMy, TaKUMU dK TJIiKomiponat. Hesigomo, 4u
MOXKYTh TOHENEe3Uy Tigpoxyopun Ta/abo #oro MeTaboIiT BUBOOUTUCH 3@ JOTIOMOTI0I0 Aiami3y
(remomiami3dy, mepuTOHeaIbHOTO MAianidy abo remodinbTpatiii).

ITobiuni peakuii.

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

Y oci6 3 iHguBiTyanbHOI0 HEIEePeHOCUMICTIO 10 OyIb-IKOTO KOMIIOHEHTY IIperapaTy, MOXKJIUBI peakiril
rinepuyTIUuBOCTI.

[ToGiyHi peaxiiii, 3apeecTpoBaHi 3 YaCTOTOIO, SIKa ITePEBUILlyBajla PiBeHb ITOOAUHOKUX BUTIAMKIB,
3a3HavyeHO HUXK4Ye 3a CUCTeMaMM OpraHiB Ta 3a 4acTOTO. HaCTOTy BU3HAUYEHO TAKUM YHUHOM: JyXKe
yacTo (= 1/10); gacto (= 1/100, < 1/10); HeyacTo (= 1/1000, < 1/100); pigko (= 1/10 000, < 1/1000);
nyxe pigko (< 1/10 000) Ta wacToTa HeBigoMa (HEMOXKIIMBO OL[IHUTY Ha OCHOBI JOCTYIIHUX OAHUX).



[Cucremu opranis |[Tyxe YacTto HeuacTo Pinko yxke pigko
4acTo
[Hdex1il Ta iHBa3il 3actyma
MeTabomiyHi Ta AHOpEKCis
aniMeHTapHi
0371887
3 OOKY IICUXiKH [amonrHaI**,
30YMKEeHHI*,
arpecuBHA
MoBemiHKa™**,
HiuHi KomMapu**
3 60Ky HEPBOBOI CuHKorme*, EninentuyHi Hanagy, [EkcTpanipa-migai  [3nogkicHuin
cucTeMu 3arraMoOpPoYeHHs, |cymomu* CUMIITOMH HeWpONenTHY-HUH
0e3COHHS CHHIPOM
3 60Ky cepIieBo- bpagukapnisa CuHoaTpianbHa [ToniMopdHa
CyOUHHOI CUCTEMHU Grioxapa, [ITyHOYKOBA
ATPiOBEHTPH- Taxikapmis,
Ky/lspHa OoKagma  [BKIIOYA4H torsade)
de pointes,
MOTOBXKEHHS
inTepBany QT Ha
EKT.
3 60Ky 1mmyHKoBO-  [HymoTa, boBaHHS, [I1yHKOBO-KUIIIKOBa
KWIIKOBOTO TPaKTy |miapes mucmencis, KPOBOTEYa, BUPA3KU
mcKOMGOpT y  [|IITyHKA Ta
PKIBOTI MBaHAOIATH-IIANI01
KUIIKY (PU3UK
VTBOPEHHS 3POCTAE
[IPU CYMICHOMY
Tpuiomi 3
HEeCTEPOITHU-MHI
TPOTH3aIab-
HMU IIpenapaTtaMu)
3 00Ky IMeviHKH Ta [TeuiHKOBa
DKOBYOBUBII-HUX muCchYHKIIIS, B TOMY
[IISXIB UuCHi remaTuT**
3 00Ky IIKipu Ta Bucumnanus,
minmKipHOi cBepOiK
KTITKOBUHU
3 60Ky OTIOPHO- M’5130Bi cymoMu Paboomiomiz*++*
[PyXOBOT'O
arnaparty Ta
CIIOJTy4HOI
TKaHUHU
3 OOKY HUPOK Ta HeTpumaHHS
CEeYOBUBII-HUX ceui
[IIXiB
3aranbHi [omoBHmu |[ligBuIlleHa
pO3Namu Ta 0inb BTOMJIIOBAHICTB,
peaxtil y micri 6inb
BBEEHHS
[penapary
BigximneHHS Bif HeBenuke migBUIIEHHSA
HOPMU, BUSBIIEH] CHPOBATKOBOI
B pe3yibTaTi KOHIIeHTpalii M’s130B0i
00CTeXKEHHS KpeaTuHiH-pochoKiHa3M




TpaBMH, [TpaBMaTHU3M,
OTPYEHHS Ta MMagiHHS
[IpolLlenypHi

yCKJIagHEHHS

*TIpu 00CTEXKEHH] MallieHTiB 3 MPUBOAY CUHKOIIE YU CY[OM CJIifl PO3TJISTHYTH MOXKJIUBICTh CEPIIEBO]
6mokamy a00 TPUBAIMX CUHYCOBUX Iay3 (OuUB. po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

**[ToBimOMIEHHS IIPO TaIloNUHalil, 30yIKeHHS Ta arPeCUBHY IOBEIHKY, 110 MUHAJIHU ITiCJIs 3MEeHIIeHHS
no3u abo BigMiHM mpemapary.

*XY BuNafiKax Ne4YiHKOBOI AUCHYHKIIIL, Ka He IOSICHIOETHCS OUeBUAHUMU IPUYNHAMY, CJIifl PO3TISHYTH
MOXKJIMBICTh IPUNIMHEHHS JIIKYBaHHS JOHEIIE3UJIOM.

*k*+4TIpo pabooMioni3 MOBiIOMIISAIN He3aIeXHO Bifl 37105IKiCHOT0 HEMPOJIENITUYHOTO0 CHHAPOMY Ta TiCHOTO
THMYaCOBOTO 3B’SI3Ky 3 IOYATKOM JIiKyBaHHS JOHENE3UJIOM Ta MiABUIIEHHIM OO3H.

Tepmin npudamHocmi. 5 POKiB.

YmMmoBH 30epirannsi. 30epiratu npu TeMepatypi He Buine 30 °C y HeIOCTYIIHOMY [Jis [iTel MicIii.

YnaxkoBka. [1o 14 Ta6meToK, BKpUTHX 000JI0HKOIO, ¥ OicTepi; o 2 a6o 4 6iicTepu y KapTOHHIN
KOpOOT1Ii.

Kareropisi Bignmycky. 3a peremntom.

Bupoo6nuk. 3AT ®apmarneptuynui 3asoy EI'IC.

Micue3HaxoIKeHHsI BUPOOHHKA Ta HOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

1165, m. Bymanemrt, Byn. Bekenbdenmi, 118-120, VropuuHa.



