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Cknao:

Oiloua peuosuHa: apuIinpasolr;

1 TabneTka MiCTUTH apuminpaszony 5 mr abo 10 mr, abo 15 mr, a6o 30 mr;

OONOMIHCHI PeHOBUHU.

TaOJCTKU 5 MI: JIaKTO3a, MOHOTIApAT;, LENI003a MIKPOKPUCTANIIYHA; HATPII0 KpPOCKapMelo3a;
KPEMHIIO JIIOKCH]l KOJIOiqHMIA Oe3BOIHMI; MarHito creapat; iHmurokapmin (E 132); BaHinbHuUi
apoMartu3aTop (MICTUTh MPOITUICHIIIIKOIb Ta CIUPT OeH3WI0BUH); actaptam (E 951);

ta0uerkr 10 Mr: JIakTO3a, MOHOTLAPAT; IENI0JI03a MIKPOKPUCTAIIIYHA, HATPII0 KPOCKAPMEN03a;
KPEMHIIO JTIOKCHI KOJOigHHI O€3BOAHMI; Marhio creapar; 3aiiza okcupa uepBonmii (E 172);
BaHIUJILHUHN apoMaTu3aTop (MICTUTH MPOMUICHIIIIKOIEL Ta CUpT OeH3minoBuii); acmaptam (E 951);
TaOJETKU 15 Mr: J1aKTo3a, MOHOTIApAT; IEJrJIo3a MIKPOKPHCTATIUHA, HATPIF0 KPOCKapMENno3a;
KPEMHIIO JTIOKCH/I KOJIOiqHUI O€3BOIHUI; MarHito creapar; 3amiza okcu >xkoBTuid (E 172); BaninbHUI
apoMartu3aTop (MICTUTh MPOITUICHIIIKOIb Ta CIUPT OeH3uIoBui ); acnaptam (E 951);

Tabnetku 30 Mr: JakTO3a, MOHOTIAPAT; IEI0I03a MIKPOKPHUCTANIYHA; HATPII0 KPOCKApMEno3a;
KPEMHIIO TIOKCHI KOJIOiHWI O€3BOAHUI, MarHiro cTeapar; 3amiza okcun depBonwii (E 172);
BAaHUIBHHUI apoMaTU3aTop (MICTUTh MPOMIJIEHTIIIKOb Ta CUpT OeH3mioBHii); acmaptam (E 951).

Jlikapcbka ¢opma. TabieTku.

OcnosHi Qhi3uko-Ximiuni 61acmusocmi:

TaOJIETKH 10 5 MI — OJIAKUTHI, IPSIMOKYTHI, IBOOMYKJI1 TaOJETKH, TIa/IK1 3 ABOX CTOPIH,
TabneTku 1mo 10 Mr — poskeBi, NPAMOKYTHI, ABOOIYKII TaOJETKH, IMIaJKi 3 IBOX CTOPIH;
TabsIeTKu 1o 15 Mr — >K0BT1, KPYIJIl, IUIOCKI TaOJETKH, TTIaJIK1 3 ABOX CTOPIH,

TabneTku 1o 30 Mr — po’keBi, KpPyTJi, IVIOCK] TaOJIETKH, IIIaIK1 3 ABOX CTOPIH.

dapmakoTepaneBTHYHA IPyna. AHTUIICUXOTHYHI 3aCO0M (HEUPOJIETITUKY).
Kox ATX NOSA X12.

Dapmakono2iuni eracmueocmi.

Dapmakoounamika.

Mexani3m aii

TepaneBTuuna i apuminpasoiy Hpu mu3odpeHii Ta OimonspHOoMy po3znani | Tumy 3ymoBieHa
MO€THAHHSAM YaCTKOBOI arOHICTUYHOI aKTUBHOCTI BiTHOCHO D2-nodaminosux 1 SHT1a-cepoToHiHOBUX
peLenTopiB 1 aHTarOHICTUYHOT AKTUBHOCTI BiTHOCHO SHT2-cepoTOHIHOBUX peLenTopiB.

Apwurinpason Mae BUCOKY adiHHICTE iN Vitro g0 D2- 1 D3-godaminoBux perenropis, SHT 1a- 1 SHT2,-
CEepOTOHIHOBUX pELEeNTopiB Ta MNoMipHY adinHicTe 10 Ds-podaminoBux, SHT2.- 1 SHT7-
CEepOTOHIHOBUX pELENTopiB, Ou-aApeHopenenTopiB Ta Hi-rictamMiHOBHX peLenTopiB. ApHIiNpason



XapaKTePU3Y€ETHCS TAKOXK MOMIPHOIO a(iHHICTIO A0 AUISHOK 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY Ta
BIICYTHICTIO apiHHOCTI 10 MyCKapHMHOBHUX PEIENTOPiB. APHUIINPa30Jl B EKCIEPUMEHTaX Ha TBapHUHAX
NPOSIBJISIB  QHTArOHI3M  BIAHOCHO — Mo(aMiHEpriyHOi TiNEepakTHBHOCTI Ta AaroHi3M BiTHOCHO
nogaMiHEepriyHOi TIMOAKTUBHOCTI. B3aeMopiero He TUTbKH 3 10GaMIHOBUMH Ta CEPOTOHIHOBUMU
pelenTopaMu MOKHA MOSICHUTH JISSKI KIITHIYHI €eKTH apHITinpa3oiy.

Kniniyna eekTUBHICTS 1 Oe3neka

Llopocni

Hluzoghpenis

Y TphoxX KOpoTKouacHUX (Big 4 A0 6 THXKHIB) IJIalle0OKOHTPOIBLOBAHUX JIOCTI/DKCHHIX 32 Y4acTHO
1228 nopocnuMx mMamieHTIB 13 IMM30(QPEHI€0, fKi Mand TO3UTUBHI a00 HEraTHBHI CHUMITOMH,
apUIIINPA30Jl acOIIOBABCA 31 CTATUCTMYHO 3HAUYIIMM MOKPALIEHHSIM MCHUXOTHYHUX CHMIITOMIB Y
MOPIBHSHHI 3 M1a1e6o.

Apwurinpason € epeKTHBHUM y HIATPUMII KJIIHIYHOTO TMOJIMIICHHS TPU TMPOJOBXKEHHI Teparii y
JOpOCTUX TAII€HTIB, SKi IIOKa3ajdd IMOYAaTKOBY BIANOBIAb Ha JKyBaHHSI. Y JOCHIKEHHI,
KOHTPOJIbOBAHOMY T'aJIOTIEPHI0JIOM, YaCcTKa TMaIli€HTIB, SKI pearyBaly Ha JIIKapChKHUH 3aci0 MPOTIroM
52 TwxkHIB, Oyna OJHAaKOBOIO B 000X rpymax (apuminpaszon 77 % i ramomepumon 73 %). 3aramowm,
KIHIIEBHUH BiZICOTOK OYB 3HAUHO BUIIMM JJIs TTAIIEHTIB, SIK1 OTpUMYBaIH apuminpaszon (43 %), Hix U1
MarienHTiB, Aki orpumyBanmu Taionepunon (30 %). @akTHyHI OMIHKK 3a IIKaJaMH, SKi
BUKOPUCTOBYIOTHCSl SIK BTOPUHHI KiHIIEBI Touku, BkiItouatoun PANSS rta Ilkany ominku nempecii
Montromepi — Ocbepra (MADRS), noka3any 3Ha4HE MOKPAIICHHS TIPU 3aCTOCYBAaHHI apHUIIIITPa3oy
y MOPIBHSHHI 3 TaJONEPUI0TIOM.

Y 26-TmxHEBOMY I1aie00-KOHTPOJIHLOBAHOMY JIOCHIIKCHHI 32 Y4JacTIO JOPOCIHX CTaOUTi30BaHUX
MAIIEHTIB 13 XPOHIYHOIO MHU30(DPEHIEI0 apUIINPa30Jl 3HAYHO OiNbIIe 3HUKYBAB YaCTOTY PEIHINBIB!
34 % y rpymi apumninpa3zony ta 57 % y rpymni mianeoo.

3b6invwenus macu mina

Y KIHIYHEX JOCHIDKCHHSIX HE OyJI0 TMOKa3aHOo, IO apHUIINPa3oJl CHPUYUHSE KIIHIYHO 3HAYYIIES
30ibpIIeHHS MacH Tina. Y 26-TH)KHEBOMY MOJIBIMHO cIinoMy OaraToHaI[iOHaIbHOMY JOCI1KEHHI
mm30(peHii, KOHTPOJILOBAHOMY OJIaH3aIiHOM, 3a ydacTio 314 mopociMx NAaIi€eHTiB, A€ OCHOBHOIO
KIHIIEBOIO TOYKOIO Oyi0 30UIbIICHHS MacH Tijla, 3HAaYHO MEHIIE MAalli€eHTIB Malu npuHaiiMHi 7 %
301JIbIIEHHS MacH y TIOPIBHSHHI 3 BUXIJHUM piBHEM (TOOTO 30UIbIIEHHS IIOHaWMEHIIe Ha 5,6 KT pu
cepenHiil BUXiaHIA Maci ~80,5 Kr) mpu 3acTocyBaHH1 apumninpaszoiy (n = 18, abo 13 % namieHTiB, 5Kl
MIJUISITAI0Th OIHIN), y MOPIBHSAHHI 3 oylaH3amiHoM (n = 45, abo 33 % mnarieHTiB, K1 MIJUISTa0Th
OIIIHITI).

Jlinioui napamempu

VY cykynmHOMy aHali3i mapaMmeTpiB JiMiAiB 13 MIAle0OKOHTPOJIbOBAHUX KIIHIYHUX JOCHTIKEHb Yy
JOpOCINX He OyJI0 TMOKa3aHo, [0 AapHIINpa3ojl CIPUYUHSAE KIIHIYHO 3HAYYI[l 3MIHU pPIBHIB
3arajlbHOTO  XOJIECTEpUHY, TPUIIILEpUIiB, JinonpoTeiHiB BHcokoi miubHocTi (JIIIBIL) Ta
JnonpoTeiniB HU3bKo1 mutbHOCT! (JITTHILY).

Ilponraxmun

PiBHI mponakTHHY OIIHIOBAJIM B JOCHIDKEHHAX YCiX 703 apuminpazony (n = 28242). Yacrora
rinepnpojakTuHeMii a0o MiABMIEHHS pIBHA MPOJAKTHMHY B CHUPOBATIl KPOBI MALlI€HTIB, SKi
orpumyBanu apuminpason (0,3 %), 6yna nonidbna mo wacrotu mianedo (0,2 %). Y maiieHTiB, sKi
OTPUMYBAJIM apUIINpa3os, CepeAHid dYac 10 MoyaTKy LUX 3MiH CTaHOBMB 42 1Hi, a cepeaHs
TpUBaNicTh — 34 AHi.

YacroTa rinonposiakTuHeMii abo 3HMKEHHS PIBHS NMPOJAKTHHY B CHPOBATIII KPOBI y MAalli€HTIB, SKi
oTpuUMyBaiu apuninpasoi, craHosuna 0,4 % y nopiBusHHI 3 0,02 % y marfieHTiB, fKi OTPUMYBAIH
iane6o. Y mauieHTiB, SKi OTPUMYBAIM apUIINpa3oil, Me/liaHa 4acy 10 MoYaTKy IMX 3MiH CTAaHOBUIIA
30 nHiB, a cepeHs TpUBAIICTh — 194 mHi.

Mauniaxanvhi enizoou npu 6inoaapromy posnaoi | muny

VY nBoX 3-TH)KHEBUX IUIAIIeOOKOHTPOIBOBAHKX JTOCITI/DKEHHSIX MOHOTEpaIii 3 THYYKHMHU J103aMH, B
SAKMX Opasii y4acThb MAIiEHTH 3 MaHiaKaJbHUM a00 3MilIaHUM €eM1i300M OIMOJIIPHOTO po3iaay Tuiy I,
apuIinpa3oy MPOJEMOHCTPYBaB BUIY €(QEKTHBHICTh y MOPIBHSIHHI 3 Ianedo0 M0J0 3MEHIICHHS




MaHiaKaTbHUX CHMITOMIB TpOTSIroM 3 TkHIB. Lli JDOCHiIKeHHs BKJIIOYAIW TMAIli€HTIB 3
MICUXOTUYHUMH O3HaKaMu a0o0 0e3 HUX, 3 KypCOM IIBUIKOTO IUKITY 200 0e3.
B omHoMy 3-TmkHEBOMY IIaie00-KOHTPOJIBOBAHOMY JIOCTI/DKEHHI MOHOTepamii 3 (hiKCOBaHHMMHU
J03aMH, B SIKOMY Opajiii y4acTh Malli€HTH 3 MaHIaKaJlbHUM a00 3MIIIaHUM eI1i30/10M OIMoJIspHOTrOo
posnaay tumy I, apurinpas3on He MpoIEMOHCTPYBaB Kpalioi e(peKTUBHOCTI y MOPiBHSAHHI 3 mIaneo.
VY nBox 12-TmxHeBUX Mmanedo- Ta aKTHBHOKOHTPOJIbOBAHUX JOCIHIDKEHHIX MOHOTEparnii y Mali€HTiB
3 MaHiakaJbHUM a00 3MIIIaHUM €Mi300M OINOJSPHOTO PO3iaxy THILY I, 3 ICHXOTHYHUMH O3HAKaAMH
abo 0e3 HUX, apUITINPa30J MPOJEMOHCTPYBaB Kpally eheKTUBHICTh Yy MOPIBHAHHI 3 IJ1anedo Ha 3-My
TIXKHI Ta 30epexeHHs e(eKTy, MOPIBHSIHHOTO 3 JIITIEM a00 rajonepuaoyioM Ha 12-my TrxHI. Takox
YacTKa MaIi€HTIB 13 CHMOTOMAaTHYHOIO PEMICi€r0 MaHii mpu 3aCTOCYBaHHI apuminpaszony Ha 12 THxHI
OyJ1a MOPIBHSAHHOIO 13 TAKOIO IIPH 3aCTOCYBAHHI JIITIF0 200 TaJIONEPUAOIY.
Y 6-THXKHEBOMY ILIAIIeO0KOHTPOIHOBAHOMY JOCII/KEHH] 32 y4acTIO MAIIEHTIB 3 MaHIaKaTbHUM a0o0
3MIIIAaHUM €M130/I0M OIMOJspHOro po3nany Ty | 3 NMCHXOTMYHMMHM O3HAKaMH 4Yd 0e3 HHX, SKi
YaCTKOBO HE pearyBaldi Ha MOHOTEpAIil0 JITiEM ab0 BalbPOATOM BIPOJOBXK 2 THXKHIB IIPH
TEpaneBTUYHUX PIBHAX B CHPOBATL, 3aCTOCYBAaHHS apUMINPa30idy SK JI0JAATKOBOI Teparii CIpUsio
Kpamiii e(peKTHBHOCTI LIOJ0 3MEHIICHHS MaHiaKaJbHUX CHMIITOMIB, MOPIBHSHO 3 MOHOTEpAII€l0
JIITIEM 200 BAJIBIIPOATOM.
Y  26-TKHEBOMY  IUIAICOOKOHTPOIBOBAHOMY  JIOCHIDKEHHI 3  MOJANBIIAM  74-THKHEBUM
MIPOJIOBKEHHSAM Y MaHiaKaJIbHUX TMAIll€HTIB, K1 IOCATIM peMicii Ha apuminpazoni mifg 4dac dasu
crabimizamii 10 paHIOMIi3alii, apuIminpa3oi MPoOJEMOHCTPYBAB MepeBary Haj Iuranedo y 3anodiranHi
peruauBy OIMOJNSIPHOTO PO3Jaay, HacamIepea y 3amo0iraHHi peuuauBy MaHii, ajne He BHalocs
MIPOJIEMOHCTPYBATH TIEpeBary HaJ mianedo y 3armodiranHi peuIuBy Jenpecii.
VY 52-TmkKHEBOMY MIIalle0OKOHTPOIHLOBAHOMY JIOCIHI/KEHH] y TMAIlI€HTIB 13 MOTOYHUM MaHiaKaJbHUM
a00 3MilaHUM eMi3070M OIMoJIIPHOTO po3nany THiry I, siki gocsarau criiikoi pemicii (Ikana SAura s
ouinku Manii [YMRS] i MADRS i3 3aransuumu Oanamu < 12) na apuninpazoni (10 — 30 mr/no06y),
JOJaTKOBUH apHITINpa3oil MPOJEMOHCTPYBAB MepeBary Haj Iuanedo 31 3HIKEHHSIM pU3UKY Ha 46 %
(BigHomenHs pusukiB 0,54) y 3anmobiraHHi peuuauBy OIMOJISPHOTO po3Jaay Ta 3HIXKEHHSM PU3UKY Ha
65 % (BigHOmeHHs pu3uKy 0,35) y 3amobiranHi penuaIuBy MaHii, aje He IPOJEMOHCTPYBaB MepeBary
Hajg 1Mianebo y 3amobiranHi peuuauBy nenpecii. JlogaTkoBwii apuminpa3zon MPOIAEMOHCTPYBaB
nepeBary HaJl Iianedo 3a MOKa3HUKOM BTOPHMHHOIO Pe3yJbTaTy 3a IIKAJOK 3arajlbHOro KJIHIYHOIO
BpaxenHss — OinossipHa Bepcist (Clinical Global Impression — Bipolar version) [CGI-BP]) i
Tsokxocti 3axBoproBaHHs (SOI; manis). Y 1boMy IOCHIKEHHI MalllEHTaM MpU3HAYalId BiAKPUTY
MOHOTEpAIio JiTiEM ad0 BaabIIPOATOM, 00 BU3HAYUTH YACTKOBY BIACYTHICTH Bifmosini. [lamienTn
CTaOUTI3yBaIMCS TPOTATOM IIOHAWMeHIe 12 THXKHIB TOCHUTHL 32 JIONOMOTOK KoMOiHamii
apuminpazoiny 1 Toro camoro crabumizaropa HacTporo. [loTiM crTabimi3oBaHMX NAalli€HTIB
paHIOMI3yBamu IS TMPOJOBXKEHHS TpHiioMy cTabumi3aTopa HACTPOK TMOABIMHUM  CIIMUAM
apuninpasosnom a0o miuanebo. Y panaomizoBaHii ¢asi Oysiu oliHEeHi YOTUPU HIATPYNH cTabiizaTopiB
HACTPOIO: apuIIiNpasos + JITid; apuminpas3oi + Baiblpoar; miamnedo + miTiid; mianedo + BaabIpoar.
Yactora penuauBiB Oynap-sfKkoro emizony Hactporo Kamana — Maepa y rpymi J0JaTKOBOTO
JiKyBaHHSl cTaHoBuia 16 % mpu 3acTocyBaHHI apuminpasony + jitiio Ta 18 % mnpu 3acTocyBaHHI
apuninpasoiny + BalblpoaTy y NopiBHAHHI 3 45 % y rpyni miane6o + mitiid ta 19 % y rpyni miane6o
+ BaybIIpOAT.

imu
Huzogpenis y nionimkie
Y 6-TiKHEBOMY IUIAIeOOKOHTPOILOBAHOMY JOCHIKEHHI 3a ydacTio 302 mamieHTiB-MUTTKIB 3
mu3odpeniero (Bix 13 1o 17 pokiB), ki Maju MO3UTUBHI a00 HEraTUBHI CUMIITOMH, apuIIipa3oi OyB
acoliiioBaHuil 31 CTAaTUCTUYHO 3HAYYIIMM IMOKPAIIEHHSIM NCHUXOTUYHHUX CHUMITOMIB Y IMOPIBHSAHHI 3
mnane6o. Y cyOaHami3i marieHTiB-MiIITKIB BikoM Bif 15 mo 17 pokis, siki ctaHoBwim 74 % Bin
3arajibHOI 3apeecTpoBaHOl MOMYJIALII, crocTepiranocs 30epexkeHHs e(eKTy MPOTAroM 26-THKHEBOTO
BiJTKPUTOTO MTPOIOBKEHOTO TOCIIIKSHHS.
VY 60-89-TnxkHEBOMY pPaHJOMI30BAaHOMY IMOJIBIHHO CIINOMY IUIAIe00OKOHTPOIBOBAHOMY JOCIIJKEHH1
y miamiTkiB (n = 146; Bik Bix 13 g0 17 pokiB) 13 mu3odpeHiero crnocrepiraiacs CTaTUCTUYHO 3HaUyIla



PI3HUIIA y YacTOTI PEUUAMBIB MCHUXOTUYHUX CHMIITOMIB MIDX rpymnamu apurminpaszony (19,39 %) i
wiare6o (37,50 %). ToukoBa orfinka BigHomeHHs pu3ukiB (BP) cranoBuna 0,461 (95 % nosipuwnii
iaTepBan Bix 0,242 no 0,879) y moBHiif momymsuii. B aHami3i miarpynu TOYKOBa OLIHKAa YacTOTH
cepuesux ckopoueHb (UCC) cranoBuia 0,495 mst cy6’exTiB y Bimi Bix 13 10 14 pokiB y MopiBHSAHHI 3
0,454 st cy6’extiB y Bimi Big 15 mo 17 pokiB. Oxnak omiaka YCC mns monoamoi (Big 13 mo 14
POKiB) Tpynu Oyjia HETOYHOI, IO BiJ0Opa)kaJio MEHIy KUIbKICTh BUIPOOOBYBAHMUX Y I TrpyIi
(apuminpazon: n = 29; mnanebo: n = 12), a qoBipuuii inTepBan ans uiei rpymu (Bix 0,151 mo 1,628) He
JI03BOJISIB 3pOOMTH BHUCHOBKM IpO HasBHICTH edekty jikyBaHHs. Ha Biaminy Bix mworo, 95 %
noBipunii inTepBan s YCC y crapmnii miarpymi (apuminpasoit: n = 69; miane6o: n = 36) cTaHOBUB
Big 0,242 no 0,879, i, omke MOkHa OyJ0 3pOOMTH BHUCHOBOK MpPO e(pEeKT JIKyBaHHS y MAlli€HTIB
CTapIIoro BIKY.

Mauniaxanvhi enizoou npu 6inoaspromy posnadi muny Iy oimeii ma nionimxis

Apurinpaszon BuBYaiad B 30-THXKHEBOMY IUIalle0OKOHTPOJIHLOBAHOMY JOCHIDKEHHI 3a y4acTio 296
niteit ta miuiTkiB (Big 10 mo 17 pokiB), ski BiamoBigamu kputepism DSM-IV ([liarHocTuuHMiA Ta
CTATUCTUYHHUH MOCIOHUK 13 TICUXIYHUX PO3JIAJiB) IJis OIMOJISIpHOTO po3iaay Ty | 3 MaHIaKaJIbHUMH
a00 3MilIaHUMH emi30/1aMH 3 MCUXOTHYHUMH O3HaKamu abo 0e3 Hux i Manu oniHky YMRS > 20 na
noyatkoBoMmy piBHi. Cepejl Mali€HTIB, BKIOYEHUX A0 NEPBUHHOTO aHamizy edextuBHOCTi, 139
MAIiEHTIB MaJli TIOTOYHUNA CYNYTHIHM MiarHO3 CHHIPOM JedinuTy yBaru Ta rinepaktuBHocti (CYT).
Apuninpason nepeBepiryBaB mianedo 3a 3aralbHUM MOKa3HUKOM Y-MRS y nmopiBHSIHHI 3 BUXITHUM
piBHEM Ha 4-My THKHI Ta Ha 12-My THXHI. Y PeTpOCIIEKTHBHOMY aHajIi31 MOKpAIIeHHs y OPIBHIHHI 3
wiane6o Oyno Okl BHPaXEHUM Yy MAIl€HTIB 13 cynmyTHboro maronoriero CHAYI y mopiBHsAHHI 3
rpynoro 6e3 CAVI, ne ne Oymo BigmiHHocTed Bim mamne6o. I[IpodimakTika penuauBiB HE
BCTaHOBJICHA.

Haifuactimumy moOiYHMMH peakiisiMi, $Ki BHHUKIM TpH JIKyBaHHI, Cepel TMAI€HTIB, SKi
orpumyBanu 30 mr, Oynu ekctpamipaminui posnaau (28,3 %), connusicTts (27,3 %), TonoBHUN Oi1b
(23,2 %) ta mynota (14,1 %). Cepenne 30inbeHHss Macu Tina 3a 30-THKHEBUH 1HTEpBaJ JIKyBaHHS
CTaHOBUJIO 2,9 KT y nopiBHAHHI 3 0,98 Kr y Mallie€HTiB, SKi OTPUMYyBaIU I11a11e00.

Jlpamienusicms, nog’a3ana 3 AaymudHuM po3naoom y oimeu

Jlito apuminpa3oily BHUBYalIM Yy TMAali€HTIB BIKOM Big 6 10 17 pokiB y JOBOX 8-THXKHEBUX
M1a1e00KOHTPOILOBAHUX JOCTI/DKEHHAX [o/HAa THydYka mo3a (2—15 mr/mo0y) Ta ogHa (ikcoBaHa
no3a (5 mr/go6y, 10 mr/mody a6o 15 mr/mo0y)] 1 B oqHOMY BIZKPUTOMY 52-TH>KHEBOMY JOCIHIKEHHI.
VY 1uux AOCHIKEHHSX T03YBaHHSA PO3MOYMHAIM 3 2 MI/Ao0y, 30uiblIyBaiu a0 5 Mr/mody depes
THXKACHb 1 301bIIyBAIM Ha 5 MI/mo0y HIOTHKHEBUMH KpOKaMu 10 IHinboBoi go3u. [lonax 75 %
namieHTiB  Oynu  momoxame 13 pokiB. Apuminpazos MNPOJAEMOHCTPYBaB CTAaTUCTUYHO Kparly
edeKTUBHICTh y TOpPIBHAHHI 3 TuIane0o 3a MiAIIKAIOK MOAPA3IUBOCTI KOHTPOJBHOTO CIIHCKY
abepanTHOi moBeAiHKU. OJHAK KIIHIYHA 3HAYMMICTh I[bOTO BHCHOBKY He BcTaHOBJeHa. [Ipodisb
Oe3nexku BKJIIOYAB 30UIBIICHHS Macd TUIa Ta 3MIHM DPIBHIB HpPOJIAKTUHY. TpHBaIICTh TpPUBAIOro
JOCIIJKEHHs Oe3neku Oyna oOMmexkeHa 52 TkHSAMU. Y 00’ €MHUX JOCTIHKEHHSIX YaCTOTH HU3BKOTO
PiBHS MPOJAKTUHY B CHUPOBATII KPOBi y KIHOK (< 3 HI/MJI) 1 4oJOBIKIB (< 2 HI/MII), IKI OTPUMYBAJIN
apiminpa3zosn, cranoBuin 27/46 (58,7 %) 1 258/298 (86,6 %) BiamoBigHo. Y 1m1ane60-KOHTPOJIbOBAHUX
JOCIIJKEHHAX CepeaHe 30UIbIIeHHsT Macu Tila ctaHoBuio 0,4 xr y rpymi miane6o ta 1,6 kr y rpymi
MpUIOMY apUIIinpas3omy.

ApuIinpaszon TakoXX JOCITIJKYBaBCS B IUIAIEOOKOHTPOIbOBAHOMY JOBTOCTPOKOBOMY JIOCIIIKEHHI.
[Ticns 13-26-TmxHEeBOi crabimi3arii Ha apuminpaszoni (Big 2 mMr/mo0y mo 15 mr/mo0y) mamieHTH 3i
CTaOUIbHOIO BIATOBIAIIO 3aJMINAIMCS Ha apHIinpas3oii abo mepeBoJMIINCS Ha Ijanedo Ha HacTyIHI
16 TwxkniB. Yactora penuausiB Kamnana — Maepa Ha 16 TuxHi craHoBmia 35 % mpu 3acTocyBaHHI
apuninpazony i 52 % y rpymi 1uane6o; koedili€eHT PHU3UKY pPEUUIUBY HpPOTAroM 16 THXKHIB
(apuminpazosn/mnane6o) craHoBuB 0,57 (CTaTUCTUYHO He3Hauymia pizHUI). CepemaHe 301IbIICHHS
MacH Tila mpoTsroM ¢asu crabimizamii (1o 26 THXKHIB) Ha apuIinpas3ojii CTaHOBWIO 3,2 Kr, a
nojiajbllle cepeiHe 30UIbIIEHHS Ha 2,2 Kr y Tpyll apuminpasofy y nopiBHsHHI 3 0,6 Kr y rpymi
ianebo crocrepiranocs Ha Apyrii ¢aszi (16 TwxHIB) nociimkeHHs. EkcrpanipamilHi CHMOTOMH B
OCHOBHOMY criocTepiranucs mia 4ac (asu crabiumizamii y 17 % mamiedTiB, npu IIbOMY TpPeMop



cTaHoBUB 6,5 %.

Tuxu, noe ’azani 3 poznadom Typemma, y oimeii

EdexTuBHIiCTh apuninpa3oiy BUBYaIMU y JiTei 3 poznagom Typerra (apuminpaszoi: n = 99, miane6o:
n= 44) y paHAOMI30BaHOMY, TOJIBIHHO CIINOMY, IIAIEOOKOHTPOIHOBAHOMY &-TH)KHEBOMY
JOCTIPKEHH] 3 BUKOPUCTAaHHSIM (PIKCOBAHOI O3 Ha OCHOBI Maci Tijia y JAiama3oHi 103 Bill 5 mMr/mo0y
10 20 Mr/no0y 3 mo4aTkoBOO 103010 2 Mmr. [lamienTr Oynu BikoM Bix 7 A0 17 poKiB 1 Maiau CepeaHIO
omiaky 30 6aniB 3a €1bCHKOIO MI00ATEHOIO MIKaNO0 TsHKKOCTI TUKIB (TTS-YGTSS) Ha moyatkoBomy
erami. [Ipu 3acTocyBaHHI apuminpa3oiy CIOCTepirajiu mokpameHHs mnokazHuka 1 1S-YGTSS Bin
BHXIJTHOTO piBHS 10 8 TwkHsA Ha 13,35 y rpymi 3 Hu3bkuMH Ao3amu (5 mr ado 10 mr) i Ha 16,94 y
rpymi 3 Bucokumu go3amu (10 mr a6o 20 Mr) y nopiBHSHHI 3 OKpatieHHsaM Ha 7,09 y rpymi riane6o.
EdexTuBHicTh apuminpa3zoiny y aiTe# i3 cuaapomoM Typerrta (apurminpasoi: n = 32, miarebo: n = 29)
TaKOX OI[IHIOBAJIM Yy THYYKOMY Jiama3oHi 103 BiJ 2 Mr/mno0y 1o 20 mr/mo0y 3 moYaTKOBOO 103010 2 MT
y 10-T>KHEBOMY paHAOMI30BaHOMY IIOABIHHO CIIIOMY IUIalle00KOHTPOJILOBAHOMY JIOCIIIIKEHHI,
nposenenomy B IliBnenniit Kopei. [lanientn 6ynu Bikom Bix 6 10 18 pokiB i Manu cepeniii 6an 29 3a
TTS-YGTSS Ha mouaTkoBOMy eTari. Y TPyl apHUIINpa3oly CIOCTepiranad MOKPaIIeHHS MOKa3HUKA
TTS-YGTSS na 14,97 Bin BuxinHoro piBHs A0 10 THXXHS y MOpPIBHAHHI 3 MOKpameHHsIM Ha 9,62 y
rpymi miamneoo.

B 000X mHux KOPOTKOCTPOKOBHX JOCIHIPKEHHSX KIIIHIYHA 3HAYYIIICTh Pe3yJbTaTiB €(pEeKTHUBHOCTI HE
Oyna BCTaHOBJIIEHAa, BPAXOBYIOUM BENUYMHY €(EKTY JIKyBaHHS y TMOPIBHSAHHI 3 BEIUKUM e(eKToM
ranebo Ta HeACHUMH e(eKTaMH MO0 MCUXOCOIiabHOro (DyHKIiOHYBaHHS. JlOBrOCTPOKOBI JaHi
10710 e(heKTUBHOCTI Ta Oe3MeKH apuIinpa3oiay npu HboMy GIyKTyaliiHOMY po3nal BiACYTHI.
Dapmaxokinemuxa.

AKTHUBHICTh JIIKapChbKOTO 3ac00y 3yMOBJIIEHAa [II0OYOI0 PEUYOBHMHOK — apuminpaszonoM. Cepenniit
MepioJ] HAIiBBUBEICHHS apHITINPa30y CTAHOBUTH MPHOIN3HO 75 ToauH. PiBHOBa)XHA KOHIICHTpAITis
nocsiraetbest yepe3 14 nui. Kymynsanis npenapary npu Oararopa3oBoMy IpuiioMi nependadyBaHa.
[Toka3Huky (papMaKOKIHETUKH apUIINpa3oly y piBHOBAXKHOMY CTaHi mpomopuiiiHi mo3i. He
BiJI3HAYEHO JOOOBUX KOJMBAHb PO3MOALTY apHUIIINpa3oiy 1 Horo MeTabodiTy ACTIApOapUITiNpa3oy.
BcmokTyBaHHsA

Apuminpa3on MIBHAKO BCMOKTYEThCS Imichsi mpuidomy. MaxkcumanbHa KoOHUEHTPAList  (Cmax)
apuUIIINpa3oily y Iia3Mi KpoBi JocAraeTbes uepe3 3—5 roanH. AGComoTHa 01010CTYIHICTh MIpenapaTy
cTaHoBUTb 87 %. [Ipuitom ki Ha 610JOCTYIHICTh apPUITIIIPA30Jy HE BIUIMBAE.

Poznoain

ApuIinpason MUpoOKO po3NOAUIIETHCS Y TKaHUHaX opraHizmMy. O0’eM po3nojily cTaHOBUTH 4,9 J/KT,
10 BKa3ye Ha eKCTEHCUBHUMN eKCTpaBacKyJIsspHUM po3noaut. [lpu TepaneBTHYHIN KOHIIEHTpALil TOHA]
99 % apumninpa3oiy 3B’s3y€TbCs 3 O1JIKAMU CUPOBAaTKU KPOBI, TOJIOBHUM YHHOM 3 alIbOYMiHOM.
biorpancdopmartis

Apuminpazon MiAJA€ThCsl MPECUCTEMHOMY  METa0oji3My JIMIIE MIHIMAlbHO. ApHIINIpPa3on
MeTabomi3yeTbecs y TEdiHIl TphboMa croco0aMu: JETiApYBaHHSAM, TIIPOKCHIIIOBAHHSAM Ta
N-nme3ankinyBaHHSIM. 3a JIaHUMH EKCIIEPUMEHTIB N VItro, neriapyBaHHsS Ta TiIpOKCHIFOBAHHS
apuminpasony BinOyBaetbes min gieto ¢gepmentiB CYP3A4 1 CYP2D6, a N-nesankimyBaHHS
karanizyerbes Gpepmentom CYP3A4. Apuninpason € OCHOBHUM KOMIIOHEHTOM IpernapaTry B KpoBi. Y
PIBHOB2)XHOMY CTaHI IDIOMIA i KPUBOKO «KOHIEeHTpalis — 4dac» (AUC) nmerimpoapuminpazony y
1a3Mi KpoBi craHoBUTH npubimsHo 40 % Big AUC apuminpa3zony.

BuseneHns

CepenHiii mepioJ1 HamiBBUBEIEHHS apUIIIIPa30Jly CTAHOBUTH NMPHOIM3HO 75 TOAMH B 0CI0 3 aKTUBHUM
Metabonizmom CYP2D6 i mpubnuzno 146 rogun B ocibd 31 cnabkum Meradbonizmom CYP2D6. Ilicns
0JIHOpa30Boro Mpuitomy midenoro [**C] apuminpasony npubmusho 27 % i 60 % paaioakTUBHOCTI
BHU3HAUAIOThCA B cedl 1 Kai BiAnoBigHO. Meniie 1 % He3MIHEHOro apuminpa3oy BU3HAUYAETHCS B cedl
1 mpu6sn3Ho 18 % mpuitHATOT 103U B HE3MIHEHOMY BUIJISIZII BUBOJUTHCS 3 KaJIOM. 3arajabHUNA KIIipeHC
apuIIinpa3oiny cTaHoBUTh 0,7 MJI/XB/KT, TOJIOBHUM UHHOM 32 PaXyHOK BUBEICHHS Yyepe3 MEeUiHKY.




iTH
dapMaKOKIHETHKA apUITINPa30J1y 1 ACTiIPOAPHUITIIIPA30Jy B MalieHTiB BikoM Bix 10 1o 17 pokis Oyna
AHAJIOT1YHOIO TaKil y JOPOCIIUX MICIII KOPErYBaHHS 3 PI3HUIICIO Y Maci Tia.
dapMakOKiHETHKA B OCOOIMBUX IPYIax NAIIEHTIB
THayienmu noxunozo 8iky
BiamiaHOCTI MK (PapMaKOKIHETHKOI apHUIINpa3oily Yy 3J0POBHX JOOPOBOJBIIB JITHBOTO BIKY 1
MOJIOJIIMX TALi€HTIB BiICYTHI, @ TAKOX HE CIIOCTEPIra€ThCsl AKOJHOTO BIUIMBY BiKY B HOMYJIAIIHOMY
(hapMaKOKIHETHYHOMY aHaJi31 y MaIli€HTIB 3 MHU30(PPEHIETO.
Cmamo
BigmiHHOCTI MiX (papMaKOKIHETHKOIO apHIIIIIPa30dy Y 3A0POBUX AOOPOBOJIBIIB YOIOBIYOI 1 )KIHOUOT
CTaTi BIJICYTHI, @ TAKOK HE BUSBJICHO JKOHOTO BIUIMBY CTATi B MOMYJIAIIHHOMY (hapMaKOKIHETHIHOMY
aHaJi31 y XBOPHX Ha MIM30(PEHII0.
Kypinna
dapMaKkOKiHETUYHA OLIHKAa MOMYJAMil HE BUSABWIA KIIHIYHO 3HAYYIIOTO BIUIMBY KYpIHHS Ha
(hapMaKOKIHETHKY apUIiIpa3oy.
Paca
He BusiBneHO %0JHUX 03HAK PACOBHX BiAMIHHOCTEH y (hapMaKOKIHETHUIIl apHUIIIIIPa30Iy.
THopywenus ¢hynxyii Hupox
byno BusiBieno, mo ¢hapMakoKiHETHYHI XapaKTePUCTUKU apHUIMINpa3oly 1 Jeripoapuminpasony
OJTHAKOB1 SIK y TAILi€HTIB 13 THKKAMHU 3aXBOPIOBAaHHAMU HHUPOK, TaK 1 B MOJIOAMX 3I0POBUX
T0OPOBOJIBIIIB.
THopywenus ¢hynxyii nevinku
VY nocnikeHH1 0JJHOPA30BOi 103U y MAIIEHTIB 3 PI3HUM CTyIIeHeM LUpo3y nevinku (kiaacu A, B 1 C 3a
mkanoro Yaitnga — II'10) He BHSBIEHO 3HAYHOTO BIUIMBY IIE€YiHKOBOI HEJOCTAaTHOCTI Ha
(hapMaKOKiHETHKY apUIIipa3oiy 1 AeTiIpoapuIinpa3ony, oJHaK y JOCIiIKeHHI Opalu y4acTh BChOTO
TP TAI[iEHTH 3 IHUPO30M TediHku kiacy C, MO HEJOCTaTHBO JJIsl BHCHOBKIB MPO METaOONIYHY
3IaTHICTb.

KuiniuHi xapakTepucTHKH.

Ilokazannusa.

Jlnst nikyBaHHS IM30(]peHii y T0pocauX 1 MUTITKIB BIKOM BiJ] 15 pokiB.

Jlia nikyBaHHS MOMIPHUX Ta TSDKKUX MaHIaKaJIbHUX €Mi30/iB OimossipHoro posnaay | tumy 1 s
npoIaKTUKY HOBMX MaHIaKaJlbHUX €Mi30/1iB Yy JOPOCIHUX, SKI BXK€ MEepeHeCIH Ii emi30AM Ta sKi
T1ITaBAJTUCS JTIKYBAHHIO apUITITIPA30JIOM.

Jns niKyBaHHS MOMIPHMX Ta TSDKKMX MaHIaKalbHUX €mi3oAiB OimossipHoro posziany | tumy vy
MIJUTITKIB BIKOM Bij 13 pokiB mpoTsarom 12 THXHIB.

Ilpomunoxazanus.
[TigBuieHa YyTIAMBICTD IO apHUMiNpa3oiy abo 10 Oy[b-sIKOrO 1HIIOIO KOMIIOHEHTA, 110 BXOJHUThH 10
CKJIaJTy JIIKapChKOTO 3ac00y.

B3aecmooia 3 inmumu nikapcoKumu 3acooamu ma iHuii 6UOU 83AEMOOIN.

Apurinpaszon Moke MOCHIIOBATH JiI0 JIESIKUX AaHTUTINEPTEH3MBHUX JIIKAPCHKUX 3ac00iB BHACIIIOK
0JIOKaIN 0l1- AIPEHOPEIICTITOPIB.

3 orysiy Ha CYTTE€BUI BIUIMB apUIINpa3oly Ha IEHTPaJbHY HEPBOBY CUCTEMY, CIiJl JOTPUMYBATUCH
00epe’KHOCTI MPU OJHOYACHOMY 3aCTOCYBaHHI1 apHMINpa3oiy 3 ajJKOrojeM Ta 1HIIMMHU JIIKapChKUMU
3aco0amH, 110 BIUIMBAIOTh Ha IIEHTPAJbHY HEPBOBY CUCTEMY, Y 3B’SI3KY 3 MOXKIMBUMHU MEPEXPECHUMHU
HeOa)kaHUMU PeaKIlisiMU, TAKUMH K ceJaTuBHA i (AuB. po3aul «I1o61uHI peakiii).

Crain noTpUMYBaTUCh O0EPEKHOCTI MPU OJHOYACHOMY 3aCTOCYBaHHI apHIINpPa3oiy 3 JIKapChKUMHU
3acob6amu, 10 MOJIOBXKYIOTh iHTepBasl QT Ta 3MIHIOIOTH PIBEHB €JIEKTPOJIITIB.



IoTeHIiiiHNI BIUIMB iHIIKX JIKAPCHKUX 3ac00iB HA JII0 apUIIIPa30Iy

[HriGiTOp Cekperii COMTHOT KUCIOTH, aHTaroHicT Hp-ricTamiHOBUX penenTtopiB GaMOTHANH 3HIKYE
IIBUJIKICTh BCMOKTYBAHHS apUIIIIPasoily, aje el e(eKT He BBAXKAETHCS KIIHIYHO 3HAUYIIUM.
Apuriinpason MeTabomi3yeThes IeKipbkoMa nuaxaMu 3 ydactio pepmentie CYP2D6 1 CYP3A4, ane
He pepmentiB CYP1A. Takum yMHOM, KypLsSIM KOperyBaTH 7103y HE TOTPiOHO.

Xinioun ma inwi ineioimopu CYP2D6

[MotyxHi iuriditopn CYP2D6 (xiniaun) minsumyrore AUC apuninpaszony Ha 107 %, y Toif yac sk
MakcuMainbHa KOHIEeHTpawis (Cmax) 3JTHIIAETHCS HE3MiIHEHOIO.

AUC Ta Cmax Ierigpoapuminpa3ony, aKTHUBHOTO MeTabomiTy, 3HWXKYIOThcs Ha 32 % Tta 47 %
BianoBigHO. Jl03y apuninpasoiny HEOOXiJHO 3MEHIIUTH HAIOJIOBUHY MIPU OAHOYACHOMY 3aCTOCYBaHHI
3 xiHiguHOM. [HHM iHri6iTopu CYP2D6, Taki sk ¢IyoKCeTHH Ta IMapOKCETHH, MOXXYTh UYWHUTH
NoiOHY J1if0, TOMY MOX€ BUHUKHYTH HEOOXIJHICTb 3MEHIIUTH JI03H MIpenapary.

Kemoxonazon ma inwi incioimopu CYP3A4

VY xo.i AOCHiPKEHb BUSBIIEHO, 110 MOTYXHI iHTi6iTopr CYP3A4 (ketokonason) miasuuryBamu AUC
Ta Cmax apuminpazony Ha 63 % Tta 37 % BianoBimHo. AUC Ta Cmax Jeriipoapuminpasoiny
nigsumryBanucs Ha 77 % Ta 43 % BignoigHO. Y oci® 31 3HmkeHuM Mertabonizmom CYP2D6
OJlHOYacHEe 3acTocyBaHHS mNOTyxHHUX iHTiOITOpiB CYP3A4 Moxe NpU3BOAUTH A0 IiABHILEHHS
KOHIIEHTpaIlii y KpoBi apwuiminpasony. [Ipy oIHOYaCHOMY 3aCTOCYBaHHI KETOKOHA30Jy a0o0 IHIIMX
noTyxHuXx iHrioiTopiB CYP3A4 ciix 3BaUTH NOTEHIIITHY KOPUCTH 1 MOXJIMBI PU3UKU IS MAIlI€HTA.
[Ipu omHOYAacHOMY 3acCTOCYBaHHI KETOKOHA30Jy [103y apHINNPa3oidy HEOOXiTHO 3MEHIIUTH
npubnu3Ho HamosoBuHy. Ilpu 3actocyBanHi iHmIMX NOTyXHUX 1HriOiTOpiB CYP3A4, Takux sk
iTpakoHa3oa abo iHridiropu BLI-mporeasu, MOXJIMBE BUHUKHEHHS MOMIOHMX €(EeKTiB, BiAMOBIIHO,
NnoTpiOHe aHaloriyHe 3HIKeHHS no3u. llicna mpunuHeHHs 3acTtocyBaHHs iHTIOITOpPiB CYP2D6 ym
CYP3A4 no3y apuminpa3oiy HEOOXiJHO MiABHIIUTH JO MOYaTKOBOTO piBHA. Ilpm ogHOYacHOMY
3acrocyBaHHi cnalOkux iHri0iTopiB CYP3A4 (Takux sk munrtiazem) uyn CYP2D6 (ecuuramompam)
MOJKITUBE TIOMipHE T1IBUIIEHHS KOHIICHTPAIiT apHITIIIPa30ITy.

Kapbamasenin ma inwi inoykmopu CYP3A4

VY nartienTiB i3 mm3odpeHiero ado mm3oadeKTUBHUM po371a10M IpuitoM 30 M apHITinpasony pa3om 3
kapOama3zeniHoM, noTykHUM iHaykTopoM CYP3A4, cynpoBoakyBaBcs 3MeHIIEHHSIM Ha 68 % 173 %
Cmax 1 AUC apwurinpa3zoiry BignoBigHO 1 3HIKEHHSM Ha 69 % 1 71 % Cmax 1 AUC #ioro akTHBHOTO
MeTa0oITy Jeripoapuminpa3ony BianoBiaHo. J{o3y apuminpa3ony HeoOXiHO 30UIBIIMTH y 2 pa3u
IIpY OJIHOYACHOMY 3acTOCYBaHHI 3 KapOamaszemniHOM. MOKJIMBa aHajOri4yHa Jisl IpU 3aCTOCYBaHHI 3
iHIMU noTy>kKHUMH  iHAyKTOpaMu CYP3A4 (takumu sk pudamminus, pucpadytuH, (eHiToiH,
¢enobapOiTan, npuMifoH, edaBipeHL, HeBipamiH, 3BipoOiif). Ilicis npuUNHUHEHHS 3aCTOCYBaHHS
notykHux iHaykTopiB CYP3A 103y apuninpa3onry He00XiJHO 3MEHIIUTH JJO PEKOMEHI0BAHOI.
Banvnpoam ma nimiu

IIpu opHouacHOMy mpuifomi BaiblipoaTy abo JiTiI0 ¥ apuminpa3oiy He BiJ3HA4anocs KIIHIYHO
3HAYYIIOr0 BIUIMBY HAa KOHILIEHTPALIII0 apUIIIPa30Jy, TOMY KOPEKIIis 1031 He MOTpiOHa.

[oTeHuiiHMI BIJIUB apUIiNPa30Iy Ha JII0 1HIINX JIKaPChbKUX 3ac00iB

[Ipu 3acrocyBanHi apuninpasony y 031 10-30 mr/no0y BiAcyTHIHM BIUIMB HA METa0OJi3M CyOCTpaTiB
CYP2D6 (BimHomeHHs nexctpomeropdan/3-merokcumopdin), CYP2C9 (Bapdapun), CYP2CI19
(omempazon) Ta CYP3A4 (nekcrpomeropdan). Kpim toro, apuminpa3on i HOro oCHOBHUN MeTabOoIT
JET1IpOapuIIpa3oN HE 3MIiHIOIOTh MerabonmisMm 3 yyactio ¢epmenty CYP1A2 in vitro.
ManoiiMoBIpHMI ~ KJIIHIYHO 3HAYYIIMi BIJIMB  apuUIINpa3ojly Ha JIKapchbki 3acobu, WIO
MeTa0oI3yI0ThC 32 Y4acTiO IUX (epMeHTiB. TakuM YMHOM, apUIIINpa30i HE CHPUUYMHSE KIIHIYHO
3HAYYIIMX B3a€EMOJIIM, OTIOCEPEIKOBAHUX Mi€i0 naHux ¢epmeHTiB. [Ipu 3acTocyBaHHI apuminpasory
OJTHOYACHO 3 BaJbIPOATOM, JITIEM YH JIAMOTPUDKMHOM BIJACYTHI KIIIHIYHO BaXKJIMBI 3MiHU
KOHIIEHTpaLiil BalbIpoary, JiTii0 a00 JaMOTPHUIKUHY.

Cepomoninosuii cuHopom

VY namieHTiB, SKI NPUIMAIOTh apuUIINpa3o0Jl, CHOCTEpIraBcs CEPOTOHIHOBHM CHHIpOM. MOoKiIHBi
MPOSIBU JAHOTO CHHIPOMY, OCOOJIMBO HpPU OJHOYACHOMY IMPHUHOMI CEPOTOHIHEPTIYHUX JIIKAPCHKUX
3ac00iB, TaKuMX SK IHTIOITOPM 3BOPOTHOTO 3aXOIUICHHS CEpPOTOHIHY / IHTiIGITOpH 3BOPOTHOrO




3aXOIUICHHS CEPOTOHIHY Ta HOpaJpeHaliHy, abo JiKapchbKUX 3ac00iB, M0 MiIBULIYIOTh KOHIIEHTPAIIIO
apuminpa3zony (auB. po3ain «[1o6iuni peakirii).

Ocoobnusocmi 3acmocy8anus.

[Tpu nikyBaHHI aHTUIICMXOTUYHUMH IperapaTaMy KJIIHIYHE MOKpAIICHHS MOXKE BiAMIYaTHCS yepes
KUTbKa JMHIB a00 KiUTbKa THKHIB. [IpoTsroM mporo mepiogy HEOOXiJHO pPETEIbHO CIIOCTEpIraTh 3a
narfieHTaMH.

Cxunvricms 0o cyiyuody

VY nedkux BUIAAKAaX OJpa3zy K MICIs 3aCTOCYBaHHS 4M IPH 3MiHI HEHPOJIENTHUKIB, BKIIOYAIOUU
apuminpasol, BiAMivyanach CyilluaaabHa MOBEAIHKA, XapaKTepHa Uil TCUXIYHUX 3aXBOPIOBaHb, Ta
3MIHM HacTporo. [Ipu 3acTocyBaHHI HEHPOJIENTHKIB MAallieHTaM 3 BHCOKUM PHU3UKOM CyiLuIy
HEOOX1THHIA peTeNbHUN METUYHUI HATJISI.

Cepyego-cyounni poznaou.

Apuminpazon  chmiJi 3acTOCOBYBaTH 3 OOCpPEXKHICTIO MAIliEHTaM 13  CepIeBO-CYIUHHUMHU
3aXBOPIOBAaHHSAMH (3 HASBHICTIO B aHAMHE31 IEPEHECEHOro 1H(GapKTy MioKapa 4d 1eMidHOT XBOpOOH
cepus a00 13 CEpUEBOI0 HEJOCTATHICTIO 1 MOPYIICHHSMH IPOBIIHOCTI), LEepeOpPOBACKYIIPHUMHU
3aXBOPIOBAHHSAMH 1 CTAaHAMHU, IO MPHU3BOIATH JI0 apTEPialIbHOI TiMOTeH311 (3HEBOIHEHHSI, T1IIOBOJIEMIs
1 JIIKyBaHHS AaHTHUTINEPTEH3WBHUMH IIperapataMi) YW apTepiajibHOi TiMepTeH3ii, BKIOYAIOUU
3arocTpeHHs a0o 3nosiKicHy rineprensito. [Ipu 3acTocyBaHHI HEWPOJENTHKIB MOBIAOMIISIIOCS PO
BUIAJIKK BEeHO3HOI TpomboemOomii. Ilepen 3acTocyBaHHAM Ta MijJ yac 3aCTOCYBAaHHS HEWPOJIETITHUKIB
HEOOXIIHO BHU3HAYUTH MOXJIMBI (PaKTOp¥ BHHUKHEHHS BEHO3HOI TpoMOOeMOOJii Ta BXKUTH
BIJIMOBIAHMX 3aIT001KHUX 3aXO/1B.

Tlooosoxcenns inmepsany QT.

VY Xomi JOCTiKEHb apuIiNpa3oly 4acToTa moaoBxkeHHs iHTepBany QT Oyiia mopiBHSHHA 3 TaKO¥O
npu npuitomi miaarne6o. ApUminpasos cliiJi 3aCTOCOBYBATH 3 OOCPEKHICTIO MAI[lEHTaM 3 HAsBHICTIO B
ciMeitHOMy aHaMmHe31 mojoBxkeHHs inTepary QT.

11i3ns Ouckinesis.

Pinmko mOBiIOMIISITM TIPO CHMIITOMH Ii3HBOI JTUCKiHE3Il Yy TAI€HTIB, SKI MPUAMAIA APHITIITPA30JT
MPOTATOM TMEpIoAY A0 OAHOTO POKY. Y pa3si MOSBU CUMIITOMIB IMI3HBOI JUCKIHE31l y Malli€HTa, SKUii
NpHUiiMae apuminpa3oii, ciaif po3rAsSHYTU JOLUIbHICTh 3HMXKEHHS JI03U Mpemnapary ado HMpUITMHEHHS
nikyBaHHA (quB. po3nin «Ilo6iuHi peakuii»). Li cuMOTOMM MOXKYTh THMYAacOBO MOCHUJIMTHUCS MICISA
BIJIMIHU Teparlii a00 HaBITh 3’ ABUTUCS MICJISI IPUIMHEHHS 3aCTOCYBAHHS.

Tnwi excmpanipamioHni cumnmomu

VY neniaTpuyHUX KIIHIYHUX BUNPOOYBAHHSIX apHUIIIIIPa30Jly CIOCTEpIraaucs akaTu3is 1 MapKiHCOHI3M.
SIK110 3’SBASIOTHCS 1HIIL €KCTparipaMiJHi CHMOTOMH, CIiJl PO3TISHYTH MOJIMBICTh 3HM)KEHHS JI03H
apUIIINPAa30Ily Ta BECTU PETEIbHUI KIIIHIYHUI MOHITOPUHT CTaHy Malll€HTa.

3noskicnuu netiponenmuunuil cunopom (3HC).

[Ipu nikyBaHH1 HEHpPONENTUKAMHU, Y TOMY YHCI apuUIIIIPa30JioM, OMUCAHUN 3arpO3JIMBUN JJIs KUTTA
CUMITTOMOKOMIIJIEKC, BITOMUH MiJ] HA3BOIO 3JIOSIKICHUN HEHPOIENTHYHUI CUHIPOM, SIKMH MOXe MaTh
JneTanbHUN HacmigoK. Llell cuHApOM MNposBISETbCA TiNEPHIpEeKci€lo, M S30BOK0  PUTIIHICTIO,
MOPYUICHHSMH TCHUXIKH 1 HECTaOUIbHICTIO BET€TATUBHOI HEPBOBOI CUCTEMHU (HEPETYJISIpHUI MyJbC Ta
apTeplaJIbHUNA TUCK, TaxikapJis, MITIMBICTH Ta apuTmii cepus). Kpim Toro, iHOAl Big3Ha4yaeThbCs
30UIBbIIEHHS aKTMBHOCTI KpeaTHH(OcOKiHa3Hu, Mioriao0iHypis (pabaomioniz) i rocrtpa HHUpPKOBa
HeJOoCTaTHICTh. [IpoTe TakoX NOBIAOMIISUIOCS MpPO MIABHUILEHHS pIBHSA KpeaTHH(poc)OKiHA3M Ta
pabaomioniz, He 000B’s3k0Bo moB’sizaHi i3 3HC. VYV pa3i BunukHenHs cumnromiB 3HC a6o
He3’sIcoBaHOI rapsuku 0e3 aofaTkoBux KiiHIYHMX mposiiB 3HC Bci HeHpoONenTHKH, Y TOMY YHUCII
APUIIINPA30JI, CIIiJT BIIMIHUTH.

Eninenmuuni nanaou.

Crocrepiraiucsi He4acTi BUNAQJAKM eNUICNTUYHUX HamaliB NMpH JIKYBaHHI apuiinpasonom. Tomy
apUIIITPa3oJI i 3 00epEKHICTIO 3aCTOCOBYBATH TAIlIEHTaM 3 EIIJITNICIEI0 B aHaMHe31 a00 HasBHICTIO
CTaHiB, MOB’S3aHUX 3 EMUIENTUYHUMHU Hanagamu (auB. po3ai «[1o6iuHi peakirii»).



[arieHTH JITHBOTO BIKY 3 IICMX030M Ha TJIi JIEMEHIIII.

Iliosuwena nemanvuicme.

VY TppoX Mm1anedoKoHTpoIboBaHuX (N = 938) HOCHIiIKEHHSX apHITiNpa3oiy y MAI€HTIB JITHBOTO BIKY
3 IICMX030M, ITOB’SI3aHUM i3 XBOpoOOr AublireiiMepa (cepeaniii Bik 82 poku — Bix 56 10 99 pokis),
BiIMIYaBCS MMIJBHINEHUN PU3MK JIETAILHOTO HACHiAKY. PiBeHb JIeTANBHOCTI Mpu mpuiiomi
apuIIinpa3oiny cTaHoBuB 3,5 % nopiBHsHO 3 1,7 % npu npuiiomi miane6o. Xoua NPUYUHU JETATBLHOTO
HACIIAKY Oy/M Pi3HUMH, B OUTBIIOCTI BUIAAKIB 11€ OYJIM CepleBO-CYAMHHI 3aXBOPIOBAHHS (HAIIPHUKIIA]
cepiieBa HEJOCTAaTHICTh, PAlITOBA cepIieBa CMEPTh) a00 1H(EKIiT (HampHuKIal MTHEBMOHIS) (IUB. PO3ILI
«IToGi1uHi peaxirii»).

Lepebposackynapui nobiuni peaxyii.

[ToBimomismocss mpo  1epeOpOBACKYNIApHI TOOIYHI peakilii (Hampukiag I1HCYJIBT, TPaH3UTOPHI
iIeMivHI aTaku), y T. 4. 3 JICTAIIbHUM HacligkoM (cepenHiit Bik 84 poxu — Big 78 mo 88 pokiB).
3aranoM B 1,3 % mnaiieHTiB, SKi OTPUMYBAJU APUIINPA30J, CIOCTEPIraiuch LepedpoBaCKYISAPHI
noOivyni peakuii nopiBHsHO 3 0,6 % mamieHTiB, ki oTpuMyBanu Iuiane6o. Lls BigMmiHHICTE HE €
CTATUCTUYHO 3Hauymor. KpiM Toro, y Xojai IOCHIDKEHb 13 3acTOCyBaHHSM (hIKCOBAHOI J03HU
BiMiYaBCsl 3B’S30K 3 NMPUHOMOM apHUIMiNpa3ofly Ta BHHUKHEHHSM LEpeOpOBACKYISIPHUX MOOIYHHX
peaxiiii.

Apuriinpason He OKa3aHu# JUIs JTIKyBaHHS TICUX03Y Ha TJi JIEMEHIIi.

L'inepenixemis i yykposuii oiabem.

lnepriikemis, y JesKUX BUITAJKaX BUPAKEHA 1 OB’ s3aHa 13 KETOAM030M, 110 MOXE MPU3BECTH 10
rinepoCcMOJISIPHOI KOMH 1 HaBiTh JI0 JIETAJIbHOTO HACHiAKYy, Oyna Big3HaYeHa Yy MAIl€HTIB, SKi
NpUMaNK aTUIIOBI HEMPOJIETITUKY, BKIFOYAIOYH apHIinpa3oi. ®akTopu pU3HKY, sIKi MOKYTh CIIPUSITH
PO3BUTKY BXKUX YCKJIQJHEHb, BKIIIOUAIOTH OKHUPIHHS Ta CIMEHHMI aHaMHe3 IIyKpoBOro miabery. Y
KIIHIYHUX JIOCHIDKCHHSX TMPU 3aCTOCYBAaHHI apUMINpPa3oily HE OyJIo BHSBJICHO 3HAYYIIUX
BIIMIHHOCTEH y 4acTOTI MOOIYHMX pPEaKIliii, MOB’sI3aHUX 3 TINEPrIIiKeMi€l0 (BKIOYAIOYU IYKPOBUN
niabet), abo B J1aOOpaTOPHUX aHOMAJIbHMX MOKA3HHMKAX TIIiKeMii y MOpiBHSHHI 3 rmiane6o. Touwi
OLIIHKK PU3MKY TNOOIYHMX peakiliii, MOB’s3aHUX 3 TINEPrIIIKEMi€l0, Yy TMAIll€HTIB, fAKi JIKYIOThCA
APHUITIIPA30JIOM Ta 1HIIMMH ATUIIOBHMH AHTHIICHXOTHYHUMH 3ac00aM¥, HEIOCTYITHI I MPSIMOTO
nopiBHsHHS. HeoOXiHO peTeapbHO HArjsAaTd 3a CTAHOM TMAIli€HTIB, SIKI MPUNAMAIOTh OyIb-AKi
HEHPOJIENTUKH, BKIIOYAIOUN apuIliNpa3oll, GiKCy0Ur CUMIITOMHU TinepriikeMii (OJiaUICis, Moniypis,
noJidaris 1 cnabKicTh), a CTaH MAI€HTIB 13 I[yKpOBUM JiabeToM abo (pakTopaMu pU3UKY PO3BUTKY
LIYKPOBOTO Aia0eTy Ciijl peryasipHO KOHTPOJIIOBATH 11010 MIABHUILEHHS PIBHS TJIIOKO3M (IUB. PO3.LI
«IToOiyHi peakii»).

T'inepuymaugicmeo.

IIpu 3acrocyBaHHI apuUMiNpa3oilly MOXJIMBI peakiii TiNepuyTIUBOCTI, SKI XapaKTepU3YIOThCS
aJIepriyHUMU cUMITOMaMu (IuB. po3ii «I1o01yH1 peakiii»).

3binvuwenns macu mina.

VY nmamieHTiB 13 MU30(peHIEI0 YM MaHIaKaJbHUMHU €Mi30JaMHu  OIMOJISIPHOTO pO3JIay dacTo
BIJ3HAYAEThCS 30UIBIIEHHS MacH TUIa BHACHIJOK CYNYTHBOI MAaToJIOTii, 3aCTOCYBaHHS 1HIIMX
HEHPOJIENTUKIB, 10 CIPUYMUHSIOTH 301IbIIEHHSI MAaCcH TLJIa, HE3/I0POBOTO CIOCOOY JKUTTS, LI0 MOXKE
NpU3BECTH JI0 cepio3HUX YyckiagHeHb. [loBimomisiocss npo 30UIBIIEHHS Mach Tida B
MMOCTMAPKETUHIOBUN NEPI0J y MALIEHTIB, SIKI MPUHMaIM apuIinpa3oi. Y LUX MalleHTIB OylIn 3Ha4YH1
(bakTopu pHU3UKY, Taki SIK HasBHICTb B aHAMHe31 ILYKPOBOI'O MAia0eTy, 3aXBOPIOBAHb IIUTOBHIHOI
3aJI037 YW aJIcHOMH Tinodisa.

VY KIIHIYHUX JOCTKEHHSIX HE OyJI0 IMOKa3aHO, IO apHIIINpa3oj CIHPUYHMHSIE KIIHIYHO 3HAYyIle
301TBIICHHSI MACH Tija Y TOPOCauX (AuB. po3ain «PapMakosoriyHi BIacTUBOCTI»). OIHAK y MAaIli€HTIB
MiJUTITKOBOTO BIKY 3 OIMOJSPHOI0 MaHi€l0 OyliO BHUSIBICHO 3B’S30K 3aCTOCYBaHHS apHIIMNpaszoiy i3
30UIBIICHHAM Macu Tia miciss 4 THKHIB JiKyBaHHsS. CIii KOHTPOJIOBATH 30UIBIIEHHS Baru y
MAIIE€HTIB MiUTITKOBOTO BiKY 3 OIMONSPHOIO MaHi€r. SIKII0 30UTBIICHHS] MacH € KIIIHIYHO 3HAYYIIHNM,
CITiJT PO3TJITHYTH MOXKJIMBICTh 3MEHIIICHHSI 71031 (AuB. po31ain «[1o0ivHi peakiiiy).

Hucghazis.

IIpn 3acrocyBaHHI HEHpOJIENITUKIB, BKJIIOYAIOYM APUIIINPA30J, MOMJIMBI MOPYIIEHHS MOTOPUKH




CTpaBOXOJy Ta acrmiparis. ApHUInpa3osl HEOOXITHO 3aCTOCOBYBATH 3 OOEPEKHICTIO Malli€eHTaM 3
MIIBUIIICHUM PU3UKOM acIipariifHoi THEBMOHII.

Ilamonociyna izpomanis ma iHwi NOPYUIEHHSI KOHMPOJIO IMNYIbCHOI NOBEOTHKU.

VY mamieHTiB, AKUM MPU3HAYAIH apHITINIpa3oll, Oyau 3adikcoBaHI BUMAJKH MATOJIOTIYHOI CXHIIBHOCTI
70 a3apTHUX Iirop Ta HE3JaTHICTh KOHTPOJIIOBATH L0 CXWIBHICT. TakoX MOBIIOMIIAIOCS IIPO
rinepcekcyalibHiCTh, HeNepeOOPHUIl MOTAT 10 MOKYIOK, epeiganHs a00 HEKOHTPOJIbOBAHUM MOTST 10
BXKMBaHHs 1K1 i 1HII po371aJin IMITYJIbCHBHOT Ta KOMITYJILCUBHOI MOBEIIHKU. BaxxmuBo, 00 narieHTu
Ta 0co0H, SKi 32 HUMH JOTJISJAI0Th, TOBIIOMIISUIM JIIKApsl PO PO3BUTOK BHUIIE3a3HAYEHHUX PO3JIAIIB
] Yac JIIKyBaHHS apurinpa3osioM. CUMOTOMHU MOPYHIEHHS IMITYJIbCHOTO KOHTPOIII0O MOXYTh OyTH
MIOB’s13aHi 3 OCHOBHUM PO3J1aJI0OM, OJIHAK 1HOJII MOB1IOMJISUIOCS PO 3HUKHEHHS MaTOJOTTYHUX MOTATIB
Miciiss 3MEHIICHHS 03U TMpernapaTy abo Ticias NPUIMHEHHS JIiKyBaHHSA. Po3mamu iMIyJIbCHOTO
KOHTPOJIIO MOXYTh 3aBAATH IIKOAM MAI[iEHTy Ta 1HIIUM JIIOJSM, SKIIO BOHM HE BUSBIEHI. Y pasi
PO3BUTKY TaKMX DPO3JaAiB MiJl 4ac MNPUMOMY apHIMINpazoly HEOOXiHO PO3TJSHYTH HUTAHHS IPO
3MEHIICHHS 103U a00 MPUITMHEHHS JTiKyBaHHS (IUB. po3aii «[1o6iuHi peakiii»).

Iayienmu i3 cynymuim cunopomom oeiyumy ysaeu ma cinepaxmusnocmi (C/[VT).

He3Baxaroun Ha Bucoky yactory C/JAYI npu OimomspHux posnamax | Tumy, nani 3 Oe3mnexu
OJIHOYACHOTO 3aCTOCYBaHHS apUIINPa30ily Ta CTUMYJISATOPIB OOMeXeHi, TOMYy cliJl 3 00epeKHICTIO
3actocoByBaTu ®peiim®.

Ilaoinns.

Apurinpa3on MoXe BUKIUKATH COHJIUBICTb, OPTOCTATHYHY TiMOTEH31I0, PYXOBY Ta CEHCOPHY
HEeCTaOUIBHICTh, IO MOXE MPHU3BeCTH 10 nafiHHsg. Ciig JOTpUMYBaTUCS 00EpexKHOCTI MPH JIIKYBaHHI
MAII€HTIB 3 MiJBUIICHUM PU3UKOM Ta TIOYMHATH JIKYBaHHS 3 HW)KYMX IMOYATKOBHX 103 (HAIIPHUKIIA],
JUIS TIALI€HTIB MOXHIJIOTO BiKy a00 OcialieHMX MalieHTiB; AuB. po3nain «Crmocid 3acTocyBaHHSA Ta
TI031).

Jlakmo3sa.

Caiz 6paTH 10 yBary, MO JTiKapchKkuii 3aci6 ®peitM® MiCTHTB TaKTO3Y:

®peiim® 5 mr (1 Tabnerka) MicTUTb 47,53 MI TaKTO3H MOHOTIIPATy.

®peiim® 10 mr (1 Tabnerka) MicTuTh 95,05 MI TaKTO31 MOHOTIPATY.

®peiim® 15 mr (1 Tabnerka) MicTuTh 142,58 MI 1aKTO3H MOHOTiIpATYy.

®peiim® 30 mr (1 Tabnerka) MicTUTh 285,15 MI TaKTO3H MOHOTiIpaTYy.

Tomy mnamieHTaM 13 pIOKICHOIO CHAJKOBOIO TaJaKTO3eMi€lo, Je(ilMTOM JaKTa3H, IIIHOK030-
TaJIaKTO3HOIO0 MaJIbaOCOPOITI€0 3aCTOCOBYBATH 11€H JIKApChKUH 3aci0 He CITijI.

[Ipemapar MicTHTh acmapram, LIO0 € TOXIJHOW (eHiTanaHiHy 1 sBise HeOe3MeKy Uil XBOpUX 3
(eHIIKEeTOHYpIELO.

3acmocyeanns y nepioo eazimumocmi abo 200y8aHHsL 2pyOoi0.

Bazimuicme.

AnexBaTHUX 1 A00pe KOHTPOJIBOBAHUX JOCIIIKEHb LI0JI0 3aCTOCYBaHHS apUIIINpa3oily BariTHUM He
npoBoamid. TloBigomisiocs Mpo BpOJPKEHI aHOMallii, NpoTe MPUYMHHO-HACTIIKOBUN 3B’SI30K HE
olliHIOBaBcsA. HasiBHI JaH1 JOCHIKEHb Ha TBapUHAaX HE Jal0Thb 3MOTM BUKIIIOUUTH MOXIIMBICThH
emOpioperorokcruyHocTi. [lanieHTKaM Npu 3aCTOCYBaHHI apUIIIIIPA30ILy CJIiJ] HOPAIUTHCA 3 JIIKApeM y
pa3i HacTaHHs BariTHOCTI a0o0 IJIaHyBaHHS BariTHOCTI. Yepe3 HENOCTATHICTh JAaHUX 3 Oe3MeKu y
Nepiosl BariTHOCTI JIKapChKUK 3aci®, MOYKHA MPHU3HAYaTH TIIBKH TOJI, KOJU OYiKyBaHA KOPUCTb IS
BariTHOI MepeBUIIye MOTEHUIWHUN PU3UK JUIS TUIoAa. Y pasi NpuioMy HEHpPOJENTHUKIB, BKIIIOYAIOUH
apuninpasoin, npotsarom III TpumecTpy BariTHOCTI iCHy€ pHU3MK BHHHKHEHHS MOOIYHMX peakuiid y
HOBOHAPOJKEHHX, BKIIIOYAIOYM €KCTpamipaMifHl po3iaaau Ta/abo CUHIPOM BIAMIHM PI3HOI TSXKKOCTI
Ta TpuBajocTi. [ToBimomisiocs Mpo aXuTalilo, TIMEPTOHYC abo0 TIMOTOHYC, TPEMOpP, COHJIUBICTD,
pecripaTOpHUM AUCTPEC YU PO3JAaAM MPH TOAYBaHHI TpyAar0. ToMy 3a HOBOHAPOHKEHUMHU HEOOX1THO
peTenbHO CIIOCTEpiraTH.

T'ooyeanns epyooro.

Apurinpazon MpoOHUKAE y TpyaHe Mojioko. HeoOXigHO NpuiHATH pilleHHs IOAO0 NPHUIHUHEHHS
rOJyBaHHS TPYI0 a00 MPUMIMHEHHS/yTPUMaHH BiJl Teparii apuIlinpa3oyioM 3 ypaxyBaHHSIM KOPHCTI



IPYIHOTO TOAYBAHHS Ul JUTHUHU 1 IepeBark Tepartii AJIsl KIHKH.

DepmunvbHicmo.

BinmoBigHO [0 JaHWX OCHIHKEHHS PENPOIYyKTUBHOI TOKCHYHOCTI apHUIINPa3o)l HE BIUIMBAE Ha
(hepTUIIBHICTS.

30amuicms enausamu Ha WEUOKICMb peaxkyii npu KepysauHi A8MOMPAHCNOPMOM ab0 IHWUMU
MexauizMamu.

Apuninpazon Mae nomipHuii a00 HE3HAUHWU BIUIMB HA 3JATHICTH KEpPyBaTH aBTOTPAHCIOPTOM
YHACIIIOK MOOIYHMX peakiliidi 3 00Ky HEpBOBOI CHCTEMH Ta OPTaHiB 30py, TAaKUX SK CEJIaTHBHA s,
COHJIMBICTh, HETPUTOMHICTh, PO3MUTICTB IOJIS 30pY, AUTUIONIS (IUB. po3ain «I1obiuHi peakiii»).

Cnoci6 3acmocysanna ma 0o3u.
TabneTku 3aCTOCOBYBaTH BHYTPILIHBO.
Hopocii
Huzogpenis. PekomeHaoBaHa MOYATKOBA 71032 JIKAPChKOTO 3aco0y cTtaHoBUTH 10 abo 15 mr 1 pa3 Ha
no0y, He3aleKHO Bix mpuitomy ixki. [linTpumyBanbHa 103a ctaHoBUTH 15 mr Ha no0y. EdexkruBHa
no3a jiikapcbkoro 3acody — Big 10 mo 30 mr Ha noOy. 30inblIeHHsT eQEeKTUBHOCTI Mpenapary mpu
3aCTOCYBaHHI JI03W Oinblne 15 Mr HE NPOJAEMOHCTPOBAHO, XO4Ya JEsAKi TAIIEHTH, MOXJIIHUBO,
noTpeOyIOTh OLIBII BUCOKOT 103U. MakcumalnbsHa 1000Ba 103a He TOBUHHA MepeBuIyBaTi 30 mr.
Maniakanvni enizoou npu 6inonsapuomy posnadi I muny. PekoMeH0BaHa Mo4aTKoOBa 7032 CTAHOBHUTH
15 mr 1 pa3 Ha 100y He3alleKHO BiJl MpUHOMY 1K1 SIK IPU MOHOTEparlii, Tak 1 mpu KOMOiIHOBaHii
teparii. JleskuM marienTam motpiOHa OiTkII BHCOKA J03a. MakcuManbHa J00OBa /1032 HE MOBHHHA
nepeBuiryBatu 30 mr.
Ilpogpinakmuxa noemopHux MaHIaGKATLHUX eni300i6 npu Oinoxsipromy posnadi I muny. s
npodiakTUKY MaHiaKadbHHUX €Mi30/iB Yy MAII€HTIB, K OTPUMYBAIU apHUIINpPa30i K MOHOTEpAIiio
a0 y ckyiaai KOMOIHOBAHOI Teparii, JiKyBaHHS CIIiJ MPOJOBXKYBAaTH Y THX CAMHUX JI03aX.
HeoOxiagnicTh kopuryBaHHs J000BOT 103U a00 3MEHIICHHsS 03U BU3HAYA€ JIKap, BPaXxOBYHOUH
KIJIIHIYHUH CTaH TNaIlieHTa.

iTH
LIuzoghpenis y nionimkie sixom 6i0 15 pokie: peKoMeHIOBaHA 103a JiKapchkoro 3acody dpeitm®
craHoBUTh 10 Mr 1 pa3 Ha 100y He3anexHo Bix npuitomy iki. JIikyBaHHS CTiJl pO3MOYUHATH 3 JO3H 2
MI' (BUKOPUCTOBYIOUM NEPOpANbHUN PO3YMH apuIinpazony 1 Mr/mi) mOpotsroM 2 AHIB, MHOTIM
TUTPYBATU A0 5 MI IPOTATroM 2 JOJATKOBUX JIHIB 10 TOCATHEHHS PEKOMEH]I0BaHOI 1000Boi 103U 10
Mmr. Skmoo moTpiOHO, MOAanbllie MIABUINEHHS 03U CIIJ 3A1HCHIOBAaTH 3 KPOKOM S5 Mr, HeE
MEPEBHIIYI0YH MaKcuMalbHy 1000BYy 103y 30 Mr (muB. po3min «@DapMakoJIOTivHi BIACTHBOCTI»).
®peiim® epexTuBHMIA y mianazoHi 103 Big 10 mr/noy 1o 30 mr/no0y. Iigsumienns eGeKTUBHOCTI Mpu
7103axX, BUIIUX 32 J000BY 103y 10 mr, He Oyj0 MPOJEMOHCTPOBAHO, XO04Ya OKPEMi Malll€EHTH MOXYTh
OTpUMATH KOPUCTbH B1Jl OLIBII BUCOKOI TO3H.
®peiiM® He peKkoMeHIyeThCsl 3aCTOCOBYBATH MallicHTaM i3 MU30(peHicio BikoM 10 15 pokiB uepes
HEJOCTaTHICTh JaHuX Moa0 Oe3meku Ta edexTuBHOCTI (AuB. po3auin «lloOiyni peakuii» Ta
«®apMaKoIIoTiuHi BIACTHBOCTI).
Maniakanvni  enizoou npu oinoasprHomy posnadi I muny y nionimkie eikom 6i0 13  pokis:
peKkoMeH/I0BaHa /103a Jikapchkoro 3acoby ®peitm® cranoButh 10 Mr 1 pas Ha 100y He3anex)HO Bij
npuifoMmy ixi. JlikyBaHHS ClliJi pO3MOYMHATH 3 103U 2 MI' (BUKOPHCTOBYIOUM IMEPOPAIbHUN PO3UYHH
apuninpasony 1 Mr/mi) npotsarom 2 AHiB, OTIM TUTPYBATU JIO 5 MT MPOTATOM 2 JTOJATKOBHUX JHIB 10
JOCATHEHHSI PEKOMEH10BaHoi 1000801 103U 10 mr. TpuBamicTe JIiIKyBaHHS Ma€ OyTH MIHIMajbHOIO,
HEOOXITHOI ISl KOHTPOIIO CHUMIITOMIB, 1 HE TOBHMHHA TepeBuInyBaTH 12 TrkHiB. [linBUIieHHS
e(eKTUBHOCTI IIPU J103aX, BUIIKX 32 1000BYy 103y 10 Mr, He Oyio MpoJeMOHCTPOBAHO, a MPHU J000BII
1031 30 MI' CyTTEBO MiJBUINYBaJIACs YacTOTa 3HAYHUX MOOIYHMX peaKIliid, 30KpemMa eKcTpamipaMiIHuX
CHUMIITOMIB, COHJIMBOCTi, BTOMU Ta 301IbIIeHHsT Macu Tima (muB. po3ain «lloGiuni peakiiin). Tomy
no3u Buie 10 Mr/no6y ciijg 3acTOCOBYBATH JIUINE Y BUHATKOBHX BUIAAKaX 1 3 peTeNbHUM KIIHIYHUM
MOHITOPHHTOM (AUB. po3aum «OcoOiMBOCTI 3acTocyBaHHsD», «[lo0iuH1 peakiii» Ta «DapMakoIoTivHI



BIACTHBOCTI»). llamieHTH MOJOAIIOro BiKY MAalOTh MiABUIICHUNA pPHU3UK BUHUKHEHHS IMOOIYHUX
edekTiB, TOB’A3aHMX i3 3acTOCyBaHHAM apuminpaszony. Tomy ®peitM® He pekOMeHIyeThCs
3aCTOCOBYBATH MallieHTaM BikoM 110 13 pokiB (auB. po3ainu «Ilo6iuni peakmii» Ta «PapMakoyIoriyHi
BJIACTHUBOCTIY).

Oco0nHBI TPYIU NAIIEHTIB

Tlayienmu 3 nopywennsamu QyHkyii neuinku

JInist maIienTiB 3 MOPYMEHHAMH (YHKIIIT IEYiHKU BiJl CEPEAHBOTO 10 TIOMIPHOTO CTYIEHS KOPUTYBAaTH
103y He MOoTpiOHO. ICHyIOUMX NaHUX HEIOCTaTHHO, 100 JaTH peKOMEeHAAllll MallieHTaM 3 TSKKUM
nopymeHHssM (GyHKIIi TMediHkd. TakuMm TamieHTaMm 703y CiIija  Hia0upatu  Ayxe O0O0epekHO.
MaxkcumanbHy A000By 103y 30 Mr ciif 3acTOCOBYBaTH 3 OOCEPEKHICTIO MAIliEHTaM 3 THKKHM
MOPYIIEHHSM (DYHKITIT TEYIHKH.

Tayicumu 3 nopywennsamu yHKyii HUPOK

KopuryBanss 103u He oTpiOHE.

THayienmu nimnvo2o 6iKy

besneka Ta eheKTUBHICTh apUITINpPa3oily NpH JIKYyBaHHI mu30(peHii Ta OimosspHoro posiamy I
CTYNeHs y Mali€eHTIB BIKOM Big 65 pokiB He BuBYajmach. Uepe3 OUIbLIY YyTIUBICTH Ii€i Tpynu
MAIIE€HTIB CIiJI PO3TISHYTH MOKJIUBICTH 3aCTOCYBAHHSI HIKYOI IMOYATKOBOI O3, SIKIIO ILILOTO
BUMAraroTh KiIiHiuHi Gaxkropu (1uB. po3aina «OcoOIMBOCTI 3aCTOCYBAHHS»).

Cmamo

[MamienTn xiHO4YOi craTi HE MOTPeOYIOTH KOPEKIii 103yBaHHS MOPIBHSIHO 3 MAIliEHTAMH YOJIOBIYOi
craTi (auB. po3ia «PapMaKoIOTidHI BIACTUBOCTI»).

Kypyi

3 orisily Ha METabOIIYHUM HUIAX apUIliIpa3oly He MOTPiOHO KOPUTYBaTH 103y AJIS KYpLIiB.
Kopueyeannus 0osu npu cynymuiti mepanii

[Ipu cynytHbOMY 3acTocyBaHHI NOTYXHUX 1HT10iTOpiB CYP3A4 ab6o CYP2D6 3 apuninpazosiom 103y
OCTaHHBOTO 3MeHIIyIOTh. [Ipu BuBenenHi inriditopiB CYP3A4 a6o CYP2D6 3 kombGiHOBaHOI Tepartii
7103y apUIINpa3ory ciiJ 301IbIINTH.

[Ipu cymytHROMY 3acTocyBaHHI motyxHoro iHaykTopa CYP3A4 3 apumninpazonom a03y mpenapary
ciin 30impmuty. [lpu BuBenenui ingykropa CYP3A4 3 xomOiHOBaHOI Tepamii 103y apuMinpazony
CJTiJ] 3SMEHIITUTH J0 PEKOMEHIOBAHO.

Jimu.

®peiiM® npusHayaTH 108 TiKYBaHHS MM30(peHii y Mi/TiTKIB BikoM Bia 15 pokiB i s JiKyBaHHS
MOMIPHUX Ta TSKKUX MaHIaKaJIbHUX €Mi30[1B OIMOJspHOro posnaay | Tumy y miUIiTKIB BIKOM BijJ
13 pokiB mpotsirom 12 TwxkHIB (auB. po3ain «Cmocid 3acTocyBaHHS Ta 103u»). JlikyBaHHS ciin
PO3MOYMHATH 3 103U 2 MI' (BUKOPUCTOBYIOUH MEPOPATbHUM PO3UMH apuIinpasony 1 mr/mi).

Ilepeoo3ysanns.

Bynu noBiiloMiIeHHs PO TOCTpe Mepeo3yBaHHs apUIIINpa3oly y JOPOCIUX BHACIIIOK BUIAJKOBOTO
ab0 HaBMHUCHOTO OJHOpa3oBOro mnpuiomy a0 1260 Mr, 1mo He CyNpOBOJKYBAJIOCS JIETaIbHUM
HACNIJIKOM. MeIu4HO BaKJIMBI CUMIITOMH BKIIIOUQJIM JIETAPTiI0, MiABUIICHHS apTepiaibHOTO THUCKY,
COHJIUBICTH, TaXiKapAito, Hy0TY, OJtoBaHHs Ta Jiapero. Kpim Toro, onucani BUMAIKU TIEPEI03yBaHHS
apuninpasony y aitei (mpuitom mo 195 mr), mo He CynpoBOIKYBaJUCS JIETAILHUM HaciiakoM. Jlo
MOTEHIIHHO HeOe3MeYHNX CHUMITOMIB MEepel03yBaHHs HajeKaTh COHJIMBICTh, KOPOTKOYacHa BTpaTa
CB1JIOMOCTI Ta eKCTpamnipaMiiHi CHMITOMH.

Jixysannsn: mpu Tmepeno3yBaHHI TOTPIOHA MATpUMYyBaJIbHA Teparisi, 3a0e3MedeHHs] aJeKBaTHOI
MPOXIAHOCTI JAUXATbHHUX IUIAXIB, OKCUTCHOTEpAIisl, MTyYHAa BEHTWISIIS JIETEHh 1 CUMITOMATUYHE
nikyBaHHs. HeraitHo ciif po3modaTt MOHITOPUHT TTOKa3HUKIB poOOTH cepils 3 peectpamiero EKT mis
BusBIieHHs1 apuTMiil. Ilicns miaTBepkeHOTO abo mependadyyBaHOTO MEpPeO3yBaHHS ApHUIIIIPa30Ny
HEOoOXiHE peTeIbHEe MEIUIHE CIIOCTEPEKEHHS 10 3SHUKHEHHS BCIX CHMITTOMIB.

AxrtuBoBane Byrijuis (50 1), BBeneHe uepe3 1 roguny micis npuiiomy apuminpasoiny, 3menurye AUC 1
piBeHb Cmax y KpoBi apuminpa3zony Ha 51 % i 41 % BinmoBigHO, 0 BKa3ye Ha MOXJINBY €(hDeKTHBHICTh



aKTUBOBAHOTO BYT1JUIS B JIIKYBaHHI Iepe103yBaHHS.

Xo4a TOCTOBIPHUX JaHHMX MPO 3aCTOCYBAHHS TeMOJialli3y MpHU Mepeao3yBaHH1 apUIiNpa3oly HeMae,
CIPUSATIUBUN e(peKT BiJ LHOT0 METOAY MaJOMMOBIPHUN, TOMY IO apUIINPa30J] 3HAYHOIO MIpOIO
3B’SI3YETHCS 3 OLTKaMHM TJIa3MHU KPOBI.

Ilo6iuni peaxuii.

HaifuacTimumy TOOIYHUMH peakiisiMH, TpPO sKi MOBIIOMISUIOCS B IUIALEOOKOHTPOIHOBAHUX
JOCTIKEHHAX, Oyl akaTu3is Ta HyAoTa — Yy NoHaa 3 % TMalli€HTiB, sIKI OTPUMYBAJIM apUITIPa30l
MEPOPATBHO.

[epenik MOOIYHUX PEAKIIIH.

Bci mo6iyn1 peakiiii mpuBeeHO 3a CHCTEMaMHu OpraHiB Ta 4acTOTOIO: ayke 4yacto (> 1/10), gacto (>
1/100, < 1/10), meuacto (> 1/1000, < 1/100), piako (> 1/10000, < 1/1000), ayxe piako (< 1/10000),
94acToTa HeBijjoMa (He MOKe OyTH OIliHCHA 3a HASBHUMH JaHUMH). Y paMKaxX KOXXHOI TPy 4acTOTH
no0i4HI peakuii MPUBEICHO Y MOPSIKY 3MEHIICHHS CEPHO3HOCTI.

Yacrora moOIYHUX peakiliid, 3apeeCTPOBAHUX Y MOCTMAPKETUHTOBUH TEpioj] 3aCTOCYBaHHSI, HE MOXKE

OyTH OIliHEHA, OCKIIBKM BOHH OTPUMaHI 31 CIOHTAHHUX 3BITIB, TOMY KJIaCH(IKYyeEThCS SIK HEBiIOMA.

Cucremu opraHi Yacto Hewacto UacrtoTa HeBigoMa
3 0OKy KpOBI Ta JleiikoneHis
TiMQpaTHIHOT CUCTEMH Heiirponenis
TpomboruToneHist
3 00Ky iMyHHOT AnepriuHi peakiii
CUCTEMH (manmpuknan anainakTH4HI
peaxiiii; aHTiOHeBPOTHYHUN  HaOpsIK,
BKJIFOYHO 3 HaOpSKOM $I3WKa; HaOpsK
sI3MKa, HAOpsK o0mamy4si, cBepOiX abo
KpOIHUB’ IHKA)
3 00Ky eHIOKpHUHHOI INnmepnpomaktu- JiabeTnvHa rimepocMoIsipHa KoMa
CHCTEMU HeMis JliabeTHUHMIT KeTOALIHI03
3HMKEHHST  piBHS
IPOJIAKTUHY
3 60Ky 0OMiHYy Hyxposuit I'inepriikemis lNnonatpiemist
pPEYOBHH 1 XapuyBaHHs | jiader AHOpeKcis
3 OOKY MCUXIKH bezconns Henpecis Cupobu cyinuny, cyinumaansHe
TpuBOXHICTH lNimepcexcyanbHICTh | MUCJICHHS 1 3aBEpIIIEHE CaMOTYOCTBO
Hecnokii (muB. pozain «OcobmmuBoCTI
3aCTOCYBaHHS»)
[MaTonoriyaa mpucTpacTs 10 a3apTHUX
irop
Po3naau iMmynbCHOTO KOHTPOITIO
Ilepeinanus
HenepeOGopHuii moTsr 10 MOKYIOK
[Hopiomanis
ATpECHBHICTb
30ymKeHHs
Hepro3sHicth
3 60Ky HEPBOBOL Akatusist [Ti3Hs qUCKiHe3is 3M0SIKICHU# HEHPOIeITHIHUN
CHUCTEMU Excrpamipaminni Juctonis cuagpom (3HC)
NOPYLICHHS Cungpom Benuknit cynoMHuii Hamajg
Tpemop HECTIOKIHMX HIT CepoToHiHOBHIT cHHIPOM
T'onoBHui O1Tb ITopyuieHHs1 MOBIICHHS
CenatuBHuii  edexT
ConnuBicTb
3amaMopoYeHHs
3 00Ky OprasiB 30py Po3muricTs moms Jurutomnist OKyJIOTipHUI KpHU3




30py ®Dotodobis
3 60Ky ceprs Taxikapmist PanrroBa ceprieBa cMepTh
[TipyeTHa MITYHOYKOBA TaXiKapIis
[InyHoukoBa apuTMist
3ynuHKa CepreBoi MisIbHOCTI
bpamukapmis
3 OoKy cynmuH OprtocTtarnyHa Benozna Tpomboembomis
TinoTeH3is (BKIIIOUAIOUU JIETCHEBY
eM00JTif0 Ta TPOMO03 TIIHOOKHX BEH)
limeprensis
Cunkorne
3 00Ky auXaabHOI I'mxaBka AcmipariiiiHa THeBMOHi s
CHUCTEMH, OPTaHiB JlapuHaTocnasm
TPYAHOT KITITKH Ta PorornorkoBuii cnazm
CEPeJIOCTIHHS
3 00Ky TpaBHOI 3amnop ITankpeatur
CHCTEMU Hucnencis Hucdaris
Hynora Hiapest
Hapmipue JuckoMdopT y KHUBOTI
CIIMHOBUIIIEHHS HduckomdopT y nuryHKy
biroBanHs
3 OOKy MEYiHKH i [TeyinkoBa HEOCTATHICTh
YKOBUOBHUBITHHX lenatur
LUIAX1B JKoBTsHUIA
3 OoKy mIKipH i Bucumanus
MiAMKIPHAX TKAHAH Peaxuii poTouyTnuBocTi
Adnornertis
[Tocunene moToBuIiIIEHAS
MeavkaMeHTO3Ha peaxitis 3
€03UHODLTIEr0 Ta CUCTEMHHUMU
cumnromamu (DRESS-cunapom)
3 OOKy CKENeTHO- Pa6nomiomnis
M’S130BOi Ta Mianris
CHOJY4YHOI TKaHWUH PurinnicTte M’s131B
3 60Ky HUPOK 1 Herpumanns ceui
CEUOBHBITHHX IILISI- 3aTpuMKa CEYOBUITYCKAHHS
XiB
BaritHicTs, CuHzIpOM BiAMiHM IIpenapaTy B
HICHANOJIOrOBI 1 HOBOHAPOHKEHUX (mmB. po3ain
NepuHaTalIbHI CTaHU «3acTtocyBaHHSI y Tepiojl BariTHOCTI
a0o0 royBaHHsI TPYJUIIO»)
3 GOKy cTaTeBUX [piamizm
OpraHiB Ta MOJIOUHHX
3aJ103
VYcekiagHeHHs Broma ITopymienns TemneparypHoi
3arajabHOTO0 perynsnii (HanpukIiIajg rinoTepmis,

XapakTepy i peakiii y
MicIli BBEJEHHS

mipeKcis)
Binb y rpynsx
[lepudepruununii HabpsIK

JlaGopartopHhi
JOCITi JPKEHHST

3HIKEHHS MACH Tiia

30iIBIIEHHS MacH Tina
[TigBuIIeHHS PiBHS
ananiHaminotpancgepaszu (AJIT)
[TigBuIIeHHS PiBHS
acmapraraminorpancgepasu (ACT)
[ligBunieHHs piBHS raMma-




riytamintpancdepasu (I'TT)
[TixBumieHHs piBHA Ty>KHOI ocdaTazu
[Monorxenns inteppany QT
[TigBuiieHHS PiBHS TIIOKO3U KPOBi
IlinBuIIeHHS PiBHS TTIKO3WIHOBAHOTO
remorno6iny KonmBanas piBHS
TIIIOKO3U KPOBi

[TigBumeHHs piBHS
kpeatnHpochokiHa3ZH

Onunc okpeMux MOOIYHUX peaKIii
[opocni
Excmpanipamioni cumnmomu (EIIC)
Hluzogpenisa. y 52-THKHEBOMY KOHTPOJIBOBAHOMY JOCHII/DKCHHI Y TAIIE€HTIB, AKI OTPUMYBAJIH
apurinpa3on, uactora po3Butky EIIC, BKIIOYarouu MapKiHCOHI3M, aKaTH3il0, JUCTOHIKD Ta
JUCKiHe3110, Oyna Huxk4oro (25,7 %) y MOpiBHSAHHI 3 HAI[lEHTaMHU, SKI OTPUMYBAJIU TaJONEPHUI0
(57,3 %). Y TpuBaniomy 26-THXHEBOMY ILTaIcOOKOHTPOIbOBAHOMY fociikeHHi dyactora ETIC Oyra
19 % y mamienTiB, sKi JiKyBajucs apuminpasonom, ta 13,1 % y mamieHTis, sKi OTpUMyBaH 11aneoo.
B iHmomy 26-THXxHEBOMY KOHTPOJIbOBaHOMY nociimkeHHi yactota EIIC Oyna 14,8 % y naiieHTis,
SKI OTpUMYBAJM JIIKyBaHHS apuminpasonom, i 15,1 % y mamieHTiB, sKi OTpUMYBaJIH JIIKYBaHHS
OJIaH3aIIHOM.
Mauniaxanoni enizoou npu 6inoaspuomy pos3nadi | muny. y KOHTPOJIBOBAHOMY 12-THIXKHEBOMY
nocnimkenHi yactora EIIC cranoBuna 23,5 % y maiieHTiB, sKi JiKyBanucs apuminpaszoiom, 1 53,3 %
y TAI[€HTIB, SKi OTPUMYBaIM Tajonepuaoi. B iHmomy 12-TH)KHEBOMY MIOCHIIKEHHI YacToTa
BunukHeHHs EIIC cranoBmia 26,6 % y mamieHTiB, Kl OTpuMyBalu apuminpaszon, i 17,6 % y
MAIi€HTiB, SKi OTpUMYBaIM JITIH. Y  JOBroTpuBaiiii  26-TikHeBid (a3l  TecTyBaHHS
ane0oKoHTpoNboBaHoro fociimkenHss uvacrtora EIIC cranoBuna 18,2 % y mnariiedriB, ki
OTpPHUMYBAJIM apHuIinpasod, i 15,7 % y naimieHTiB, siKi OTpUMYBaJIH 11aneoo.
Axamu3sis
VY m1ane0oKOHTPOIBOBAHUX JOCHIKEHHSAX YacToTa akaTu3li y MalleHTIB 3 OINOJSPHUM pO3JaJ0M
cranoBuia 12,1 % npu nikyBaHHI apumninpaszosiom Ta 3,2 % y rpymi miane6o. Y NalieHTIB, SKi
CTPaXJIal0Th Ha MU30(pEHit0, YacToTa akaTu3ii ctanoBmia 6,2 % Mpu 3aCTOCYBaHHI apUITIIPA30Jy Ta
3,0 % y rpymi mane6o.
Jucmonis
EdexT knacy mikapcbkux 3aco0iB: y Bpa3MBHX Halli€HTIB MPOTATOM MEPUIMX KIIbKOX JIHIB JIKyBaHHS
MOXKYThb BUHUKAaTH CHUMIITOMHU JTUCTOHIi, TpUBaJl aHOMajbHI CKOpPOYEHHsS Ipyn M’si3iB. CuMOTOMHU
JMCTOHII BKIIIOYAIOTh CMa3M M’s31B IHWi, 1HOJAI MPOTPECYIOUM JI0 CTHCHEHHS Y TOpili, YTpYyIHEHe
KOBTaHHS, YTPYAHEHE AMXaHHS Ta/a00 MpoTpys3is si3uka. Xoya LI CUMOTOMHU MOXYTb HPOSBISTUCS
IPU HU3BKUX J103aX, BOHM BUHHUKAIOTh YacTille 1 3 OLIBIIOI BHUPAXKEHICTIO MPHU BUCOKUX J03aX
AHTUIICUXOTUYHUX JIKapChbKUX 3aco01B mepuoro MnokomiHHs. [ligBuineHuii pu3UK BUHUKHEHHS
TOCTPOi JUCTOHIT CIIOCTEPIra€ThCs y YOJIOBIKIB Ta MaIl€HTIB MOJIOJIIIOTO BIKY.
IIponakmun
VY KIIHIYHUX BHUIIPOOYBaHHSIX 3a 3aTBEP/UKCHHMH IOKA3aHHAMH Ta MPOTIATOM MiCIsSpeecTpariitHoro
nepioJy CrocTepiraiu K 30UIbLICHHS, TaK 1 3HM)KEHHS DPIBHS MPOJAKTUHY B CHPOBATI KPOBI Yy
MOPIBHSHHI 3 HOTO MOYAaTKOBUM PIBHEM.
Jlabopamopni napamempu
YacTka MalieHTiB, y AKUX BiA3HAYAIUCS KIIHIYHO 3HAYYIll 3MiHM CTaHIAPTHUX JaOOpaTOPHHUX Ta
JIMITHAX TIapaMmeTpiB, ICTOTHO HE BIApI3HSATACAd y TPymi NPUHOMY apuIinpaszoiy 1 1uiamedo.
[Migsumennst piBasa KOK (3nebinpmoro munytie i 6e3cuMITOMHE) crioctepiranocs y 3,5 % mnaiieHris,
K1 IPUIMaTH apUIIinpasol, y TpyIi mianedo mnei mokasauk craHoBuB 2,0 %.

imu
Hluzoghpenis y nionimkis éixom 6io 15 poxis
VY KOpOTKOTPUBAJIOMY IJIalle0OKOHTPOJILOBAHOMY KIIIHIYHOMY JIOCHIJKEHHI, B SKOMY OpajH y4acTb




302 migmitku (BikoM Bix 13 mo 17 pokiB) i3 mmu3odpeHiero, yacToTa Ta TUI MOOIYHUX peakiiil Oymu
MOIOHMMHU JIO TaKUX VY JOPOCIHX, 3a BHHITKOM HIDKUYEBKA3aHMX peEakIlii, SKi dYacTimie
CIOCTepiraiucs y MiUTiTKIB, SIKI OTPUMYBAJIM apUIINpPa3oll, HXK y 0POCIUX, (JacTilie, HiXk 11anedo).
Jly’ke 4acTo MoBiIOMIISIIOCS PO COHJIMBICTH/CEMalliio Ta eKcTpamipamiadi po3naau (> 1/10), a Takox
PO CYXIiCThb Yy POTIi, MiABUIICHUN aETUT Ta OPTOCTAaTUYHY TimoTensito (= 1/100, < 1/10). Ipodinsb
O€3I1eKH JTIIKapChKOTo 3acC00y, BU3BHAUYCHUN Y 26-THKHEBOMY BIIKPUTOMY JIOCIIPKCHHI, OYB CXOXKUH 13
npodineM 6e3meKkn, BU3HAY€HUM Y KOPOTKOCTPOKOBOMY ILIAle00KOHTPOILOBAHOMY JTOCIIIKEHHI.
[Ipodins Ge3neku, BU3HAYCHUH y JOBrOCTPOKOBOMY IOBIHHO CIINOMY ILIAIEOOKOHTPOIHLOBAHOMY
KJIIIHIYHOMY JOCIIDKEHHI, TaKoX OyB aHAJOTIYHHUM, 32 BHHATKOM TaKHX IMOOIYHUX PEaKIlid, sKi
3yCcTpivaimcs 4acTo 1 YacTille CIocTepirajucs y HiTeil 1 MiANiTKiB, y MOPIBHAHHI 3 TPYIOIO, SKa
oJepKyBasia IUIane00: 3HWKEHHS MacH TiJIa, MIJBHINCHHS PIBHSA IHCYJIIHY B KpOBI, apUTMis 1
nerikorenis (> 1/100, < 1/10).

B o0’emnaniit rpymi mipnTkiB 13 mm3odpeHiero y Bimi 13—17 pokiB mpH TPUBAJIOCTI JIKyBaHHS
apUIINPa3oJIoM JI0 2 POKIB 4acTOTa 3HWKECHHS PIBHS MPOJAKTHHY Y AIBUATOK (< 3 HI/MII) 1 XJIOMYHKIB
(< 2 ur/mi) cranoBuia 29,5 % i 48,3 % BianoigHo. Y miUTITKIB i3 mm3odpeniero y Biri 13—17 pokis,
AK1 oTpuMyBanu Big 5 10 30 Mr apuninpazoiry IpoTsIroM mepiony A0 72 MICSIIB, 4aCTOTA 3HIKEHHS
piBHA MPOJAKTUHY y AiBYaTOK (< 3 Hr/mi) i xsmomuukiB (< 2 Hr/mu) cranoBuia 25,6 % 1 45,0 %
BiJITIOBi THO.

VY BOX KIIHIYHUX AOCHIKEHHSAX 3a ydacTio miamitkiB (y Bimi 13—17 pokiB) i3 mm3odpeHiero i
OIMOJIAPHUM PO3JIAZIOM, SIKi OTPUMYBAJIM ApHUIIIIPA30J, YacTOTa 3HWKEHHS DPIBHS NPOJIAKTUHY Y
niB4yatok (< 3 Hr/mu) 1 xamomuukiB (< 2 Hr/mi) cranosmia 37,0 % 1 59,4 % BiamnoBigHO.

Maniakanwvni enizoou npu oinonspromy posznadi | muny y nionimxie gikom 6io 13 pokie

YacroTa Ta TUI NOOIYHUX peakliid y MATITKIB 13 OimonspHUM posnazoM Tumy | 6ynu nmoaiOHuMu 1o
TaKUX y JIOPOCIIMX, 33 BHHSATKOM TaKMX MOOIYHHMX peakiii: ayxe 4dacto (> 1/10) — connmBicTh
(23,0 %), excrpamipamingsi posnaau (18,4 %), akarusis (16,0 %) ta Broma (11,8 %); gacto (> 1/100,
<1/10) — Oinp y BepxHiii YacTUHI >KMBOTA, IPUCKOPEHE CEepICOMTTS, 30UIbIICHHS MacH Tija,
MiJBUIICHHS alleTUTY, TOCMUKYBaHHS M’ 5I31B Ta AUCKIHE31.

[ToGiuHi peakiii, siKi, MOXJIBO, € T0303aJIKHUMH: €KCTpamipaMiaHi po3naan (4acToTa po3BUTKY MPH
3acTOCYBaHHI apuiiinpa3ony B 103i 10 mr — 9,1 %, 30 mr — 28,8 %, mpu 3actocyBaHHI Iianedo —
1,7 %); akatu3is (4acToTa pO3BHTKY IpH 3acTOCyBaHHI apuminpazomny 10 mr — 12,1 %, 30 mr —
20,3 %, maane6o — 1,7 %).

CepenHe 3Ha4eHHS 3MIHM Macu Tuj1a y NIITKIB 3 OinosisspHUM po3najgoMm | tumy Ha 12-my ta 30-my
THKHI JIIKYBaHHSI apuIinpa3ojoM ckiaio 2,4 xr ta 5,8 kr, a B rpymi miane6o — 0,2 kr ta 2,3 xr
BIMOBIAHO.

VY nmeniaTpuyHii momynsAnii yacTime CHOCTepirajil COHJIMBICTh Ta BTOMY Y MAIli€HTIB 3 OIMOJIIPHUM
PO3J1aJI0M y MOPIBHSAHHI 3 HIM30(PPEHIELO.

VY meniatpuyHuxX mauieHTiB BikoM 10—17 pokiB 3 OINOJSPHUM pO3JIaZAOM HpU TPUBAIOCTI
3aCTOCYBaHHS JIIKQpChKOro 3aco0y 10 30 THXKHIB 4acTOTa 3HMKEHHS PIBHS MPOJAKTUHY Yy JIBYATOK
(< 3 ur/min) i xmomuukis (< 2ur/mi) cranoBuia 28,0 % i 53,3 % BiamoBiaHo.

Ilamonozciuna cxunvHicms 00 A3apMHUX i20p Ma iKW NOPYUEHHS KOHMPOIIO IMRYIbCHOI NOBEOTHKU
[NamienTy, ki NpuitMarOTh apUIiNpPa3ol, MOKYTh BIAYYBAaTH MATOJOTIYHY CXMJIBHICTH /0 a3apTHUX
Irop, TinepceKCyalbHICTh, CXWIBHICTD 10 KOMITYJIbCUBHHUX MOKYIOK 1 KOMIIYJIbCUBHOTO IeEpeinaHHs
(muB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHSY).

[ToBiAOMJIEHHS PO MiJI03PIOBaH1 NOOIYHI peakiii

[ToBinomieHHs po MOOIUH1 peakiii micis peecTpallii Jikapcbkoro 3aco0y Mae BaykiMBe 3HadeHHs. Lle
Ja€ 3MOTY MPOBOJUTH MOHITOPUHI CIIBBIJHOUIEHHS KOPUCTH/PU3UK MPH 3aCTOCYBaHHI IIHOTO
JiKapchbKoro 3aco0y. MeanuHuMm Ta (papMaleBTUYHMM TMpalliBHUKaM, a TAaKoX MalieHTtaM abo ix
3aKOHHUM TIPEJICTaBHUKAM CJI1J] TIOBIJJOMJIATH MPO YC1 BUIAJIKHU T1T03PIOBAHUX MOOIYHUX pEakiliid Ta
BIJICYTHOCTI €(eKTHUBHOCTI JIIKapChKOro 3aco0y uepe3 ABTOMATH30BaHy iH(OpMaIliiiHy cucTeMy 3
bapmakonarsay 3a mocunanusam: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poku.



YMmoBu 30epiranns. 30epiratu B opuriHanbHid ymakoBii. J[ns mikapcekoro 3aco0y He MOTpiOHI
crieriagbHI YMOBH 30epiranss. 30epiratv y HeIOCTYITHOMY JUTsI IITeH MicCIIi.

Ynakoska. [To 10 Tabnerox y Gxictepi. [To 3 Gaictepu B mayiii.
Kareropis Bigmycky. 3a perientom.

Bupoonuk. AT «®apmak» (BupoOHHMITBO 3 mpoaykiii in bulk ¢ipmu-Bupobnnka Ponrtic Xemnac
Menikan eng @apmacsrotikan [Ipogakre C. A., I'peris).

Micue3Haxoa:xkeHHs1 BAPOOHHUKA TA Oro aapeca Micus NMPOBasKeHHS AisIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa octanHboro neperasay. 13.12.2024.



