Ckian

Oito4a peyosuHa: aripiprazole;

1 TabreTka, III0 AUCIIEPTYETHCS B POTOBiM IMMOPOXKHUHI, MiCTUThL apuninpasoiny 30 Mmr;
O0ONOMIJICHI pedyoBUHU: JTaKTO3a MOHOTiApaT, Iiejono3a MikpokpucTtanidtda (E 460),
KpOCKapMeo3a HaTpilo, KpeMHilo miokcud KoJoimHui 6e3BomHuM, MarHito creapart (E
470b), 3ami3a okcun yepBoHuu (E 172), acmaptam (E 951), apomaTtu3aTop BaHiIiH.

JIikapcbKa ¢opMma

TabneTkwu, 110 OUCIEPTYIOTHCSA B POTOBiM MOPOXKHUHI.
OcCHOBHI (i3uko-ximiuHi 81acmueocmi: TabJIETKU POKEBOTO KOIHOPY, KPyTJjiol ¢opMu 3
TIJIOCKOIO TIOBEPXHEI0, 3 TUCHEHHAM «30» 3 0ogHOTr0o OOKY Ta riafeHbKi 3 iHIIoro.

®dapMaKoTepalneBTHYHA rpymna

IlcuxonenTuyHi 3aco0U. AHTUIICUXOTUYHI 3aco0u. [HIITI aHTUIICUXOTUYHI 3aCO0H.
Apuninpa3zoin. Kog ATX NO5SA X12.

dapMakogHHaMiKa

MexaHism Oil.

TepamneBTHUYHa i apUIIiTpa30y B JiKyBaHHI mu30dpeHil Ta 6inonspHoro posnany I
TUIY 00yMOBJIeHa KOMOiHaIliel0 YaCTKOBOI'o aroHiamy momo D2-modaminoBux i HT1A-
CEpPOTOHIHOBUX PELIENITOPIB, a TAaKOXK aHTaroHiaMoM mono 5-HT2A-cepoTOHIHOBUX
pelenTopiB. APUIIIIPa30y BUSBJISIB aHTarOHICTU4YHI BJIaCTUBOCTI Ha TBAPUHHUX
Momensax godaMiHepriyHol rinepakKTUBHOCTI Ta arOHICTUYHiI BIaCTUBOCTI Ha
TBAaPUHHUX MOIENsaX godpaMiHeprigyHOol rilmoaKTUBHOCTI. APHUITITPa30/ Ma€E BUCOKY
3B’sI3yBajIbHy CIIOPigHEHICTH in vitro 3 D2- i D3-godaminoBumMu peuentopamu, 5-HT1A-
1 5-HT2A-cepOTOHIHOBUMMU pelleliTOpaMy, a TaKOXK IIOMIpHY CIIOPigHEeHICTh i3 D4-
nodaminoBumu penentopamu, 5-HT2C- i 5-HT7-cepoToninoBumu, o-1-
agpeHeprivHuMu i ricraminosumMu H1-penentopamu. Apuminpasos TakKoXK Mae
IIOMIPHY CIOPIOHEHICTS 13 OUIAHKaMU 3BOPOTHOI'O 3aXOIlJIEHHSA CEPOTOHY i HEe Mae€
TTOMITHOI CIIOPiAHEHOCTi CTOCOBHO MYCKapHWHOBUX pPeLenTopiB. Blaemopis 3 iHmmuMu
pelleniTopaMu, KpiM migTuIiB godaMiHy i CEpOTOHIHY, MOXKe ITOSICHIOBATH HOesKi iHmIi
KJIiHIYHi epeKTu apuninpasoiy.

Apwumninpa3zon y go3ax Bixg 0,5 go 30 mr 1 pa3 Ha 000y y 300pOBUX TOOPOBOJIBIIIB
IPOTATrOM 2 TUZXKHIB IIOKa3aB [J0303ajieXKHe 3HUXKEeHHA 3B's13yBaHHAa 11C-paknonpuny,
jiraHga D2-D3-penenTopiB, i3 XBOCTAaTUM SIAPOM i 000JI0HKO}IO,
BiITIOBiOHO OO mMaHUX ITO3UTPOHHO-eMiCiiHOI ToMorpadii.



KniHniuHa epekmusHicmb ma 6e3neka.

Ilopocai.

IITuszogpeHis.

Apurninpa3zon € eeKTUBHUM Y IMiATPUMaHHI KJIiHiYHOTO ITOKpAaIleHHs IIif 9ac
MIPOIOOBXKEHHS Tepallil y JOPOCINUX HalliEHTiB, SKi MOKa3a/lIMu IT0YaTKOBY BiONOBiAb HA
JIIKyBaHHS.

36invWweHHsA macu miaa.
BcTaHOBJIEHO, 110 apuIinpa30Jl He BUK/IUKAE KITIHIYHO 3HAaYyLIOoro 30iJIbIIIeHHS MacH
Tina.

IToxa3Huku sinidis.

Apurinpa3oyl He BUKJIMKa€E KJIIHIYHO 3HAQYYIIUX 3MiH YV 3arajlbHOMY PiBHiI BMICTY
XO0JIeCTEPUHY, TPUTIIIIIEPUiB, TIiMONpPOTeiHiB BuCOKOI IinbHOCTI (JITIBI) Ta
JIIIOTIPOTEIHIB HU3bKOI IIiibHOCTI (JITTHIIT).

ITponakmuH.

[MomumpeHHs rinepnposyiakTuHeMil abo 30inbIlIeHHS IPOJIaKTUHY B CUPOBATIIL KPOBi ¥
MallieHTiB, sKi miKyBanucs apurinpasonoMm (0,3 %), 0ynu nomioHuMu o miaiebo (0,2
%).

Eni3zo0u maHiakanvHo20 xapakmepy npu 6inoaspHomy po3aadi I muny.
Apurinpa3zon IpoageMoOHCTPYyBaB Kpallly e(eKTUBHICTh MOPIiBHSIHO 3 Ij1aiebo y
3MEHIIIeHH] MaHlaKaJIbHUX CUMIITOMIB ITOHa[ 3 TUXKHIB.

dapMaKOKiHeTHKa

BcmoxkmysaHHA.

Apuminpa3sos IBUOKO BCMOKTYETHCS IIIC/ISA BHYTPIUIHBOTO IPUUOMY, OOCATA04YU
MaKCHMalbHOl KOHIIeHTpalii (Cmax) y nia3mi KpoBi yepe3d 3—5 roauH. Apuninpasolt
3a3Ha€ MiHiMaJIbHOTO IPECUCTEMHOT0 MeTabos1iaMy. AGCcosoTHa 6i0gOCTYIIHICTh IPHU



IIepopanbHOMY ITPUKOMi CTaHOBUTE 87 %. BxKUBaHHS XKUPHOI 1Ki He BIJIMBAE Ha
(bapmMakoOKiHETUKY apHUIIIIIPa30JIy.

Po3nooin.

Apwurninpa3on iHTEHCUBHO PO3MOOINISETHCSA B TKaHMHAX opraHiaMy. O06’eM po3nominy
CTaHOBUTH 4,9 JI/KT, 1110 BKa3y€ Ha BeJIMKNUU €eKCTpaBaCKyJISIPHUN PO3MNOnin. Y
TepaneBTUYHUX KOHIeHTpallisx Oinbiie 99 % apurtinpasosny i merigpoapumninpa3ort
3B’I3yIOThCS 3 OiTKaMU CUPOBATKM KPOBIi, ITIepeBaxKHO 3 anbOyMiHOM.

BiompaHcpopmauis.

Apwurinpa3osn iHTEHCUBHO MeTa0O0/Ii3y€eThCS B ME€UiHIli, B OCHOBHOMY LIJITXOM
merigporeHisaiiil, rimpokcunioBaHHSa Ta N-geankinyBaHHSA. 3a JaHUMHU OOCIOKEHD in
vitro, merigpyBaHHS Ta TiIpPOKCHUIIOBAHHS apUMIiNIpPa30iy BimOyBa€ThCs IIim Ai€to
i3opepmenTiB CYP3A4 i CYP2D6, a N-geankinyBauHs KaTanidyetbcsi CYP3A4.
Apurinpa3on € OCHOBHOIO PEYOBUHOIO TiKapChKOT0 3aco0y, 110 3HAaXOAUThCS B
CHCTEMHOMY KPOBOTOLi. Y PiBHOBaKHOMY CTaHi OeTigpoapUOinpa3oil - H0ro aKTUBHUM
MeTaboIiT CTaHOBUTHL NpuOIU3HO 40 % BEeNMUYUHYU CIiBBiIHOIIEHHS KOHIIEHTPAIllil 10
vacy (AUC) apuninpa3oiy B nja3Mi KpoOBi.

BugeOeHHA.

CepeqnHili mepion HalliBBUBEOEHHS apUIIiNIpa30Jly CTAHOBUTh NPUOJIM3HO 75 rOOUH IIPU
BHCOKill MeTaboi3yodiii akTuBHOCTI CYP2D6 i mpu6nu3Ho 146 roguH npu HU3bKIN
MeTabomizyroditt aktuBHOCTI CYP2D6. 3aranbHuil KIipeHC apUITilTpa30jly CTaHOBUTH
0,7 MJ1/XB/KT, B OCHOBHOMY BiH IIpe[CTaBJI€eHUU II€YiHKOBUM KJIIpEHCOM.

[Ticnss omHOPa30BOro IepopanbHOro npuromy 14C-MiveHOro apumIinpasony
npubnusHo 27 % BUBOOUIIOCS 3 ceuelo i mpubnusuo 60 % - i3 kamoMm. MeHie 1 %
apUIIiNIpa30Jly B He3MiHEHOMY BUTJISAI BUBOOMIIOCS i3 cedyelo, mpubam3Ho 18 %
HEe3MIHEeHOI'0 apuIinpas3o0jy - 3 KajJoM.

dapmakokiHemukKa 8 ocobiusux 2pynax nauieHmis.

ITauieHmu AiMHBLO20 BIK).

BigminHOCTI MixK papMaKOKiHETUKOIO apHUITIIIPa30y V 3[0POBUX AJOOPOBOIIbIIIB
JIITHBOTO BIKY 1 MOJIOAIINX MAalli€HTIB BiICyTHI. TaK0OXK BifCYTHI BUAMMI BIIMIHHOCTI Y
(bapMmakoKiHeTHIIi cepel Pi3HUX BIKOBUX I'PYII MAIi€HTIB i3 MKU30(pPEHIEO.



Cmamepo.

BigMiHHOCTI MiK (papMaKOKIiHETHUKOIO apUIIiIIPa30ily y 3MOPOBUX YOJIOBIKiB i KiHOK
BimcyTHi. TaKOXK He BUSBJIEHO BIJIMBY CTaTi Ha papMaKOKIHETHUKY apHUIIIIPa30iy y
Malli€eHTiB i3 mM30(QpeHi€lo.

KypiHHA.
dapmakoOKiHETHYHA OIliHKa IOIYJIAIlil He BUSBUIIA KITIHIYHO 3HQYYyIIOT O BILJIUBY,
IIOB’I3aHOTO0 i3 KypiHHAM, Ha ()apMaKOKiHETUKY apHUIiIIpa3oiy.

Paca.
dapmMaKOKiHETMYHA OIliHKa IOIYJIAIlil He BUSABUIIA KITIHIYHO 3HAYyILIXX, OB’ I3aHUX i3
pacoro, BifMiHHOCTEeHU y (hapMaKOKIHETHUIlI apHUIIinnpa3ony.

ITopyweHHA PYHKUIT HUPOK.

Bymno BusiBneHo, 110 ¢papMaKOKiHETUYHI XapaKTEePUCTUKH apHUIIiIpas3ony i
OerifpoapHUIIinIpa30ly OOHaKOBl K Yy Ialll€HTIB i3 TAXKKUMU 3aXBOPIOBAHHAMU HUPOK,
TakK i y MOJIOAUX 3MOPOBUX TOOPOBOMIBIIIB.

IMTopyweHHA ¢pyHKUII neyiHKU.

Y mocmimKeHHSX 3a y4dacTi IMalli€HTiB i3 HUPO30M MEeYiHKM Pi3HOTrO0 CTyHeHs (Kiacu A,
B i C 3a mkanow Yaunga-I1'10) miciass ogHOPa30BOTr0 MPUMOMY apHUITiIPa30ily He
BHSBJIEHO iCTOTHOTO BIIMBY HMOPYIIeHHS QYHKIII TeYiHKU Ha PapMaKOKiHETUKY
apuIinpa3ony i gerimpoapuirinpas3ony. Y 3B’s13Ky 3 OpakKoM JaHUX HEMOXKJIUBO
3pOo0OUTH OCTATOYHI BUCHOBKHU ITPO MeTabO0IiYHy aKTUBHICTD Y IAIliEHTIB i3
OEeKOMIIEHCOBaHUM LIMPO30M mnediHku (Kinac C 3a mikanowo Yaunga-I1'10).

IToxa3zaHHSA

JIikyBaHHS mMM30(pPEHil Y HOPOCTHX.

JIikyBaHHS MaHiaKaJIbHUX €Mi30[iB CepeqHbOr0 Ta TSAKKOI'0 CTYIIEeHiB IpU
OimonsipHOMY po3nami I Tuiy, a TakKoXK M5 3armobiraHHs HOBUM MaHiaKaJlbHUM
eniszomam y JOpoOCiuX, K1 paHillle IIepeHec/IiM MaHiaKaJlbHi eIi300u Ta BiAIIOBigaau Ha
JIIKyBaHHS apUIIiIpa30JIoM.

IIporunoka3aHHs



[TigBuIleHa YyTIUBICTH OO apHUIlinIpa30sy abo mo 6yab-sIKOT0 iHIIIOTO KOMIIOHEHTA, 10
BXOOUTD OO CKJIAAy JIiKapChKOTO 3aco0y.

B3aeMoqisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHM B3a€EMOIiN

BHacnmigok aHTaroHiamy go al-agpeHepriyHux penenTopiB apuIrinpasosl MoxXe
TMOCUITIOBAaTU €(PeKT IeIKUX aHTUTINIePTEeH3UBHUX JIiIKapChKUX 3aco0iB.

OCKiTBbKHM apUIOinpas30JI BIJINBA€E Ha IeHTpajlbHy HepBOoBY cuctemy (LIHC), crmin
OOTPUMYyBaTUCh 00E€PEKHOCTI Y pa3i 0oqHOYAaCHOT0 IPUHMOMY aIKOT0JII0 abo JIiKapChbKUX
3aco0iB, 110 BuuBaloTh Ha LIHC, y 3B’513Ky 3 MOXKJIUBUMMU ITI€PEXPECHUMU
HebOaxkaHUMU peakIlisiMM, HaOpUKIa[ cepaliero (ouB. po3min «ITobiuHi peakirii»).

Cnig 3 00epexHiCTI0O 3aCTOCOBYBATHU apUITIIPA30JI y MMOEOHAHHI 3 iHITMMU
JIiIKapChbKUMHU 3aco0aMu, Ki MogoBxKyi0Th iHTepBan QT abo mopyuIyoTh
eJIEKTPOJIiITHuM OajiaHC.

ITomeHuitiHull 8nauB iHWUX AiKapcbkKux 3acobie Ha 0ito apuninpas3ony.

He BUsSIBIEHO KJIIHIiYHO 3HAQUYMMOTO BIIIUBY O/I0KaTopa ricraminosux H2-perentopis
damMoTuONHY, 110 IPUTHIYYE CEKPEIIil0 COISTHOI KMCJIOTH Y IIJIYHKY, Ha apHUITiIpa307I,
He3BaXkKal4M Ha 3HUKEHHS IIBUIOKOCTI BCMOKTYBaHHS apUIIiIpa30ily.

Apumninpa3zon meTabomi3yeThCS OeKinbKOMa IIssXxaMu 3a y4acTio pepMmeHnTiB CYP2D6 i
CYP3A4, ane He pepmenTiB CYP1A, ToMy, KypiisiM KOperyBaTu J03y He IOTPiOHO.

XiHiOuH ma iHwi iHeibimopu CYP2D6.

Y mocnimXeHHSIX y 300POBUX TOOPOBOJIBIIB ITOTYKHi iHTi6iTOopU i30odepmenty CYP2D6
(ximiguH) nigsuinyBanu AUC apuninpa3zony Ha 107 %, npu upoMmy Cmax 3aauiianacs
He3MiHeHO010. AUC i Cmax gerigpoapuIrinpa3ony, akTUBHOTO MeTaloIiTy,
3HUKYyBanucs Ha 32 % i 47 % BigmoBimHO. Y 3B’SI3Ky 3 ITUM HEOOXigHO 3MEHIITyBaTH
O03y apUIIinpas3osy MpubIU3HO y 2 pa3u IIpHU NIpPU3HAYEHHI Moro 3 xiHimuHoM. IHMII
notyxkHi iHri6iTopu CYP2D6, Taki sik ¢pJIyOKCETHH i MapOKCETUH, iIMOBIPHO, YHHSATH
AHAJIOTiYHUM BIUJIMB, OTKe, HeoOXigHe ImoaiOHe 3HUKEeHHS O3MH.

Kemokona3oa ma iHwi iH2i6imopu CYP3A4.
[Tpu mocmigKeHHSX ¥ 3MOPOBUX AOOPOBOIBIIB MOTyKHUM iHTi6iTop CYP3A4
(keTokonazomn) migsuIiyBaB AUC i Cmax apumninpa3somny Ha 63 % i 37 % BigmosigHO.



AUC i Cmax pgerigpoapuninpa3ony 306inbiryBanucs Ha 77 % i 43 % BigmosigHo. ¥ 0ci6
3i 3uMkKeHUM MeTabonizmoMm CYP2D6 ogHOYaCHUM ITPUMOM IIOTYKHUX iHTiOiTOPIB
CYP3A4 moxKe IPU3BECTHU [0 MMOSIBYU OiNTBIIT BUCOKUX KOHIIEHTPAIli¥l apuIinpas3oiy B
IJ1a3Mi IMMOPiBHSAHO 3 TAKUMU Y TMAIliEHTIB 3 akKkTUBHUM MeTabosriamoMm CYP2D6.

Y pa3si HeoOXigHOCTi OAHOYACHOT'O0 3aCTOCYBaHHS KETOKOHA30JIy a00 iHIIUX ITOTYKHUX
inridiTopiB CYP3A4 3 apuninpa3oiioM ITOTEHIIiWHI TepeBaru IOBUHHI ITePeBUIYBATH
MOZKJIMBI pPU3UKU [JIid HallieHTa. Y pa3i OgHOYaCHOI'0O MpU3HaYEeHHS apUIilIpa3oly Ta
KETOKOHA30JIy 103y apHUIIiITPa301y MOTPiOHO 3HU3UTH ITPUOIU3HO HAIMIOJIOBUHY. [HITI
notyxkHi iHri6iTopu CYP3A4, Taki siK iTpakoHa30i Ta iHribiTopu nporteas3u BIJI,
TEOPETUYHO MOXKYTh MaBaTH TakKi K eheKTH, 0OTKe, TOTPiOHO BiIMOBIAHO 3HUKYBaTU
no3u (auB. po3min «Crnocib 3acTOCyBaHHS Ta JO3U»).

[Ticns npunuHeHHs npuiiomy iHridiTopa CYP2D6 a6o CYP3A4 mo3y apuiinpasony
MOTPiOHO MigBUINMTHU 10 PiBHS, III0 3aCTOCOBYBABCS MO IIOYATKY CYIYTHHOTO
JIIKyBaHHS.

MoxXnBe He3HaUHe ITiOBUIIEeHHSI KOHIIeHTpallil apuIinpa3oiy B mia3Mi y pasi
OOHOYACHOTO 3aCTOCyBaHHSA cnabkux iHridiTopiB CYP3A4 (Hampukian, OuaTiazemy)
a6o CYP2D6 (ecuuTtamonpamy).

Kapbamaszenin ma iHwi iH2ibimopu CYP3A4.

[Tpu koMbGiHOBaHOMY 3aCTOCYBaHHi KapOaMa3eIiny, moTy>KHoro ingykropa CYP3A4 i
IepopaabHOr0 apuIinpa30Jy namieHTaM i3 mmu3oppeHi€ero i mu3oadpeKTUBHUM
po3nagmoM, reomeTpuuHi Cmax i AUC apuminpasomny 0ynu Ha 68 % i 73 % HUXKIUMU
MMOPiBHAHO 3 BiANOBIMHMMU ITOKa3HUKaMH ITPU MOHOTepaIlil apuninpasosyioM B mo3i 30
Mmr. Cepepnti reomeTpudHi Cmax i AUC perimpoapuiinpa3sony npu KoMOiHOBaHOMY
3aCTOCyBaHHi 3 KapbamMa3eniHoM 3HUXKYyBanucsa Ha 69 % i 71 % nmopiBHSHO 3
BiIITIOBIiMHMMM ITOKA3HUKAaMH MOHOTEePAIIil apUITimpa30I0M.

o3y apumninpa3oJy IMOTPiOHO MOABOITH Y pa3i 10T0 OOHOYACHOTO IPUNOMY 3
KapOamaseninoM. CyMiCHe 3aCTOCYBaHHS apHUIIiNIPa30JIy Ta iHIIUX IOTYXKHUX
ingykTopiB CYP3A4 (Takux siKk pudamiminuH, pudadbytul, ¢deHiToiH, hpeHobapbiTar,
npuMinoH, edaBipeHns, HeBipariH i 3Bipo6ili 3BUYaliHUM) TEOPETUYHO MalOTh
aHAJIOTIYHMWY BIJIMB, TOMY HeoOXimHe BigmoBimHe mimBUINeHHS H0o3u. ITicms
NPUIIMHEHHS NPUKXOMY NOTYyKHUX iHAYKTOPiB CYP3A4 mo3y apuninpa3oiy Cif
3HU3UTHU 00 PEKOMEHIOBAHOI.

Baavnpoam ma aimiu.

Y BuUmagKy OgHOYACHOTO IIPUMOMY BaJbIIpoaTy abo JiTiio 3 apuminpa3oyioM He 0yJI1io0
BiIMiYeHO KJIIHIYHO 3HAUYLIUX 3MiH KOHIIEHTPAIlil apHuIIilIpa30ily, TOMy KOPEeKIIis 0oO3u
He IOoTpPiOHa.



ITomeHuitliHutll 8naue apuninpa3oay Ha 0it IHWUX AiKapcvKux 3acobis.

Y kniHiyHUX JocmigKeHHSIX apuminpas3on y o3i 10—30 Mr Ha mo0y He CIPUYMHSB
KJIIHIYHO BaXJIMBUX JTiKapPChKUX B3a€EMOMiN, omocepengkoBanux gepmentamu CYP2D6
(cmiBBimHOILIEHHS AeKcTpoMeTopdany/3-metokcumopdiny), CYP2C9 (Bapdapun),
CYP2C19 (omempa3on) i CYP3A4 (mekctpomeTopdan). Kpim Toro, He OyJ10 moKas3aHo,
1110 apHUIIINPa30 i Aerigpoapurinpa3oi BonuBaloTh Ha CYP1A2-onmocepeakoBaHUM
MeTabo011i3M in vitro. ToMy ManoMMOBIpPHO, III0 APUIIINIPa30J1 YNHUTh KITiHIYHO
3HAYYIIUY BILJIMB HAa PEYOBUHHU, 1110 MeTabO0IIi3yI0ThCs UM (PepMEHTOM.

[TpoTsAATOM OOHOYACHOTO IIPUMOMY apUIinpas30Jly 3 BajlbIIpoaToOM, IiTiEM abo
JIaMOTPUAXKUHOM He OyJI0 BifMideHO KJIiHiYHO 3HaUyIIMX 3MiH KOHIIeHTpallili
BaJIbIIPOATY, JIiTit0o a00 TaMOTPULAXKUHY.

CepomoHiHosull CUHOPOM.

Y manieHTiB, gKi IpUuMalyd apuIlinpa3oJl, CIIOCTePIiraanucs BUMIagKU CEPOTOHIHOBOT O
CUHOPOMY, OCOOJIMBO y pa3i OMHOYACHOTI'O 3aCTOCYBaHHS i3 iHIIUMU
CEPOTOHIHEPTiYHUMU JIIKapChKUMHU 3aco0aMM, TAaKUMU SIK CEJIEKTUBHUM iHTiIOGiTOP
3BOPOTHOTO 3axOIlJIeHHsI cepoToHiHy (SSRI)/ iHTiGiTOp 3BOPOTHOIO 3aXOIJIEHHS
cepoToHiHy Ta HopanpeHasniny (SNRI), abo 3 jikapcbKuMu 3acobaMu, siKi MigBUIIYIOTh
KOHIIEHTpallilo apuIrinpa3ony (ouB. po3nin «ITobiuHi peakirii»).

Oc006/1MBOCTi 3aCTOCYyBaHHSA

[Ipy aHTUICUXOTUYHOMY JIiIKyBaHHI JOCATHEHHS IIOJIIIIEeHHS KIIHIYHOTO CTaHy
ralli€eHTa MOXKe 3aUHATH Bif OEeKIJIbKOX OHIB [0 AEKiJIbKOX TUXKHIB. Y 1ley mepion Ciifg
BECTHU PEeTeNbHUU Harjsad 3a CTaHOM IIalli€eHTa.

Cyiuuog.
I[TossBa CYII.[PI)I&HI)HOI IIOBEOIHKU IIPUTaMadHHa nalmieHTaM 3 IICUXOTUYHUMU PoO31agaMu

i TOpyIlIeHHSIMH HaCTPOIO Ta B AesIKMX BUIIaJKaX CIIOCTepiragacs HeBOOB3i ITiCis
IIOYaTKy 3aCTOCYBaHHS aHTUIICUXOTUYHOTO TiKyBaHHS, BKIIIOYHO 3 JIIKyBaHHSIM
apurninpa3oinoM (ouB. po3fin «ITobiuHi peakiii»). AHTUIICUXOTUYHE JIIKYBaHHS Ma€
CYIIPOBOMXKYBATUCS PETEIbHUM HarJIIAOM 3a HallieHTaMH, SKi HajiexkaTh OO0 Ipynu
MiABUIIEHOTO PU3UKY.

Cepueso-cyOuHHI po31adu.

Apuminpa3zon ciig 3 06epekHiCTIO 3aCTOCOBYBATH ITalliEHTaM, B aHaMHe3i IKUX €



CepleBO-CYOUHHI 3axBopioBaHHA (iHGapKT Miokapaa abo imemiuyHa xBopoba cepiis,
ceplleBa HeIOCTaTHICTh ab0 MOPYIIEeHHSI IPOBIIHOCTI), IepebpoBacKyIIpHi
MOPYIIEHHS, CTaHH, III0 3yMOBIIIOIOTh CXUJIbHICTSH ITAIi€HTIB 40 apTepiaJbHOl TiIOTeH3il
(3HEeBOOHEHHS, TiIOBOJIEMisI, 3aCTOCYBaHHS aHTUTINIEPTEH3UBHUX TiKapChKUX 3ac00iB),
apTepianbHa rirepTeH3is, BKIIYHO 3 IPOrpecylydoo abo 3JI09KiCHOIO TillepTeH3i€lo.
IMpu nmiKyBaHHI aHTUIICUXOTUYHUMHU JIIKAPChKUMH 3aco0aMH CIIOCTEepiraaucs BUIIagKH
BeHO3HOI TpoMOoeMobortii (BTE). OcKinbKu y mallieHTiB, sKi TpuiMalTh
HEeWPOJIEIITUKM, YaCTO CIIOCTepiramThbcs HaOyTi dakTopu pu3uky BTE, mo i mig vac
JIIKYBaHHS apPHUITiIIPa30/I0M IOTPiOHO BUSBUTHU BCi MOkKJuBi pakTopu pusuky BTE i
BXKUTHU BCiX MPOdiTaKTUYHUX 3aXO0IiB.

ITodosotceHHs iHmepasaay QT.

YacToTa nopmoBxkeHHs iHTepBany QT mpu nikyBaHHI apuIinpa3sosoMm Oya NOPiBHSAHHA
3 TaKOI0 CaMOIO ITPHU 3aCTOCYBaHHiI mame6o. OgHaK Cif HOTPUMYBaTHUCh 00€PEeXXHOCTI
IIpU 3aCTOCYBaHHI apuIOinpa30Jly NaljieHTaM, Y CiMeiHOMY aHaMHe3i IKMX € BUIIaJKU
nomoBxkeHHs iHTepBany QT (guB. po3min «ITob6iuHi peakilii»).

ITi3HA OuckiHe3is.

Pigko moBigoMIIsIsIOCS: PO CUMIITOMH Mi3HBOI AUCKiHE31l y Halli€HTIB, AKi IpUUMann
apUIIIIPa30JI IPOTATOM mepiony mo 1 poky. Y pasi mosaBH CUMIITOMIB ITi3HBOI1
OUCKiHe3il y mallieHTa, SKUM IIpuMa€e apuiinpasosi, CJif pOo3TrIsSHYTHA OOLiIbHICTD
3HMKEHHS [03H JIIKapChKOT0 3aco0y abo MpUITHHEHHS JTiKyBaHHS (OUB. PO3Min
«ITob6iuHi peak1ii»). 3a3Ha4eHi CUMIITOMHA MOXYTh TUMYaCOBO 3arOCTPUTHUCS abo
HaBiThb BUHUKHYTU IIiCJIA IPUNIUHEHHS JIIKyBaHHS.

3a05aKicHUlU Helpoaenmu4HuUl cuHopoMm (3HC).

3HC - e KOMILJIEKC CUMIITOMIB, IIOB’AI3aHUM i3 3aCTOCYBaHHSAM aHTUIICUXOTUUYHUX
JIiIKapChKUX 3aC00iB, SKUU MOTEHIIMHO MOXKe MaTH JIeTaJIbHUM HACJiOoK. Y KITiHIYHUX
OOCIiAXKEeHHIX apuIlinpas3ony Bumnagku po3BuTtky 3HC O6ynu pigkicaumMu. Kninivaumu
nposisamu 3HC e rinepripekcisa (oyzke BUCOKa TeMIlepaTypa Tina), M's130Ba
PUTIOHICTH, 3MiIHEHHUU IICUXIYHUHU CTATyC i O3HAKU PO3/IaAy BereTaTUBHOI HEPBOBOI
cucTteMu (HeperynsipHUU nynbc abo apTepialbHUM TUCK, TaXiKapmis, IMocCUIeHe
MIOTOBU[IIEHHA 1 ceplieBa apuTMis). [1ogaTKOBI O3HAKM MOXKYTh BK/IIOYaTH
MiABUIIEHHS PiBHA KpeaTUHKiIHa3M, Miorio0iHypito (pabaomiosnild) i rocTpy HUPKOBY
HeOoCTaTHICTh. IIpoTe criocTepiranucs ¥ OKpeMi BUIIaJKU ITiABUILIIEHHS PiBHSA
KpeaTUHKiHa3u i pabmomioni3ly, He 000B’s13K0BO 1oB’si3aHi 31 3HC. VY pa3i nmosiBu y
nanienTa cumntoMiB 3HC abo He3’sICOBHOI AyKe BUCOKOI TeMIlepaTypH Tina 6e3



OOOaTKOBUX KIIIHIYHUX NTPosABiB 3HC, npuitoM yCix HEUpPOJIEeNTUYHUX aKTUBHUX
PEeYoBHH, cepell HUX apHuIinpa30JI, HeoOXimTHO IPUIHNHUTH.

EninenmuuHi Hanaou.

CrocTepiranucs He4dacCTi BUIIaAKH €IiIeNITUYHUX Hala/iB IpH JIiIKyBaHHI
apurninpasosioM. ToMy apuminpasoi cjig 3 00epekHiCTI0O 3aCTOCOBYBATH ITalliEHTaM 3
emninernciero B aHaMHe3i ado i3 cTaHaMH, IIOB SI3aHUMH 3 €IiIeNTUYHUMHU HallaJaMHu.

ITauieHmu s1iMHbO20 8iKY i3 NCUX030M HA Mi 0eMeHUil.

[TigBuinieHa CMEPTHICTE: IIPU 3aCTOCYBaHHI apUIINIpa30Jly y MallieHTiB JIITHBOTO BiKY 13
TICUX030M Ha TIIi XBOpoOu AnbIlreliMepa pu3uK JIeTAaIbHOTO HACHIAKY ITiIBUIIEHUN.
Xoya IPUYMHU JIeTaJIbHUX HACIIAKIB Oyu pisHUMHU, OiNbIIiCTD i3 HUX MaJjia CepleBO-

CYOUHHY (HanpuKJad, cepileBa HeIOCTaTHICTh, palToOBa CMePTh) abo iHdeKITinHYy
(HampuKIiam, THEeBMOHIS) npupony (auB. po3min «ITo6iuHi peakiiii»).
LlepebpoBacKkysapHi moOiUHiI peakilil: y MalliEHTIB JIITHLOTO BiKy (cepenHili Bik — 84
poku; miama3oH 78—88 pokiB) criocTepiranucs 1epedpoBacKyIsapHi mob6iuHi peakirii
(HampuKJiaf, IHCY/IbT, TPAH3UTOPHA illleMiyHa aTaka), 30KpeMa i 3 JieTaJlbHUM
HacIigkoM. TaKOzXK IIPOCIIiAKOBYBaBCs BUPaXeHUU B3a€EMO3B’I30K MiXK O03aMu
JIIKapChKOTO 3aco0y i mMosiBOIO 11epebpoBacCKyJIIPHUX ITO0IYHUX peaklliil y Malli€eHTiB,
SIKi IpuUHMalau apUuIimpas3on.

Apwurninpa3on He ToOKa3aHUHU OJIs JIIKyBaHHS IalliEHTaM i3 ICUX030M Ha TJIi JeMeHIIil.

I'inepeaikemis i uykposutl Oiabem.

lNnepriikeMis, y esKUX BUIagKaxX HaA3BUYAUHO TSAXKKa Ta II0B'sg3aHa 3
KeToaluao30M abo rirepocMoIsipHOI0 KOMOIO, cepeq SIKUX i 3 JiIeTaJlbHUM HaCJIiIKOM,
MIPOSBIIAJIACS y MAlli€HTIB, AKi IpUUMaIu aTUIIOBI HEUPOJIENTUKH, Y TOMY YHCIIi
apumninpa3osn. ®PakTopaMu PU3UKY TSIKKUX YCKJIaAHEHb € OXKUPIHHA i giabeT y
ciMenHOMY aHaMHe3i. Y OOCHiIXXKeHHAX apUIIipa30ily He BUSIBI€HO 3HAYHUX
BiIMiHHOCTEM Y YaCTOTi PO3BUTKY TilepriikeMidyHUX MOOIYHUX peaklii (BKJIIOYHO 3
IIYKPOBUM HiabeToM) ab0 maTOJIOTiYHUX PiBHIB I'/TIOKO3U MOPIiBHSIHO 3 TAKUMHU IIPU
3acTocyBaHHi mane6o. Ha ocHOBI HasiBHUX JaHUX HEMOXKJIMBO IIPOBECTHU TOUHY
MMOPiBHANBHY OLIIHKY YaCTOTHU TiMlepriiikeMiyHUX MTOOIiYHUY peakllil y MallieHTiB, SKi
IpUUMalId apUIlinpas3oJ Ta iHII aTUMIOBI HelponenTuku. HeoOXimHO peTenbHO
HarjsgaTd 3a CTaHOM MAlli€HTiB, SIKi IpUiMaloTh OyOb-s1Ki HEMPOIENITUKHY,
BKJIIOYAIOYX apUHOinpa30i, piKCylouu CUMIITOMMU TilepriiikeMil (Taki K MOTigUIICIs,
nmoJtiypist, momigarist i cnabKicTh), a CTaH NallieHTIB i3 IyKpoBUM miabeToM abo
(akTOpaMu pU3UKY PO3BUTKY IIYKPOBOTO AiabeTy HEOOXiZHO PeryiaspHO



KOHTPOJIIOBATH IIOOO ITIiABUIIEHHS PiBHSA 'JIIOKO3U.

I'inepuymausicmby.

[Tpu 3acTOCyBaHHI apUIinpas30sly MOXKYTh PO3BUBATUCS Peakxliil rinepuyyTInuBOCTi, AKi
XapaKTepPU3YIOThCS aJlepridHuMuy cuMnToMaMu (OuB. po3gin «[1o6iuHi peakiiii»).

36i/1bWeHHA Macu miad.

Y nanienTiB i3 mm3odpeHi€ro i 6iMOIAPHOI0 MaHI€I0 YaCTO CIIOCTEPIraeThCs
30i7IbIIIEHHS MaCH Tijla BHACJIiAOK CYIIyTHiX 3aXBOPIOBaHb, 3aCTOCYBaHHS
HEMPOJIENITUKIB, I1I0 CIPUYUHSIOTH 30iJIbIIIEHHSI MacCH Tijla, a TAKOXX BHACJIOOK
HEe3J0POBOT0 CIIOCO0Y KUTTS; 1ie SBUIIle MOXKe MIPU3BECTU OO0 CEPUO3HUX YCKIaTHEHD.
[TpoTsaroM IMMOCTMapPKETUHTOBUX OOCIiAXKeHb OYB BUSBJIEHUM BIIJIUB apUITIIIPa30J1y Ha
30i7bIIIeHHS MacH Tijna mailieHTiB. [Ipu jmikyBaHHI apuninpa3oioM BUIIaOKU
30i7IbIIIeHHS MaCHU Tijla 3a3BUYall CIIOCTepiranucs y nauieHTiB 3i 3HaYUHUMU
dbakTOopaMu pU3UKY, TAKUMU K HasIBHICTh B aHaMHe3i IIyKpPOBOTO fAiabeTy, MOpyIIeHb
3 OOKY IIMTOBUIOHOI 3aJI03U, afeHoMHU Tinmodisa.

Hucdgazii.

HeuponenTuku, BKJIIOYHO 3 apUIIiIpa30JI0M, MOXKYTh COIPUYMHITYU HOPYILIEHHS
MOTOPHKHU CTPaBOXOAy Ta acIlipallifo BMICTy LIJIyHKa. ApUIinnpa3oiI Ciifg 3
00epeKHICTIO 3aCTOCOBYBATH IalliEHTaM i3 MiTBUIIIEeHUM PU3UKOM acHipalliiiHol
ITHEBMOHil.

ITamoso2iuHa cxuabHicmb 00 a3apmHux i20p ma iHWi po3.1adu iMny/abCHO20

KOHMPOJ10.
[ManieHTH MOXKYTh Bil4yBaTU MOCUJIEHHS BUMNAKiB ITATOJIOTiYHOI CXUIILHOCTI,

0COOJIMBO IO a3apTHUX irop, i He3gaTHICTh KOHTPOJIIOBATH 1i Hala[u ITifl Yac IIpuiomMy
apurninpa3oiny. TakoxX MMOBiIOMJISIJIOCS TIPO TinepceKCcyalbHICTh, HemepeOOPHUM HNOTAT
OO IIOKYIIOK, IepeifaHHss a00 HEKOHTPOJIbOBAHUM MOTAT [0 BXKUBAHHS 1XKi Ta iHIIT
po3Jiafu iMIIyIbCUBHOI Ta KOMITY/IbCUBHOI ITOBeAiHKM. BaxkiuBo, 11106 J1ikapi
TTOBiTOMJISIJIN ITAIliEHTaM IIPO PO3BUTOK HOBUX ab0 BUINle3a3HAYEHUX PO3JIadiB IIPU
JIIKyBaHHI apuninpa3osoM. Criif 3a3Ha4YUTH, 110 CUMIITOMHU IMIIYJILCHOI'O KOHTPOJIIO
MOXKYTh OyTH TIOB’si3aHi 3 OCHOBHUM PO3JIafloM, OJHaK iHOMi ITOBiZOMIISTIOCS IPO
NIPUINHEHHS CIIOHYKaHb IPU 3MEHIIEeHHI 03U JIiKapChKOro 3aco0y abo npu
[IPUIIMHEHHI JIiKyBaHHs. Po3nany iMIyJIbCHOTO KOHTPOJIIO MOXKYTh HaHECTHU IIIKOOY
NalieHTy Ta IHINIUM JIIOOAM, SKII0 BOHU He BU3HAUeHi. K0 y nallieHTa pO3BUHYTHCSA



TaKi CXUIbHOCTI MiJl Yac IpPUNOMY apHUITiIIpa30J1y, He0OXimHO BUPIIIUTY MUTAHHS ITPO
3MEeHIIIeHHS A031 a00 MPUNUHEHHS JTiKyBaHHS.

IlauieHmu i3 cynymHim cuHOpoMmoM oediuumy yeaau i 2zinepakmusHocmi (COYT).
He3Baxkarouu Ha BUCOKY 4aCTOTYy CYIIyTHIX 3aXBOPIOBaHb OIMOIIPHOTO po3nany I tuny
i COVT, mani 3 6e3meku 0JHOYAaCHOT'0 3aCTOCYBAHHS apPUIIINIPa30ay i CTUMYISITOPIB

nyzke oOMezkKeHi, TOMy TP OQHOYaCHOMY IIpH3HaYeHHi 1Iux 3acob6iB HeoOXigHa
Haa3BUYalHa 00EePEeXKHICTh.

ITaQiHHA.

Apuninpa3soyl MOXe COPUYMHUTUA COHJIUBICTE, IIOCTYpPAJIbHY TIIIOTOHIIO, PyXOBY Ta
CEHCOPHY HecTabiNmbHICTh, 1110 MOXKe ITPU3BECTH A0 NafiHb. ToMy HeoOXimHO OyTH
00epeXHUMMU TIPU JTIiKyBaHHI IaIliEHTiB 3 OiJbIII BUCOKUM PU3UKOM (JIiTHI mogu abo
BHCHAaXK€eHi maIieHTu), abo po3rasiHyTH 3aCTOCYBaHHS HUKYO1 ITOYAaTKOBOI J03U (OUB.
po3min «Cnocib 3acTOCyYBaHHS Ta JO3U»).

Baoicausa iHpopmauiss npo OONOMIHCHI Pe4OBUHU.

TabneTku MiHTerpa MiCTATH JIaKTO3y, TOMY ITalliEHTaM i3 PiTKiCHUMM ClIagKOBUMU
MOPYIIEHHSMU, TAKMUMU K HEIIEPEHOCUMICTh TaJIaKTO3U, HETIEPEHOCUMICTh JIaKTa3u
abo TmopyIIeHHsT BCMOKTYBaHHS T'JIIOKO3U-TaJIaKTO3HU, HE CIIifl MpuiiMaTH 1ei
JIiKapCchbKUM 3acio.

Tabnetku MinTerpa mictath 9,0 a6o 13,5, abo 27,0 Mr/mo3y HaTpito BigmoBigHo. Crif
OyTu 06epeXKHUMHU ITPU 3aCTOCYBaHHI JIiKapCchKOT0 3aco0y IallieHTaM, sKi
3aCTOCOBYIOTh HATPIN-KOHTPOJILOBAHY OIETY.

Llewt mikapcbKui 3acib MiCTUTh acriapTaM, IKUM € moXigHUM ¢eHinanaHiny, 110
HeO0e3IeYHOo 151 XBOPUX Ha (PpeHinKeToHypilo.

3maTHiCTh BIUIMBATH HA IMIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

Apurninpa3on Ma€e He3Ha4YHUM a00 MOMiIpHUYM BIJIMB Ha 3[ATHICTh KepyBaTH
aBTOTPaHCIIOPTOM alo0 iHIMMMHU MexaHi3MaMu Yy 3B’5I3Ky 3 MOTEHI[INHUM BIIJINBOM Ha
HEPBOBY CHUCTEMY Ta OpTaHU 30pYy i IPOsiBOM MOOIYHUX peakllii, TaKUX SK cemallis,
COHJIUBICTb, HEIIPUTOMHICTB, PO3MUTICTDb 30pPY, OUMJIONiA (AuB. po3min «I1oGiuHi
peaxirii»).

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio



BaeimHicmb.

ApekBaTHI KOHTPOJIbOBaHI JOCHIAXKEHHS apUIIilIpa30ily 3a y4acTiO BariTHUX KIHOK He
npoBogunucs. [1oBigoOMISAIOCS IIPO BPOAXKEHI aHOMaIlil, IpoTe IPUIYUHHO-
HaACJIiKOBOTO 3B’SI3KYy 3 IPUMOMOM apUIilIpa30Jly BCTaHOBIEHO He Oyio. Bigomi gaHi
OOCIIigKEeHb Ha TBapuHaXxX He CIIPOCTOBYIOTh MOZKJIMBOCTI HETaTUBHOTO BIJIMBY Ha
BHYTPIIIHbOYTPOOHUYM PO3BUTOK. [lallieHTaM CIIif IMOBigOMIIATH JTiKaps PO HaCTaHHSA
BariTHocTi abo HaMip 3aBariTHITH mid Yac JIiKyBaHHS apUITiIpPa30jioM. Y 3B’SI3KYy 3
HeIOoCTaTHBOIO iH(popMalliero mpo 6e3meKy 3aCTOCYyBaHHS apUITinpas3oy y nepioq
BariTHOCTI MOr0 MOXKHa NPHU3HAYaTU TiIIBKM TOHi, KOIHU OYiKyBaHa KOPUCTh OJIS
BariTHOI IEePEBUIIYE MOTEHIIIMHUN PU3UK OJIS IJIOAA.

Y HOBOHApPOIXKEHUX, MaTepPi AKUX IIPUMUMAaJIU HEUPOJIENTUKHU (BKJIIOYHO 3
apurninpa3zosioM) npoTsiroM III TpuMecTpy BariTHOCTi, MOXKIUBi HeOaxkaHi peakiii,
BKJIIOYHO 3 €eKCTpanipaMigfHUMU CUMIITOMaMM Ta/ab0 CHHOAPOMOM BifIMiHU, SIKi MOXKYTh
OyTH pi3HMMM 3a TSAKKICTIO i TpUBaJicTio. BimoMo mpo Bumagku 30yoKeHHS,
rimepTeHsii, rimoTeHsii, TpeMoOpPy, COHIUBOCTI, pecIlipaTOpHOTO0 AucTpecy abo po3namais
mpu rogyBaHHi. OTKe, HeOOXiAHO peTesIbHO HaTrJIAOaTH 3a CTaHOM TaKUX
HOBOHAPOIKEHUX.

Ilepio0 200yB8aHHA 2py0010.

Apurninpa3zon BUOINSETHCSA ¥ TPyOAHEe MOJIOKO. HeoOXigHO IPUNUHATH PillleHHS 100
MIPUIINHEHHS TOOAyBaHHS I'PyAnOio abo IpUMIUMHEHHI/yTPUMaHHS Bif Tepamii
apUIIIIPa30JIOM 3 ypaxyBaHHSAM KOPUCTI TPYySHOI0 BUTOOOBYBaHHA [OJI JUTHUHU Ta
TepeBaru Teparil Ojis KiHKH.

depmusibHICMb.

3rigHoO 3 MaHMMU OOCIHIIXKEeHb PEeIIPOAYKTUBHOI TOKCUYHOCTI apHUITiIIpa30Jl He BIJIUBAE
Ha QEepTUIBbHICTS.

Cnocid 3acTocyBaHHs Ta I03H

JlikapcbKu# 3acib mpu3HavYeHuH OJI IepopaibHOT0 3aCTOCyBaHHS. TableTKy ciin
MOKJIaCTU Ha SI3UK, e BOHA IIBUIOKO OUCIIEPTYETLCS B CNIMHI. TableTKy MOKHa
mpuiiMaTu 3 pignHoio abo 6e3 Hel. BupganuTu TabneTKy 3 pOTOBOI MOPOXKHUHUA
HEIOIIKOXKEeHO0I0 BaXkK0. OCKinbKM TableTKa € KpUXKOIo, 11 CJIig mpuiMaTy HeramuHo
micnst BigkpuTTs 6ricTepa. K anbTepHaTHBa, TabJIeTKy MOXKHa AUCIIEPTyBaTHU yV BOIi
Ta BUIIUTH OTPUMaHY cycleH3ito. TabneTKu, 1110 OUCIIEPTYIOTHCS B POTOBIM
IMOPOKHMHI, MOXKYTb OyTH BUKOPUCTAHI SIK albTepPHATHUBHA JIikapcbKa opMa IJist
MIALll€HTIB, IKi MalOTh TPYLHOIIl 3 KOBTAHHSM.



Hopocai.
[ITu3odpeHisa: peKOMeHI0BaHa Mo4YaTKoBa mo3a cTaHoBuThH 10 abo 15 Mmr 1 pa3 Ha

noOy, migTpumytoda fo3a - 15 mr 1 pa3 Ha o0y He3asiesXKHO Bif BXKUBaHHS 1XKi.
Apwumninpa3zon ebpekTuBHUN y giama3oHi o3 Big 10 go 30 mr Ha moOy. [TinBuilleHHS
edeKTUBHOCTI mpu mpuiioMi m060OBOI MO3H, ITI0 ITIePEeBUIIYE 15 MT, IPOIEeMOHCTPOBAHO
He 0OyJi0, X04Ua OKpEeMHUM ITalliEHTaM MOKe OyTU KOpUCHA ITigBUIIleHa H03a.
MaxcumaavHa 0obosa 0o3a He no8UHHA nepesuuiysamu 30 me.

ManiakanbHi enizonu mpu 6inonsipHOMY po3snafi I TuIly: peKoMeHIoBaHa Io4YaTKOoBa
mo3a CTaHOBUTH 15 Mr 1 pa3 Ha o0y He3aleKHO Bif BXKMBaAHHS 1XKi (IK MOHOTepaIris
abo0 y ckyazi KoMOiHOBaHOrO JIiKyBaHHA). I/ OKpeMUX NallieHTiB MOoXe 0yTu
edeKTUBHUM MimBUINIEHHS O03U. MaKcuMaibHa 1000Ba [03a He TOBUHHA
nepesuinyBatu 30 Mmr.

[TpodinakTrKa pelruanBiB PO3BUTKY HOBUX MaHiaKabHUX €ITi30MiB ITpu OilmoIsspHOMY
po3napi I Tuny: oy nonepenXKeHHs peluauBiB MaHiaKaJIbHUX €I1i30/iB y Ialll€HTiB,
SIKi IpUMMaJI apHUITinpa30i IK MOHOTeparlito abo y cKiafi KoMOiHOBaHOT O JIiIKyBaHHS,
CIIil TPOOOBXKYBaTHU 3aCTOCYBaHHS JTiKapChbKOro 3aco0y B Ti#l camiil mo3i. 3 ornsgy Ha
KJTIHIYHUM CTaH IalliEHTa MOXKJIMBa KOPEKIlisg m060BO1 103U, 30KpeMa il 3HUKEHHS.

Ocob.1usi epynu nauieHmis.
ITauienmu 3 nopyweHHAM ¢pyHKUil neuiHku. [TamieHTaM i3 nerkuM abo cepegHim

CTYII€HEM TSKKOCTi Ie4YiHKOBOl HEJOCTATHOCTI KOPEKIIis J03U He moTpiOHa. [Ins
HaJaHHS peKOMeH[allil IMalliEHTaM i3 TSIXKKUM IIOPYIIeHHSIM QYHKII ITediHKu
HeIOOCTaTHbO HasIBHUX HaHUX. 103y IIUM ITallieHTaM Cifg mimbupaTtu o6epekHo.
[MamieHTaM i3 TSIXKKUM IIOPYIIeHHSIM (QYHKITII IMe4iHKKM MaKCUMalbHy 0000BYy mo3y 30
MT 3aCTOCOBYBATHU 3 00epexkHicTiO (OuB. po3min «@apMaKOJIOTiuHi BTAaCTUBOCTI»).

ITauienmu 3 nopyweHHAM QyHKUIl HUpokK. TlallieHTaM i3 MopyIIeHHAM QYHKII1 HUPOK
KOPEKIIisl ;03U He MoTpiOHa.

ITauienmu nimHbo20 B8iKy. be3neka Ta epeKTUBHICTh apUIINIPa301y y TiKyBaHHI
mu3o¢peHii abo MaHiaKalbHUX €Mi30/iB ITpu OinonspHOMY po3nafi I Tumy mns
MallieHTiB BiKoM Bifi 65 poKiB He BCcTaHOBJIeHa. bepyuu g0 yBaru OinbIll BUCOKY
YYyTJIUBICTS I[i€l TPYIU NAL€HTIB, CIIif PO3TISHYTU OOLIIBHICTh 3aCTOCYBaHHSA O/IbIIT
HU3bKUX ITOYAaTKOBUX O3 JIIKapChKOTO 3aco0y, SIKIIIO IIbOMY He MePemIKOAXKalTh iHIIIi
KiiHiuHi pakTOopM (OuB. po3min «OCoBGIMBOCTI 3aCTOCYBAHHS»).



Cmamoub. Kopekiiisi mo3u 3ajie’kKHO Bifl cTaTi mallieHTa He moTpidHa (OuB. PO3Mis
«®apMaKoOJIOTiYHi BIaCTHUBOCTI»).

KypiHHA. 3 ornsagy Ha LUISX MeTabos1i3My apUITinpa30y, KypLsaM KOPeKIlisi J03yBaHH S
He moTpiOHa (OuB. po3min «B3aemomist 3 iHIIMME TiKapChKUMHK 3aco0aMu Ta iHIIN BUOU
B3aEMOIN»).

Kopekuisa 0o3u y 38’sa3Ky i3 83aemoldisimu. Y pa3i 0QHOYACHOT O BBEAEHHS IMOTYKHUX
inrioiTopiB CYP3A4 a6o CYP2D6 3 apurinpa3oioM J03y apUITinpa301y ClIig 3HU3UTH.
Ao 3i cxeMu KOMOIHOBaHOTO JIiKyBaHHS Buily4daeTbCs iHri6iTop CYP3A4 abo
CYP2D6, 003y apuninpasony Ciig OigBUIIUTHU (OUB. po3ain «B3aemopisa 3 iHIIUMUT
JIIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3aEMOIiN»).

Y pa3zi ogHO4YaCHOIr 0o BBeleHH NOTyXKHUX IHAYKTOpiB CYP3A4 3 apuminpasojioM go3y
apUIINpa30y CIIif MigBUIIUTU. AKII0 3i cxeMu KOMOIHOBAHOTO JIiIKyBaHHSA
Bunydaetbca iHmyKTop CYP3A4, mo3y apuninpas3oiy Ciif 3HU3UTU 40 PeKOMeHO0BaHO1
(muB. po3min «B3aeMomisa 3 iHIIUMHU JTiKapChKUMM 3aco0aMU Ta iHIITI BUOM B3aEMOMiM»).

itk

JlikapcbKui 3acid He 3aCTOCOBYETHCS HOiTSAM, OCKIIBKY HEMOIKJIMBO 3a0€3IednuT
IIOYaTKOBY 403y 3TiAHO CXeMHU JIiKyBaHHS.

Ilepeno3yBaHHsA

Bynu noBigoMiieHHs PO BUIIaAKOBe ab0 HaBMUCHE IIepefo3yBaHHS apUIinIpa30IoM
Ipu OgHOpa30BOMYy mpuiioMi oo 1260 Mr, 110 He CyIpPOBOAXKYBaJIOCA JIeTaIbHUM
HacJigkoM. MeguuyHO BaXKXJIMBI CUMIITOMM BKJIIOYAaJIH JIeTaprilo, MigBUILLEHHS
apTepiambHOTO TUCKY, COHJIMBICTh, TaxiKapmiio, HyooTy, O/1toBaHHS Ta Aiapelo. Kpim
TOTO, OIMCaHI BUNIaJKU Iepefo3yBaHHS apUIIiIpa30yoM y aiteu (mpuitom go 195 mr),
III0 He IIPU3BOOUIIN [0 JIeTaJIbHOT0 HACHiaKy. 1o MOTEeHIiMHO HeOe3IIeYHUX CUMIITOMIB
Imepeno3yBaHHA HajleXaThb COHJIMBICTh, KOPOTKOYaCHa BTpaTa CBIiJOMOCTI Ta
eKCTpaIllipaMigHi po3manu.



JIikyeaHHs: Ipu Iepeno3yBaHHi mOoTpiOHAa ImigTpuMyBabHa Tepalris, 3a0e3ne4eHHs
aJeKBaTHOl IIPOXiAHOCTI AUXaIbHUX IIIISIXiB, OKCUTE€HAllis, INTy4YHa BEeHTUIIALIS JIeTeHb
1 cuMnToMaTUy4He JIiKyBaHHA. HeranHo ciiifg po3nodyaT MOHITOPUHT IIOKa3HUKIB
poboTu cepiis 3 peectpattiero EKI nns BusiBieHHs apuTMii. [Ticnis migTBepazKeHoro
abo nepenbayyBaHOTO Iepeno3yBaHHS apHUIIiNIpa30ly HeoOXimHe peTenbHe MeOudHe
CIIOCTEPEXKEeHHS OO0 3HUKHEHHS BCiX CUMIITOMIB.

AxtuBoBaHe Byrinnsg (50 r), BBegeHe dyepe3 1 roguHy Micasa IPUKMOMY apuIlinpa3oily,
3MmeHInye AUC i piBeHb Cmax y KpoBi apurninpa3sony Ha 51 % i 41 % BigmoBigHO, TOMY
PEKOMEHOYETHCS MOT0 3aCTOCYBaHHS IIPU ITepefo3yBaHHi.

Xo4a OOCTOBIpHUX JaHUX IIPO 3aCTOCYBaHHS reMofiasii3y IIpU Iepeno3yBaHHl
apUIIINIPa30JI0M HEMAE, CIIPUATIUBUYN e(PeKT Bif IIbOr0 METONY MaJIOMMOBIpHHUM, TOMY
1110 aPUIIINIPa30JI He BUBOOUTHCS HUPKaAMU Yy HE3MiHEHOMY BUTIJIAIL 1 3HAYHOIO MipOIO
3B’sI3y€ThCA 3 OiIKaMU MJjIa3MU KPOBI.

IToGiuni peakii

HavyacTimumu no6iYHUMY peakliiMu OyJId aKaTu3isd i HygoTa, KOXKHa 3 IKUX
MTPosiBIIsiiacs Oinbine HiXK v 3 % malieHTiB SIKi MpuiiManu apuITinpas3osl IepopaibHo.
Bci mo6iuHi peakilii HaBeleHO 3a CUCTEMOIO KJIaCiB i OpraHiB Ta YacTOTOIO: MyzKe 4acTi
(= 1/10), gacTi (= 1/100 - < 1/10), HevacTi (= 1/1 000 - < 1/100), mooguHOKI (=
1/10000 - < 1/1000), pigkicHi (< 1/10 000), yacToTa HeBimoMa (He MOXKYTb OyTH
OlLliHEeHi 3a HagBHUMH OaHUMM). Y paMKaxX KOXKHOI TPy YacTOTU MOOiYHi peakiril
HaBeOeHO B NOPAOKY 3MEHIIEHHS CEPHUO3HOCTI.

YacToTy noOiYHUX peakiliii IpPOTATroM IIOCTMapPKETUHTOBOTO 3aCTOCYBaHHS HEe MOXKHA
BU3HAUYUTHU, OCKiIbKY iH(popMallito mpo nobiyHi peakilil OTpUMYIOTh 3i CIOHTaHHUX
nmoBimomMsieHb. OTKe, YaCTOTa HUX IMTOOIYHUX peaklliii KacudikyeThbCs IK «HeBimoMa».

3 60Ky opeaaHie 30py: 4aCTO - HEYITKICTh 30Py; HEYACTO - AUMJIOIiS; YacTOTa HeBigoMa
- OKYJIOTipHUU KPHU3.

3 60Ky pecnipamopHoi cucmemu, op2aHie 2pyoOHOI KaimKu ma cepedoCcmiHHA: He4acCTo
- TUKaBKa; HEBIOMO - acIlipalliiHa ITHEBMOHIs, JTapUHTOCIIa3M, OpodapuHTreaIbHUU
CIIa3M.

3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMy: 4acTO - 3allop, OUCIIeICis, HyJOoTa, HiIBUIIleHe
CIMHOBUIiNEeHHs, 6/1I0BaHHS; HEBIIOMO - MTaHKpeaTUT, aucdaris, miapest, mucKkoMpopT
B OiNSHII XKMBOTa, OUCKOMMOPT y OUIAHII HUTyHKA.



3 60Ky nediHKU i 08Y0BUBIOHUX W 15Xi8: HEBIMOMO - ITe4YiHKOBA HEIOCTATHICTB,
rernaTuT, JKOBTSHUILIS, [TiABUILIEHHS ajlaHiHaMiHOTpaHchepas3u (AJIT), migBumeHHS
acnaprataminorpaHcdepas3u (ACT), nigBuiieHHSA raMmma-riayrTaMinrpancdepasu (I'TT),
MMigABUIIIEHHS PiBHA JIy>KHOI docdaTas3u.

3 60Ky HUPOK ma ceuosuliibHOI cucmemu: HEBIIOMO - HETPUMaHHS Ccedi, 3aTpUMKa
ceui.

3 60Ky eHOOKPUHHOI cucmeMu: He4acTo - TiepnpoaKTUHEMIs; HeBimoMo -
miabeTWYHa rimepocMonsipHa KoMa, Oia0eTUUYHUM KeTOoalluoo3.

3 60Ky 06MiHY peuo8uH, Memaboai3mMy: 4aCTO - IIYKPOBUM miabeT; HeYacTo -
rinepriikemis; HeBiOMO - TilTOHATPIiEMisA, aHOPEKCisi, 3MeHIIIeHHs ab0 30iIbIIIeHHS
MacHu Tina.

3 60Ky Hepsosoi cucmemu: 4aCTO - aKaTU3isd, eKcTparipaMigHi po3nagu, TpeMop,
rOJIOBHUM Oinb, cemallisi, COHIUBICTh, 3allaMOPOYEHHS; HEYaCTO - OUCTOHIs, Mi3Hs
ouckiHe3is; HeBigoMo - 3HC, koHBynbCil grand mal, cepOTOHIHOBUU CUHOPOM,
IIOPYILIEHHSA MOBJIEHHS.

3 60Ky ncuxiku: 9acTto - 6e3COHHS, TPUBOXKHICTh, 3aHEIIOKOEHHS; HEYaCTO - [Aellpecis,
rimepcekcyanbHICTh; HEBIMOMO - CyilMaanbHi cipoOu, CyiliuaanbHi IYMKHU Ta CYIIUL,
aToJIOTiYHa irpoMaHis, po3naau iMIIyJIbCHOTO KOHTPOJIIO, KOMITyJIbCUBHE ITEepelaHHs,
HerepeOOpPHUM ITOTAT OO IIOKYIIOK, JPOMOMAaHisI, arpecisi, axxuTallis, HepBO3HICTb.

3 60Ky cepusi: HeYacTO - TaxiKap[is; HeBiHoOMO - panToBa CMEPTh HE3 sICOBAHO1
eTionoril, torsades de pointes, nogosxkenHs QT-iHTepBay, IUIyHOYKOBa apUTMis,
3ynuHKa cepiig, Opagukapmis.



3 60Ky cyOuH: HEYaCTO - OPTOCTATUYHA TilIOTEeH3is1; HeBimoMO - BeHO3Ha
TpoMboeMOoIisi (BKIIOUarouu eM00JIiio JilereHeBol apTepii Ta TpoM0O03 rIMUOOKUX BEH),
rinepTeH3siss, HEIPUTOMHICTB.

3 60Ky Kpoei ma aiMpamuyHoi cucmemu: HEBIIOMO - JIeMKOIEHisT, HEUTPOIIeHis,
TPOMOOILIUTOIEHi.

3 60Ky iMyHHOI cucmemu: HEBiOOMO - ajepriuHi peaxkiii (Harmpukian, aHadimakTudyHa
peakirisi, aurioefgema, BKJII04a0un HaOpPSK si3uKa, HaOpsaK ob6nmy4si, cBepbixk abo
KPONUB'STHKA).

3 60Ky wkKipu ma niOwWKIipHOI KAIMKOBUHU: HEBIJOMO - BUCHUIIAHHS, PeakKllis
CBITJIOUYTJIMBOCTI, ajionellis, miaBullleHa HiTJIUBICTb.

3 60Ky ONOpHO-pYyXx080i cucmemu ma CnoAy4yHOi MKAHUHU: HeBimoMo - pabmomiois,
MiaJsrisi, CKyTiCTb.

BazimHicmb, nicasnosnoz2o08ull nepio0 ma nepuHama/avHuUl CMaH: HEBIIOMO - CUHOPOM
BIOMiHHU JTiKiB Y HOBOHAPOOXKEHUX.

3 60Ky penpodyKmueHoi cucmemu: HEBigOMO - IIpiami3M.

3aezanvHi po3aadu: 4aCToO - BTOMA; HEBIOMO - pO3/Iafy TEPMOPETyJsliil (TimoTepMis,
mipekcis), 6inb y rpynax, nepudbepuyHuil HaOpsK.

JlabopamopHi NOKa3HUKU: HEBiIOMO - MiIBUINEHHS KOHIIEHTPAIIIl I'JTIOKO3U B KPOBI,
MTiABUIIEHHS PiBHSA T'IiKO3UJIHOBAHOTO reMorno0iHy, KOJIMBaHHS KOHIIEHTpaIlil
TJII0OKO3M B KPOBI, IMiABUIIIEHHS PiBHS KpeaTuHdOCPOKiHa3H.

Onuc okpemMux nobivHUX peakuill.




ExcTpamnipamifgHi po3siagu BKIIIOYaIU HapKiHCOHI3M, aKaTU3il0, JUCTOHIO, OUCKiIHE3110.

JJucmoHis.

Il gaHOTro Kjlacy JIiKapChKUX 3ac00iB XxapaKTepHi CUMIITOMHU OUCTOHII, TOIOBXKEHOTO
[IaTOJIOTIYHOI'O CKOPOYEHHS M’ A31B, [0 MOXKYTh BUHUKATHU y MAlli€HTIB IIPOTATOM
MepInuX OHiB MiKyBaHHSA. CUMIITOMM OUCTOHII BKJII0OYAIOTh CIIa3M M’sI3iB IIIHi, IO iHOMIi
ITPOTPECYIOTh 0 3BYKEHHS ropjla, YTPYAHEHHSI KOBTAHHS, MUXaHHA Ta/a00 mpoTpy3il
si3uKa. OCKIUJIBKY 1Ii CUMIITOMY MOXKYTh BUHMKATHU [IPU 3aCTOCYBaHHI HU3BKUX [03,
BOHU BUHUKAIOTh YaCTiIlle i 3 TSIXKYUM Mepebirom mpu 3aCTOCYBaHHI y BUCOKHUX [03aX
HEeMPOJIENITUKIB MEePHIIOTro IOKOJIiHHS. [TimBuNIeHuN PU3NK BUHUKHEHHS I'OCTPOI1
OUCTOHIl Bif3HAYaETHCS Y YOJIOBIKiB i MaIliEHTIB MOJIOAIIOTO BiKYy.

ITpoarakmuH.

Y kniHivHUX BUMTPOOYBaHHSIX 3@ CXBaJIEHUMH ITOKA3aHHSIMU y CIIOCTEPEXKEHHSAX Oyu
BUIIAAKM SK 30iNbIIIeHHS, TaK i 3MeHIIIeHHS IIPOJIaKTUHY B CUPOBATIII KPOBi ITOPiBHSAHO
3 BUXIJHUM PiBHEM.

JlabopamopHi napamempu.

KrniniyHo 3Hauymux BigMiHHOCTEM 3BUYANHUX 1a00paTOPHUX ITOKA3HUKIB i mimigHuxX
ImapaMeTpiB y rpynax mallieHTiB, IKi OTpUMYyBaIu apuIinpas3os i nnanebo, He
BUABJIeHO. [linBulieHHs PiBHSA KpeaTuH@OC)OKiHa3M, 3a3BUYall TUMYaCoOBe i
0e3CUMIITOMHE, CIIoCTepiranocsa y 3,5 % Iali€eHTiB, SKi OTpUMYyBaJIi apHUIIinpa3on, i y
2,0 % marrieHTiB, Ki oTpuMyBaIu miaamneoo.

[TaTonoriyHa IpUCTPacTh A0 a3apPTHUX irop Ta iHIII po31agu KOHTPOJIIO iMITYIbCHOL
IIOBEOiHKU.

[TaTosioriyHa MPUCTPACTDb OO0 a3apTHUX irop, riepcekcyanbHiCTh, HelepebopHul
MOTAT IO MOKYIIOK, IepeifaHHsa a00 HEKOHTPOJILOBAHUM MOTAT A0 12Ki MOXKYTh
BHHUKATH y IALi€HTIB, SKi IPUNMAIOTh apUIinpa3ol.

ITHwi OaHi.

[ToGiuHi peaxkilii, BUSBIIEHi i Yac NiKyBaHHS apuIrinpa3osoM, MaioTk 3HC, mi3HIo
OUCKiHe3ilo, cymoMu, 1lepebpoBacKyJIIpHi moOiuHi peakilil i migBUIIEeHHS 1eTaIbHOCTI
y TIallieHTIB IiTHHOTO BiKy 3 JeMEHIIi€l0, TimepriikeMi€lo i yKpoBUM niabeTom (OuB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»).



ITogi0oMaeHHA npo ni0o3prosaHi nobiuHi peakuii.

[ToBimoMiieHHST PO Mimo3proBaHi M00iYHI peaxiiii micnast peecTpaliii TiKapchKOTo
3aco0y € BaxXJIMBOIO IIpoienypoio. Lle mo3Boisie MpoaoBKyBaTH MOHITOPUHT
CIIiBBiJHOLIEHHS «KOPUCTL/PU3UK» OJIS BiAMOBIMHOTO JIiKapChKOro 3aco0y. MeguyHuUM
mpalliBHUKaM HeoOXigHO MOBiMOMISATH PO OyOb-sAKi Mimo3pioBaHi MobiyHi peakxiril
4yepes HallioOHaJIbHY CUCTEMY IIOBiHOMJIEHbD.

TepMiH NpUIAaTHOCTI
3 POKH.
YMoBHu 30epiranus

30epiraTtu B opuriHajabHil yIIakKoBIli Ipu TeMIlepaTypi He Buie 25 °C. 36epiratu y
HEeOOCTYIIHOMY [JIA OiTeu MicIji.

VYnakoBka

ITo 10 TabneTok y OmicTepi; mo 3 6iicTepu B mayiii.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

Ponrtic Xennac Menikan eag ®apmaceioTikan [Ipomaktc C.A.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

I1.0. bokc 3012 Jlapica IagacTtpian Apea, Jlapica, 41004, I'peris.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 odiIlifHOro gxkepena — JepKaBHOIO PEECTPY

JIiKapCchKUX 3aco0iB YKpaiHu.
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