IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

apineHTan

(ARILENTAL)

Cknao:
ditoua pevosuHa: aripiprazole;
1 Tabnetka MicTuTh apuminpa3somny 10 Mr a6o 15 mr;

0ONoMIdiCHI peuosuHU: 1IeJ0I03a MiKpokpucTaniyHa (tTun 101); makTo3a, MOHOTiApaT; KpOXMallb
KYKyPYO3SHUW; TiIPOKCUIIPOIINIIIENTI0N03a; 1[e/l0103a MiKpokpucTaniuyga (tun 102); MarHio cteapar.

JIikapcbKka ¢popMa. TabneTKku.
OCHOBHI (pi3uKo-XiMiUHI 81aCMUBOCMI:

Apinenran, Tabnetku, mo 10 mr, Ne 7 y 61ictepi, mo 1 6mictepy abo 1o 4 GicTepu y nmauii: TabmeTKu
6i710T0 KOJILOPY, KaICyIonoiOHi ABOOMYKITi, 3 rpaBipyBaHHSIM «10» 3 ogHOTO G60OKY Ta «ZL» 3 iHIIIOTO;

Apinenran, Tabnetku, mo 15 mr, Ne 7 y 61ictepi, mo 1 6mictepy abo 1o 4 GiicTepu y nmauii: TabmeTKu
6i710T0 KOJILOPY, KPYTJIi ABOONYKII, 3 TpaBipyBaHHAM «15» 3 omHOro 00Ky Ta «ZL» 3 iHIIOTO.

dapMmakoTepaneBTHYHA rpyna. 3acobu, 110 Hil0Th Ha HEPBOBY cHcTeMy. [IcuxomenTu4Hi 3acobu.
AHTUTIICUXOTHYHI 3aco0u. IHIIIi aHTUTICUXOTHUYHI 3aCO0U. APHUITIITPa30I.

Kom ATX NOSA X12.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

MexaHi3M mil.

AHTUIICUXOTWUYHUM NIpenapaT (HedponenTuk). [IpunyckaiooTs, 110 TepaleBTAYHA i apUIIiIpa3ony
npu mu3odpeHii Ta 6inmonsipHoMy po3nafi I TUy 3yMoBIeHa OeTHAHHSAM YaCTKOBOI arOHiCTUYHOI
aKTUBHOCTI BifHOCHO D, -modaminoBux i SHT,,-CepOTOHIHOBUX peLeNTOPIB i aHTAarOHICTUYHOO
akTUBHICTIO moa0 SHT,,-CEpOTOHIHOBUX PELIENTOPIB.



Apumninpa3son Mae BUCOKY adiHHICTS in vitro go D,- i D;-modaminoBux penentopis, 5HT,,- i 5HT,,-
CEePOTOHIHOBUX PeLenTopiB i moMipHy adinHicts 1o D,-modpaminosux, SHT,.- i SHT,-cepoToOHIHOBHX,
0,-agpeHOopelenTopiB i rictaminoBux H;-pelienTopiB. Apuminpa30 XapaKTepu3yeTbCsa TaKOXK
IIOMIPHOI0 aiHHICTIO [0 AiISHOK 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY 1 BiiICYTHICTIO adiHHOCTI 10
MYCKapHUHOBUX PELEITOPIB.

Bzaemoqisa 3 iHIIMMY peLienTopaMy, KpiM HiATUIIIB fodhaMiHy i CEPOTOHIHY, MOXKe IOSICHIOBAaTHU JesKi
inmi kniniyHi edekTH apuminpasony.

B ekcnepuMeHTaNbHUX OOCTIMXKEHHSIX Ha TBapMHAaX apUIIiIpa30JI MPOSBIISB aHTaroHi3M BifTHOCHO
momaMiHeprigHol rimepakTUBHOCTI i arOHI3M BifHOCHO JOTaMiHepPTidyHOl Til0aKTUBHOCTI.

Apwumninpa3zon B go3ax Big 0,5 o 30 mMr 1 pa3 Ha o0y y 300POBUX JOOPOBOIIBIIB MIPOTSATOM 2 TUXKHIB
TI0Ka3aB [0303aexKHe 3HUKEeHHS 3B’A3yBaHHsa ' C-pakionpuny, airagga D,/D,-penenTopis, 3
XBOCTaTHUM SIIPOM i JIYIINTUHOIO, BiATIOBIZHO [0 JaHUX TO3UTPOHHO-eMiCiitHOI ToMorpadii.

dapmaxoKiHemuxka.

BcMOKTYBaHHSA

[licna mpuiioMy BCepenuHy apuIIilpa30Jl MWBUAKO BCMOKTYETHCS 31 LITTYHKOBO-KUIIIKOBOI'O TPAKTY
(IIKT). C,.x Y 1a3Mi KpOBi fOCATA€ETHCSA Yepe3 3-5 roauH. ApUIinpa30i 3a3Ha€ MiHIMaabHOTO
IPecucTeMHOT0 MeTabomizmy. AGcomoTHa 6iomocTymHiCTE - 87%. [IpuitoM XKUPHOI 1XKi He BITMBaE
Ha (apMaKOKiHETHKY apHIIilIpa30y.

Po3momnin i Metabomizm

Apwurninpa3osn iHTEHCUBHO PO3NOTINSAETLCA Y TKaHUHAX, YSIBHUM 00’eM po3mnopniny (Vd) ctanoButs 4,9
JI/KT, 1II0 BKa3ye€ Ha BeJIMKUY eKCTpaBaCKyIIpHUY po3noxin. [Ipy TepaneBTUYHIN KOHIEHTpALil
6inbine 99 % apuminpasony i merigpoapuninpa3sosn 3B’sI3yeThCS 3 GiTKaMKU CUPOBATKU KPOBI,
TOJIOBHUM YHHOM 3 aIbOyMiHOM.

IHTEeHCUBHO MeTaboi3yeThCs Y TEUiHIli TpbOMa CIIoco6aMu: [eTifpyBaHHIM, TiIpOKCUIIOBaHHSIM i N-
ne3asnkinyBaHHAM. In vitro merimpyBaHHS i TiIpOKCUIIIOBaHHS apHUIIiNpa30sy BimOyBa€eTLCS IIif di€i0
i3opepmentiB CYP3A4 i CYP2D6, a N-me3ankinyBanusa - CYP3A4.

AKTUBHICTb ApineHTany rojIOBHUM YMHOM 3yYMOBJIEHA HASBHICTIO HE3MIHEHOI'0 apUIIinpa30Iy, 110
3HaXOOUTHCH Y CUCTEMHOMY KPOBOTOIII.

Y piBHOBaxxHOMY cTaHi AUC gerigpoapuminpa3ony y maa3Mi KpoBi cTaHOBUTE 61u3bko 40 % AUC
apuIIinpas3ony.

BuBeneHHsa

Cepenniii nepior HaniBBuBeneHHs (T,,) apuminpasony CTaHOBUTH ONIM3bKO 75 FOOUH IIPU BUCOKI
MmeTabomidytouilt akTuBHOCTI CYP2DG6 i mpubnu3no 146 rogus npu HU3bKiM MeTabomi3yrouin
aktuBHOCTI CYP2DG6.

ITic7s OmHOPa30BOro MpHuioMy MideHoro '‘C apuminpa3ony npubnu3Ho 27 % i 60 % pamioakKTHBHOCTI
BA3HAYAETHCSA B cedi i Kai BignosigHo. MeHite 1 % He3MiHeHOro apuninpa3oily BU3HAYAETLCA B Cedi
i npubnu3no 18 % npuiHATOI O3 Y HE3MiHEHOMY BUTJISIAI BUBOOUTHCS 3 KaJIoM. 3arajbHUN KITipeHC
apuIinpa3oiny cTaHoBuTh 0,7 MJI/XB/KT, TOJIOBHUM YMHOM 3a PaxyHOK BUBEEHHS [I€YiHKOO.



dapMakoKiHeTHKa B 0COOJIUBUX I'PYIIAX MAIli€HTIB.

imu

dapMmakoKiHeTHKa apuIlinpa30iy i ferigpoapuninpa3ony y maiieHTiB BikoM Big 10 mo 17 pokiB Oyma
aHAJIOTIYHOIO TaKiil y AOPOCTIUX MiCJId KOperyBaHHS 3a Pi3HULIEI0 y Maci Tina.

IlauieHmu AiMHbO20 BIKY

BigMiHHOCTI MiXk (papMaKOKiHETHKOI0 apHUIIinpa301y ¥ 300p0OBUX OOPOBOJIBIIIB JIITHBOTO BiKY i
MOJIOAIIUX Talli€HTiB BiACyTHI. BigcyTHi BUguMi BifMIiHHOCTI y (hapMaKOKiHETHIII Ceper Pi3HUX
BiKOBUX TpyI MAIli€HTIB i3 mMu30(peHieo.

Cmamub

BigMiHHOCTI MiXK (h)apMaKOKiHETHKOIO apHUIIiIpa30iy y 3M0POBUX YOJIOBIKIB i KiHOK BifICyTHi.
TakoxK He BUSABIEHO BIJIUBY CTaTi Ha (hapMaKOKiHETHKY apHUIIiNpa30ily y Malli€HTiB i3

30 PEHiEIo.

KypiHHAa

dapmakoKiHeTHYHa OIliHKa MONYJIAIlil He BUSIBUJIA KJIiHIYHO 3HAYYIIOTO BIIJIUBY, OB’ I3aHOT0 3
KypiHHAM, Ha (papMaKOKiHETHKY apUIinpa3ony.

Paca

dapmakoKiHeTHYHa OIliHKa MONYJIAIlil He BUSIBUJIA KITiHIYHO 3HAYYIIXX, IT0OB’I3aHUX i3 pacoio
BigMiHHOCTEH y (papMaKOKiHETHIli apHUIIipa3oIy.

ITopyweHHA GYHKUII HUPOK

Byno BusBneHo, mo ¢papMakOKiHEeTUYHI XapaKTEPUCTUKHU apHUIIiNIpa30y i AerigpoapuIinpasony
OIHAKOBI fIK Yy MALI€HTIB 13 TAXKAMYU 3aXBOPIOBAHHAMY HUPOK, TaK 1 y MOJIOZUX 30OPOBUX
noOPOBOIBIIIB.

ITopyweHHA pYHKUIT neyiHKu

Y mocnigKeHHSX Y MallieHTiB i3 IUPO30M IediHKM pPi3HOro cTyneHd (knacu A, B i C 3a Haunpmom—I1'10)
IIiCJI ODHOPa30BOT0 IPHUUOMY apUIiNpPa30Jly He BUSBIIEHO iCTOTHOTO BILIMBY MOPYIIEHHS QyHKIIIl
Ne4YiHKY Ha (apMaKOKiHETUKY apUIinpa30iy i Aerifpoapuiminpa3ony. Y 3B'3Ky 3 OpakoM JaHUX
HEMOXKJIMBO 3POOUTH OCTATOUHI BUCHOBKU NP0 MeTaboIiuHy aKTUBHICTb y MAlli€HTiB 3
OEeKOMIIEHCOBaHUM IIMPo30M neuinku (kimac C 3a Yanngom—II'10).

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.
JlikyBaHHS IINU30(PEHil ¥ HOPOCINX.

JlikyBaHHS MaHiaKaabHUX €Mi30/]iB CEPEOHbOT0 Ta TIKKOI0 CTYIIeHs IIpHU OimonsipHOMY po3afi
[ Tumy, a TakKoXK A1 TPOGiTaKTHKKA PO3BUTKY HOBUX MaHiaKaJlbHUX €Ii30/IiB ¥ JOPOCIUX, SKi
paHillle mepeHeCcIy MaHiaKalbHi emmi304u Ta SKi BiOOBiAany Ha JTiIKyBaHHS apUIIIIPa30/I0M.



IIpomunoka3aHnus.

[ligBulleHa YyTIUBICTL 4O apUIIINIPa30Jly Ta [0 IHIIUX KOMIIOHEHTIB IIpenapary.

B3aemodia 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

BHacmimok aHTaroHiaMy o o,-afpeHepriuHuX PelenTopiB apUIIinpa30l MOXKe IIOCUTIOBAaTH eheKT
OesKUX aHTUTINepPTeH3UBHUX IIpenapariB.

OcCKinbKM apHUIIinpa30J BIJIMBA€E Ha LeHTpanbHy HepBoBY cucteMy (LIHC), ciim moTpuMyBaTHCh
00epexkKHOCTi ¥ pasi 0HOYaCHOT0 IPUIOMY aJIKOroJiio abo mpemnaparis, 1110 BriauBaioTh Ha LTHC, y
3B’A3KYy 3 MOXK/IMBUMHU IIepeXpeCcHUMH HeOakKaHUMU peakilisMy, HalpuKiap cefalieio (OIuB. PO3Min
«ITo0OiuHi peakirii»).

Crnip 3 06epeXHiCTIO 3aCTOCOBYBATH apUIIINIPa30 ¥ MOENHAHHI 3 iHIIMMU JTiKapChKUMU 3acobaMu, sKi
nofoBXKYyI0Th iHTEepBan QT abo MOPYIIyIOTh €IEKTPOIITHIY OanaHC.

[ToTeHIIINHUY BIJIMB iHIIUX JTiKapCHKUX 3aCc00iB Ha Hif0 apumimpasony.

He BusiBeHO 3HAQYyIOTr0 BIIUBY O0oKaTopa H,-ricTamMiHOBUX pelenTopiB ¢aMOTHOUHY, ILI10
CIIpUYMHSE 3HaUYHE IIPUTHIYEHHS CEKpellil CONISTHOI KUCIIOTH Y IIJTYHKY, Ha hapMaKOKiHEeTUKY
apuIIinpa3oily, He3BaXaluyy Ha 3HUKEHHS IIBUIKOCTI BCMOKTYBaHHS apuIlinpa3oiy.

Bigowmi pi3Hi mnsaxu metaboni3mMy apuminpasony, y ToMy 4ucii 3 ydacTio ¢hepmenTiB CYP2D6 i
CYP3A4, ane He pepmenTtiB CYP1A. TakuM 4MHOM, KYpISIM KOpPEryBaTH 403y He MOTPi6HO.

XimiguH Ta inmi inridiTopu CYP2D6.

Y 3mopoBux m00pOBOBLIB MOTyXHi iHTiGiTopr CYP2D6 (xinimun) nigsuiyBanu AUC apurinpa3sony
Ha 107 %, npu npomy C,., 3anumanacs HeamineHow. AUC i C,,,, merigpoapuminpa3ony,
aKTUBHOTO MeTabomiTy, 3HuKyBanucs Ha 32 % i 47 % BifmoBimHO. Y 3B’43KY 3 UM
HeoOXiTHO 3MeHIITyBaTH 103y ApineHTany npuOIU3HO B ABa pa3u IIpu NpU3HaYeHHi Horo 3
XiHiguHOM. IHII moTyXHi iHTiOiTopu CYP2DG6, Taki K QprIyoKceTuH i mapoKCceTuH, iMOBipHO,
YHHSITh aHAJIOTiYHUM BIIJIUB, OTXKe, He0OXimHe mofii0He 3HUKEHHS 03M.

KeTokona3zon Ta inmri inri6iTopu CYP3A4.

[Tpu mocmifKeHHSIX y 3M0POBUX H0OPOBOJIBIIIB MOTYyxkHMH iHTi6iTop CYP3A4 (KEeTOKOHA30II)
nigsumiyBaB AUC i C,,, apuminpa3ony Ha 63 % i 37 % Bignosigao. AUC i C,,, merigpoapuminpa3omny
36inmbimyBanucs Ha 77 % i 43 % BignoigHO. B ocib 3i 3HuXKeHuM MeTaboniamom CYP2D6 omHOYacHUM
npuioM noTyxkHUX iHribiTopiB CYP3A4 MoxKe IpPU3BECTH [0 IOSIBU OilbIll BUCOKUX KOHIIEHTPAIlil
apHIIinpa30iy y Ija3Mi KPoBi TOPiBHAHO 3 TaKUMHU Y Malli€HTiB 3 aKTUBHUM MeTaboinizmom CYP2D6.

Y pa3zi HeoOximHOCTI 0JHOYACHOT0 3aCTOCYBAHHS KETOKOHA30Jy abo iHINMX MOTYyKHUX iHTi0iTOpIB
CYP3A4 3 apuninpa30i0M NOTEHLiVH] IlepeBaru NOBUHHI I€PEBULIYBaTU MOXKJIUBI PU3UKU [J15
naiieHTa. Y pa3i 00HOYACHOI'0 IpU3HaYeHHS apuIinpa3o0ily Ta KeTOKOHA30JIy 403y apuminpasony
noTpiOHO 3MeHIUTH MIPUOIN3HO HanonoBuHy. [HIi notyxHi iHribitopu CYP3A4, Taki sSiK iTpakoHa301
Ta iHribiTopu mpoTea3u BIJI, TeopeTHYHO MOKYTh AaBaTH Taki K epeKTH, 0TXKe, MOTPIOHO BiAOBIgHO
3HUKYBATH 103U (OuB. po3Min «Coci0 3aCTOCyBaHHS Ta JO3U»).



[Ticnsa npunuHeHHs npuiioMy iHribiTopy CYP2D6 a60 CYP3A4 o3y apuminpa3oiy NoTpibHO
HiABULIUTY OO PiBHS, 10 3aCTOCOBYBABCA [0 IIOYATKY CYIyTHLOTO JIiKyBaHHS.

MozxnuBe He3HAYHE MigBUILIEHHS KOHIIEHTPAllid apUIIiNnpa30y y I1a3Mi ¥ pa3i omHOYacHOTO
3acTocyBaHHS ciabkux iuribiropie CYP3A4 (manpuknapg guntiazemy) abo CYP2D6 (eciurtanonpamy).

Kap6amasemnin Ta inmi ingykTopu CYP3A4.

[Tpuiiom 30 Mr apurinpa3oiy pa3oM 3 KapOaMa3emiHoM, MOTYKHUM iHgyKTopoM CYP3A4,
CYIIPOBOMIKYBaBCS 3HUKEHHSIM Ha 68 % i 73 % MakcuManbHOI KOHIIeHTpallil y mna3mi kposi (C,,,) i
IIJTOINI ITiJT KPHUBOIO «KOHIeHTpalig-yac» (AUC) apuninpa3osy BiATOBIAHO i 3HMKEHHAM Ha 69 % i 71
% C,,.x 1 AUC #i0T0 aKTHBHOT'0 MeTaloJIiTy [eTigpoapuIinpas3oy BillIOBiqHO OPIiBHSHO 3
BiZITOBIIHMMM ITOKA3HUKAMH MOHOTEpAIlil apUITiIpa30IoM.

o3y apuIinpa30iy IoTpiOHO MOABOITH Y pa3i #0ro 0OJHOYACHOTO IPUHOMY 3 KapOaMa3emiHoM.
CywmicHe 3aCTOCYBaHHS apHIINPa301y Ta iHIMX MOTyKHUX iHAYKTOPiB CYP3A4 (Taki K pudamIrinuH,
pudabyTus, deHitoid, hbenobapbitan, npuminoH, edaBipeHs, HeBipaliH i 3Bipo0Oill 3BuYaHUI)
TEOPETHYHO MalOTh aHAJIOTiYHUY BIIJIUB, TOMY HeoOXifiHe BifTOBigHe MigBUIIEHHS 0o3u. [licns
IPUNUHEHHS IpUUoMy IOTyXKHUX iHAYKTOPiB CYP3A4 no3y apuninpa3sony Ciif 3MEHIIUTH [0
PEKOMEHI0BaHOI.

BanpIrpoaT Ta JIiTiH.

[Tpu ogHOYACHOMY IIpHiiOMi JIiTifo a60 BalblIpoaTy 3 apHUIIilpa30I0M KOTHUX KITiHIYHO 3HAYYIIUX
3MiH y KOHIIEHTpalligX apuIinpa3oiy He oMidasy, TOMy KOpPeKllis f03u He MOoTpibHa.

[TOoTeHIIINHUY BIJIMB apUIIIPA30dy Ha [0 iHMKMX TiKapchKUX 3ac006iB.

Apumninpason y go3ax 10-30 Mr Ha o0y 3Hauyllle He BIJIMBaB Ha MeTaboi3M cyOcTpartie CYP2D6
(cniBBigHOIIEHHS geKcTpoMeTopdaHny/3-MeTokcuMopdiny), CYP2C9 (Bapdapun), CYP2C19
(omenpason) i CYP3A4 (mekctpometopdan). Kpim Toro, apuminpasos i #0ro 0CHOBHUM MeTabOoiT
IerigpoapuIinpa3oi He 3MiHIOBaB MeTaboniaMy 3 yuacTio pepmenty CYP1A2 in vitro.
ManoiMoBipHUY KITIHIYHO 3HAYYIIUH BIIJIUB apUIIIIIPa30J1y Ha JIiKapchKi 3acobu, 1110
MeTab0i3yI0ThCS 3 yUacCTIO IuX (DepPMEHTIB.

Y pasi ogHOYaCHOr0 MPUUOMY apHIIIPa30Iy 3 BaJblIPoaToM, JIiTieM a00 TaMOTPUOKHUHOM He 0YI10
Bij3HaueHO KIiHIYHO 3HAYYLIMX 3MiH KOHIIEHTpPAlliil BaJbIIPoaTy, NiTiio ab0 TaMOTPUAKHUHY.

CepOTOHIHOBUY CHHIPOM.

Y nanieHTiB, gKi IpUuiiMany apuninpasos, CIoCTePiraJucs BUMlafKu CEPOTOHIHOBOTO CUHAPOMY;
0Cc0o0/IMBO Y pa3i 0gHOYACHOTO 3aCTOCYBaHHS 3 iHIITMMU CEPOTOHIHEPTiYHUMU IIperapaTaMu, TaKUMU
sk CI33C (ceneKTHBHUY iHTiIOITOP 3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY/HOpaApeHaniny), abo
3 miKapChKUMU 3aco0aMi, SIKi MiIBUINYIOTh KOHIIEHTPALIil0 apuIIinpa3oiny (IuB. PO3MIin
«ITobiuHi peakirii»).

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Ipy aHTUNICUXOTUYHOMY JIIKYBaHHI JOCATHEHHS IIOJIINIIEeHHS KIIIHIYHOT0 CTaHy IallieHTa MoXe
3aMHSTH Bifl IEeKiTbKOX OHIB 0O OEeKiTbKOX THXKHIB. Y 1€l Mepiof CIIif BeCTH PeTeIbHUYM HarJsa[ 3a
CTAaHOM IIAlli€HTiB.



Cyiuug

[TosiBa cyilupanbHOI IOBEMiHKY ITpMTaMaHHa MallieHTaM 3 ICUXOTUYHUMH Po3jlafaMiu i
IOPYLIEHHSAMHU HAaCTPOIO Ta B AesIKUX BUIIaIKaX CIIOCTepiranacs HeBOOB3i MMiC/Is oYaTKy
3aCTOCYBaHHS aHTUIICUXOTUYHOTO JIiKyBaHHS, BKIII0YalOUN JIIKyBaHHS apUIMINPa30JioM (OUB. PO3Tin
«[TobiuHi peakuii»). AHTUIICUXOTHUYHE JIIKyBaHHS Ma€ CyIPOBOAXKYBATUCS PETENIbHUM HarIsigoM 3a
nalieHTaMy, AKi HajexaTh 00 I'PYNU MifBUIIEHOTO PU3UKY.

[li3Hg guckinesis

Pigko moBimoMisiiau Ipo CHMIITOMY Ii3HBOI QUCKiHE3il y MallieHTiB, SKi IpUiMaly apUIIinpa3on
IIPOTATOM TIEPIOAY OO OOHOTO POKY. Y pa3i MosSBU CUMIITOMIB Ii3HbOI AUCKiHEe3il y MallieHTa, SKuu
IpUUMa€E apHUITinpas3oJ, CIifl PO3TJISHYTH HOIIIbHICTh 3HUKEHHS 03U IIpelapaTy abo IpUNuHeHHS
nmikyBaHHS (OUB. po3min «[1o6iuHi peaknii»). 3a3Ha¥eHi CUMITOMHE MOXKYTb TUMYaCOBO 3aTOCTPUTHUCS
a00 HaBiThL BUHUKHYTH IIiCIIS IPUITUHEHHS JTiKyBaHHS.

IHIII eKCTpanmipaMifHi CHMOTOMM.

[Tpu 3acToCyBaHHI apuminpa3osy y OiTel CIoCTepiraaucsa akaTusis i IapKiHCOHI3M. Y pasi osBu
O3HaK IHIIKX eKCTpalipaMifHUX CUMIITOMIB CJIifi PO3IJIAHYTHA MOXKJIUBICTh 3HUKEHHS [O3U Ta BECTU
peTeNbHUY KIIHIYHUYM KOHTPOJIb 3a CTAHOM IIalli€HTa.

3nosKicHuY HeviponenTuyHuil cuaapoM (3HC).

3HC sBnse co6010 KOMIIJIEKC CHMIITOMIB, ITOB’I3aHKM i3 3aCTOCYBAHHSAM aHTUIICUXOTUUHUX
JiKapChKUX 3ac00iB, IKWM MOTEHIIIMHO MOXKE MaTH JIETaIbHUY HACTIOOK. Y KIiHIYHUX HOCITiIKEHHIX
apurinpa3ony Bunagku po3BuTkKy 3HC Oymu pigkicuumu. 1le#i cCMHOAPOM Ma€ HACTYIIHI KTiHIgHI
IIPOSIBU: TillepIipeKcis (BKpall BUCOKa TeMIepaTypa Tifla), M'g30Ba PUTiLHICTh, 3MiHEHUY [ICUXIYHUN
CTaTyC i 03HAKM PO3JIay BEreTaTUBHOI HEPBOBOI CHCTEMU (HEPETYISIpHUM MyIbc a00 apTepianbHu
THCK, TaXiKap[isi, mocuiieHe IOTOBUMAINIEHHS i ceplieBi apuTMii). KpiM Toro, iHomi BUHMKAIOTh
30inbIneHHS aKTUBHOCTI KpeaTuHpochoKiHa3y, Miornobinypia (pabgomionis) i rocTpa HUPKOBa
He[loCTaTHICTh. [IpoTe cnocTepiranucsd ¥ OKpeMi BUNIAAKY MiABUIIEHHS PiBHS KpeaTUHKIHA3M i
pabmomionisy, He 060B’s13K0BO 1moB’s13aHi 3i 3HC. Y pasi unukHenHs cuMntoMiB 3HC abo
He3'sICOBAHOL TapSA4YKY BCi HEUPOJIENTUKY, Y TOMY YUCIIi ApineHTasn, ClIif BigMIiHUTH.

TinepruikeMid i rrykpoBuii miabet

limeprmikeMisi, y messKMX BUTIagKax Haf3BUYaMHO TSAXKKa i MOB’s13aHa 3 KEToalumao3oM abo
rinepocMOIISTPHOIO KOMOIO, V T.4. 3 JIeTaJIbHUM HacIigkKoM, 0yia Bii3Ha4YeHa y MalieHTiB, AKi
IIpUMMaJId aTUIIOBI HEUPOJIENITUKY, ¥ TOMY YKCJIL apuminpa3on. ®akTopu pu3UKy TAKKUX YCKIaJgHEHb
BKJIIOUAIOTh OXKUPIHHA 1 HasgBHICTH giabeTy B ciMeiiHOMY aHaMHe3i. Y JOCTiIXKeHHIX apUIlinpa3oiy He
Bifl3HaUeHO 3HaYHUX BigMIiHHOCTEW y 4aCTOTi PO3BUTKY TillepriliKeMiuHUX 00IiYHUX peakKIlii
(BKJTIOYHO 3 yKPOBUM fiabeToM) ab0 aTOoNOTiYHUX PiBHIB IIIOKO3U MOPIBHIHO 3 TAKUMU IIPU
3acTocyBaHHi mmare6o. Ha ocHOBI HassBHUX JaHWX HEMOKJIMBO IIPOBECTH TOYHY MOPIBHSIIBHY OLIHKY
YaCTOTH TinepriikeMiyHUX MOOIYHUN peaklliil y mallieHTiB, SKi mpuitMany apuminpa3os Ta iHmi
aTUIOBI HelposenTuku. HeoOXigHO peTenbHO HATISOATH 3a CTAHOM IAIliE€HTIB, SKi MPUUMAIOTh Oy Ib-
SIKi HEMPOJIENTUKY, BKJIIOUAI0YU apUIIiNpa3071, GiKCyioun CUMITOMHU Tinepriikemil (Taki SK
MOJTigUIICis, TOJIiypis, mosidaris i cmabkicTh), a CTaH MaIliEHTIB i3 IYKPOBUM AiabeToM abo
(dhakTOpaMu pU3UKY PO3BUTKY IIYKPOBOTO HiabeTy HEOOXIMHO PETyasIpHO KOHTPOJIIOBATH LI0MI0
MiJBUIIIEHHS PiBHSA T'IIOKO3H.

CeplieBO-CYINHHI pPO37anu



3 00epexkHiCTIO CITif 3aCTOCOBYBATH Ipelapar MallieHTaM i3 CepleBO-CyIMHHUMY 3aXBOPIOBAHHSIMU
(3 imemiyHOI0 XBOp06OIO Ceplisd abo mepeHeceHUM iH(GapKTOM MioKapaa, 3 CEPIIeBOI0 HeJOCTATHICTIO i
TIOPYIIEHHSIMY IIPOBITHOCTI), IepeOpOBACKYISIPHUMU 3aXBOPIOBAHHSIMHU i CTaHAMH, IO ITPU3BOISATH 10
apTepianbHOI TimoTeH3il (3HEBOJHEHHS, TilIOBOJIEMis i MPUKXOM TilOTeH3WBHUX IIpeIaparis),
apTepianbHOIO TiepTeH3i€l0, BKIIOYHO 3 IPOTPecyoyoio abo 37105KiCHOIO TiepTeH3ilo.

[Tpu niKyBaHHI @aHTUIICUXOTUYHUMHU JTiIKapChKUMU 3ac006aMu CIIOCTEPIraaucs BUagKyu BEHO3HOI
tpoMboeMOotil (BTE). OCKiNbKY y MaIliEHTIiB, IKi MpUiMal0Th HEUPOJIEITUKH, YaCTO CIIOCTEPIraloThCS
HaOyTi pakTopu pu3uky BTE, mo i mifg yac nikyBaHHS apUIinpa30JioM IOTPiOHO BUSBUTH BCi MOXKIIUBI
¢daxtopu pusuky BTE i BXKUTH BCiX NPOGiNaKTUYHUX 3aXO0[iB.

[MogoBxeHHud inTepBany QT.

YacToTta nomoBxkeHHs iHTepBany QT npu nikyBaHHI apuIlinpa3osoM OyJia MOpiBHSIHHA 3 TaKO0 NpU
3acTocyBaHHi mnane6o. OfHaK CJIif JOTPUMYBATUCh 00€PEKHOCTI IPH 3aCTOCOBYBAHHI apUITiTpa3oiy
mallieHTaM, y CiMeiHOMY aHaMHe31 SKUX € BUllafku mogoBxeHHd iHTepBany QT (guB. po3min
«ITobOiuHi peakirii»).

EninmenTryHi Hanmagu

CroocTepiranucs HedacTi BUIIaJKY eNiJIeNTUYHUX HallafiB IIpY JIiKyBaHHI apuninpa3onoMm. Tomy
ApUIIIPa30J CIIif 3 00epPeKHICTIO 3aCTOCOBYBATH MalliEHTaM 3 elliJieTicielo B aHaMHe3i a60 HasIBHICTIO
CTaHiB, IOB'SI3aHUX 3 CIMJIENTUYHUMH HalagaMH.

[NaIieHTH MITHLOTO BiKY i3 IICUX030M Ha THi IeMeHIIl.

ITidsuw,eHa nemasnvHicmb: TPU 3aCTOCYBaHHI apUIIiTPa30Ty y MalliEHTIB TITHLOTO BiKY i3 IICHX030M
Ha TJIi XBOpoOu AnbIreiiMepa PU3UK JIETAJIbHOTO HACIIOKY IiABUINeHUN. X04a MPUYUHY JIeTaIbHUX
HaCigKiB 6ynu pisHUMH, GiNbINICTH i3 HUX MaJjla CeplieBO-CyOUHHY (HalpuKIIaf, ceplieBa
HEeJIOCTaTHICTh, pallTOBUH JeTallbHUM HaCTiAoK) abo iHbeKUiiHy (HalpuKiaj, THEBMOHISA) IPUPOIY
(muB. po3min «ITobiuHi peakirii»).

LlepebposackyaspHi nobiuHi peakuyii: y AIliEHTIB JIITHLOTO BiKY (CepenHil Bik — 84 poKy;
miama3oH 78—88 pokiB) cocTepiranucs 1epebpoBacKyIsapHi mobiuHi peakilil (Hampukiazm
IHCYJIbT, TPAH3UTOPHA illleMiYyHa aTaKa), y TOMY YHUCIIi 3 JIeTaJlbHUM HacligkoM. Bys
BiI3HAYEHUM BUpPaXKEHUU B3a€EMO3B 30K MiXK [103aMu IIpenapary i I101B00
11epe0pPOoBaCKyIAPHUX O0IYHUX peakKlliil y MallieHTiB, SKi mpuiMay apuIinpasor.

ApineHTan He MOKa3aHUM [JIS JIiIKyBaHHS MallieHTaM 3 IICUX030M Ha TJIi JeMeHIIil.

[inepyyTIuBiCTE.

[Tpu BUKOpHCTaHHI apuminpa30Jly MOXYTh PO3BUBATUCS peakKllil FilepuyTIuBOCTI, AKi
XapaKTepU3YIOThCS alepriYHuMU CUMIITOMaMH (IuUB. po3ain «ITobiuHi peakirii»).

30iIbIIeHHS MacH Tila.

V nmanieHTiB i3 mm3odpeniero i GimonIsIpHOI0 MaHi€ YacTO CIOCTePiraeThcs 30iNMbIUIEHHS MacH Tina
BHACJIIOK CYIYTHIX 3aXBOPIOBaHb, 3aCTOCYBAHHS HEUPOJIEIITUKIB, 1110 CIPUYUHSIOTEH 30iTbIIIEHHS
MacH Tila, a TaKOXK BHACJIIIOK He 3M0POBOTO CIIOCO0Y XKUTTS; Ie SBUILEe MOXKe IIPU3BECTHU [0
CEpHO3HUX yCKIagHeHb. [Ipy IoCcTMapKeTHHT0BUX [NOCTIIKEeHHAX [IpenapaTy OyJio Bif3HaueHO
30inbIIIeHHS MacH Tila mauieHTiB. [1pu niKyBaHHI apuminpa30yioM BUNIaAKX 30i/bIIEHHS MacH Tina, K
IIPaBUJIO, CIIOCTEPIraaucs y Malli€HTiB 3i 3HAUHUMU (HaKTOpaMU PU3UKY, TAKUMU K HasSBHICTH B



aHaMHe3i IyKpoBOro fiabeTy, mopyiieHs 3 60Ky IMUTOBUIHOI 3a71031, HasABHICTh afeHOMH Timodisa.

Y mocnifKeHHSX 3 y4acTIo MallieHTiB MiAIiTKOBOTO BiKy, 3 OiONISIPHOIO MaHi€t0, 0yJ10 Big3HAYeHO
IiABUIIEHHS MacCHU Tijla Ha TJIi TiKyBaHHS apUIIinpa30/ioM dyepe3 4 THXKHI Teparil. HeobxigHO
KOHTPOJIIOBATH Macy Tijla y migmiTkiB 3 6inonsapHol MaHieto. [Ipu icToTHOMY mifgBuUIlleHH] Macu Tina
Moxke OyTH IMOKa3aHO 3HUXKEHHS No3u (IuB. po3min «ITobiuHi peakirii»).

[lucdaris.

HeliponmenTuku, BKIIIOYHO 3 apHUIIIIIPa300M, MOXKYTh CIPUUUHSTH IIOPYIIEHHS MOTOPHUKHA CTPABOXOIY
i acmiparrito BMicTy nutyHKa. Apuminpa3on ciuifi 3 00epeXHiCTI0 3aCTOCOBYBaTH TallieHTaM i3
MigBUIIIEHUM PU3UKOM acCIlipallifHOl MTHEBMOHII.

[TaTOnOriYHa CXUIIBHICTH 00 a3apPTHUX irop Ta iHNIi po3yiagy iMOYIBCHOT0 KOHTPOJI.

[NTauieHTH MOXKYTh Bif4yBaTH IIOCUJIEHHS BUIIQMKiB ITATOJIOTIYHOI CXUIBHOCTI, 0COOTMBO 0 a3apTHUX
irop, i He3gaTHICTH KOHTPOJIIOBATH I[i HallafAu Iif Yac NPUNOMY apHuIIinpa30iy. TakoX MOBiOMIISAIN
IIPO TillepCceKCyalbHiCTh, HellepeOOPHUM MOTAT OO0 MOKYIIOK, ITepeifaHHsI a0 HEKOHTPOIbOBaHUM
IOTST OO BXKUBAHHS 1Ki Ta iHII po3jagu iMIyTbCUBHOI Ta KOMITYJILCUBHOI TOBEOIiHKHU. BaxkiuBo, 11100
niKapi MOBiMOMIISIIM TallieHTaM IIPO PO3BUTOK HOBUX ab0 BHINe3a3HaueHUX PO3/IafiiB IIpH JTiKyBaHHI
apurinpa3osnioM. Citif 3a3HAYUTH, 10 CUMIITOMHU iMITyJIbCHOTO KOHTPOJII0 MOXKYTh OyTH IIOB’s13aHi 3
OCHOBHMM PO3J1a[i0M; OfHAaK IHOAI ITOBITOMIJISJIA IIPO NIPUIIMHEHHS CIIOHYKaHb IIpU 3MEHIIEeHH] 103U
npemnapaty abo Ipu IpUIMHEHHI TiKyBaHHSA. Po3nagyu iMImynbCHOT0 KOHTPOJIIO MOXKYTh HaHECTH
IIKOAY MAallieHTy Ta iHIIUM MI0AAM, SKII0 BOHU He BU3Ha4eHi. JKIIo y mallieHTa PO3BAHYThHCS TaKi
CXUIBHOCTI Tifl Yac MpuioMy apuiinpa3ony, HeoOXifHO BUPILIUTY MUTAHHS PO 3MEHILIEHHS 103U
abo MpUNMHEHHS JTiKyBaHHS.

JIaKTO3a

[IpemapaT MiCTHATh 1aKTO3Y, TOMY Malli€EHTaM i3 PigKICHUMHU CITagKOBHMMU MOPYIIEHHIMU, TAKUMU SIK
HEeIepeHOCUMICTh rajlakTo3u, nedinut makTasu Jlanma a6o mopyIlneHHss BCMOKTYBAHHS TJTIOKO3H-
rajylakTo3u, He CJIiJ IpuiMaTH IeH JikapchbKui 3acil.

[NamienTy i3 cynyTHIM 3axBoproBaHHAM CIIVT' (cuHOpOM mediluTy yBaru i rimepakTUBHOCTI).
He3Bakalouu Ha BUCOKY YaCTOTY CYNYTHIX 3axBopioBaHb OinonsipHoro po3nany I tuny i COYT, €
nyke oOMexKeHi faHi 3 6e3MeKy OMHOYACHOTO 3aCTOCYBaHHS apHUIIipa3oily i CTUMYISATOPIB, TOMY IIpU
OJHOYaCHOMY NpU3HaYeHHi ux 3aco6iB HeoOXigHa Hafi3Bu4aliHa 00epeXKHICTh.

IMaginug

Apuninpa3sos MoXke CIPUYUHUTYU COHJIUBICTh, OPTOCTATUYHY TillOTEH3i10, MOTOPHY Ta CEHCOPHY
HecTalOiNIbHICTh, 1[0 MOXKYThH IIPU3BECTH [0 NafiHk. Clil OTpUMyBaTUCh 00€PEXKHOCTI IIpH JTiKyBaHHi
NalieHTiB 3 OiNbII BUCOKMM PU3UKOM, a TAKOXK CJIifl PO3TJISHYTH HOLINIbHICTL 3aCTOCYBaHHS OiTbII
HU3bKUX ITOYATKOBUX [I03 ITpemnapary (Halnpukial, Nalli€HTH JIiTHROTO BiKy a0 ocnabieHi namieHTy;
nuB. po3min «Croci6 3acTOCyBaHHS Ta O3U»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

ApnekBaTHUX i ToOpe KOHTPOJIbOBAHUX [IOCIMIKEHD 3 y4aCTIO BaTiTHUX KiHOK He ITPOBOOMIIH.



[ToBimoMISANIK TIPO BPOAKEHi aHOMaJIil, IPpOoTe MPUYMHHO-HACIIIZKOBOTO 3B’I3Ky 3 IPUIHOMOM
apHIIipPa30Jy BCTAHOBIEHO He 0yi10. BimoMi maHi mocmigkeHb Ha TBapuHAX HE HAIOTh 3MOTH
BUKJIIOYUTHU MOXKJIMBICTh HETATUBHOT'O BIUIMBY Ha BHYTPIIIHbOYTPOOHMI pO3BUTOK. [lalieHTam cif
TIOBIIOMJISITH JTiKaps PO HaCTaHHS BariTHOCTI abo HaMip 3aBariTHITH Mif Yac MiKyBaHHS
apuIIinpa3osioM. Y 3B’93Ky 3 He[JOCTAaTHHOIO iHhopMaIri€ro Ipo 6e3MmeKy 3aCTOCYBaHHS apUIIiIIpPa30iTy
y IIepiof BariTHOCTI IpemnapaT MOXKHa IpU3Ha4YaTy TUIBKHU TOAI, KOJIM O4YiKyBaHa KOPUCTH [JIA
BariTHOI MEPEBUIIY€E MOTEHIIMHUY PU3UK [JIS IIJIOAA.

Y HOBOHAPOAXKEHUX, MaTepi IKUX IpUMaNI HeUPOJIEeNTUKHY (BKIIIOUHO 3 apUIIiNIpa30J10M) IPOTIrOM
Il TpuMecTpy BariTHOCTI, MOXKJMBi HeOaxKaHi peakllii BKJIIOYHO 3 eKCTpanipaMigHUMU CUMIITOMaMU
Ta/abo CUHOPOMOM BigMiHM, SIKi MOXYTh OyTH Pi3HUMH 3a TSKKICTIO i TpuBasicTio. Bimomo mpo
BUTaIKX 30yIKEHHS, TillepToHil, TimoToHil, TPEMOPY, COHIUBOCTI, PECIIiPAaTOPHOT0 AUCTPECY abo
po3rnapiB npu ropyBaHHi. OTKe, HEOOXiTHO peTeIbHO HaTrIsAAaTH 3a CTAHOM TaKUX HOBOHAPOOKEeHUX.

[Iepion rogyBaHHSA TPYOOI0

Apwurminpa3on IPOHUKAE ¥ IPyoHEe MOI0KOo. HeoOXimHO MPUUHSTH PillleHHS 100 IPUIHHEHHS
rogyBaHHS I'pyAnio abo IpPUIMHEHHS/YTPUMaHHS Bifl Tepallil apuIinpa3oioM 3 ypaxyBaHHSM KOPUCTI
TPYOHOTO TOAYBaHHS [JIg IUTUHY Ta IepeBaru Teparii ois KiHKH.

DepTUNLHICTD.

3rifHO 3 JAHUMHU 3 JOCHiAKEeHHS PEIPOAYKTUBHOl TOKCUYHOCTI apHUITiIpa30/ He BIJIMBA€E Ha
(hepTUNBLHICTS.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

Apwurtinpa3on Mae He3HAYHUHM a00 MOMipHUY BIIJIMB Ha 3[MATHICTh KEPYBaHHS aBTOTPAHCIOPTOM a6o
IHIIMMU MeXaHi3MaMH y 3B’43Ky 3 IIOTEHLIMHNUM BIIMBOM Ha HEPBOBY CUCTEMY Ta OpraHU 30py Ta
IIPOSIBOM IOOIYHUX peakllili, TaKuX K cefallis, COHJIMBICTh, HEIIPUTOMHICTb, PO3MHUTICTH 30DY,
ounomnis (muB. po3min «ITobiuHi peakirii»).

Cnoci6 3acmocyeaHHsi ma do3u.
[IpemapaT 3aCTOCOBYBaTU BHYTPIIIHEO.
IlTusogpeHisn

PekomeHayeThCSs TpU3HaYaTH ApiieHTan y mo4aTtkoBii mo3i 10 abo 15 mr 1 pa3 Ha moby, He3aiexkXHO
Big mpuiiomy ixi. [TinTpuMyioda mo3a cTaHOBUTH 15 Mr Ha go0y. [loBeieHa e(eKTHBHICTh IIpenapaTy
y mo3ax Big 10 go 30 mr Ha goOy. [ligBumneHHs eeKTUBHOCTI IpU puiioMi 7o0OBOI AO3H, 110
mepeBuiye 15 Mr, IpoIeMOHCTPOBAHO He OyJI0, X0Ya OKpeMUM IallieHTaM MoXke OyTy KOpUCHa
IIigBUIIIEeHa [03a.

MakcuMasbHa fo00Ba J03a He MTOBUHHA nepeBuliyBatu 30 MT.

MaHiakaavHi enizodu npu 6inoaspHomy po3aadi I muny: peKoMeHI0OBaHa MOYaTKOBa [03a IperaparTy
ApinenTtan cranoButh 15 mr. Lito o3y npuiitMatu 1 pa3 Ha 0oOy He3aeXKHO Bifl mpuioMy iXi sIK



MOHOTepaIi ado y ckiiafi KoMOiHOBAHOTO JIiKyBaHHSA. [ OKPEMUX TAI[iEHTIB MOXKe OyTH
e(eKTUBHUM MifABUILEHHS 103U. MaKcuMabHa 1060Ba [03a He MOBUHHA IepeBulyBatu 30 Mr.

ITpoginakmuka peyudusis po38uUMKY HOBUX MAaHiakaabHUX eni3zodie npu 6in0aApPHOMY PO34aoi

I muny: ong nonepeaXeHHs PEeLUAYBIB MaHiaKaJIbHUX €Ii30[iB y Malli€HTiB, SKi IpuiMaIu
apUIINPa3osl SK MOHOTepariio abo y ckinaai KoMOiHOBAaHOTO TiKyBaHHS, CJIifl ITPOAOBXKYBAaTH IPUHAOM
npernapary B Ti#i caMiii J03i. 3 oryigay Ha KIiHiYHUN CTaH IallieHTa MOXKJ/IMBa KOPEKIIis 1o00Boi 103H,
y TOMy 4uCHi 11 3HUKEHHS.

Oco06nuBi TpyIy NallieHTIB

[auieHmu 3 nopyweHHaM ¢yHkuii neuinku. [TamieHTaM 3i c;1abKkuM ab0 TOMIPHUM CTyIIEHEM

IIeYiHKOBOI HEOCTAaTHOCTI KOPEKIIis mo3u He moTpiOHa. [IJ1s HagaHHsS PeKOMeHallin
malfieHTaM i3 TIKKUM IOPYIIeHHSAM (QYHKIIII MeYiHKY HeJOCTaTHhO HasgBHUX MaHuX. 103y
IIUM TallieHTaM CJIif migbupaTtu o0epexHo. ITalieHTam i3 TSXKKUM MOPYLIIeHHSIM QyHKII
IIeYiHKY MaKCUMaJbHy f000BY 103y 30 MI 3aCTOCOBYBaTH 3 00€PEXKHICTIO (TUB. PO3TiN
«DapMaKOKiHETHKA»).

[auienmu 3 nopyweHHam ¢yHkuii Hupok. TTallieHTaM i3 MoOpymeHHIM (PYyHKIIil HUPOK KOPeKIis
Io3u He MOTpiOHa.

IMauieHmu aimHbo20 8iky. be3neka Ta eeKTUBHICTL apUIIINIPa30y y JIiKyBaHHI mu3odpeHii abo
MaHiaKaJbHUX eMi30fiB npu OinoaspHOMYy po3nafi I Ty ans maiieHTiB BikoM Big 65 pokiB He
BCTaHOB/IeHa. bepyuu o yBaru GinbIl BUCOKY YYTNIMBICTD IIi€l MOMyJIsLil Nalli€HTIB, CNTif PO3TJISHYTH
MOIIIIBHICTE 3aCTOCYBaHHS OiNIbIII HU3BKUX ITOYATKOBUX 103 IIperapary, SIKII0 A03BOISAIOThH iHIIT
KJTiHiuHi PpakTOopu (muUB. po3min «OcoONMUBOCTI 3aCTOCYBAHHS»).

Cmams. Kopekilisg mo3u 3a7eXKHo Bifl CTaTi nalieHTa He MOTpiOHa (OUB. PO3Min
«PapMaKOKiHETHKA»).

KypiHHA. 3 ornsaay Ha minsax MeTabomi3My apuIlinpa3ony, KypusM KOpeKIlis o3yBaHHS He MMoTpibHa
(muB. po3min «B3aemopmis 3 iHIMUMY JTiKapChbKUMM 3aCo0aM¥ Ta iHIII BUAY B3aEMOIii»).

Kopexkuis do3u y 38’43Ky 3i 83aemodisimu. Y pa3i 0HOYACHOT'O BBEIEHHS MOTYKHUX iHTi6iTOPIB
CYP3A4 a6o CYP2D6 3 aputinpa3ojioM 03y apUIlipa30ily Cllif 3HU3UTH. AKII0 3i cxeMu
KOMOiHOBaHOTO JiKyBaHHS BUKI04aeThcs iHribiTop CYP3A4 a6o CYP2DG6, mo3y apuminpasony Cif
TigBUINUTY (OUB. PO3Min «B3aemopmist 3 iHIIUMH JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIHU B3AEMOTIN»).

Y pasi ogHOYaCcHOTr0 BBefeHHS NOTYyxKHUX iHAYKTOpiB CYP3A4 3 apuninpa3osioM 403y apuIinpa3oiny
cim migBUIUTH. AKIO 3i cCxeMu KOMOiHOBAHOTO JTiKyBaHHS BUKITIO4YaEeThCs iHOyKTOp CYP3A4, mo3y

apUIinpa3oiy CIif 3MEHIIUTH A0 PeKOMEHO0BaHOl (OUB. po3ain «B3aeMopis 3 iHIIMMU TiKapChKUMU
3aco0aMHu Ta iHIII BUOU B3a€EMOMIN).

Himu. He 3aCTOCOByBaTH HiTSM.

Ilepedo3yeanns.

CumMnrToMu



Y mopocmux malieHTiB OIMCaHO BUMTAOKX HAaBMUCHOTO ab0 BHUITaAKOBOT'0 TOCTPOT0 IEPENO3yBaHHS
apuIinpas3onoM y go3ax go 1260 mr, 1m0 He Majy JIeTaJbHOT0 HACiAKy. [I0TeHLiIiHO BaXX/IUBUMU 3
MEeIHUYHOI TOYKH 30Py CUMIITOMAMH, III0 CIIOCTepiranucs, 6ynu meTapris, migBUINEeHUE apTepiarbHuil
TUCK, COHJIUBICTh, TaxXiKapmisi, HynoTa, 6/10BaHHS i miapes.

OxkpiM 116010, Oy7TM OTPUMAHI JaHi PO BUIIQKOBE ITepeno3yBaHHs BUHITKOBO apHUIIipa30sioM (y mo3i
no 195 wmr) y mite, 1o He Oy71o neTanbHUM. [I0TEHIIMHO BaXKTUBUMU 3 MEIUYHOI TOYKU 30Dy
CHMIITOMaMH, III0 CIIoCTepiranucs, 6y COHIUBICTh, KOPOTKOYAcHA BTpaTa CBiJOMOCTi Ta
eKCTpalipaMifiHi CUMITOMH.

JIiKkyBaHHA

[Tpu nepeno3yBaHHi OoTpibHA MigTPUMYI0da Tepanis, 3abe3nedyeHHs ITPOXiTHOCTI AUXaTbHUX IUISAXIB,
OKCUTeHOTepallis, IITyYHa BeHTUJIALIS JIeTeHb i KOHTPOJIb 3a cuMnToMaMu. Cyiig Opatu Jo yBaru
MOXKJTUBICTh IIePeI03yBaHHs YMCETbHUMHU JliKapchkuMu 3acobamu. CIifi HeraHo po3no4yaTi
KOHTPOJIb 3a CTAHOM CEPILIeBO-CyIUHHOI cucTeMu 3 peectpartiieio EKI st BUABIEeHHS
aputMmin. [Ticns migTBepaKeHOro abo iMOBIPHOTO ITepeno3yBaHHs apUIIiIpa30ioM HeoOXigHe
peTenbHEe MEOUYHE CIIOCTEPEKEHHS i KOHTPOJIb 3a CTAHOM ITallieHTa [0 MOoTo HopMaJTi3ailii.

AkTuBOBaHe ByTiys (50 r), 110 3aCTOCOBYBau 4epe3 1 TOOUHY MiCIs MPUNOMY apHIIipa3oy,
3HUKYBAJIO oKa3HUK C,, apuminpasony npubau3uo Ha 41 %, a mokasuuk AUC - mpubnu3Ho Ha 51
%, 1110 BKa3y€e Ha MOXK/INBY e(DeKTUBHICTbL aKTUBOBAHOTO BYTiJJIS y JTiKyBaHHi ITepeqo3yBaHHS.

l'emomiai3

XoyYa 0OCTOBIPHUX JaHUX IIPO 3aCTOCYBaHHS eMOfialli3y IIpy [Iepefo3yBaHH] apuIlinpa3oily HeMae,
CIIPUSTINBUN e(PeKT I[bOT0 METOY MaJIOMMOBIpHHUI, TOMY 1[0 apPHUIIiIPa30/ He BUBOAUTHCS HUPKaMu
y HE3MIHEHOMY BUTTISIOI i 3HAYHOIO Mip0OI0 3B’SI3Y€ETHCS 3 OiTKaMu Ia3Mu.

ITobiuni peakuii.

Haiiuacrimumy no0iyHUMY peakiisimMu Oynu akaTusid i Hygota. KoxeH i3 3a3HaUueHUX CUMIITOMIB
BUHUKAB GibIl HiX ¥ 3 % MallieHTiB, IKi MpuiiMaayd apuIlinpa3osl MepopasbHo.

Yci no0bigHi peaxiiii mpuBeeHO 3a CUCTEMOIO0 KJIaCiB Ta OpraHiB Ta 94aCTOTOH0: AyXke dacTo (=1/10),
yacTo (= 1/100 - < 1/10), meuacTo (= 1/1000 - < 1/100), pigko (= 1/10000 - < 1/1000), oyxe pigko
(< 1/10000), yacToTa HeBimoMa (He MoxKe OyTH OlliHeHa 3a HaSBHUMU JAHUMHU).

YacToTa nobiyHKX peakllil, 3apeeCTPOBAHUX Y TOCTMAapPKEeTHHTOBUI 1ePio] 3aCTOCYBaHHS, He MOXKe
OyTu olliHeHa, OCKiJIbKM BOHU OTPUMaHi 3i CIOHTAHHUX 3BiTiB, TOMy 9acTOTa LXX MOOIYHUX peakilin
K1acuQiKyeThCs K HEBiTOMA.

Kinac cuctem opranis[dacTto HeuacTo YacToTa HeBigoMa
3 60Ky KpOBi Ta JleiKoTeHis,
miM$aTruyHOI HENTPOIIEeHis,
CHCTEMH TPOMOOLIUTOTIEHIST




3 00Ky iMyHHOI
CUCTEMHU

Arnepriuni peaxkirii
(HampuKnapg aHadinakTUYHI
peaxilil; aHTiOHEeBPOTUYHUMN
HaOpSIK, BKITIOYHO 3
HaOpSIKOM sI3MKa; HaOpsK
sI3Ka, HaOpSK o0auyus,
cBepbixk ab0 KPOIUB STHKA)

3 00Ky eHIOKPUHHOI
CUCTeMHU

['imeprponakTu-HeMis

[iaOeTr4yHa rimepocMoIsipHa
KOMa,
miabeTUUYHUY KeToalluaos

3 60Ky 00MiHy
PEYOBHH 1
Xap4yBaHHS

LlykpoBuii miabet

[inepriikemis

[imoHaTpieMis,
QHOPEKCif,

SHUKEHHS MacCH Tina,
30iNIBINIEHHS MacCH Tijla

3 00Ky IICUXiKH

be3coHHS,
HEeCIIOKil,
30yIKEHHS

[lemnpecis,
rimepceKkCyaibHICTh

Cropobu cyiuumy,
cyluupmanbHe MUCIIEHHS i
3aBepIeHe caMoTry0CTBO
(ouB. po3min «OcobmuBOCTI
3aCTOCYBaAHHS»),
MaTOJIOTiYHA IPHUCTPACTh [0
a3apTHUX irop, po3nagu
IMITyJIbCHOT'O KOHTPOJIIO,
KOMITYJIbCUBHE IIepeigaHHs,
HerlepeOOpHUI OTAT 0
MTOKYTIOK, IIOpioMaHis,
arpeCUBHICTS,

30yIKEeHHS,

HEPBO3HICTh

3 00Ky HEpPBOBOI1
CUCTEMHU

AKaTH3id,
eKCcTpamipaMmigHi
[IOPYILLIEeHHS,
TPEMOD,
TOJIOBHUH Oinb,
CenaTUBHUN
eexT,
COHJIMBICTB,
3allaMOPOYEHHS

[Ti3Hsa gucKiHe3id,
MMCTOHIA

3n0sKiCHUMN
HEHPOJIENITUYHUYN CUHOPOM
(3HC),

BEJIMKNY CYNOMHUY Hamaf,
CEepPOTOHIHOBUYM CUHOPOM,
MOPYIIeHHS MOBJIEHHS

3 00Ky opraHiB 30py

Po3MuTicTh IOJIS
30py

Tunoris

OKyJIOTripHUM KpU3

3 6oKy cepist

[Taxikapmis

PanToBuil 1eTalbHUN
HACJIiIOK,

ipyeTHa IMUIYHOYKOBa
TaxiKapmid,

mogoBxeHHd iHTepBany QT,
[IIJTYHOYKOBA apUTMis,
3yNUHKA CEepLeBol
misimbHOCTI, OpaguKapmis

3 00Ky CynmuH

OpTocTaTU4Ha
riroTeH3is

BeHo3Ha TpoMOoeMOoITis
(BKITIOYAlOYU IETEHEBY
em001it0 Ta TPOMOO3
TTHOOKUX BEH),
rifepTeHsid,

CHUHKOIIE




3 00Ky muXabHOI
CUCTEMHU, OPTaHiB
rPYOHOI KJTITKH Ta

[11KaBKa

AcmipalliiHa THEBMOHi,
TTapUHTOCIIa3M,
POTOTIOTKOBHUM CIIa3M

CepenoCTiHHSA
3 00Ky TpaBHOI 3arop, [TaHKpeaTwur,
CLICTEMU MICIIeIICid, nucaris,
Hy[OTa, HagMipHe miapes,
CIIMHOBUIIJIEHHS, nuCKOMGOPT y TiMSHII
OJII0OBAHHS [ITYHKOBO-KMIIIKOBOT'O TPAKTy
3 60Ky MeviHKy i [TeuiHKOBa HEOCTATHICTD,
PKOBYOBUBIMHUX TemnaTur,
MIJISIXiB PKOBTSTHHIIS,

MiIBUIIEHHS PiBHSI
armaHiHaMiHOTpaHC(depas3u
(AJIT), migBUILIEHHS PiBHSA
acrmapraTaMiHOTpaHchepasu
(ACT),

MiJBUILEHHS PiBHI raMMa-
riayTamintpascepasu (I'TT),
MigBUILIEHHS PiBHS JTy2KHOI
dbocdaTazu

3 0OKy LIKipH i
MIOIIKIPHUX TKAHUH

Bucui,

peaxiril GOTOUYTIUBOCTI,
QJIOIIellis,

MMOCHUJIeHe IIOTOBUOIJIEHH S

3 OOKy CKeJleTHO-
M’S130BO1 Ta
CIIOJIyYHOI TKaHUH

Pabnomiori3
Miasris,
PUTIOHICTH M’ S3iB

3 00Ky HUPOK i

HeTpuMaHHS cedi,

[TiC/ISAII0NOTOBI 1
[eprHaTaibHi CTaHU

CEe4OBUBITHUX 3aTPUMKa CEUYOBUIIYCKaHHS
MITSIXiB
BariTHiCT, CHHOPOM BigMiHU IIpenapaTy

y HOBOHAPOAXKEHUX (OUB.
PO30iNT «3aCTOCYBaHHS Y
nepiop BariTHOCTI abo
rOOyBaHHS T'PYIOIO»)

3 00Ky CTaTeBUX
OpraHiB Ta MOJIOYHOI
3271031

[Tpiamizm

Y ckilagHeHHS
3arajibHOTO
XapaKTepy i peakiiil
V MiCIli BBE[JeHHA

BToma

[TopyleHHSI TEMIIepPaTypPHOI
perynsiil (Hanpukiag
rioTepMis, mipekcis),

Oi71b y TPYAHIN KIiTIi,
nmepudepuyHnil HabpsSIK

JTabopaTopHi
IOCIIIMXXeHHS

[IimBUIIEHHS PiBHSA T'IIOKO3U
KPOBI,

[TiTBUIEHHS PiBHSA
TJIiIKO3MJIBOBAHOTO
reMoro6iHy, KOJuBaHHS
PIBHS TIIOKO3H KPOBI,
[TiTBUIEHHS PiBHSA

KpeaTuH(oCchOKiHa3U

Onuc okpeMux mo6iYHUX peakilin




[TucTOHIS

KnacoBu#i epeKT: CHMIITOMH OUCTOHIiI, TPUBAJIOTO IATOJIOTiYHOTO CKOPOUYEHHS I'PYI M'g3iB, MOXKYThb
3’SIBUTHCS Y CXUJIBHUX [0 LBOTO MAlli€HTIB IPOTITOM MEPIIUX KiTbKOX OHIB IiKyBaHHS. [IUCTOHIYHI
CHMIITOMH BKJTIIOYAIOTh: CIIa3M M’g3iB IIIui, 110 iHOAI IPOTPECYE A0 CTUCKAHHS TopJia, YCKIIagHEHE
KOBTAHHS, YTPyAHEHe OUXaHHS Ta/a00 BUMIMHAHHS sI3MKa. X04a Ii CHMITOMH MOXYTb BUHUKATHU IIPU
HU3bKUX 003aX, BOHU TPAIIAIOTHCS YacTille Ta 3 OilbIlIoi0 TSAXKKICTIO IPU 3aCTOCYBaHHi OiTbIm
BHCOKHUX [103 aHTUIICUXOTUYHUX IIPeIapaTiB MEPIIOTO MOKOiHHSA. [TifBUIIeHn# PU3UK IOCTPOI
[UCTOHII CIOCTEPIraeThCs Y YOIOBIKIB Ta NAI[i€HTiB MOJIOAMIKX BiKOBUX I'PYII.

IIponakTvH

Y xniniuHuX BUNpoOyBaHHSX 3a CXBaJeHUMHU TOKA3aHHSIMHU Ta y IIOCTMapKETUHTOBUX
CIIOCTEpPEeXKEeHHX Oy BUMAAKU SIK 30iNbIIIEeHHS, TaK i 3MEHILIeHHS IPOJaKTUHY B CUPOBATIIi KPOBi
IIOPIBHAHO 3 [I0YAaTKOBUM PIBHEM.

J1abopaTopHi MOKA3HUKHU

[TinBuieHHs piBHS KpeaTuHMOCHOKiIHA3Y, SK IPaBUIO0, MAHYIII Ta 6€3CUMITOMHI, CIIoCTepiramucs y
3,5 % mallieHTiB, AKi OTPUMYBaJId apUIIinpa30l.

[laTonoriyHa MPUCTPACTh IO a3aPTHHUX irop Ta iHII po3nagy KOHTPOIIO iMIYILCHOI MOBEeNiHKU

[TaTonoriyHa MPUCTPACTh OO a3apTHUX irop, rinmepcekcyanbHIiCTh, HelepeOOPHUH MOTAT A0 MOKYIIOK,
nepeifaHHsa ab0 HEKOHTPOJILOBAHUM TOTAT [0 1Ki MOXKYTh BUHUKATH Y TAIliEHTIB, IKi MIpUIMaioTh
apuminpason.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

BaxkuBo MOBiIOMIIATH PO Migo3pioBaHi mo0iYHi peakiiii y nepiog mocTMapKeTUHTOBOTO
criocTepexeHHs. Lle mae MOXKUBICTh 3[iMCHIOBATH KOHTPOJIb 3a CIiBBiIHOIMIEHHSAM KOPHUCThL/PU3UK
[Jis mikapchKux 3aco6iB. IIpariBHuKY chepu 0XOPOHYU 300POB Sl IOBUHHI MOBIOMIISTH IIPO
nifo3pioBaHi mobivHi peakirii.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiraHHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBI Tpu TeMiepaTypi He Buille 25 °C. 30epiraTu B HEIOCTYITHOMY
IJI giTed micri.

YnakoBka. [1o 7 TabneTok y 6micTepi, o 1 6mictepy abo 1o 4 6yicTepu y nayiii.

Kareropis Bigmycky. 3a perenTtom.



BupoOHHK.

AxTtasic JITa./Actavis Ltd.

Micne3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBa>KeHHsI HOTO Tis/IbHOCTI.
BLBO015, BLB016, Byneb6en Ingactpian Ecteiit, M. 3etityH, ZTN3000, MamnbTa/

BLBO015, BLB0O16, Bulebel Industrial Estate, Zejtun, ZTN3000, Malta.

3asiBHHK.

3AT «®apwmmira» / UAB “Farmlyga”.

Micne3HaxomXKeHHS 3asiBHHKA.

ByJI. AHTaKanbHbO, Oynd. 48A-304, Binbuioc, JIuToBchKa Pecny6iika / Antakalnio g. 48A-304, Vilnius,
Republic of Lithuania.



