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Attach 1
IHCTPYKUIA
ANA MeIMYHOT0 3aCTOCYBaHHS NTiKapCbKOro 3acoby
Apvnpason®
(Ariprazol)

Cknag;

Aitoya peyoBmHa: apuninpason;

1 TabneTtka MictuTh apuninpasony 10 mr a6o 15 mr (y nepepaxysaHHi Ha 100 % cyxy pevoBuHY apuninpason);

[OMOMIDKHI  PEYOBMHU: TiAPOKCMNPOMIZIMETULIENION03a; HATPIKO KPOCKapMeso3a; /1akTo3a, MOHOrIApaT; Leon103a MIKPOKPUCTaYHA; KUCNoTa JIMMOHHA,
MOHOriApaT; KPEMHit0 AioKCUA KONOTAHWIA 6e3BOAHNIA; MarHito cTeapar.

JlikapcbKa thopma. TabneTku.

OcCHOBHI (pi3MKO-XIMiYHi BNaCTUBOCTI:

TabneTku no 10 mr: TabneTkm 6inoro abo maimke 6inoro Konbopy, KPyrnoi hopmu, 3 NI0CKOK MOBEPXHEHD, 3 PUCKOLD;
TabneTkn no 15 mr: TabneTkun 6inoro abo maixe 6iN10ro Konbopy, Kpyrnoi oopmMu, 3 N0CKOK NOBEPXHERD.

dapmakoTepaneBTUYHa Frpyna. MNcnxonenTuyHi 3acobu. AHTUNCUXOTUYHI 3aco0K. IHWI HeponenTukn. Kog ATX NOSA X12.

dapmMakosoriyHi BnacTmneOCTI.

PapmakognHamika.

MexaHi3m aii

TepaneBTUYHa fid apuninpasony B NiKyBaHHI WM30gPpeHIT Ta 6iNofgpHOro posnagy Tmny | 06ymMoBneHa Cnosly4YeHHAM YaCTKOBOro aroHiamy OO peLenTopis
fodaminy D2 i cepoToHiHY 5-HT1a, a TakoX aHTaroHi3My LL0A0 peLenTopiB CepoToHIHY 5-HT2a. Bigomo, Wo apmninpasosn BUABNSB aHTaroHiCTUYHI BNAaCTUBOCTI
Ha TBapUHHUX MOLENAX AodhamiHeprivyHOT rinepakTMBHOCTI Ta arOHICTUYHI BNAaCTUBOCTI Ha TBAPUHHUX MOLENAX AoghamiHeprivyHOi rinoakTMBHOCTI. Apuninpason
Mae BMCOKY afhiHHICTb 3B'A3yBaHHA in Vitro oo peyentopis gogamiHy D2 i D3, peuentopiB cepoToHiHy 5-HT1a i 5-HT2a, a Tako)X NOMipHY aghiHHICTb W00
peuenTopiB gogamiHy D4, cepoToHiHy 5-HT2c i 5-HT7, agpeHepriyHux peuentopis anba-1 i peuentopis rictamiHy H1. Apuninpason TakoX Mae rnomipHy
aiHHICTb WOA0 CEPOTOHIHOBMX PELIENTOPiB i He Mae MOMITHOI apiHHOCTI BIAHOCHO MYCKAapUHOBMX peLenTopiB. B3aemogif 3 IHWUMW peLentopamu, Kpim
nigT1NiB fodamMiHy i CepOTOHIHY, MOXe MOACHIOBATM AesKi iHLWI KNiHIYHI etheKTn apuninpasony.


mailto:

PapmMaKkoKiHe TuKa
BCMOKTYBaHHS
Apuninpa3on fobpe BCMOKTYETLCH, NPUUYOMY MOro MakCMMasibHa KOHUeHTpauis y nnasmi KpoBi (Cpgy) BocAraeTbcs uepes 3-5 roguH nicns 3acToCyBaHHSA.

Apuvninpason 3asHae MiHIMa/IbHOrO MPecUCTeEMHOro MeTaboniamy. AOGCOMTHA 6i0AOCTYNHICTL Npenapaty npu nepopaibHOMYy MpUiioMi CTaHOBUTL 87 %.
B>XnBaHHSA DKi 3 BUCOKMM BMICTOM XXMPIB He BM/IMBaE Ha (DapMakOKIHETUKY apuninpasosny.

Po3nogin

Apvninpason WUPOKO Po3noAiNgeTbCs y TKaHMHax opraHiamy. O6'eM po3noginy ctaHoBuUTb 4,9 N/Kr, WO BKa3ye Ha BENIMKWIA eKCTpaBacKyIsipHUiA po3nogin. Mpwu
BBEZEHHI B TepaneBTUYHUX [03aX apuninpason i gerigpoapuninpason 6inbll HiX Ha 99 % 3B'A3yH0TLCSA 3 6ifIKaMy CUPOBATKW, MEPEBXKHO 3 a/lbOYMIHOM.
BioTpaHchopmaLis

Apuninpason 3Ha4HOK MipoK0 MeTaboNI3yeTbCA Y MeYiHLi, B OCHOBHOMY LLIAXOM [erigporeHisayii, rigpokcuntoBaHHa Ta N-geaskifyBaHHA. BignosigHo o AaHUX
pocnifmkeHb in vitro gepmeHT CYP3A4 | CYP2D6 BignoBigatoTh 3a ferigporeHizayito i rigpoKcuioBaHHA apuninpasony, a N-fgeaskinyBaHHA KaTani3yeTbCs
CYP3A4. Apuninpason € OCHOBHOK PEYOBMHOKO NiKAPCbKOro 3acoby, Lo 3HAX0AMTbCA B CUCTEMHOMY KPOBOTOLLI. Y PIBHOB&XXHOMY CTaHi ferigpoapuninpason —
I0ro akTUBHUIA MeTaboniT — cknagae NpnbnmsHo 40 % nnoLi nij hapMakoKiHETUUYHOK KPUBOK «KOHLeHTpaLis-yac» (AUC) apuninpa3osny B nia3mi KpoBsi.
BusegeHHs

CepepHiil nepiof HaniBBMBEAEHHS apumninpasony CTaHOBUTbL MPUBN3HO 75 rofnH B 0Ci6 3 akTUBHUM MeTaboniamom CY P2D6 i npnbnusHo 146 roamH B oci6 3i
cnabkmm metabonismom CY P2D6.

3ara/lbHUin KnipeHc apuninpasony AopiBHoe 0,7 MA/XB/KF, B OCHOBHOMY BiH MpeACTaBfIeHMIA MEeYiHKOBMM KipeHcoM. Tlicns ogHOpa30BOro nepopasibHoro
BBeAeHHs 14C-miyeHoro apuninpasony NpubansHo 27 % BUBOAUIOCA 3i ceyeto i Npn6amsHo 60 % — i3 kaom. MeHLue 1 % apuninpasosny B He3MiHEHOMY BUTSi
BMBOAN/IOCA i3 ceYeto, Npuban3Ho 18 % HeaMiHeHOro apuninpasony — i3 Kaiom.

dapMaKOKIHETUKA B 0COBAMBUX rpynax NaLieHTiB

4iTn

dapmakoKiHeTUKa apuninpasony i gerigpoapuninpasony B nauieHTiB BikoM Bifg 10 fo 17 pokiB 6yna aHanorivyHOK Takiil y A0pOociMX Micns KoperyBaHHSA 3
PI3HMLEN Yy Maci Tifa.

MauieHTn NiTHLOIO BiKY

BigMiHHOCTI MiXX (hapMaKOKIiHETUKOI apuninpasony Yy 3[40p0BUX 406POBO/bLIB MITHLOI0 BiKY | MOMOALINX NALiEHTIB BiCYTHI.

Cratb

BigMiHHOCTI MiDXX (hapMaKOKiHETUKOIO apuninpasosny Yy 3[40p0BUX YOJOBIKIB i XXIHOK BifCYTHI.

KypiHHa i paca

dapmakoKiHETMYHA OLiHKa nonynauii He BMSBMNA KNIHIYHO 3HAYYLUMX, MOB'A3aHUX i3 pacoto, BigMIHHOCTel abo BMAMBY KYPiHHS Ha (hapMakOKiHETUKY
apuvninpasony.

[opyLUEHHST (PYHKLIT HUPOK

Byno BUAB/EHO, L0 PapMaKkOKIHETUYHI XapaKTEPUCTMKM apuninpasony i Aeriapoapuninpasony OA4HaKOBI AK Y MaLieHTIB i3 TAXKMMYW 3aXBOPHOBAHHAMW HUPOK, Tak
i B MOIOAMX 3[0POBMX AOOPOBOBLB.

[opyLUEHHSt (PYHKLIT NeYiHKK

Y pocnigpkeHHi 0HOPa30BOI 403W Y NaLUieHTIB 3 Pi3HUM CTyneHeM Lupo3y nedviHkn (knacu A, B i C 3a wkanoto Yaiinga-N’t0) He BUSBNEHO 3HAYHOIO BNAMBY
MeYiHKOBOI HeAOCTATHOCTI Ha (hapMaKOKIHETUKY apuninpasony i Aerigpoapuninpasony, ofHaK y AOCAIMKEHHI 6pann y4yacTb BCbOro TPWU NaUiEHTU 3 LMPO3OM
neviHku Knacy C, W0 HefoCTaTHLO /1 BUCHOBKIB NP0 MeTaboniuHy 34aTHICTb.

KniHiYHI XapaKTepuUCcTUKMN.




Noka3aHHA.

MpenapaT Apunpa3on® nokasaHwii 418 NiKyBaHHS LIX30MPEHIT Y JOPOCIUX.

Aprnpa3on® nokasaHuii TaKoX A1 NiKyBaHHS NMOMIPHUX i TAXKKUX MaHiaka/lbHUX eni3ofiB npy 6inonspHoMy po3nagi | Tuny, a TakoX /1 3ano6iraHHs HOBUM
MaHiaka/lbHUM eni3ofam y AopOCunX, AKi paHille nepeHecI MaHiakasbHi eni3oan Ta AKi BiANoBifanu Ha NikyBaHHSA apumninpasosnom.

lMpoTnnoKasaHHS.
MMigBvLLeHa Yy TAMBICTb [0 apuninpasony abo [0 6yAb-AKOroiHLOro KOMMOHeHTa npenapary.

B3aemogisi 3 iHLLIMMK NiKapCbKUMM 3ac06aMu Ta iHLWI BUAW B3aEMOSI.
BHacnigok aHTaroHiamy o 01-afipeHepriyHnX peLenTopiB apuninpasos MoXKe NOCU/IHOBATY eEKT AKX aHTUTINepTeH3MBHUX NPenapaTis.

3 ornagy Ha OCHOBHWIA BrVB apuninpasony Ha uLeHTpanbHy HepBoBy cucTemy (LUHC) cnig goTpumyBsatucs 06epedXHOCTi Mpu npu3HadveHHi apuninpasony 3
IHLWMUY NiKapCbKMMK 3acobamu, Lo BnavMBarTh Ha LIHC, y 3B’A3KYy 3 MOXIMBUMU NepexXpecHMMU No6IYHUMN peakLiaMu, TaKUMK SK ceaTuBHa 4is.

TakoX HeoOXifHO BIAMOBUTUCHL BIf BXVMBaHHA a/IKOTOMIO Mif 4vac Tepanii apuninpasonom. Cif 3 06epeXHiCTI0 3aCTOCOBYBATW apuninpason y NOeAHaHHI 3
IHLWMMK NiKapcbKMMKM 3acobamu, AKi MOLOBXYHOTh iHTepBan QT abo nopyLUytoTb eNeKTPONITHUIA GanaHc.

MoTeHLUINHWA BNAMB iHLUNX NiKAPCbKUX 3ac00iB Ha f1it0 apuninpasony

IHri6iTOp cekpeLii CONAHOT KUCNOTWN, aHTaroHIiCT Ho-ricTaMiHOBUX peLenTopiB pamMoTUANH 3HUKYE LUBUAKICTb BCMOKTYBaHHS apuninpasony, ane uei edekT He

BBAXKAETHCA K/NIHIYHO 3HAYYLLMM.

Apuninpason meTabonizyeTbCa AeKinbkoma Lwnsgxamum 3a yyacTtio epmeHTiB CYP2D6 i CYP3A4, ane He hepmeHTiB CY PLA. Taknm YMHOM, KypUAM KoperysaTu
[,03y He NOoTpi6HO.

XiHignH Ta iHWi iHrieiTopn CYP2D6

[o3y apuninpa3ony noTpioHO 3HU3UTK NPUBAN3HO HaMo/IOBUHY Y pasi KOro 0AHOYaCHOro NPUIMOMY 3 XiHIAMHOM. IHWI NOTYXHi iHri6iTopn CYP2D6, Taki sk
(h/TYOKCETUH | NapPOKCETUH, IMOBIPHO, YNHATL aHa/IOTiYHWIA BNAMB, TOMY 3HVXKEHHSA 031 B pPasi iX 3aCTOCYBaHHA Mae OYTH TaK1M XEe.

KeTokoHa3on Ta iHwi iHriéiTopn CYP3A4

Y oci6 3i 3HmKeHuM MeTaboniamom CYP2D6 ogHouacHMin NpuitoM NoTy>XHUX iHri6iTopie CYP3A4 MoXe npu3BecTy A0 NosBY Giflbll BUCOKOI KOHLIEHTpaLiT
apuninpasony B Maasmi KpOBI MOPIBHAHO 3 TaKOK Yy NauieHTIB 3 akTMBHMM MeTabosnisMom CYP2D6. Y pa3i Heo6XigHOCTI O4HOYaCHOro 3acTOCYyBaHHS
KETOKOHa30/y abo iHLWKX NoTyXXHMX iHri6iTopis CYP3A4 3 apmninpa3osiom NoTeHLjinHa nepeBara NoBMHHA NePEBULLYBATU MOX/MBUIA PU3MK AN MauieHTa. Y
pasi 0jHO4aCHOro 3acTOCyBaHHS apuninpasosnly Ta KeTOKOHa30/y 03y apuninpasony MoTPibHO 3HM3WUTWU MPUGAM3HO HaMOMOBUHY. IHLWI MOTYXKHI iHri6iTOpK
CYP3AA4, Taki fiK iTpakoHa30/ Ta iHridiTopy npoteasun BIJ1, TEOPeTUUHO MOXYTb MaTy Taki > epeKTn, 0TXe, MOTPIOHO aHa/IoriyHO 3HVXYBATU LO3W.

Micna npunuHeHHs npuiiomy iHri6iTopa CYP2D6 abo CY P3A4 o3y apuninpasony NoTpi6HO NiaBULWLMTK [0 PiBHS, L0 3aCTOCOBYBaBCS A0 MOYaTKy CyMyTHLOrO
NiKYBaHHS.

MoXknMBe He3HauHe MiABULLEHHA KOHLeHTpaLii apuninpasony y pasi 0fHOYaCHOro 3acToCyBaHHA cnabkux iHribitTopis CYP3A4 (Hanpuknag, AunTiazemy abo
ecumTtanonpamy) a6o CY P2D6.

Kap6amaseniH Ta iHwi iHriciTopu CYP3A4

[o3y apuninpa3ony noTpibHO NOABOITU Y pasi MOro oAHOYacHOro npuiomy 3 kapbamaseniHoM. IHWI NOTYXHI iHAYKTOopn CY P3A4 (putamniuunH, prudabyTuH,
(beHITOIH, (eHobapbiTan, NPUMILOH, edaBipeH3, HeBipaniH i 3Bipo6iiA 3BMYaNHWIN) TEOPETUYHO MalOTb aHaloriyHWiA BMAMB, TOMY HeoOXifHe BiAnoBigHe
NigBULLEHHS f03W. [icnsa NPUNMHEHHA NPUIAOMY NOTYXKHUX iHAYKTOpiB CY P3A4 f03y apuninpa3ony cif 3HU3UTU 40 PEKOMEH0BAHOI.

BanbnpoaT Ta niTiit




Y pasi 04HO4acHOro NpuiioMy Basbnpoaty abo NiTito 3 apuninpasonom He 6y0 3adiKCoBaHO KNiHIYHO 3HAYYLLMX 3MiH KOHLEHTpaLiT apuninpasony.
CepoTOHIHOBMIA CUHAPOM

Y nauieHTiB, AKi NpuiManyu apuninpasos, crocTepirainca BuNagku CEePOTOHIHOBOrO CUHAPOMY, OCO6/IMBO Y pa3i OfHOYACHOr0 3aCTOCYBaHHA 3 IHLUMMM
CEPOTOHIHEPriYHMMM NpenapaTaMu, TaKMMU K CENEeKTMBHWUIA iHFiGITOP 3BOPOTHOrO 3axorsieHHs cepoToHiHy (CI33C)/ceneKTuBHWIA iHriGITOP 3BOPOTHOMO
3axoneHHs cepoToHiHy/HopaapeHaniHy (CI33CH), abo 3 npenapatamu, SiKi NiABALLYOTb KOHLEHTPALit0 apuninpasony.

[MoTeHUiHWIA BNIMB apuninpasosy Ha Aito iHLUMX /TiIKapCbKMX 3ac06iB

ManoliMOBIpHO, WO apuninpa3on 34aTHWIn BUKIMKATKM KNIHIYHO BaXKNMBI NiKapCbKi B3aeMoAii, onocepefkoBaHi tepmeHTamyu CYP2D6 (cniBBigHOLLEHHS
fekctpomeToptaH/3-meTokcnumopdiH), CY P2C9 (BapapuH), CY P2C19 (omenpason) i CY P3A4 (aekcTpomeTopdaH).

Y pasi 0fHOYAaCHOro MpuiioMy apuninpasony 3 Bajbnpoaramu, NiTiEM abo NamMOTPULKMHOM He Oyno 3adikKCOBaHO KAIHIYHO 3HAYYLUMX 3MiH KOHLEHTpauii
Basibnpoary, NiTito abo NamMoTPUIKMHY.

Ocob6nmMBOCTI 3aCTOCYBAHHS.

Mpn NiKyBaHHI HEMPONENTUKaMK NONIMNLIEHHA KNIHIYHOro CTaHy MauieHTa MOXe 3alHATY Bif AEKiNbKOX AHIB A0 AEKiNbKOX TUXKHIB. Y Lei nepiof cnig BecTu
peTe/IbHWI Harnsg 3a CTaHOM MaLieHTIB.

CxunbHICTb 0 cyiumay. Mossa cyiumaanbHOI NOBeLiHKM NpuTaMaHHa nalieHTam i3 NCUXOTUYHUMU 3aXBOPIOBAHHAMM Ta aleKTVBHUMW pO3/1afaMn Ta B LEAKUX
BMMaKax crioctepiranacs HeBAOB3i NICNsS NOYaTKy 3aCTOCYBaHHS HeMpOenTMKiB abo nepexody 3 OAHOIO HEMpPONIENTMKA Ha THLUMIA HEMPONENTUK, BK/KOYaOUN
NiKyBaHHA apuninpas3onoM. JlikyBaHHA HeponenTukaMu MOBWHHO CYMNpPOBOKYBATUCA PETE/IbHUM Harnsfom 3a nauieHTamu, fKi HanexaTtb [0 rpynu
MigBULLEHOTO PU3MKY.

CepLeBo-CyanHHI po3naau. Apuninpason cnif 3 06epeXxHiCTo 3aCTOCOBYBATW MaLieHTaM, B aHaMHe3i AKUX HasfBHI CepLeBO-CYAUHHI 3aXBOPHOBaHHA (IH(apKT
miokapga abo iwemiyHa xBopoba cepud, cepLeBa HefOCTaTHICTb abo MOpyLUeHHS MPOBIAHOCTI), LepebpoBacKyNApHI MOPYLUEHHS, CTaHW, LIO 3YMOB/IOKOTb
CXWMBHICTb NauieHTIB [0 TiNOTeH3iT (3HEBOAHEHHS, TriMOBOMEMIS, 3aCTOCYBaHHSA aHTUTINEPTEH3MBHUX /iKAPCbKMX 3aco6iB) abo rinepTeHsii, BKIKOUYaKOUK
nporpecyto4y abo 3/108KICHY rinepTeHsito.

Mpw NikyBaHHI HEMPONENTUKaMK COCTepirannics BUNagaKn BeHo3Hoi Tpomboembonii (BTE).

OcKifnbKn y naujieHTiB, AKi NpUiAMaloTb HEMPONENTUKK, YacTO CrocTepiraloTbest HabyTi hakTopu pusmky BTE, Ao i nig yac nikyBaHHS apuninpasonoM noBUHHO
Oy TV BUSABNEHO BCI MOX/IMBI (hakTopy pu3nky BTE i BXXUTO BCIX MPOGiNaKTUYHNX 3aX04iB.

MofoB>KeHHs iHTepBany QT. AK i iHLWI HeMpONenTUKK, apuninpason cif 3 06epeXXHICTIO 3aCTOCOBYBaTW MNalieHTaM, Y CiMEAHOMY aHaMHe3i AKX € BMNaLKu
NnoAoBXeHHS iHTepBay QT.

Mi3HA AMCKiHEe3iA. Y pa3i NosBy CUMNTOMIB Mi3HBOT AMCKIHE3IT Y NalieHTa, SKUiA NpuiiMae apuninpasosn, cnif po3rnsHyTV LOUiNbHICTb 3HVXKEHHS 03U npenapaTy
ab0 NPUNUHEHHS NiKyBaHHSA. 3a3HayYeHi CUMMTOMMW MOXYTb TMMYaCOBO 3aroCTPUTUCS abo HaBiTb BUHWKHYTU MICAA NPUNUHEHHS NTIKYBaHHS.

IHWi ekcTpanipamigHi _cumnTomu. [Mpy 3acTocyBaHHI apuninpasony y fiTeid cnoctepiraimca akatusis i NapkiHCOHI3M. Y pasi MosiBU 03HaK iHLLIMX
eKcTpanipaMigHUX CUMNTOMIB CAif, PO3MNISIHY T MOX/IMBICTb 3HUKEHHS 031 Ta BECTU PETENbHUIA KNiHIYHWIA MOHITOPUHI CTaHy NauieHTa.

3nosKicHWiA HeiponenTu4HWi cuHapom (3HC). 3HC aBnsie co60t0 KOMMIEKC CUMMTOMIB, MOB’A3aHUX i3 3aCTOCYBaHHAM /iIKaPCbKMX 3ac06iB-HENPONENTUKIB, AKUN
MOTEHLiIHO MOXe MaTW NeTabHUI HaCNifoK.

KniHiuHnmm nposisammn 3HC € rinepnipekcis (Ay>xe BUCOKa TeMnepaTypa Tina), M’a308a pUrifgHiCTb, 3MIHEHWUIA MCUXIYHWUIA CTATyC | 03HaKW po3nafy BereTaTuBHOI
HEPBOBOI CUCTEMM (HEPErynspHUin nynbLc abo apTepiasibHUIA TUCK, TaxikapAid, nocuneHe MNOTOBMAINEHHS i cepueBa apuTMmis). [0AaTKOBI O3HaKM MOXYTb
BK/IOYATU MIABULLEHHS PIBHA KpeaTUHKiHa3W, MIOrfobiHypito (pabfomMionis) i roctpy HWPKOBY HefoCTaTHICTb. [MpoTe crocTepirainca OKpemi BUMagKu
NiABWLLEHHS PiBHS KpeaTWHKIHa3W i pabaomionisy, He 060B’A3K0BO NoB’A3aHi 31 3HC. Y pasi nossu y nauieHta cumnToMiB 3HC abo He3’sICOBHOI y)XKe BUCOKOT
Temnepatypu Tina 6e3 [ofaTKoBUX KNiHIYHUX nposBiB 3HC npuitom yciX HerponenTUYHMX NiKapCbKMX 3aco6iB, y TOMY 4uC/i apuninpasony, HeobXigHO




NPUMNHATM.
EninenTuyHi_Hanagu. CnocTepirannca HeyacTi BUMAAKW eniNenTUUYHUX HanagiB npu NikyBaHHI apuninpa3osnioM. Tomy apuninpason chnif 3 06epexxHICcTio
3aCTOCOBYBATM NaLieHTam 3 enifiencieto B aHamHe3i ab0 HasABHICTHO CTaHIB, NOB’A3aHMX 3 eniNenTUYHUMI Hanagamm.

[MaLieHTV NiTHLOrO BiKY i3 NCUX030M Ha T/ AeMeHLi

MigsuiLleHa cmepTHICTb. Mpu 3acTocyBaHHI apMninpasony B NauieHTIB MiTHLOrO BiKY i3 MCMX030M Ha TNi XBOpo6u AnblreiimMepa puUsnK NeTasbHOro Hacnigky
NigBULLEHNI. XoYa NPUYUHN NETaIbHUX HAacMifKiB 6ynn pisHUMK, GiNbLIICTb i3 HUX Mana CepLeBO-CYAVHHY (Hanpukiag, cepuesa HefOCTaTHICTb, panToBa
CMepTb) abo iHteKLiHy (HanpyKnag, NMHEBMOHIS) Npupoay.

[Mo6iyHi peakuii LEepebpoBacKyNsapHOro xapakTepy. Y nauieHTiB NiTHbOro BiKy i3 NCUX030M Ha TNi XBOPoOM AnbLlreriMepa criocTepirannca nobivHi peakuii
LiepebpoBacKyIAPHOro TUny (Hanpukiag, IHCYNbT, TPAH3UTOPHA iLIeMiYHa aTaka), y TOMY YMC/i 3 IeTa/IbHUM HaCNiAKOM.

ByB 3ahikCOBaHWIA BUPaXXEHMIN B3aEMO3B 130K MiXK [03aMK Mpenaparty i NnosBok MoBiYHMX peakuiin LepebpoBacKyspHOro TMNy B NauieHTIB, AKi npuiMany
apvninpasonn.

Apuninpason He NOKa3aHWn 4NA NiKyBaHHSA NCUX03Y Ha TNi feMeHLiT.

[inepraikemis i LYKpoBUI AiabeT. inepraikemis, y AeskuMxX BUNagkax Hal3BUYaiHO TsHXKKA i NOB'A3aHa 3 KeToaumao3oM abo rinepocMosisipHOK0 KOMORO, Y T. 4. 3
neTanbHUM HacnigkoMm, byna 3ahikcoBaHa y NnauieHTiB, AKi NpuiAiMany aTUnoBi HeMPONeNnTUKK, Y TOMY YMC/T apuninpason. PakTopy pu3nKy THKKUX YCKaLHeHb
BK/IOHAlOTb OXUPIHHA | HasBHICTb AiabeTy B CiMeliHOMY aHaMHe3i. BigcyTHA TouHa MOpiBHANbHA OLiHKA PU3NKIB MOGIYHMX peakLuiil, NoB’si3aHMX i3
rineprnikemMieto, y nauieHTiB, SKi 3aCTOCOBYBa/IM apuninpason Ta iHWI aTUMoBi HelponenTuknW. HeobXigHO peTesibHO HarnsgaTv 3a CTaHOM MNauieHTiB, SiKi
npuimaroTb 6yAb-AKi HEMPONENTWKK, BKIOYaUM apuninpasosn, Qikcyoun cMMnToMK rinepraikemii (noniguncis, noniypis, nonidaris i cnabkicTb), a cTaH
navuieHTIiB i3 LyKpoBMM fiabeTom abo (hakTopaMu prsnKy po3BUTKY LLYKPOBOIO fiabeTy Heob6XigHO perynspHO KOHTPO/KOBATU WOA0 NiABULLEHHS PIBHS [/THOKO3M.
MigsvileHa YyTAMBICTbh. AK i Yy pasi 3aCTOCYBaHHA IHWMX NMiKapCbKMX 3ac006iB, NMpW 3aCTOCYBaHHI apuninpasofly MOXXYTb PO3BMBATUCA peakuii MigBULLEHOT
4y TAMBOCTI, AKi MPOABNAKTHCA CUMMITOMAaMU aneprii.

36iNbLUEHHA MacK Tina. Y nauieHTiB i3 WN30MpeHieto i 6inonspHOK MaHIe YacTo CNocTepiraeTbest 36ibLIEHHS Macy Tifla BHACNiAOK CYNyTHIX 3aXBOPHOBaHb,
3aCTOCyBaHHS HEMPONENTUKIB, AKi, AK BIAOMO, BUK/IMKAIOTb 30i/IbLLIEHHA Macu Tifla, a TaKoX BiACYTHOCTI 340POBOr0 CMOCOBY XUTTS; Le SBULLE MOXE NPU3BECTU
[0 Cepiio3HMX ycKnaaHeHb. Mpu nikyBaHHI apuninpasonoM BuNaAKy 36iNblUEHHS Macu Tina 3a3BUYail CnocTepirainca y nauieHTiB 3i 3Ha4YHUMK hakTopamMu
PU3NKY, TAaKUMU K AiiabeT, NopyLUEHHS 3 60KY LMTOBUAHOI 3a/1031 260 afeHoMa rinogisa B aHaMHesi.

Apvninpason He CNPUYNHIOE KNIHIYHO 3HAYYLLLOr0 36i/bLUEHHSA MAacy Tifla 'y LOPOCANX. Y KNIHIYHMX JOCIIKEHHAX Y NauieHTIB MiITKOBOrO BiKy 3 6ino/spHO0
MaHI€H 3aCTOCYBaHHS apuninpasosny NpPoTArom 4 TYXKHIB Y10 NoB’s3aHe 3i 30i/bLUEHHSAM Macy Tifna. AKLLO 36i/bLUeHHS Macy Tina cTae KNiHIYHO 3HaYyLWM, CNif
PO3rNAHYTU AOUIMBHICTb 3HVKEHHSA 403U (AMB. po34in «0o6ivHI peakuii).

Avcdaria. HeliponenTrkuy, BKAKOYaOUM apuninpasos, MOXYTb CAPUYUHATIA MOPYLUEHHS MOTOPMKIX CTPaBOXOAY Ta acnipawito BMICTY LWiiyHKa. Apuninpason Ta
IHLWI HEMPONENTUKK cNif 3 06epeXXHICTHO 3aCTOCOBYBATU NaLlieHTaM i3 MiABULLEHNM PU3NKOM acnipaliiiHOT NHEBMOHIT.

MMaTonoriyHa CXUbHICTbH [0 a3apTHYX irop Ta iHWi NOpYLIEHHSA KOHTPO IMNY/LCIB. Y MaUieHTIB, AKUM 6y/0 NpusHayeHo apuninpason, 6ynu 3agikcoBaHi
BUMAAKM NaTosIONiYHOI CXWIBHOCTI [0 a3apTHUX irop Ta He3faTHICTb KOHTPOMIOBATM L0 CXWIbHICTb. TakoX MOBIAOMANOCL MPO FiNepCeKCyasbHICTb,
HenepebopHWIA NOTAr A0 NOKYMOK, nepeigaHHs abo HEKOHTPO/IbOBaHMI NOTAr A0 BXMBaHHA XKi i iHWI po3nagn iMNynbCUBHOT Ta KOMMY/IbCUBHOI MOBEAIHKN.
Baxmeo, W06 nauieHT Ta 0cobu, fKi 3a HUMW [OrNsafaroTb, MOBILOMAAIN fliKaps MPO PO3BUTOK HOBMX abo BULLE3a3HAYeHMX PO3NafiB MNif 4vac NiKyBaHHSA
apuninpasonom. CUMMATOMU MOPYLUEHHS iIMMYNbCHOTO KOHTPO/0 MOXYTb OYTW MOB’A3aHi 3 OCHOBHUM P03/1al0M, OfHaK iHOAI MOBILOMAANOCA NPO 3HUKHEHHS
NaToNOriYHMX MOTArIB NPU 3MEHLIEHHI 403K npenapaTy abo Npu NPUNUHEHHI NiKyBaHHA. Po3nagmn iMnynbCHOro KOHTPO/IK0 MOXKYTh 3aBAaTW LUKOAW MaLieHTy Ta
HLUMM NOJAM, SKLLO BOHW He BUSIBMEHI. Y pa3i po3BUTKY TakuX po3nagis nif yac npuinomy apmninpasony Heo6XifgHO po3rfisHYTW MUTaHHSA NPO 3MEHLLUEHHS 03K
ab0 NPUNUHEHHA NiKyBaHHS.

NlakTo3a. Tabnetkn Apunpason® Mictatb nakTo3y. lMatieHTam i3 PigKiICHUMU CNafKOBUMU MOPYLUEHHAMU, TaKUMU SK HEMepeHOCUMICTb FanakTosun, AediuuT




nakTtasu Jlanna abo NopyLUeHHsi BCMOKTYBaHHS FNHOKO3W-ranakTosu, He CNif npuiiMaTii Lein nikapcbKuii 3acio.

MauieHTK i3 cynyTHiM 3axsoptoBaHHsM CAYT (cuHAapom AediunMTy yBaru i rinepak TMBHOCTI). He3Baxatounm Ha BWMCOKY 4YacTOTY CYMYTHIX 3aXBOPHOBaHb
6inonapHoro po3snagy Tuny | i COAYT, € gy>xe obmexeHi gaHi 3 6e3rnekn 04HO4aCHOro 3aCTOCyBaHHSA apvninpasony i CTUMYNSTOPIB, TOMY NpY OAHOYaCHOMY
NpU3HaYeHHI Unx 3acobiB HeobXigHa Haa3BUYaHa 06EPEXHICTD.

MagiHHg. Apvninpason MoXKe BUK/IMKATU COHNMBICTb, OPTOCTATUUHY FiMOTEH3it0, PYXOBY Ta CEHCOPHY HeCTabiNbHICTb, WO MOXe MPU3BECTU A0 NagiHHA. Cnig
LOTPUMYBATUCA 0BEPEXHOCTI MPWU NiKyBaHHI NauieHTIB 3 MiABULLEHUM PU3MKOM Ta MOYMHATM NiKYBaHHA 3 OiNiblU HU3bKMX MOYATKOBMX [03 (Hanpuknag, Ans
navuieHTiB NiITHLOr0 BiKy abo ocnabneHnx nawuieHTiB).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyAgato.

BariTHicTb

AJeKBaTHI KOHTPO/IbOBaHI JOC/IIKEHHA apuninpasony 3a y4acTro BariTHUX XXIHOK He nposoguiuncs. MNoBigoMnsaioca npo BpoLXKeHi aHoManii, NpoTe HasABHOCTI
MPUYNHHO-HACNILKOBOr0 3B’A3KY 3 apuninpasosioM BCTaHOB/IEHO He 6yf0. Bigomi faHi JOCNi[KeHb Ha TBapUHaxX He JalTb 3MOrM BUK/IHOUUTU MOX/UBICTb
eMopioheTOTOKCUYHOCTI. lMauieHTam cnif NoBiAOMAATY NiKaps NPO HaCTaHHSA BariTHOCTI abo Hamip 3aBariTHITW Nif Yac NiKyBaHHSA apuninpasonoM. Y 3B’s3Ky 3
HeA0CTaTHLOK iH(hopMaLieto Npo 6e3neky 3acTOCyBaHHA apuninpasosny y nepiog BariTHOCTI MOro MOXKHa Npu3HavaTy TilbKK TOAi, KOMM OYiKyBaHa KOPUCTb A1
BariTHOI NepeBwLLYy€e NOTEHUINHWIA pU3MK AN NNoja.

Y HOBOHapOMKEHUX, MaTepi AKUX NpuiiMan HermponenTUKM (BKIKOYakoUuM apumninpason) NpoTarom TPETbOro TPMMECTPY BariTHOCTI, MOXK/MBI MOGIYHI peakui’,
BK/IOHAKOUN ekcTpanipamifgHi cMMNTOMM Ta/abo CUHAPOM BIAMIHMW, fKI MOXYTb OYTU PI3HUMM 3a TSXKKICTIO | TPMBAICTIO. BiZOMO Npo BMNagKn 30YIKEHHS,
NiABWLLEHHS ab0 3HVKEHHS M’S30BOr0 TOHYCY, TPEMOPY, COH/IMBOCTI, Po3nadiB AMxXaHHSA abo nNpobnem i3 rogysaHHAM. OTXe, HEOOXIAHO peTenbHO HarnshaT 3a
CTaHOM TaKMX HOBOHAPOLXKEHUX.

[Mepiof rogyBaHHA rpyaato

Apuninpason/metabonit BUAINAOTLCA Yy TPYAHE MOMOKO. Mpy NPUAHATTI pilleHHS MPO MNPUNWHEHHS TOAYyBaHHS rpyaar0 abo npo BiAMiHY/MPU3YNUHEHHS
npuinomy apmninpasony cnif oLiHUTL KOPUCTb rPYLHOr0 BUTOA0BYBAHHSA 4/ AUTUHW | KOPUCTBL Tepanii Ans matepi.

PepTUNLHICTL
Bigomo, 1o 3a gaHMK AOCAiKEHb PenpPOAYKTUBHOT TOKCUYHOCTI apuninpason He YAHUTb HEraTUBHOIO BN/IMBY Ha PEPTULHICTD.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMU MeXaHiamamu.
Apuninpa3son, fK i iHWi HeMpPONenTUKK, Mae NOMIpHUIA abo He3HauYHWUI BNAMB Ha 34aTHICTb KepyBaTW aBTOTPAHCMOPTOM YHaCMifoK NOoGiYHUX peakuin 3 60Ky
HEPBOBOI CUCTEMM Ta OPraHiB 30pY, TakKMX fK CeflaTBHA fif, COH/IMBICTb, HEMPUTOMHICTb, PO3MUTICTb MOMA 30pY, Aunonis (4MB. po3ain «MobiyHI peakuii»).

Cnocib 3acTocyBaHHA Ta [03u.

Hopocri

LLIn3ocppeHis. PekoMeHoBaHa NoyYaTKoBa 03a npenapaty Apunpa3on® crtaHosuTs 10 a60 15 Mr/goby, a niagTpumytoya fo3a — 15 mr/ao6y. Lo Ao3y npuitMatots 1
pa3 Ha 06y He3a/IeXXHO Bifl BXXMBaHHS TXi.

Apunpason® edekTBHKA y AianasoHi fo3 Big 10 o 30 mr/goGy. MigsuiieHHS eeKTUBHOCTI Mpu NpuiAioMi [03, WO NepeBuLLytoTb 4060BYy A03y 15 Mr,
MPOAEMOHCTPOBAHO He By/10, X04a OKPEMUM NaLlieHTaM MOXe 6yT KOpuCHa NifgBuLLeHa [03a.

MakcvmMasibHa fo60Ba [03a He NoBUHHA nepeBuLLysat 30 Mr.

MaHiakanbHi enizoau npu GinonspHomy posnagi | Tuny. PekomeHa0BaHa NoYaTKoBa o03a npenapaty Apunpason® craHosuTb 15 Mr. Lito o3y npuiiMaioTs 1 pa3s Ha
[06Y He3anexXHo Bif BXUBaHHA XKi. MpenapaT MOXHa Npu3HavaTn K MOHOoTepanito abo y cKnagi KoM6iHOBaHOrO NliKyBaHHSA. [ OKpeMUX MaLieHTIiB MOXe 6yTu



eheKTMBHUM NiABULLEHHSA A03K. MakcManbHa 4060Ba A03a He NoBUHHA nepeBuLLyBatin 30 Mr.

3anobiraHHsi HOBM MaHiakasbHUM enizofam npu 6inonsapHomy posnagdi | Tuny. 4na 3anobiraHHs peumavBaM MaHiakasbHUX eni3oAiB y NayieHTiB, aKi npuimManm
apuninpason K MoHoTepanito abo y cknagi KOM6iHOBAHOrO NliKyBaHHS, CNif NPOLOBXYBaTU NPUIAOM Npenapaty B Til camiii 403i. Buxogsaum 3 KNiHIYHOro ctaHy
nawieHTa, MOX/IMBa KOpeKL,is 060BOT 403K, Y TOMY YKCAI TT 3HUXKEHHS.

MauieHTW 3 nopyLeHHAMU dyHKLIT neYviHkW. MauieHTam 3i cnabkum abo MOMIpPHUM CTYMeHeM MeYiHKOBOI HeA0CTaTHOCTI KOpeKLis A03uM He NoTpibHa. Ans
HafaHHA PeKoMeHAau i nalieHTam i3 THKKUMU NOPYLUEHHAMM (DYHKLIT NeYiHKM HeOCTaTHLO HafBHUX AaHuX. J03y UMM nalieHTam chig nigéupatn 06epexxHo.
MayieHTaM i3 THKKUMU NOPYLLUEHHAMMN DYHKLIT NeYiHK1 MakcuManbHy f060BY 403y 30 Mr MOTPIGHO 3aCTOCOBYBATH 3 06EPEXHICTIO.

MauieH TV 3 NopyLUEHHAMM OYHKLIT HUPOK. MNaLiieHTam i3 NOpYLLUEHHAMM (YHKLLIT HUPOK KOpeKLisi 403K He NOTpi6Ha.

MNaLieHTn NiTHLOro BiKy. EheKTUBHICTL NpenapaTy Apunpa3on® y nikyBaHHi LK30peHiT Ta 6inonspHoro posnagy | TMny A1s NauieHTiB BiKOM Bif, 65 POKiB He
BCTaHOB/EHA. bepyun [0 yBaru 6ibL BUCOKY YYTAMBICTb L€l MONYNAUIT NawieHTiB, Cig po3rnsHy TN AOLiINbHICTL 3aCTOCYBaHHS 6i/lbLL HU3bKMX NOYAaTKOBMX 03
npenapary, AKLL0 L03BONAKTH IHLLI KNIHIYHI (hakTopu.

CTaTtb. Kopekuisi 403v 3a1eXKHO Bif, CTaTi nawieHTa He noTpibHa.

KypiHHs. 3 ornaay Ha Wwnsx metaboniamy apmninpasony, Kypusm Kopekuis 403 He NoTpi6Ha.

KopekLis 1031 BHACNIAOK B3aEMOAiN. Y pa3i 0f4HOYACHOro BBeAeHHS NOTY>XHUX iHriGiTopis CYP3A4 a6o CYP2D6 3 apuninpa3osomM o3y apuninpasony chnifg
3HU3NUTK. AKLLO 3i CXemy KOMBIHOBaHOT 0 NiKyBaHHS BUK/IOUaeTbes iHribiTop CYP3A4 a6o CY P2D6, ao3y apuninpa3osny NoTpi6HO NiABULLMTN.

Y pasi 04HO4YaCHOr0 BBeleHHA NOTYXHUX iHAYKTopiB CY P3A4 3 apmninpa3onom Jo3y apuninpasony ciig nigBuwmti. AKWo 3i cxemn KOMOIHOBAHOI 0 NiKyBaHHS
BUKOYAETLCA iHAYKTOp CY P3A4, 103y apuninpa3ony HeoOXifAHO 3HU3UTU O PeKOMEH0BAHOI.

aiTn.
Mpenapat Apunpa3on® y gaHoMy [103yBaHHI He PEKOMEH0BaHUIA A 3aCTOCYBAHHSA AiTAM.

Nepeno3yBaHHS.

O3HaKu Ta CUMMTOMMU

Y [0opocnvx MauieHTiB OMMCcaHO BUMaLKM HaBMWUCHOrO abo BMMNaLKOBOrO roCTporo nepefosyBaHHs apumninpasonom, gosamu o 1260 mr 6e3 nofasibLuoro
NeTanbHOro Hacnigky. MOoTeHUiAHO BaXIMBUMMK, 3 MEAMYHOI TOYKM 30pYy, O3HaKamy Ta CMMMATOMamMu, LWO cnocTepiranucs, Oynu netapris, NigBULLEHNI
apTepianbHUIA TUCK, COHNMBICTb, Taxikapisi, Hy0Ta, 6/10BaHHSA Ta fiapes.

Okpim uporo, 6ynu oTpMMaHi faHi Npo BMNaAKOBe Nepefo3yBaHHA BUK/IKOYHO apuninpas3onom (y fo3i o 195 wmr) y fiteid, Wo He Mano NeTasibHOro Hacnigky.
MMoTeHLiAHO BaXKNIMBMMU, 3 MEAMYHOT TOUYKM 30pY, CUMMNTOMaMK, WO crocTepiranncs, 6ynm COHAMBICTb, KOPOTKOYaCHa BTpaTta CBIOMOCTI Ta ekcTpanipamigHi
CUMNTOMWN.

JlikyBaHHS

NikyBaHHSA nepefo3yBaHHA NMOBUHHO BKIOYATK NIATPUMYHOYY Tepanito, 3a6e3neyeHHs NPOXiAHOCTI ANXanbHUX LWAAXIB, OKCUreHOTepanito, WTYYHY BEHTUNALLIKO
NereHb, a TakoX KOHTPO/Ib cuMnToMmiB. Cnif 6pati 40 yBarn MOXIUBICTb Nepefo3yBaHHA YMCIIEHHUMU NiKapCbKuMK 3acobamu. Yepes e HeobXigHO HeraiHO
pO3MoYaTN KOHTPO/Ib CTaHy CepLEeBO-CYAMHHOT CUCTEMM, LLLO NOBUHEH BKIOYATU NOCTIHUIA MOHITOpUHT EKIT Ans BUABNEHHA MOXUBUX apUTMIiA.

Micna nigTBepMAkeHOro abo iMOBIPHOroO Mepefo3yBaHHA apuninpasosioM HeoOXigHWI PeTeNlbHUIA MeAUYHWUIA Harnsg i KOHTPO/b 3a CTaHOM MauieHTa 4o Moro
BiZJHOB/IEHHS.

AxTrBOBaHe Byrinna (50 r), Lo 3aCToCoBYyBasioCs Yepes 1 roAuHy nicis npuiomy apuninpasony, 3HWKyBano nokasHuk Cp gy apuninpasony npubnmsHo Ha 41 %, a

nokasHnk AUC — npn6sm3Ho Ha 51 %, L0 BKa3ye Ha MOXX/IMBY e(DEKTUBHICTb aKTUBOBAHOTI O BYTI/INA B IKyBaHHI Nepeso3yBaHHS.




Cemogiani3
Xoya iH(hopMaLia nNpo BNAMB remofianidy Ha NikyBaHHS nepefo3yBaHHSA apurninpasonomM BiACYTHSA, ManoMMOBIPHO, W06 remogiania Mir 6yTn KOPUCHUM Y
NiKyBaHHI nepefo3yBaHHSA, OCKI/IbKM apumninpasosn 3HaYHOK MipOtO 3B'A3YETLCA 3 Oi/IkaMK1 M1a3mMmn KpPoBi.

Mo6iuHi peakuil.

HaiyvacTilwmmmn nobivyHMmu peakuismy 6ynm akaTusis i HyfoTa.

YacToTy nob6iyHMX peakuili BU3HAYEHO 3a TaKMMKU KpuTepisMmn ayxe yYacTto (= 1/10); yacto (=1/100, <1/10); HeuvacTo (=1/1000, <1/100); pigko (=1/10000, <1
/1000); ay>e pigko (<1/10000); yacTtoTa HeBigoma (HaCTOTY HEMOXX/IMBO BU3HAYMUTM Ha OCHOBI ICHYHOUMX AaHUX).

3 60Ky 0OMiHy peyoBMH Ta XapyyBaHHS: YacTo — LiyKPOBWiA fiabeT; HevacTo — rinepriikeMis; 4actoTa HeBiZlomMa — rinoHaTpieMis, aHOpeKCis.

3 60Ky KpoBi Ta NiMpaTUYHOT CUCTEMM: YacTOTa HEBIJOMA — TIEMKOMEHIS, HENTPOMEHIs, TPOMOOLMTONEHIS.

3 60Ky iMyHHOI cUCTEeMU: YacTOTa HeBioMa — anepriyHi peakuii (Hanpyknag, aHainakTUYHI peakLii, aHrioHeBPOTUYHWIA HABPAK, HABPAK A3KKa, HABPAK 061MYus,
CBepbixX abo KPOMuB’AHKa).

3 60Ky eHAO0KPUHHOT CUCTEMM: HeYacTo — rineprnponakTMHeMis; YacToTa HeBioma — AiabeTUUHMIA KeToaumao3s, AiabeTuyHa rinepocMosisipHa Koma.

3 60Ky MCUXIKK: 4acTO — TPUBOXKHICTb, 6GE3COHHS, HECMOKIN; HeYacTo — Aenpecis, rinepcekcyanbHICTb; YacToTa HeBigoMa — 30YXKEHHS, HEPBO3HICTb, NaTOMOrivyHa
MPUCTPacTb [0 a3apTHUX Irop, arpecuMBHICTb, CMPOOM cyiuuay, cyiuufanbHe MWUCNEHHS | caMory6cTBO, MOPYLUEHHS KOHTPOJIKO iMMNy/bCiB, MepeifaHHS,
KOMMYNbCUBHI MOKYMNKM, MOpioMaHis.

3 60Ky HEpBOBOI CUCTEMU: YaCTO — eKCTpanipaMifHi MOpYLUEHHS, akaTu3is, TPeEMop, 3anaMOPOYeHHS, COHIMBICTb, CefaTUBHUIA eEKT, ro0BHUIA Biflb; HEYacTo —
TapAUTMBHA AUCKIHE3isi, AMCTOHIA, CMHAPOM HECMOKIMHMX HIr; 4acToTa HeBifloMa — MOPYLUEHHS MOB/EHHS, 3M0SKICHWUIA HeilponenTuyHuii cuHapom (3HC),
BE/MKWIA CYJOMHWI Hanag, CepOTOHIHOBMIA CUHAPOM.

3 60Ky opraHis 30py: 4acTO — PO3MUTICTb NONSA 30pY; HEYACTO — AMNonis, HoTodoobis; YacToTa HEBIAOMA — OKYNOTiPHWUIA KpK3.

3 60Ky cepus: HeyacTo — TaxikapAif; 4acToTa HeBifOMa — LUNYHOYKOBA apuUTMisi, panToBa CMepTb, 3YNMUHKa CepueBoi AiANbHOCTI, MipyeTHa LUIyHOYKOBa
Taxikapaisa, bpagnkapais.

3 6OKY CyaMH: HeyacTo — OpToCTaTUYHa FinoTeH3is; YacToTa HeBifjoMa — CUHKOME/HENPUTOMHICTb, FinepTeH3is, BeHO3Ha TPOMO0eM60Nis (BKIHOUalOUuM lereHeBy
emM60/ito Ta TPOMO03 rNMOOKNX BEH).

3 OOKy AuxanbHOI CUCTEeMW, OpraHiB rpyaHoT KNiTKUM Ta CepefOCTIHHSA: HEYacTO — rMKaBka; 4acToTa HeBijoma — POTOr/IOTKOBWI Crasm, fapuHrocnasw,
acnipaujinHa NHeBMOHis.

3 60Ky TpaBHOT CUCTEMU: 4acTo — AUCNeENcis, 6/10BaHHA, HYAO0Ta, 3arnop, HaAMIpPHE CIMHOBUINEHHS; YacToTa HeBijoMa — NaHKpeaTuT, gucgaris, AUCKoMpopT y
BINAHLI LYHKOBO-KULLKOBOIO TPAKTY, fiapes.

3 6OKY MeYiHKM i XKOBYOBMBIHMX LLUNSAXIB: YaCcTOTa HEBiOMa — NeviHKOBa HEAOCTATHICTb, XXOBTAHMLSA, renaTuT.

3 6OKy WKipy i MIAWKIPHUX TKaHWH: YacToTa HeBifOMa — BUCWUMAHHA, peakuii (POTOYYTAMBOCTI, anoneLis, NOCUIEHe MOTOBUAINEHHSA, NIKAPCbKi peakuil 3
eo3nHodginieto Ta cuctemHummn cumntomamu (DRESS).

3 60Ky CKeneTHO-M’S30B01 Ta Cnoy4yHOT TKaHWH: YacToTa HeBigoMa — pabomioni3, Mianris, purigHicTb M’s3iB.

3 60Ky HMPOK | CEYOBMBILHUX LLUNAXIB: YaCTOTa HEBILOMA — HETPUMAHHSA Ceui, 3aTPYMKa CEYOBUMYCKaHHS.

BariTHicTb, NiCNAN0M0rosi i nepuHaTanbHi CTaHW: YacToTa HeBiOMa — CMHAPOM BiAMiHM npenapaTy y HOBOHAPOKEHUX.

3 60Ky CTaTeBMX OpraHis Ta MOIOYHOT 3a/1031: YacToTa HeBifoma — npiani3m.

3arasbHi po3nafu: 4YacTo — BTOMA; 4acToTa HeBigOMa — MOPYLUEHHS TemrepatypHOi perynsauii (Hanpwknag, rinotepmis, rineptepmis), 6inb y rpygsx,
nepugepuyHMin Habpsik.

Bname Ha pesynbTaTy 1abopaTOopHMX Ta IHCTPYMEHTaIbHUX JOCTIAXKEHb: YACTOTa HEBIAOMA — 3HWKEHHSA MacK Tina, NigBULLEHHSA MacK Tina, NigBULLEHHS PiBHSA



anaHiHamiHoTpaHcgepasn (AS1T), NigBWLLEHHSA piBHA acrnapTatamiHoTpaHchepasn (ACT), NiABULLEHHA PiBHA ramMmma-rnytamintpaHcgepasu (MT), NigBULLEHHSA
PIBHSA NYXHOT (hocthaTasm; nofoBXKeHHSA iHTepBany QT, nigBULLEHHS piBHA KpeaTuH(ochokiHasm (KPK), nigBuLeHHS PiBHS F/HOKO3M KPOBI, KOMMBaHHS PIBHA
[MIFOKO3U KPOBI, NiABULLEHHS PIBHA [1iKO3U/IbOBAHOI O reMOr/106iHy.

Onuc oKpeMmx NOGIYHUX PeaKLLi

Jopocrni

EkcTpanipamigHi cumnTomu (EMNC)

LLInsogppeHis. Y 52-T>KHEBOMY KOHTPONbOBaHOMY AOCNIIKEHHI Y MaUieHTIB, AKi OTpMMYBann apuninpasos, YactoTta po3suTky ENMC, BKAKOYaKUM NapKiHCOHI3M,
aKaTusito, AUCTOHIKO Ta AWCKiHe3ito, Byna HKY0 (25,7 %) MopiBHAHO 3 nauieHTamu, Aki oTpumysanu ranonepugon (57,3 %). Y Tpuaniomy 26-TMXXHEBOMY
nnawe6o-KOHTPONLOBAHOMY AoCNimpKeHHI YacToTa EMC 6yna 19 % ana nauieHTis, AKi NikyBanucs apuninpasonom, Ta 13,1 % ans nauieHTiB, SKi OTpuMmyBanu
nnaue6o. B iHWOMY 26-TUXXHEBOMY KOHTPO/IbOBaHOMY fAocnifkeHHi yactoTa EMC 6yna 14,8 % ans nauieHTiB, SiKi OTpMMYyBanv NiKyBaHHS apuninpasosnom, i 15,1
% LN NaLieHTIB, AKI OTPUMYBaIN NiKyBaHHSA 0/1aH3ariHOM.

MaHiakasnbHi enizogn npu 6inonspHomMy posnagi | Twny. ¥ KOHTPOMboBaHOMY 12-TUXKHEBOMY AochigpkeHHi yacTota EMNC ctaHoBuna 23,5 % Ana NauieHTiB, SKi
nikyBanuca apuninpasonom, i 53,3 % ana nauieHTiB, AKi OTpUMyBanv ranonepugon. B iHWoMy 12-TMdXHEBOMY [AOC/IIKEHHI 4YacToTa BUMHUKHEHHA ENNC
cTaHoBuNa 26,6 % Ana nauieHTIB, SKi 0TpMMyBanu apuninpason, i 17,6 % ans nauieHTiB, SKi OTpUMYyBanv NiTiA. Y AOBroTpuBaniin 26-TMXKHEBIN (asi TecTyBaHHS
nnawe6o-KOHTPONLOBAHOIO AoCNiAXeHHs YacToTa EMC ctaHoBUna 18,2 % Ans nauieHTiB, SKi 0TpUMyBann apuninpason, i 15,7 % ansa nauieHTis, SKi 0TpuMyBanu
nnaueoo.

AkaTusis

Y nnaue60-KOHTPO/Ib0BaHMX AOCNIAXEHHAX YacTOTa akaTu3ii y nawieHTiB 3 6inonsapHUM po3nagom ctaHosuia 12,1 % npu nikysBaHHi apuninpasonom 1a 3,2 % y
rpyni nnauye6o. Y nauieHTIB, AKi CTpaXKAatoTb Ha LUM30MPEHIto, YacToTa akaTu3il cTaHoBUAa 6,2 % npu 3acTocyBaHHi apuninpasony Ta 3,0 %y rpyni nnauyebo.
AncToHIA

EheKT Knacy nikapcbkux 3aco6iB: y Bpa3MBMX NaLiEHTIB NPOTArOM NepLUMX KislbKOX AHIB MiIKyBaHHA MOXYTb BUHMKATU CUMNTOMUW AUCTOHIT, TpUBai aHOMa/1bHi
CKOPOYEeHHS rpyn m’sa3iB. CUMNTOMU AWUCTOHIT BKNHOYAKOTb CMa3M M’S3iB LUKT, IHOAI NPOrpecyroymn Lo Hanpyru ropna, yTpyAHeHe KOBTaHHS, YTPYAHEHe ANXaHHSA Ta
/ab0 B1COBYBaHHSA A3MKa. X04a i CUMMTOMU MOXYTb NPOABAATUCS NPU HU3bKMUX [03aX, BOHW BUHWUKAKOTb YacTille i 3 6i/bLLIOK BUPAXKEHICTIO NPU BiflbLL BUCOKMX
[03aX aHTUMCUXOTUYHUX NTIKAPCbKMX 3aC006iB NEPLLOro NOKOMIHHSA. MiABULLEHNIA PU3NK BUHUKHEHHS FOCTPOI AMCTOHIT CNOCTEPIraeThbCs y YOOBIKIB Ta NauieHTIB
MOJIOALLMX BIKOBMX Tpym.

MponakTuH

Y KNiHIYHMX BUNPOOYBaHHAX 3a 3aTBEPAKEHUMM MOKa3aHHAMM Ta NPOTAroM MicispeecTpaLinHoro nepiogy cnoctepirany Ak 36iNbLIEHHS, TaK i 3HUKEHHS PiBHA
NPONaKTUHY B CMPOBATLLi KPOBI MOPIBHAHO 3 A0r0 MOYaTKOBUM PIBHEM.

NabopaTopHi napameTpy

MopiBHAHHS NabopaTopHMX NapameTpiB (BK/KOYAKOUM NiNiAHUIA CNEKTP) Y NauieHTiB, AKi 0OTpMMyBanv apuninpason i nnawuedo, He BUSBMMIO NOTEHLINHO KNiHIYHO
3HaYyLMX BigMiHHOCTER. TMigBuLeHHs piBHA K®K (y 6inblIOCTi BUNaaKiB MuUHYLLE i 6e3cMMNTOMHE) crocTepiranoca y 3,5 % nauieHTiB, SKi npuiiManm
apuninpason, y rpyni nnawue6o uer nokasHuk cknas 2,0 %.

MefiaTPUYHI NALIEH TN

LLIn3odppeHisa y nigniTkis Bikom Bi 15 pokis

Y KOpOTKOTpMBa/ioMy nsaueb0-KOHTPO/IbOBaHOMY KNiHIYHOMY AOCNIKEHHI, B sKOMY 6pann yyacTb 302 nignitkm (Bikom Big 13 go 17 pokiB) i3 WWM30MPEHIELD,
yacToTa Ta TWUM NOBIYHMX peakui 6ynu NofibHMMK [0 TaKUX Y AOPOCANX, 3a BUHATKOM HaCTYMHMX peakuild, Npo fKi yacTiwe nosigomnsnoca y nignitkis, Aki
OTPUMYBa/IM apumninpasos, HXX Y AOPOCAUX, fKi OTPUMYBa/IV apuninpason (YacTille, HiX niawe6o).




[lo faHnX BMNafKIB HaneXxaTb COHNMBICTb/CeAaTUBHA fis Ta eKcTpanipaMigHi po3naau (Ly)e 4acTo), a TakoX CyXiCTb Y poTi, NiABULLEHNIA aneTuT, opTocTaTUYHa
rinoTeHsis (4acTo).

Mpoginb 6e3nekn NikapCbKOro 3acoby, BWM3HAYEHWUA Yy 26-TMXKHEBOMY BiAKPUTOMY [OCNIMKEHHI, OyB CXOXWM i3 npodinem 6e3nekn, BU3HAYEHUM Y
KOPOTKOCTPOKOBOMY MNiaLe60-KOHTPO/IbOBAaHOMY AOCIAXKEHHI.

Mpohinb 6e3nekun, BU3HAYEHWIA Y AOBrFOCTPOKOBOMY MO/ABIMHOMY CiNOMY niaue60-KOHTPO/IbOBAaHOMY KNiHIYHOMY AOCAI[KEHHI, TaKoX 6yB aHanoriyHuMm, 3a
BUHATKOM TakmMX MOBGIYHMX peakLil, SKi 3ycTpivyasmca 4acTo i yacTile crocTepiranics y AiTei i NigniTkie, NOPIBHAHO 3 FPyrnoto, fKa ofepXXyBania nnayebo:
3HWKEHHSA MacK Tina, NigBULLEHHS PiBHA iHCYNiHY B KPOBI, apUTMIst | NeAKONEHIA.

B 06’eaHaHii rpyni NigniTKiB i3 WM30¢peHiero Y Bili 13-17 pokiB 3 TPMBaNICTHO EKCMO3ULIT NiKapCbKOro 3acoby 0 2 POKiB YacTOTa 3HMXKEHHS PIiBHSA NPONAaKTUHY
y AiBYaTOK (<3 Hr/mn) i xnonuukis (<2 Hr/mn) ctaHoBuna 29,5 % i 48,3 % BignoBigHO.

Y nignitkie i3 wmn3ogpeHieto y Biui 13-17 pokis, aKki oTpumyBanu Big 5 o 30 Mr apuninpasony NpoTaroM nepiogy Ao 72 MicsAuiB, YacToTa 3HUXKEHHS PIBHS
NPONaKTUHY Yy AIBYATOK (<3 Hr/Mn) i Xxnonyukis (<2 Hr / mn) ctaHoBuna 25,6 % i 45,0 % BignosigHo.

Y [LBOX KNIHIYHUX LOCNIIKEHHAX 3a yyacTio migniTkiB (y Biui 13-17 pokiB) i3 Wn30MpeHieto i 6inonsgpHUM po3iafoMm, SKi OTPMMYBa/IM apuninpasos, vyactora
3HVXXEHHS PIBHA NPOMAKTUHY Y AiBYATOK (<3 Hr/Mn) i Xxnonyukis (<2 Hr/mn) ctaHosuna 37,0 % i 59,4 % BiAnoBiAHO.

MaHiakasnbHi enizofy npw 6inongpHomy posnagi | Tuny y nigniTkis BikoM Bif 13 pokis

YacToTa Ta TMn No6ivYHUX peakuiil y NigniTKiB i3 6inonspHUM po3nagom | Tuny 6ynm nogibHMMM [0 TakuMX Y AOPOC/MX, 38 BUHATKOM TakKMX MOBIYHMX peakLiii:
[ly>Ke 4acTo (= 1/10) — connmsicTb (23,0 %), ekcTpanipamigHi po3naan (18,4 %), akatmsisa (16,0 %) Ta BToma (11,8 %); yacto (= 1/100, <1/10) — 6inb y
BEPXHI YaCTUHI XXMBOTa, NiABULLEHE CepLebunTTH, 30i/IbLLEHHS MacK TiNna, NiABULLEHHA aneTUTy, NOCMUKYBaHHSA M’A3iB Ta AUCKIHE3IS.

HacTynHi no6iyHi peakuii, MOXX/IMBO, ABNSKOTLCA [0303a/IEXHMMU: eKCTpanipaMigHi po3naan (YactoTa po3BUTKY MpK 3aCTOCyBaHHI apuninpasony B Ao3i 10 mr —
9,1 %, 30 mr — 28,8 %, npu 3acTocyBaHHI nnauebo — 1,7 %); akatusig (4actota po3BUTKY Npw 3acTocyBaHHi apuninpasony 10 mr — 12,1 %, 30 mr — 20,3 %,
nnaue6o — 1,7 %).

CepefiHe 3HaYeHHA 3MiHW Macuv Tina y Nignitkie 3 6inonspHMM posnagom | Tuny Ha 12-my Ta 30-My TWXKHI NiKyBaHHSA apuninpasosioMm cknano 2,4 Kr ta 5,8 kr, a
Ansa nnaye6o — 0,2 kr 1a 2,3 Kr BignosigHo.

Y negiaTpuyHiii nonynsuii YacTille cnocTepirany COHNMBICTb Ta BTOMY Y NaLieHTiB 3 6iN0NspHMM Po3nafoM MOPIBHAHO 3 LUM30(PEHIELD.

Y nepiatpuyHMX nauieHTiB Bikom 10-17 pokiB Npu ekcnosumuii nikapcbKoro 3acoby A0 30 TUXKHIB YacTOTa 3HMXKEHHS PiBHS MPONAKTUHY Y AiBYaTOK (<3 Hr/MN) i
Xnonyukis (<2 Hr/mn) ctaHosuna 28,0 % i 53,3 % BiagnoBigHO.

MaTonoriyHa CXUnbHICTb A0 a3apTHUX irop Ta iHLWi NopyLIEHHS KOHT PO IMMNY/bCHOT NOBEAiHKM

MauieHTn, SKi NPUAMaL0TbL apuninpason, MOXYTb Big4yBaT NaToNOrivYHY CXUNbHICTb 40 a3apTHUX irop, NiABULLEHHS CeKCyasibHOro noTary (rinepcekcyanbHicTb),
CXMMBHICTb O KOMMNY/bCUBHUX NOKYMNOK i KOMMY/IbCUBHOTO NepeifaHHs.

TepMiH NpUAATHOCTI. 3 pOKK.

YMoBW 36epiraHHs. 36epiratny HeloCTyNHOMY AN AiTeil MicLi, B OpuriHanbHil ynakoBLi npy TemnepaTtypi He Bule 25 °C.
YnakoBKa. Mo 10 Ta6bnetok y 6nictepi; no 1, 3 abo 6 6nicTepiB y KApTOHHIN NadLli.

KaTteropis Bignycky. 3a peuenTtom.

BupobHuk. TOB «®dapma CtapTt».



Micue3HaxomkeHHSA BUPOOHNKa Ta afpeca Micusa NpoBaiXeHHS 0ro AisifIbHOCTI.
YKpaiHa, 03124, m. Kuis, 6ynbBap Bauiasa Masena, 8.



