IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

EFO/TIAH3A
(EGOLANZA®)

Cknag:

Aitoya peyosuHa: 1 TabneTtka, BKpUTa naiBKOBOK 060/I0HKO0, MiCTUTL 5 Mr a6o 7,5 mr, abo 10 mr, a6o 15 mr, a6o 20 Mr onaH3aniHy (Lo ekBiBasieHTHO 7,03 Mr abo
10,55 mr, a6o 14,06 mr, abo

21,09 mr, a6o 28,12 mr onaH3aniHy AUrigpoxaopuay Tpurigpaty BiAnoBigHO);

[ONOMI>KHI PEYOBUHU: LieNk0/103a MIKPOKPUCTaNIYHA, TAKTO31 MOHOTIAPAT, rinponosa (rigpoKcunponifLentonosa), KpocnoBifoH, MarHito cteapar;

cKknaf, 06010HKK: opadry Y-1-7000 6inwii (rinpomenosa, Tutany giokeng (E 171), makporon 400), rinpomenosa, XiHoniHOBWiA XoBTuiA (E 104).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/IOHKOHO.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMUBOCT:

5 Mr: >XOBTOro Konbopy, NPOA0BryBarti, ABOONYKNi TabNneTku, BKPUTI NiBKOBOK 0060/10HKO0, 6e3 abo Maike 6e3 3anaxy, 3 pUCKOK 3 OAHOr0 BOKY, 3 rpaBipyBaHHAM
CTWNI30BaHOT NiTepy «E» Ta unppoto «402» 3 iHLWOro 6oKy;

7,5 MI': )XOBTOr0 KO/IbOpPY, KPYr /i, ABOONYKI TabneTKn, BKPUTI NIIBKOBOK 060/10HKOKO, 6e3 abo maiixe 6e3 3anaxy, 3 rpaBipyBaHHAM CTU/II30BaHOT Nitepn «Ex» Ta
umpoto «403» 3 0aHOro BOKYy;

10 Mr: >XOBTOro Konbopy, Kpyrni, ABOONYK/i TabneTku, BKPpUTI NNiBKOBOK 000/10HKOD, 63 ab0 Maike 6e3 3anaxy, 3 rpaBipyBaHHAM CTWMI30BaHOT NiTepn «E» Ta
LUMdpoto «404» 3 0AHOro GOKY;

15 Mr: XXOBTOro Konbopy, Kpyrni, 4BOONYKAi TabneTku, BKPUTI NAiBKOBOK 000/I0HKOD, 63 ab0 Maike 6e3 3amaxy, 3 rpaBipyBaHHSIM CTWUMI30BaHOT NiTepy «E» Ta
umdpoto «405» 3 0AHOro BOKY;

20 Mr: XOBTOr0 KO/bopYy, Kpyr i, ABOONYK/I TabMETKMN, BKPUTI NNIBKOBOK 060/10HKO0, 3 rpaBipyBaHHAM CTU/I30BaHOIT NiTepy «Ex» Ta undporo «406» 3 04HOro 60Ky.

dapmakoTepaneBTUYHa rpyna. AHTUNCUXOTMYHI 3acobun. Kog ATX NO5SA HO3.

dapmMakosoriyHi BnacTmneoCTI.

PapmakonHamika.

OnaH3aniH € aHTUNCUXOTUYHUM, aHTUMaHiaKa/IbHUM NiKapCbKUM 3aC060M, CTabinisye HacTpil, i3 LUMPOKMM CMEKTPOM (apMaKoorivyHol Ail, 3yMOB/IEHUM BINIMBOM
Ha pi3Hi peuenTopu.

BuasneHa cnopifHeHiCTb onaHasniHy 3 gedkumu peuentopamu (Ki; <100 nM) — cepoToHiHy S5HToajoc, 5-HT3, 5-HTg gonamiHy D4, Dy, D3, D4, Ds;
XOMHEepPriYHMN MYCKapVUHOBMMW peLenTopamMyv mMq-ms; afpeHepriyHnM peLenTopoM o4 Ta rictamiHoBuM peuentopoM Hq. EnektpodisionoriyHi AocnifeHHs
nokasasn, Lo OnaH3aniH CeNeKTUBHO 3MeHLIYe 36yanmnBiCTb Me30niMbiyHNX (AL0) gonamiHEpPriYHUX HEMPOHIB, BUSBAAKOUM NPU LIbOMY HE3HaYHWA BNAMB Ha



cTpiapHi (A9) Lwaxm, NoB’A3aHi 3 MOTOPHOK (PyHKLiet0. OnaH3aniH ranbMye YMOBHUIN pediieKC YHUKHEHHS, WO CBIAYUTL NPO MOro aHTUNCUXOTUYHY aKTUBHICTb
npu NpuinoMi B A03ax, MEHLMX, HDXK [03M, WO CrPUYMHAIOTL KaTaserncito, fika € 03HaKoH MOBGIYHMX MOTOPHUX edekTiB. Ha BigMiHy Bif AeAKUX IHLLMX
aHTUMCUXOTUYHMNX NIKAPCbKMX 3ac006iB, 0ONnaH3aniH NoCU/IKE peakLii Ha MoApPa3HUKKN NPy NPOBeAEHHI aHKCIONITUYHOTO TECTY.

KniHiYyHa edheKTUBHICTb

IMig yac nikyBaHHA XBOPUX Ha LUM30MPEHIO 3 NO3UTUBHUMMU | HEFATUBHUMW CUMMTOMaMM 0/laH3aniHOM OTPUMAHO CTaTUCTUYHO AOCTOBIPHI AaHi LWOAO NOAIMLWeHHs
AK HEraTMBHUX, TaK i NO3UTUBHUX CUMMTOMIB.

Y nauieHTiB 3 MaHiaka/lbHMMK ab0 3MilaHMK eni3ogamu npu 6inonspHoOMy po3nagi onaH3aniH NPoAEMOHCTPYBaB BUCOKY eEKTUBHICTb Y 3HMXKEHHI MaHiaKalbHUX
CUMMTOMIB.

dapmakoKiHe TVKa.

AbcopbLis

OnaH3arniH fobpe BCMOKTYETLCA MiCNsA MepopasbHOro NpUMnomy, MakcMmanbHa KOHLEHTpaLis Moro y nnasmi KpoBi JoCAraeTbCs Yepes 5-8 rofgmH. BXXuBaHHSA Ki He
BM/IMBAE Ha BCMOKTYBaHHS 0/laH3arliHy.

Posnogin

PiBeHb 3B’A3yBaHHA OnaH3aniHy 3 NPoTeiHaMu NaasMu KpoBi CTaHOBMB Npuban3HO 93 % and KOHUeHTpauiT y mexax Big 7 4o 1000 Hr/m. OnaH3aniH 38’A3yeTbes
MepeBaXXHO 3 a/lbOYMIHOM i &1-KUC/UM FNIKOMPOTETHOM.

BioTpaHchopmaLis

OnaH3arniH MeTaboni3yeTbCs y NeYiHLi WAAXOM KOH’torauii Ta OKUCHeHHS. OCHOBHMM LMPKY/OUYUM MeTabosiToM € 10-N-rntoKypoHid, AKUA He NPOHMKAE KPisb
remaTtoeHueaniyHmin 6ap’ep. Lintoxpomm P450-CY P1A2 i P450-CY P2D6 crnpustoTh YTBOPEHHIO MeTabonMiTiB

N-ae3meTuny i 2-rigpoKcuMeTuny, ki BUSBASAOTb 3HAYHO MeHLLY (hapMaKoorivyHy akTUBHICTb

iNn Vivo, HDK 0naH3aniH, y npoueci JocnifpKeHb Ha TBapuHax. MNMepeBaxkaroya papmakonoriyHa akTMBHICTb 3yMOB/IEHA NEPBUHHUM 0/1aH3amniHOM.

BuBefeHHA

[Micns nepopanbHOro 3aCTOCYBaHHA CepeHiii nepiof HaniBBMBELEHHS Y 30POBUX A06POBO/LLIIB KOMMBABCA 3a/1€XXHO Bif BiKYy Ta CTaTi.

Y 340poBuX [06POBOMBLLIB NITHLOrO BiKY (BIKOM Bif 65 pOKiB), NOPIBHAHO 3 MOMOALIMMMK 3a BIKOM A0OPOBONbUAMWU, CepefHin nepiog HaniBBUBeLEHHS OyB
TpuBaniwmii (51,8 NOpiBHAHO 3

33,8 roanHK), a KnipeHc npenapaty 6yB 3HMXeHWI (17,5 nopiBHAHO 3 18,2 n/roanHy). PapMakOKIHETUUHI KONMBAHHS, L0 CNOCTEpirannca y nawieHTiB NiTHbOro
BIKY, 3HaX04MIaca y mexkax fianasoHy, BU3Ha4eHOro 411 MOOALNX 0Ci6. Y 44 XBOpuX BIKOM Bij 65 poKiB, XBOPUX Ha LUM30¢peHito, Ao3n Big 5 Ao 20 Mr Ha foby
He BM/IMBa/IN Ha XapakTep NO6IYHMX peakLiii.

Y XiHOK, NOPIBHAHO 3 YO/I0BiIKaMK, CepefHiil nepiog HaniBBMBEAEHHSA OYB TPUBaILLMWIA

(36,7 nopiBHAHO 3 32,3 rofinHK), a KNipeHe y nnasMmi Kposi 6yB 3HWKeHWIA (18,9 NopiBHAHO 3

27,3 nirognHy). OaHak onaH3sanin (5-20 Mr) NPoAeMOHCTPYBaB aHaIorivHMIA NPodinb 6e3nekn SK y XIiHOK (n=467), Tak i y 4onoBikiB (N=869).

MaLieHTV 3 HUPKOBOK HEAOCTATHICTHO

Y nauieHTiB i3 NOPYLUEHHAMU (DYHKLIT HUPOK (KnipeHC KpeaTuHiHY <10 M/XB), MOPIBHSAHO 3i 3[40pOBUMK A06POBOMbLUAMM, Byna BIACYTHA ICTOTHA PI3HUUA Y
cepefHbOMY nepiodi HaniBemBeAeHHs (37,7 NopiBHAHO 3 32,4 roanHu) Ta KnipeHci npenapaty (21,2 nopisHAHO 3 25,0 N1 3a rogunHy). AHani3 mMacoBoro 6anaHcy
nokasas, L0 nNpnbnnsHo 57 % onaH3aniHy 3 pafioakTMBHOK MITKOH OYNv HasBHI Yy Ceyi, FTONIOBHVUM YMHOM Y BUTNALI MeTabonITIB.

MauieHTn, aKi NanaTb

Y naujieHTiB 3i cnabKnuMmn NOpyLLEHHAMN PYHKLIT NeviHKK, SKi NandTb, CepeAHiln nepiog HaniseueeaeHHs 6yB Tpmsaniwmin (39,3 rognHK), a KnipeHc y niasmi Kposi
OYB 3HUKEHWI

(18,0 n/ronHy), NOPIBHAHO 3 TaKMM Y MauieHTiB 6e3 NopyLUeHb PYHKLIT NeYiHKK, SKi He nandTb (48,8 rognHu Ta 14,1 n/rognHy BignoBigHO).




B ocib, sKi He nanaTb, MOPIBHAHO 3 0cO6aMK, AKI MatOTb 3BMYKY MasMTX (YOMIOBIKM i XIHKM), CepefHii nepiof HaniBBUBEAEHHS MOA0BXYBaBCA (38,6 MOPIBHSAHO 3
30,4 roamHn), a KnipeHc y nnasmi KpoBi 6yB 3HMKeHWI (18,6 NOPIBHAHO 3 27,7 N/roanHy).

KnipeHc onaH3aniHy y nnasmi KpoBi HYKYMIA Y 0Ci6 NITHLOrO BiKY NOPIBHAHO 3 MONOAMMMU, Y XIHOK, NMOPIBHSAHO 3 YO/I0BIKaMK, Ta B 0Ci6, fKi He NafisTb, NOPIBHSAHO 3
TUMW, XTO Ma€ 3BMYKY ManuTu. MpoTe CTyniHb BNMBY BiKY, CTaTi abo NasliHHA Ha K/IpPeHC o/aH3aniHy y nnasmi KpoBi Ta Mepioj HaniBBUBEAEHHS OfiaH3aniHy
He3Ha4YHWIA, MOPIBHSAHO 3i 3ara/lbHOK MIHAMBICTIO MiX IHAUBIAYYMaMM.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

OnaH3aniH nokasaHWi 41 NiKyBaHHS LUM30(PEHIT.

OnaH3aniH eqyeKTUBHUIA ANa NIATPUMAHHA AOCATHYTOro KNiHIYHOro ePeKTy nif vac TpMBaol Tepanii y nayieHTiB, Y AKUX cnocTepiranaca Bignosifgb Ha No4aTKoBYy
Tepanito.

OnaH3aniH NoKasaHWin Ans NiKyBaHHA MaHiaka/lbHUX eni3o/iB MOMIPHOro Ta TSXKKOro CTYMNeHs.

OnaH3aniH nokasaHuin Ansa NpoMiNakTUKM NOBTOPHUX HaMaziB y NauieHTiB 3 6iN0NAPHUMM po3najamin, y SKUx 6yno oTpMaHo NO3UTUBHY BIAMOBIAb NPU NiKyBaHHI
ONaH3aniHoOM MaHil.

MpoTunokasaHHs.
MigBuLLEHa Yy TAMBICTb A0 AiF040T pe4oBMHM ab0 40 6y Ab-AKOI 3 AONOMIKHUX PEYOBMH npenapaTty; BiAOMUIA pU3NK 3aKPUTOKYTOBOT I1ayKOMM.

B3aemogis 3 iHLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

B3aemogil, 11,0 Mat0Tb MOTEHLLiIiHWIA BNIMB Ha ONaH3aniH

OcKifnbKn onaH3aniH MeTabonisyetbcs izoepmeHTOoM CYP1A2, peqyoBUHM, WO CrieuyudivyHo iHribytoTb abo iHAYKYHOTb Lel i30(0epMEeHT, MOXYTb BMN/IMBATU Ha
(hapMaKOKIHETUKY O/1aH3aniHy.

IHaykTopn CYP1A2

ManiHHA abo 3acToCyBaHHA kap6amaseniHy niABuLLyBain MeTaboni3M onaH3aniHy, Wo MOXe MPU3BECTUN A0 3HWKEHHS KOHLEHTpauii onaHsaniHy. CrnocTtepiranocs
cnabke abo nomipHe NiABULLEHHS KnipeHCY onaH3amniHy. KniHiYHi BUCHOBKW OOMEXEHi, afe PeKOMEeHAYETbCA KAIHIYHWIA MOHITOPUHI Ta, AKWO HeobXiAHo,
36i/bLUEHHSA 403K Of1aH3aniHy.

IHriGiTopn CYP1A2

dnyokcamiH, cneyndivHmi iHriitop CYPLA2, icTOTHO 3HWKYE MeTaboniam onaH3aniHy. Lie npn3BoanTb A0 CepeAHbOro 3p0CTaHHA MaKCUMasbHOI KOHLEHTpau it
(Crnax) Micns npuiiomy diyokcamiHy Ha 54 % cepef XIHOK, fKi He nanAatb, Ta Ha 77 % ceped 40MoBIiKiB, AKi nanaTb. CepefHe 3pOoCTaHHA nuowii nig

(hapMaKOKiHETUYHO KPUBOHD «KOHLIeHTpauis-yac» (AUC) onaHsaniHy cTaHoBUTbL 52 % Ta 108 % BignosigHo. 14 nawieHTiB, AKi 3aCTOCOBYIOTb (D/1yoKcamiH abo
Oy ab-5Ki iHWi iHri6iTopn CY PLA2, Hanpuknag umnpogaokcaumH, Heo6XigHO Npu3HavaT 3HUXKEHT 031 onaH3aniHy. HeobXifAHO PO3rsHYTM MOX/IMBICTb 3HUKEHHS
[031 OnaH3aniHy, AKLWO iHiLiioBaHO NiKyBaHHS iHribiTopom CY P1A2.

SHWYKEHHS 6I0A0CTYMHOCTI

3acTocyBaHHS aKTBOBaHOIO BYTi/N11 3HUXXYBaI0 NepopasibHy 6i0A40CTYMHICTb 0OnaH3aniHy Ha

50-60 % i NOBUHHO 3aCTOCOBYBATMCA MPOTArOM 2 FOAMH 40 NpUIAOMY ab0 2 FOAWH Micns Npuitomy onaH3aniHy.

dnyokceTuH (iHri6iTop CYP2D6), ogHopa3oBa f03a aHTaUMAIB, WO MICTATb a/IlOMIHIN Ta MarHii, abo LMMeTUANHY iCTOTHO He BNMBaIM Ha (DapMaKOKIHETUKY
OnaH3aniHy.

MoTeHUiHa 3AaTHICTb 0N1aH3amniHy B3aEMOAISATY 3 iIHLUMMMW NiKAPCbKUMK 3aC06amMu




OnaHsariiH MoXXe BUAB/IATY aHTaroHi3m 0 e(heKTiB NPAMUX Ta HEMPAMMX aroHiCTiB JonamiHy.

OnaH3aniH He NpurHivyeaB ocHoBHI CY P450-i3othepmeHTn (Hanpuknag, 1A2, 2D6, 2C9, 2C19, 3A4) in vitro. TaknM YMHOM, He OYIKYETbCA HIIKUX 0COBAMBUX
B3aEMOAIN, L0 NiATBEPMAXKEHO B JOCNIIKEHHSAX in Vivo, Ae He Bif3Ha4yanoch iHribyBaHHS MeTaboni3My onaH3ariHy npu 3acToCyBaHHI TaKMX aKTUBHUX PEYOBUH:
TPULMKNIYHUX aHTUAEeNpecaHTiB (L0 NpeAcTaBnaoTb nepeBaxxHO wsx CY P2D6), sapdapuHy (CY P2C9), TeodiniHy (CY PLA2) abo giazenamy (CY P3A4, 2C19).
He 6yno BiAg3Ha4eHO B3aEMO/ii 0naH3aniHy Npy 3acTOCyBaHHI 10ro 3 NiTieM abo 6inepuaeHoOM.

TepaneBTUYHWIA MOHITOPUHT PiBHA Ba/lbMpoaTy B M1a3Mi KPOBi He BUSBMB HEOOXIAHOCTI KOpeKL,iT 4031 Ba/lbripoaTty npu CynyTHLOMY 3aCTOCYBaHHI 3 0/1aH3ariHOM.
3arasibHa aKTUBHICTb WOA0 LEHTPasIbHOT HEPBOBOIT cuctemu (LIHC)

3 06epexXHICTIO CNif 3aCcTOCOBYBATW O/laH3arliH nawuieHTaM, aKi NpUinMaroTb eTaHos abo NiKapcbKi 3aC06M, WO MOXKYTb CIPUYUHUTI NPUrHiveHHs LIHC.

CynyTHe 3aCTOCYBaHHS OflaH3ariHy 3 aHTUMapKIHCOHIYHMMM Npenaparamy nawieHTam i3 XBopoboto MapKiHCOHA Ta LEMEHLE0 He PEKOMEHAYETLCA (AMB. PO3Ain
«Oc061MBOCTI 3aCTOCYBaHHS).

IHTepBan QTc

Cnig 3 00epeXHIiCT0 Mpu3HayaTX OfiaH3aniH 3 iHWWMK fpenapatamy 3 BiZOMWM PU3MKOM NiABULLEHHSA iHTepBasly QTc (aus. po3ain «OcobnmBocCTi
3aCTOCYBaHHA»).

Oc06/1MBOCT i 3aCTOCYBaHHSI.

IMig yac NiKyBaHHS aHTUNCUXOTUYHMMM 3aC06aMM NONIMNLLEHHS MPUTHIYEHOMO CTaHy naLjieHTa MOXKe 3aiHATU Bif, KifIbKOX AHIB [0 KifIbKOX TUXHIB. MpoTArom Lboro
nepiofy HeoOXigHWI peTeNlbHNIA MOHITOPUHT MaLieHTIB.

Mcuxo3, NoB’A3aHWii 3 AemeHUiel0 Ta/abo posnagamu nosefiHkM. OnaH3aniH He NpU3HayYeHWd AN NiKyBaHHSA MCMXO03iB, NOB’A3aHMX 3 [eMeHLUiel Ta/abo
MOPYLUEHHAMW TMOBELIHKM, & TaKOX He pPeKOMEHAYETbCA [A/1A 3aCTOCYBaHHA AaHUM nauieHTaM Yy 3B’A3KY 3 MiABULLEHHAM NeTanbHOCTI Ta PU3MKY
LiepebpoBacKySAPHUX BUNAAKIB.

XBopo6a lNapkiHcoHa. He pekomeHAOBaHe 3aCTOCYBaHHA OfaH3aniHy y Tepanii ncuxosis, WO acoliiioBaHi 3 aroHictamy gonamiHy. He pekomeHAoOBaHe CymnyTHE
3aCTOCYBaHHA ONaH3aniHy Ta NMPOTMNAPKIHCOHIYHMX NTIKAPCbKMX 3aC06iB MaLieHTaM i3 XBOpo6oto MapKiHCOHA Ta feMeHLIE.

HeliponenTuunuin 3noskicHuin cuigpom (H3C). H3C — ue NoTeHUiHO NeTanbHUA CUMNTOMOKOMINEKC, ONUCaHUIA Y 3B’A3KY 3 aHTUNCUXOTUYHUMU NpenapaTamu.
Pigko nosigomnanocs npo sunagkm H3C, noe’A3aHi i3 3acTocyBaHHAM onaH3aniHy. KniHiyHumu npossammn H3C € rinepnipekcis, m’da30Ba pUrigHicTb, BTparta
CBILOMOCTI Ta CMMNTOMW CEpLEBOI HeCTabiNbHOCTI (HEPerynspHUin Nynbc abo apTepiaibHWIn TUCK, TaxikapAis, NiABuLLeHe NOTOBUAINEHHS Ta CepLeBa apuTMmis).
[0AaTKOBI 03HaKM MOXKYTb BK/IHOYaTK MiBULLIEHNIA piBeHb KpeaTUHIH(OCHOKIHA3M, MIOrN06iHypito (pabhomioni3) Ta rocTpy HUPKOBY HeAoCTaTHICTb. KAiHIYHMNA
nposs H3C abo HasBHICTb rineptepmii 6e3 kniHiyHoro npossy H3C noTpebye HeranHoi BifAMiHW BCiX aHTUMCUXOTUYHMX 3aC06iB, BK/IKOYAOUM ONaH3aniH.
Fineprnikemis i LyKpoBWiA aiabeT. HeyacTo NoBigomnsnoca npo rinepriikemito Ta/abo po3BUTOK LYKPOBOro AiabeTy abo MoripleHHs nepebiry BXe iCHYH4Oro,
acouinoBaHoro 3 Ketoaumao3oM abo fiabeTMYHO0 KOMOK, a TaKOX MPO NeTasibHi BUNafgKK. Y AesKuxX Bunafkax rnosifOMASN0CA NPo nonepesHe nifBULLEHHA Macu
TiNa, Lo MOr/o 6yTu (DakTOPOM PU3MKY.

PeKomMeHA0BaHO NPOBOAMTY BiANOBIAHWIA KNiHIYHWIA MOHITOPUHT MALiEHTIB i3 LLyKPOBMM AiabeTOM Ta NawieHTIB i3 (hakTopamun pU3nKy PO3BUTKY LlyKPOBOTO AiabeTy,
30Kpema BUMIpIOBATU PiBEHb T/IOKO3WM Yy KPOBI Ha MOYaTKy NiKyBaHHSA, Yyepe3 12 TUXKHIB, a TaKoX LLOPIYHO Yy nofanbluomy. MauieHTn, SKi OTPUMYHOTb NiKYBaHHSA
AHTUMNCUXOTUYHMMU 3acobamm, BK/IKOYAKOUM Of1aH3ariH, NoBUHHI ByTW Nig Harisagom 419 BUSBNEHHS CUMMTOMIB TiMepriikeMii (Takux AK noniguncis, noniypis,
nonigaris Ta cNabkicTb). Y MauieHTiB i3 LyKPOBUM AiabeToM Ta B MauieHTIiB i3 (hakTopammn pu3nKy PO3BUTKY LlYKPOBOro fAiabeTy He06XigHO perynspHo nepesipaTu
PiIBEHb KOHTPOJIO F/IHOKO3M. HeoOXiAHO KOHTPOHOBAT Macy Tina, HanpuKag Ha novaTtky NikyBaHHS, yepe3 4 TUXHI, Yepe3 8 TWXKHIB Ta vepe3 12 TUXKHIB, a TakoxX 1
pa3 Ha KBapTasl y Nnoja/ibLIoMy.

3MiHM piBHA ninigiB. HebaxkaHi 3MiHW piBHA NinigiB cnocTepirainca y nNauieHTiB, fKi OTpUMyBa/IM OnaH3aniH y nnaue60-KOHTPObOBaHUX KAIHIYHUX
BUMPOOYBaHHAX. 3MIHW PIBHA NiMIAIB CMiA KOPEerysaty HaIeXKHUM YMHOM Y MauieHTIB i3 AUCAINILEMIEIO Ta Y MaUieHTIB i3 akTopamu pUsnKy PO3BUTKY MOPYLUEHb



06MiHy ninigis. MNauieHTam, AKi OTPUMYIOTb NliKYBaHHSA aHTUMCUXOTUYHUMI 3aC06aMu, BK/TKOHaKO4YM 0flaH3aniH, He06XigHO perynsapHO KOHTPO0BATK PiBEHb /iNiAiIB
Y KpOBIi, HaNpWK/ag Ha NoyvaTKy fikyBaHHS, Yepe3 12 TUXHIB, a TaKOX KOXHi 5 poKiB y nogasibLuomy.

AHTUXONIHEPriYHA aKTUBHICTb. Y npoueci KNIHIYHUX JOCNIAXeHb BUABEHO HMU3bKY YacTOTY aHTMXOMIHEPTriYHMX ABuL,. OfLHaK Yepe3 0OMEeXeHICTb KNiHIYHOro
[OCBify 3aCTOCYBaHHS O/fiaH3aniHy nauieHTam 3i CynyTHIMW 3aXBOPHOBaHHAMW cnif OyTy 06epexXHMM Npy NpU3HaYeHHi npenaparty nawieHTam i3 rineptpodicto
npocTartu, NapasiTMYHOK KULLIKOBOK HEMpOXiAgHICTIO a60 NoAiGHMMK CTaHaMK.

MokasHMKM hyHKLIT nediHku. Mpy 3acToCcyBaHHI 0M1aH3aniHy 4acTo CNOCTepirainMca TPaH3UTOPHI acCMMNTOMaTWUYHI NiAKOMM PiBHA NeYiHKOBUX TpaHcamiHaz ANAT Ta
ACAT, 0c0611BO Ha noyaTky nikyBaHHs. [NauieHTam i3 nigsuiieHum pisHeM ANAT Ta/um AnAT, 03HaKaMu Ta CUMMTOMaMM MOPYLUEHHSA (YHKLIT NeviHKuK, nayieHTam
i3 nonepeiHbLO iCHYHOUMMKU CTaHaMK, MOB’A3aHUMW 3 NEYiHKOBOK HeJOCTATHICTIO, & TaKoX MauieHTaMm, fKi NpuiAMaroTb MOTEHLIMHO renaTOTOKCUYHI npenapatu,
EronaHsy npusHayatoTb 3 06epexxHICTIo. [py BUABNEHHI renatuTty (BK/KOYAOUM renaToLestoNigpHe, XonectatuyHe abo 3MillaHe ypaXKeHHs NedviHky) ofaH3aniH
HeoOXiAHO BIAMIHUTH.

HeliTponeHis. OnaH3aniH HEOOXiAHO 3 0BEPEXHICTIO NPU3HaYaTV MPU HU3bKOMY PiBHI NeKOUUTIB Ta/abo HeNnTpoginiB 3 6yab-SKOI NPUYUHK, NaLieHTam, SKi
OTPUMYIOTb NiKyBaHHA NpenapaTamu, Lo MOXYTb CPUYUHUTI HEMTPOMEHIto, NavieHTaM, AKi MaloTb B aHaMHe3i Me1KaMeHTO3He NPUrHIYeHHSA/TOKCUYHE YPaXKeHHS
KICTKOBOIO MO3KY, nauieHTam i3 NpUrHiYeHHAM KiCTKOBOr0o MO3KY, CIPUYMHEHUM CYNYTHIMW 3aXBOPHOBAHHAMM, ONPOMIHEHHAM YK XiMioTepanieto, Ta nauieHTam i3
rinepeo3vHoinieto Ta MienonponipepaTBHNUM 3aXBOPIOBAHHAM. HelTponeHis € yacTUM NOGIYHMM eeKTOM NpU CYyMiCHOMY 3acTOCyBaHHI BasibnpoaTy Ta
OnaH3ariHy.

MpunuHeHHa Tepanii. Mpu panToBOMY NPUNMHEHHI Tepanii gyXe pigko (=0,01 % ta 0,1 %) nosigoMnAanocs MpPo rocTpi CUMMATOMMK, 30KpeMa Mpo HagMipHe
NMOTOBUAINEHHSA, 6E3COHHSA, TPEMOP, PO3APaTOBaHICTb, HYA0TY a60 G/1FOBaHHS.

IHTepean QT. Y npoueci KNiHIYHUX AOCNiMKEHb ONaH3aniH He CPUYMHIOBAB [OBroTpMBasol NPonoHrayii abcontoTHMX iHTepeaniB QT Ta QTc. OgHak, SK i npw
NiKyBaHHi IHLWXMM aHTUNCUXOTUUYHMMI 3acobamm, NpU3HaYvaTh onaH3aniH y KombiHauii 3 npenapatamu, ki MOXYTb CIPUYUHUTI NPOMOHTaLito iHTepsany QTc, cnifg
3 06epeXxHicTo, 0co6AMBO MaLlieHTaM NMiTHLOrO BiKY, MauieHTaMm i3 BPOMXEHUM CUHAPOMOM MpPONoHrauii iHTepBany QT, 3acTiliHOK CepLEeBOK HefOCTaTHICTHO,
rinepTpodieto cepus, rinokanieMieto abo rinomarHesiemieto.

Tpomb6oembonis. Heyacto noBsifoMIsn0cs Npo TMMYacoBUIA 3B°A30K MiDK iKyBaHHAM 0/1aH3ariHOM Ta BuUnajKamMu po3BUTKY BeHO3HOT Tpom6oembonii (20,1 % — < 1
%). MPUYMHHO-HACNIAKOBUIA 3B’S130K MiXK NiKyBaHHAM OnaH3aniHOM Ta PO3BUTKOM BEHO3HOT TPOM60emM60nii He BCcTaHOBMeHO. OfHakK, 6epyyn A0 yBaru Te, WO Y
NawuieHTIB i3 LWIM30(PEHIEHD HACTO PO3BMUBAETHLCA CXMbHICTL A0 TPOMO0EMOONIT, HEOOXIAHO BpPaxoBYBaTW YCi MOX/MBI haKTOpW PU3MKY, Hanpuknag iMmo6inizauito
nawieHTa, Ta BXXMBATW BCIX HEOOXIAHMX NonepeaKyBaibHUX 3aX0L4iB.

3aranbHa i Ha LJHC. BpaxoBytoun nepeBaXKHWA BNAUB onaH3aniHy Ha LIHC, HeobXxigHO NpoBOAMTW A0AATKOBI 3aCTEPEeXHi 3axo4u Npu NpuioMi onaH3aniHy B
MOEAHAHHI 3 IHLIMMK NpenapaTamun LeHTPasIbHOT AiT, BKNHYAHUM BXXMBAHHSA alKOrosio.

EninenTuyHi Hanagn. OnaH3aniH HeobXifHO 3 06epeXHICTHO 3aCTOCOBYBATM NaliieHTam 3 enifienTUYHUMUK HanagaMmu B aHaMHesi abo nauieHTam, y AKUX HasABHi
(haKTopK, L0 3HWXYHOTb MOpir Hanagis. Pigko NoOBIigOMAANOCA NPO BUNAAKW enifenTUYHUX HanagiB npu MikyBaHHI 0f1aH3aniHOM. Y GiNblIOCTI LUMX BMNAAKIB
nayieHTX Masin B aHamMHe3i eninenTUYHi Hanagy abo pusnK iX BUHUKHEHHSA 6YB MiABULLEHWIA.

MMi3Ha auckiHesis. MNpy nNpuiiomi onaH3aniHy crocTepiranaca CTaTUCTUYHO 3Hauvywo GiNbll HM3bKa YacTOTa BUHWKHEHHS AWCKIHE3iT, CNPUYMHEHOI NiKyBaHHSM.
Uepes 3pocTatounii pu3nK po3BUTKY Ni3HLOT AUCKIHESIT NpW TPUBASIOMY MPUIAOMI aHTUNCUXOTUYHNX NpenapaTiB HeOOXiAHE Y3rofpKeHe 3HXEHHA 031 abo MoBHa
BifIMIHa npenapary npwv Mnossi y nauieHTa CUMNTOMIB Mi3HbOT AUCKIHE3IT. 3 4acoM Lji CUMMTOMU MOXYTb MOCW/TIOBATUCA 860 HaBITb 3’ABMATUCA NICNA MPUNUHEHHSA
NiKyBaHHS.

OpTocTaTunyHa rinoTeHsisa. HeyacTo NoBigoOMAANOCA NPO BUMaLKM OPTOCTATUYHOT TINOTEH3IT Y NALiEHTIB NITHLOMO BIKY. AK i MPK 3aCTOCYBaHHI aHTUMCUXOTUYHUX
NiKapCcbKMX 3aco06iB, Nif Yac 3aCTOCyBaHHA ONaH3aniHy PeKOMeHAY€ETbCSA NepioAnyHe BUMIPIOBaHHS apTepia/ibHOro TUCKY MalieHTaM BiKOM Bif, 65 poKiB.

PanToBa 3ynuHKa cepus. Y MOCTMapKeTMHroBMX 3BiTax MOBILOMAANOCA MPO BUMAAKW panToBOl CepueBoi cmepTi. BignoBigHO [0 pPeTpPOCNEKTUBHOrO
06cepBaLiiHOro KoropTHOro JOCNiKEHHS, PU3NK panToBOi CepLEBOT CMepPTi Y NauieHTiB, AKi 3aCTOCOBYBa/Iv ONaH3aniH, NiABMLLYBaBCA Maie BABIYi, MOPIBHSAHO 3



nalieHTamu, fiKi He 3aCTOCOBYBA/IM aHTUMCUXOTUKKU. PU3MK MpW 3aCTOCYBaHHI OfaH3aniHy BifMnoBifae TakoMy Mpy 3aCTOCYBaHHI aTUMOBUX aHTUMCUXOTUYHUX
NiKapCbKMX 3aco06iB, L0 61 BKIOYEHI A0 06’€AHAHOr0 aHasi3y.

NakTo3a. Mpenapar MICTUTb NaKTO3M MOHOTiAPaT, TOMY Oro He Cnij 3aCTOCOBYBATW XBOPUM, SIKi MatOTb CMafikoBY HEMepeHOCUMICTb 1aKTo3u, AeilnT nakTasu
(The Lapp lactase deficiency) abo CMHAPOM T/THOK030-ra/lakTO3HOT MasibabcopoLii.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

BiacyTHi agekBaTHi i 4o6pe KOHTPO/bOBaHi AOCNIMKEHHS AiT onaH3aniHy Ha BariTHMX. MauieHTKM nig Yac NikyBaHHS OnaH3aniHOM MOBMHHI NOBIJOMUTX CBOMO
nikapsa nNpo BariTHICTb abo Hamip 3aBariTHITU. OCKI/NIbKM iICHYHOUMIA JOCBIf, NiKYBaHHS BariTHUX 0/1aH3aniHOM 0OMEXeHWiA, 0naH3arliH y nepiog BariTHoCTi He06XiAHO
3aCTOCOBYBATU Ti/IbKM TOAI, KON 0YiKyBaHi pe3yibTaTi BUNPasAoBYOTb MOXIVBUIA PUSWK A4J1 NN0AaA.

Y HOBOHapOKEHWX, MaTepi AKX MpUAMasM aHTUNCUXOTUYHI NiKapcbKi 3acobw (BKNOYatoun onaH3aniH) npotarom Il TpumecTpy BariTHOCTI, iCHYE pU3MK
BUHWKHEHHSI MOBIYHMX peakLiii, BKIOYaOUM eKCcTpanipamifgHi NopyLeHHs Ta/abo CMHAPOM BiAMIHW, CUMNTOMW AIKMX MOXYTb MICNS HAPOMXKEHHS 3MiHIOBATMCA 3a
CUnoo Ta TpmBanicTto. MoBIAOMAANOCA MPO aXMUTaL i, apTepianbHY rinepTeHsito, apTepiasibHy FinoTeH3ito, TPEMOP, COHMUBICTb, pecrnipaToOpHMA AUCTPEC-CUHAPOM
abo po3nagn xapyyBaHHA. TOMY HEOOXiIHO KOHTPONHOBATI CTaH HOBOHAPOPKEHNX.

[Mepiof roaysaHHs rpyLato

Mpw gocnimkeHHi 30POBUX XXIHOK, SIKi rogyBanv rpyaaro, onaH3anid 6yno BUsBAeHo y rpyaHomy monoui. CepefHs Ao3a Ans HeMoBAATK (MinirpaM Ha Kinorpam) 6e3
PU3UKY AN15 HbOTO OuiHIoBanacs Sk 1,8 % Bif MaTepPUHCLKOT 03K (Miflirpam Ha Kifiorpam). MNawieHTkaM He peKOMEHAYETLCA roAYyBaTV HEMOB/IAT TPYLAH0, AKLLO BOHU
NPUNMaroTb ONaH3arniH.

30aTHICTb BNMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.

JocnifpxkeHb BNANBY ONaH3ariHy Ha LWBMAKICTb peakLui’ Npy KepyBaHHI aBTOTPaHCNOPTOM abo po6oTi 3 iHLWMMK MeXaHi3Mamn He nposoannocs. OCKiNbKK onaH3aniH
MOXe CMPUYNHUTI COHNMBICTb Ta 3anamMOpPOYEeHHs, NaLieHTIB CMig nonepeauTy Npo Hebesneky, NOB’A3aHy 3 eKcrsyarayieto MallvH, BK/IK0UYatouM aBTOTPAHCMOPTHI
3acoow.

Cniocib 3acTocyBaHHA Ta A03Mu.

Jopocni

LLIn3oppeHin. PekomeHA0BaHa MoYaTkoBa 403a 0/1aH3aniHy ctaHoBuTbL 10 Mr 1 pa3 Ha fo0y.

MaHiakasbHi enizon. PekomMeHZ0BaHa NoyaTkoBa f03a 0/1aH3aniHy Sk MOHOTeparii CTaHOBUTb

15 mr Ha o6y a6o 10 Mr Ha 06y Yy KoMGiHaLii 3 NiTieM abo BabNPOATOM.

MpohinakTnKa NOBTOPHUX HamadiB y nayieHTIB 3 6iNOfSpHUMM po3nagaMun. PeKoMeHL0BaHa noyaTkosa fo3a ctaHoBuUTb 10 Mr Ha fo06y. MauieHTn 3 6inonspHUMU
po3nagamu, fKi OTPMMYBa/IM ONaH3aniH A9 NiKyBaHHA MaHiaka/lbHUX eni3ofiB, NPOLOBXYHOTb OTPUMYBATW O/laH3aniH y TOMY XX A03YyBaHHI i Ana nNpodinakTnku
NMOBTOPHMX Hanagis. 3a YMOBM PO3BUTKY HOBOIO MaHiaka/lbHOro, AenpecuBHOro abo 3MiLlaHOro enisofy NMikyBaHHS He0OXiAHO NPoAoBXyBaTK (y pasi Heo6XiaHOCTI
ONTUMI3yBaBLUN [03Y) Pa3oM i3 NIATPMMYHOYOK Tepaniero AN NiKyBaHHA CUMMNTOMIB NMOPYLLEHHSA HACTPOIO, AKLLO € K/TiHIYHA HEOOXIAHICTb.

JlikyBaHHS LWM30(PeHIT, MaHiaka/lbHUX eni30fiB Ta nonepea>keHHs peumnansis 6inonspHoro posnagy. LLlogeHHyY 103y BU3HaAYatOTh Ha MigcTaBi KNiHIYHOrO cTatycy B
AianasoHi Big 5 o 20 mr Ha fo0y. 36ibLUeHHS peKOMeH0BaHOT NOYaTKOBOT 403M NPOBOAMTY 3 iHTepBalaMy He MeHLLUe

24 roAVH NuLe Nicns KNiHIYHOro o6cTexkeHHA. OnaH3aniH 3aCTOCOBYBATW He3a/IeXXHO Bif BXMBaHHS DKi, OCKI/IbKM BXMBAHHA Ki He BMaMBae Ha abcopbuito
npenaparty. MNpwu BiAMIHI NpenapaTy 3aBepLUeHHsA Tepanii cnif NPoBOAUTY NOCTYMOBO.

MavieHTV NiTHLOro BiKy. MpU3HaYeHHs MeHLIOT NoYaTKoBol fo3u (5 Mr Ha f0o6y) 3a3Buyali He NOTpPiGHe. Heo6XifHICTb NPMU3HAYeHHS MEHLLIOI MoYaTKOBOI 403K



MOTPIOGHO po3rnagaTv 415 NalieHTIiB BIKOM Bif 65 POKiB Npu HAABHOCTI KIHIYHNX (PaKTopiB.

MauieHTn 3 HMPKOBOK Ta/abo MeviHKOBOK HeAOCTaTHICTIO. MeHLy noyaTkoBy o3y (5 Mr Ha Ao6y) MOXHa Npu3HayaTy TakMM nauieHTaMm. Y pa3si HasiBHOCTI
MOMiPHOT NeYiHKOBOT HeOCTaTHOCTI (LUMPO3, Knacu HegocTaTHOCTI A ab6o B 3a wkanoto Yaringa-r’to) noyatkosa f4o3a NOBUHHA CTAHOBUTK 5 Mr, NiABMLLYBaTK 403y
HeoOXIiAHO 3 06EePEXHICTHO.

CTaTb. KopeKuis 031 3a/1eXHO Bif cTaTi NawieHTa He NoTpibHa.

Kypui. Kopekuisa 1031 3a/1eXH0 Bif, HAABHOCTI/BIACYTHOCTI 3BMYKK [0 NaniHHA He NoTpibHa.

KypiHHA MOXe CTUMYNIOBaTV MeTabo/1i3M onaH3aniHy. PEKOMeHA0BaHO 34iACHIOBATI KNIHIYHNIA MOHITOPWHT i 'y pa3i He06XiAHOCTI 30iNbLUNTI [03Y ONaH3aniHy.
MeHLLY NOoYaTKOBY [03y MOXHa Npu3HayaTh nauieHTam i3 KOMOiHauiero hakTopiB (KiHOYa cTaTh, NiTHIN BiK, BIACYTHICTb 3BUYKM [0 NasiHHA), AKIi MOXYTb
3HMXXYBATK MeTab0i3M onaH3aniHy. MigBuLeHHs 4031 TaKUM NauieHTaM, SKLO Lie NoKasaHo, NoTPi6HO 34iMCHI0BATU NOCTYMNOBO, 3 06EPEXHICTHO.

aiTn.
OnaH3ariH He NoKa3aHWil ANs NikyBaHHA AiTei Ta NigniTkiB (Bikom 4o 18 poki.).

Nepeno3yBaHHS.

CumnTomun. Oyxe nowwmpeHi (>10 % BunagkiB) — TaXikapaisi, aXuTauis/arpecMBHICTb, AM3apTPis, Pi3Hi ekcTpanipaMigHi CUMNTOMW Ta 3HWKEHWIA PiBEHb
CBIAOMOCTI, L0 BapitOETLCA Bif, cefalii 4O KOMMU.

[HWNMW 3HAYHUMW YCKNaAHEHHAMW Mepefo3yBaHHA € Aenipiil, CyfoMK, KOMa, MOXMBICTb BUHUKHEHHSt H3C, NpUrHiYeHHA AmxaHHs, acnipauis, apTepiaibHa
rinepTeHsis abo rinoTeHsis, cepuesa apuTmia (<2 % BunafdKiB nepefosyBaHHsA) Ta KapAionynbMOHabHUIA LWOK. JleTaslbHi HacNigKW BifgzHavyanmcsa npu roctpomy
nepeao3yBaHHi Ha piBHi 450 mr, ane 6yn il BUNaaKn BUXKMBaHHA NICAs rOCTPOro nepefo3yBaHHs Nicis NpuiioMy 2 r ofiaH3ariHy nepopasibHo.

NikyBaHHs. CneundiyHMin aHTUAOT ONaH3aniHy BiACYTHIN. He pekomeHAyt0TbCS npenapaTy, Lo CNpUYMHAIOTL 6/110BaHHA. PEKOMeHA0BaHO CTaHAAPTHI npoueasypwu
npwn nepefosyBaHHi (Hanpuknag, NPOMUBaHHSA LUTYHKa, NPUIAOM aKTMBOBaHOIO BYriNs). byno BUABNEHO, IO CYNyTHIA NPUIAOM aKTMBOBaHOMO BYTiN/A 3MEHLUYE
6i00CTYNHICTb 0NaH3aniHy Npu nepopasbHoOMy nNpuiiomi Ha 50-60 %.

BignoBigHO A0 KNiHIYHMX NPOABIB CAif HaNarogUTV CUMNTOMATUYHE NiKyBaHHSA Ta MOHITOPUHT XXUTTEBO BAXXNMBUX YHKLiA, BKNHOYAKOUM NiKYBaHHSA apTepiasibHOI
rinoTeH3il Ta UMPKYIATOPHOI HeLOCTaTHOCTI, a TaKoX MiATPMMaHHA AMXaHHA. He cnif 3acTocoBYBaTU eniHeppyH, AonamiH Ta iHWIi CUMNATOMIMETUKM 3 Ai€t0,
XapaKTepHOK AN GeTa-aroHICTIB, OCKiNIbKN 6eTa-CTUMYNALIS MOXe NOCUANTM NPOSBM apTepiaibHOT FinoTeHsil. A BUABNEHHS MOX/IMBOI apUTMIT Heo6XigHWIA
MOHITOPUHTI CepLEeBO-CYAMHHOT CUCTEMU. PeTeNbHWIn MeANYHWIA Harnsg Ta MOHITOPVHI Mae TPUBATU [0 MOBHOMO OAYXKaHHA NaLieHTa.

Mo6iuHI peakuii.

KopoTkuid onuc npodgointo 6esneku

Jopocrni

HaiuacTiwi no6ivHi peakuii (cnocTtepiranmcs y =1 % nauieHTiB), NOB’A3aHi i3 3aCTOCYBaHHAM OfaH3aniHy B MPOLECi KAIHIYHUX [JOCNiAKEHb: COHAMBICTb,
36i/bLLEHHSA MacK Tina, eo3nHogiNis, NigBULLEHHA PIBHA NPONAKTUHY, XONECTePONY (XONeCTEPUHY), FMHOKO3M Ta TPUIAiuepuaiB y Kposi (AuB. po3ain «OcobnnsocTi
3aCTOCYBaHHS»), [/IHOKO3Yypif, NiABULLEHHA aneTuTy, 3arnamOpOYeHHs, akaTu3if, MapKiHCOHI3M, NeNKoneHis, HeWTponeHis (gMB. po3gin «Ocob6aMBOCTI
3aCTOCYBaHHSA»), AMCKIHE3is, opTocTaTMYHA TiNOTeH3is, aHTUXONIHEPriYHI edieKTN, TPaH3UTOPHE acUMNTOMAaTMYHE MiABWLLEHHS MEeYiHKOBMX TpaHcamiHas (AuB.
po3gin  «Oco6MMBOCTI  3aCTOCYBaHHS»), BWUCWMAHHA, acTeHis, CTOM/IKOBAHICTb, TiMepTepMmia, apTpanrida, MigBULLEHHA piBHA  ankaniHpocdarasu,
rammarytaminTpaHcjepasu, Ce4Y0BOI KUCNOTU, KpeaTUH(OCHOKIHA3MN Ta HabpsaKMK.

TabnnyHunin nepenik NoBiYHNX peakuiii

Y Tabnuui nigcymMoBaHO OCHOBHI MOGIYHI peakLii Ta TXHA YacToTa, BU3HAYeHi Y MPOLECi KNIHIYHMX JOCNiAKeHb Ta/abo Ha OCHOBI MOCTMapKETUHIOBOro AOCBigy. Y



MeXax KOXHOI rpynu 4acToT No6iYHi peakuii NpescTasneHi B NOPAAKY 3MEHLLEHHS Cepii03HOCTI.
YacToTa BUHMKHEHHS MOBIYHMX peakLix KnacuikyeTbCa TakuM YMHOM: Ay»ke YacTo (=1/10), yacTo (Big =1/100 go <1/10), HeuacTo (Big =1/1000 go <1/100), pigko
(Big =1/20000 po <1/1000), oyxxe pigko (<1/10000), yacToTa HeBigoMa (4acTOTY HE MOXHA BCTAHOBUTM Ha OCHOBI HasiBHUX JaHUX).

[lyxe yacTo | Yacto | Hevacto | Pigko | YacToTa HeBigoma
3 60Ky CUCTEMM KPOBOTBOPEHHS! Ta NiM(aTUYHOI CUCTEMN
Eo3uHodinis, nelikoneHislo, Tpom6GouuTone-Histl

HeitTponeHis10

3 60Ky iMyHHOI cucteMu
| | FinepuyTnmsicTs1l |
MopyLLeHHS 06MiHY PEYOBUH Ta PO3/1ain TPAB/IEHHS

36inbLUeHHA MacK MigBuLLIEHHS piBHSA XonecTepuHy23, | Po3BMTOK abo 3arocTpeHHs Aiabety, | Finotepmisl2
Tinal MifBULLEHHS PiBHSA THOKO3IA, PI/IKO NOB’A3aHOr0 3 KETOALM4030M

MifABULLEHHS PiBHA ab0 KOMOI0, BK/OYaKOUN feaKi

TpUrniLepuais2S, rnoko3ypis, netanbHi Bunagkmnll

MiABULLEHHS aneTuTy
3 60Ky HepBOBOI CUCTEMM

COoHNMBICTb 3anamopoUeHHs, akaTusiso, EninentuyHi Hanagw, wo 6ynu B HeliponenTtuny-
NapKiHCOHI3M6, AnckiHesis® aHamHe3i a6o 6ynM HasBHi (aKTOPU | HUiA 3n0AKICHUI crHapoMl2,
pu3nKyll, qucToHia (BKMHOUHO 3 CUHAPOM BigMiHKU7+12

OKyNSIpHUM cuMnToMom)LL, nisHs
AVCKiHe3iall,

amHesif®, ausapTpis, 3aikaHHALL 13,
CVHAPOM BTOM/EHMUX Hir

3 60Ky cepLeBOi cucTeMu

Bpagvkapaia, nponoHrauis BeHTpuKynapHa Taxikapais
iHTepBany QTc /thi6-punsuis, pantosa
cmepTbll
3 60Ky CyAMHHOT CMCTEMM
OpToCTa-TMYHa Tpomboembonis (BK/IHOUaOUM
rinoteH3isl0 emb0nito nereHeBoi apTepii Ta
rNM60KNIA BEHO3HMIA TPOM603)

3 60Ky AVXanbHOT CUCTEMW, OPraHiB rpyAHOT KNITKU Ta MeLiaCTMHaIbHI NOPYLLEHHS

| | KposoTeua 3 Hoca? |
3 60Ky LLNYHKOBO-KMLIKOBOTO TPaKTy




Ierki, KopoTkoTpuBai
AHTUXO/IHEPTiYHI eekTn,
BKJ/1KOYAOUM 3arop Ta CyXiCTb Y POTi

3ayTTs XuBoTad, rinepcekpeLis
C/TIMHU

MaHkpeaTnTll

3 60Ky renatobiniapHoi cucTeMm

TpaH3UTOPHMIA, aCUMMITOMATUYHWIA
NignoM piBHA NEYiHKOBUX
TpaHcamiHa3 (ANAT Ta AcAT),
0C06MBO Ha NoYaTKy NiKyBaHHS,
nepugepuyHi HabpsKK

FenaTuT (BKIHOUaoUY
renaTtoLenonsap-He,
X0necTaTnyHe abo 3miLlaHe
YLIKOMXKEHHSA nediHkmn)LL

3 60Ky LLKipK Ta Ti NoXigHNX

BucunaHHSA

Peakuii CBITN0YYTANBOCTI, ajionewis

MegukameH-TO3Ha peakw,is
3 e03nHodgiNieto Ta
CUCTEMHUMW CUMITOMaMM
(DRESS)

3 60Ky KICTKOBO-M’S30BOI CUCTEMM Ta CMOMYYHOT TKaHUHM

| Aptpanris®

| Pa6romionisll

3 60Ky HMPOK Ta CEYOBUAINbHOT CUCTEMY

HeTpumaHHs ceui, 3aTpumMka ceui,
yTpyaHeHe Cel-IOBl/II'IyCKaHHgll

BariTHicTb, NicnsapofoBWiA Ta NepuHaTa/ibHUIM Nepiog

CUHApOM BIAMIHN Y
HOBOHaPOKE-HUX

3 60Ky penpoLyKTUBHOI CUCTEMM Ta MOJIOYHUX 3a/103

EpekTunibHa gnciyHKLif y
YO/I0BIKIB; 3HVMXXEHHSA Ni6igo y
XXIHOK Ta Y0/10BIKIB

AmMeHopes, 36iNbLIEHHS rpye,
rafiaktopes y XIiHoK, riHekomacTis
/36inb-

LLUEHHS rpyAein y YonoBiKiB

Mpianizam12

3arasibHi po3/1aam Ta 0c06/IMBOCTI 3aCTOCYBaHHSA

ACTeHis, BTOM/IHOBaHICTb, HabPSAKN,
nipekcis 10

JocnipkeHHs

MigBWLLEH-HA PiBHSA
MPONaKTUHY B
nnasmis

MiaBULLEHHS PIBHS aNiKaniH-
thochatasnlO, nigsuLLeHHS
KpeaTuHocgokiHaznll,
MiABWLLEHHS PiBHSA

MigBMLLEHHS
3arasibHoro 6inipy6iHy




rammarnyTamintpaHchepasulo,
Mi4BWLLIEHHSA PIBHSA CEYOBOT
kucnoTtnl0

1 Kniniuno 3HauylLe 36iNMbLLUEHHS Macy Tina cnocTepiranocs B YCiX KaTeropiin nauieHTis 3a IMT (iHAekc macu Tina). IMicns KOpoTKOYacHOro NiKyBaHHA (CepefHs TpMBaiCTb
cTaHoBuna 47 fHiB) 36iNbLUEHHA MacK Tifla Ha =7 % cnocTepiranoca gyxe 4acto (22,2 % Bmnagkis), Ha =15 % cnocTepiranocs 4acTo

(4,2 % BunagkiB), Ha =25 % cnocTepiranocs HeyacTo (0,8 % BMNALKIB). Y NauieHTIB, AKi OTPUMYBasIM TpUBay Tepanito (MPUHaiMHI NPOTArom 48 TUXKHIB), 30i/bLUEHHA MacK
Tina Ha 27 %, =15 %, =25 % cnocTepiranoca gyxe yacto (y 64,4 %, 31,7 %, 12,3 % BunagKis BiAnoBigHO).

2 CepefiHi NigBMLLEHHSA piBHA NiNigiB HaTwe (3aranbHWIn XoNecTepon, NiNONPOTEiHN HU3bKOT WinbHocTi (JIMHLL) i Tpurniuepnam) 6ynm 6inbll 3HaYHI y NaLUieHTIB, Y AKX
CroyaTKy He CrnocTepiranoca nopyLleHb 06MiHy Ninigis.

3 CnocTepiranocs y nawieHTiB 3 HOPMabHUM NOYaTKOBUM PiBHEM HaTLLe (<5,17 MMOsb/N), AKWiA NigBMLLYBaBCS [0 BUCOKOIO (= 6,2 MMonb/n). [ly>Ke 4acTo NOBiAOMAANOCS MPO
panToBe NiABULLEHHSA PIBHA 3ara/lbHOro XO0/IeCTepOsly HaTLLe 3 MOYaTKOBOr0 PiBHA (25,17 - < 6,2 MMO/b/MT) [0 BUCOKOTO PiBHA
(26,2 mmonb/n).

4 CnocTepiranocs y nauieHTiB 3 HOPMa/lbHUM NOYaTKOBUM PiBHEM HaTLle (<5,56 MMonb/n), AKAIA NigBULLYBABCA A0 BUCOKOIO (=7 MMO/b/N). [y>Ke 4acTo NOBiAOMAAN0CSA NPo
panToBe NiABULLEHHSA PIBHA [THOKO3M HATLLE 3 NOYATKOBOrO PiBHA (25,56 - <7 MMOJIb/N) [0 BUCOKOrO PiBHA (=7 MMONbL/N).

5 CnocrTepiranocs y nauieHTiB 3 HOpMa/lbHAM NOYATKOBMM PiBHEM HaTwe (<1,69 MMonb/n), Akl NiABMLLYBaBCS A0 BMCOKOrO (= 2,26 MMOb/N). [y)e 4acTo NoBigoMsnocs
Npo panToBe MiABWLLEHHS PIBHA TPUTNILEPUAIB HATLLE 3 MOYATKOBOro PiBHA (21,69 - <2,26 MMO/b/N) A0 BUCOKOTO PiBHSA
(=2,26 mmonb/n).

6 MMig Yac KNiHiYHUX JoCnigpKeHb YacToTa BUHUKHEHHS NapKiHCOHI3MY i AMCTOHIT y NauieHTiB, AKi 3aCTOCOBYBaM 0f1aH3aniH, 6y/1a BMLLA, HiXK Y npoueci gocnigpkeHb nnaueoo,
ane KNiHiYHO He3Ha4yHo. YacToTa BUHUKHEHHS NapKiHCOHI3MY, akaTu3ii Ta AUCTOHIT Y NauieHTiB, SKi 3aCTOCOBYBaM 0M1aH3ariH, 6yna HMX4a, HiXX Npu 3aCTOCyBaHHI TUTPOBaHUX
[03 ranonepugony. Yepes BIACYTHICTb iH(opMaLii NPo HasBHICTb B aHaMHe3i rocTpux abo Mi3HIX ekcTpanipamifa/ibHUX PyXOBWX MOPYLUEHb He MOXKHA BCTaHOBUTW, L0
ONaH3arniH MeHLLe CNPUUMNHAE Mi3HI0 AUCKIHE3i0 Ta/abo iHLLI Ni3Hi ekcTpanipamifasbHi CUHAPOMU.

Ty BUMAZAKY panToOBOro MPUNWHEHHS Tepanii 0naH3aniHOM MOBIAOMSNOCA NPO FOCTPI CUMMATOMM: MiABWLLEHE MOTOBWAINEHHS, GE3COHHSA, TPeMop, aXuTauilo, HyAoTy i
GNHOBaHHS.

8y npoueci KNiHIYHKUX gocnimpkeHb (40 12 TUXHIB) BU3HAYEHO, L0 KOHLIEHTpaLis NponakTUHy Y nniasMi KpoBi nepeBuLLyBasia BepXHii NimMiT HopMu y 30 % nauieHTiB, AKi
3aCTOCOBYBA/IM 0/f1aH3aniH. Y GiNbLIOCTI NaLieHTIB Take NiABWLLIEHHS 6YN10 NOMIPHUM i 3a/1MLLIANOCS B MEXax 3HayeHb, Y [Ba Pa3u HMXKUMX Bif, BEPXHLOI0 PiBHA HOPMU.

9 No6iuHi peakuii BU3HA4YeHO B pe3ynbTaTi KNiHIYHUX AOCMIAKEHb B iIHTErpoBaHili 6a3i gaHMX onaH3ariHy.
10 OUjiHKa BUMIpSIHMX 3HaYeHb B13HaueHa B pe3ynbTaTi KNiHIYHMX A0CAiKEHb B IHTErpoOBaHili 6a3i gaHMX onaH3aniHy.
11 NoGiyni peakui’ BU3HA4YeHO 3i COHTaHHUX NOCTMAPKETMHIOBKX 3BIiTiB 3 NEPIOANYHICTIO, L0 BCTAHOB/NEHA Ha OCHOBI IHTErpoBaHoT 6a3n AaHWUX OflaH3aniHy.

12 MoGiyni peakLii BU3HAYeHO 3i CNOHTaHHMX MOCTMapPKETUHIOBUX 3BIiTIB 3 MEPIOAUYHICTIO, LLO OLjiHEHA 3 BUKOPUCTaHHAM [0BipYOro iHTepeasly B BEpXHbOMY MiMiTi HOpMu (95



%) Ha OCHOBI iHTErpoBaHol 6a3n AaHMX ONaH3arniHy.

13 HeGaxani eheKTN nepepaxoBaHi Ta CNOCTePIralnTbCs Micns nepopansHOro npuiioMmy onaxsaniHy Ta LAIM (TpmBanol BHYTPILLIHBOM’S30B0T), SIKi TaKOXX MOXYTb BUHUKATK
nicna eeefeHHs onansaniHy RAIM (LUBMAKOAIKOUOT BHYTPILLHEOM S130B0T).

Bnave npu AOBroTpuBa/ioMy 3acTOCYBaHHI (He MeHwe 48 TW>KHIB). BigCOTOK nauieHTIB, Y AKX Bif3Hayanmca nobivHi peakuii y BUTNALI KNIHIYHO CYTTEBOroO
NiABWLLEHHS Macu Tina, 3MiHW PiBHSA TNOKO3W, 3aranbHOro xonectepuHy/AMHLL/NMBLL, abo Tpuraiyepnais, NOCTIMHO 36iNbLUyBaBCA. Y A0POCNUX NaLiEHTIB, SKi
3aKiHumnm 9-12-MmicayHuiA Kypc Tepanii, Temn NiABWLLEHHSA PIBHSA rNHOKO3M B KPOBI HATLLLE YNOBISIbHUBCA NPUOAN3HO Nicns 6 MicALiB iKyBaHHS.

[Mo6iyHI AiT Ang OKpeMUX rpynax nauieHTiB. Y npoueci KAiHIYHUX AOCNiMKeHb Y NauieHTIB NiITHLOrO BiKY 3 AEMEeHLUIE0 Tepanisa onaH3aniHOM 6yna noe’si3aHa 3
NigBULLEHMM pIiBHEM NeTa/lbHUX BUMAAKIB Ta LepebpoBacKy/NApHUMKW MOGIYHUMM peakuisMu MOPIBHAHO 3 TakMMu Yy rpyni nnaue6o. [Ayxxe nowvpeHUmu
HebaxaHUMW etheKTaMK, MOB’A3aHNM i3 3aCTOCYBaHHAM 0/1aH3aniHy, y AaHoi rpyny nauieHTiB 6yv NopyLUeHHs X04M Ta nagiHHA. YacTo cnocTtepirasacs NHEBMOHIS,
NiABWLLEHHS TeMnepaTypu Tina, neTapris, eputema, 30p0oBi rajitoLMHaLil Ta HeTPUMaHHS ceui.

Y npoueci KAiHIYHMX AOoCNi[MKeHb cepef NauieHTIB 3 MeAUKAaMEHTO3HO iHAYKOBaHUM (aroHicT AonamiHy) MCuxo30M, MOB’Si3aHUM i3 XBOPO60K [MapKiHCOHa,
MOripLUIEHHA NapKIHCOHIBCLKOT CUMMTOMATUKM Ta ra/liloLMHaLil BiA3Ha4anocsa Ay»e 4acTo, YacTille, HixX Y rpyni nnaue6o.

Y npoueci 0AHOro KNiHIYHOro A0CIIPKEHHSA Y NaLieHTIB i3 6iNONAPHOK MaHielo B pe3y/bTaTi 3aCTOCYBaHHSA 0/laH3aniHy y KOMO6iHaLiT 3 Ba/ibnpoaTom crocTepiranacs
HenTponeHisa 4,1 %; MOXNMBOK NPUYUHOKO MOXKe BYTU NiABULLEHHS PiBHA Ba/bNpoaTty y niaasmMi KpoBi.

Y pe3ynbTaTi 3aCTOCYBaHHSA 0N1aH3aniHy 3 NiTieM abo BasibnpoaTom croctepiranmcs (=10 %) TpeMop, CyXiCTb Yy pOTi, 30i/IbLUEHHS Macy Tifa, NiABULLEHHS aneTuTy.
Tako)X NOBiAOMANANOCA NPO MOPYLLEHHA MOB/eHHS. IMif yac Tepanii on1aH3aniHOM y KOMGiHaLiT 3 NiTiem abo AMBaNMPOEKCOM cnocTepiranocs 36ibLeHHs MacK Tina
>7 % Big IMT y 17,4 % nauieHTiB nif 4ac iHTeHCMBHOI Tepanii (40 6 TwkHIB). JoBrotpmsane NikyBaHHA ONaH3aniHOM (40 12 TWXKHIB) 4nA nonepesXeHHSs
PeunamBiB y nauieHTiB i3 6inoNapHUMK po3nagamm 6yno NoB’s3aHo 3 MigBULLEEHHAM Macu Tina

>7%sig IMT y 39,9 % nauieHTiB.

TepMiH NpuaaTHOCTI. 5 poKiB.
YM0BM 36epiraHHs.
36epirat npu Temnepatypi He BuLe 30 °C B opuriHa/ibHIN yNaKoBLi Y HEAOCTYNHOMY ANS AiTei MicLi.

YnakoBkKa.
Mo 7 TabneTok, BKPUTUX NNIBKOBOK 060/IOHKOLO, Yy 6/1icTepi; No4 abo 8 6nicTepiB y KapTOHHIN yNakKoBLi.

Karteropis Bignycky. 3a peLenTom.

BupobHuK.
3AT dapmaueBTUYHNI 3aBoA ElIC.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro 4isiNIbHOCTI.
1165, m. bypganewT, Byn. bekeHbengi, 118-120, YropumHa.



