IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

OOMIOOH®

(DOMIDONE)

Cknao:
ditoya pevos8uHda: TOMIIEPUOOH;
1 TabneTka MicTuTh HoMepunony 10 mr;

0onomidicHI peyo8uHU: TaKTO3a, MOHOTiIpaT; KpoXMalb KYKYPYA3SHUM; 1IeI10103a
MIKPOKpHCTalIiYHa; KpoxMasb IIpexXenaTuHi30BaHUM; ITOBIIOH; MarHilo cTeapar;

miBKoBa o0ostoHKa: Sepifilm 752 Blanc (rigpoKCHUIPOMiIMEeTHIIIENT0N03a, IeJTI0I03a
MiKpPOKPHUCTaliyHa, MoJieTuIeHTmiKomb (Makporon 40), Tutany miokcup (E 171)).

JIikapcbka ¢opma. TabmeTKH, BKPUTI 000JI0HKOIO.

OcHogHi (pi3uko-ximiuHi 81acmusocmi: TabneTKu, BKPUTI MTiIBKOBOIO 0007I0HKO0, 6itoro abo Matixke
6i710T0 KOJILOPY, KPYTJI01 GOPMH 3 TBOOMYKJIIOI IIOBEPXHEIO.

®apmakoTepaneBTHYHA rpyna. 3acoby, 110 3aCTOCOBYIOTHCS ¥ pa3i QyHKITIOHATBHUX IIITyHKOBO-
KUIIKOBUX po3nagis. CTumynsaTopu nepuctanstuku. Kog ATX AO3F AO3.

Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

IoMmepumoH - aHTaroHicT modaminy 3 TPOTUOTIOBAIbBHUMU BIaCTUBOCTSIMHU. [lOMIIEPUIOH
HEe3HAYHOI0 MipoI0 IPOHUKAE KPi3b reMaToeHedaniynuil 6ap’ep. 3aCTOCyBaHHS OOMIIEPUIOHY yKe
PiIKO CynpOBOAXKYETHCS eKCTpamlipaMifHUMy MOOIYHUME TisMH, 0COOIUBO Y HOPOCTIHX, ajle
OOMIIEPUMIOH CTUMYJIIOE BUOIIEHHS IIPOJIaKTHHY 3 rimodisa. Horo IpOTHOIIOBAIbHA [Iisl, MOXKJIMBO,
3yMOBJIEHA IIOEIHAHHAM NepudepuyHoi (raCTPOKiHETHYHOI) il Ta aHTAroHi3My 0O pelenTopiB
nodaMiHy y TpUTepHill 30Hi XeMOpeIenTopPiB, 1[0 3HaXOAUTHCS 1103a reMaToeHIedaTigHuM Oap’ epoM
y 3apHiu OingHii (area postrema).

HocnifKeHHS Ha TBApXWHAX, a TaKOXK HU3bKi KOHIIEHTpAllii, 1110 BU3HaYaJKuCh Y MO3KY, BKa3ylOTh Ha



niepeBaxHo nepudepuyny [ito JOMIIEPUIOHY Ha pelentopu godaminy.

HocmigXkeHHS Y TIOOAHU MTOKA3aJlH, 10 IIPYU 3aCTOCYBaHHI BHYTPILIHEO HOMIEPUAOH IiIBUIIYE TUCK Y
HUXKHIX BififliTax cTpaBOXOMy, MOKpaIllye aHTPOAYOHNEeHATbHY MOTOPHUKY Ta IIPUCKOPIOE 3BibHEHHS
IITyHKa. [JOMIEepUOOH He BIIJIUBAE Ha IUIYHKOBY CEKpELIlo.

Bonus Ha igTepBan QT/QTc i enexkTpodisiosnorio cepiid

BigmosigHo mo MixkHapopmHux pekoMeHpaniti ICH-E14, petensHe gocnigxkeHHs iHTepBany QT Oyio
IIPOBEMIeHO V 300poBux niofeu. e gocnigxkeHnHs Oyno MOOBIMHUM, ITale00 KOHTPOILOBAHUM, i HOTO
IIPOBOAMIIM 3 BUKOPUCTaHHAM PEKOMEHIOBaHUX i HagTepaneBTHYHUX 103 (10 i 20 mr 4 pas3u Ha
nenb). [Tpu npuitomi 20 Mr momMmnepugoHy 4 pa3u Ha Ho0y Bim3Havasnocs momgoBxeHHs inTepBany QT,
3MiHHM BapiooBanucs Big 3,4 7o 5,9 MC IpPOTATOM yChOT0 MEPIOAY CIIOCTEPEKEHHS Ta Il MOKa3HUK He
nepeBuinyBaB 10 mc. [IpomosxkenHsa QT, cmocTepexkyBaHe B I[bOMY HOCTiAKEHHI, KOJIU JOMIIEPULOH
BBOJIMBCS BIATIOBIAHO OO PEKOMEH0BAHOI'0 AO3YBaHHS, HE € KITIHIYHO 3HAYMMUM.

g BigCyTHICTH KJTiIHIYHOTO 3HaYEHHSA IiATBEPAXKYETHCS (papMaKOKIHETUUHNMY [TapaMeTpaMu Ta
OaHUMU 11010 iHTepBany QTc, oTpuMaHKUMHM Y XOMi ABOX OiTbII AaBHIX MOCIiIXKEHb, SIKi BKITIOYAJH 5-
nenHe nikyBaHHs 20 Mr i 40 Mr momnepunony 4 pasu Ha fo0y. EKT' 3anucyBanu nepeq
IOCTiMKEeHHSIM, Ha 5-1 meHb yepe3 1 roguny (mpubnau3Ho y t,,.) MCIs paHKOBOI 03K Ta Yyepe3 3 [Hi.
B 060x gocrnigKeHHAX He criocTepiranocs pizauti Mix QTc micns akTUBHOTO JTiKyBaHHS Ta
3acTocyBaHHA mane6o. Takum YnHOM, 0YJ10 3p00JIeHO BUCHOBOK, 110 IPUIOM HOMIEPUAOHY Y H03i
801 160 mr Ha o0y He MaB KJIiHiUHO 3HauyIoro BIuBYy Ha QTc y 3M0poBuX H06GPOBOIBLIIB.

dapmakoKiHemuka.
BemokmyeaHHA

HommepumoH mBUAKO abcopOyeThCA IPU IIEpOPaIbHOMY IPUHOMI HaTIe, MaKCUMaJjbHa
KOHIIEHTPALlid y IJ1a3Mi KPoBi focsAraeTbcsa npubnu3Ho yepes 60 xpunud. 3HaveHHs C,,, Ta AUC
NOMIIEPUOHY MiABUIIYBaIUCS IIPOMOPIINHO A03i pu Aianma3oHi o3 Big 10 mo 20 mr. Crnocrepiranocs
2-3-pa3oBe HakomuueHHs moMepunony (AUC) npu moBTOPHOMY 3aCTOCyBaHHI 4 pa3u Ha 100y
(koxHi 5 ToguH) npoTAroM 4-x nHiB. Hu3bka abcomoTHa 6i0M0CTYyIHICTE IEPOPaIbHOTO JOMIEPULOHY
(mpubmu3Ho 15 %) 3yMOBIIeHa €KCTEHCUBHUM MeTab0J1i3MOM IIepPIUIOTo ITPOXOMXKEHHS Y CTiHIT
KUIIEYHUKY Ta B MediHIli. Xo4a y 3M0POBUX Tofel 6i0M0CTYIHICTE TOMIEPUIOHY 30iTbIIyEThCS IPH
IPUUOMI ITiC/IA 10U, TallieHTaM 31 CKapraMy LIITYHKOBO-KHUIIIKOBOT'O XapaKTepy CJIif IpUiMaTh
noMiiepunoH 3a 15-30 XBUNMKH [0 iy, 3HUKeHa KUCJIOTHICTE IIJTyHKa 3MeHIIye abcopobiiito
OOMIIEPUIOHY. BiomOCTYIHICTE IIpU IIepopaibHOMY 3aCTOCYBaHHI 3HUXKYETHCS [IPU OTHOYACHOMY
IpUMOMI IMMETUANHY Ta HaTpito OikapOoHaty. [Tpu mepopanbHOMY IPUKOMI ITpenaparTy micis igu
MakcuMasbHa abcopbuis memo ynoBinbHIOEThCS, @ AUC femo migBUIy€eThCS.

Po3noodin

[Tpu nepopanbHOMY IIPUIOMi JOMIEPUIOH He aKyMYJIIOETLCA 1 He IHOYKy€e BIacHUU 00MiH;
MaKCUMaJIbHUY piBeHb y II1a3Mi KpoBi yepe3 90 xBunuH (21 Hr/mi) micis IBOTUKHEBOTO
nepopanbHOro npuitomy no 30 Mr Ha goOy OyB MaliKe TaKUM XKe, SIK IIiCJIS IIPUIOMY IIEPIIOl 103U

(18 ur/mn). Hommepumon Ha 91-93 % 3B’sa3yeTbcs 3 Oinkamu 1m1a3Mu KpoBi. [loCTigKeHHsT po3nOoIiny
IOMIIEPULIOHY, 110 OyJIM IPOBefeHi Ha TBapUHAaX 3a [LOIOMOTOI0 IIpenapaTy, MiYeHOT0 palioaKTUBHUM
i30TOMOM, IMOKa3aau Moro 3HaYHUM PO3MOLiN Y TKaHUHAX, ajle HU3bKY KOHI[EHTPallilo ¥ MO3KY. Y
TBapUH HEBEJIUKI KiIbKOCTI IIpelapaTy IPOHUKAIOTh KPi3b IIIaleHTy.

Memab6oizm



IoMIepUI0H IMIBUOKO Ta EKCTEHCUBHO MeTab0/Ii3yeThCS Y MEYiHIIi MIJITXOM TifpPOKCUITIOBAHHS Ta N-
meankinyBaHHs. [JocmigkeHHs MeTabo1i3My in vitro 3 giarHOCTUYHUMM iHTiGiTOpaMu OKa3aju, 1o
CYP3A4 € ronosHoo ¢popmoro nuToxpomy P450, 3anydeHoio no N-meankinyBaHHS JOMIIEPHUOOHY, a
CYP3A4, CYP1A2 ta CYP2E1 GepyTh y4acTh ¥ apOMaTUYHOMY TiTPOKCUITIOBAHHI HOMIIEPUIOHY.

BusedeHHs

BuBepmeHHS i3 ceyelo Ta KaJoM CTaHOBUTSH BifnoBigHO 31 % Ta 66 % Big mepopaibHOI 03U,
Bupinenss npenapaTy y He3MiHeHOMY BUTJISIAI CTAHOBUTH HeBeNUKUY BincoToK (10 % 3 KanoMm Ta
npubnusno 1 % i3 ceyeto). [lepion HamiBBUBEeHHS 3 MJIa3MU KPOBI MiCJI TPUAOMY Pa3oBoi J03u
CTQHOBUTH 7-9 TOAMH ¥ 3TOPOBUX NOOPOBOJIBLIIB, ajie IOI0BXKEHUH Y MAlliEHTIB i3 TAKKO0I0 HUPKOBOIO
He[oCTaTHICTIO.

OcCo06IuBi TPYIIN MAITIEHTIB

ITopyweHHA pYyHKUiI neviHKu

Y nauieHTiB 3 mopyieHHSIM QyHKIII MeyiHKu cepemHboro cTyneHs (7-9 6aniB 3a mkasnoio 1’10, Kitac
B 3a knacudikanieto Yarinma-IT'10) AUC i C,,, mommepumgony 0ynu y 2,9 i 1,5 pasa Bummmy,
BiATIOBigHO, HiX Y 300poBUX NOOPOBOIBIIB. BinmbHa (pakmis migBumiyBanacs Ha 25 %, a KiHIeBui
mepion HamliBBUBEEeHHS MOAOBXKYyBaBCA 3 15 mo 23 roguH. Y mallieHTiB 3 MOPyLUIeHHAM (QYHKII1
TIeYiHKHY JIETKOTO CTYIIEHs CIIOCTepirajgacs Oem[o HuxkK4a eKCIIO3ullis, HiXK y 3[[0POBUX JOOPOBOJIBIIIB,
3 ornany Ha C,,.i AUC Ge3 3MiH y 3B’s13yBaHHi 3 OinkaMu ab0 KiHIIeBOMY Iepiofii HalliBBUBeIeHHS.
3acTocyBaHHA IIpenaparTy HallieHTaM i3 mopylIeHHAM (QYHKII] IeYiHKY TSIXKKOTr0 CTYIEHS He
mocCTimKyBanu. [JoMIepUa0OH IPOTHUIIOKAa3aHUH NallieHTaM 3 MOMIpHUMU a00 TSIXKKUMU IIOPYIIEHHSIMU
GbyHKLi medinky (ouB. po3pin «[IpoTumnokasaHHg»).

ITopyweHHA PYHKUII HUPOK

Y nari€eHTiB 3 mOpyIIeHHSAM QYHKI1 HUPOK TSXKKOTO CTyIeHs (KpeaTUHIH CUPOBAaTKU KPOBi

< 30 mn/xB/1,73 M*) nepion HamniBBUBEOEHHS JOMIIEPUNOHY IIOJOBXKY€EThCA 3 7,4 mo 20,8 ronunu, ane
IJIla3MOBa KOHIIEHTpallis penapaTy HuXK4a, HiXK y [al[ieHTiB 3 HOPMaJIbHOIO PYHKIIi€I0 HUPOK. [lyxXKe
HeBeJIMKa KilbKicTh npenapaty (mpubau3uo 1 %) BUBOOUTHCS HAUPKaAMU Y HE3MiHEHOMY BUTJIAMI,
MaJIOMMOBIPHO, 110 IIPY OMHOPa30BOMY 3aCTOCYBaHHi IallieHTaM i3 HUPKOBOIO HeIOCTaTHICTIO Oynde
noTpibHa Kopekuis go3u. OgHAK IPU MTOBTOPHOMY 3aCTOCYBaHHI YaCTOTY IPUMOMY MOTPiOHO 3HU3UTH
no 1-2 pasiB Ha mo0Oy 3a/1eXKHO Bifl TSKKOCTI IOPYIIeHHS, TaKOXK MOxXKe OyTH MOTPiOHO 3MEHIITUTH
[o3y.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

II71s moneriesHs CUMIITOMiB HYOOTH Ta OIIOBAHHS.

IIpomunoka3aHHs.
IoMinoH" IPOTUIIOKA3aHUIL:

- malfieHTaM 3i BCTAHOBJIEHOIO MiIBUIIIEHOI0 YYTIHUBICTIO 0 IIpenapaTy abo [0 JOIOMiXKHUX



PEUYOBUH;
- XBOPUM 3 IIPOJIAaKTUH-CEKPETOPHOI MyXJINHOIO Tinodisa (IponakTUHOMOIO);

- XBOPHUM 3 TSIKKKAMHU ab0 IOMipHUMHU TOPYIIeHHSAME QYHKII Ie4iHKY Ta/abo HUPOK (OUB. PO3Min
«0Oco0nuBoCTi 3acToCcyBaHHS», «®apMaKoIOTiyHi BIaCTUBOCTI»);

- XBOPHM 3 BijoMuM IIOJOBXKEHHSIM iHTEpPBaJIiB CepIlieBol MPOBigHOCTi, 30KpeMa QTc, XxBopuM 3i
3HAYHUMU IOPYIIeHHSIMU OanaHCy eJIeKTPOIiTiB abo 3 GOoHOBUMU XBOPOGAMU CEpIIs, TAKUMHU SK
3acTiiiHa ceplieBa HeOCTATHICTE (AUB. po3Min «OCcoBIUBOCTI 3aCTOCYBAaHHSI»);

- XBOPHM 3 ITEYiHKOBOI HEOOCTATHICTIO;

- SIKIIO CTUMYJISINS PyX0oBol QYHKIII IITyHKa Moxke OyTH HeGe3meuHo10, HallpUKal, IPH IITyHKOBO-
KMIIKOBi# KpoBOTeYi, MexaHiuHil HempoxigHocTi abo mepdoparii;

- TIPOTHIIOKAa3aHe OJHOYACHE 3aCTOCYBaHHS KETOKOHA30JTy, ePUTPOMILIMHY a00 iHIImX
cunbHOmitounx iHridiTopis CYP3A4;

- IIpOTUIIOKa3aHe OfIHOYACHE 3aCTOCYBaHHS JIiKapChKUX 3aco06iB, sKi mogoBxkyioTh iHTepBan QT (3a
BUHSITKOM alloMOpP(QiHy), TaKuX 9K (HIIyKOHa30JI, EpUTPOMILIMH, iTPaKOHA30JI, IePOpaIbHUN
KEeTOKOHAa301J1I, I0CAKOHA30J1, PUTOHAaBIP, CaKBiHaBip, TeaallpeBip, BOPUKOHA30I, KJTaPUTPOMIIIVH,
aMmiofapoH, TemiTpoMiluH (AuB. po3ninu «OcobNIUBOCTI 3aCcTOCYyBaHHS» Ta «B3aeMopis 3 iHmMMu
JiKapChKUMH 3ac00aMu Ta iHIII BUTU B3aEMOMIIN»);

- TIallieHTaM i3 miATBepAXkKeHoi0 abdo Migo3pioBaHOI0 PeOoXPOMOIIMTOMOIO Yepe3 PU3UK BUHMKHEHHS
eMi30/iB TAXKKOI TinepTeHsii.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

AHTHXOJIiHEepriyHi IpenapaTd MOXYTh HeATpali3yBaTy aHTUAXCIENTHYHY fifo [JoMinory”. V 3B'a3Ky
3 apMaKogHaMiyHOW0 Ta/abo papMaKOKiHETUYHOIO B3AEMO/ISIMU IiIBUIIYETHCS PU3UK BUHUKHEHHS
nopoBxeHHd QT-iHTepBany.

He crig npuiiMaTyl aHTallMHI Ta aHTUCEKPETOPHI IMpemnapaTi OGHOYACHO 3 TomigoHOM®, OCKiTBKH
BOHU 3HUKYIOTh UOTO Gi0JOCTYIHICTS MicCyIs MPUUOMY BHYTPIIHEO (IUB. po3main «Oco6auBOCTi
3aCTOCYBaHHS»).

HTommepumoH MeTabomi3yeThCs mepeBaxHo 3a mornomorow CYP3A4. 3a maHUMU OOCIiOXKEHb in Vitro
CYIYTHE 3aCTOCYBaHHS IIpelaparTiB, 110 3HaYHUM YHHOM NIPUTHIYYIOTh 1Ieil PEepMEHT, MOXKe
IIPU3BECTHU [0 MifIBULLIEHHS PIBHA JOMIIEPUOHY V IIJIa3Mi KPOBI.

[Tpu 3acToCyBaHHI JOMIIEPUAOHY CYIyTHRO i3 MOTYKHUMU iHTibiTopamu CYP3A4, 3maTHUMU
nopoBxXyBatu iHTepBasn QT, criocTepiranucs KiiHiYHO 3Havyili 3Minu iHTepBany QT. ToMmy cynyTHE
3aCTOCYBaHHS JOMIIEPUOHY 3 IEBHUMU IIpeniapaTaMy IPOTUNIOKa3aHe (OUB. PO3Mis
«IIpoTunoka3anHsa»).

OdHouacHe 3acmocy8aHHA 3 1e8000n0t0. Xo4da KOPEKIIis 03U JIEBOJOMH He BBaKaAEThCSI HEOOXiHOIO,
CIIOCTepiranocs migBUIeHHS KOHIIEHTPAIlil JOMIIEPUIOHY V INTa3Mi KpoBi (MakcumainbHo Ha 30-40 %)
IIPY OOHOYACHOMY IIPUIOMI 3 JIEBOAOIO.



CynymHe 3acmocy8aHHs HUMCYeHaseO0eHuX NiKapcbKux 3acobig pasom 3 domnepudoHom
npomunokasaxe.

Yci mikapceki 3aco6w, sKi momoBxKyI0Th iHTEpBan QT (pusuk «torsade de pointes»):
- aHTHMAPUTMIiuHi npenapaTy Knacy [A (Hanpukiaf, u3omnipaMif, XiHigUH, TiTPOXiHIOUH);

- aHTHapUTMiuHi npenapaTu Knacy Il (Hanpuknazn, amiogapoH, fodeTumis, IpoHenapoH,
ibyTumnin, cotanon);

- OesiKi HeMPONEeNnTHYHI ITpenapaTy (HalmpuKia, Talolepyuo, MMO3UI, CEPTUHIO0MN);
- OesKi aHTUOeTPeCcaHTH (HalpUKIIad, [UTAJIONPaM, eCIIUTalIonpaM);

- meski aHTHOIOTHKY (HAPUKIIam, J1eBo(IIOKCAIH, MOKCH(IIOKCAITNH, ePUTPOMIIUH,
CITipaMiIliH);

- neski mpoTurpubKoBi mpemnapaTty (Hampukiaz, GiayKoHa30J1, TeHTaMiquH);

- OesiKi MIpoTHMaNIpiiHi penapaTy (HallpukiIaf, TalopaHTpuH, ToMedaHTPiH);

- OesKi IIJIYHKOBO-KUIIIKOBI IpenapaTy (Halnpukiiag, IU3anpum, 0OIaceTPOH, IPYKalIOnpun);
- OesiKi aHTUTiCTaMiHHI IpenapaTy (Hampukiad, MeKiTa3uH, Mi30/1aCTHH);

- OesKi mpemnapaTy, 110 3aCTOCOBYIOThCS IIPH OHKOJIOTiYHUX 3aXBOPIOBAaHHSX (HANPUKIIAT,
TopeMideH, BaHMIeTaHi0, BiIHKaMiH);

- mesiki inmr npenapaTty (Hanpukiam, Oempumni, MeTafgoH, fudeMaHin);

- anoMop®iH, 3a BUHATKOM BUIIaIKiB, KOJIX KOPUCTh OGHOYACHOTO 3aCTOCYBaHHS ITepeBaxkKae
PHU3UK Ta 3a YMOBU CyBOPOTO HOTPUMaHHS 3am00iKHUX 3aX0/iB, pEKOMEHIOBaHUX IIPU OOHOYACHOMY
3aCTOCYBaHHI (OUB. IHCTPYKIIiO OJIT MEIUYHOTO 3aCTOCYBaHHS alloMOPGiHy, PO3Misn
«[IpoTUnIOKa3aHH»).

Ipukaadu cuavHux iHeibimopie CYP3A4, 3 AKUMU NpomunokasaHo saacmocosysamu JJomiooH":

- a30JIbHI TPOTUTPUOKOBI IIpenapaTH, Taki SK GpayKoHa301*, iTpakKoHa3071, KETOKOHA30JT*,
II0CAaKOHA30JI i BOPUKOHA301T*;

- MaKpoIifHi aHTUOI0TUKY, TaKi K KIapUTPOMIIMH* i epuTpoMimu*;
- inribiTopu nmportea3u* (HampuKia, PUTOHABIP, CAKBiHABIP, TEIANPEBIp);

- inribitropu BIJI-npoTea3u, Taki 9K aMIIpeHaBip, ara3aHaBip, ¢pocaMIipeHaBip, iHAMHAaBIp,
HendiHaBip, PUTOHABIP i CaKBiHABIP;

- aQHTaroOHICTH KaJbllil0, TaKi IK OUIITia3eM 1 Bepamnamii;
- amiogapor*;
- aMpeniTaHT;

- Heha30I0H;



- TeTiTPOMIITUH*.
*[IponoHry:oTs iHnTepBan QTc.
O0HoyacHe 3acmoCcyB8aHHA HACMYNHUX PeY0BUH BUMAzd€e 0b6epeHcHOCmi.

OOGepeKHO 3aCTOCOBYBATH 3 IIpenapaTaMy, 1[0 CIPUYUHSAIOTE OpaguKapiio i rinokamiemiio, a Takox
13 HaCTyIHUMU MakKpOJIifiaMHy, 110 MOXKYTh CIPUYUHUTY [TOA0BXKeHHd iHTepBany QT: a3uTpoMiIuH i
POKCUTPOMIIIUH (KJTapUTPOMIIIUH ITPOTUIIOKA3aHUM, OCKIJIbKY Ile MOoTyXKHuM inribitop CYP3A4).

Cnig 3 06epexkHiCTIO 3aCTOCOBYBATH JOMIIEPUIOH CYIIyTHLO 3 OTYKHUMMU iHTiGiTopamu CYP3A4, ski
He CIIPUYUHSIY I0J0BXKeHb iHTepBany QT, TakuMU K iHAWHABIP, 1 3a NalieHTaMu CIIif IUJIbHO
HarjsgmaTyé Ha BUIAMOK MOSBY O3HAK a00 CHMIITOMIB HeGaxKaHUX peakllii.

BuimmeHaBeeHM COHCOK Oil0UMX PEYOBHUH € PEIIPe3eHTAaTUBHUM, ajle He € BUUEePIHUM.
IoMimoH® MOXHa MOENHYBATH 3:
- HEWPOJIeNTUKaMHU, [il0 IKUX BiH ITOCUIIIOE;

- pmodamiHepriyHUMHU aroHicTaMu (OpOMOKPUNTHHOM, L-momoi0), HebaxaHi nepudepruyHi gil AKUX,
Taki IK MOPYILIEHHS TpaBleHHS, HyOOoTy, OI0BaHHS BiH IPUTHiUye 6e3 HelTpaidallil OCHOBHUX
BJIaCTUBOCTEMN.

B okpeMux gocnigxeHHIX (hapMaKOKiHeTHYHOI/PapMaKogUHaMiYHOl B3a€MOZII in vivo Ipu
OTHOYAaCHOMY IepOpaibHOMY 3aCTOCYBaHHI KETOKOHA30/1y ab0 epUTPOMILIMHY ¥ 3TOPOBUX
noOpoBObLIiB OYII0 MATBEPAXKEHO, 110 ITi MpenapaTy 3HaYHUM YUHOM ITPUTHIUYIOTh IPECUCTEMHUM
MeTabomi3m moMepunony, onocepenkoBanuii CYP3A4. [Ipu cynyTHbOMY 3acTocyBaHHi 10 Mr
IOMIIEPUIOHY ITepopasibHo 4 pa3u Ha fo0y Ta 200 Mr KETOKOHA30JIy ITepopasibHO 2 pa3u Ha Jo0y B
mepion crioctepexeHHs Oyi0 Bin3HaueHOo momoBxkeHHs iHTepBany QTc B cepemHboMy Ha 9,8 Mc;
OKpeMi 3HaueHHd KonuBanucs Big 1,2 go 17,5 mc. [1pu cynyTHbOMY 3acTocyBaHHi 10 Mr
noMiepumony 4 pasu Ha moOy ta 500 Mr epuTpoMinMHY IepopasbHO 3 pa3u Ha no0y intepsan QTcy
IIepiof CIIOCTEpPEXXEHH MTONOBXKYBaBCs B CepegHboMY Ha 9,9 Mc, iHTepBal OKpeMux 3HayeHb
craHoBuB Bif 1,6 mo 14,3 Mc. PiBHoBaxHi 3HaueHHs C,,, i AUC momMnepumgoHy 3pocTany IpubiIn3Ho
BTPUYi ¥ KOKHOMY 3 IIUX JOCHiAKeHb B3aEMOZil. BIIMB MigBUIlIeHUX M11a3MOBUX KOHIIEHTPALiX
NOMIIEPUMIOHY Ha criocTepexyBaHud edekT Ha QTc HeBimoMuil. Y IKX HOCTIOKEHHSIX Y BUIAOKY
MOHOTeparrii mommnepuporoM (10 mr nepopanbHo 4 pa3u Ha f00y) iHTepBan QTc mogoBXKyBaBCS B
cepegHbOMYy Ha 1,6 MC (gociifKeHHS KeTOKOHA30/y) Ta 2,5 MC (ZOCTiAXKeHHS epUTPOMIIIMHY), B TOU
Yyac K 3aCTOCYBaHHS Jullle KeTokKoHa301y (200 mMr 2 pa3u Ha 0o0y) abo eputpominuny (500 mr 3
pas3u Ha mo0y) mpu3Boguio oo 30inbimenHs iHTepBany QTc B mepion cnocTepexeHHs Ha 3,8 Ta 4,9 Mc
BiIIOBITHO.

TeopeTUuHO, OCKINIBKYU HOMUIOH® YUHUTH IPOKIHETUYHY [il0 Ha LIIYHOK, lle MOXKe BIJIUBATH Ha
BCMOKTYBaHH IIepOpa/IbHUX IIpelaparTis, 1110 3aCTOCOBYIOTHCS CYIlyTHHO, 30KpeMa Ha JIiIKapChKi
(GbopMM IIPOJIOHTOBAHOT'0 BUBINMbHEHHS a00 KUITKOBOPO34YKHHI. OHAK V NAlli€HTiB, CTaH SKUX BXKe
crabinizyBaBcs Ha TJIi 3aCTOCYBaHHS OUTOKCHHY a00 ImapaleTaMosly, CyIyTHE 3aCTOCYBaHHS
OOMIIEPUIOHY He BIIJIMBAJIO Ha PiBHI IIUX IIpernapariB y KPOBi.

Oco6 1ueocmi 3acmocy8aHHs1.



IMoMminoH® He PEKOMEH/IYEThCS [IPK 3aXUTyBaHHi.

Iowmimor® crin 3aCTOCOBYBaTH 3 00€peXkKHiCTIO MallieHTaM JIiTHhOTO BiKy abo0 mallieHTaM 3 HasiBHUM
3aXBOPIOBAHHSIM CepIlsd ab0 i3 3aXBOPIOBAHHSIM CePIlsi B aHaMHE3i.

Cepueso-cydurHi epekmu. [lomrnepuaoH OyB OB’ g3aHuM 3 MposoHTalieo iHTepany QT Ha
EKT'. Ilig yac moCTMapKeTUHTOBOTO CIIOCTePeXKEeHHS (QiKCyBaluCs OyXKe PifKiCHI BUNafKu
nponoHraiil QT Ta TpPiMOTiHHSA-MePEXTiHHS LITYHOUYKIB y NAIli€HTIB, SKi IpUiManu
pommepunoH. Li moBimoMIeHHS BKIOYaIX iHGOpPMAaIlifo PO Malli€HTIB 3 iHIIUMHI
HECIPUATIMBUMY YNHHUKaMU PU3UKY, €JIEKTPOJIITHUMY MOPYIIEHHIMU Ta CYIIYTHHOO
Tepali€o, IKi MOXYTb CIIPUATH BUHUKHEHHIO I[bOTO CTaHy (OuB. po3min «[1o6iuHi peakii»).

BipmosigHo mo kepiBHunTBa ICH—E14 Oy10 MpoBegeHo NOCTiAKEHHS 3 PeTeIbHUM BUBUEHHSIM
intepBany QT y 3mopoBux oci6. [TogoBxkenHs iHTepBany QT, sKe crocTepirany y JOCTiIXKeHHi Ipu
3aCTOCYBaHHI JOMIIEPUOOHY, 3TigHO 3 PEKOMEHI0BaHUM PEXKMMOM N03YBaHHS y 3BUYAUHUX
TepaneBTUYHUX fo3ax (1mo 10 abo 20 Mr 4 pa3u Ha [mo6y), He Ma€ KJIiHIYHOTO 3HAUYEHHS.

3acmepeodiceHHA. [JOMIIEPUOOH CIlif 3 00epexkKHICTI0 3aCTOCOBYBATH IalliEHTaM 3 JIETKUM
NOpYILIEeHHAM (QyHKIii Ie4iHKN Ta/abo HUPOK.

Yepes migBUIEHNN PU3KK IUTyHOYKOBOI apuTMii [JoMiZoH® MPOTHIOKA3aHO 3aCTOCOBYBATH
IallieHTaM i3 IOJIOBKEHHSIM iHTepBaIiB cepiieBoi mpoBigHocTi, 30kpeMa QTc, malieHTam 3i
3HAYHUMMU NOPYyIIeHHAME 6alaHCy eleKTPOJIiTiB (TinokaieMielo, rinepkaieMiero,
rimomarsiemiero) abo 6pamukapmieio, abo mamieHTam i3 GOHOBUMHU XBOpoOaMu Ceplis, TAKUMHU
SIK 3aCTiliHa ceplleBa HeJOCTaTHICTh (OuB. po3mdin «[IpoTunokasanHsg»). BimoMo, 1110
IOPYIIeHHS OalaHCy eJIeKTPOIIITIiB (TimoKaniemis, rimepkaniemis, rimoMarsieMis) ta
OpafuKapmid € CTaHaMu, IO MigBUIIYIOTh IPOAPUTMOTE€HHUM PU3UK.

Y BUDagKy mosiBM 03HaK a60 CHMIITOMIB, III0 MOXKYTh OyTH ITOB’I3aHi i3 CepIeBO0 apUTMIEI0,
3acTocyBaHHs [JoMifoHy” MOTPiOHO MPUIKUHUTH, & MAIEHTy CJIiJ HeraiHo MPOKOHCYIbTYBATHC i3
JIiKapeM.

[NTanieHTH TOBUHHI HETAWHO MOBITOMIATH PO OYOb-5IKi CUMIITOMHU 3 OOKY CepIIs.

INopywenHsa ¢pyHKUil HUpoK. [lepion HaNiBBUBENEHHS OMIIEPULOHY NIPU TSIXKKOMY NOPYIIEHH]
GyHKII HUPOK MOAOBXKeHUM. [1py TpuBaroMy 3aCTOCYBaHHI 4aCTOTY [O3yBaHHSA HOMIIEPHUIOOHY CIIifT
3MEHIIUTH 00 OmHOro abo BOX pa3iB Ha MO0y 3ajieXKHO Bifl TSIKKOCTI OpyIIeHHs. TaKoX MoXKe
BUHUKHYTH II0Tpeba B 3HUKEHHI NO3H.

AHTanugHi a00 aHTHCEKPETOPHI ITpelapaTy He CJIifl MPUAMaTH OOHOYACHO 3 MePOPaTbHUMU
dopmamu mpenapaty JoMigoH®, OCKIIbKE BOHH 3HUXKYIOTh IIepOpPaIbHy 6i0M0CTYIHICTE
OOMIIEPUIIOHY (OUB. po3min «B3aeMopmis 3 iHIIMMU JTiKapChbKUMU 3ac00aMM Ta iHII BUOM B3aEMOii»).
IIpu CyMiCHOMy 3aCTOCYBaHHI penapat JoMifoH® CiIif IpuiMaTH Iepef 1100, a aHTaluaHi a6o
aHTUCEKPETOPHI IpenapaTu - Micas iau.

3acmocysaHHsA 3 anomopgpiHom. [JoOMIIepUOOH IPOTUIIOKA3aHUM [7IST OMHOYACHOT'0 3aCTOCYBAHHS 3
JMiKapChKUMU 3aco0aMu, 110 MOmOBKYIOTE iHTepBan QT, BKI0O4Yaoyu arioMopdiH, 3a BUHITKOM
BUIAJKIB, KOJIM KOPUCTH Bifi OMHOYACHOTO 3aCTOCYBaHHSA 3 alloOMOP(}iHOM MepPEeBUIIY€E PU3UK i TiTbKU
y pasi cyBoporo JOTpUMaHHS 3acTepexkKeHb, sIKi HaBOASATHCS B iHCTPYKIIii OIS 3aCTOCYBaHHS
anoMopoiny.



3acmocy8aHHA 3 KemMoKOHA30/10M. Y OOCIiXKEHHAX B3aEMOIil 3 IEPOPATIBHOI0 (HOPMOI0
KETOKOHA30J1y Bijl3Haudasiocs nofosxkeHHda QT-iHTepBasny. Xo4ya 3Ha4eHHS LbOT0 OOCIIIIXKEHHS YiTKO
He BCTaHOBJIEHO, CJTiff 00paTu anbTepHATUBHE JIiKyBaHHS, SKIIO0 T0Ka3aHa MPOTUTpuOKOBa Teparis
KETOKOHA30JI0M (IUB. po3min «B3aeMomis 3 iHIMMHU JTiKapCbKUMM 3aco0aMu Ta iHII BUOK
B3aEMOJIIN»).

Ta6neTku [JOMifoH® MiCTSATh IaKTO3y, TOMY IIpemnapar He CJIif] 3aCTOCYBaTH MallicHTaM 3
HEeMepeHOCUMICTIO JTaKTO3H, TaJlakTO3eMi€l0 Ta ManbabCOPOIIiEI0 TII0K03K/TalaKTO3M].

Cnig BpaxoByBaTH HACTYIHY iH(GOpPMALIil0 CTOCOBHO PU3UKY PO3BUTKY YCKIIAgHEHDb CEPIEBO-CYOIUHHUX
3aXBOPIOBaHb, 3yMOBJIEHUX JTiKapChbKUMU 3aC00aMH, 110 MiCTSTh HOMIIEPUMIOH:

e IesiKi emifeMioNnoriuni JOCTiAXKEHHS ITOKa3ally, 10 JOMIEePUA0H MOXKe aCOLiI0BaTUCS 3
IiABUIIEHUM PU3UKOM CEPHO3HUX IITYHOYKOBHUX apUTMiit ab0 PamToBoi ceprieBol cMepTi (IuB.
po3min «ITo6iuHi peakirii»);

e PU3UK CEPHO3HUX IIJTYHOUYKOBUX apHUTMiit ab0 parToBOi CepIieBol CMEPTi MoXkKe OyTH BUIIUM Y
nalieHTiB BikoM Bif 60 pokiB abo mpu mepopaabHOMY 3aCTOCYBaHHI 03 Ipenapary 6inbiie
30 Mr Ha fo0y Ta y Malli€eHTiB, AKi OMHOYACHO MPUUMAIOTh JTiKapChKi 3aC00H, III0 MTOOBKYIOTh
inTepsan QT, a6o inribiropu CYP3A4. Tomy ciif 3 o6epexHicTio 3acTocoByBaTé JoMinoH"
nalieHTaM JITHBOTO BiKy. IlamieHTaM BikoM Bif 60 pokis mepen npuitomoM JIoMifoHY® CIIif
IIPOKOHCYJIbTYBATUCH 3 JIIKapeM;

e OMIIEPU[OH CJIiJ IpU3HAYaTHA JOPOCIIHMM Ta OiTAM Y HaWHUKUil eeKTHUBHIN 03,

CriBBiIHOLIEHHS PU3UKY Ta KOPUCTL JOMIIEPUAOHY 3a/IUIIAETHCS CIPUATINBUM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00i0.
BazimHicmb

IaHi 111010 TOCTMAapKETUHTOBOTO 3aCTOCYBaHHS NOMIIEPUIOHY BariTHUM XiHKaM oOMexkeHi. Tomy
Iominon” y Tepiof BariTHOCTI CJIif IpU3Ha4yaTy JUlIe TOOi, KON, Ha OYMKY JIiKaps, 04iKyBaHUU
IO3UTUBHUY e(PEeKT AJIS MaTepi IepeBUIlye NOTEHIINHAN PU3UK IJIS IIJI0fa.

I'odyeaHHA 2py00to

KinexicTh HOMIEPULIOHY, IKa MOXKe IIOTPAIUTH B OpraHi3M HEMOBJIATH Yepe3 I'PyLHE MOJIOKO,
Ha[I3BUYalHO HHM3bKa. MaKcHMalbHa BigHOCHA [03a [J1sT HeMOBIIST (%) OIiHIOETHCS Ha PiBHI OIM3BKO
0,1 % Big mo3u [ MaTepi 3 IOIPaBKOIO Ha Macy Tina. HeBimoMo, 4y BiH IIKOAUTH HEMOBIIATI, TOMY
MaTepsM, AKi IpUiMaTs [JoMifoH®, BapTO yTPUMaTHCS Bif TOAyBaHHS Tpyaao. PillleHHs mMpo
IPUNUHEHHS TOOYBaHHS rpyaaio abo BigMiHy Tepatil JOMIIEpUA0HOM CJIifl TPUUMAaTH,
OIIiHIOIOYYM KOPHUCTh FOAYBaHHS TPYOAI0 OIS DUTUHYU Ta KOPUCTH Tepalril A1 MaTepi. Crin
TIPOSIBIISITA 00EPEKHICTh Y pa3i HasIBHOCTI YMHHUKIB PU3UKY MTOJOBKEHHS iHTepBany QTc y mite#t, saki
nepeOyBaloTh Ha IPyAHOMY rogyBaHHi. [Ticis ekcrmo3utlii B pe3yabTaTi IPOHUKHEHHS IIpenaparTy 3
TPYOHUM MOJIOKOM He MOXKHA BUKJTIOUUTHU MOSBY 1MOOIYHUX e(eKTiB, 30KpeMa KapaiolorivHux
e(exTiB.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.



[Ticns 3acTOCyBaHHS HOMIEPUAOHY CIIOCTEPIraaucs 3anaMOPOYeHHS i COHNMUBICTh. TOMY MmalieHTaM

CJIiI peKOMEHIyBaTH YTPUMATUCS Bifl KEPYBaHHS aBTOTPAHCIIOPTOM, POOOTH 3 iHITUMHU MeXaHi3MaMu
abo iHIIO0l OisNBHOCTI, TKa MOTPebye KOHIIEHTPAIlil yBaru i KOOpAuHallii, HOKY BOHM HE BCTAHOBIIATH,
ax [Jominon® BIIMBAE Ha HUX.

Cnoci6 3acmocyeaHHsi ma do3u.

L4 nosneeweHHA cumnmomie Hydomu ma 6.1H08aHHA CIIif 3aCTOCOBYBaTH Y HaUHUKUiN eeKTUBHIN
031 IPOTATOM HaMKOPOTIIOTO Yacy.

Hopocmi i mitTi BikoM Bifm 12 POKiB i Macoio Tina He menie 35 kr: o 1 Tabmetmi (10 Mr) 3 pasu Ha
no0y.

MakcumanbHa fo60Ba go3a - 3 tabnetku (30 Mr Ha mo0y).

PeKOMEHYETLCS IPUIAMATH Ipenapat JoMigoH" mepeq IpuioMoM ixXi. BCMOKTyBaHHA
IIpernapary Jelllo 3aTPUMYETHCS, SKIIIO MOro IPUUMATH Iicsd mpuiiomy ixi. [TamieHT
IIOBUHEH IIPUUMATH IIpenapar 3TifHO i3 3aIPOIOHOBAHUM PEXMMOM J03yBaHHA. AKII0
IPUIOM 103U OYyJI0 IPOMYIIeHO, CIIif MPUMHATH HaCTYIIHY 403y 3TigHO i3 3aIIPOIIOHOBAaHUM
pexumoM. He crip momBooBaTH 03y, 11100 KOMIIEHCYBATH IIPOMYIIEeHY. TpUBamiCTh TiKyBaHHS
He MMOBMHHA IIE€PEBUITYBATH 1 TUXKIOEHD.

Topocui BikoM ~ 60 pokiB

[TamrienTam BikoM Bifj 60 POKIB Ilepen IpUIOMOM IIpenaparTy CiIif IPOKOHCYJIbTYBATUCS 3 JIIKapeM.
[MopyineHHs GYHKIII HUPOK

OcCKinbKY 1epiof HalliBBUBEIEeHHS NOMIEPUOOHY IIPU MOPYIIeHH] (yHKIIil HUPOK TSIXKKOTO CTyIEHS
TIOMOBKEHHH, YaCTOTY 3aCTOCYBaHHs Ipenapary Jomigos® ciin 3sMeHmmuTy 10 1 a6o 2 pasis Ha go0y,
3aJIeKHO Bifl CTYTIeHS TSIKKOCTi MOPYLIEHHS; MOXe TaK0X BUHUKHYTU HEOOXiOHICTh y 3HUXKEHHI
no3u. [1aiieHTiB 3 mopyueHHSAM QYHKINI HUPOK TSXKKOT'0 CTYIIEHS CIIif PeryIspHo 06CTexXyBaTu (OUB.
po3min «®apMakKoIoridyHi BMTaCTUBOCTI»).

[NopyuieHHs QYHKINI MeYiHKN

I[Ipenapat JoMifoH® IPOTUIOKA3aHKH NaLliEHTaM 3 HOPYIIeHHSM (QYHKII IediHKy cepenuboro (7-9
OaniB 3a mkasnowo Yainma — I 10) abo Tsxkoro (© 9 6amis 3a mkamoio Yaiinga — I1'10) cTymeHs (OuB.
po3min «IIpoTunoka3aHHs»). Kopekiis ;o3u naiieHTaM 3 IOpPYyIIeHHAM (QYHKIII IeYiHKU JIeTKOT0
crymnens (5—6 6amiB 3a mkasnoto Yaitnga — I110) He moTpiOHa (guB. po3nin «®apmMakosoriyHi
BJIQCTHUBOCTI»).

Himu.
[IpenapaT 3acTOCOBYBaTHU AJid JIiKyBaHHS [iTel BiKOM Bif 12 poKiB i Macoro Tifla He MeHIIe 35 KT.

IoMnepugoH Ciif IpU3HavYaTH OiTIM y HAaMHUXKYiM e(DeKTUBHIN [031 IPOTATOM HAaWKOPOTIIOTO
nepiony.



Ilepedo3yeaHHsi.
[Ipo mepeno3yBaHHS ITOBITOMIISNIOCS TOJIOBHUM YMHOM Y HEMOBIIAT Ta AiTEM.

CumnmoMu: CHMIITOMaMu Ilepeio3yBaHHs MOXKYTb OyTH aXKUTallisl, TOPYIIEHHS CBifOMOCTI, CyJOMH,
Ie30pieHTallisl, COHJIUBICTh Ta eKCTpalipaMifHi peakifil.

JlixyeaHHA. CrienmuivHOTO aHTUAOTY NOMIIEPUIOHY HEMAE, ajle y BUMAAKY 3HAYHOT'0 IePeN03yBaHH
CJIil Hera’HO HaJaTH CUMITOMaTAYHe JIiKyBaHHS. PEKOMEHI0BaHO IIPOMUBAHHS IITYHKa MPOTATOM 1
TOAVIHU IIiCNISl IPUUOMY IIpenapaTry Ta 3aCTOCYBaHHS aKTMBOBAHOTO BYTiJIJId, a TaKOXK MUIbHUU
HarIdj 3a DalieHToM Ta HmigTpuMytoda teparis. Criig nposogutu EKI'-MOHITOPUHT 3 OT/IAAy Ha
MOXKJIUBICTb ITOIOBXKeHHS iHTepBany QT. AHTUXOJiHePTriyHi penapaTy, 3aco6u OIS JTiKyBaHHS
xBopoOu [TapkiHCcoHa MOXKYTh OyTH e(heKTUBHUMHU AJISI KOHTPOJIIO eKCTpalipaMifHUX Peakiii.

ITo6iuni peakuii.

Be3neka 3acToCyBaHHS OOMIIEPULOHY OL[IHIOBAIIACS IIPOTATOM KIIIHIYHUX OOCIIIAXKEHb Ta IIif Yac
ITOCTMApPKETUHT'OBOTO 3aCTOCYBaHHS. Y MOABINHO CIIIMUX I1ae00-KOHTPOIbOBAHUX KITiHIYHUX
mociimKeHHsAX Opanu ydacTs 1275 mallieHTiB i3 gucnencielo, ractpoe3odareanbHo pedIroKCHO0
XBOP00010, CHHIPOMOM ITOIPa3HEHOr0 KUIIeYHHNKA, HYIOTOI0 Ta O6/10BaHHSAM a0o0 iHITUMU
TIOB’SI3aHUMH CTaHAMHU. Yci marieHTy 6ynu BikoM IoHakMeHIe 15 pokiB Ta oTpuManu xo4da 6 ogHy
no3y npenapaty. CepenHs 3aranbHa fo0oBa mo3a craHoBuna 30 mr (miamasoH Big 10 mo 80 Mmr), a
Me[liaHa TPUBAIOCTi ekcrno3utlil 6yna 28 oHiB (miama3oH Big 1 mo 28 muiB). Jo mocnmigkeHb He
BKJTFOYAJIU TMAIi€HTIB i3 miabeTMYHUM racTponape3oM abo CUMITOMaMH, 3yMOBJIEHUMH XiMioTeparieo
YU NMAapPKiHCOHI3MOM.

OmiHKa YaCTOTH BUHUKHEHHS MOOIYHUX peakiin: gyxe dacTto (= 1/10); wacto (= 1/100 mo <1/10);
HevacTo (= 1/1000 mo <1/100); pimko (= 1/10000 mo <1/1000); my=xe pigko (<1/10000). dkuro 3a
OAaHVUMHU KIIIHIYHUX [OOCiAXKEHb HEMOXKJIMBO BU3HAUUTHU YaCTOTY, BOHA BKAa3y€ETHCS K HEBiOMa.

3a yMOBU JOTPUMaHHS PEKOMEH[allil 3 403yBaHHS Ta TPUBAJIOCTI JIIKyBaHHS NOMIIEPUAOH 3a3BUYan
IIePeHOCUThCS moOpe i HeOaXkaHi SBHUIla BUHUKAIOTh HEYACTO.

3 6oky imyHHOI cucmemu: 4aCTOTa HEBIIOMa - allepriuHi peakiiil, BK/II09alo4yu aHadinakciio,
aHa(iNaKTUYHUY LIOK, TiNepYyTIUBICTb.

3 60Ky eHOOKpUuHHOI cucmemu: PIOKO - MiABUIIIEHHS PiBHA IIPOJIAKTUHY.

IcuxiuHi po3snadu: HEYACTO - 3HUKEHHS abo BigCyTHICTH 7i0imo, HEPBO3HICTD,
PO3[PaTOBAHICTD, 30YIKEHHS; TykKe PilKO - mempecisi, TPUBOXKHICTb.

3 60Ky Hepsosoi cucmemu: HEYACTO - TOJOBHUY Oinb, COHIUBICTH, 3allaMOPOYEHHS,
eKCTpalipaMifgHi po3nany; oyxe pigko - 6e3COHHS, ClIpara, MJISIBiCTb, aKaTU3is; 4acTOTa
HEeBiloMa - Cy[IOMY, CHHIPOM HECHOKIMHUX HiT (3aTOCTPEHHS CUHAPOMY HECIOKIMHUX HiTr ¥
maIfieHTiB i3 xBopoOoro ITapkiHCOHA).

3 60Ky cepueso-cy0uHHoOi cucmemu: IyxKe PifKo - HaOPSK, BiMUyTTS CepleOuTTs, MOPYyLUIeHHS
YaCTOTH Ta PUTMY CEpIIeBUX CKOPOUeHb, MogoBxkeHHs inTepBany QT (wacToTa HeBimoMa),



CepHO3Hi IITyHOYKOBI apuTMil, IIYHOYKOBI apuTMil 10 TUMy «torsade de pointes», panToBa
ceplieBa CMepTh.

3 60Ky WayHK0BO-KUWKO0B020 Mpakmy: 4YaCTO - CYXiCTh Y POTi; HEYACTO - Aiapes; PimKo -
racTpoiHTeCTUHAJbHI PO37Iafy, BKI0o4Yaouu abgoMiHanbHul Oiflb, peryprirariiio, 3MiHy
amneTUTy, HyAoTYy, IIedito, 3a10p; AyXKe PiAKO - KOPOTKOYaCHI KUIIIKOBi CITa3MHU.

3 60Ky wKipu ma nidwKipHuUX MKaHuH: He4acTo - cBepOixkK, BUCUIIaHHS, KPONIUB THKA; YaCTOTa
HeBiloMa - aHTiOHEBPOTUYHUYN HAOPSK.

3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3a/103: PiIKO - 30INbIIIEHHST MOJIOYHHUX 3aJ103,
BUMiNIEHHS 3 MOJIOYHUX 3aJ103, HAOPSK MOJIOYHHUX 3aJ103, TOPYIIEeHH TaKTallii, HepeTrylIspHui
MEeHCTPyaJIbHUM IIUKJI; He4acCTo - rajlakTopesi, 6i/ib y TinsHI MOJIOYHMX 3aJ103, YUY TIUBICTh MOJIOYHUX
3a/103; YaCTOTa HEeBiloMa - TiHEKOMAaCTisl, aMeHopes.

3 60Ky ONnopHO-pyx080i cucmemu ma cno/y4Hoi mkaHuHu: PigKo - 6iflb y HOTax.

3 6oky ceuosudinvbHoi cucmemu: AyXkKe PifKO - OU3YpPis, 4acTe CEYOBUIYCKaHHS; 4aCTOTa
HEeBijOMa - 3aTpUMKa Ceui.

3azanvHi po3nadu: HEYACTO - ACTEHI.
3 60Ky opaaHis 30py: YacTOTa HEBiJoMa - OKYJIOTipHi KPU3H.
IHWe: KOH'IOHKTHUBIT, CTOMATUT.

3MmiHu nabopamopHux nokasHukie: myxe pigko - migBuileHHs piBHA AJIT, ACT i XonecTepuny;
YacTOTa HeBifloMa - BiIXWJIEHHS Bil HOPMHU TTOKa3HUKIB (PYHKI[IOHATbHUX TECTIB MTEYiHKHY,
MiBUILEHHS PiBHA IIPOJIAKTUHY Y KPOBI.

Y 45 pgocnigKeHHAX, B AKUX JOMIEPHUIOH 3aCTOCOBYBAJIM y BUIIMX [103aX, IPOTATOM OiJIbIII TPUBAJIOTO
Yyacy Ta 3a [I0NaTKOBUMHU ITOKa3aHHSIMHU, BKIII0YAOUM Aia0eTUYHUM racTpoapes, 4acToTa No0iuHuX
peaxiiit (kpiM cyxocTi y poTi) 6yna 3HayHO BUIO0K. Ile 6y10 0cOOMMBO IBHUM Y papMaKOIOTigHO
nepenbadyyBaHUX BUIMa[IKaX, OB’ I3aHUX i3 MiIBUIIIEHUM PiBHEM IIPOJIaKTUHY.

OckinbKy Tinois 3HaX0OUTHCS T03a reMaToeHIedaniyHuM 6ap’ €poM, JOMIIEPUAOH MOXKe
CIIPUYUHUTH IiIBUIIEHHS PIBHA IIPOJIaKTUHY. Y MOOOUHOKUX BUIIaAKaX TakKa rineprnpojiakKTUHeMis
MOXKe IIPHU3BOIUTH 10 HEMPOEHTOKPUHHUX MO0iYHNX ePeKTiB, TAKUX K raJlaKTopes, TiHeKoMacTis Ta
ameHopesl.

Y nepiof moCTMapKeTUHTOBOTO 3aCTOCYBAaHHS NOMIIEPUAOHY BiiMiHHOCTEH y mpodini 6e3neku
3aCTOCyBaHHS IIperaparty y JOPOC/INX Ta HiTel Big3HaueHOo He Oyy0, 3a BUHATKOM eKCTpanipaMigHux
PO37afiiB Ta iHIIKX SBUI, CyOM i 30y[KEHHS, II0B’I3aHNUX i3 IIeHTPaIbHOI0 HEPBOBOIO CUCTEMOIO, ITI0
CIIOCTepiranucs nepeBaxHoO y OiTeu.

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6iuHi peakirii

[ToBimomneHHS mpo Mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAaYEHHS.
Lle mae 3MOry IPOBOAUTH MOHITOPUHT CIIiBBiIHOILIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBAHHI LILOT'O
niKapchKoro 3aco0y. Megu4yHuM Ta ¢papMalleBTUYHUM IIpalliBHUKAM, a TAKOX IallieHTaM abo ixHimM
3aKOHHUM ITIpeCTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX peakilii Ta
BificyTHOCTI epeKTHUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy cucTeMy 3



dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 5 POKiB.

He BukopucTOBYBaTH miCNIA 3aKIHYEHHS TEPMiHY IIPUOATHOCTI, 3a3HAYEHOI'0 Ha YIIAKOBII.

YmMoBH 30epirannsi. 30epiraTi B OpuTiHasbHiM YIAKOBI Ipu TeMIlepaTypi He Buite 25 °C.

36epiratv B HEOOCTYIHOMY IJIST OiTEW MiCIIi.

YnakoBka. [To 10 tabneTok y 6mictepi; o 1 abo 3 6icTepu B mayili 3 KapTOHY.

Kareropis Bignycky. bes pernenra.

BupooHuk. AT «®apmak».

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJipeca Micisi IpoBaIXKeHHsI HOr'o Jis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



