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IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHSA JIIKAPCHKOIo 3ac00y

JOMIJIOH®
(DOMIDONE)

Cknao:

oloua peyoguHa: NTOMIEPUJIOH;

1 Tabnerka MicTUTH gomnepuiony 10 mr;

OONOMIHCHI peyo8uHU. JTAKT03a, MOHOT1IPAT; KPOXMaJIb KYKYPYI3SIHUI; 11€107103a MIKPOKPUCTAIIIYHA;
KpOXMaJlb MpeKeTaTHHI30BaHUI; TIOB1IOH; MarHito cTeapar;

miiBkoBa  oOosonka:  Sepifilm 752  Blanc  (TigpOKCHUIPOMUIMETHIIIENION03a,  ILEJI0I03a
MIKPOKpHCTAJIIYHA, TOJIETUICHTITIKOIb (Makporona 40), tutany miokcuna (E 171)).

Jlikapcbka dopma. Tabnerku, BKpUTi 000JIOHKOIO.
OcHosHi izuko-ximiuni enacmueocmi: TaOIETKU, BKPUTI TUIIBKOBOIO 000JIOHKOIO, O110T0 2060 Maiike
OUTOTO KOJIBOPY, KPYriaoi GopMH 3 TBOOIYKIOK TTOBEPXHETO.

dapmakoTepaneBTHYHA rpyna. 3aco0u, 10 3aCTOCOBYIOTHCA y pa3i PYHKIIOHATHHUX IUTYHKOBO-
KUIIKOBUX po3naaiB. Ctumynstopu nepuctanbtuku. Kom ATX AO3F A03.

Dapmakonoziuni enacmueocmi.

Dapmaroounamixa.

Jomnepuion — aHTaroHicT nodamiHy 3 MPOTHONMIOBAILHUMH BIIACTHBOCTIMU. JloMIepuaoH
HE3HAYHOIO MIPOIO MIPOHUKAE KPi3b TeMaToeHedaniaauii 6ap’ep. 3aCTOCyBaHHS JOMIEPHUIOHY TYyKE
PIIKO CYIMPOBOKYETHCS CKCTpAmipaMiAHUMHU TMOOIMHHUMHU JiIMH, OCOOJMBO Yy JOPOCIHX, aje
JIOMIIEPUIOH CTHMYJIIO€ BUIUICHHS IIPOJIAKTHHY 3 rinodisa. Moro mpoTuGmioBanbHa mis, MOXIHBO,
3yMOBJICHA TMO€AHAHHAM mnepudepruyHoi (racTpoKIHETHYHOI) Mdii Ta aHTaroHi3My J0 peUenTopiB
nodaMiHy y TPUTEPHINA 30HI XEMOPEIENTOPIB, 110 3HAXOIUTHCS 1103a reMatoeHIedaTiaHIM 0ap’epom
y 3aJHii aiIsHIN (area postrema).

JlocnikeHHsT Ha TBapHHAX, a TAaKOK HU3bKI KOHIEHTpallli, 10 BU3HAYaJINCh Y MO3KY, BKa3ylOThb Ha
MepeBakHO Mepudepuuny M0 JOMIEPUIOHY Ha pelentopu Aodaminy.

JlocmimKeHHs y JTIOAMHU MTOKA3aly, 110 MPHU 3aCTOCYBaHHI1 BHYTPIIIHBO AOMIIEPHUIOH MIABUIILYE THCK Y
HIOKHIX BiJIIaX CTPaBOXOJy, MOKpAIy€e€ aHTPOAYOJEHAIbHY MOTOPUKY Ta MPUCKOPIOE 3BUILHEHHS
HUTyHKA. JJoMOEepuI0H He BIUIMBAE HA IIITYHKOBY CEKPELIO.

Bnnu Ha iHTepBan QT/QTc i enekTpodizionorito cepiist

Binnosigno 1o mikuapogaux pexomenpaauiii ICH-E14, perenbue nocmimxenns iHrepsainy QT Oymno
MPOBEZIEHO Yy 30poBUX Ntonel. Lle nocnimkenns Oyno moaABiHUM, Maanedo KOHTPOJILOBAHUM, 1 HOTO
MIPOBOJIMIIN 3 BUKOPUCTAHHIM PEKOMEHA0BaHUX 1 HaaTepaneBTUYHUX 103 (10 120 mr 4 pa3u Ha JeHb).
[Tpu npuitomi 20 Mr nomnepuiony 4 pazu Ha 100y Big3Hadanocs NoJoBxkeHHs iHTepBany QT, 3MiHU
BapitoBanucs BiJ 3,4 10 5,9 Mc MmpoTAroM ychOro mepiojy CIOCTEPEKEHHsS Ta Ied MOKa3HUK He
nepesuuryBaB 10 mc. Ilponosxenns QT, cioctepexxyBaHe B IIbOMY JOCTIDKEHHI, KOJIX TOMIIEPUI0H
BBOJIMBCS BIIMOBIHO /10 PEKOMEHJOBAHOTO JI03YBAaHHS, HE € KJIIHIYHO 3HAUUMHM.

Il# BiICYTHICTH KIIIHIYHOTO 3HA4YEHHS MIATBEPIKYEThCS (DapMaKOKIHETHYHUMH IapaMeTpaMu Ta
JTaHuMU 10710 iHTepBany QTc, oTpuMaHUMU y X011 ABOX OUTBII AAaBHIX JOCTIKEHb, K1 BKIIOYAIH 5-
nenne nikyBanHa 20 mr i 40 mr pommepunony 4 pasu Ha n0o0y. EKI' 3ammcyBamu mnepen
JOCII/DKEHHM, Ha 5-i1 aeHb yepe3 | roauHy (MpuOIU3HO Y tmax) MICIS paHKOBOI T03M Ta uepe3 3 JHi.
B o006ox npocnmimkeHHAX He crnoctepiranocs pisHUI MK QTc micas akTUBHOrO JIKYBaHHS Ta




3acTocyBaHHs Iuiane0o. Takum yMHOM, Oyii0 3pOOJIEHO BUCHOBOK, IIO MPUHOM JOMIIEPHIOHY Y 1031
80 1 160 mr Ha 100y HE MaB KJIIHIYHO 3HAYYIIOTO BILTMBY HAa QTC y 3m0poBUX JOOPOBOJIBIIIB.
Dapmaxokinemuxa.

Bcemokmyeanns

JloMnepuaoH MBHAKO a0CcopOyeTbCsl TpU TMEpPOpAILHOMY TNpUHAOMI HATHIe, MaKCHMajbHa
KOHIICHTpallis y IIa3Mi KpoBi Jocsraerbes npubiau3Ho uepe3 60 xBunuH. 3HayeHHI Cmax Ta AUC
JOMIICPUIOHY TIABUINYBAIHCS MPOMOPHIHHO 1031 mpw miama3zoHi mo3 Bim 10 mo 20 wr.
Cnocrepiranocs 2-3-pazoBe HakornmueHHs gomnepunoHy (AUC) mpu HOBTOPHOMY 3acTOCYBaHHI
4 pasu Ha m00y (KOkHI 5 rommH) mpoTsroM 4-x nHiB. Hwuspka aOcomoTHa 010I0CTYIHICTH
MEPOPATBHOTO JOMIIEpUIOHY (TTpuban3Ho 15 %) 3yMOBJIEHA €KCTEHCHBHUM METa00JI3MOM TIEPIIIOTO
NPOXO/PKEHHS Yy CTIHIII KUIIEYHWKY Ta B MEYiHII. XodYa y 3I0pPOBUX JIIOJEH Oi0JO0CTYIHICTH
JOMITEPUIOHY 30UTBIIYETHCS MIPH MPUHOMI TTICIIS 1M, MAaIli€HTaM 31 CKapraM¥ MUTYHKOBO-KHIIIKOBOTO
XapakTepy Ciia npuiimMaTte momnepunoH 3a 15-30 xBuiawH 10 imu. 3HIKEHA KUCIOTHICTH IITyHKA
3MeHIye abcopOiito JoMIepuoHy. biogocTynHICTh NpU NMepopabHOMY 3aCTOCYBaHHI 3HUXKYETHCS
Py OJHOYAaCHOMY IpHUHOMI LHMMETHUIMHY Ta Harpito OikapOoHnaTy. Ilpum mepopampHOMY npuiiomi
npenapaTy niciis i1 MakcuMaibHa adcopOIist 1eno ynoBuibHIOEThCS, a AUC feio niBUIY€EThCS.
Posnooin

[Ipn nepopanbHOMYy HpHIOMI JOMIIEPHIOH HE aKyMYJIIOEThCS 1 HE IHAYKYE BJIACHUH OOMIH;
MaKCUMaJbHUN piBeHb Yy Iula3Mi KpoBi uepe3 90 xBumuH (21 Hr/mu) micias JBOTHIKHEBOTO
nepopaibHoro npuitomy no 30 mMr Ha 100y OyB Mailke TakuM ke, K MICIs MPHUIOMY Mepiioi 103U
(18 ur/mn). Dommnepuaon Ha 91-93 % 3B’s3yeThest 3 OUTKaMu TU1a3MHU KpoBi. JIOCTIKEHHS PO3IOIUTY
JOMIEPUIOHY, M0 OyauM TPOBEACHI Ha TBapWHAX 3a JOMOMOIOI0 TIpemapaTry, MIUYeHOTO
PasioakTUBHUM 130TOIOM, TOKa3aJId MOTO 3HAUYHUM PO3MOJUT Y TKAHUHAX, alle HU3bKY KOHIEHTPALII0
y MO3Ky. Y TBapHH HEBEJIHKI KUIbKOCTI IpernapaTy MPOHUKAIOTh KPi3b IMJIALEHTY.

Memabonizm

JloMrepuIoH MBHUAKO Ta €KCTCHCHBHO META00II3y€e€ThCs Y TEHIHI[I IIIIXOM T1IpOKCUTIOBaHHS Ta N-
neankinyBadss. JlocmipkeHHs MeTabomisMy iN VItro 3 JiarHOCTHYHUMHM iHTIOITOpaMH MMOKAa3ajH, 110
CYP3A4 € ronoHoto ¢opmoro nuroxpomy P450, 3amydeHoro qo0 N-meankiTyBaHHS JOMIIEPHAOHY, a
CYP3A4, CYP1A2 ta CYP2E1 GepyTh ydacTb y apOMaTHYHOMY T1IPOKCHUITIOBAHH] TOMIIEPUIOHY.
Buseoenns

BuBenenns i3 ceuero Ta KajgoM CTaHOBUTH BimmoBimHo 31 % Ta 66 % Big mepopalbHOI 03H.
Buninennst npenapaty y He3MIHEHOMY BHUIJISJII CTaHOBUTH HeBeluKHUi BigcoTok (10 % 3 kxamom Tta
npubau3no 1 % 13 ceuero). I[lepiog HamiBBUBENEHHS 3 IJIa3MHU KpOBI MICHS MPUIlOMY pa3oBOi 103U
CTaHOBUTb 7—9 roJIMH y 3JJ0pPOBUX 10OOPOBOJIBLIB, aji€ MOAOBKEHUH y MAIIEHTIB 13 TAKKOI HUPKOBOIO
HEJIOCTATHICTIO.

Oco0nuBi rpynu NaifieHTiB

Topywenus ¢hyuryii neuinku

VY mamieHTiB 3 mopymeHHAM QYHKINIT MEYIHKK cepeaHboro crynens (7-9 6aniB 3a mkanotro I1°1o0, knac
B 3a xnacudikaniero Yainna—II'to) AUC 1 Cmax nommepugony Ooynu y 2,9 1 1,5 paza Bummumu,
BIIMOBIAHO, HDK Y 3A0pOBHUX N0OpOBOJbBIIB. BinbHa (pakiiis nmigsumryBanacs Ha 25 %, a KiHUEBUN
nepio]] HalmiBBUBEAEHHS MOJOBXKYBaBcs 3 15 mo 23 roauH. Y maiieHTIB 3 HOpYHICHHSIM (QyHKITIT
MIEYIHKH JIETKOTO CTYIEHS CIocTepiranacs AeN[0 HUKYa eKCIO3HIIis, HDK Y 3I0POBUX JT0OPOBOJIBIB, 3
orisiny Ha Cmax 1 AUC 6e3 3MiH y 3B’A3yBaHH1 3 OlUTkaMu a00 KiHIIEBOMY I€piOJii HAMIBBUBEACHHS.
3acTocyBaHHs IpenapaTy NalieHTaM 13 MOpPYyIEHHSAM (yHKUil NEYiHKU TSHKKOIO CTYIEHsS He
JoCipKyBau. JloMnepuaoH NpoTUIIOKa3aHUH MalieHTaM 3 HOMIPHUMHU a00 TSHKKMMHU MOPYLIEHHIMHU
¢bynkuii nedinku (auB. po3ait «IIpoTunokazanusmy).

THopywenns ¢ynxyii HUpox

VY nmnamieHTiB 3 MOpYIIEHHSAM (YHKIIT HUPOK TSDKKOrO CTYMHEHsA (KpeaTHMHIH CHpPOBATKH KpOBI
< 30 mu1/xB/1,73 M?) Tiepio HamliBBMBEICHHS JOMIIEPHAOHY MOIOBKYEThes 3 7,4 110 20,8 ToauHu, ane
IUIa3MOBa KOHIIEHTpallis MpenapaTy HUbK4ya, HDK y MalieHTIB 3 HOPMaJIbHOIO (PyHKIIi€0 HUPOK. Jlyxke
HEBeJIMKa KUIbKICTh mpemnapaty (mpubmuzHo 1 %) BHBOIMTBHCS HUpPKaMHU y HE3MIHEHOMY BUIJISL,
MaJIOMMOBIPHO, 1110 MPH OJHOPA30BOMY 3aCTOCYBaHHI MallieHTaM 13 HUPKOBOIO HEAOCTATHICTIO Oyne
noTpiOHa Kopekiist 103u. OlHaK MpU MOBTOPHOMY 3aCTOCYBAaHHI YaCTOTY MPUHOMY MOTPIOHO 3HU3UTH
1o 1-2 pa3iB Ha 100y 3aJ€KHO BiJ TSHKKOCTI MOPYIIEHHS, TaKOX MOKe OyTH MOTPIOHO 3MEHIIUTH
703Y.




Kuiniuni xapakrepucTuku.
Ilokazanns.
JU1st TIOJIeTIEeHHS! CUMIITOMIB HYAOTH Ta OJIIOBaHHS.

Ilpomunokazauna.

Jlominon® npoTunokasanuii:

- TamieHTaM 31 BCTAHOBJICHOIO IIJBMIICHOIO YYTIHMBICTIO 0 Tpemnapary abo 10 JOTMOMDKHHUX
PEUOBHH;

- XBOPHUM 3 IPOJIAKTHH-CEKPETOPHOIO IMMyXJIMHOIO Tinodiza (IIpoIakTHHOMOI);

- XBOPUM 3 TSDKKUMHU 200 MOMIpHUMH NOPYIIEHHSAMH (YHKI[IT eUiHKK Ta/ab0 HUPOK (AWB. PO3IiN
«Oco06aMBOCTI 3aCTOCYBaHHsY», «DapMaKoJIOTiuHI BIACTUBOCTI»);

- XBOpUM 3 BiZJOMHUM MOJOBKEHHSM iHTepBaliB cepreBoi mpoBigHOCTi, 30kpema QTc, xBopum 3i
3HAYHUMU TOPYIICHHSMU OallaHCy €JEKTPOJIITIB a00 3 (POHOBUMHU XBOPOOAMHU CEPIIsl, TAKUMH SIK
3acTiifHa ceplieBa HEJOCTATHICTD (IUB. po3AlT «OCOOIMBOCTI 3aCTOCYBAHHS);

- XBOPHUM 3 TICUIHKOBOIO HEIOCTATHICTIO;

- SIKIIO CTUMYJISILISL pyXOBO1 (PYHKIIIT ITyHKA MOXe OyTH HeOe3MeYHO0, HallPUKIIAl, PU HUTYHKOBO-
KHILIKOBIN KPOBOTEY1, MEXaHIUHIN HEMPOXITHOCTI abo nepdoparii;

- TMPOTUINOKA3aHE OJHOYACHE 3aCTOCYBAaHHS  KETOKOHA30Jy, EpUTPOMIIMHY ab0  IHIIMX
cuibHOAII0UNX 1Hr101TOpiB CYP3 A4,

- TIPOTUIIOKAa3aHEe OJIHOYACHE 3aCTOCYBaHHs JIIKAPCHKUX 3aco0iB, K MOAOBXKYIOTh iHTepBal QT (3a
BUHSTKOM anoMop(iHy), TakuxX SK (¢IIYKOHA30J, €pUTPOMIIMH, ITPAKOHA30J, MepopaIbHUM
KETOKOHA30JI, [MOCaKOHa30Jl, PUTOHABIP, CAKBIHABIP, TeJIAllpeBip, BOPUKOHA30JI, KIAPUTPOMILUH,
aMioZapoH, TEMTPOMIIUH (IuB. po3aum «OcoOIMBOCTI 3aCTOCyBaHH» Ta «B3aeMois 3 HIITUMU
JKapChKUMU 3aCO0aMU Ta HIII BUIN B3AEMOIIN»).

B3aemodia 3 inwmumu nikapcoKumu 3acodoamu ma inuwii 6uou 3acmooiil.
AHTHXOJIHEPTiUHi MpenapaTn MOXYTh HEHTpanisyBaTu aHTHANCTIENTHuHY fito Jominony®. V 3B’a3Ky
3 (hapMakoIMHAMIYHOIO Ta/ab0 GapMaKOKIHETUYHOIO B3a€EMOIISIMU ITIIBUIYETHCS PU3UK BUHUKHEHHS
nonoxeHHs: QT-iHTepBaiy.
He cnix mpuiiMaTu aHTaIMaHi Ta aHTHCEKPETOPHI TpenapaTd ojHodacHo 3 JlominoHoM®, OCKinmbkn
BOHH 3HWXKYIOTh HMOTO OI0JOCTYIHICTh MICIS MPUHOMY BHYTPIIHBO (AuB. po3ain «OcobauBoCTi
3aCTOCYBAHH»).
JlomnepunoH MeTaboIi3yeThes mepeBakHo 3a gonomoroo CYP3A4. 3a manuMu TOCTIDKEHbB in Vitro
CYIIyTHE 3aCTOCYBaHHS IpenapaTiB, LI0 3HAYHUM UYWHOM NPUTHIUYYIOTh Leld ¢EepMEeHT, MoxKe
MPU3BECTH JIO MIJIBUIIICHHS PIBHS JOMIIEPHUIOHY Y TU1a3Mi KPOBI.
[Ipu 3acTocyBaHHI JOMIEPHIOHY CYNYTHHO 13 mMOTykHUMHU iHriOiTopamu CYP3A4, 3matHUMH
nogoBxkyBatu iHTepBan QT, crocrepiranucs kiiHiYHO 3Hauymli 3MiHK iHTepBany QT. Tomy cymyTtHE
3aCTOCYBaHHS  JOMIICPHIOHY 3 TEBHMMM [IpermaparamMd  MPOTUIIOKa3aHE  (IUB.  PO3ALI
«[IpoTUnIOKa3aHHSD»).
OonouacHe 3acmocy8anHs 3 1e6000N0k0. X04a KOPEKIlis J03H1 JICBOJONN HE BBAKAETHCS HEOOXITHOIO,
CroCTepiragocs MiIBUINECHHS KOHIICHTPALl JOMIIEPUIOHY Y MJ1a3Mi KpoBi (MakcuMaiibHO Ha 30—40 %)
MIPH OJJHOYACHOMY MPUHOMI 3 JIEBOJIOTIOKO.
Cynymue  3acmocy8amHs — HUNCUEHABEOEHUX  JIKApPCLKUX 3acobig@  pasom 3  O0OMNEPUOOHOM
npomunoxasate.
Vi nikapceeKi 3aco0u, ki mogoxkyoTh iHTepBan QT (pusuk «torsade de pointesy):

- aHTHApPUTMIuYHi npenapary knacy [A (Harmpukiam, TU30MipaMi, XiHiIuH, TIAPOXiHIANH);

- aHTHApUTMIuHI npenaparu kinacy Il (Hanpuknan, amiogapoH, AodeTuiia, IpoHenapoH, 10y THIIi,

cOTasnon);

- JesiKi HeMpONeNTUYHI MpernapaTy (HampuKIIa, ralonepuion, MMO3H I, CEpTHH/ION);

- JIesIKi aHTHIeTIpecanTH (HAPUKIIA, IUTAJIONpaM, CCIUTAIONPaM);

- JesiKi aHTUOIOTUKH (HAMIPHUKIIA, JIEBO(MIOKCAIIMH, MOKCU(DIOKCAIINH, €pUTPOMILIFH, CIIPAMIIIHH);

- JesiKi MpOTUTPUOKOBI Mpemnaparu (Hampukiaa, GpaykoHas30, MeHTaMiInH);

- JIesiKi MpOTUMAIIIpiiiHi penapary (Hanpukiam, ranopaHTpuH, JroMedaHTpin);

- JIesKi ITyHKOBO-KHUIIIKOBI Mpenaparu (HanpuKiajl, [U3apyl, 10JaceTPOH, MPYKAIOTPHU/);



- JesIKi aHTUTICTaMIHHI Ipenapary (Hampukiaa, MEKITa3uH, Mi30JIaCTHH);

- JIesiKi TIpemapaTtH, IO 3aCTOCOBYIOTBCS TPUM OHKOJIOTIYHMX 3aXBOPIOBaHHSAX (HampuKIIad,
TopeMideH, BaHIeTaH10, BIHKaMiH);

- JIesKi iHII npenapaTty (Hanmpukiaa, OCPUaNI, METaI0H, AudeMaHil);

- anoMop(iH, 3a BUHATKOM BUIAJIKIB, KOJIM KOPUCTh OJHOYACHOTO 3aCTOCYBAHHS IEPEBAXKAE PUSHK
Ta 32 YMOBH CyBOPOTO JIOTPHMAHHS 3allO0DKHUX 3aXOJiB, PEKOMEHOBAHHUX TPU OJHOYACHOMY
3aCTOCYBaHHI (IMB. IHCTPYKIIIO JUIS MEIUYHOTO 3aCTOCYBaHHS anmoMopQiHy, po3auT
«[Iporunokazanus»).

Ipuxnaou cunvhux ineibimopie CYP3A4, 3 axumu npomunokazano 3acmocogysamu JJomioon®™:

- a30JbHI TMPOTUTPUOKOBI mpemapaTtd, Taki sK (IyKoHA307™, iTpaKoHA30J], KETOKOHA30J7*,
MMOCAKOHA30J1 1 BOPUKOHA30IT™;

- MakKpoJIiiHi aHTHOIOTUKH, TaKi K KIAPUTPOMIIKUH™ 1 epUTPOMIIIHH™,

- iHribiTopum mpoTeasn™ (HaNpUKIal, pUTOHABIp, CAKBIHABIp, TEIAINPEBIp);

- iuribitopu BlJI-mporeasu, Taki Sk amIpeHaBip, arazaHaBip, (ocammpeHaBip, IHAMHABIP,
Hen(iHaBip, pUTOHABIP 1 CAKBIHABIP;

- aHTaroHICTH KaJbI[if0, TaKl sIK JUITIa3eM 1 Bepanamis;

- aMmioJlapoH*;

- aMpEIITaHT;

- Heda3om0H;

- TeNITpOMIIUH™,

*TIpononrytors inTepBan QTc.

Oonouacne 3acmocy8ants HACMYNHUX PE4OBUH BUMALAE 0OEPEeHCHOCI.

O06epeXHO 3aCTOCOBYBATH 3 MpemapaTaMu, 10 CIIPUYHHSIIOTH OpaJuKapIito 1 TIMOKaIIEMII0, a TaKOX

13 HaCTYIMHUMHU MaKpoOJiJaMH, 110 MOXYTh CIIPUYMHUTHU MOJOBXKeHHs iHTepBany QT: azuTpoMinuH 1

POKCUTPOMILMH (KJIAPUTPOMILIUH MPOTUNIOKA3aHUH, OCKUIbKH 1€ MoTyxkHuM iHrioitop CYP3A4).

Criza 3 00epexHICTIO 3aCTOCOBYBATH JIOMIEPUIOH CYITYTHBO 3 MOTYKHUMH 1HT10iTopamu CYP3A4, ski

HE CHPUYMHSUIA TOJOBXKEHb iHTepBany QT, Takumu sk iHOWHABIp, 1 3a MAIliEHTaMW CIIJ THJIHHO

HarIsIaTH Ha BUTIAJ0K TIOSIBH O3HAK a00 CUMMTOMIB HEOaXaHUX PEaKITiil.

BuienaBeieHuii crucok AiF0YUX PEUOBHH € PEIPE3CHTATUBHUM, aJie HE € BUYEPITHUM.

JlominoH® MOXKHA OETHYBATH 3

- HEHUPOJICTITUKAMM, IO SIKUX BIH TTOCHUITIOE;

- noaminepriyHUMHU aroHicTamu (OpOMOKpUTITHHOM, L-momoro), HeGaxaHi nmepudepudHi mil SKUX,
Takl K MOPYIIEHHS TPaBJICHHS, HYIOTY, OJtOBaHHSA BiH MpPUTHIYYe Oe3 HeWTpamizaiii OCHOBHUX
BJIACTUBOCTEH.

B oxpemMux pocmimkeHHSAX (apMaKOKiHETHUYHOT/(hapMakoAMHAMIYHOT B3aeMoiii IN  VIVO mpwu

OJIHOYAaCHOMY TIEpOpajIbHOMY 3aCTOCYBaHHI KETOKOHA30Jy a00 epUTpOMILMHY Y 3I0POBHX

JTOOPOBOJIBIIIB OYJI0 MIATBEPHKEHO, IO Il IPenapaTi 3HAYHUM YHMHOM MPUTHIYYIOTh MPECUCTEMHHI

MeTaboizmM nmomiepuaony, omnocepenaxkoBannii CYP3A4. Ilpu cymyrHpoMmy 3actocyBaHHi 10 mr

JOMIIEpUAOHY MepopaibHo 4 pa3u Ha 100y Ta 200 Mr KeTOKOHA30Jy MepopaibHO 2 pa3u Ha A00y B

nepios croctepekeHHsi Oylo Big3HaueHo moaoBxkeHHs iHTepBany QTc B cepeanbomy Ha 9,8 Mc;

OoKpemi 3HaueHHs konuBanucsa Big 1,2 go 17,5 mc. Ilpu cymyrabomy 3actocyBanHi 10 wmr

nomrepuaony 4 pasu Ha 100y Ta 500 Mr epuTpoMilIMHY nepopaibHO 3 pa3u Ha 100y iHTepBan QTc y

nepioJ; CHOCTEPEKEHHS TOJOBXKYBAaBCS B cepeAHbOMY Ha 9,9 Mc, IHTepBal OKpPEMHUX 3HAYEHb

ctanoBuB Big 1,6 mo 14,3 mc. PiBHOBaxH1 3HaueHHS Cmax 1 AUC goMnepuaoHy 3poctaiy TpuOIn3HO

BTPUYl Yy KOKHOMY 3 IIUX AOCHIIKEHb B3aeMoJii. BIIuB MiABHUIEHUX IUIa3MOBUX KOHIICHTpAIIii

JOMIIEpUAOHY Ha criocTepexyBaHuil epexT Ha QTc HeBigoMuii. Y LUX JOCHIIKEHHSAX Y BHUIAIKY

MoHoTepanii gomnepuaoHoM (10 mr mepopansHo 4 pa3u Ha 100y) iHTepBan QTc monoBkyBaBcs B

cepeqHboMy Ha 1,6 Mc (IOCTiKEHHS! KETOKOHA3011y) Ta 2,5 MC (AOCTITKEHHS] epUTPOMILINHY), B TON

qac SK 3aCTOCyBaHHS Jiniie keTokoHaszomy (200 mr 2 pasu Ha 100y) abo epurpominuny (500 mr 3 pasu

Ha J100y) mpu3Boauio a0 30utbmeHHs iHTepBany QTc B mepion crmocrepexkeHHs Ha 3,8 Ta 4,9 mc

BIJITOBIAHO.

Teoperuuno, ockimbku JoMinoH® YMHHTH MPOKIHETHUYHY il0 HA HIIYHOK, L€ MOYKE BIUIMBATH Ha

BCMOKTYBaHHSI TEpOpaAbHUX IMpemapariB, MO0 3aCTOCOBYIOTBbCS CYMYTHBHO, 30KpeMa Ha JIKapChKi

(¢hopMHU TIPOJIOHTOBAHOTO BUBUIRHEHHS a00 KHUIITKOBOPO3uWMHHI. OJHAK y MAaIli€HTIB, CTaH SKUX BXKE



craluri3yBaBCsi Ha T 3aCTOCYBaHHS JWTOKCHMHY a0o0 TMapaneramMoiy, CYyIMyTHE 3acTOCYBaHHS
JIOMIEPUIOHY HE BIIMBAJIO HA PiBHI LIUX MPETapariB y KPOBi.

Ocoobnueocmi 3acmocysanns.

JloMinon® He peKOMEHIyeThCs IPU 3aXUTYBAHHI.

Jominon® ciij 3acTOCOBYBaTH 3 00EPEXKHICTIO MALi€HTAaM JIITHLOTO BiKy a00 MAlli€HTaM 3 HAsBHUM
3aXBOPIOBAHHSIM ceplis a00 13 3aXBOPIOBAHHSM CEpIsi B aHAMHE31.

Cepyeso-cyounni egpexmu. Jlomrepunon OyB 1oB’s3anmidi 3 npojonrariero iHTepBary QT na EKT.
[Tix yac MOCTMapKETHHTOBOTO CIIOCTEPEKEHHS (IKCYBaIMCsA TyXKe pinkicHi Bunaaku npostonramii QT
Ta TPIMOTIHHA-MEPEXTIHHS MUIYHOYKIB Y MAIiEHTIB, AKi mpuiiManu aommepunoH. Lli moBigoMieHHs
BKIIIOYANM iH(GOpMAII0 MpO TMAali€HTIB 3 IHIIMMH HECHPUSTIMBAUMH UYHHHUKAMHU PHU3HUKY,
EJIEKTPOITHUMH TOPYIIEHHSIMH Ta CYITYTHBOIO TEPAITI€I0, sIKi MOXKYTh CHPHUATH BUHUKHEHHIO I[HOTO
ctany (muB. po3ait «[1o6iuHi peakii»).

Biamosinno no kepiBHunrtea ICH—E14 Oyno mpoBeneHO AOCTIKEHHS 3 PETEIbHUM BUBUYEHHSM
iTepBany QT y 3mopoBux ocib. Ilogosxkenns iHTepBany QT, sike crocrepirany y AOCIKEHH] NpU
3aCTOCYBaHHI JIOMIEPUAOHY, 3TiIHO 3 PEKOMEHJOBAHUM pEKHMOM JO3YBaHHA Yy 3BHYAHHUX
TepaneBTHUHUX J03ax (1o 10 a6o 20 mr 4 pa3u Ha 100y), HE Ma€ KJIIHIYHOTO 3HAUYEHHSI.
3acmepesicenna. JloMnepuioH ciif 3 00epeXKHICTIO 3aCTOCOBYBATH MAllIEHTAM 3 JIETKUM MOPYIIEHHIM
(GyHKIII1 MeYiHKH Ta/abo HUPOK.

UYepes MiBUIIEHUH PHU3UK NIIyHOUKoBOi aputmii JIoMinmoH®  NpPOTHIIOKAa3aHO 3acTOCOBYBATH
TMaIli€EHTaM 13 TIOJIOBKEHHSIM IHTEPBATIB CeplIeBOi MpoBiTHOCTI, 30kpeMa QTc, marieHTam 31 3HAYHUMHA
MOpYyLIEHHSIMU OajlaHCy eNeKTPOdITIB (TIMOoKalieMi€lo, TINepKallieMIE0, TiNOMarHieMmier) ado
Opaaukapzieto, abo maiieHTaM 13 (OHOBUMHU XBOpoOamMu ceplisd, TaKUMU fK 3acTiiiHa cepleBa
HenocraTHICTh (auB. po3aut «lIpotunokazanHs»). Bimomo, 1o mopymieHHs GajlaHCy eNeKTpOIIITIB
(rimokanieMis, TrinepkajieMis, TIIOMarHieMis) Ta OpaaukapAis € CcTaHamH, 110 MIABUINYIOTh
MPOAPUTMOTEHHUI PU3HK.

VY Bunagky mosiBU O3HaK ab0 CHMNTOMIB, IO MOXXYTh OYTH TIOB’si3aHi 13 CEpIIEBOIO apPUTMIEIO,
3acTocyBanHs JoMinoHy® MOTpiOHO MPUITMHHUTH, a MALIEHTY CJiJ HEraiHO MPOKOHCYIBTYBATHCS i3
JIKapeM.

[TarieHTH TOBUHHI HETAHO TIOBIAOMIISATH TTPO OY/Ib-5IKi CHMIITOMH 3 OOKY CepIIs.

THopywenns ¢Gyuxyii nHupox. llepion HaMIBBUBEIEHHS AOMIEPHUIOHY NPU TSKKOMY IMOPYIIEHHI
¢dbyHKIIT HUPOK momoB)eHui. [Ipu TpuBanoMy 3acTocyBaHHI 4acTOTY JAO3yBaHHS JOMIEPHIOHY CIIiJT
3MEHIIUTH 70 OJHOTO ab0 JBOX pa3iB Ha J00Y 3aJeKHO BiA TSHKKOCTI MOPYIIEHHS. TaKoX MOXe
BHUHUKHYTH TIOTpeOa B 3HIKECHHI JIO3H.

AnTanuaHi a0 aHTUCEKPETOPHI NpenapaTu He i MPUHMaTH OJTHOYACHO 3 MepopaIbHUMU hopMaMu
npenapaty Jominon®, oCKiTbKH BOHH 3HIKYIOTH MEpOpaIbHy O0i0ZOCTYIHICTH AOMIIEPUIOHY (JIHB.
po3nin «B3aemosis 3 HIIMMH JIIKAPCHKUMHU 3ac00aMu Ta iHII BUIU B3aeMoJin»). IIpu cymicHOMY
3actocyBanHi mpemapar Jominon® ciin mpuiimMati mepen imoro, a aHTarMaHI a0 AHTHCEKPETOpHi
npemnapaT — micis iau.

3acmocysannsa 3 anomopginom. JIoMIepuaoH NPOTUINOKA3aHUM AT OJHOYACHOTO 3aCTOCYBaHHS 3
JiKapchbKUMU 3aco0amu, 10 NOMOBXKYIOTh iHTepBan QT, Brirowarounm amoMopdiH, 3a BHUHATKOM
BUIIA]IKIB, KOJIM KOPUCTH BiJl OJTHOYACHOTO 3aCTOCYBaHHS 3 aioMOP(IHOM MEPEBUIIYE PUZUK 1 TUIBKU
y pas3i CyBOpOro JOTPUMAaHHsS 3acTePEKEHb, SKI HABOAATHCA B IHCTPYKIIi AN 3aCTOCYBaHHS
anomopdiny.

3acmocysanna 3 kemokonazonom. Y JIOCIHIDKEHHAX B3a€MOMIl 3 TepopaibHOIO  (HOPMOIO
KETOKOHA30J1y Bi3Hauanocs nojosxeHHs QT-iHTepBany. Xoda 3HaYEHHS IbOTO JOCTIKEHHS YiTKO
HE BCTaHOBJICHO, CJiI oOpaTu ajgbTepHATHUBHE JIKYBaHHA, SKIIO TMOKa3aHa MPOTUTPUOKOBA Tepartis
KETOKOHA30JIOM (JIUB. po3ail «B3aemonis 3 IHIIMMM JIIKAPCBKMMM 3aco0aMM Ta IHIII BHJIU
B3aEMO/TII).

Tabnetku JlominoH® MicTATH JakTO3y, TOMy TIIpemapaT He CJiJ 3acTOCyBaTH TNallicHTaM 3
HEMEPEHOCUMICTIO JIAKTO3H, TaaKTO3EMIEI0 Ta MambabcopOIlier0 TIOKO3HM/TalaKTO3H.

Cnin BpaxoByBaTH HACTYNMHY I1H(OpPMAII0 CTOCOBHO PHU3UKY PO3BUTKY YCKJIQJHEHb CEpIEBO-
CYIUHHUX 3aXBOPIOBaHb, 3yMOBJICHHX JIIKAPCHKUMH 3aCO0aMHU, 1[0 MICTATh JOMIICPHUIOH:



e JesKi eMifeMIOJIOTIiuHI JOCTIPKEHHS TOKa3ald, [0 JOMIEPUIOH MOXKE acCOLIOBAaTHCS 3
MIZIBUIIEHUM PHU3UKOM CEpPHO3HUX HUTYHOYKOBUX apUTMiii abo pamnToBOi cepreBoi cMeprTi
(muB. po3ain «I1oGiuni peakiii»);

® PHU3UK CEpHO3HUX IUTYHOUKOBUX apUTMiil a00 panToBOi CepIeBOi CMEPTi MOKe OYTH BHILUM y
naiieHTiB BikoMm Big 60 pokiB a0o Mpu MepopaibHOMY 3aCTOCYBaHHI 703 Iperapary Oulbiie
30 mr Ha 100y Ta y MAIliEHTIB, SKi 0JHOYACHO MPUHMAIOTh JIIKAPChKi 3aC00H, 10 TIOJJOBXKYIOTh
intepsan QT, ab6o inridiropu CYP3A4. Tomy crif 3 o6epexHicTio 3acTocoByBaTu JomigoH™
nauieHTaM JitHbOro Biky. IMamienTam BikoM Bin 60 pokis nepen npuiiomom domimzony® ciin
MPOKOHCYIBTYBATHUCS 3 JIIKAPEM;

e JIOMIICPHJIOH CIIi TPU3HAYATH JOPOCIUM Ta JITAM y HAMHMKYIH ePeKTUBHIN H031.

CriBBiTHOIICHHS PU3HUKY Ta KOPUCTI JOMIIEPHIOHY 3aJTHIIAETHCS CIIPUSTINBUM.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

Baeimnicmo

JlaH1 11070 MOCTMAapKETUHIOBOTO 3aCTOCYBaHHS JAOMIIEPUAOHY BariTHUM KIHKamM oOMexeHl. Tomy
Jlominon® y mepion BariTHOCTI cJii NpuU3HAYATH JHMINE TOMI, KOJM, Ha TyMKY JKaps, OYiKyBaHHUI
MO3UTUBHUM €PEeKT s MaTepl NepeBUIY€e TOTEHLIMHUN PU3KK JJIS TUIOAA.

T'ooysanus epyooro

KinpkicTe AOMIEpuaOHY, sIKa MOXE IMOTPANUTH B OPraHi3M HEMOBIIATU YeEpe3 TPyAHE MOJIOKO,
HaJ3BUYAIHO HU3bKa. MakcuMalibHa BITHOCHA 71032 JUIsl HEMOBJIAT (%) OIIHIOETHCS HA PIBHI OJIM3BKO
0,1 % Bim mo3m 1yIst MaTepi 3 MOMPaBKOIO Ha Macy Tina. HeBimoMo, 4u BiH IITKOJUTH HEMOBIIATI, TOMY
MatepsM, fKi OpuitmaroTh J{oMinoH®, BapTO yTpUMartHcs Bi TOXyBaHHs Tpymmio. PimenHs mpo
MPUNUHEHHS TOAYBaHHS TPyIA0 abo BIAMIHY Tepallii JOMIEPUIOHOM CIiJ] MpUWMAaTH, OLIHIOIYH
KOPUCTh TOJYBaHHS TPYIJII0 JUIsl JUTUHU Ta KOPUCTh Tepamii ans wmatepi. Cnin OposBIATH
00EpeXHICTh y pa3l HAsSBHOCTI YMHHUKIB PU3HMKY Moja0BXkeHHS iHTepBany QTc y nited, ski
nepedyBarOTh Ha TPyAHOMY roayBaHHi. [licis excro3wmilii B pe3ynbTaTi IPOHUKHEHHS Tpenapary 3
TPYJHUM MOJIOKOM HE MOJKHAa BHUKJIIOUYHUTH TMOSBY MOOIUYHUX e(eKTiB, 30KpeMa KapHioJOoTIdHUX
e(eKTiB.

30amuicmv enausamu Ha WBUOKICMb peakyii npu KepysauHi A8MOMPAHCNOPMOM abo IHUWUMU
MEXAHIZMAMU.

[Ticns 3acToCyBaHHS TOMIEPHUIOHY CHOCTEPIraaucs 3allaMOpPOYCHHS 1 COHJIMBICTh. ToMy marfieHTam
CIIIJI pEKOMEHAYBAaTH YTPUMATHUCS BiJl KEpYBaHHS aBTOTPAHCIOPTOM, poOOTH 3 IHIIUMU MeXaHi3MaMu
a00 1HIIOT MISUTBHOCTI, sIKa MOTpedye KOHIIEHTpAIIl yBaru i KOOpAuHallii, TOKd BOHU HE BCTAHOBJIATH,
sax Jlominon® BrMBae Ha HUX.

Cnocio 3acmocysanns ma 003u.

Il nonecuieHus cumnmomie Hyoomu ma Oa06aHHs CHI 3aCTOCOBYBATH Yy HAMHWKYIA e€()EKTUBHIM
71031 IPOTATOM HaHKOPOTUIOIO Yacy.

Jopocani i aitk BikoM Bin 12 pokiB i Macoro Tina He meHine 35 kr: mo 1 Tabnermi (10 mr) 3 pa3u Ha
no0y.

MaxkcumanbHa 1060Ba g03a — 3 tabnetku (30 mr Ha 100Y).

PekoMenjtyeThes npuiiMatu mpenapar Jominon® nepen npuiiomoM ki, BcMOKTYBaHHS mpemapary
IO 3aTPUMY€EThCS, SAKIIO HOro mpuiMartu micis npuidomy Dxi. IlamieHT moBuHEH mnpuiiMaTH
Ipernapar 3riHO 13 3alpONOHOBAHUM PEXKHMMOM JI03yBaHHs. SIKIIO mpuiiom 103U Oyl0 MPOIYIIEHO,
CIIil MPUMHATH HACTYIHY JI03Y 3T1JIHO 13 3apONOHOBAaHUM pexxuMoM. He citif moaBoroBatu 103y, 1100
KOMIICHCYBATH NpomyleHy. TpuBanicTh JIIKyBaHHS HE TIOBUHHA NIEPEBUILYBATU | THXK/IEHb.

Jopocini BikoM > 60 pokiB

[TamienTam BikoM Big 60 pokiB nepesa MpUHOMOM Mpenapary ciiji IPOKOHCYJIBTYBATUCS 3 JIIKAPEM.
Iopymenns GyHKII{ HUPOK

OckuTbKM Tepio]] HaMiBBUBEACHHS JIOMIIEPUJIOHY MPH MOPYLIEHHI QYHKIII HUPOK TSKKOIO CTYHEHS
TI0JIOBKEHHIA, 4aCTOTy 3acToCyBaHHs npenapary Jlominon® ciin sMenmurty g0 1 a6o 2 pasis Ha 100y,
3aJIeKHO BiJ] CTYTEHS TSDKKOCTI MOPYIIEHHS; MOYKE TAKOXK BUHUKHYTH HEOOXIHICTh Y 3HUKEHH1 J103H.
[NamienTiB 3 mopymeHHAM (QYHKIIi HUPOK TSDKKOTO CTYMEHS CIiJl peryjasipHO oOcTexyBaTd (JIUB.
po3nin «®apMakoJIOTiuHi BIACTUBOCTI).




[opymenns GyHKIIT HEYiHKA

[penapar Jlominon® npoTUnokasaHuii NaLicHTaM 3 NOPYHIEHHAM (QYHKIIIi IIeYiHKU cepeaHboro (7-9
6axniB 3a mkanoro Yainna — [110) abo Tsoxkoro (> 9 GaniB 3a mkanor Yaiinaa — [1'10) crynens (aus.
posain «lIpotunokazanusy). Kopekmis 103U mamieHTaMm 3 MOPYHICHHSM (PYHKIII MEYiHKH JIETKOTO
crynens (5-6 OamiB 3a mkamoro Yaitnga — I1'0) He moTpibHa (muB. po3ain «®dapmakosjoriuHi
BJIACTUBOCTI»).

Jimu.
[Ipemapat 3acTocoByBaTH IS JIIKyBaHHS JiTel BikoM Bin 12 pokiB i Macoro Tijia He MEHIIE 35 K.
JloMnepuaoH Ciif mpu3HaYaTH AIiTAM Yy HAWHWKYIH e(eKTUBHIM J031 MPOTATOM HAHKOPOTIIOTO

nepiony.

Ilepeoo3ysanns.

[Ipo nepeno3yBaHHs MOBITOMIISUIOCS TOJIOBHUM YHHOM Y HEMOBIISIT Ta JIITEH.

Cumnmomu: CUMIITOMaMU MEPEI03yBaHH MOXKYTh OyTH a)KUTALlisl, TOPYILIEHHS CBIIOMOCTI, CYZI0MH,
JIe30pI€HTAIlis, COHJIMBICTD Ta €KCTpaIipaMiHi peakiiii.

Jlixyeanusa. CnenudiuHOTO aHTUIOTY AOMIIEPUIOHY HEMAE, ajie y BUMAJKy 3HAYHOTO Mepe03yBaHHs
CJIiJ HErafHO HaJlaTH CUMOTOMATUYHE JIIKyBaHHS. PekoMeH10BaHO MPOMUBAHHS LIUTYHKA MPOTATroM 1
TOJIMHY TICIs IpUiioMy IIpenapary Ta 3aCTOCYBaHHS aKTHBOBAHOTO BYT'ULIS, a TAKOX MWJIbHHUM HarJIsig
3a mamieHToM Ta minrpumytoua tepamis. Ciuig npoBoautd EKI-MOHITOpUHT 3 OrfisiAy Ha MOXKJIHUBICTD
nofoBxkeHHs iHTepBanly QT. AHTHXOJIIHEPridHI MpemapaTd, 3aco0M JUIsl JIKyBaHHS XBOpOOU
[TapkiHcoHa MOXYTb OyTH €(DeKTUBHUMU JJIsi KOHTPOJIIO EKCTpanipaMiTHUX peaKiiil.

Io6iuni peakuii.

besneka 3acTtocyBaHHS JAOMIEPHUIOHY OIIHIOBAJIACS TPOTATOM KIIHIYHMX JOCIIHKEHb Ta Tia 4ac
MMOCTMApPKETUHTOBOTO 3aCTOCYBaHHSA. Y TIOABIMHO CHIMUX TUIae00-KOHTPOIhOBAHUX KITHIYHUX
JOCIIKEHHAX Opanu ydactb 1275 martieHTiB 13 AMCHENCier0, racTpoe3odareanbHo0 pedIoKCHO
XBOPOOOIO, CHHAPOMOM TIOJIPA3HEHOTO KHIIIEYHHUKA, HYJOTOIO Ta OMtOBaHHAM a0o0 IHIIUMH
OB’ sI3aHUMU CTaHAMU. Yl MalieHTH Oyau BIKOM IIOHaiMeHIne 15 pokiB Ta oTpuManu xo4ya 6 oJHy
no3y npenapary. Cepenns 3aranbHa 1000Ba j03a craHoBmwia 30 mr (miama3on Big 10 mo 80 mr), a
MeJliaHa TPHUBAJIOCTI ekcrmo3uilii Oyna 28 muiB (miama3oH Bim 1 mo 28 auiB). [lo mocmimkeHb HE
BKJTFOYAJIH TAITIEHTIB 13 11a0€THYHUM racTporape3oM abo CUMIITOMaMH, 3yMOBJICHUMH XIMIOTepaItie€ro
YU TApPKIHCOHI3MOM.

Or1iHKa 4acTOTH BUHUKHEHHS MOOIYHMX peakiii: ayxke vacto (> 1/10); gacto (> 1/100 mo <1/10);
Hewyacto (= 1/1000 mo <1/100); pigko (= 1/10000 mo <1/1000); myxe piako (<1/10000). Sxmo 3a
JaHUMU KITHIYHUX TOCITIKEHh HEMOKIIMBO BU3HAYUTH YacTOTY, BOHA BKa3Y€EThCS SIK HEBIIOMA.

3a yMOBU JIOTPUMaHHsI PEKOMEHJIAIlN 3 JI03YBaHHS Ta TPHBAJIOCTI JIKyBaHHS JOMIICPUIOH 3a3BUYail
MEPEHOCUTHCS 100pe 1 HebakaH1 ABHIlla BUHUKAIOTh HEYacCTo.

3 60Ky imyHHOI cucmemu: YacTOTa HEBIOMa — aJepriuHi peakiii, BKIOYAI4d aHa(uUIaKCiio,
aHa(UIAKTUYHUHN HIOK, TIEePUyTIHUBICTD.

3 60Ky eHOoKpuHHOI cucmemu: PIIKO — MIABUILEHHS PIBHS MPOJIAKTHHY.

Icuxiuni posnaou: HEYacTO — 3HWKEHHsS a00 BIACYTHICTH 110110, HEPBO3HICTH, PO3APAaTOBAHICTD,
30ymKEHHS; yKE PIAKO — ACTIPECis, TPUBOKHICTD.

3 6oxy Hepso6oi cucmemu: HEYACTO — TOJOBHUMN OLTb, COHIIUBICTD, 3aIAMOPOYCHHSI, EKCTpaIipamiaHi
po3ianu; qyxe piqko — OE3COHHS, CIpara, MIIIBICTb, aKaTHU3isl; YaCTOTA HEBIIOMA — CYAOMH, CHHIPOM
HECTIOKIHHUX HIir (3arOCTPEHHS CUHJIPOMY HECTIOKIHHUX HIl' y Malli€HTIB 13 XBopoOoto [lapkiHcoHa).

3 6oky cepyeso-cyounnoi cucmemu. YK€ PIIKO — HaOpSK, BIAYYTTS CEpUEOUTTS, MOPYLICHHS
4acTOTH Ta PUTMY CEPIEBUX CKOpOYEHb, MOJ0BkeHHs iHTepBany QT (uactora HeBimoma), cepilo3Hi
[IJTYHOYKOBI apuTMil, IITYHOYKOBI apuTMii 1o Tutty «torsade de pointesy, panroBa cepiieBa CMEpTb.

3 060Ky WAYHKOBO-KUWIKOBO20 mMpaKmy: 4YacTO — CYXICThb y pOTI; HEYacTo — Jiapes; piaKo —
racTpOIHTECTUHANIBHI PO3JIaid, BKJIIOYAOYM a0JOMIHANBHUM Oulb, perypriramiro, 3MiHy aneTury,
HYJOTY, NIeYil0, 3a10p; IyXke PiIKO — KOPOTKOYACHI KUIIKOBI CIIa3MHU.

3 6oxy wkipu ma niOWKIpHUX MKAHUH: HEYACTO — CBEpODK, BUCHMIIAHHS, KPOMMB SHKA; YacTOTa
HEBIJJOMa — aHTIOHEBPOTUYHUI HAOPSIK.

3 6oxy penpodykmusHoi cucmemu ma MOJOYHUX 3An03. PIIKO — 30UIBIIEHHS MOJOYHUX 327103,



BUJUICHHS 3 MOJIOUHUX 3aJl03, HaOpSAK MOJIOUHUX 3aji03, TOPYIICHHS JaKTalii, HeperyispHUi
MEHCTPYAIbHUH IIUKJI; HEYACTO — rajlakTopesi, OUTb y IUISAHII MOJIOYHHUX 3aJ103, Yy TIIMBICTh MOJIOYHUX
3aJ103; YaCTOTa HEBiJOMA — TIHEKOMACTIsl, aMEHOPEs.

3 6oky onopHo-pyxo080i cucmemu ma CROAYYHOT MKAHUHU: PIIKO — OUTh y HOTaX.

3 60Ky ceuosudinbHoi cucmemu: AyXe PiIAKO — AW3Ypis, YacTe CEYOBUITYCKAHHS; YacCTOTa HEBiTOMa —
3aTpUMKa Cedi.

3azanvui poznaou: HEYACTO — aCTEHIsL.

3 boky opeanie 30py: 9acTOTa HEBIIOMA — OKYJIOTIPHI KPU3H.

Inwe: KOH FOHKTHBIT, CTOMATHT.

3minu nabopamopuux nokasnukie: myxe pinko — minBumeHHs piBHi AJIT, ACT i1 xomectepuny,
94acToTa HEBiOMa — BIIXWJICHHA BiJl HOPMH TIOKAa3HUKIB (DYHKIIOHAIBHUX TECTIB MEYIHKH,
MIABUIICHHS PIBHS POJAKTHHY Y KPOBI.

Y 45 pocmipKkeHHSIX, B SIKUX JOMIIEPUIOH 3aCTOCOBYBAIM Y BHINMX J103aX, MPOTATOM OUIBII
TPUBAJIOI0O Yacy Ta 3a JI0JIATKOBUMHU MOKAa3aHHSMH, BKIIIOYAIOYM J1a0€TUYHUM racTporapes, 4yacToTa
noOIUHUX peakiid (KpiM cyxXxocTi y poTi) Oyna 3HauHo Buioio. Ile Oyno ocobmuBO sSBHUM Yy
(hapMaKoJIOTTYHO Mepe1dauyyBaHNX BUIAKAX, OB’ SI3aHUX 13 MIIBULICHUM PIBHEM IPOJIAKTHHY.
Ockinmbku  TiMO(i3 3HAXOAUTHCSA T03a TeMmaToeHIehaTiyHuM Oap’epoM, JOMIIEPUIOH MOXKE
CHPUYUHUTH MIJBUIICHHS PIBHS MPOJAKTUHY. Y MOOJAMHOKHX BHIIQJKaX Taka TiNepHpoSaKTUHEMIs
MO>K€ TPU3BOJUTH JJ0 HEUPOECHTOKPUHHUX MOOIYHUX €(PEKTIB, TAKUX K raJakTopesi, TIHEKOMacTIs Ta
ameHopesl.

VY mepioag MOCTMapKETHMHIOBOIO 3aCTOCYBAaHHS JOMIEPUIOHY BIAMIHHOCTEH y mpodini Oe3nexu
3aCTOCYBaHHS Tpenapary y JOpPOCIUX Ta JITeH BiI3HAYeHO He OyIlio, 3a BUHATKOM €KCTpamipamMigHuX
PO3JaIiB Ta IHIIKMX SBUII, CYZOM 1 30yPKEHHS, TIOB I3aHUX 13 IIEHTPAITHHOIO HEPBOBOIO CHCTEMOIO, 110
CIIOCTEpIraucs MepeBa)xHo y TITeH.

[ToBimoMIEHHS PO MiA03PIOBaH1 MOOIYHI peaKIlii

[ToBimomieHHs PO MOOIUHI peakIrii mCHIs peecTpaitii JIKapChbKOTo 3aco0y Mae BaKauBe 3HaYeHHS. [le
Ja€ 3MOTYy TPOBOJIUTH MOHITOPUHT CITIBBIAHOIIEHHS KOPHUCTH/PU3UK TPHU 3aCTOCYBaHHI I[HOTO
JIKapchKoTo 3acol0y. Meanunum Ta (papManeBTUUHUM TpaIliBHUKAM, a TaKOXK MaIlieHTaM abo iXHIM
3aKOHHUM TPEACTaBHUKAM CIIiJ] MOBIAOMIIATH MPO YC1 BUIAJKH IT1I03PIOBAHUX MOOIYHUX peakIlii Ta
BIJICYTHOCTI €()eKTUBHOCTI JIIKApPChKOTO 3ac0o0y udepe3 ABTOMAaTH30BaHy iH(OpMaIiiHY CHCTEMY 3
(dhapmakoHarisay 3a mocunanusMm: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 5 poKiB.
He BukopucToBYBaTH MMicis 3aKIHYCHHS TEPMIHY IMPUIATHOCTI, 3a3HAYCHOTO Ha YITaKOBII.

YmoBH 30epiranns. 30epiraTd B OpUTiHAIBHINA YIIAKOBII MpU Temneparypi He Buiie 25 °C.
30epiraTy B HEAOCTYITHOMY ISl AITEH MICITL.

¥YnakoBka. [To 10 tabnetox y Oxictepi. [To 1 abo 3 6micTepu B madiii.
Kareropis Bignycky. be3 penenra.
Bupoonuk. AT «Dapmaky.

Micue3Haxoa:KeHHs BUPOOHMKA Ta a/ipeca Miclsl NPOBA/’KeHHs HOro JifijIbHOCTI.
VYxkpaina, 04080, m. Kui, Byn. Kupunisceka, 74.

JlaTa octanHboro neperasay. 03.06.2025



