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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIKAPCHKOIo0 3ac00y

TOMIJIOH®
(DOMIDONE)

Cknao:

oitoua peuouHa: TOMIEPUJIOH,

1 TabneTka MiCTHTh HoMIIepuaoHy 10 mr;

OONOMIJICHT peuo8uHU. JIAKTO3a, MOHOT1IpaT; KPOXMaJlb KYKYPYA3SHUH; IIEIIF0JI03a MIKPOKPHCTAJIIYHA;
KpOXMallb MpeKeTaTHHI30BaHHIA; TIOBIJIOH; MarHilo CTeapar;

IiBkoBa  obOoionka:  Sepifilm 752  Blanc  (TiZpOKCHIPOMIMETHIIIETION03a,  IET0I03a
MIKpOKpHCTaNIYHa, MONIeTHICHIITIKONb (Makporon 40), turany aiokcun (E 171)).

Jlikapcbka gopma. TabneTku, BKPUTI 000JOHKOIO.
OcHnosni @izuxo-ximiuni eracmusocmi: TabIETKH, BKPHUTI TUTIBKOBOKO 000JIOHKOIO, 0ijioro abo maiixke
OU10r0 KOJIBOPY, KpYTJioi GOpMH 3 JBOOIYKIIOK TTOBEPXHEIO.

dapmakoTepaneBTH4YHA rpyna. 3acolu, 10 3aCTOCOBYIOThCS y pa3i (PyHKI[IOHAIbHUX IILITYHKOBO-
KHIIKOBHX po3naziB. Ctumynstopu nepuctanstuku. Kog ATX AO3F A03.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

JloMriepuioH — aHTaroHict JodamiHy 3 MPOTHOIIOBAJILHUMHU BIJIACTUBOCTIAMH. JloMIiepuaoH
HE3HAYHOIO MIPOIO NMPOHUKAE Kpi3b remaTtoeHuedaniunuii 6ap’ep. 3acTOCyBaHHS TOMIIEPUJIOHY AYXKe
PILAKO CYNPOBOUKYETHCS E€KCTpamipaMiJIHUMU TOOIYHUMHU JiSIMH, OCOOJMBO Yy JAOPOCIHX, ajie
JIOMITEpHUIOH CTHMYJTIOE BHIiTEHHS MPONAKTHHY 3 Timodiza. Moro mpoTu6mioBanbHa fis, MOXKIHBO,
3YMOBJIEHA MO€JHAHHAM NepudepuyHoi (racTpoKIHETMYHOi) [ii Ta aHTAroHi3My J0 PpELEenTOopiB
nodaMiHy y TpUTepHii 30HI XeMOPEIenTopiB, IO 3HAXOAUTHCS 1M03a reMaToeHIedaniyHuM 6ap’epom
y 3ajHii aiasHI (area postrema).

JlocnipKeHHsT Ha TBapHHAX, a TaKOXK HU3bKI KOHIEHTpallii, 1110 BU3HAYAINCh Y MO3KY, BKa3ylOTh Ha
MepeBaKHO NepuepuuHy 110 JOMIIEPHIOHY Ha pelenTopu Ao0haMiny.

JloCIiPKeHHS Y JIFOJUHH [TOKa3aJlH, 1110 MPH 3aCTOCYBaHHI BHYTPIIIHBO JOMIEPUIOH Mi/IBUIILYE TUCK Y
HIDKHIX BIJJIUIaX CTPABOXOJy, MOKpAIIly€e€ aHTPOAYOJEHAIbHY MOTOPUKY Ta IMPUCKOPIOE 3BIILHEHHS
HUTyHKa. JlOMIIepHI0H He BIUTUBAE HA IUTYHKOBY CEKpELLilo.

Bnnus Ha inTepBan QT/QTc i enekrpodizionorito cepiis

BinmosigHo no mixkHapogHux pexomennanii ICH-E14, perensne gociimkenns intepsany QT Oymo
MPOBEACHO Y 310poBUX Jojaei. Lle mociimkennas 0yno moABIMHUM, TIarie60 KOHTPOJIHOBAHUM, 1 HOTO
MIPOBOJIMIIM 3 BUKOPUCTaHHSAM PEKOMEHIOBaHUX 1 HaaTepaneBTU4YHUX 103 (10 120 Mr 4 paszu Ha JieHb).
[Tpu mpuitomi 20 Mr nomnepuaony 4 pasu Ha 100y BiA3Hadaiocs MoaoBxkeHHs iHTepBany QT, 3MiHU
BapitoBasucs BiJ 3,4 10 5,9 MC HpOTAroM YChOro Mepiofy CIIOCTEPEKEHHsS Ta Led MOKa3HUK He
nepesuiyBaB 10 mc. IIponosxkenns QT, cnocrepexyBaHe B IbOMY JOCTIIKEHH1, KOJIHU JOMIIEPHI0H
BBOJIMBCS BIJITIOBIJTHO 10 PEKOMEHIOBAHOTO J03YBaHHsI, HE € KJIIHIYHO 3HAYUMUM.

s BiACYTHICTH KJIIHIYHOTO 3HAYEHHS MIATBEPKYETHCS (PapMaKOKIHETUYHUMH IapaMeTpaMu Ta
JaHuMH o0 iHTepBany QTc, oTpuMaHuMHU y XOA1 IBOX OLNBII TaBHIX JOCIHIIKEHb, SKi BKIIOYAIH 5-
nenne gikyBanHs 20 mr 1 40 mr gommepumony 4 pasu Ha g00y. EKD 3anucyBamm mepen
JOCIIJIKEHHSM, Ha 5-i1 1eHb yepe3 | roauny (MpuOIN3HO Y tmax) MIiCIS PAHKOBOI 103U Ta uepe3 3 JHi.
B o6ox nocnimxeHHsx He croctepiranocss pizHull MK QTc micis akTHUBHOrO JIIKYBaHHSA Ta




3acTocyBaHHA 1wiane6o. Takum 9ruHOM, OYyJ10 3p00JI€HO BHCHOBOK, IO TIPUHOM JOMIEPHIOHY Y 031
80 1 160 Mr Ha 100y He MaB KJIIHIYHO 3Hauynioro BIumBy Ha QTc y 3m0poBHX 100POBOJIBIIIB.
Dapmarokinemuxa.

Bcmokmyeanns

JlomnepusoH MBUAKO aOcopOyeTbCsl NpU  MEPOpPaJbHOMY IpUHOMI HATlle, MaKCHMalbHa
KOHIICHTpALlis y TIa3Mi KpoBi Jocsraerbes npubauzHo vepe3 60 xpunuH. 3HaueHHS Cmax Ta AUC
JOMIIEPHUJIOHY IMIBUINYBAJIMCA MPOMOPIIAHO 1031 mpu gianmazoHi g03 Big 10 mo 20 wr.
Cnocrepiranocs 2—3-pa3zoBe HakonuueHHs aomnepuaoHy (AUC) mpu mOBTOPHOMY 3aCTOCYBaHHI
4pasu Ha 100y (KOkHI 5 romuH) mpoTsrom 4-x nHiB. Hu3bka aOcomoTHa O010J0CTYIHICTH
NEepOPAIbHOTO JOMIIEpUIOHY (pubau3Ho 15 %) 3yMOBJI€Ha €KCTEHCUBHUM MeTa00J113MOM IEPLIOro
NPOXO/DKEHHS Yy CTIHII KHIIEYHHKY Ta B MEYiHLi. Xouya y 3J0pPOBUX JIIOJe Oi010CTYIHICTh
JOMIIEPHIOHY 30UIBIIYETHCS TP MPUHOMI MICIS i1, MaIll€eHTaM 31 CKapraMu ILTYHKOBO-KHUIIKOBOTO
XapakTepy Ciia npuitmMate nomrepunoH 3a 15-30 xBuiIMH 10 inu. 3HIKEHA KUCIOTHICThH IITyHKA
3MeHITye abcopOIiro ToMIepuaoHy. bioIOCTyMHICTh MpU MEpOpaIbHOMY 3aCTOCYBAaHHI 3HM)KYEThHCS
IpU OJHOYACHOMY NpUHOMI IUMETHAMHY Ta Harpito OikapOoHary. IIpm mepopambHOMY mpuiiomi
npenapary micis iqu MakcuMalibHa abcopOiris aemo yrnoBuibHIOETHC, @ AUC nemto miaBUITyeThCS.
Posnooin

[Ipn mnepopanbHOMY MpHUIIOMI JOMIIEPHAOH HE aKyMYJIO€ThCS 1 HE IHAYKy€ BJIAcCHHUH OOMiH;
MaKCUMaJbHUHM piBeHb y T1a3mi kpoBi uepe3 90 xBuinuH (21 HIr/Mi) micias JBOTHKHEBOTO
nepopanbHoro npuitomy no 30 mr Ha 100y OyB Maiike TakuM e, sIK Iicis OpUiOMYy MepIuoi 103U
(18 ur/mu). Jommnepunon Ha 91-93 % 3B’s13yeThest 3 OLIKaMu 11a3Mu KpoBi. J{ociiKeHHs po3Moaity
JOMIEPUAOHY, M0 OyiaM MpoBeAEHI Ha TBapuHAX 3a JIONOMOIOK Ipernapary, MI4eHOro
paioaKTUBHUM 130TOIIOM, ITOKA3aJIM MOTO 3HAYHUH PO3IOMALT Yy TKAHWHAX, aJleé HU3bKY KOHIICHTPALII0
y MO3KY. Y TBapHH HEBEJIMKI KUJIbKOCTI IIperapaTy NpOHUKAOTh Kpi3b IUIALEHTY.

Memabonizm

JloMIepu10H MIBUIKO Ta €KCTEHCUBHO METAa0O0i3y€eThCsl y MEUiHII NUISIXOM T'iIpOKCUIIOBaHHA Ta N-
neankinyBanss. JocaipkeHas MetabostisMy N VItro 3 AiarHOCTHYHUMHE 1HTIOITOpaMH TOKa3ajiu, M0
CYP3A4 € ronosuoto ¢opmoro muroxpomy P450, 3amyuenoro 1o N-aeankinyBaHHS JOMIIEPUIIOHY, a
CYP3A4, CYP1A2 ta CYP2E1 6epyTh y4acTs y apOMaTHIHOMY TiIPOKCHITIOBaHHI JOMIEPUIOHY.
Buseoenns

BuBenenns i3 ceuero Ta KajoM CcTaHOBUTH BiamoBiaHO 31 % Ta 66 % Big mepopalbHOI JT03M.
Buninenns mpenapaty y HE3MiHEHOMY BHIVISII CTAaHOBUTh HeBeIHMKHH BifcoTok (10 % 3 kamom Tta
npubmm3Ho 1 % 13 ceuero). Ilepion HamiBBUBEACHHS 3 TUTA3MU KPOBI MICHSI MIPUHOMY Pa30BOI 103U
CTaHOBUTbH 7—9 roJIMH y 3J0pPOBUX JTOOPOBOJIBIIB, ajie MOAOBKEHUN Y MAIIEHTIB 13 TAKKOI HUPKOBOIO
HEJOCTaTHICTIO.

Oco6MBI TPYIU MALIEHTIB

THopywenus ¢hynryii nevinku

V naiieHTiB 3 MOpyIIEeHHAM (YHKIIT MeYiHKU cepeAHboro crymnens (7-9 6aniB 3a mkainoro [1’10, kiac
B 3a xnacudikauiero Yainna—II't0) AUC 1 Cmax fomnepuaony Oynu y 2,9 1 1,5 pasa Bumumuy,
BIJIMOBIAHO, HIX y 3J0pOBHX M00pOoBOJBIB. BinbHa (pakuis migBuiryBanacs Ha 25 %, a KiHIIEBHA
1epioJ] HaIiBBUBEACHHS MOJOBXKYBaBca 3 15 10 23 roauH. Y mali€eHTiB 3 NOpYyLWIEHHSIM (QyHKIii
MIEYiHKM JIETKOTO CTYIIEHs CrocTepiraiacs Aelo HUXK4Ya eKCIO3ULis, HIXK Y 3I0POBUX 100POBOJIBLIIB, 3
ormsiy Ha Cmax 1 AUC 6e3 3MiH y 3B’si3yBaHHI 3 OlmkamMu ab0 KiHIIEBOMY TIEPiOJil HAITIBBUBEICHHS.
3acTocyBaHHs Ipenapary MallieHTaM 13 MOpYIIEHHSAM (YHKIIT MEeYiHKH TSKKOTO CTYIEHS He
JnocaipKyBanu. JloMnepuaoH NpoOTUNIOKa3aHUH NAIlEeHTaM 3 TOMIPHUMH a00 TSYKKUMHU MOPYIIEHHIMU
¢bynkuii nedinku (auB. po3ain «IIpoTunokazanus»).

Topywenuns ¢pynxyii Hupox

VY nmnamieHTiB 3 TOPYIIEHHSAM (YHKIIT HHUPOK TSDKKOTO CTYHEHS (KpeaTHHIH CHpPOBATKH KpOBI
< 30 mi/xB/1,73 M?) Tiepios HaTliBBUBEIEHHS JOMIIEPHIOHY TIOIOBXKYEThes 3 7,4 10 20,8 roxuHy, ane
IUIa3MOBAa KOHIIEHTpALlis Mpenapary HIbK4a, HK y Halli€HTiB 3 HOPMaJIbHOIO (PyHKIIiEr0 HUPOK. Jlyxe
HEeBeJIMKa KUIbKICTh mpenapary (mpubiauszHo 1 %) BUBOIUTHCS HUPKAMU y HE3MIHEHOMY BHIJISAL,
MaJIOMMOBIPHO, L0 MPH OJHOPA30BOMY 3aCTOCYBaHHI MallieHTaM i3 HUPKOBOIO HEIOCTATHICTIO Oynie
noTpibHa kopekuist 103u. OlHaK MPU NOBTOPHOMY 3aCTOCYBAaHHI YaCTOTY NMPUHOMY OTPIOHO 3HU3UTU
10 1-2 pasiB Ha 100y 3aJIe)KHO BiJl TSHKKOCTI MOPYIIEHHS, TAKOXX MOXe OyTH MOTPiOHO 3MEHIIUTH
703y.




Kuiniuni xapakTepucTuKku.
Ilokazanns.
JUist TOJeTIIeHHs] CHMITOMIB HYZOTH Ta OJIFOBaHHS.

Ilpomunokazanuna.

Z[OMi/:[OH® MPOTUIIOKA3aHMI:

- TamieHTaM 31 BCTAHOBJICHOIO MIJIBUIICHOIO YYTIHUBICTIO A0 HpenapaTy adbo A0 JOMOMIKHHUX
PECUOBHH;

- XBOPHM 3 IIPOJIAKTHH-CEKPETOPHOIO MyXJIUHOIO Tinmodiza (IpoJakKTHHOMOIO);

- XBOPUM 3 TSDKKUMH a00 MOMIpHUMH HOPYIICHHSMH (YHKIIi MEYiHKH Ta/ab0 HUPOK (AMB. PO3ILI
«Oco6mMBOCTI 3acTocyBaHH», «DapMaKoJIOriuHi BIIACTHBOCTI»);

- XBOpUM 3 BIJOMUM IIOJIOBXXKCHHSIM IHTEpBATIB CEpIeBOi MpOBIAHOCTI, 30kpema QTc, xBopum 3i
3HAYHUMH TTOPYIICHHSAMHU OajlaHCy €JEKTPOJIITIB a00 3 (POHOBUMHU XBOPOOaMHU CEpIisi, TAKUMH 5K
3acTiiiHa ceplieBa HEOCTaTHICTD (IUB. po3aia «OCOOIMBOCTI 3aCTOCYBAHHSY);

- XBOPHUM 3 TIEYIHKOBOIO HEJIOCTATHICTIO;

- SIKIIO CTUMYJIALISA pyXoBoi (PyHKIIT IUTYHKA MOXe OyTH HeOe3MeUHO0, HAPUKJIIA, TIPU IIITYHKOBO-
KHIIIKOBIHA KpOBOTEYi, MEXaHIUHIA HEMPOXiIHOCTI abo mepdopalrii;

- TPOTUIIOKA3aHE OJHOYACHE 3aCTOCYBAaHHS  KETOKOHA30dy, €pUTPOMINMHY abo  IHIIHMX
cunpHOAII04MX iHTi0iTOpiB CYP3A4;

- TIPOTUIIOKA3aHE OJJHOYACHE 3aCTOCYBaHHS JIIKapChKHUX 3ac00iB, K1 MoJoBKYIOThH iHTepBan QT (3a
BUHATKOM anoMopdiHy), Takux SK (IyKoHa30J7, EpUTPOMILMH, ITPAaKOHA30J, IMEPOPaATbLHHNA
KETOKOHA30JI, MTOCAKOHA30JI, PUTOHABIpP, CaKBiHABIp, TeJalpeBip, BOPUKOHA30J, KJIAPHUTPOMIIIUH,
amionapoH, TeriTpoMinuH (auB. po3aim «OcoOIMBOCTI 3aCTOCYBaHHS» Ta «B3aeMomist 3 iHIIMMH
JKapChbKUMHU 3aC00aMH Ta 1HII BUJIA B3AEMOIINY);

- Tali€HTaM i3 MiATBEP/PKEHOI0 a0 MiJ03pI0BaHOI0 (PEOXPOMOIMTOMOIO Yepe3 PU3UK BHHUKHEHHS
eMi30/1iB TSDKKOI TilepTeHs3ii.

B3aecmooia 3 inwmumu nikapcoKumu 3acovamu ma iHuii 6UOU 63A€MOOIlL.
AHTHXOIHEPTiuHi IpenapaT MoKyTh HeliTpasizyBaTH aHTHAMCIENTHYRY Aito Jlominony®. V 38’a3Ky
3 (hapMakoIMHAMIYHOIO Ta/a00 (papMaKOKIHETUUHOIO B3a€EMOJIISIMU MIABUILYETHCS PU3SUK BUHUKHEHHS
nojosxxeHHs QT-iHTepBany.
He cnig nmpuiimatu aHTanmHl Ta aHTHCEKPETOPHI Mpenapatd OJHOYAacHO 3 J{OMIZOHOM ™, OCKUIbKU
BOHM 3HMXKYIOTh HOro O10JOCTYNHICTh MiCls NPUHOMY BHYTPIIHBO (IUB. po3ail «OcoOiIMBOCTI
3aCTOCYBaHHSY).
Jomriepuion MeTabomi3yeTbes nepeBakHo 3a gonomororo CYP3A4. 3a naHumu JOCTIIKEHb in Vitro
CYIIyTHE 3aCTOCYBaHHS IIpemnapaTiB, IO 3HAYHUM YHWHOM NPUTHIYYIOTH L€ (QEpMEHT, MOXKe
MIPU3BECTH JI0 MiBUIIEHHS PIBHS JOMIIEPUIOHY Y IJIa3Mi KPOBI.
IIpn 3acTocyBaHHI JOMIEPUAOHY CYNMYTHBO 13 noTyxkHUMH iHriOiTopamu CYP3A4, 3narHumMun
nofioBxyBaru inTepBan QT, cnocrepiranucs KiIiHIYHO 3Hauyll 3MiHU iHTepBany QT. Tomy cymyTHe
3aCTOCYBaHHS  JIOMIIEPHIIOHY 3 TEBHUMH TpenaparaMd TNpPOTUIIOKAa3aHe  (OUB.  PO3ILI
«[IpoTuTiOKa3aHH»).
Oonouache 3acmocysants 3 1€6000n0t0. Xo4a KOPEKIis 103U JEBOIONH HE BBAXKAETHCSA HEOOX1THOIO,
CIIOCTEPIraocs MiIBUIIEHHS KOHIICHTPAIIT TOMIIEPUIOHY Y T1a3Mi KpoBi (MakcuMaiibHO Ha 30—40 %)
P OJJTHOYACHOMY IPUIOMI 3 JIEBOJIOTION.
Cynymune  3acmocy8anHs — HUJCUEHABEOeHUX  JNIKAPCbKUX  3acobié  pazom 3  OOMNEPUOOHOM
npOMuUnoKasame.
Vi nikapcebKi 3aco0u, ki mofoBkyoTh iHTepBas QT (pusuk «torsade de pointes»):

- aHTHAPUTMIYHI penapatu kiacy [A (Hanpukiaa, Iu3omipamii, XiHiJuH, T1IPOXiHiINH);

- aHTHapuTMiyHI npenaparu kiacy Il (Hampukian, amionapoH, TopeTuiia, ApoHeIapoH, 10yTHII,

coTasuon);

- JesKl HeHpoJIeNTUYHI penapaTy (HanpuKIiIa, rajJonepuioil, IiMo3ua, CEpTUHION);

- J1esKi aHTHJIENIPECaHTH (HAPHUKIIAJ], UTAIONpaM, ECIIUTAIIONPaM);

- JesiKl aHTUO10THKY (HANpHUKiIa, JIeBO(IOKCAMH, MOKCU(IOKCALlMH, epUTPOMILIUH, CTIIPaAMIIUH);

- JIesKi MpOTUrpUOKOBI penapatu (HarpHukiaz, GIyKoHa3051, MEHTaMiI1H);

®



- JIesKi MpOTHMAJISIpiiiHi nmpemaparu (Hanpukiaa, rajtodaHTpuH, TroMedanTpiH);

- JIesIKi IUTYHKOBO-KHUIIIKOBI TIpenapary (HarpuKia, MU3arpu, J0JIaceTPOH, TPYKaJOnpuiI);

- JIesKi aHTUTICTaMiHHI ITpenapary (HampuKiaa, MeKiTa3uH, Mi30JIACTHH);

- JIesKi Tpemapard, IO 3acTOCOBYIOTBCS NP OHKOJIOTIYHUX 3aXBOPIOBAHHAX (HAIPHKIAT,
TopemideH, BaHIeTaHi0, BIHKaMiH);

- JIesKi iHIIl mpenapaty (Harmpukia, OCpUani, METaI0H, JudeMaHin);

- anoMop(iH, 32 BUHATKOM BHIIJIKiB, KOJM KOPUCTh OJIHOYACHOT'O 3aCTOCYBAHHS IEPEBAXKAE PUSHK
Ta 32 YMOBU CYBOPOTO JOTPHUMAHHS 3aO0DKHHUX 3aXOJliB, PEKOMEHIOBAHUX IMPH OJIHOYACHOMY
3aCTOCYBaHHI (OUB. IHCTPYKIIIO Ui MEJUYHOTO 3acCTOCYBaHHS amoMopdiny, po3aiI
«[Iporumnokazanusy).

Ipurnaou cunvrux inzibimopie CYP3A4, 3 axumu npomunoxazano 3acmocogysamu JJomioon®:

- a30JIbHI TNPOTHTPUOKOBI Tpemapart, Taki sAK (UIYKOHA30J*, ITpAaKOHA30Jl, KETOKOHA30J*,
MIOCAaKOHA30J1 1 BOPUKOHA30T™;

- MakKpoJIiaHI aHTUOIOTHKH, TaKi K KJIAPUTPOMIIIMH™ 1 epUTPOMILIHH™;

- iHribiTopu mpoteasn™ (HampuUKIIaa, pUTOHABIpP, CAKBIHABID, TEIANPEBIp);

- imridiropu BLJI-mporea3u, Taki sk amIpeHaBip, ara3aHaBip, (ocammpeHaBip, IHIWHABID,
HendiHaBip, pUTOHABIP 1 CaKBiHABIp;

- aHTaroHICTH KaJIbIlif0, TaKi K JIUJITIa3eM 1 Beparmamis,

- amiomapoH¥;

- aMperliTaHT;

- Heda3omoH;

- TeIITPOMIITUH*.

*TIpononryrots inTepsan QTc.

Oonouacne 3acmocy8aHus HACMYNHUX PEYOBUH BUMALAE 0OEPEHCHOCHIL.

O06epexHO 3aCTOCOBYBATH 3 MpenapaTaMu, 0 COPUYUHSIIOTH OpauKap/Iiio 1 TIMOKaIiEMIIO, a TAaKOX

13 HACTYIMTHUMH MaKpOJiJaMH, [0 MOXYTh CIPUYMHUTH MOJOBXKEHHs iHTepBany QT: azuTpominmH i

POKCUTPOMIIIMH (KJIAPUTPOMILIMH MIPOTUTIOKA3aHUH, OCKUIBKY 11€ OTYXHUH iHr10iToOp CYP3A4).

Criz 3 00epex)HICTIO 3aCTOCOBYBATH JIOMIICPUIOH CYITYTHBO 3 MOTY>KHUMH iHTi0iTOpamu CYP3 A4, sxi

HE CIPUYMHAIU MONOBKEeHb iHTepBany QT, Takumu sK iHIUHABIp, 1 32 MALI€EHTaAMH CIiJ MHIBHO

HarIsIaTH Ha BUTIAJ0K TIOSIBH O3HAK a00 CUMITOMIB HEOQ)KaHUX PEeaKIliif.

BuienaBeeHnit CIUCOK JIIFOYMX PEYOBUH € PEIPE3CHTATUBHUM, alle HE € BUUEPITHUM.

Jlominon® MoxkHa mO€THYBATH 3:

- HeHpOoJIENTUKAMH, /110 SKHX BiH MOCHUJIIOE;

- noamMiHEepriYHUMH aroHicraMu (OpoMoKpunTHHOM, L-nomoro), HebakaHi nmepudepuyHi Aii sSKuX,
Taki SK TMOPYIIEHHS TpPaBJE€HHS, HYJOTY, OJIIOBaHHA BiH NpHUrHidye Oe3 HeWTpaii3alii OCHOBHHUX
BIJIACTUBOCTEMN.

B oxpemux mocnmimkeHHsX (apMaKkOKiHeTHYHOI/(hapMakoIMHAMIYHOT B3aeMoAii IN VIVO mpu

OJTHOYACHOMY TEpOpPaTbHOMY 3aCTOCYBaHHI KETOKOHA30dy ab0 epUTPOMIIMHY Y 3I0POBHUX

JI00pOBOJIBILIB OyJI0 MIATBEPIXKEHO, 1O 1 IpenapaTy 3HAYHUM YMHOM MPHUTHIYYIOTh MPECUCTEMHUN

MeTabonizM gomrepuaony, onocepenkoBanuii CYP3A4. Ilpu cynyrHbomy 3actocyBaHHi 10 mr

JOMIEPUAOHY NepopanbHo 4 pazu Ha 100y Ta 200 Mr KETOKOHA30Iy MepopajbHO 2 pa3u Ha 700y B

Mepiojl CIOCTEepEXKEeHHsT Oyn0 Bi3HAaueHO TMoj0OBXKeHHS iHTepBasy QTc B cepeanbomy Ha 9,8 Mmc;

OKpeMmi 3HaueHHs KonuBamucsa Bix 1,2 go 17,5 wmc. Ilpu cymytHboMy 3actrocyBanHi 10 Mr

nomnepuiony 4 pasu Ha 100y Ta 500 Mr epuTpOMINHHY MepopalibHO 3 pa3u Ha 700y iHTepBan QTc y

Nepio/l CIIOCTEPEXKEHHs IOJOBXKYBaBCS B cepeAHbOMY Ha 9,9 Mc, iHTepBal OKpEeMHMX 3HAa4Y€Hb

cranoBuB Bif 1,6 1o 14,3 mc. PiBHOBaxH1 3HaueHHS Cmax 1 AUC noMnepuaoHy 3pocTaiy IpuOIn3HO

BTPUYI y KOXKHOMY 3 LHUX JOCII/DKEHb B3aeMojii. BIuMB MiIBHIIEHMX IUIa3MOBUX KOHLIEHTpAILii

JTOMIIEpHUIOHY Ha criocTepexxyBanuii epext Ha QTc HeBimomMuid. YV mHUX AOCHIHKEHHSAX Y BUIAIKY

MoHoTepamii gomnepuaoHoM (10 mr mepopanbHo 4 pasu Ha 100y) iHTepBan QTc mogoBXKyBaBcsa B

cepeHboMY Ha 1,6 Mc (JOCTIIKEHHSI KETOKOHA30/1y) Ta 2,5 MC (IOCHIKEHHS! €pUTPOMILIMHY), B TOU

Yac K 3aCTOCYBaHHS Jiniie keTokoHaszomy (200 Mr 2 pa3u Ha 100y) abo epurpominuny (500 mr 3 pasu

Ha J100y) mpu3BoaAuio a0 30iunbieHHs iHTepBany QTc B mepiof cmocrepexenHs Ha 3,8 ta 4,9 mc

BIJIITOBIHO.

TeopeTnyHo, ockinbku JIoMinOH® YMHMTHL NMPOKIHETHYHY Mil0 HA ILTYHOK, 1l MOJKE BIUIMBATH Ha

BCMOKTYBAaHHSI TIEPOPALHUX TIpenapariB, IO 3aCTOCOBYIOThCS CYMYTHBO, 30KpeMa Ha JIiKapChKi



(¢hopMH TPOJIOHTOBAHOTO BHBIIBHEHHS a00 KHUIIKOBOpO3uMHHI. OJHAK Yy TAIlI€HTIB, CTaH SKHX BXKE
cTalumi3yBaBCs Ha TJI 3aCTOCYBaHHS JWIOKCHHY a0o0 MapaneTamolly, CYIyTHE 3acTOCYBaHHS
JIOMITEpUJIOHY HE BILUTMBAJIO Ha PiBHI ITUX MpETapariB y KpoBi.

Ocoobnusocmi 3acmocy8amnns.

Jlominon® He peKOMEHy€ThCs MPU 3aXHTyBAHHI.

Jominon® citin 3acTocoByBaTH 3 06EPEKHICTIO MAIIEHTaM JIITHBOTO BiKYy a00 MaI[ieHTaM 3 HasBHUM
3aXBOPIOBAHHSM ceplis a00 13 3aXBOPIOBAHHSM CEPIlsl B aHAMHE31.

Cepyeso-cyounni egpexmu. Jlomnepuion OyB MmoB’si3anmii 3 npojonramiero inrepBary QT na EKT.
[lix yac MOCTMAapKETHHTOBOTO CIIOCTEPEKEHHS (BiIKCYBAIMCS YK€ PIAKICHI BUNaaAKy mpostoHrarii QT
Ta TPIMOTIHHA-MEPEXTIHHS LUIYHOUYKIB y MAIi€HTIB, AKi mpuiiManu nommepunoH. Lli moBigomieHHs
BKJIIOYAIM 1HGOpPMAIIIF0O TPO TMAIIE€HTIB 3 IHIIUMH HECIPUATIWBHUMH YUHHHKAMU PHU3HKY,
CJIEKTPOITHUMH TOPYIICHHSIMH Ta CYIyTHBOIO TEPAITI€I0, SIKI MOXKYTh CHPUATH BUHUKHEHHIO I[LOTO
ctany (muB. po3aun «I1o6iuni peakiii).

BinmosigHo no kepiBuuinrBa ICH—E14 Oymo mpoBeneHO MOCHIIHKEHHS 3 PETEIbHUM BUBUYCHHSM
inTepBany QT y 3mopoBux oci6. [TogorxkenHs intepBany QT, sike cnocTepirany y AOCTIHKEHHI TTPH
3aCTOCYBaHHI JOMIEPUIOHY, 3TITHO 3 PEKOMEHIOBAHWM pPEXKHMOM [O3YBaHHSI Yy 3BHUYAHHUX
TepaneBTHUHUX 103ax (1o 10 a6o 20 mr 4 pasu Ha 100Y), HE Ma€e KIIHIYHOTO 3HAYCHHS.
3acmepeosicenns. JloMrepuoH cimisl 3 00€PEKHICTIO 3aCTOCOBYBATH MAIIEHTAM 3 JISTKUM TTOPYIICHHIM
(GyHKIIT Ie4iHKU Ta/ab0 HUPOK.

Uepes mifBUIIEHWH pPH3MK NUTyHOuKoBOi aputmii Jominon®  mpoTHIIOKA3aHO 3acTOCOBYBATH
TMalieHTaM 13 TOJOBKEHHSM 1HTEPBaJIiB CEpIIeBOi MPOBIMHOCTI, 30KpemMa QTC, nmarieHTaM 31 3HAUHUMH
MOPYIICHHSMU OallaHCy eJEKTPOJITIB (TiMOKaJieEMi€r0, TiMepKajJieMi€lo, TilnoMarHiemieo) abo
Opanukapiiero, abo marieHTaM i3 (OHOBUMH XBOpOOaMHU cepIlsi, TaKMMHU SK 3acTiiHa ceplieBa
HenocTaTHicTh (nuB. posain «lIporunokazanss»). Bigomo, mo mopymeHHs OalaHCy eNEeKTPOJITIB
(rimokamiemisi, TilepKamieMis, TillOMarHiemis) Ta Opadukaplis € CcTaHaMu, W10 MiJBUIIYIOTh
MPOAPUTMOTEHHUN PU3HK.

VY BuMagKy MOSBU O3HAK ab0 CHUMIITOMIB, IO MOXYTh OyTH TOB’s3aHi 13 CEpIEBOI APUTMIEIO,
3actocyBaHHs J{ominony® mOTpi6GHO TPHIMHMTH, a TAILI€HTY CIiJ HEraifHO MPOKOHCYILTYBATHCA i3
JKapeM.

[TarieHTH MOBHHHI HETallHO MOBIAOMIISITH PO OYy[b-SKI CUMIITOMHU 3 OOKY Ceplisl.

Ilopywenns ¢hynkyii nupox. Ilepion HamiBBUBEAEHHS JOMIEPUIOHY MPH TSHKKOMY IMOPYLIEHHI
¢GbyHKLIT HUPOK nopoBxkeHui. [Ipu TpuBanoMy 3acTocyBaHHI 4acTOTY JA03YBaHHS JOMIIEPUIOHY Cij
3MEHIIUTH /0 OAHOro abo JBOX pa3iB Ha 00y 3aJeKHO BiJl TSHKKOCTI MOpyIIEHHS. Takox Moke
BUHUKHYTH MOTpeda B 3HWKEHHI JI03H.

AHTanuHI 200 aHTUCEKPETOPHI IpenapaTH He i MPUIMaTH 0HOYACHO 3 IepOopaIbHUMHU (popMaMu
npenapaty JIominon®, OCKilbKH BOHH 3HIDKYIOTH NEPOPANbHY Oi0JOCTYIHICTH JOMIEPHIOHY (IHB.
po3nin «B3aemoais 3 1HIIUMH JIKapChKUMHU 3aco0aMU Ta IHII BUIM B3aeMoiiiy). Ilpu cymicHomy
3actocyBanHi mpenapar Jlominon® cmix mpuitmMaTé mepen imoro, a aHTarMmHI a60 AHTHCEKPETOPHI
npemnapaT — mics inu.

3acmocysanns 3 anomopginom. JIoMIepuaOH TPOTUTIOKA3AHUNA JUIS OJHOYACHOTO 3aCTOCYBAaHHS 3
JIKapcbKMMHU 3aco0aMu, 10 MOAOBXKYHOTh iHTepBan QT, Bkmrouaroun amomMopdiH, 3a BHHSATKOM
BUIIAJIKIB, KOJIM KOPUCTH B1JI OJJHOYACHOTO 3aCTOCYBAaHHS 3 allOMOP(IHOM MEPEBUIIYE PU3HK 1 TUIBKU
y pa3l CyBOpPOro JOTPHUMAaHHS 3acTE€pPEKEeHb, SKI HABOAATHCA B IHCTPYKIIl Ui 3aCTOCYBAaHHS
anoMopQiny.

3acmocysanns 3 kemokonazonom. Y  JOCHDKEHHSX B3a€EMOJIl 3 MepopajbHOI  (HOpMOIO
KETOKOHA30JTy Bia3Hauanocs nmomoBxkeHHs QT-iHntepBanmy. Xouya 3HaUY€HHS IIHOTO JTOCIIKEHHS YiTKO
HE BCTAHOBJIEHO, CIiJi 00paTu aJbTEepHATHBHE JIKYBaHHS, SKIIO MMOKa3aHa MPOTHUTPHOKOBa Teparlis
KETOKOHA30JI0M (IuB. po3aul «B3aemopiss 3 1HIIUMH JIIKAPCBKUMH 3aco0aMd Ta 1HINI BUIU
B3AEMOIIINY).

Tabnetku Jlomizon® MicTATH JaKkTO3y, TOMy TIpemapaT He CJifl 3acTOCyBaTH MAIlicHTaM 3
HEMEPEHOCUMICTIO JIAKTO3H, TaJJAKTO3EMI€I0 Ta MalTbaOCOPOIIi€I0 TITFOKO3U/TalaKTO3H.

Cnig BpaxoByBaTH HACTYNHY 1H(GOpPMAIiI0 CTOCOBHO PH3UKY PO3BHUTKY YCKJIaJHEHb CEpIEeBO-
CYAMHHUX 3aXBOPIOBAaHb, 3yMOBJICHHX JIIKAPCHKUMHU 3aC00aMHU, 10 MICTATh JOMIEPUIOH:



® JIeAKi emiJIeMIONIOTIYHI JOCTIJDKeHHS MOKa3aJd, M0 JOMIIEPUIOH MOXE acoIlifoBaTHCA 3
MIJIBUIIICHUM PU3UKOM CEPHO3HUX IUTYHOUYKOBUX apUTMiM ab0 pamToBOi cepreBoi cMepTi
(muB. po3nin «I[1o6iuHi peakiin);

® PU3UK CEpPHO3HUX HUTYHOUKOBUX apUTMil 200 ParToOBOi CEpLeBOi CMEPTI MOKE OyTH BUIIUM Y
MalieHTiB BIKOM Big 60 pokiB ab0 mpu MEpopaibHOMY 3aCTOCYBaHHI 703 Ipenapary Oiablie
30 mr Ha 100y Ta y MAIli€HTIB, SKi OIHOYACHO NPUHMAIOTh JIIKAPChKi 3aC00H, 110 TOAOBKYIOTh
inTepean QT, a6o inribitopu CYP3A4. ToMy ciix 3 obepexHicTio 3acTocoByBat Jominon®
TalieHTaM JiTHLOro Biky. Ilamientam BikoM Bin 60 pokis nepen npuitomom Jomizony® ciin
MIPOKOHCYJIBTYBATHUCS 3 JIIKAPEM;

e JIOMIIEPHJIOH CJIiJI MPU3HAYATH JOPOCIUM Ta JTITAM Y HAHHUKYIH epeKTUBHIN 7031.

CriBBiTHOLIICHHS PU3HUKY Ta KOPUCTI TOMIIEPHIOHY 3aJUILAETHCS CIIPUSTINBUM.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooio.

Bacimnicmeo

JlaHi 00 MOCTMAapKETUHTOBOT'O 3aCTOCYBAaHHS JIOMIEPUAOHY BariTHUM >XKiHKaMm oOMmexeHi. Tomy
Jlominon® y mepiox BariTHOCTI CIIiJ NMpH3HAYATH JMINE TOMi, KOJNH, HA JyMKY JKaps, OYiKyBaHMii
MO3UTHUBHUHN e(EKT I MaTepi MepeBUIIye MOTCHIIHHUI PU3UK IS IJI0/1a.

T'ooysanns epyooio

KinmpkicTe JOMIEPUAOHY, SIKa MOXE MOTPANUTH B OPraHi3M HEMOBISITH Yepe3 TpyIHE MOJIOKO,
HaJ[3BUYAHO HU3bKa. MakcHMallbHa BiTHOCHA J03a 111 HEeMOBIIAT (%) OIIHIOETHCS HA PiBHI OJIM3BKO
0,1 % Big n03m JUTst MaTepi 3 MOMPABKOIO HA Macy Tija. HeBinomo, 4n BiH IIKOAUTH HEMOBIISITI, TOMY
MatepaM, fKi npuitmMaiots J{ominon®, BapTO yTpHMaTtHcs Bia rofayBaHHS Tpyami0. PimeHns mpo
MPUIIMHCHHS TOJYBaHHS TPYII0 a00 BiIMIHY Teparii JOMIICPUIOHOM CIIiJl MPUHUMATH, OI[IHIOIOYHN
KOPHUCTh TOJyBaHHS TPYIAI0 AN AWUTUHU Ta KOPUCTh Tepamii g Matepi. Ciil OposBISTH
O0epeXHICTh Y pa3i HasSBHOCTI YHMHHUKIB PH3HKY NOAOBXKeHHA iHTepBany QTc y mited, ski
nepeOyBaloTh Ha rpyAHOMY rofayBaHHi. [licis ekcmo3uiii B pe3ynbTaTi MPOHUKHEHHS Mpenapary 3
TPYIHUM MOJIOKOM HE MOXKHA BHUKIIOUUTH IMOSIBY MOOIYHUX e(eKTiB, 30KpeMa KapAioioriyHUX
e(eKTiB.

30amuicms  énausamu Ha WEUOKICMb peakyii npu KepysawHi asmompaHcnopmom abo HWUMU
MexaHismamu.

[Ticna 3acTocyBaHHS JTOMIIEPHIOHY CIIOCTEpIrajucs 3alaMOPOYEHHS 1 COHJMBICTb. ToMy marieHTaMm
CJIJT pEKOMEHAYBaTH YTPUMATHUCS Bl KEPYBaHHS aBTOTPAHCIIOPTOM, pOOOTH 3 IHIIMMHU MEXaHI3MaMu
a0o 1HIIOT AISTBHOCTI, sIKa NOTpeOye KOHIEHTpalii yBaru i KOOpJuHallii, JOKM BOHU HE BCTAHOBJIATH,
sax Jlomizor® BrmMBac Ha HUX.

Cnoci6 3acmocysannsa ma 0o3u.

Jna nonecwenna cumnmomie Hyoomu ma O1106anHsA CIiJl 3aCTOCOBYBATH y HaWHWXUil e(peKTUBHIH
71031 TIPOTATOM HAaHKOPOTIIOTO Yacy.

Jlopocni i aiTh BikoM Bif 12 pokiB i Macoro Tina He MeHIe 35 kr: mo 1 tabnermi (10 mr) 3 pasu Ha
100y.

MaxkcumanbHa 1060Ba 103a — 3 Tabnetku (30 mr Ha 100Y).

PexoMenyeThcs mpuitmMaTi mpemnapat Jlominon® mepen mpuitomom ixki. BcMOKTyBaHHS mpemapaty
JeI0 3aTPUMYETHCS, SAKIIO HWOro mpuiMaTH micis npuidomy Dki. IlamieHT moBuHEH mpuiMaTH
mpenapar 3riJHO 13 3alPOIMIOHOBAHUM PEXHMOM JI03yBaHHS. SIKIO MPHIOM J103W OYJI0 MPOMYIIEHO,
CIIiJ] IPUMHATH HACTYIHY J03Y 3T1JIHO 13 3alIpOIIOHOBAHUM peXuMoM. He citijf moaBooBaTH /103y, 1100
KOMIICHCYBATH TPOITyIIeHy. TpuBalicTh JIiIKyBaHHS HE TIOBUHHA MEPEBUIITYBATH | THXK/ICHB.

Jlopocii BikoM > 60 pokiB

[TamienTam BikoM Bix 60 pokiB mepe MPUHOMOM Mpenapary Cii MPOKOHCYJIBTYBATHCS 3 JTIKapeM.
Hopymienns QyHKITIT HUPOK

OcCKiJpKH TIEepioJl HaMIBBUBEAECHHS JTOMIEPUOHY HPU MOPYIIEHHI (YHKII HUPOK TSKKOTO CTYIEHS
TIO/IOBKEHHI1, 4acTOTy 3acTocyBaHHs mpemnapaTy Jominon® crix smenmmuty 10 1 abo 2 pasis Ha 100y,
3aJIe)KHO BiJl CTYIEHS TSHKKOCTI MOPYILIEHHS; MOXKE TaK0K BUHUKHYTH HEOOX1HICTh Y 3HM)KEHHI JIO3H.
[NamieHTiB 3 mopymeHHIM (GYHKIII HUPOK TSKKOIO CTYNEHS CIiJ PEryisipHO 0OCTexyBaTH (JMB.
po3iia «DapMaKkoIOriuHi BIACTHBOCTI»).




[HopymienHs QyHKIIT NEYIHKU

[penapar Jlominon® npoTunokasanuii mamienTam 3 mopyuieHHAM (QyHKIIT neuinku cepeaHboro (7-9
OauiB 3a mkanorw Yaitnga — I[1'10) abo Tspkkoro (> 9 GaniB 3a mkanor Yaitnna — [110) crynens (quB.
posnin «IIpotunokazanus»). Kopekiis m103u namieHTam 3 HOpYHIEHHSM (DYyHKIIT NEYiHKHA JIETKOTO
crynerst (5-6 OamiB 3a mkamoro Yainga — I1't0) He moTpiObHa (auB. po3ain «dPapmakonoridHi
BJIACTUBOCTI»).

Jimu.
[Ipemapat 3acTocoBYBaTH IS JIIKYBaHHS AT BIKOM Bija 12 pokiB 1 Macoro Tiia He MeHIIe 35 KT.
JloMriepuIoH CIIiJl TpU3HAYATH JITAM Yy HAWHWKYIA €(EeKTHUBHIA 7031 MPOTATOM HAWKOPOTIIOTO

nepiony.

Ilepeoosysannas.

[Tpo mepemno3yBaHHs OBIIOMIISIIOCS TOJIOBHUM YHHOM Y HEMOBJIAT Ta JITCH.

Cumnmomu: CHMIOTOMaMH NIEPEA03yBaHHA MOXKYTh OYTH a)KUTallisl, IOPYIIEHHs CBiIOMOCTI, CYJOMH,
JIe30piEHTAIliS, COHJIUBICTh Ta €KCTparipamiaHi peakirii.

Jlixysanus. Cnenu@iqHOTO aHTUIOTY JOMIICPHIOHY HEMa€, ajie Y BHITAJIKy 3HAYHOTO IePEI03yBaHHS
CJIiJ] HEraltHO HaJaTH CUMIITOMATUYHE JIIKyBaHHS. PeKOMEHI0BaHO MPOMUBAHHS IITYHKA MPOTIroM |
TOJIMHH ITiCIIS IPHIOMY MpernapaTy Ta 3aCTOCYBAaHHS aKTHBOBAHOTO BYTLIA, @ TAKOXK MIIBHUNA HATIIS
3a maieHToM Ta miarpumytoua tepamis. Cnin npoBoauti EKI-MOHITOPUHT 3 OrJIsily Ha MOMJIHUBICTb
nonoskeHHs iHTepBay QT. AHTHXOJIHEpriuyHi mpemnapatd, 3aco0M i JIKyBaHHSI XBOpOOH
[Tapkincona MOXXyTb OyTH €PEeKTUBHUMHU JJIs1 KOHTPOIIIO EKCTPAIipaMiIHUX PEaKIlii.

Ilo6iuni peaxuii.

besneka 3acTocyBaHHS JOMIICPHIIOHY OIIHIOBAIACS MPOTATOM KIIHIYHHMX JOCHTIDKEHb Ta i Yac
IIOCTMapKETUHIOBOIO 3aCTOCYBaHHA. Y TOABIMHO CIlliNMuX MJ1a1ne00-KOHTPOJIbOBAHUX KIIIHIYHUX
JOCIIDKEHHAX Opanu ydactb 1275 mamieHTIB i3 AMCHENCielo, racTpoe3odareanbHo0 pedIroKCHO0
XBOpPOOOIO, CHHAPOMOM IIOJIPA3HEHOr0 KHUIIEYHHMKA, HYJOTOIO Ta OJIIOBaHHAM abo0 I1HIIUMH
OB’ SI3aHUMU CTaHaMHU. YCi MmanieHTH Oyau BIKOM IOHAaWMeHIe 15 pokiB Ta oTpuMaiu Xo4a 6 ogHy
no3y npenapary. CepeaHs 3aranbHa go0oBa fqo3a craHoBmia 30 mr (miamazon Big 10 go 80 mr), a
MeZlaHa TpHUBaJIOCTI ekcro3uuii Oyna 28 nHiB (miama3zon Bin 1 mo 28 nuiB). [lo mocnimkeHb He
BKJIFOYAJIU MALIIEHTIB 13 A1a0€THYHUM racTponape3om abo CUMITOMAaMHU, 3yMOBJIEHUMH XIMIOTEpaIli€lo
YH MapKIHCOHI3MOM.

Orinka 4acTOTH BUHUKHEHHS MOOIYHUX peakilii: myxe dacto (> 1/10); wacto (= 1/100 mo <1/10);
Heyacto (> 1/1000 mo <1/100); pinko (= 1/10000 mo <1/1000); myxe pigko (<1/10000). fAxmo 3a
JaHUMU KITIHIYHUX JOCII)KEHb HEMOKIIMBO BU3HAYUTH YacTOTY, BOHA BKa3y€EThCA SIK HEBIJJOMA.

3a yMOBH JIOTPUMaHHS peKOMEHJAIlIN 3 T03yBaHHS Ta TPUBAJIOCTI JIKYBaHHS JOMIEPUIOH 3a3BUYAN
NEePEHOCUThCS 1oOpe 1 HebaXkaH1 sIBUILA BUHUKAIOTh HEYaCTO.

3 6oky imyHHOI cucmemu: YacTOTa HEBIJIOMa — aJepriyHi peakilii, BKJIOYalouu aHadiIakciio,
aHa(1TaKTUYHUH LIOK, TIepuyTIUBICTb.

3 6oky endokpuHHOi cucmemu. pIIKO — NIABUIIECHHS PIBHS IPOJIAKTHHY.

Ilcuxiuni posnadu: HEYaCTO — 3HIKEHHS abo BiICYTHICTH Ji0i7J0, HEPBO3HICTh, PO3/PATOBAHICTH,
30yIKEeHHS; yXKe PIAKO — JETPecisi, TPUBOKHICTb.

3 60Ky Hepso60i cucmemu: HEYaCTO — FOJIOBHUMN O11b, COHJIMBICTh, 3aIIaMOPOYEHHS, EKCTpanipaMiIHi
po3naau; Ayxe piako — Oe3COHHS, cIpara, MJsSBICTh, aKaTH31s; 4aCTOTa HEBIJIOMA — CYyJIOMH, CHHJIPOM
HECTIOKIHHUX HIT (3arOCTPEeHHs CUHIPOMY HECTIOKIHHUX HIr y HalieHTiB i3 XBopoboto [TapkiHcona).

3 6oky cepyego-cyOounHoi cucmemu. IYXKe PIIKO — HAOPAK, BITUYTTSA CEPIEOUTTS, MOPYIICHHS
YacTOTU Ta PUTMY CEpLEBUX CKOPOYEHb, MOJOBKEeHHs iHTepBay QT (dacToTa HeBinoma), cepiio3Hi
[ITYHOYKOBI apuUTMil, IITyHOYKOBI apuTMii 1o tumy «torsade de pointes», pantosa cepiieBa CMEpTh.

3 00Ky WYHKOBO-KUWKOB020 MPAKmy: 4YacTo — CYyXICTh y pOTi; HEYacTo — Jiapes; piako —
racTpOIHTECTUHAIbHI PO3JIaAM, BKIIOYAar0Yd aOJOMIHAJIBHUN OUIb, perypritaiiioo, 3MiHy afeTury,
HYJIOTY, IIeUito, 3a10p; Ty’kKe PiAKO — KOPOTKOYACHI KHILIKOBI CIIa3MHU.

3 60Ky wKipu ma niOWKIpHUX MKAHUH. HEYACTO — CBEpODK, BUCUIAHHS, KPOIMB SHKA; 4YaCTOTa
HEBiJJOMa — aHT10HEBPOTHUYHUN HAOPSIK.

3 6oky penmpodykmusHOi cucmemu ma MOJOYHUX 3dN03; PIAKO — 30UTBIIEHHS MOJIOYHHX 3aji03,



BUJUICHHS 3 MOJOYHHMX 3aJ103, HaOpsSIK MOJIOUHHUX 3aji03, MOPYIUEHHS JakTalii, HeperyispHuit
MEHCTPYAIbHUHN IHKII; HEYACTO — raJlakTopesi, OUTb y IUISHII MOJIOYHHUX 32103, UYTIUBICTh MOJIOUHUX
3aJ103; 4aCcTOTa HEBiJJOMa — TTHEKOMACTisl, aMEHOpesl.

3 60Ky onopHo-pyxo6o0i cucmemu ma cnoiyyHoi mKaHuHu. PIAKO — OUTh y HOTaxX.

3 6oky ceuosudinbHoi cucmemu: TyXe PiIKO — AU3Ypisl, YaCTE CEUOBUITYCKAHHS; YacTOTa HEeBioMa —
3aTpUMKa Cedi.

3azanvHi poznaou: HEYACTO — aCTEHIS.

3 6oxy opeanis 30py: 4aCTOTa HEBIZIOMA — OKYJIOTipHI KPHU3H.

Inwe: XOH IOHKTUBIT, CTOMATHT.

3minu nabopamoprux nokaszuuxie: nyxe pigko — migsumeHHs piBHa AJIT, ACT 1 xonectepuny;
YacTOoTa HEBIIOMAa — BIIXWJICHHS BiJ HOPMH IIOKAa3HUKIB (DYHKI[IOHAIBHUX TECTIB TMEYiHKH,
IT1IBUILICHHS PIBHS MPOJIAKTUHY Y KPOBI.

Y 45 pocnipkeHHSX, B SAKHX JOMIEPUAOH 3aCTOCOBYBAIM Y BHUIIMX /032X, MPOTATOM OUIBII
TPUBAJIOrO Yacy Ta 3a JOJaTKOBUMH MOKa3aHHSMH, BKIIOYAIOYH J1a0E€TUUYHUN racTporapes, 4acToTa
moOiYHUX peakiii (kpiM cyxocTi y pori) Oyma 3HagyHO Bumow. Lle Oymo ocoOnwBO SBHUM Yy
(hapMakoJIOTiuyHO Mepe10auyBaHNX BHUIAAKaX, OB’ A3aHUX 13 MIBUIIICHUM PIBHEM ITPOJIAKTHHY.
Ockinpku Timo(i3 3HAXOAUTHCA TI03a TeMaroeHIedamiyHuM Oap’epoM, JTOMICPUIOH MOXKE
CIOPUYUHUTH TMIJBUIICHHS PIBHS MPOJAKTUHY. Y MOOJAMHOKUX BHUIAJKaX Taka TiNeprIpoaKTUHEMIis
MOJKE€ TIPU3BOJUTH 10 HEUPOCHAOKPHHHUX MOOIYHUX €(PEeKTiB, TAKUX SIK TalaKTOpes, TIHEKOMAcCTis Ta
ameHopes.

VY mepioJ MOCTMAapKETHHIOBOTO 3aCTOCYBAaHHS JIOMIIEPHIIOHY BiIMiHHOCTeW y mpodini Oesmexu
3aCTOCYBaHHSA Mperapary y JOpOCiIuX Ta JiTel BiA3HaueHO He Oyio, 32 BUHSATKOM €KCTpamipaMiTHuX
PO3JIAJIiB Ta IHIINX SIBUIIL, CYJIOM 1 30y/DKEHHS, TIOB’ I3aHHX 13 IEHTPAIHLHOIO HEPBOBOKO CHCTEMOIO, 1110
CIHIOCTEpiraiucs MepeBakHo y JiTeH.

[oBiOMIICHHS PO MMiI03POBaHI MOOIYHI peaKitii

[ToBigomMieHHs mpo MOOIUHI peakiii mcis peecTpallii JiKapchbKoro 3aco0y Mae BakiIuBe 3HadeHHs. Le
Ja€ 3MOTY MPOBOJUTH MOHITOPHUHT CITiBBITHOIICHHSI KOPUCTH/PU3UK IPH 3aCTOCYBaHHI IIHOTO
JKapchKOro 3aco0y. Meanunum Ta (apmarieBTUUHUM MpalliBHUKaM, a TaKoX MHalieHTaMm abo iXHIM
3aKOHHHMM IPEJCTaBHUKAM CIIiJ] MMOBIIOMIIATH MPO yCi BUMAJIKU MiJ03PIOBAHUX MOOIYHHUX peaKiliii Ta
BIJICYTHOCTI €(eKTHUBHOCTI JIIKapChKOro 3aco0y yepe3 ABTOMATH30BaHy iH(OpMaIliliHy CUCTEMY 3
(dhapmakoHarsay 3a nocuianuaMm: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 5 poxiB.
He BukopucToByBaTH micis 3akiHU€HHS TEPMiHY PUAATHOCTI, 3a3HAYEHOTO Ha YIIaKOBII.

YMmoBHu 30epiranns. 30epiratu B OpUriHaJIbHIN yrakoBIi npu TeMnepatypi He Buie 25 °C.
30epiratv B HEAOCTYITHOMY I JITEH Miclii.

Ynaxoska. [To 10 Tabnetok y Omictepi; mo 1 ado 3 Gmictepu B mayii 3 KApTOHY.
Kareropis Binnmycky. bes penenra.
Bupoonuk. AT «®@apmax».

Micue3naxo/:keHHs1 BUPOOHMKA Ta aJipeca MiclA NPOBAKeHHsI HOTro TifAJIbLHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupumisceka, 74.

JlaTa ocrannboro neperasay. 09.02.2026.



