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IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHA JiKapPChKOro 3aco0y

JTOMPU/I®
(DOMRID®)

Cknao:

dioya peuosuna: nomnepuaon (domperidone);

1 M1 cycrieHsii MiCTUTh TOMIEPUAOHY | MT;

donomidicHi peuosunu: caxaposa, noimicopOatr 80, KpeMHI0 MIOKCH] KOJOITHHWI Oe3BOMHUM, HATPIIO
KapOOKCHUMETHIIIICITION03a, HATPII0 XJIOPHU, MPOIUICHTIIKOIb, TIIIEPUH, METHIIapariapokcuOeH30at
(E 218), mpomninnaparigpokcudensoar (E 216), Ilonco 4R (E 124), cmakoBa no0aBka MOTYHHIIS, BOJA
OUHIICHA.

Jlikapcbka ¢gopma. CycrnieHsist opajibHa.
OcHosHI Qi3uKo-XiMiuHi én1acmugocmi.: CyCIeH31sl PO’KEBOT0 KOJLOPY 3 XapaKTEPHUM 3aITaxoM.

®apmakorepaneBTu4Ha rpyna. Ctumynsatopu nepuctaibTuku. Kom ATX AO03F A03.

Dapmakono2iuni eracmugocmi.

Dapmaxoounamixa.

Jomnepuion — aHTaroHicT Jo¢aMiHy 3 MPOTHOIIOBATFHUMHU BIIACTUBOCTAMH. J[OMIIEPHIOH HE3HAYHOIO
MIpOI0 TPOHHUKAE Kpi3b remaroeHuedamiuHuii 6ap’ep. 3acTOCyBaHHS JIOMIIEPHIIOHY IyXe pIIKO
CYNPOBODKYEThCS €KCTparipaMiTHUMHA TOOIYHUMH disIMH, OCOOJMBO y JOPOCIHX, ajie JTOMIIEPUIOH
CTHMYIIOE BHICHHS HPONAKTHHY 3 rinodiza. Moro npoTu6moBambHa mis, MOXIHMBO, 3yMOBIEHA
MOETHAHHAM TiepudeprdHoi (TacTPOKIHETHYHOI) Aii Ta aHTaroHi3My [0 peuentopiB nodamMiHy Yy
TpUrepHill 30HI XEeMOpEUEeNnTOopiB, IO 3HAXOAUTHCA I03a remarocHuedasiuHuMm Oap’epoM y 3aaHIN
ninsHl (area postrema).

JlocmipkeHHsT Ha TBapuHAaX, a TAKOXK HU3bKI KOHILIEHTpAIll, 10 BU3HAYAIUCh Y MO3KY, BKa3ylOTh Ha
nepeBaxXHO nepudepuyny i JOMIIEPUIOHY Ha perienTopu Jo¢amiHy.

JlocmiKeHHsl y JIIOJUHM TTOKAa3alM, 110 MPU 3aCTOCYBaHHI BHYTPIIIHBO JOMIEPUIOH MiABHILYE THCK Y
HIDKHIX BIJJIUIaX CTPaBOXOJy, IMOKpAIly€ aHTPOIYOJIEHATbHY MOTOPHKY Ta MPHCKOPIOE 3BIILHEHHS
IUTyHKA. JIOMIIEpHIOH HE BILTUBAE HA IIUTYHKOBY CEKPEIIilo.

Bnnue na inmepsan QT/QTc ma enekmpogpizionozito cepyst.

BigmoBimHo nmo wmiknapomuux pekomenpamiii ICH-E14, Oyno mpoBeneHe peTenbHE IOCIHIIKCHHS
iaTepBany QT. Ile mocmimkenns Oyo MOABIMHUM, IUI1ale00 KOHTPOIbOBAHUM, 13 3IyUYEHHSM 3JI0POBHUX
TOOPOBOJIBIIIB, SIKI 3aCTOCOBYBAIA JOMITEPUAOH Y 1031 10 80 mr Ha 100y (10 uu 20 mr 4 pa3u Ha 100Y).

VY nocnimpkeHHi Oyno BUSBIEHO, 0 MakcuMaibHa pizHUIS QTc Mk rpymamu gommepugony (20 mr
4 pa3u Ha 5100y) Ta mianebo crocTepiraeThesi Ha 4-i neHb Teparii Ta ckiagae 3,4 Mc (BIAXUJICHHS BiJ
0a30BOro MOKa3HMKA, BU3HAYEHE METOJOM HalMeHIIMX KBaJpariB). JABoOiunuit 90 % BepxHiil noBipunit
iaTepsan (1,0 mo 5,9 mc) He nepeBumryBas 10 mc.

VY upoMy JOCHIPKEHHI HE criocTepiraniocs RoaHUX KiiHIgHO 3Hauymmx QTc edekriB mpu 3acTocyBaHHI
JOMIEPHUIOHY B 1031 A0 80 Mr Ha 100y (TOOTO y /1031, 10 OUIbIIE HIXK YABIYI MEPEBUINYE MAKCUMAIIbHY
PEKOMEHI0BaHy J03Y).

OpmHak 1Ba MOMEPEIH] TOCHTIHKEHHS MDKIIKApPChKOT B3a€EMO/IiT HAOYHO MPOJEMOHCTPYBAIU TI0I0BKEHHS
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QTc y Bumagky 3acToCyBaHHS JOMIEpPHIOHY sk MoHoTepamii (10 mr 4 pasu Ha noOy). Haiibinmbiia
cepenns pizaui moao QTcF Mix rpynamu qomnepuiony Ta mianedo cranosuia 5,4 mc (95 % nosipunii
iaTepsain: 1,7-12,4) 1 7,5 mc (95 % nosipuwmii intepBan: 0,6—14,4) BignosiaHo.

Kniniune oocnioscenns y dimetu gikom 0o 12 pokie.

Jnis ouiHku 6e3mekd Ta eEeKTHBHOCTI 3aCTOCYBaHHS JOMIIEPHAOHY OyJIO MPOBEIEHO MPOCIICKTUBHE,
OaraToleHTpoOBe, MOBIMHE CIiiNe, paHIOMI30BaHE, IUIANeO00-KOHTPOJIbOBAHE Yy TMapalelbHUX Tpymnax
KIIIHIYHE JOCTIKEHHS 13 3airy4eHHsM 292 ocib BikoM Bijg 6 micsiiB 10 12 pokiB (cepenHiii Bik 7 POKiB)
13 roctpuMm ractpoeHTepuToM. [lamieHTn 3 pasu Ha 00y OTpUMYyBaIu TEpPOpalbHYy periaparaiiiHy
tepamnito (ITPT) pasom i3 cycnensiero aommepusoHny B no3i 0,25 wmr/kr (MakcumanbHO — 10 30 Mr
JIOMITIEpUIOHY Ha 100y) abo i3 turamebo. TpuBamicts Tepamii Oyna mo 7 nHiB. lle mocmimkeHHs He
MIPOJIEMOHCTPYBAJIO  OUTbIIOl  (MOPiBHSHO 3 TwIanedo) epeKTHBHOCTI KOoMOiHOBaHOi Tepamii i3
3aCTOCYBAHHSIM JOMIIEPUAOHY IOJIO IMOJICTIICHHS CUMITOMIB OJFOBaHHS MPOTSTOM Mepimux 48 roauH
JiKyBaHHS.

Dapmaxokinemuxa.

Bcmorkmyeanns.

JlomnepuaoH MBUAKO aOCOpOyeThCs MPU NMEpOopaIbHOMY MPUHOMI HATIIIE, MAKCUMaJIbHa KOHLEHTpAIlisl Y
mia3Mi KpoBi (Cmax) JocsraeTbest mpubau3Ho vepe3 60 xBuiamH. Huzbka abcontoTHa 01070CTYITHICTD
NEepOPAILHOTO JToMIIepuaoHy (mpubmm3Ho 15 %) 3ymMoBiIeHAa EKCTEHCMBHUM METabO0Ii3MOM MEpIIOro
MPOXO/KCHHS y CTIHII KUIIEYHWKY Ta B MewiHIll. 3HaueHHS Cmax 1 TUIOMmA MiJ (PapMaKOKIHETHUIHOIO
KpHUBOIO «KOHIEHTpauis-yacy (AUC) nomnepuaoHy 301IbIIYIOTHCS MPOMOPLIHHO /1031 B Jianma3oHi 103
B 10 10 20 mr. [Ipu MOBTOPHUX yBEAEHHSX TOMIIEPHIOHY MPOTITOM 4 THIB KpaTHICTIO 4 pa3u Ha 100y
(KO>kH1 5 TOJIMH) criocTepiranoch 2—3-kpatHe 30inbinenass AUC nomMmnepuony.

Xoya y 310pOBHUX JOOPOBOJIBIIB 0100CTYIHICTh JOMIEPHUAOHY 30UTBITYETHCS TIPH TMPUHOMI TICHS 119,
XBOPUM 31 CKapramMy Ha NUTYHKOBO-KHIIKOBUW TPAKT CIiJ MpUAMaTH IOMIEpUAoH 3a 15-30 XBUIUH 10
imn. 3HWKEHa KHUCIOTHICTh IIUTYHKAa 3MeEHIIye abcopOmiro pommepuaoHy. I[Ilpu momepenHboMy
OJTHOYACHOMY 3aCTOCYBaHHI LHMMETHAMHY Ta OikapOoHaTy HaTpil0 TIepopajibHa O0i0J0CTYINHICTh
JIOMITIEPUAOHY 3HIKYETHCS.

Posznooin.

[Ipu mnepopambHOMY TpPUHOMI JOMIIEPUIOH HE aKyMYJIIOE€TbCS 1 HE I1HIYKyEe BIACHUW OOMIH;
MaKCHUMaJIbHUH PiBeHb y I1a3Mi KpoBi uepe3 90 xBuinH (21 Hr/mir) micis JBOTHXHEBOTO MEPOPATHHOTO
npuiiomy mo 30 mr Ha 00y OyB Maibke TakuM ke, K Ticis mpuiiomy mepmioi mo3u (18 Hr/mom).
Homnepunon Ha 91-93 % 3B’s3yeThes 3 OinkaMu 11a3Mu KpoBi. JociikeHHs po3NoAilTy JOMIEPUIOHY,
mo OyJMu TpOBEIEHI Ha TBapMHAX 3a JOMOMOTOI0 Ipemnapary, MIYeHOrOo pPaJiOaKTUBHUM 130TOIIOM,
NoKa3aJii HOro 3HAYHUHM PO3MOALT y TKAHMHAX, ajleé HU3bKY KOHIEHTPAII0 Y MO3KY. Y TBapHH HEBEJHKI
KUIBKOCTI TIperapaTy MpOHUKAIOTh Kpi3b IIAICHTY.

Memabonizm.

JloMrnepuIoH MBHUIKO Ta €KCTEHCHBHO META0Oi3Y€eThCA Yy TMEUiHIN HUISXOM TiAPOKCHIIIOBaHHS Ta N-
JIEaNIKLTyBaHHSI.

HocnikeHHs MeTaboIi3My in vitro 3 1iarHOCTUYHUMU 1HT101TOpamu BusBmiH, 1m0 CYP3A4 € ocHOBHOIO
dopmoro uroxpomy P450, 3amyuenoro y N-neankinmyBanna nommnepunony, toai sk CYP3A4, CYP1A2
ta CYP2E1 cripusitoTh apoMaTHYHOMY TiPOKCHITIOBAHHIO JIOMITIEPUIOHY.

Buseoenns.

BuBenenns i3 cedero Ta KaJioM CTaHOBUTH BianmoBigHO 31 % Ta 66 % Big nepopainbHOi 103u. BuaineHHs
npenapaTty y He3MiHEHOMY BUTJIS/II CTAHOBUTH HeBENMMKUH BigcoTok (10 % — i3 kamom Ta mpubauzno 1 %
— 13 ceuero). [lepion HamiBBUBEACHHS 3 TUIA3MHU KPOBI IMICHISI TPUHOMY OJHOPA30BOi J03M CTAaHOBHUTH 7—9
TOJIMH y 3I0pPOBHX JI00POBOJIBLIIB, aJie MOIOBKEHUH Y XBOPHUX 13 TSKKOIO HUPKOBOIO HEJOCTATHICTIO.
Ocobnusi epynu nayienmis.

Hopymienns QyHKIIIT MEYiHKY.

VY mari€eHTiB i3 mopymeHHsIMH GYHKIIIT MEIiHKHA cepeTHbOro cTymeHs (7-9 6anis 3a mkanoro [1’ro, kiac B
3a knacudikariero Yaiinna — [1’10) AUC 1 Ciax Tommepuaony oymu y 2,9 1 1,5 pa3y BUIIUMU BiIIOBIIHO,
HDK y 370pOBUX J00poOBOJbIB. BinbHa ¢pakimis migsumnryBamacs Ha 25 %, a KIHIEBUHA Tepion
HAIIBBUBEJICHHS TOJOBXYBaBcs 3 15 m0 23 roguH. Y MalieHTIB i3 MOpYHICHHSIMH (DYHKIII MEUiHKH
JIETKOTO CTYIICHsI CIIOCTEpIrajacs JCII0o HIKYa €KCIO3MIlis, HIK Y 3JJ0OpPOBUX TOOPOBOJIBINB (HA ITiICTaBi
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maHuX MoJ0 Cmax 1 AUC) 6e3 3MiH y MOKa3HHMKaxX 3B S3yBaHHSA 3 OUIKaMH YU TPUBAIOCTI MEpiomy
HaIliBBUBENICHHs. 3aCTOCYBaHHS IIpenapary Nalli€eHTaM 13 TOpYIICHHSAMHU (QYHKIIl MEYiHKH TSIKKOTO
CTYNEHs He AOCIHIDKyBaIU. JloMIIepuI0H IPOTUITOKa3aHH MAIliEHTaM 13 MOpYyIIEeHHAMH (YHKIIT MeYiHKH
MOMIPHOTO YH TSHKKOTO CTyIEHs (IuB. po3aut «IIpoTurokasanHHs»).

Hopymienns QyHKIIT HUPOK.

VY naimieHTiB 13 NOpYIIEHHSAMH (QYHKIII HHUPOK TSDKKOTO CTYHEeHs (KpeaTWHIH CHUpPOBaTKH KpOBI
> 6 mr/ 100 M, To6TO > 0,6 MMOJIB/JT) TIEpiOJ] HAMMIBBUBEACHHS TOMIIEPHUIOHY MOJOBXKYBaBcs 3 7,4 1o
20,8 ronuHu, ane IUla3MOBa KOHIIGHTpaLis Ipernapary Oylla HHKYOI0 TOPIBHSAHO 3 ocobamu i3
HOPMAaJILHOIO (PYHKITI€I0 HUPOK.

OCKUTBbKH JyXe HeBeluKa KUIbKiCTh mpenapary (mpubimsHo 1 %) BUBOAWUTHCS HUPKAMU Y HE3MIHEHOMY
BUTJISII, MaJOMMOBIPHO, IO BUHUKHE HEOOXIMHICTh Y KOPEKIli 03 JJisi OJHOPA30BOTO BBEICHHS Yy
NamieHTiB i3 mopymeHHAMU ¢GyHKIiT HUpok. [lpu TpuBamoMy 3acTOCyBaHHI YacTOTY JO3yBaHHS
JOMIIEPHUIOHY CITiI 3MEHITUTH 110 1-2 pa3iB Ha J00y 3aJeKHO BiJ TSHKKOCTI MOPYIIEHHS. TakoX MOXe
BUHUKHYTH NMOTpeda y 3HWKEHHI JJ03M Ipernapary.

KuiniuHi XapakTepuCcTHKH.
Ilokazannusa.
JU1s OJIEeTIIEHHS! CUMIITOMIB HYJIOTU Ta OJIFOBAHHS.

Ilpomunoxazanns.

Jlompua® IpOTHIOKA3AHUIA:

- XBOPHUM 31 BCTAaHOBJICHOIO TIJBUIIECHOI YYTJIMBICTIO J0 JOMIIEPUIOHY 200 O MTOMOMIKHUX PEUOBHUH
npernapary;

- XBOPHUM 13 MPOJAKTHH-CEKPETOPHOIO MyXJIMHOIO Tinodiza (IpoIaKTUHHOMOIO);

- XBOPHUM 13 MOMIpHUMH 200 TSDKKMMH HOPYHICHHSMH (QYHKUIT MediHKd (IuB. po3ainn «OcobmuBocTi
3acTocyBaHHs» Ta «DapMakoJIOTiuHI BIIACTUBOCTI);

- XBOpPHM i3 BiIOMHUM MOJOBXEHHSIM IHTEpBAIIB CepleBoi NpoBiAHOCTI, 30kpema QTc, xBopum 3i
3HAYHUMH TOPYIICHHSIMH OallaHCy eNeKTPOJiTiB abo 13 (GOHOBHMMH XBOpoOaMH ceplisd, TaKHUMHU 5K
3acTiifHa cepiieBa HEJOCTATHICTh (IUB. po3/iin « OCOOIMBOCTI 3aCTOCYBAHHS» );

- SIKIIO CTHMYJIALIS pyXoBoi (PyHKINT HMuTyHKa MOXKe OyTH HEOE3NEeUHOI0, HANPUKIIA] NP IITYHKOBO-
KUIIKOBIM KpOBOTEUi, MEXaHIYHII HempoXigHocTi abo nepdopariii;

- XBOPHUM 13 MIEUIHKOBOIO HEJJOCTATHICTIO.

[IpoTunokazane oJHOYACHE 3aCTOCYBAaHHS KETOKOHA30Jly, €pUTPOMILMHY a00 IHIIMX CHUJIBHOAIIOUUX
1r16iTopiB CYP3A4 (He3anexHO Bif iX 37aTHOCTI mogoBxkyBatu iHTepBast QT, nuB. po3ain «B3aemomis 3
IHITMMHY JIIKapChKUMU 3ac00aMU Ta 1HIII BUU B3a€MOIIN» ).

[Iporumnoka3zane omHOYAacCHE 3aCTOCYBaHHS JIIKApPCHKUX 3aco0iB, sKi MOAoBXYyrOTh iHTepBan QT (3a
BUHATKOM arioMopdiHy), Takux sk (HIyKOHa30J, epUTPOMILIMH, ITPAKOHA30I, IEPOPATHHUNA KETOKOHA30JI,
MMOCaKOHA30J, PUTOHABIP, CaKBIHABIP, TEJANpPEBIp, BOPUKOHA30J, KIAPUTPOMIIIMH, aMioJIapoH,
TETITPOMIIIMH (IUB. po3ainu «B3aeMomis 3 iHIIMMHU JIKapCHhKUMHU 3ac00aMU Ta iHIINI BHIM B3a€EMOJII 1
«Oco0aMBOCTI 3aCTOCYBaHHS).

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOO0ii.

He cnix nmpuiiMaTi aHTanMaHI Ta aHTUCEKPETOPHI MpemapaTd OJHOYACHO 3 JOMIIEPUIOHOM, OCKUIBKU
BOHU 3HIKYIOTh HOro O10JOCTYMHICTh MICIS MNPUHOMY BHYTPIIIHBO (AUB. po3aiul «OcoOauBOCTI
3acTocyBaHHs»). Ilpu cymicHoMy 3acTocyBaHHi mpemapar Jlompun® crmin mpuiimatu mepen ifnoio, a
aHTaIMIHI a00 aHTUCEKPETOPHI IIpenapaTy — MiCHs TIH.

Cymicne 3acmocysantsi 3 1€6000N010.

Xo4ya KOpWUTYBaHHS JI03W JICBOJONM HE BBAXKAETHCA HEOOXIMHHUM, CIIOCTEPIraJoch 301TbIICHHS
IUIa3MEHHOI KOHLIeHTpallii JeBogonu (Makcumym Ha 30—40 %) y pa3i ogAHOUACHOTO MPHUIOMY Mpenapary
3 TOMIIEPUIOHOM.

AHTHXOJIHEPriuHi mpenapaTd MOXYTh HEHTpasli3yBaTH aHTUAUCIICNTHYHY JIiI0 JOMIIEPUIOHY. Y 3B’S3KY
3 ¢apMakogMHAMIYHOIO Ta/a00 (apMaKOKIHETHYHOIO B3aEMOJIECI0 MIIBUINYETHCS PU3UK BUHHKHEHHS
nojoBxeHHs iHTepBaity QT.



Homnepunon Mmetabomizyersesi nepeBaxkHo nusixom CYP3A4. 3a manumu JOCHIKEHb in Vitro Ta 'y
JIOAWHHM, CYIYyTHE 3aCTOCYBaHHSI JIIKAPCHKHUX 3acO0iB, IO 3HAYHOIO MIPOIO MPUTHIYYIOTH 1el (EepPMEHT,
MOX€ MPU3BECTH 0 MiJBUIIECHHS PiBHS JOMIEPUIOHY Y ITu1a3Mi KpoBi. [Ipu 3acTocyBaHHI JOMIEPHIOHY
CYNMyTHBO 13 ToTykHUMU iHTIOITOpamMu CYP3A4, 3nparnumu nonosxysaru inTepBai QT, cocrepiranucs
KIiHIYHO 3Hauymy 3MiHM iHTepBasly QT. Tomy cymyTHe 3acTocyBaHHsS JOMIIEPUIOHY 3 TI€BHUMH
npenaparaMu npoTumnoka3ane (auB. po3in «IIpoTunokazanHs).
Cynymmue 3acmocy8anHs HUNCUeHaseoeHux JiKkapCbKux 3acobie pazom iz 00MnepuooHoM NpOMunoKazaHe.
Vi nikapchki 3aco0u, ki o10BXKYIOTh iHTepBasl QT (pH3uK BUHUKHEHHS IIUTYHOYKOBOI TaXiKapAil THUITY
torsade de pointes):
- aHTHAPUTMIYHI penapaty kiacy [A (Hampukian, AU30MipaMif, XiHiAWH, TAPOXiHIIUH);
- aHTHapuTMiuHI nipenapatu knacy Il (Hampukian, amiogapoH, goderwia, 1poHeaapoH, 10y THITI,
coTaJon);
- JIesKl HeHpOJENTUYHI IpernapaTy (HampyuKiIal, TaTonepuaoi, TMO3U I, CEPTUHION);
- JesKi aHTUACTIPECAHTH (HAPHUKIIA[, [IUTAJIONPAM, €CIIUTAIIONPaM);
- JIesKl aHTUOI0TUKY (HAmpUKIIaI, JeBO(PIOKCAIIMH, MOKCHU(IIOKCAIINH, EPUTPOMIIIMH, CIIIpaMIilliH);
- JIesKi MpOTUrpuOKOBI penapaTH (Hanpukiaz, (GpaykoHa3ol, MeHTaMiIuH);
- JIesKl MpOTUMAJISIPiiiHI Tpenapatu (30Kkpema rajnogaHTpuH, JtoMehaHTPUH);
- JesiKi IUTYHKOBO-KHUIIIKOBI TIperapatu (HampuKIa, U3anpua, 101aceTPOH, TPYKaIONpuiI);
- JIesKl aHTUTICTaMiHHI MpenapaT (HampuKIIaa, MEKiTa3uH, Mi30JIaCTHH);
- JIesKi TpemapaTd, IO 3aCTOCOBYIOTHCSI TPHU OHKOJOTIYHMX 3aXBOPIOBAHHSAX (HANpPUKIAL,
TopemideH, BaHIeTaH10, BIHKaMiH);
- fgesKi iHmI TpenapaTH (Hampukiaax, Oenpuaumi, MeTanoH, audemMaHia) (IUB.  PO3ILT
«IIpoTurnokazanus»);
- anomop(iH, 32 BHUHATKOM BHIIAJIKiB, KOJU KOPHUCTh BiJl CyMICHOTO 3aCTOCYBAaHHSI IEPEBHUIIYE
PHU3HKH, 1 JIUIIE 32 YMOBU CyBOPOTO JOTPUMaHHS PEKOMEHJAIliN 100 CYMICHOTO 3aCTOCYBaHHS
(muB. po3nin «lIpotunokazanss»). Ciig BpaxoByBaTu peKOMEH AT 00 Oe3MeKH 3aCTOCYBaHHS
anoMopQiHy, SKi MICTATBCS B HOTO THCTPYKIIIT JUISI METUYHOTO 3aCTOCYBAaHHS.
Hotysxni inri6itopu CYP3A4, 3 sKMMH IIPOTHIIOKA3aHO 3acTocoByBatH JoMpua®, HanpuKIa:
- a30/1bHI MPOTUTPUOKOBI TMpemapaTH, Taki sK ¢GIYKOHA30™*, [MO03aKOHA30J, ITPAaKOHA30I,
KETOKOHA30J1* 1 BOpUKOHA30T™*;
- 1HTIOITOPH MpoTea3u, Taki SK aMIpeHaBip, aTa3zaHaBip, GocaMmmpeHaBip, iHAWHABIp, HeNndiHABID,
TeJIanpeBip™®, puTOHABIp™ 1 cakBiHABIp™;
- MakpoJIiIHI aHTHOI0THUKH, TaKl K KJIAPUTPOMIIMH*, TETITPOMIIMH™ 1 epUTPOMIIIMH™* (IUB. PO3ILI
«IIpoTunokasaHus»);
- QHTAroHICTH KaJbIIiIO, TaKi SIK JUITIa3eM 1 BepanaMii;
- aMmiogapoH*;
- aMpEeIIiTaHT;
- Hedas3oIoH.
* [TomoBxytoTh iHTepBan QTc.

Oonouache 3aCMOCYBAHHA HUNCHE3A3HAUEHUX PEeYOBUH BUMALAE 0DEPEHCHOCTI.
OOGepekHO CITiT 3aCTOCOBYBAaTH JOMIIEPHJIOH 13 TMpenaparamu, IO CHPHYMHSIOTH Opamukapiro i
TiMOKaJieEMil0, a TaKOX 13 MakKpoJiJaMH, IO MOXYTh CIPHYMHATH NOJOBXKEHHsS iHTepBany QT:
A3UTPOMIIIMH 1 POKCHUTPOMIIMH (KJIAPUTPOMIIIMH TPOTUIIOKA3aHUH, OCKUIBKU 1€ MOTYXKHHU 1HT10ITOD
CYP3A4).
[ToTpiOHa 00Epe)HICTh y pa3l 3aCTOCYBaHHS JOMIIEPHIOHY CYIYTHBO 3 TOTY>XKHHUMH IHTIOiTOpaMu
CYP3A4, sxi He cIpUYMHSIN MOAOBXKEHHs iHTepBasry QT, TakuMu sk iHAMHABIp. 3a CTAaHOM MAalli€HTIB
CIi TWIBHO HATJSAJATH IOJI0 TOSBU O3HAaK a00 CHUMIITOMIB HeOakaHMX peakiii. BuieHnaBeneHwuii
HEpeIliK € PeNpPe3eHTaTUBHUM, aJie HE BUYEPITHUM.
Jompun® Mo’KHA MOEAHYBATH 3:
- HeWpoJeNnTUKaMH, [0 SKUX BiH MOCUIIIOE;
- nodaMiHepriYyHUMU aroHictamu (OpoMOKpuNTHHOM, L-m0omor0), HebaxkaH1 nepudepuyHi Ail IKUX,
Taki K MOPYUICHHS TPaBJICHHS, HYAOTY, OJIIOBaHHS, BiH MPUTHIYYye 0e3 HelTpasizalii OCHOBHUX
BJIACTUBOCTEM.



B okpemux mochipkeHHAX —(papMakOKiHETHYHOI/(papMaKkoIMHAMIUHOI B3aeMonii in  vivo Tpu
OJIHOYaCHOMY TEpOPAIIbHOMY 3aCTOCYBaHHI KE€TOKOHA30Jy 200 €pUTPOMIIIMHY Y 3I0POBUX JTOOPOBOJIBIIIB
OyJ10 MmigTBEpKEHO, LIO 1Ii JIIKAPCHhKi 3ac00M 3HAYHOIO MIpOIO MPUTHIUYIOTh IPECUCTEMHUI MeTaboi3M
noMiiepuiony, onocepeakopanuii CYP3A4.

IIpu cynytHbomy 3actocyBanHi 10 Mr gommepuaoHy mepopanbHo 4 pasu Ha 100y Tta 200 mr
KETOKOHA30JIy TepopajibHO 2 pa3u Ha 00y B MEpioj CIOCTEPEKEHHS OyJIO BiA3HAYEHO TOJIOBKEHHS
inTepBanny QTc B cepemnboMy Ha 9,8 Mc; okpemi 3HaueHHs konuBamucs Big 1,2 mo 17,5 mc. Ilpu
CyNmyTHhOMY 3acTocyBaHH1 10 Mr mommepuaony 4 pasu Ha 100y Ta 500 Mr epuTpOMIIIUHY TIEPOPATHHO
3 pasu Ha 100y iHTepBan QTc y mepiod CHOCTEPEKEHHS TOJOBXKYBaBCSI B cepeaHboMy Ha 9,9 Mc,
1HTepBaJl OKPEMHUX 3Ha4eHb CTaHOBUB Bix 1,6 1o 14,3 mc.

PiBHoBaxkH1 3Ha4eHHS Cmax 1 AUC moMIepugoHy 3pocTaiy MPUONH3HO BTPUYl y KOKHOMY 3 ITUX
JOCIIJKeHb B3aeMOJIii. BIUIMB MiABUIIEHUX TMJIa3MOBHUX KOHIEHTpAIii JOMIEPUIOHY Ha TMOAOBKEHHS
iHTepBany QTc HeBimomMuid. Y KX MOCTIKEHHIX MPU MOHOTeparii gommepuaonoM (10 Mr mepopaibHO
4 pasu Ha n00y) inTepBan QTc momosxxyBaBcs B cepeqHbOMY Ha 1,6 MC (JOCHTIKEHHS KETOKOHA30I1y) Ta
2,5 Mc (mocmiKeHHST epUTPOMIIIMHY ), B TOHM Yac SIK 3aCTOCYBaHHS JiIe kKeTokoHaszoiy (200 mr 2 pa3u Ha
no0y) abo eputpominmuy (500 mr 3 pasu Ha 100y) cipuuuHsuIo 30UbIIeHHs iHTepBany QTc y mepion
criocTepexeHHs Ha 3,8 Tta 4,9 Mc BiZIIIOBITHO.

OCKUTbKM JOMIEPUIIOH YUHHUTH MPOKIHETHYHY [iI0 Ha IHUIYHOK, TEOPETUYHO 1€ MOXKE BIUIMBATH Ha
BCMOKTYBaHHS MEPOPATbHUX JIIKAPCHKUX 3ac00iB, IO 3aCTOCOBYIOTHCS CYIYTHBO, 30KpeMa JIKapChKUX
¢bopM TPOJOHTOBAHOTO BUBUILHEHHS a00 KHINKOBOPO3YMHHHMX. OJHAK Yy TMAIli€HTIB, CTaH SIKUX BKE
cTabumi3yBaBCsi Ha TJ1 3aCTOCYBaHHSA JUTOKCHMHY a00 mapaneraMmoiy, CYINyTHE 3aCTOCYyBaHHS
JIOMIIEPUIOHY HE BIUTMBAJIO HA PiBHI IUX JIKApChKUX 3aC00IB y KPOBI.

Ocobaueocmi 3acmocyeanns.

Jompun® He peKOMEHY€ThCS 3aCTOCOBYBAaTH IIPH 3aXUTyBaHHI.

[Ipemapat cmig 3 00epeKHICTIO 3aCTOCOBYBAaTH MAIliEHTaM JIITHROTO BIKY Ta MAIli€eHTaM i3 HasBHUMHU
3aXBOPIOBAHHSIMU CEPIlS, B TOMY YHCII1 B aHAMHE31.

3acmepeosicenns. JloMnepuIoH ¢l 3 00€pexHICTIO 3aCTOCOBYBATH MAILlIEHTAM 13 JISTKUMH MTOPYIICHHIMHU
GyHKIIT TEYiHKY Ta/ab0 HUPOK.

THopywenns ¢hynxyii Hupox.

[lepion HamiBBUBEACHHS TOMIEPUIOHY TP TSHKKHUX MOPYIICHHSIX (YHKIT HUPOK (KpeaTHHIH CUPOBATKU
kpoBi > 6 mr/ 100 i, To6to > 0,6 MMONB/T) momoBkeHui. [Ipu TpuBasoMy 3acTOCYBaHHI YacTOTy
JIO3yBaHHS JTOMIIEPUIOHY CJiJl 3MEHIIUTH 10 1—2 pa3iB Ha 100y 3aJ€KHO BiJ TSHKKOCTI TOPYIICHHS.
Takox MO>ke BUHUKHYTH MOTpeda y 3HWKEHHI JI03H.

Cepyeso-cyounni echexmu.

Homnepunon O0yB moB’s3anuii i3 nposnonramieto intepsany QT ma EKI'. Ilix yac mocTMapKeTHHTOBOTO
CIOCTEpEKEHHS 3a(iKCOBaHO AYKe pijKicHI Bunaaku mposoHramii QT Ta nmuryHOYKOBOT Taxikapii THITY
torsade de pointes y mamieHTiB, AKi npuiiManu aommepuaoH. i mMoBiIOMICHHS BKIIOYAIN BUIAAKH Y
MAIi€HTIB 3 IHITUMU YMHHUKAMH PU3UKY, CJICKTPOJTITHUMHU MOPYIIEHHSIMH Ta CYMyTHHOIO TEPAITIEr0, SKi
MOXYTh OyTH cnpustounmu (akropamu (quB. po3ain «llobiuHi peakiii»). BiamoBigHo 10 TUpeKTUBU
ICH-E14, 6yno mpoBeneHe AOCTIHKEHHS 3 pETeIbHUM BHUBYEHHsAM iHTepBainy QT y 3mopoBux ocid.
[onossxenns inrepsany QT, sike cocTepiraiy y TOCTiKEHHI TP 3aCTOCYBaHHI JOMIEPUAOHY B 1031 10
80 mr/mo0y (o 10 a6o 20 mr 4 pa3u Ha 100Yy), HE MaJIO KIIIHIYHOTO 3HAYCHHS.

Jlesiki emieMioNoriyHl TOCHIKEHHS TOKa3aJId, IO JOMIIEPHIOH MOXE aCOI[IOBATHUCS 3 ITiIBUICHUM
PU3UKOM TSDKKHX IUIYHOYKOBHUX apuUTMId abo pamToBoi cepreBoi cmepti (muB. po3ain «lloGiuni
peakiiii»). Pu3uk cepiio3HUX IUTYHOUYKOBUX apUTMil ab0 panToBoi cepueBoi cMepTi OyB 3apeecTpOBaHHMA
y marieHTiB BikoM Bif 60 pOKiB, y MaIli€HTIB, SKi MpUAMay mpenapar y 1031 oinemie 30 mr Ha 100y Ta
IPY 3aCTOCYBaHHI JOMIEPUAOHY CYNyTHBO 3 IpenapaTaMmi, 3JaTHUMHU MOoAoBxKyBaTH iHTepBan QT, abo
iari6iTopamu CYP3A4.

JloMnepuaoH ciia npuiiMaTH y HalHIKYiH eheKTuBHIN 1031.

Yepe3 MABUIICHWH pPHU3WK INLTYHOYKOBOI apUTMii JOMIIEPUIOH MPOTHUIIOKA3aHWMA TaIliEHTaM 13
NOZIOBKEHHSIM 1HTEpBAaJIiB cepleBoi MpoBigHOCTI, 30kpeMa QTc, mamieHTam 31 3HAYHUMHU MOPYLICHHSAMHU
OayaHCy eJNEeKTPOJITIB (TIMOKATIEMIEI0, TIMEPKATIEMIEIO, TITOMarHieMie€r0) abo OpajauKapic€ro, a TaKoX
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namieHTaM 13 (OHOBMMH XBopoOamM cepls, TaKMMU SK 3acTiiiHa ceplieBa HEIOCTATHICTH dYepe3
MIIBUIICHHS PU3UKY BUHUKHEHHS ITUTYHOUKOBOI apuTMmii (IuB. po3main «IIporunokazanusy). EnexkrpomiThi
nopymieHHs (TiMoKamieMis, TiMepKaliemis, TimoMmarHiemis) abo Opaaukapiis HalexaTh 0 BIIOMHUX
CTaHiB, IO MABUIIYIOTh MPOAPUTMOTCHHUN PU3HK.

VY BuUmajKy NOSBM O3HAaK YM CHMIITOMIB, IO MOXYTh OYyTH IIOB’f3aHI 13 CEpIEBOI0 AapUTMIEI0,
3acTocyBanHa mpemapary  Jompua® TOTpiOHO NPUNMHUTH, a TAallieHTy CIijJ  HeraiHo
MPOKOHCYJIETYBATHCS 3 JIIKAPEM.

[TamieHT Mae OyTH MOIH(GOPMOBAHMMA IIOAO HEOOXITHOCTI HEraitHOrO MOBIAOMIIEHHS MPO Oyab-saKi
CHUMIITOMH 3 OOKY CEepIIeBO-CYJAMHHOI CHCTEMH.

AnTanuaHi abo aHTHCEKPETOpHI Mperapatd HE CiJl MPUIMAaTH OJHOYACHO 3 JIKAapChbKUM 3acO00M
Jompun®, OCKiTBKHM BOHHM 3HIKYIOTh TIE€pOPaNbHY OiOJOCTYMHICTH JOMIEPUIOHY (IMB. PO3JIiI
«BzaeMonist 3 IHIIMMU JKApCBKUMHU 3aco0aMH Ta IHINI BHIU B3aEMOii»). Y pasi CyMICHOTO
3aCTOCYBaHHs JiKapchkuit 3aci6 Jompua® ciif npuitmMaTu mepes i1oko, a aHTaIluIHI 260 aHTUCEKPETOPHi
npenapaTy — Micis iau.

CymicHe 3acmocy8ants 3 anomMopghiHOM.

JloMIiepuioH TPOTUIIOKA3aHO 3aCTOCOBYBATH CYMICHO 3 JIIKAPCBKUMH 3ac00aMH, IO IMOJOBKYIOTh
iaTepBan QT, Bkmouaroun armoMopdiH, 3a BHUHIATKOM BHUIIAQJKIB, KOJHM KOPUCTHb BiJ CYMICHOTO
3aCTOCYBAaHHS MEPEBUINYE PU3UKH, 1 JIUIIE 32 YMOBH CyBOPOTO JAOTPHUMAHHS PEKOMEHIOBAHUX 3aXOJiB
m0JI0 CyMiCHOTO 3actocyBaHHsA. CIiJi BpaxoByBaTH pPEKOMEHJAIll IIOM0 OE3MEeKH 3acCTOCyBaHHS
arnoMopdiny, SKi MiCTATbCA B HOrO 1HCTPYKLII /Ui MEAUYHOTO 3aCTOCYBaHHSI.

3acmocysanusn 3 kemokonazonom. Y IOCTIDKEHHSIX B3a€MOJIIT 3 MEPOPATBbHOI0 (HOPMOIO KETOKOHA30ITy
Bi3Hauvasocss mojokeHHs QT-iHTepBamy. Xoua 3HA4YeHHS IMX JAHUX YIiTKO HE BCTAHOBIICHO, CIiJ
o0paTu ajabTepHATUBHE JIIKYBaHHS, SIKIO TIOKa3aHa MPOTUTPUOKOBA Teparis KETOKOHA30JI0M (JIUB. PO3ILT
«B3aeMomis 3 IHIIUMU JTIKAPCHKUMH 3aCO0aMHU Ta 1HIII BUIA B3aEMOJII»).

CriBBiTHOIICHHS PU3HUKY Ta KOPHUCTI 3aCTOCYBaHHS TOMIICPHIOHY 3JIUIIAETHCS CITPUSTIHBHM.

SIK110 y Bac BCTaHOBJICHA HENEPEHOCHMICTh ACSIKUX IYKPiB, MPOKOHCYJIBTYHUTECH 3 JIIKapeM, Mmepul Hix
MpUMaTH 11eH JTIKapChKH 3aci0, OCKIIBKY BIH MICTHUTh Caxapo3y.

[Ipemapar  mictuth OapBHuk Ilonco 4R, mo MoXe CHPUYMHUTH  alepridyHi  peakuii.
MeTunnapariipokcuOeH30aT 1 POIIIapariipokcuOeH30ar, sKi MICTATBCS y CKIIaJll TpermapaTy, MOXYTh
CIPUYMHUTH aJepriuHi peakiii (MOKIMBO YIOBUIBHEHI).

3acmocysanus y nepioo eazimnocmi abo 200y8aHus 2pyooio.

BariTHicTb.

JaHi 1moa0 TMOCTMAPKETHMHIOBOTO 3aCTOCYBAaHHS JOMIIEPUIOHY BariTHUM OJKIHKaM OOMEXEHI.
JlocaimkeHHs Ha 1Iypax BUSBHIIO PENPOAYKTUBHY TOKCUYHICTD Y pasi MpUHOMY BHUCOKOi, TOKCUYHOI JIJIs
matepi n03u. IloTeHuiinui pusuk aus mrogquad Hesigomuit. Tomy Jompun® y mepion BariTHOCTI ciij
MIPU3HAYATH JIMIIE TOM1, KOJU, HAa TYMKY JIIKaps, O4iKyBaHWW MO3UTUBHUN €EKT ISl MaTepl MEePEBUIILYE
MOTCHIIWHUN PU3UK IS TUTOJIA.

['onyBaHHA rpyUIIO.

KinpkicTe 1OMIEpUIOHY, SIKA MOXKE ITOTPAIUTH B OPTaHi3M HEMOBIISITH 3 TPYAHUM MOJIOKOM, OIL[IHIOEThCS
Ha piBHI Hx4e 0,1 % Bl n03M 71 Marepl 3 MOMpaBKOK Ha Macy Tina. I[licas BmIMBY B pesysbTari
NPOHUKHEHHS TIpernapary y rpyJAHe MOJIOKO He MOXHA BHKJIIOUUTH TOSBY MOOIYHUX €(eKTiB, 30KpeMa
Kapaionoriyaux edekriB. HeBigomo, 4m JKapchKWid 3aci0 IIKOAWTH HEMOBIIATI, TOMY MaTepsiM, sKi
npuitmMaioTs Jlompua®, BapTo yTpUMATHCS BiJl FOXyBaHHS IPYIbMH.

PimeHHss Tpo TPUNUHEHHS TPYJHOTO BHUTOJOBYBaHHS a00 NPHUIUHEHHS/YTPUMaHHS Bia Teparii
JOMITIEPUOHOM Ma€ OyTH MPUUHATE 3 YpaxXyBaHHSIM KOPHUCTI TPYAHOTO BUTOJOBYBAaHHS ISl JIUTHUHU Ta
KOPHUCTI Teparii JJIs *KIHKH.

Crin nposiBIATH 00€pEKHICTh y pa3i HAIBHOCTI YUHHMKIB PU3UKY MOJOBKEHHS iHTepBainy QTc y miTeid,
K1 IepeOyBarOTh HA TPYAHOMY T'OJTyBaHHI.

30amuicmo énausamu Ha WBUOKICMb peaKkyii npu Kepy8arHi asmompancnopmom abo iHuumu
MexXanizmamu.



[Ticns 3acTocyBaHHs TOMIIEPUIOHY CIOCTEPIraaucs 3araMOpOUeHHs 1 COHIMBICTh (AuB. po3ain «Ilo6iuni
peakiii»). ToMy marmieHTam ciifi peKOMEHyBaTH YTPUMATHUCS BiJl KEPYBaHHS aBTOTPAHCIIOPTOM, poOOTH
3 IHOIMMH MeXaHi3MaMH a0o 1HIIOT MisIbHOCTI, fIKa MOTpe0ye KOHLIEHTpAIll yBaru i KOOpAWHAIII, JOKU
BOHU HE BCTAHOBJIATH, K JOMIIEPH/IOH BIJIMBAE HA HUX.

Cnocio 3acmocysannus ma 003u.
Jlns mMoJerimieHHs CHMITOMIB HyJIOTH Ta OmopanHs mpemapar Jompua® — cilifi 3aCTOCOBYBAaTH Y
HaWHWKYIH e(heKTUBHIN /1031 MPOTITOM HAHKOPOTIIIOTO TIEpioy.
Hopocini Ta aity BikoM Biji 12 pokiB 3 Macoro Tina Bix 35 kr: mo 10 mu cycnensii (10 mr) go 3 pasiB Ha
n00y.
MakcumanbHa no6oBa m103a — 30 M cycnensii (30 mr).
PexomentyeTbes npuitmaty npenapat Jompuna® nepopanbHo 3a 15-30 xBuiuH 10 inu. BemokTysaHHS
npenapary Aello 3aTPUMY€EThCSI, SKILO HOro mpuiMaTH MIiCIs B)KUBaHHS 1%KI.
[NamieHTH MOBMHHI HaMaraTUCs NpUHMATH KOXHY 03y Ipernapary depe3 piBHI MPOMIKKHU Hacy. SIKIo
npuiioM 103u OyB TPOIYIICHWH, il HE CIiJ 3aCTOCOBYBAaTH y HEBH3HAYEHWW dac, HEOOXigHO maii
JOTPUMYBATHUCh CXEMH J103yBaHHS. /{03y HE il MOABOIOBATH, 11100 KOMIICHCYBATH MIPOMYIIEHY 103Y.
TpuBanicTh JIIKyBaHHS HE IOBUHHA MEPEBUIILYBAaTH | THKIIEHb.
Hopymiennas QyHKIIIT MEYiHKY.
[penapar Jompun® NpOTHIOKA3aHMH MAIli€HTaM i3 MOpPYIIEHHSMM (YHKIIl NEYiHKH CepemHbOro
(7-9 6anis 3a mkanor Yaitnga — [1°10) abo Tsxkoro (> 9 6aniB 3a mkanoro Yaiinaa — [1'10) cTynens (aus.
posain «IIporunokazanus»). Kopekiis q03u marieHTaM 13 TOpPYIICHHAMH (YHKIIT TMEYIHKH JIETKOTO
crynerst (5—6 OaniB 3a mkamoro Yainma — II't0) He motpibHa (nuB. po3ain «dDapmakonorivi
BIIACTUBOCTI»).
Hopymienns QyHKIIT HUPOK.
OCKUTbKH TIEpiOo/ HAIMMBBUBEACHHS JIOMIICPUIOHY TPH TOPYIICHH] (YHKIII HHUPOK TSHKKOTO CTYIICHS
(kpeaTuHiH cupoBaTkd KpoBi > 6 wmr/100 mu, toOro > 0,6 MMONB/I) MOJOBKEHHH, YacTOTy
3aCTOCYBaHHS Tpemnapary ILOMpI/m® CJi 3MEHIIUTH 70 OJHOTO abo JBOX pa3iB Ha 00y 3aJeXHO Bif
CTYNEHsI TSDKKOCTI MOPYIIECHHS; MOX€E TaK0XK BUHUKHYTH HEOOXiIHICTb Y 3HIKEeHHI 103H. [larieHTiB i3
MOPYIICHHSMHA (PYHKIIT HHUPOK TSDKKOTO CTYICHS CIIJ PETyJSIpHO OOCTEeXyBaTH (IUB. PO3IUTH
«®DapMakoIIoriyHi BIaCTUBOCT» Ta «OCOOIMBOCTI 3aCTOCYBAHHSD»).

ITH.
EdexTuBHICT 3aCTOCYBaHHS JOMIIEPHIOHY Y JiTeil BikoM 10 12 pOKiB HE BCTAHOBIECHA (IMB. PO3ALIT
«®apMaKoJIOT14HI BIACTHBOCTI»). EQEeKTHBHICTD 3aCTOCYBaHHSI IOMIIEPUIOHY y NITeH BIKOM BiJ 12 poKiB
Ta MacoIo Tija MeHIe 35 K He BCTAaHOBJICHA.
Jlopoci BikoM > 60 pokiB.
[Mamientam BikoMm Big 60 pokiB nepea MpuiioMOM IpenapaTy il MPOKOHCYJIbTYBATHCA 3 JIKapeM.

imu.
ILOMpI/m® CJII/T 3aCTOCOBYBATH JJIS JIIKyBaHHS JIiTel BIKOM Bia 12 pokiB i1 3 Macoro Tina He MeHIe 35 Kry
HaWHKYIH e)eKTUBHIN 71031 MPOTITOM HAMKOPOTIIOTO MEPIOy.

Ilepeoosysanns.

[ToBigoMIIsIIOCH PO BUMAJIKK NEPEI03yBaHHs, HACAMIIEpel y HEMOBJIAT Ta JITEH.

Cumnmomu.

CumnTomMamMu Tmepe03yBaHHSI MOXKYTh OyTH aKWTAIlis, TOPYIIIEHHS CBIIOMOCTI, Cy/IOMH, J€30pi€HTAaIlis,
COHJIMBICTB Ta €KCTparipaMiJHi pO3JIazm.

Jlikysanus.

CriermupiuHOr0 aHTUAOTY JOMIEPUIOHY HEMae. Y BHIAAKY IMEpeNo3yBaHHS PEKOMEHJOBAHO HETaiHO
3aCTOCOBYBATH CTaHAAPTHE CUMIITOMATUYHE JIKyBaHHS, 10 BKJIIOYAE: MPOMHUBAHHS HUIyHKA MPOTATroM |
TOJMHU TICHS TPUHOMY Tpenapary, 3acTOCyBaHHS aKTHBOBAHOTO BYTULIS, a TaKOX MiATPUMYIOUY
tepamito. Ciifi TPOBOAUTH MHUIBHE CIIOCTEPS)KCHHS 3a TAaIlil€eHTOM, BKIOYarun MoHiTopuHr EKT,
OCKIUJIBKA MOXKJIMBE MOJOBKEHHs iHTepBany QT. AHTHXOJIHEpriuHi mpemnaparu, 3aco0u JUIsl JTiKyBaHHS
xBopoOu [lapkiHcOHa MOXKYTh OyTH €(hEKTHBHUMH ISl KOHTPOJIO €KCTpaIipaMiTHUX PeaKIlii.



Iloo6iuni peakuii.

[ToOiyni peakmii, BuU3HAUEHI 3a pe3yJdbTaTaMH 3aCTOCYBAaHHS JOMIICPUIIOHY IIiJl Yac KIIHIYHUX
JOCITIJKCHb, HaBelleHI HIDKYE 3a CHCTEMaMM OpraHiB. YacToTa BUHWUKHEHHSI BH3HAYA€THCS 33 TaKHUMU
KareropisiMu: ayxke gacto (> 1/10); gacto (Bim > 1/100 mo <1/10); meuacto (Bixm > 1/1000 mo <1/100);
pinko (Bim > 1/10000 mo <1/1000); myxke pigko (<1/10000). Sxmro 3a maHUMH KITHIYHUX JOCIIKEHb
HEMOJKJIMBO BU3HAYHUTH YaCTOTY, BOHA BKa3aHa SIK HEBIIOMA.

3a yMOBH JOTpHMaHHS PEKOMEHIAIil 3 03yBaHHS Ta TPUBAJIOCTI JIIKyBaHHS TOMIICPHUIOH 3a3BHYAil
MEePEHOCHUTHCS A0Ope 1 MOOIYHI peakilii BAHUKAIOTh HEYACTO.

3 6oky imymHOi cucmemu: dYacTOTa HeBiIOMa — aJepriuyHi peakuii, BKIIOYAIOuYM aHagiIaKciio,
aHa(UTAKTUIHHH 10K, MiBUIICHY Yy TIUBICTD.

3 60Ky eHOOKpUHHOI cucmemu: PiIKO — MiABUIIECHHS PiBHS MPOJIAKTHUHY.

Ilcuxiuni poznaou: HEYacTO — 3HIKEHHS ab0 BIJACYTHICTH 0110, HEPBO3HICTH, PO3IPATOBAHICTb,
30y KEHHS; AyKe PIIKO — JETpecist, TPUBOKHICTb.

3 6oky Hepso6oi cucmemu: HEYACTO — TOJIOBHUMA O11b, COHJIMBICTB, 3alIaMOPOYCHHS, CKCTparipamiaHi
po3manu; nyxe pimko — Oe3COHHs, cIipara, MJsSBICTh, aKaTHU3isl; 4aCTOTa HEeBiIoMa — CYJAOMH, CHHIPOM
HECTIOKIHHUX HIr*.

3 6oxy opeanie 30py: 4acTOTa HEBIIOMAa — OKYJIOTipHI KPU3H.

3 6oky cepyeso-cyounHoi cucmemu: AyxKe PiIKO — HAOPSK, BIMUYTTS CEpUEOUTTS, TOPYIICHHS YaCTOTH
Ta PUTMY CEpIEBHX CKOpPOYECHb, CEPHO3HI LUIYHOUKOBI apUTMIii; 4acTOTa HEBIIOMAa — IIOJOBKECHHS
iHTepBany QT, nuTyHOUKOBI apuTMii Ha 3pa3ok torsade de pointes, panToBa cepiieBa CMEpTh (AUB. PO3ILT
«Oco0IMBOCTI 3aCTOCYBAHHS).

3 60Ky WIYHKOBO-KUWIKOBO20 MpAKmMy: YacTO — CYXICTh y POTI; HEYacTo — Jiapes; piIko —
racTpOiHTECTUHANIbHI PO3JIa I, BKIIIOYAI0UX a0JOMiHANBHUN O1Tb, perypritaiiio, 3MiHy alneTuTy, HyJ0Ty,
Meyito, 3amop; Ay’Ke PiIKo — KOPOTKOYACHI KUIIIKOBI CITa3MH.

3 6oxy wkipu ma NiOWKIPHUX MKAHUH: HEYaCTO — CBEpPODK, BUCHIIAHHS, KPOIMB SHKA; 4YacTOTa
HEB1JIOMa — aHTIOHEBPOTUYHUN HAOPSIK.
3 00Ky penpodykmugHoOi cucmemu ma MOJOYHUX 3a7103: PIAKO — 30UIBIICHHS MOJOYHHX 3aJi03,

BUJUICHHS 3 MOJIOYHUX 3aji03, HAOpSK MOJIOYHMX 3ajJi03, TOPYUIEHHs JaKTallli, HeperyJspHHM
MEHCTPYQJIbHUH LMKJI; HEYacTO — TajJakTopes, OUTh y AUISHII MOJOYHHX 3aJ103, YyTIMBICTH MOJOYHHUX
3aJ103; 4aCTOTa HEBiJJOMa — T1HEKOMACTisl, aMEHOpes.

3 6oxy onopHo-pyxo60i cucmemu ma cnoiyyHoi MKAHUHU. PIIKO — O1Ib Y HOTaX.

3 60Ky cewosudinbHoOi cucmemu. Tyxe PIIKO — AU3YPisl, YaCTe CEYOBHMITYCKAHHS;, YaCTOTa HEBijoMa —
3aTpUMKa Cevi.

3azanvHi po3nadu: HEIaCTO — ACTEHIA.

Inue: KOH FOHKTUBIT, CTOMATHT.

3minu nabopamoprux noKasHUKie: Ty>Xe PIIKo — MIIBUINCHHS piBHS alaHiHamiHoTpaHcdepazu (AJIT),
acrapraramiHorpancgepasu (ACT) 1 XonmecTepuHy; 4acToTa HEBiioMa — BIAXWIEHHS BiJ HOPMHU
MOKa3HUKIB ()YHKIIIOHAJTLHUX TECTIB MEYIHKH, IT1IBUIIICHHS PiBHS MPOJAKTUHY B KPOBI.

* 3arocTpeHHs1 CHHAPOMY HECTIOKIHMX HIT y MalieHTIB i3 xBopoOoto [TapkiHcoHa.

Ockinbku Tinogi3 3HAXOAUTHCS 032 TeMaroeHnedaniyauM 6ap’epom, JOMIEPUIOH MOKE CIPUIUMHHUTH
IiABUILIEHHS PIBHS MPOJAKTHHY. Y MOOJMHOKHMX BUIAJKAX TakKa TiMepHpoaKTHHEMIs] MOXe TPU3BOJAUTH
JI0 HEUPOEHJOKPUHHUX MOOTYHUX €(PEKTIB, TAKMX K TaJITAKTOPEs, TIHEKOMACTISI Ta aMEHOPEs.
Y mepiog MOCTMapKETWHTOBOTO 3aCTOCYBaHHS Iperapary BiIMIHHOCTeW y mpodini Oesneku
3aCTOCYBaHHS TIpenapary y JOpPOCIHX 1 JiTed BiA3HAUY€HO HE OyJio, 3a BHHATKOM EKCTpamipamigHuX
pO3MaliB Ta IHIIUX SIBUII, CyJOM 1 30y/)KEHHS, TIOB’S3aHUX 13 IIEHTPATHHOIO HEPBOBOIO CHCTEMOIO, III0
CIIOCTEPIrajaucs MePeBaKHO y JAITEH.
[MoBinoMIeHHS PO MiI03PIOBaHI MOOIYHI peaKirii.
[ToBimomiieHHST PO TOOIYHI peakIlii micast peecTpartii JIKapchKoro 3aco0y mae BaxiuBe 3HavueHHs. Lle
Jla€ 3MOTY TIPOBOJUTH MOHITOPUHI CITIBBIIHOWIECHHS KOPUCTH/PU3UK TPH 3aCTOCYBAaHHI IHOTO
JIKapCchKOTO 3aco0y. Meauyaum Ta (apMareBTUYHUM TpalliBHUKaM, a TAaKOX MaiieHTaM abo IXHIM
3aKOHHMM TIPEJCTaBHUKAM CJiJ TMOBIIOMJISITH TPO BCl BUMAJAKH MiAO3PIOBAHMX IMOOIYHUX pEakIliil Ta
BIJICYTHOCTI €(EKTHBHOCTI JIIKaApChKOTO 3acol0y uepe3 ABTOMATH30BaHy 1H(POpPMAIIMHY CHCTEMY 3
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dapmakonarysaay 3a nocuinanHsaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poxu.

YmoBu 30epiranns.

30epiratu B OpUriHAIBHIN YIAKOBIII ITpH Temreparypi He Buie 25 °C.

30epiraTé y HEIOCTYITHOMY JJISI TITeH MiCIIi.

YnakoBka.
ITo 60 mut a6o 100 M y pmakonax. KoxkeH (prakoH y KapTOHHIHM yHakoBIli pa3oM i3 MipHOIO JIOKKOIO.

Kareropis Binmycky. 3a peentom.

BupooOnuk.
TOB «kKYCYM ®APM».

Micne3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHSA HOro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Bys. Ckpsibina, 54.

Jarta octanHboro neperJsaay. 27.03.2025
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