Ckian

Iif0o4a pedyoBHHa: foMiiepuaoHy mManeatT (domperidone maleate);
1 TabreTka MiCTUTH JOMIOEPUOOHY MaJjieaTy y IepepaxyBaHHi Ha gomnepunoH 30 Mr;

OOIIOMIiZKHI PEYOBHUHU: TaKTO3U MOHOTIApPAT, MOBiOOH, XiHomiHOBUM KOBTUU (E 104),
HaTPilo KpocKapMeno3a, MarHilo cTeapaT, KPeMHil0 HioOKCcHO KOJOImHUM 0e3BOIHUM,
TiIAPOKCUIIPOIIIIMETUII-1IE/II0JI03a, TaJIbK.

JIikapcbKa ¢opMma

TabsieTKu IIPOJIOHTOBAHOI Mil.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: 6i510-3KOBTOT'0 KOJILOPY ABOIIAPOBI, KPYTIIi
TJIOCKi TaGIeTKU 3i CKOIIEeHUMH KpasiMU Ta JIoroTurioM «K» Ha K0BTOMY Iapi
TabJIeTKH.

®dapMaKoTepalneBTHYHA Irpyna
Crtumynsaropu nepuctanbTuku. Kog ATX AO3F A03.
dapMakogHHaMiKa

IloMIIepumoH - aHTAroHiCT HodaMiHy 3 TPOTHUOJIIOBAaIbHUMU BIaCTUBOCTSIMHU.
IToMIlepumoH HE3HAYHOIO MipOI0 IPOHUKAE KPi3b reMaToeHIledaniuaui 6ap'ep.
3acToCyBaHHS OJOMIIEPUAOHY OyXKe PiIKO CyIpPOBOOXKYETHCS €KCTpalipaMigHUMU
MoOiYHUMM [isiMH, 0COOIUBO y JHOPOCIINX, ajle JOMIIEPUAOH CTUMYJIIOE BULIIEHHSA
IIPOJIAaKTHHY 3 rinogisza. Moro mporubiioBanbHa [is, MOXKIJIMBO, 3yMOBJIeHa
MMOEOHaHHAM NTepudepudHol (racTPOKiHETUYHOI) Ail Ta aHTArOHi3MYy [0 PEelenTOoPiB
nodaMiHy y TPUTEepPHiN 30HI XeMOpeLeNnToPiB, 110 3HaXOAUTHCA I103a
reMaToeHIlepanidyHuM Oap’epoM y 3afHil OingHIl (area postrema).

IocmigKeHHS Ha TBapUHaX, a TaKOX HU3bKi KOHIIEHTpAIlii, 1110 BU3HAYaIUCh ¥ MO3KY,
BKa3yIlOTh Ha IlepeBaxkKHO IepudepuyHy Ailo JOMIEpUAOHY Ha pelenTtopu modaMiny.

HocriaKeHHA y JIIOOWHU II0Ka3aJiy, 1110 IIPU 3aCTOCYBaHHI BHYTPILIHBO JOMIIEPUOOH
HigBUIIYE TUCK Y HUXKHIX BifiziaX CTPaBOXO4Y, IIOKpaIye aHTPOOYOLeHaIbHY
MOTOPHUKY Ta IIPUCKOPIOE 3BUIPHEHHA HIJIyHKa. [[lOMIIepUOOH He BIJIMBA€E Ha LIJIYHKOBY
CeKpeli.

dapMaKkoKiHEeTHKA



BcmoxkmysaHH A

IloMIepumoH IIBUAKO abCOpOyETHCS IIPU IepopaibHOMY IIPUMOMI HaATIIE,
MaKCHMaJlbHa KOHIIEHTpallid y IJIa3Mi KPOBi JOCSATra€eThCs IpubIn3Ho yepe3 60
xBUMWH. Hu3bKa abcomoTHa 6iogOCTyIIHICTh IEPOPaJIbHOTO JOMIIEPUOHY (IPHUOIM3HO
15 %) 3ymMOBII€Ha eKCTEHCUBHUM MeTab0J1i3MOM IIE€PIIIOTr0 IPOXOAXKEHHS y CTiHIIl
KHUIIIEeYHUKY Ta y Medidii. Xo4da y 300pPOBUX JIofel 6i0MOCTYIHICTb JOMIEPUOOHY
30iMbIIYETHCSA IPYU IPUUOMI ITiC/IS i, XBOPUM 3i CKapraMu Ha IITyHKOBO-KUITKOBUM
TPAKT CJIig IpuiMaTH goMOepunoH 3a 15-30 XxBUIMH 00 iou. 3HUXKeHa KUCJIOTHICTD
IIJTyHKa 3MeHIIye abcopOilito qoMrepunony. I1pu nepopaibHOMY IPUKMOMIi ITpenapaTty
Imicsis igu MakcuMasibHa abcopO1lis melllo YIOBiIbHIOETHCS, a Ijiola g KpuBoio (AUC)
neiro 30iIbIIyETHCS.

Po3noodin

[Tpu nepopanbHOMY IIPUNOMI IOMIIEPULOH He aKyMYJIIOETLCA 1 He IHAYKY€E BJIaCHUU
00MiH; MaKCUMaJIbHUM piBeHb y miia3Mi KpoBi yepe3 90 xBunuH (21 Hr/Mia) micis
OBOTUXKHEBOTO mepopasibHoro npuiiomy no 30 Mr Ha mo0y OyB MalizkKe TaKUM CaMUM,
SIK micns npuiomy mnepmiol go3u (18 ur/mmn). [Jomnepunon Ha 91-93 % 3B’S3y€E€THCA 3
6inkamMu 1a3Mu KpoBi. [lociifkeHHsS PO3NOLTy AOMIIEPUOOHY, 110 OyIu IpoBeneHi
Ha TBapuHax 3a O0IIOMOIOI0 IIpernapary, MideHOTr0o pafgioaKTUBHUM 130TOIIOM,
IIoKa3aJid Mor0o 3HaYHUU PO3MNOOUI Y TKaHMHAaX, ajle HU3bKy KOHIIEHTpAallilo Y MO3KY. Y
TBApUH HEBEJIMKI KIJIBKOCTI IIpenapaTy IPOHUKAaTh KPi3b IJIalleHTYy.

Memaboaizm

IToMnepuaoH MBUAKO Ta €KCTEHCUBHO MeTalO0JIi3yeThCA y IIeUiHIli MIIAX0M
TiAPOKCHUIIIOBaHHA Ta N-measnkinyBaHH.

BuseoeHHs

BuBemeHHs i3 cedero Ta KaJIOM CTaHOBUTH BiammoBigHO 31 % Ta 66 % Big mepopaiabHOlL
no3u. BupineHHsa npemnapaTy Y He3MiHEHOMY BUTJISIAI CTAHOBUTH HEBEJIUKUM BiICOTOK
(10 % 3 kamoM Ta npubnau3Ho 1 % - i3 ceuelo). [lepion HamiBBUBeOeHHS 3 IIJIa3MU
KPOBI ITicIs MpuUiioMy pa30BoOl IO3U CTAaHOBUTH 7-9 TOOUH y 3TOPOBUX HOOPOBOJIBIIIB,
ajie TOOOBXKEHUU y XBOPUX i3 TSIKKOI0 HUPKOBOIO HETOCTATHICTIO.

IToka3aHHsA
[I71g TIoNerie s CUMIITOMIB HyJOTH Ta OJIIOBaHHS.
IIporunoka3aHHs

Hompua® SR npoTUIIOKa3aHUN:



e XBOPHUM 3i BCTAHOBJIEHOIO ITiIBUIIIEHOI0 YYTJIMBICTIO [0 mpernapaTty abo mo
OOMOMIKHUNX PEYOBUH;

e XBOPUM i3 IIPOIaKTUH-CEKPETOPHOIO MyXJIMHOIO Tinogdi3a (Ipo1akKTUHOMOIO);

e XBOPHUM i3 TSIKKMMU ab0 TOMipHUMU ITOPYIIEeHHSIMHU QyHKIIiI mediHKu Ta/abo
HUPOK (OuB. po3min «OcobIMBOCTI 3aCTOCYBaHHS»);

e XBOPUM 3 BiOMMM ITOIOBXKEHHSM iHTEpPBaJliB CEPIeBOl ITPOBIIHOCTI, 30KpeMa
QTc, xBopUM 3i 3HAaYHUMMU IOPYILIEeHHIMU OallaHCy eleKTPOoIIiTiB abo i3
doHOBUMU XBOpOOaMu ceplisi, TAKUMHU SIK 3aCTiliHa ceplieBa HeJIOCTaTHICTh (OUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHSI»);

e XBOPHUM 3 IIE€YiHKOBOIO HEOOCTATHICTIO;

e SKIIO CTUMYJIAIIS PyX0BOl QYHKIIil ITyHKa MOXKe OyTHu HeOe3e4yHOIo,
HaIlpUKJiaf, IPU IUIYHKOBO-KUIIKOBIM KPOBOTEYi, MexaHiuHill HempoxigHOCTi abo
nepdopaiiii;

e ITPOTUIIOKa3aHe OOHOYACHE 3aCTOCYBaHHS KETOKOHA30Jly, epUTPOMILIMHY abo
iHImIMX cunbHOmirouux iHridiTopis CYP3A4;

e IPOTHUIIOKa3aHe OJHOYAaCHEe 3aCTOCYyBaHHS JTiKapChKUX 3ac00iB, SIKi ITOOOBXKYIOTH
inTepBan QT, Takux K (PpIyKOHaA30JI, EPUTPOMILIMH, iTpAaKOHA30JI, TIepopaIbHUN
KEeTOKOHAa30JI, I0CaKOHa30JI, pPUTOHAaBip, CaKBiHaBip, TelanpeBip, BOPUKOHA30II,
KJIAPUTPOMIIIMH, aMiofapoH, TeJIiTpoMiluH (auB. po3ainu «OcoOIMBOCTI
3aCTOCyBaHHsI» Ta «B3aeMofis 3 iHIIMMM TiKapChbKUMU 3acoO0aMu Ta iHIIN BUOU
B3AEMOIN»).

B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BUIH B3a€EMOIIiH

AHTUXOJIIHEPriyHi IpenapaTu MOXYTh HEUTPaAJli3yBaTh aHTUOUCIIENITUYHY [it0
OOMIIEPUIOHY. Y 3B’3KY 3 (hapMaKoauHaMi4HOI0 Ta/ab0 hpapMaKOKiHETUYHOIO
B3aEMOJISIMU ITIABUIIYETHCSA PU3UK BUHUKHEHHA ITOOoBXeHHA QT-iHTepBany.

He crmig npuiiMaTé aHTallMOHI Ta aHTUCEKPETOPHI MpenapaTy OOHOYAaCHO 3
OOMIIEPUIOHOM, OCKIiTbKM BOHM 3HUXKYIOTh MOT0 6i0MOCTYIIHICTD ITic/s mpuiiomy
BHYTPIIIHBO (OUB. po3minn «OCOBIMBOCTI 3aCTOCYBaHHS»).

IoMmmepunon MeTabomi3yeThcs mepeBaxHo niissxom CYP3A4. 3a maHUMU OOCITiIXKEeHb
in vitro Ta y MIOOWHYM CyIIyTHE 3aCTOCYyBaHHS JIiIKapChKUX 3ac00iB, III0 3HAUHUM YUHOM
NPUTHIYYIOTSH 1Iel PepMEeHT, MOXKe IPU3BECTU A0 IMiABUIIEHHS PIBHSI JOMIIEPULOHY Y
ja3Mi KpoBi.

[Tpu 3acTOCyBaHHI JOMIIEPUIOOHY CYIIyTHHO i3 MOTyXHUMM iHTiOiTOpamu CYP3A4,
30aTHUMU IIONOBXKYyBaTu iHTepBan QT, criocTepiranucs KIIiHIYHO 3HAYYIII 3MiHU
inTepBany QT. ToMy 3aCTOCyBaHHSA OOMIEPUNOHY 3 IIEBHUMU IIperapaTaMu
OpoTuliokalaHe (OuB. po3min «IIpoTUIIOKa3aHHSI»).



CynyTHE 3aCTOCYBaHHS HUXK4Ye3a3HauyeHUX JIiIKapChKUX 3acob6iB pa3oMm 3
OOMIIEPUOOHOM IIPOTUIIOKA3aHe.

Yci nmikapcheKi 3acobu, sIKi MomoBxKYyIOTh iHTepBan QT:

e QHTHMAPUTMIiUHI ITpenapaTu Kinacy [A (Hanpukiapn, gu3onipaMif, XiHiguH,
rigpoxiHigouH);

e aHTHAPHUTMIiUHI nTpernapaTtu Knacy Il (Hanpuknag, amiogapoH, goheTumIim,
OPOHeImapoH, iOyTumia, coranoin);

e IesIKi HeUPOJIENTUYHI npemnapaTu (Hampukiaag, raJonepuaosl, IiMo3um,
CEePTUHOO0I);

e IesKi aHTHUOEeNpecaHTH (HallpuKiag, UTalolIpaM, ecluTaaonpaM);

e NesKi aHTuOiOTUKY (HallpuKJIamd, JIeBoGIOKCAIIuH, MOKCHU(IIOKCAIINH,
€PUTPOMILIUH, COipaMillvH);

e NesiKi MpOTUTPUOKOBi MpernapaTy (HalpuKiIaj, IeHTaMiTuH);

e [esKi IpOTUMAaIAPiNHI IpenapaTy (HallpuKiam, rajJodpaHTid, moMedaHTPiH);

e [esKi IIJTIYyHKOBO-KHUIIIKOBI IIpenapaTy (HaopuKiah, Hu3alpu, JoJIaceTpoH,
IpyKaJoIIpun);

e IesKi aHTUTICTaMiHHI ITpenapaTy (HaopUKian, MeKiTa3uH, Mi30IaCTUH);

e IesKi IIpemnapaTy, 110 3aCTOCOBYIOTHCSA IIPU OHKOJIOTIYHUX 3aXBOPIOBAHHAX
(mammpukinazn, TopeMideH, BaHOeTaHi0, BiIHKaMiH);

e MesKi iHII mpenapaTy (Halrpukiam, Oermpuouil, MeTamoH, gudeMaHin).

[Tpu ogHOYaCHOMY IIepopalbHOMY 3aCTOCYBaHHI KETOKOHA30J1y ab0 epUTPOMIIIUHY in
vivo OyJio migTBEpPOKEHO, III0 IIi MpellapaTy 3HaYHUM YMHOM NPUTHIYYIOTh
ImpecucTeMHUM MeTaboniaM gomMnepuaony, onocepenkoauuit CYP3A4. Ilpu
CYIyTHbOMY 3acTocyBaHHi 10 M moMIiepugoHy nepopanbHo 4 pa3u Ha moby ta 200 mr
KEeTOKOHAa30JIy IIepopabHO 2 pa3u Ha mo0y B Iepiod cnocTepexkeHHs OyII0 Bif3HAYEeHO
nopoBxeHH4 iHTepBany QTc B cepegHboMy Ha 9,8 MceK; OKpeMi 3Ha4YeHHS
KonuBanucs Big 1,2 go 17,5 Mmcek. Ilpu cynyTHbOMy 3acTocyBaHHiI 10 MI moMIepugoRy
4 pa3u Ha goOy Ta 500 Mr epuTpOMIlIMHY epopasibHO 3 pa3u Ha o0y iHTepBan QTc y
Iepiofn CIIOCTePEeKEHHS IIOOOBXKYBaBCS B cepedHboMY Ha 9,9 Mcek, iHTepBaJl OKpeMUX
3Ha4YeHb CTaHOBUB Bix 1,6 0o 14,3 Mcek. PiBHOBaxHi 3HaYyeHHs Cmax i AUC
OOMIIEPUIOHY 3POCTAJIM IMIPUOIU3HO BTPUUI ¥ KOKHOMY 3 ITUX IOCIiIXKEeHb B3a€MOIII.
BHeCOK migBHUIlleHUX MJIa3MOBUX KOHIIEHTpAaIlill JOMIIEPUAOHY Ha CIIOCTEPEeXKyBaHUU
edekT Ha QTc HeBigoMU. Y IIUX OOCHIAXKEHHSIX Y BUMTAOKy MOHOTEpaIil
pomnepunoHoM (10 mr nepopanbHO 4 pa3u Ha mo0y) iHTepBan QTc mogoBXKyBaBCS B
cepegHboMy Ha 1,6 Mcek (DocimiaKeHHsI KeTOKOHa30J1y) Ta 2,5 MCeK (OOCiaXKeHH
€PUTPOMIIIUHY), B TOM YacC K 3aCTOCyBaHHS JIUIlle KeTOKOHa30my (200 Mr 2 pa3u Ha
no0y) abo eputpowmituHy (500 Mr 3 pa3u Ha mo0y) IPU3BOAUIIO OO0 30iNbIIEeHHS
iHTepBany QTc y nepiop crioctepexxeHHq Ha 3,8 Ta 4,9 MCeK BiAIIOBIOHO.



Y 3B’s13KYy 3 hapMakoguHaMiyHOK Ta/ab0 hapMaKOKiHETUYHOIO B3aEMOOIIMU
MiOBUINYETHCS PU3UK BUHUKHEHHSA NONOBXKeHHA QT-iHTepBaiy.

[Mpuknagamu cuibHUX iHridiTopiB CYP3A4, 3 sKMMU He PEKOMEHI0BaHO
3actocoByBaTu Hompug® SR:

e a30JIbHiI MPOTUTPUOKOBI IIpenapaTu, Taki IK QIyKOHa30JT*, iTpaKoOHAa307I,
KEeTOKOHAa30/I* i BOpUKOHA301T¥;

e MaKpOJIigHi aHTHOIOTUKY, TaKi AK KJIapUTPOMILIUH* i epUTPOMILIUH*;

e iHTiOiTOPU IIpOTEa3y;

e inribiTopu BIJI-mpoTea3u, Taki IK aMOpeHaBip, aTa3aHaBip, pocaMipeHasip,
iHOUHAaBip, HendiHaBip, pUTOHABIP i CaKBiHAaBIpP;

e AHTATOHICTU KaJbllif0, TakKi AK AUJITia3eM 1 BeparnaMi;

e aMiomapoH*;

e aMpeEIIiTaHT;

e Heda30/0H;

e TEIITPOMILIMH*,

*- IponoHTyIOTh iHTepBanl QTc.
OmHo4YacHe 3aCTOCYBaHHS HACTYIIHUX PEYOBUH BUMarae 00epexkHOCTi.

OGepexKHO 3aCTOCOBYBATH 3 IMpelapaTaMu, 0 CIPUYNHSAIOTh OpamguKapmiio i
rirnokasniemiro, a TaKOX 13 HaCTYIIHUMU MaKpOoJIifaMu, 110 MOXKYTh CIIPUYUHATU
nomoBXKeHH iHTepBany QT: a3uTPOMILIMH i POKCUTPOMIIIMH (KJIapUTPOMILIMH
IMPOTUIIOKAa3aHO, OCKIIbKHU I1e - MOTYyKHUM iHridiTop CYP3A4).

Cnin 3 00epeXkHiCTI0O 3aCTOCOBYBaTH AOMIIEPULOH CYIYTHBO 3 MOTYKHUMU
inribiTopamu CYP3A4, siKi He CIPUYUHSIMN NOJ0BXKEHb iHTepBany QT, TaKuMu siK
iHOMHAaBIP, i 3a mallieHTaMu CJIig MUJIbHO HarIsOaTH Ha BUIMAM0K IIOSIBU O3HAK abo
CUMIITOMIiB HeOazkaHUX PeaKIlii.

BuiienaBeneHui nepesik € pernpe3eHTaTUBHUM, ajie He € BUYEPITHUM.

HoMmpua® SR MoxXKHa MOeEOHYBaATH 3:

e HEUPOJIEIITUKaMMU, [il0 IKUX BiH IIOCHUJIIOE;

e modaMiHepriyHUMU aroHicraMu (6pOMOKPUIITUHOM, L-gomoro), HebaxaHi
nepudepuyHi Oil SKUX, Taki K MOPYIIeHHS TPaBJIeHHS, HYOoTy, OJTI0OBaHHS, BiH
MpurHiuye 60e3 HeuTpai3allil OCHOBHUX BJIaCTUBOCTEMN.



OCKIiNbKY OOMIIEPUOOH YMHUTH IIPOKIHETUYHY [il0 Ha UIJIYyHOK, TEOPETUYHO 1Ie MOXKe
BIJIMBATU Ha BCMOKTYBaHHS I1epOpaJIbHUX IIpelaparis, 110 3aCTOCOBYIOTLCS CYIIYTHEO,
30KpeMa Ha JIiKkapchKi (GOpPMU IPOJIOHTOBAHOI'0 BUBIIbHEHHSI a00 KUIITKOBOPO3YMHHI.
OpHak y ImallieHTiB, CTaH SKUX BXKe cTabisidyBaBCs Ha TJIi 3aCTOCYBaHHS OUTOKCUHY
abo mapalieTaMoJly, CyIIlyTHE 3aCTOCYBaHHS JOMIIEPUAOHY He BIJIMBAJIO Ha PiBHI ITUX
IIpernapariB y KPOBI.

Oco006/1MBOCTi 3aCTOCYBaHHS

Hompun® SR He peKOMeHOYy€eThCA 3aCTOCOBYBaTHU IIPU 3aXUTyBaHHI.

OoMpun® SR criifg 3acTOoCOBYyBaTH 3 00€peXKHICTIO IMalliEHTaM JIiTHBOTO BiKy abo
MalieHTaM 3 HassBHUMU 3aXBOPIOBAHHSIMHU cepllsi abo i3 3aXBOPIOBAaHHSIMU CEPIIS B
aHaMHe3l.

CepueBo-cynuHHi epekTu. [fJoMmepunoH OyB OB I3aHUM 3 ITPOJIOHTALIIE€I0 iHTEpPBay
QT ma EKI'. ITig yac moCcTMapKEeTHUHIOBOT'O CIIOCTEPEXKEHHS CIIOCTEPIrajnucs nyxe
pimkicHi Bunagku nposionraiii QT Ta TpinoTiHHSA-MEePEeXTiHHS IIIYHOYKIiB y MalIli€HTIB,
SIKi mpuiiManu momnepumoH. Lli moBimomMneHHS BKIIIOYasau iHGopMallito IIpo MallieHTiB 3
IHIIMMU HECNIPUSATIMBAMUA YHMHHUKaMU PU3UKY, €JIEKTPOJIITHUMU MOPYILIEeHHSAMU Ta
CYIIYTHBOIO Tepalli€lo, IKi MOXKYTb OyTu cripusiTiuBuMu pakTopamu. [IomoBKeHHS
inTepBany QT, sike criocTepiranu y 3gOopoBUX 0CiO ITpHU 3aCTOCYyBaHHI HUMU
OOMIIEPHUAOHY 3TifHO 3 PEKOMEHOOBaHUM PEXKMUMOM A03YBAaHHS y 3BUUAUHUX
TepaneBTUYHUX mo3ax (1mo 10 abo 20 mr 4 pa3u Ha OeHb), He MaJlo KITiHIYHOTO
3HAYEeHHS.

3acTtepexkeHHs. [JoMIIepuOoOH CIIig 3 00epeXKHiCTI0 3aCTOCOBYBATH IAlliEHTaM 3
JIETKUMHU MMOPYIIEeHHSIMHU QYHKIII1 MeYiHKu Ta/a60 HUPOK.

Yepes migBuIIeHNN PU3UK NITYyHOYKOBO1 aputMil omMpun® SR He peKOMEeHAYEThCS
3aCTOCOBYBATH MalliEHTaM i3 MIOOBXKEHHSIM iHTepBaJliB cepIiieBol IIPOBIAHOCTI,
3okpeMa QTc, naiieHTaM 3i 3HAUHUMU IIOPYIIEeHHSIMHU OalaHCy eJIeKTPOJIiTiB
(rimokanieMiero, rimepkaniemieio, rimomartaiemiero) abo 6pagukapmicio, abo maiieHTaM
i3 poHOBUMU XBOpOOaAMU CepPIisi, TAKMMU SIK 3aCTiliHa cepiieBa HeJOCTaTHiCTh. Bimomo,
I1I0 ITOPYIIIeHHST OalaHCy eeKTPOJIiTiB (rimokanmieMis, rimepkanieMisi, rimomaruiemis)
Ta OpamuKaphis € cTaHaMH, 110 MiABUIIYIOTh TPOAPUTMOTE€HHUN PU3UK.

Y Bumapgky mosiBu o3HakK abo CUMIITOMIB, III0 MOXKYTh OyTH IIOB’sI3aHi i3 cepiieBoio
apuUTMi€l0, 3aCcTOCyBaHHS npemnapaty [JoMpuag® SR nmoTpiOHO NIPUIIMHUTH, a NaIliEHTY
CJIiI HeTauHO IIPOKOHCYJIbTYBATUCH 3 TiKapeM.

[MopymenHs QyHKIII HUPOK. [lepion HamiBBUBEOEHHS JOMIIEPUAOHY IPU TIAKKOMY
MopyuIeHHi QyHKIII HUPOK MoaoBXKeHul. [Ipu TpuBasoMy 3aCTOCyBaHHI 4aCTOTY



0O3YBaHHS OOMIIEPUIOHY CIIil 3MEHIIUTH A0 OOHOro abo OBOX pa3iB Ha f0o0y 3a1eKHO
Bif TSI2KKOCTI mopyireHHs. TaKoX MOXKe BUHUKHYTHU IToTpeba y 3HUKEHHI NOo3H.

AHTanunHi abo aHTUCEKPETOPHI ITperapaT He CIi MpuiiMaTy OOHOYaCHO 3
npemnapaTtoM [JoMmpun® SR, oCKinbKyu BOHU 3HUKYIOTH ITepOpalbHy 0i0OOCTYIIHICTD
OOMIIEPUOOHY (OUB. Po3nin «B3aemopis 3 iHIMUMU JTiKapChbKUMHU 3acobaMu Ta iHIII
BUOM B3aeMopin»). IIpu cymicHOMY 3acTocyBaHHI npenapat JoMmpug® SR crig
MIPUNMAaTH Iepeq iXKelo, a aHTaluaHi abo aHTUCEeKPETOPHi ImpernapaTH - ITicis igu.

3acTocyBaHHS 3 KETOKOHA30JIOM. Y OOCIiAXKEHHSIX B3a€MO[il 3 mepopalbHOI0 GOpMOI0
KEeTOKOHAa30J1y Bifg3Hayasiochk nonoBxkeHHd QT-inTepBany. Xoya 3Ha4YE€HHS LILOTO
OOCITimKEeHHS YiTKO He BCTAaHOBJIEHO, CIii 00paTu allbTepPHATHUBHE JTiKyBaHHS, SIKIIIO
IIOKa3aHa IMPOTUTPUOKOBa Tepallisi KETOKOHa30JI0M (OuUB. po3[in «B3aemMomis 3 iHITUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIM BUOM B3aEMOIiN»).

Crnig BpaxoByBaTH HACTYIIHY iH(OpPMaIlilo CTOCOBHO PU3UKY PO3BUTKY YCKIIagHEHD
CepIeBO-CYOIUHHUX 3aXBOPIOBaHb, 3yMOBJIEHUX JIiIKAPChKUMM 3aco0aMu, 10 MiCTSATh
OOMIIEPUOOH:

e JlesKi emigeMiosIOTiuHI OOCHIAXKEeHHS IToKa3allu, 110 JOMIIEPUOOH MOXKe
aCoIliIOBATUCS 3 MiABUIIIEHUM PU3UKOM TSXKKUX HIJTYHOUYKOBUX apUTMik abo
panToBOl CEPIIEBOI CMEPTI.

e PU3UK CepioO3HUX IIJIYHOYKOBUX apUTMill a00 panToOBOi cepiieBoi cMepTi Moxke
OyTHu BUIIIMM Yy IallieHTiB BikoM Big 60 pokiB abo Impu mepopanbHOMY
3acToCyBaHHi 103 npemnapaty Oinbire 30 Mr Ha mo0y. ToMy ciif 3 060epPekHiICTIO
3actocoByBaTu [JoMmpuag® SR mailieHTaM JIiTHBOTO BiKy. IlarienTaMm BikoM Bifg 60
POKiB nepen npuitoMoM mpernapaty HoMpun® SR ciiif IpOKOHCYIbTYyBaTUCH 3
JIiKapeM.

[ToMIIepUOOH CJIif MpHU3HAaYaTH JOPOCJIMM Ta OIiTAM Y HaMHUKYil epeKTHUBHIN 03i.
CriBBiHHOILIIEHHS PU3UKY Ta KOPUCTLI 3aCTOCYBaHHSA OOMIIEPUOOHY 3aJ/IUILAETHCSI
CIIPUSATIIMBUM.

fxuio y naiieHTa BCTAHOBJIEHO HENIEPEHOCUMICTh OesAKUX ILYKPIB, CIIif
ITPOKOHCYNILTYBaTUCSA 3 JIiKapeM, MePII HiXK MpuiMaTH 11e JIiKkapCchbKui 3acio,
OCKIJIbKUY IIpenapaT MiCTUTH JIAaKTO3Y.

3maTHICTH BIUITMBATH Ha IMBUIKICTH peakiIlii NIpH KepyBaHHI aBTOTPaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

BpaxoByrouu nobiuHi mii 3 60Ky HEPBOBOI CUCTEMH, IallieHTaM HeoOXimHo OyTu
YBaXXHUMHU IIPU KePyBaHHi aBTOTPaHCIOPTOM abo poOOTi 3 iHIMMMHU MexXaHi3MaMHU.



3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

IMaHi 11000 TOCTMapKETUHIOBOT'O 3aCTOCYBaHHSA OOMIIEPUOOHY BariTHUM XKIiHKaM
ob6mexeHi. Tomy JompunO SR y nepion BariTHOCTI CiIif Ipu3HadaTH JIUIIe TOAi, KO,
Ha OyMKY JIiKaps, O4iKyBaHUM ITIO3UTUBHUY e(PEKT OJid MaTepi IepeBUIIYyE
NOTEHILINHUN PU3UK OJIS I1JI01a.

KipKiCTE JOMIIEPUOHY, AKa MOXKe IIOTPAllUTU B OPraHi3M HEMOBJIATH Yepe3 IpygHe
MOJIOKO, Ha[i3BU4YalHO HHU3bKa. MakcuMabHa BifHOCHAa fo03a ajid HeMOBJAT (%)
OLIIHIOETHCS Ha piBHI 61u3bK0o 0,1 % Bim mo3wu myIst MaTepi 3 MOIPaBKOIO Ha Macy Tina.
HesBigmomo, 4y BiH MIKOOUTH HEMOBJISATI, TOMY MaTepsaM, IKi IPUUMaIOTh ,]:[OMpI/IJIO SR,
BapTO YTPUMATHUCS Bif romyBaHHS rpyanio. ITicns ekcmo3uilii B pe3ynbTarTi
IMPOHVWKHEHHS IIpenapaTry y TPyaHe MOJIOKO He MOXHa BHUKITIOUUTH MOSABY NOOIiYHUX
e(dekTiB, 30KpeMa KappaionoriyHux edekTiB. Ciig IposBIsATH 00epeXHICTh V¥ pa3i
HasIBHOCTI YMHHUKIB PU3UKY NOAOBXKeHHS iHTepBany QTc y miTe#, siki mepeOyBaloTh Ha
rPyOHOMY T'OLYBaHHI.

Cmocid 3acTocyBaHHsI Ta 03U

[7151 moJieTIIeHHsT CUMIITOMIB HyIOTH Ta O/JIIOBaHHS.
Iopocii. 1 Tabnetka 1 pa3 Ha go0Oy 3a 15-30 XBUIUH [0 iOu.
TpuBasicTh JIiKyBaHHS He IIOBUHHA IIepeBUIllyBaTU 1 TUXKIEHD.

MaxkcuMaJsibHa 0o0oBa go3a IpenapaTry CTaHOBUTH 30 MT.
itk

[iTssM mperapaT 3aCTOCOBYBaTH B iHIIIN TiKapChKil GopmMi.
Ilepeno3yBaHHsA

Cumnmomu. CuMOTOMaMu IIePeI0o3yBaHHsI MOXKYTb OyTH aXkKuTallisi, TOPYIIEeHHS
CBiOMOCTi, CymOMU, COHJIMBICTh, Ie30PIi€EHTALIisI Ta €eKCTpallipaMiiHi peaxkiiii,
0COOJIBO V HOiTeu.

JlikyeaHHsa. Cnenmn@pidyHOro aHTUOO0TY JOMIIEPHUOOHY HEMAE, ajle y BUMAAKy 3HAYHOTO
nepeno3yBaHHS PEKOMEHIOOBaHO IIPOMUBAHHSA LMIIYHKY NPOTATOM 1 TOOWHU IIiCIIs
IpUUOMYy IIpenapaTry Ta 3aCTOCyBaHHSI aKTUBOBAHOI'O BYTUUIJISL, & TAKOXK MUJIbHUU
Hars[ 3a HDalliEHTOM Ta MigTpuMyloda Tepamisd. AHTUXOJIIHEPTiYHi TpenapaTu, 3acobu
071 IiKyBaHHS XBopoOu [lapkiHCOHa MOXKYTh OyTU e(heKTUBHUMMU [JI1 KOHTPOIIIO
eKCTpalipaMigHUX peakIii.



IToOiuHi peakmii

3a yMOBU OJOTPUMaHHS PeKOMeHOalliil 3 JO3yBaHHS Ta TPUBAJIOCTI JIiKyBaHHA
OOMIIEPUIOH 3a3BUYal IIepPeHOCUThCSA Hobpe i HebaxKaHi ABUIla BUHUKAIOTh HEYaCTO.

3 60Ky iMyHHOI cucmemu: anepriuHi peakirii, BKIo4awouu aHadimakciio,
aHa(iTaKTUYHUU IIOK, TiIepyYyTIUBICTb.

3 60Ky eHOOKPUHHOI cucmeMu: TIigBUIIIEHHS PiBHSA TPOJIaKTUHY.

ITcuxiuHi po3saadu: HEPBO3HICTh, PO3APATOBAHICTD, 30yIXKEHHS, Jenpecis,
TPUBOXKHICTh, 3HMKEHHS ab0 BiiCyTHICTH J1ibizo.

3 60Ky Hepsosoi cucmemu: eKCcTpalipaMinHi po3nanu, 6e3COHHS, 3allaMOPOYEHHS,
cIpara, CyioMu, MJISIBiCTh, TOJIOBHUM 0iNlb, COHJIMBICTb, aKaTU3is.

3 60Ky cepueso-cyOuHHOI cucmemu: HaOPSK, BiGUyTTsI CEePLeOUTTS, MOPYIIIEHHS
4acTOTH Ta PUTMY CepPLIeBUX CKOPOYEeHb, IOJOBKeHHA iHTepBany QT, cepiio3Hi
IIJTYHKOBi apyUTMil, IIITYHOYKOBi apuTMil Ha 3pa30kK «torsade de pointes», panTtoBa
cepieBa CMEpPTh.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: CYXiCTh V POTi, KOPOTKOYACHI KUIITKOBI
CIla3MH, Jiapesi, raCTPOiHTEeCTHUHAJIbHI PO3JIagu, BKIOYa0UYd abgoMiHaIbHUM Oiflb,
peryprirarito, 3MiHy aleTuTy, HygoTy, IIe4ito, 3amop.

3 60Ky opeaaHie 30py: OKYIOTipHi KPpU3MU.

3 60Ky wKipu ma niOwWKIpHUX MKAHUH: cCBepOixkK, BUCUIIAHHS, KPOITUB'sTHKA,
aHTiOHEBPOTUYHUN HaOpSK.

3 60Ky penpodyKkmueHOi cucmemu ma MO/104YHUX 3a/103: TalaKTopes, 30iIbIlIeHH S
MOJIOYHUX 3aJI03/TiHEKOMAaCTisA, YyTIUBICTh MOJIOYHUX 3aJ103, BUMIJIEHHS 3 MOJIOYHUX
3a/103, aMeHopesi, HaOpsK MOJIOYHUX 3asi03, 0ifb y OiJITHII MOJIOYHUX 3asi03,
MOPYILIEHHS JIaKTallil, HeperylIsapHUUA MeHCTPYaJIbHUMN IIUKII.

3 60Ky onopHoO-pyxo80i cucmemMu ma cnoAy4yHoi mKkaHuHu: Oillb y HOTaX.

3 60Ky ceuyosulinbHOI cucmemu: 3aTPUMKa Ccedi, AU3ypisi, YacTe CEYOBUIYCKAHHSI.
3azanvHi po3aadu: acTeHis.

IHwe: KOH'IOHKTHUBIT, CTOMaTUT.

3MiHu nmabopaTOpHUX MOKA3HUKIB: BiIXUIEHHS Big HOPMU MOKa3HUKIB
byHKIIIOHATBPHUX TECTIiB nevinku, migBuiieHHsa piBasg AJIT, ACT i xonecTepuny,
MiOBUIlEHHS PiBHS IIPOJIAKTUHY B KPOBI.



Ockinbku rinodi3 3HaXOOUTHCS I103a reMaToeHIledaTiyHuM 6ap’epoM, TOMIIEPUIOH
MOXK€e COPUYMHUTH MMiOBUILEHHS PiBHS INPOJIAKTUHY. Y IOOOMHOKUX BUIIaJKaxX TaKa
rinepnposiakTUHEMis MOKe IPU3BOOUTHU OO0 HEMPOEHIOKPUHHUX ITO0IYHUX e(EKTIB,
TaKuX SK rajakTopesi, TiHeKOMacTisd Ta aMeHopes.

Y nepion mocTMapKeTHHTOBOTO 3aCTOCYBaHHS MpelapaTy BigMiHHOCTEN y mmpoditi
0e31eKu 3aCTOCYBaHHS IIpenapaTy y JOPOCINX Ta [OiTed Bim3HaueHo He OyII0, 3a
BUHSTKOM eKCTpallipaMiTHUX po3JIafiB Ta iHINX SBUII, CyOOM i 30yIXKEeHHS,
IIOB’sI3aHUX 13 LIEHTPaJIbHOI HEPBOBOIO CUCTEMOIO, 110 CIIOCTEpPIrajucs mepeBaxHo y
miTen.

TepMmin npuagaTHOCTI
2 POKH.
VYMoBH 30epiranus

30epiraTu nipu Temnepartypi He Buile 25 °C B OpUTiHaIbHIA YIIaKOBIIi.

30epiraTtu y HeQOCTYIIHOMY [JIsI OiTeM Miclii.

YnakoBka

ITo 10 TabneTok y 6micTepi. [To 3 OmicTepu y KapTOHHIM yIIaKOBIIi.
KaTteropis Bignycky

3a penemnTomMm.

BupoOHUK

TOB «KYCYM ©OAPM>».

Micie3Haxo/dKeHHsI BHUPOOHHKA Ta HOro aJgpeca MicIisi IpoBaJaXKeHHSI
IisIITBHOCTI

40020, Ykpaina, Cymcbka o6macts, M. Cymu, Byn. Ckpsabina, 54.
[Ixepeso iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTOo mkepesia — [lepKaBHOTO PEECTPY

JIIKapCbKUX 3aCc00iB YKpalHH.
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