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Cknao:

Oioua peuosuna. noMuepuaony maieat (domperidone maleate);

1 TabneTka MIiCTUTh JOMIIEPUIOHY MasieaTy y epepaxyBaHHi Ha gomnepuaoH 30 Mmr;

O0ONOMIDICHI pewosuHu. JIAKTO3W MOHOTIIpAT, IOBiMOH, XiHOMiHOBUU koBTmid (E 104), HaTpiro
KpOCKapMesio3a, MarHiro cTeapar, KPEeMHIIO JIOKCHJ KOJOIMHMHA O€3BOJHUN, T1APOKCHIIPONIIMETHII-
IEJTI0TI032, TaJbK.

Jlikapcbka gopma. TabneTku MpoIOHrOBaHOT il
OcHnosni @isuxo-ximiuni enacmueocmi: O110-)KOBTOTO KOJHOPY IBOIIAPOBI, KPYIJIi IJIOCKI TabNeTKH 31
CKOIIICHUMH KpasiMu Ta JIOroTUIioM «K» Ha )KOBTOMY miapi TaOJIeTKH.

dapmaxkorepaneBTu4yHa rpyna. Crumynaropu nepucrainbtuku. Kog ATX AO3F A03.

Dapmakonoziuni e1acmusocmi.

Dapmarxoouramixa.

JloMnepuioH — aHTaroHicT nodaMiHy 3 MPOTHOIIOBATEHUMH BIACTHBOCTIMH. J[OMIIEpHIOH HE3HAYHOIO
MIpOI0 TPOHUKAE Kpi3b remaroeHuedantiunuii 6ap’ep. 3acTocyBaHHS JOMIIEPHIOHY JyXKe PIIKO
CYNPOBOKYETHCSA €KCTpAIipaMiIHUMHU TOOIYHUMHU €PEeKTaMH, OCOOJIMBO y JOPOCIUX, ajie JOMIEPHUI0H
CTHMYIIOE BHJIEHHS TpPONAKTHHY 3 Timogiza. Moro mpoTu6mioBambHA [is, MOXIMBO, 3yMOBJIEHA
MOETHAHHAM TnepudepruHoi (racTpOKIHETMYHOI) [Jii Ta aHTaroHi3aMy /0 peuenTopiB AodaMmiHy Yy
TPUrepHil 30HI XEMOpPELEeNTOpiB, IO 3HAXOAUTHCSA 1032 remaroeHuedamiyHuM Oap’epoM y 3ajaHii
JinsHI (area postrema).

JlocnipKeHHsT Ha TBapUHaX, a TaKOX HHU3bKI KOHIEHTpalii, 10 BU3HAYAJIUCh Y MO3KY, BKa3ylTh Ha
MepEeBaKHO NMepudepuyHy Jit0 JOMIIEPUAOHY Ha peLentopu AohamMiny.

JlocImipKeHHs TOKa3aly, 10 Y JIIOJIMHH MPH MepopabHOMY 3aCTOCYBaHH1 JOMIEPUAOH MiIBUIILYE TUCK Y
HIKHIX BIJJIJIaX CTPAaBOXOMY, MOKpAIy€e€ aHTPOAYOJI€HAIbHY MOTOPUKY Ta HPUCKOPIOE BUBLIBHEHHS
HUTyHKa. JlOMIIepuI0H He BIUTUBAE HA IUTYHKOBY CEKpELIilo.

Dapmarokinemuxa.

Bcmokmyeanns.

JloMIiepu10H MIBUAKO aOCOpPOYETHCS IPU NMEPOPATILHOMY MPUHOMI HATIe, MaKCUMaJIbHAa KOHIIEHTpPALlis Y
Ia3Mi  KpoBi Jocsraerbes mpubnm3Ho uepe3 60 xBwinH. Hwusbka aOcomroTHa 610J0CTYINHICT
MepopaIbHOTO JOoMIEpHIoHy (mpubau3Ho 15 %) 3yMOBJIEHa €KCTEHCHBHUM METa0OJIi3MOM TEPIIIOTO
NPOXO/KEHHS Yy CTIHII KHIIEYHHMKAa Ta B TMeYiHLl. Xo4a Yy 3J0pOBUX Jrojaed O10J0CTYNHICTh
JOMIIEPUIOHY 3O1IBIIYETHCS MPH MPHUHOMI MICHA iAW, XBOPUM 31 cKaprami IITYHKOBO-KHIIKOBOTO
XapakTepy ciia mnpuiimMatu gommnepusoH 3a 15-30 XBUAMH 10 iau. 3HMXKEHAa KHCIOTHICTh INUTYHKA
3MeHIIye abcopOIito JOMIEPUIOHY. bl0IOCTYHICTh MPH MEepOpaIbHOMY 3aCTOCYBaHHI 3HIDKYETHCS TIPH
OJTHOYACHOMY MpPHUHOMI IIMMETHANHY Ta HaTpito OikapOoHary. [Ipu nepopaibHOMY NpHiioMi JiKapChKOTO
3aco0y micys imM MakcuManbHa a0copOlist A0 YIOBUILHIOEThCS, a Tuioma mix kpuBoto (AUC) nemio
M1 IBUIITY€ThCSI.



Posnooin.

[Ipu mepopambHOMY TpUHOMI IOMIEPUAOH HE aKyMYJIIOEThCA 1 HE IHAYKYE BJIacHUH OOMiH;
MaKCUMaJIbHUH piBeHb y IU1a3Mi KpoBi uepe3 90 xBuiuH (21 HIr/Mi) micas JBOTHKHEBOTO MEPOPATBHOTO
npuiiomy o 30 Mr Ha n00y OyB MaiKe TakMM CaMHUM, K MICis npuioMy mepmoi go3u (18 Hr/mum).
Homnepunon Ha 91-93 % 3B’s13yeThest 3 OUTKaMu T1a3MHU KpoBi. JlOCIiPKEHHS PO3MOIUTY JOMIIEPHIOHY,
mo Oyiau TPOBEICHI Ha TBapWHAX 3a JIOMOMOTOI0 JIKApCHKOTO 3aco0y, MIYEHOro paji0aKTUBHUM
130TONOM, TIOKa3aau HOro 3HAYHUK PO3MO/ALT Yy TKAHWHAX, aJie HU3bKY KOHIIGHTPALII0 B MO3KY. Y TBapuH
HEBEJIMKi KUTBKOCTI JIIKApChKOT0 3aC00y MPOHHUKAIOTH KPi3b IJIAIEHTY.

Memabonizm.

JloMIepuIoH IBUIKO Ta €KCTCHCUBHO METaOONI3Y€eThCS y MEUiHI IUIIXOM rigpokcuiatoBaHHS Ta N-
JICANTK1TyBaHHS.

JocnimkenHs: metaboi3my in VItro 3 giarHocTHYHUMH iHribiTopamu nokazanu, mo CYP3A4 e ronoBHOO
dbopmoro murtoxpomy P450, 3amyuenoro mo N-peankimyBanas gomnepunony, a CYP3A4, CYP1A2 Ta
CYP2EI GepyTb yuacTb B apOMaTUYHOMY T'1IPOKCHITIOBaHHI JJOMIEPUAOHY.

Buseoenns.

BuBeneHHs 13 cedero Ta KaJloM CTaHOBUTH BiAMOBiaHO 31 % Ta 66 % Bix nepopanbHOi 103u. BunineHus
JKapChKOTO 3aco0y B HE3MIHEHOMY BHIVISI/II CTAaHOBUTH HeBenukuil BiacoTok (10 % 3 kamom Ta
npubmu3Ho 1 % — i3 ceuero). Ilepion HamiBBHUBENEHHS 3 TUIa3MHU KPOBI IICIS MPHIOMY pPa3oBOi J03H
CTaHOBUTH 7-9 TOAMH Yy 30POBUX JOOPOBOIIBIIIB, alie MOJAOBKYETHCS Yy XBOPHUX 13 TSKKOIO HUPKOBOIO
HE/IOCTaTHICTIO.

Kuiniuni xapakrepucTuku.
Ilokaszannsa.
JI71st TTOJeTIeHHs] CHMITOMIB HYZIOTH Ta OJIFOBaHHSI.

Ilpomunoka3zanns.

Jompun® SR npoTunokasanuii:

- XBOPUM 31 BCTAHOBJICHOIO MIiJABUIICHOI YYTIUBICTIO N0 AiF0Y0i a00 JIO JOMOMIKHHX PEYOBUH
JKapchKOTo 3aco0y;

- XBOPHM 13 MPOJAKTHH-CEKPETOPHOIO MYXJIMHOIO Tirmodi3a (MpoIaKTHHOMOIO);

- XBOpUM 13 TSDKKMMH a00 MOMIpPHUMH TOPYLIEHHSAMH (QYHKLII neuyiHku (auB. po3aul «OcobauBocTi
3aCTOCYBaHHS»);

- XBOPMM 3 BIJIOMMM IIOJIOBKEHHSIM IHTEpBaliB CepLeBOi MpoBigHOCTI, 30kpema QTc, xBopum 3i
3HAYHUMH TOPYIICHHSIMH OallaHCy eJNEeKTPOJITIB a0o 13 (oHOBHUMM XBOpoOaMu cCepIlsi, TaKUMH SIK
3acTiliHa ceplieBa HEAOCTATHICTH (IUB. po3Ail «OCcOOIMBOCTI 3aCTOCYBAHHS);

- SKILO CTUMYJIALIS PYXOBOI (PYHKIII HUIyHKa MOXe OyTH HeOe3MeuHOl0, HalpHUKIaJ, MPH LHUTyHKOBO-
KHIIKOBIM KpOBOTeUl, MEXaHIYHii HempoXigHOCTI abo nepgopariii;

- NP OJJTHOYACHOMY 3aCTOCYBaHH1 KETOKOHA30Jly, EPUTPOMILMHY a00 1HIIUX CHJIbHOMAIIOUMX 1HT10ITOpIB
CYP3A4 (ue3anexHO Bij iXHBOI 3MaTHOCTI momoBxkyBaT iHTepBan QT) (muB. posmin «Bzaemomis 3
IHIIMMH JIIKapChbKUMU 3ac00aMu Ta 1HILI BUJU B3a€EMOJIIN»);

- NP OJHOYACHOMY 3aCTOCYBaHHI JIIKAPChKHX 3ac00iB, sIKI MOJOBXKYIOTh iHTepBan QT (3a BHHATKOM
anoMop(iHy), Takux sK (IYKOHA30J, EpUTPOMILUH, ITPAKOHA30J, MEPOPAIbHUNA KETOKOHA30ll,
MI0CAaKOHA30J, PUTOHABIP, CAaKBIHABIp, TeEJANPEBIP, BOPUKOHA30J, KIAPUTPOMILUH, aMiOAapOoH,
TemiTpoMinuH (AuB. po3aiumm «OcoOIMBOCTI 3acTOCyBaHHS» Ta «B3aeMopis 3 IHIIUMHU JIIKAPCHKUMHU
3aco0aMu Ta 1HII BUIW B3aEMOTINY ).

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma inuwii 6UOU 63acMO0ill.

AHTUXOJIHEPIiuHI JIIKapChKi 3aCO0M MOXKYTh HEHTpasi3yBaTH aHTHAWUCIENTHYHY 10 JOMIEPUAOHY. Y
3B’A3Ky 3 (papMakogMHaMI4HOIO Ta/abo (HapMaKOKIHETHUHOIO B3a€MOJISIMH MiJABUIIYETHCS PUBHK
BHUHHUKHEHHS 1oioBxkeHHs QT-iHTepBay.

He cnig npuiiMaTu aHTaluIHI Ta aHTUCEKPETOPHI JIKAapChKi 3acO0M OAHOYACHO 3 JOMIEPUIOHOM,
OCKITBKH BOHHU 3HIKYIOTh HOTO O10J0CTYNHICTH IICHS TEpPOpaIbHOTO 3aCTOCYBaHHS (JHMB. PO3ALI
«Oco0IMBOCTI 3aCTOCYBaHHS»).



Jomriepunon merabomnizyerbes mnepeBakno nusixom CYP3A4. 3a manumu pochijpkeHb In VIitro ta y
JIIOJIMHU, CYITyTHE 3aCTOCYBAHHS JIIKAPCHKUX 3ac00iB, M0 3HAYHUM YMHOM MPUTHIYYIOTH IIed (EepMeHT,
MO>KE MPU3BECTH JI0 MiABUIIICHHS PiBHS JOMIEPUIOHY B IIa3Mi KPOBI.

[Ipu 3acrocyBaHHI JOMIIEPUIOHY CYHYTHBO 13 TmOTy>kHHMH iHTiIOITOpamu CYP3A4, 3patHUMUH
nojosxyBatu intepBan QT, cmocrepiranucs kiiHiYHO 3Hauymli 3miHu iHTepBany QT. Tomy cymyThe
3aCTOCYBAaHHS JOMIICPHJIOHY 3 TI€BHUMH JIKapChbKUMHU 3aco0aMu MPOTUIIOKA3aHE (JIMB. PO3ILI
«IIporunokaszanss»).

OounouacHe 3acmocysantsi 3 1€6000not0. Xoua KOPEKLis 03U JIEBOJOMH HE BBAXKAETHCS HEOOX1AHOIO,
criocTepirajocsi MiABUINEHHS i1 KOHIEHTpauii B mmia3Mi KpoBi (MakcumansHo Ha 30-40 %) mpu
OJIHOYACHOMY 3aCTOCYBaHHI 3 JIOMIIEPHIOHOM (UB. po3aii «OCOOIUBOCTI 3aCTOCYBAHHSY).

Cynymue 3acmocy8anHs HUNCYe3A3HAYeHUX NIKAPCbKUX 3AC00i8 pa3om 3 00MNepudoHoM NpOmMunoKasae.
VYci mikapebki 3acoou, siki moaoBxytoTh iHTepBas QT (pusuk torsade de pointes):

- aHTHApUTMIYHI JiKapCchKi 3aco0m kiacy [A (Hanpukiam, qu3omnipamii, XiHiIUH, TIAPOXiHIAWH);

- aHTHApUTMIYHI Jikapchki 3acobu kiacy III (mampuknax, amiomapos, aodeTwiia, APOHETApOH,
10y THITi I, COTasIoN);

- JesIKi HEHPOJICTITUYHI JIIKAPChKi 3ac00M (HAIPUKIIAL, TAJIONEPUION, MTIMO3H/I, CEPTHH/ION);

- JesKl aHTUAETPECaHTH (HAIPUKIIAJ], LIUTAJIONpaM, €CLIUTAJIONpam);

- 7esKi aHTHOIOTUKY (HAaIpUKJIIaJI, JIEBO(IOKCAIINH, MOKCU(IIOKCAIIMH, €PUTPOMIILIH, CIIIPaMIIIUH);

- JesiKi pOTUTPUOKOBI JTiKapchki 3aco0u (Hampukiaa, GiIyKoHa30, EHTaMiINH);

- JIesKi MpOTHMAJISIPiiHI JIIKapchKi 3aco0m (HarpukIiad, ragodanTpuH, oMehaHTpUH);

- JesKl IUTyHKOBO-KHUIIIKOBI JIIKapChKi 3acO0U (HANPHUKIA, IIU3aNpU/I, 10JACETPOH, MPYKAIONPHUN);

- JIesKi aHTHTICTaMiHHI JIKapChKi 3acO0M (HAPUKIA], MEKITa3WH, Mi30JIaCTHH);

- JesKl JKapchKi 3acCO0H, IO 3aCTOCOBYIOTHCS MPHU OHKOJOTIYHHMX 3aXBOPIOBAHHSIX (HAMpPUKIAT,
TopemideH, BaH/1eTaHi0, BIHKaMiH);

- JeAKl 1HON JIIKapChKi 3aco0M (Hampukian, Oenmpuawi, METajoH, audeMaHia) (IMB. PO3ALI
«IIpoTunokasaHus»);

- anoMmopdiH, 3a BUHATKOM BHIMAJKIiB, KOJU KOPHCTb BiJl CyMICHOT'O 3aCTOCYBAaHHS IEPEBUIIYE
PU3UKH, 1 JHIIE 32 YMOBH CYBOPOTO JOTPUMAHHS PEKOMEHIOBAHUX 3aXOJiB HIOJO0 CyMiCHOTO
3aCTOCYBaHHS (AMB. 1HCTPYKIIO [ MEAUYHOTO 3acTOCYBaHHsS anoMopdiHy, po3Ail
«IIpoTunokazanss»).

B okpemux gocmikeHHsX —(apmakokiHeTHuHOI / papmakoanHamMiuHOT B3aemonxii in VIVO mpu
OJTHOYaCHOMY TIepOpPAIbHOMY 3aCTOCYBaHHI KETOKOHA30ITy a00 €pUTPOMIIIMHY Y 30POBUX TOOPOBOJIBIIIB
OyJI0 MIATBEPAXKEHO, IO L JIIKAPCHhKI 3ac00M 3HAYHUM YWHOM MPUTHIYYIOTh MPECUCTEMHUN MeTaboIi3M
IoMrepuiony, onocepenkopanuit CYP3A4.

IIpu cynytHpoMy 3actocyBaHHI 10 Mr pommepunoHy mnepopaibHO 4 pasu Ha 100y Ta 200 Mmr
KETOKOHA30JIy TepopajbHO 2 pa3u Ha 100y B MEPIoJl CIOCTEPEKEHHS OYyJIo Bi3HAYEHO MOJIOBKEHHS
inTepBasty QTc B cepenHboMy Ha 9,8 Mcek; okpemi 3HaueHHs KonuBanucs Bif 1,2 no 17,5 mcek. Ilpu
CYIyTHBOMY 3acTocyBaHHI 10 Mr gommnepunony 4 pasu Ha 100y Ta 500 Mr epuTpoMiluHy nepopaibHO 3
pasu Ha 100y iHTepBasn QTc y mepiog crocTepekeHHs IMOJOBXKYBaBCs B cepeJHbOMY Ha 9,9 mcek,
IHTEpBaJl OKPEMHUX 3HaUY€Hb cTaHOBUB Bij 1,6 10 14,3 Mmcek.

PiBHoBakH1 3Ha4eHHS Cmax 1 AUC pomMmepuaoHy 3pocTaid NpHOIM3HO BTPUYI Yy KOXKHOMY 3 IIHX
JOCTIKEHb B3aeMoAil. BrumMB miBUILIEHUX I1a3MOBUX KOHUEHTpaLId JOMIIEPHIOHY Ha IMOJOBKEHHS
intepBany QTc HeBimomuil. Y 1mMX AOCTIKEHHSX Yy BUIAAKy MOHOTepamii gommepuaoHoMm (10 mr
nepopaibHo 4 pa3u Ha 100y) iHTepBan QTc momoBkyBaBcsi B cepelHbOMY Ha 1,6 MCEK (IOCTIIKEHHS
KETOKOHA30Jly) Ta 2,5 MceK (IOCHIDKeHHS epUTPOMIIMHY), B TOH Yac SK 3aCTOCYBAaHHS JIMIIE
ketokoHazony (200 mr 2 pasu Ha 100y) abo eputpominuny (500 mMr 3 pasu Ha A00y) MPU3BOIUIO IO
30inbmeHHs inTepBany QTc y nmepion cioctepeskeHHs Ha 3,8 Ta 4,9 Mcek BiAMOBIIHO.

[puknanamu cuiibHUX iHri6iTopis CYP3A4, 3 skuMu He pekoMeH0BaHO 3acTocoByBaTtu JJompun® SR,
€.

- a30JIbHI TPOTUTPHOKOBI JIKAPCHKI 3aco0u, Taki sK (urykoHa3om™®, iTpakoHa30Jl, KETOKOHA30J™*,

MI0CAaKOHA30J1 1 BOPUKOHA30IT*;
- MAaKpOJIi/IHI aHTUOI0THUKH, TaKi K KIAPUTPOMILUH*, epUTPOMILUH™ Ta TEMTPOMIIUH™* (IUB. PO3LIT
«IIpoTunokazanus»);



- iHri0iTOpH TMpoTeas3u, Taki SK aMIIpeHaBip, arazaHaBip, (ocaMmmpeHaBip, iHIUHaBip, HengiHaBip,
TenmanpeBip*, puToHaBIp™ 1 cakBiHABIp™;

- aHTaroHICTH KaJbIlil0, TaKi SK AUITIA3eM 1 Beparmamis;

- amiomapoH*;

- aMpeIiTaHT;

- HedaszoI0H.

*TIpononrytots iHTepBan QTc.

OO0Houache 3acmoCy8aHHs HUNCUE3AZHAUEHUX PEYOSUH UMALAE 0OEPEeHCHOCHII.

O06epexHO 3aCTOCOBYBATH 3 JIIKAPCHKUMU 3ac00aMu, 110 CIPUYHHSIOTH OpaJuKap/Iiio 1 TIMOKamieMito, a
TAKOXK 13 MakKpoJiJaMH, IO MOXYTh CHPUYMHATH TOJOBXKEeHHS iHTepBamy QT: asurpominus i
POKCUTPOMIIUH (KJIAPUTPOMIIIMH MTPOTUITOKA3aHUMA, OCKUIBKH 11€ — MOTY>KHUM 1HT101TOp CYP3A4).

Crin 3 006epexHICTIO 3aCTOCOBYBATH JJOMIIEPUAOH CYMyTHBO 3 MOTYKHUMH iHTiOITOpamMu CYP3A4, sxi He
CIPUYMHUTA TOMOBXKEHb iHTepBany QT, TakumMu sk iHAMHABIp. 3a CTAaHOM MAIIE€HTIB CIiJ THJIHHO
HATJISIIaTH IIOJI0 MOSBU O3HAK 200 CHMITOMIB HEOaKaHMX PEaKIiil.

BumienaBeieHui nepeltik € penpe3eHTaTuBHUM, ajie HE BHUSPITHUM.

ILOMpI/m® SR MOHa O€IHYBATH 3:

- HEHPOJIENTHKAMH, JIif0 SKHX BiH IMOCHIIIOE;

- nodamMiHeprivHUMHU aroHicramu (OpomMokpunTuHOM, L-momnoro), HebakaHi nepudepudHi Iii SIKuX,

Taki SK TOPYIIEHHS TpaBJICHHS, HYAOTYy, OJIOBaHHS, BiH MPUTHIYYye Oe3 HeWTpasi3aimii OCHOBHHUX
BJIACTUBOCTEH.
OCKUIbKM JOMIEPUIOH YMHHUTH NMPOKIHETUYHY [0 Ha IIYHOK, TEOPETUYHO II€ MOXKE BIUIUBATH Ha
BCMOKTYBaHHSI TIEPOPATBHUX JTIKAPChKUX 3aC00iB, IO 3aCTOCOBYIOTHCS CYITyTHBO, 30KpeMa Ha JIKapChKi
¢bopMHU TMPOJIOHTOBAaHOTO BHUBUIbHEHHS a00 KUIIKOBOpO34MHHI. OJIHAK y Malli€HTIB, CTaH SKHUX BXKE
crabimi3yBaBcss Ha TJi 3aCTOCYBaHHS JIMTOKCHMHY a00 Mapameramoiy, CYIyTHE 3aCTOCYBaHHS
JOMIIEPUIOHY HE BIUIMBAJIO HA PiBHI IUX JIKAPCHKUX 3aC001B y KPOBI.

Ocoonueocmi 3acmocyganns.

Jlompun® SR He peKOMeH/Iy€eThCs 3aCTOCOBYBATH TIPH 3aXUTYBaHH.

[IOMpH):[® SR cnin 3acTocoByBaTH 3 00€PEXKHICTIO MAIlEHTaM JIITHHOTO BiKy 200 MalleHTaM i3 HassBHUMH
3aXBOPIOBAHHAMHU cepIls a00 13 3aXBOPIOBAHHIMHU CEpIls B aHAMHE31.

Cepyeso-cyounni egpexmu. Jlomnepunon OyB moB’s3aHuit i3 nposonramieto inTepBany QT na EKT'. Ilix
yac MOCTMAapKETUHTOBOT'O CIIOCTEPEKEHHSI MOBIIOMIISUIOCS MPO Ty’Ke PiAKICHI BUnaaku nposonramii QT
Ta TPIMOTIHHA-MEPEXTiHHS IUIYHOUKIB y NAalli€HTIB, sKi mpuiiManu gomnepuaoH. Lli moBigomiieHHs
BKJIOYAJIM 1HQOPMAIIIIO PO MAIli€HTIB 3 IHIIUMU YMHHUKAMH PU3HKY, €JIEKTPOJIITHUMU OPYIIEHHSIMH Ta
CYIIyTHBOIO TEPAITIET0, SIKI MOXKYTh OyTH CHIpHSI0UUMH (pakTopaMu (IuB. po3ain «I1o6iuni peakiii).
[Tonoxenns iHTepBainy QT, ske cnocTepiranu y 3J0poBHX 0ci0 IPU 3aCTOCYBAHHI HUMHU JOMIIEPUIOHY B
no3i 10 80 mr/mo0y (rmo 10 a6o 20 Mr 4 pa3u Ha JeHb), HE MaJIO KJIIHIYHOTO 3HAUYEHHSI.

3acmepesicenns. JloMnepuaoH ciii 3 00epexHICTIO 3aCTOCOBYBATH IMaLlIEHTaM 3 JIETKUMHU MOPYILIEHHSIMHU
¢byHKuii neyiHku Ta/abo HUPOK.

Yepes migBuiieHuil pu3uK nuTyHoukoBoi apurmii Jompua® SR npoTHIOKa3aHo 3aCTOCOBYBAaTH MAllicHTaM
13 IOZIOBKEHHSM 1HTEpBaJIiB CepleBOi MPOBiAHOCTI, 30kpeMa QTc, marieHTam 31 3HaUHUMH OPYLICHHSIMHI
OaylaHCcy eJNeKTPOJITIB (TIMOKaTIEMIEI0, TINEpKaTIEMIE0, TIMOMarHieMiero) abo Opaaukapmaiero, ado
naiieHTam i3 (POHOBUMH XBOpOOaMH ceplis, TaKMMHU SIK 3acTiifHa cepleBa HEJIOCTATHICTh (AMB. PO3ALT
«IIporunokazanss»). Bimomo, 1m0 mnopymieHHs OajlaHCy €JEeKTPOJITIB (TIMOKaJieMIs, TiNepKalieMis,
rinmomarHieMis) Ta OpaauKapis € CTaHaMH, IO MiJBUILYIOTh IPOAPUTMOT€HHUIN PU3UK.

VY pasi nosiBU 03HaK ab0 CUMITOMIB, 1110 MOXXYTh OyTH IMOB’sI3aH1 13 CEPLEBOIO aPUTMIEI0, 3aCTOCYBAHHS
sikapcbkoro 3aco6y Jlompua® SR MOTpiGHO IPUIUHUTH, a TALEHTY CIIiJ HeraifHo MPOKOHCYJIBTYBATUCS
3 JIKapeM.

[TarieHTH MOBUHHI HEraifHO MOBIOMIIATH MIPO OyJIb-5IKI CUMIITOMH 3 OOKY cepIis.

Topywenns ¢ynxyii nupok. Ilepios HanmiBBUBEIEHHS JOMIIEPUAOHY NPU TSKKOMY MOPYLIEHH1 (YHKIIT
HUPOK (KpeaTHHIH cupoBaTku KpoBi > 6 mr/100 mu, To6To > 0,6 MMOnb/1) nogoBxkeHuil. Takox Moxe
BUHUKHYTH MOTpeda y 3HIKEHHI JI03H.



Oonouache 3acmocysanus 3 1e6000n0w. X04a KOPEKIisl 103U JIEBOJONMU HE BBAXKAETHCS HEOOXITHOIO,
criocTepirajgocs MIABUIIEHHS 11 KOHIEHTpamii y Imia3Mi KpoBi (MmakcumanbHo Ha 30-40 %) mpu
OJTHOYACHOMY 3aCTOCYBaHHI 3 JOMIEPUIOHOM (IUB. po3nain «B3aemoxmis 3 I1HIIUMH JIKapChKUMHU
3aco0aMu Ta 1HII BUW B3aEMOIIN).

AmnTanuaHi 200 aHTHCEKPETOPHI JIIKApChKi 3ac00M HE CIIil MpUMaT OAHOYACHO 3 JIIKAPCHKUM 3aCO00M
Jompua® SR, OCKiBKM BOHH 3HMKYIOTH IMEpOpajbHY Oi0fOCTYIHICTh JOMIEPUIOHY (IMB. PO3iN
«B3aemois 3 iHIIMMU JIIKAPCHKUMH 3ac00aMH Ta iHIII BUIM B3aeMOii»). [Ipu cymicHOMY 3acTocyBaHHI
nikapceekuit 3aci6 JJompua® SR citin mpuitMaT mepes 11010, a aHTAIMIHI a00 aHTHCEKPETOPHI JiKapChKi
3aco0H — micis 1au.

3acmocysanus 3 anomopghinom. JloMIepuIOH TPOTHIIOKA3aHUM JUIS OJHOYACHOTO 3aCTOCYBaHHS 3
JKapChbKUMHU 3ac00aMu, 110 MOJOBXKYIOTh iHTepBai QT, BKkitouaroun anoMopdiH, 3a BUHATKOM BUIAKIB,
KOJIU KOPUCTHh BiJl OJHOYACHOTO 3aCTOCYBaHHS 3 anoMOp(iHOM MEpeBHIIy€e PU3UK, 1 TUIBKU Yy pasi
CYBOpOTO JIOTPUMAHHSI 3aCTEPEKEHb, SIKIi HABOMATHCS B IHCTPYKINI JUISI MEIUYHOTO 3aCTOCYBaHHS
aromopdiny.

3acmocysanus 3 kemokoHazonom. Y IOCTIDKEHHIX B3a€MOJIIT 3 TEPOPAILHOK (OPMOI0 KETOKOHA30IY
Bi3HA4a0Cch nojoBxkeHHd QT-iHTepBanmy. Xouya 3HA4YEHHS IHOTO JOCIHIPKEHHS YiTKO HE BCTAHOBJICHO,
ciig oOpaTd anbTepHATUBHE JIIKYBaHHsS, SKIIO TIOKa3aHa MPOTHUTPHOKOBA Teparisi KETOKOHA30JIOM
(muB. po3nin «B3aemois 3 IHIIMMHE JIIKAPCHKUMU 3ac00aMU Ta 1HII BUU B3a€MOJIIN» ).

Crnig BpaxoByBaTH HACTYIHY 1H(OpPMAIiI0O CTOCOBHO PH3UKY PO3BUTKY YCKJIATHEHb CEPIEBO-CYIUHHUX
3aXBOPIOBaHb, 3yMOBIICHHUX JIIKAPCHKUMH 3ac00aMU, IO MICTATH JOMIIEPHUIOH:

e Jlesxi emigeMioNoriuyHi JOCHIDKEHHS TIOKa3aid, IO JOMIIEPUIIOH MOXKE acOIIIOBaTUCA 3
MiABUIIEHAM PU3UKOM CEpHO3HHMX NUIYHOYKOBHX apuUTMiil abo pamToBOi cepueBoi cMepTi (IuB.
po3ain «I1o6iuHi peakiiiin).

e Pu3uk cepiio3HUX NUTYHOYKOBHX apUTMiii a00 pamnToBOi cepieBOi cMepTi MOKe OyTH BHIIUM Y
naiieHTiB BikoM Bif 60 pokiB abo mpu mepopalibHOMY 3aCTOCYBaHHI 703 JIKapChKOTO 3aco0y
Ooinpmie 30 Mr Ha 100y Ta y MAIi€HTIB, SKI OJMHOYACHO MPUHMAIOTh JIIKApChKi 3ac00H, M0
nooBxKyrTh iHTepBan QT, ado inriditopu CYP3A4. Tomy ciif 3 00epeXHICTIO 3aCTOCOBYBAaTH
ILOMpHL[® SR marmientam JiTHeoro Biky. Ilamientam BikoM Big 60 pokiB mepen NMpUOMOM
nikapcekoro 3aco0y Jompua® SR citii MPOKOHCYIBTYBATHCS 3 JTIKApPEM.

e JloMmepuI0H CIlijJ MpU3HAYATH JOPOCIUM Y HAHHIKIINA ePeKTHUBHINA J031.

CriBBiTHOLIEHHS PU3HUKY Ta KOPUCTI 3aCTOCYBAaHHS JOMIIEPUIOHY 3aJHIIAETHCS CIPUATIUBUM.

SIK110 y Bac BCTAHOBJIEHO HENEPEHOCHUMICTh JESKUX IIYKPIB, IPOKOHCYJIBTYHUTECS 3 JIKapeM, Mepil HiX
npuiMaTH 1el JikapcbKuii 3aci0, OCKUIBKU BiH MICTUTB JIAKTO3Y.

Ie#t nikapcekuii 3acid MicTUTh MeHIIe 1 Mmonb (23 Mr)/no3y HaTpito, TOOTO MPAKTHUYHO BUIBHUM Bij
HaTpilo.

3acmocysanns y nepioo eazimnocmi abo 200y8ans 2pyooio.

Baeimuicme.

JlaHi 1100 TMOCTMAapKETMHIOBOTO 3aCTOCYBaHHsS JOMIIEPUIOHY BariTHUM >KIHKaM oOMexeHl. Tomy
Jompun® SR y tiepion BariTHOCTI CIIiJ| NpU3HAYATH JIMIIE TOMI, KOJHW, HA JYMKY JKaps, OdYiKyBaHHWi
MO3UTUBHUM €PEKT AJIs MaTepi NepeBUIy€ NOTEHUIMHUN PU3HUK AJIs TUIOAA.

Tooysanns epyooio.

KinpkicTh noMIEpUIOHYy, sIKa MOKE€ MOTPAUTH B OpraHi3M HEMOBIIATH 4Yepe3 TIpyJHE MOJIOKO,
HaJ3BUYAITHO HHU3bKAa. MakcuMallbHa BiIHOCHA 103a Juisi HEMOBIAT (%) OLIHIOETbCA Ha PiBHI OJM3BKO
0,1 % Bix mo3u JUIs MaTepi 3 MOMPABKOI Ha Macy Tijda. HeBigoMo, 4u BiH IIKOJAWTH HEMOBIISATI, TOMY
matepsM, ki npuitmMarots Jlompua® SR, BapTo yTpUMaTHCS Bifl TO1yBaHHS TPYIIHO.

PimenHs mpo mpUNMHEHHS TOAyBaHHS rpyto a0o BIAMIHY Tepamii JTOMIEPUIOHOM CIiJl MpUiiMaTH,
OLIIHIOIOYHM KOPHUCTh TOYBaHHS IPYJUIIO JUIS TUTUHU Ta KOPUCTH Teparlii sl MaTepi.

[Ticns excmosuiii B pe3ysibTaTi MPOHUKHEHHS JIKAPCHKOTO 3aco0y B TPyIHE MOJIOKO HE MOXKHA
BUKJIIOUHUTH MOSBY MOOIYHUX €(PEeKTiB, 30KpeMa KapaioJoridyHux epekTiB. CiiJ mposiBIATH 00EPEKHICTD Y
pa3i HasBHOCTI YMHHUKIB PU3UKY MOJOBKeHHs iHTepBany QTc y aiteil, siki mepedyBalOTh Ha IPyIHOMY
TOJTyBaHHI.



30amuicms  éniusamu Ha WEUOKICMb peaxyii npu KepyeanHi A8MOMPAHCNOPMOM ab0 THUUMU
MexXarnizmamu.

[Ticnsa 3acTocyBaHHS TOMIIEPHIOHY CIIOCTEPITrajrcs 3alaMOpPOUYCHHS 1 COHNIMBICTD (IuB. po3ain «Ilo6iuni
peakiii»). ToMy mamieHTam i peKOMEHAYBATH yTPUMATHCS BijJ KEpyBaHHS aBTOTPAHCIIOPTOM, pOOOTH
3 IHIIMMH MEeXaHi3MaMu a00 1HIIOI JiSUTBHOCTI, SIKa MOTPe0y€e KOHIICHTpAIIl yBark i KOOpAUHAIII1, JOKH
BOHHM He 3’5CyI0Th, K Jompua® SR BIIMBac Ha HUX.

Cnocio 3acmocysannus ma 003u.

s nonecwienns cumnmomie Hyoomu ma OI08AHHS.

Hopocni. 1 Tabnetka 1 pa3 Ha 100y 3a 15-30 xBuUIMH 110 inK.
TpuBasticTh JiKyBaHHs HE IIOBUHHA NIEPEBUIILYBATH | THXKIICHB.
MaxkcuMmanbHa 1000Ba /1032 JTIKapChbKOTo 3ac00y CTaHOBHUTH 30 MT.

Jimu.

JliTsiM JTikapchKuit 3aci0 3aCTOCOBYBATH B IHIIIN JIKapChKii Ghopmi.

Ilepeoo3ysanns.

Cumnmomu. CHUMIITOMaMH TIEpEIO3yBaHHS MOXYTh OyTH aXUTallis, MOPYIICHHS CBiOMOCTI, CYJIOMH,
COHJIUBICTb, JIE30PIEHTALlIS Ta eKCTpamnipaMiHi peakiii, 0COOINUBO y TiTeH.

Jlixysanusn. Crienu@igHOTO aHTHIOTY IOMIICPHIOHY HEMae, aje y pas3i 3HAYHOTO Tepe03yBaHHS CIIiJT
HEralHO HaJaTH CTAaHIApTHE CHMIITOMATUYHE JIIKyBaHHS. PEKOMEHJOBaHO NPOMHBAHHS ILTyHKA
npoTsiroM 1 TOOWHM Micis MPUHOMY JIIKapCHKOTO 3aco0y Ta 3aCTOCYBaHHS aKTMBOBAHOTO BYTLLIA, a
TAKOX MWILHUI HATJISL 32 AIIEHTOM Ta MiATPUMYIOYa Teparis.

Cain npoBomutu EKI-MOHITOpMHT 3 OISy Ha MOXIHUBICTH MOAOBXKEHHs iHTepBamy QT.
AHTUXOJIHEpPriyHl JiKapchbki 3acobu, 3aco0u [ JiKyBaHHS xBopoOu IlapkiHcoHa MOXyTh OyTH
e(pEKTUBHUMU JJIs1 KOHTPOJTIO EKCTPaIlipaMiJHIX peaKIliil.

Io6iuni peakuii.

[To6iuni peakiii, BH3HAYEHI 3a pe3ylbTaTaMH 3aCTOCYBaHHS JOMIEPUIOHY MiA dYac KIIHIYHUX
JOCTIPKEHb, HABEJCHI HI)KUYE 32 CHCTEMaMH OPraHiB Ta 4YaCTOTOK BHHUKHEHHS: Jyxke dacto (> 1/10);
gacto (> 1/100 go <1/10); mewactro (> 1/1000 mo <1/100); pigko (= 1/10000 go <1/1000); myke pimko
(<1/10000). Axmo 3a TaHUMH KJIIHIYHUX JOCTIIPKEHh HEMOXJIMBO BH3HAYUTH YacTOTYy, BOHA BKa3aHa sIK
HEBiJOMa.

3a yMOBU JOTpUMaHHS PEKOMEHJAIMl 3 J03yBaHHS Ta TPUBAJIOCTI JIKYBaHHS JAOMIIEPHUJIOH 3a3BHYail
MEePEeHOCUThCS 1o0pe 1 T0O1uH1 peakllii BUHUKAIOTh HEYacTo.

3 60Ky imMyHHOI cucmemu: 4YacTOTa HEBIOMa — aJiepriuyHi peakiii, BKIYar4u aHadiIakciio,
aHa(1TaKTUYHUH 10K, T1epuyTIAUBICTb.

3 60Ky enOoKpuHHOI cucmemu. PIIKO — NIABUIIEHHS PIBHS MPOJIAKTUHY .

Icuxiuni po3znaou: HEYaCTO — 3HWXKEHHS ab0 BIJCYTHICTH Ji01/10, HEPBO3HICTh, PO3APATOBAHICTD,
30yIPKEHHS; AyXKe PIIKO — AETpecis, TPUBOXKHICTb.

3 60Ky Hepeosoi cucmemu: HEYACTO — TOJOBHUI Ol1b, COHJIMBICTH, 3allAMOPOUYEHHS, €KCTpaIipamiIHi
po3naau; qyKe piiko — OE3COHHS, crpara, MIISIBICTh, aKaTH3is; 4acTOTa HEBIAOMA — CyJOMHU, CHHAPOM
HECTOKIHHUX HIT (3arOCTPEeHHs CUHIPOMY HECTOKIHHUX HIT y MalieHTiB 13 XBopoboro [lapkiHcoHa).

3 60Ky cepyeso-cyOuHHOI cucmemu: Ty>Ke PiIKO — HAOPSIK, BIMUYTTS CEpLIEOUTTS, MOPYIICHHS YaCTOTH Ta
PUTMY CEpILIEBUX CKOPOYEHb, CEPI03HI ITYHOUKOBI apUTMii; 4aCTOTa HEBiOMa — MOJIOBKEHHS 1HTEPBATY
QT, mTyHOUYKOB1 apuUTMii Ha 3pa3ok «forsade de pointesy, panToBa ceplieBa CMEpPTh.

3 060Ky WIYHKOBO-KUUWKOB020 mMpaxmy. HYacTO — CYXICThb y pOTi; HEYacTo — Jiapes; piIKo —
racTpOIHTECTUHANIBbHI PO3JIa i, BKIOYal0UH a00MIHAIBHUM O11b, pETypriTallito, 3MiHYy aneTuTy, HyA0TY,
Teyilo, 3amop; y’Ke PiKo — KOPOTKOYACHI KHMIIIKOBI CIIa3MHU.

3 boky opeanie 30py. 4acTOTa HEBIIOMA — OKYJIOTIPHI KPU3H.

3 boky wiKipu ma niowKipHuX MKAHUH: HEYaCTO — CBepOIK, BUCUITAHHS, KPOIIUB’ sIHKA; YaCcTOTa HEB1JIOMa
— aHT1OHEBPOTUYHUN HAOPSIK.



3 60Ky penpodykmuenoi cucmemu ma MOJOYHUX 34103 PIAKO — 301IBIIEHHS MOJIOYHUX 327103, BUALUICHHS
3 MOJIOUHUX 3aJ103, HAOPSK MOJIOYHHX 3aJI03, TOPYIICHHS JIAKTaIlil, HePETYISAPHUN MEHCTPYaIbHUH IUKIT;
HEYacTo — TrajakTopes, Oib y JUISHII MOJIOYHHX 3aJ103, YyTIMBICTh MOJIOUHHUX 3aJ103; 4aCTOTa HEBijoMa
— TIHEKOMACTIs, aMEeHOpesl.

3 6oky onopHo-pyx080i cucmemu ma cnOLYYHOI MKAHUHU.: PITKO — OUIb y HOTaX.

3 60Ky cewosudinbHoi cucmemu: Jy)e PIIKO — IU3Ypisl, YaCTE CEUYOBUITYCKaHHS; 4acTOTa HEBiJoMa —
3aTpUMKa Cedi.

3azanvHi po3naou: HEYACTO — aCTEHIS.

Inwe: KOH FOHKTHBIT, CTOMATHT.

3minu nabopamoprux noxaznuxis: nyxe piako — minsumeHHs piBas AJIT, ACT i xonectepuHy; yactoTa
HEB1JIOMa — BIJIXWJICHHS BiJl HOPMHM TOKa3HHKIB (PYHKIIOHAJIBHUX TECTIB NMEYiHKH, ITIJIBUIICHHS PiBHS
MPOJIAKTUHY B KPOBI.

Ockitbky Tinodi3 3HaAXOAUTHCS 1032 reMarocHIedaTigyHuM 0ap’epom, JOMIIEPUIOH MOXKE CIPUUYHHUTH
MiABUILEHHS PIBHA MPOJAKTHHY. Y TOOJMHOKHUX BUIAJIKAX TaKa TiepHpOJaKTHHEMisS MOXKE MPU3BOIUTH
710 HEUPOEHJOKPHUHHUX MOOTYHUX €(DEKTIB, TAKHX SIK TaJaKTOPEs, TIHEKOMACTIsl Ta aMEHOPes.

VY mepiol MOCTMapKETHHTOBOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y BiAMIHHOCTEH y mpodini Oe3nmexu
3aCTOCYBaHHS JIIKApChKOTO 3aco0y B JOPOCIMX Ta JiTeld BiA3HAUYeHO He OyJ0, 3a BHHATKOM
eKCTpamipaMilHUX pO3JaaiB Ta IHIONX SBHII, CYJOM 1 30yDKEHHS, TOB’S3aHUX 13 LEHTPAIBHOIO
HEPBOBOIO CUCTEMOIO, IO CIIOCTEPITATIKCS MEPEBAXHO Y JAITCH.

[ToBiAOMIICHHS PO MMiI03POBaHI MOOIYHI peaKiii.

[ToBigomMieHHs Tpo MOOIYHI peakiii micas peecTparii JiKapchbkoro 3aco0y Mae BaxnBe 3HaueHHs. Lle
Ja€ 3MOTY TPOBOJUTH MOHITOPHHT CITIBBIIHONICHHS KOPUCTH/PU3UK TIPU 3aCTOCYBaHHI IIHOTO
JiKapchKoro 3aco0y. MeauunuMm Ta (apMaleBTUYHUM MpalliBHUKAM, a TaKOX MalieHTaMm abo iXHIM
3aKOHHHM TIPEICTAaBHUKAM CIIiJ MOBIJOMJISITH MPO BCi BUMAIKU MiJO3PIOBAaHUX MOOIYHMX peakliid Ta
BIJICYTHOCTI €(eKTUBHOCTI JiKapchbkoro 3acoly depe3 ABTOMaTHU30BaHy iHGOpMaIiiiHy cHCTeMy 3
dapmakoHarsy 3a mocuianuasM: https://aisf.dec.gov.ua.

Tepmin npuoammnocmi.
2 poKu.

YMoBHu 30epiranus.
30epiratu mpu Temmeparypi He Bunie 25 °C B opuriHajibHIN yIIaKoOBIII.
30epiraT y HEAOCTYITHOMY IS AiTE€H Miclii.

Ynakoska.
ITo 10 tabnerox y 6micrepi. [To 1 abo no 3 GaicTepu y KapTOHHIM yHaKkoBI.

Kareropis Binnycky.
3a penienTom.

Bupoonuk.
TOB «KYCYM ©APM».

Micue3naxo/:keHHs1 BUPOOHMKA Ta aJpeca Miclsl NPOBAXKeHHs HOro i IbLHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Byn. Ckpsi0ina, 54.

daTa ocTaHHBOIO NeperJasay.
31.10.2024



