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IHCTPYKUIA
JUISI METUYHOT 0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

JTOMPHI® SR
(DOMRID® SR)

Cknao:

diroua peuosuna: nomnepunony maneat (domperidone maleate);

1 TabneTka MICTUTh TOMIIEPUAOHY MajieaTy y nepepaxyBaHHi Ha goMrepuod 30 mr;

O00ONOMIDICHI pewosuHu: IJIAKTO3W MOHOTIIpaT, TMOBiMoH, XiHomiHOBuHU koBTwii (E 104), Hatpiro
KpOCKapMeso3a, MarHilo creapar, KpPEeMHIIO0 TIOKCHUIl KOJOiMHWHA O€3BOJHUMA, T1APOKCHITPOIIIMETHII-
I[EJTF0JI032, TAJIbK.

Jlikapcbka ¢gopma. TabGneTku IpoIOHrOBaHOT [ii.
OcHosHi @izuko-ximiuni enracmusocmi: OUTO-)KOBTOTO KOJHOPY JBOIIAPOBI, KPYIJI IUIOCKI TAOJETKH 31
CKOLICHUMH KpastMU Ta JIOroTunoMm «K» Ha jxoBTOMY m1api TaOleTKH.

dapmaxkorepanesTuyHa rpyna. Ctumynaropu nepucranbtuku. Kog ATX AO3F A03.

Dapmakonoziuni eracmusocmi.

Dapmarxoounamixa.

JloMIepuIoH — aHTaroHicT qoaMiny 3 MPOTUOIIOBAILHUMH BIACTHBOCTAMHU. J[OMIIEpHIOH HE3HAYHOIO
MIpOI0 TIPOHHMKAE Kpi3h remaTocHiedamiyauii Oap’ep. 3acTOCyBaHHsS JOMIIEPUAOHY OyXKE€ PiIKo
CYIIPOBOJUKYETHCS €KCTpaIlipaMiTHUMH MOOIYHUMHU eeKTaMu, 0COOIMBO Y JOPOCIUX, ajle JOMIEPUIOH
CTHMYIIIO€ BUJUICHHS MPOJTAKTHHY 3 Timodiza. Moro mporn6aroBambHA [is, MOXIHBO, 3yMOBJICHA
MO€IHAHHAM TepudepuuHoi (TacTpOKIHETHYHOI) il Ta aHTaroHi3My J0 pelentopiB aodaminy y
TPUTEPHIN 30HI XEMOPEIENTOPIB, IO 3HAXOIUTHCA 11032 TeMaToeHIehaTiyHUM Oap’epoM y 3aaHii
nutsHIl (area postrema).

JlocniPKEHHsT Ha TBapuHaX, a TaKOX HU3bKI KOHLEHTpAIll, 10 BHU3HAYAJINUCh y MO3KY, BKa3ylOTb Ha
NEepeBaXHO NMepU(epruyuHy JiI0 JOMIIEPHIOHY Ha pelenTopu Aohaminy.

JlociipKeHHS ToKa3aly, 10 Y JIFOJUHY PU IepopalbHOMY 3aCTOCYBaHHI JOMIEPUAOH MiABUIIYE TUCK Y
HIDKHIX BIJJIJIaX CTPaBOXOAY, MOKpAIIy€e aHTPOIYOACHAIbHY MOTOPUKY Ta NPHUCKOPIOE BUBIJIHHEHHS
HUTyHKa. JlOMIIEpHI0H He BIUIMBA€E HA IIUTYHKOBY CEKPELIIO.

Dapmaxokinemuxa.

Bcmokmyesanus.

JloMnepu10H MBUIKO a0COPOYy€eTHCS pU NMEPOPATbHOMY MPUHOMI HATIIE, MAKCUMaJlbHAa KOHIEHTpALis Y
mIa3Mi  KpoBi JocsraeTbesi mnpubam3Ho dyepe3d 60 xBuiamH. Husbka abcomoTHa 01070CTYITHICTD
NEPOPANBHOTO JToMIIepUIoHy (mpubmm3Ho 15 %) 3yMoBiIeHAa EKCTEHCMBHUM METabO0Ii3MOM MEpIIOro
MPOXO/PKCHHS y CTIHII KHWINIEYHWKAa Ta B TMeEUiHIl. Xo4ya Yy 370pOBUX JIIOAeH O10J0CTYITHICTh
JOMIOEPUAOHY 30UIBLIYETbCA TPU TMPHHOMI MICHA 1AM, XBOPUM 31 CKaprami IITYHKOBO-KHIIIKOBOTO
XapakTepy Ciia npuimata gomnepuaoH 3a 15-30 xBuiamH 10 imu. 3HMWIKEHA KHUCIOTHICTh NUTYHKa
3MeHIIye abcopOuio JoMIepuaoHy. biogOCTYHICTD NP MEpPOpaTbHOMY 3aCTOCYBAaHHI 3HUKYETHCS TMPU
OJIHOYaCHOMY TPHHOMI ITMMETUIMHY Ta HATpito OikapOoHaty. [Ipu nepopaibHOMY MPUIOMI JTIKAPCHKOTO
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3aco0y micis iAM MakcuMalibHa abcopOllist IeIIo YNoBUIbHIOEThCS, a mioma mifg kpusoto (AUC) memio
TT1IBHIITY€THCA.

Posnooin.

[Ipu mepopasbHOMY TpUHOMI JOMIIEPUIOH HE aKyMYJIIOETbCS 1 HE I1HAYKYy€ BIACHUW OOMIH;
MaKCUMaJIbHUH piBeHb y i1a3mi KpoBi uepe3 90 xBuinH (21 Hr/mir) micis IBOTHXHEBOTO MEPOPATHHOTO
npuiiomy mo 30 Mr Ha 100y OyB Maike TaKMM CaMHM, SIK Micis npuiomy meprioi mo3u (18 Hr/mom).
Homnepunon Ha 91-93 % 3B’s13yeThes 3 OiTKaMu TU1a3MU KpoBi. JIOCHiIKEHHST PO3MOALTY JOMIEPUAOHY,
mo Oyiau TPOBEACHI HAa TBapWHAX 3a JIOMOMOTOIO JIKApPChKOTO 3acoly, MIYEHOTO paJi0aKTUBHUM
130TONOM, TIOKa3aJIi HOT0 3HAYHHIA PO3IOALT y TKAaHWHAX, ajleé HU3bKY KOHIICHTPAIII0 B MO3KY. Y TBapuH
HEBEJIMKI KUTBKOCTI JTIKapChKOT0 3ac00y MPOHUKAIOTH KPi3b IJIAIICHTY.

Memabonizm.

JloMIepuioH IIBUIKO Ta €KCTEHCHBHO META0OMI3Y€eThCS Yy MEUiHI MUISXOM TiPOKCHIIIOBaHHS Ta N-
JICANTKITyBaHHS.

JlocitipkeHHsT MeTaboIi3My in Vitro 3 11arHOCTUYHUMH iHTi0iTopamu nokaszanu, mo CYP3A4 e ronosHoro
dbopmoro muroxpomy P450, 3amydenoro no N-peankimyBanHst nqommepunony, a CYP3A4, CYPIA2 ta
CYP2EI1 GepyTb yuacTb B apOMaTUYHOMY T'1IPOKCHUITIOBaHHI JJOMIEPUIOHY.

Buseoenns.

BuBeneHHs 13 cedero Ta KajloM CTaHOBUTH BiAmoBinHO 31 % Ta 66 % Bix mepopanbHOi 103u. BunineHHs
JKAapChKOTO 3aco0y B HE3MIHEHOMY BHIJISIII CTAaHOBUTH HeBenukuil BifgcoTtok (10 % 3 kamom Ta
npubmu3Ho 1 % — i3 ceuero). Ilepion HamiBBUBEOEHHS 3 IJIa3MU KPOBI MICIs MPHUIOMY pa3oBOi J03H
CTaHOBHUTH 7—9 TOIWH y 370POBUX JOOPOBOJIBIIIB, ajie TOJOBKYETHCS y XBOPUX i3 TSHKKOIO HHUPKOBOIO
HE/IOCTaTHICTIO.

Kuiniuni XapakTepucTUKH.
Ilokazannsa.
JUnist TOJETIIeHHS] CHMIITOMIB HYJJOTH Ta OJIFOBaHHSI.

IIpomunokasanna.

Jompua® SR npoTunokasaHmii:

- XBOPHM 31 BCTAaHOBJIEHOKO MiJBUIICHOIO YYTIWBICTIO A0 Jitoyoi ab0 A0 MOMOMDKHUX pPEYOBHH
JIKapChKOTO 3ac00Yy;

- XBOPHM 13 MPOJAKTUH-CEKPETOPHOIO MYXJIMHOIO Timo¢iza (MpoJaKTHHOMOIO);

- XBOpHUM 13 TSDKKUMHU a00 MOMIpHUMH TOpYIICHHSMU (GyHKIII medinku (auB. po3ain «OcoOauBoCTI
3aCTOCYBAHHS»);

- XBOPUM 3 BIJJOMHUM TIOJOBXKEHHSIM I1HTEpBAIIB CceprieBoi MpoBigHOCTI, 30KkpemMa QTc, XxBopum 3i
3HaYHUMHU TOPYLICHHSAMH OallaHCy eNeKTpouiTiB abo i3 (oHOBHMH XBopoOamu cepls, TaKUMHU SK
3acTiifHa cepiieBa HEJAOCTATHICTD (IUB. Po3ai «OcoOIUBOCTI 3aCTOCYBAHHS );

- SIKIIO CTUMYJISIIS PyXoBoi (YyHKIII IUTyHKAa MOXe OyTH HeOe3NeyHOI0, HAlpUKial, MpH ILTYHKOBO-
KHUIIIKOBIA KpOBOTEY1, MEXaHIUHIM HETPOX1THOCTI a0 mepdopariii;

- IIpU OJTHOYACHOMY 3aCTOCYBaHHI K€TOKOHA30Ily, EpUTPOMIIIMHY a00 IHIIMX CHIBHOAIIOUUX 1HT10ITOPIB
CYP3A4 (nesanexxHo Bia iXHBOI 3AaTHOCTI moaoBxKyBaTu iHTepBan QT) (muB. posnin «Bzaemomis 3
IHIIMMH JIIKapChKUMU 3ac00aMU Ta 1HIII BUIU B3a€MOIIN»);

- TIp¥ OJTHOYACHOMY 3aCTOCYBaHHI JIIKAPCHKUX 3ac00iB, K1 MOAOBXYIOTh iHTepBan QT (3a BHHITKOM
anioMopdiHy), Takux sK (IYKOHA30J1, EPUTPOMIIHMH, ITPAKOHA30J, MEpPOpaIbHUNA KETOKOHA30II,
MMOCaKOHA30JI, PUTOHABIp, CaKBiHABIp, TeJANpeBip, BOPHUKOHA30J, KIAPUTPOMIIIMH, amioJIapoH,
TENITPOMIIUH (IUB. po3aimu «OcoOIMBOCTI 3acTOCyBaHHs» Ta «B3aeMonis 3 IHIIUMM JiKapCbKUMHU
3aco0aMu Ta 1HIIT BUIA B3AEMOIIN).

B3aemodia 3 inmumu aikapcoKumu 3acovamu ma inuwii 6uou 83acmooiil.

AHTHUXOJIIHEPTIUHI JIKapChKi 3aCO0M MOXXYTh HEUTpali3yBaTW aHTHIUCICIITHYHY Jil0 JTOMIIEPHUIOHY. Y
3B’S3Ky 3 (papMakoAMHAMIYHOK Ta/abo (apMaKOKIHETHUYHOIO B3a€EMOIISIMU IMiJIBUIIYETHCS PH3UK
BUHUKHEHHS 1ogoBxkeHHs QT-inTepBany.



He cnig mpuiiMaTH aHTalUIHI Ta AHTHCEKPETOPHI JIKAapChKi 3aCO0M OJHOYACHO 3 JOMIICPUIOHOM,
OCKITBKM BOHHU 3HWKYIOTh HOTO OI10OCTYMHICTH MIC/SI TEPOPaTbHOTO 3aCTOCYBaHHS (IMB. PO3MALI
«Oco0IMBOCTI 3aCTOCYBaHHS»).

HNomnepunon metabomizyerses nepeBakHo numsixom CYP3A4. 3a maHuMu IOCHIDKEHb in Vitro Ta 'y
JIOJMHY, CYIYTHE 3aCTOCYBaHH JIIKAPCHKUX 3ac00iB, 110 3HAUHUM YMHOM HPUTHIUYIOTH L€l (epMeHT,
MO>K€ MPU3BECTHU IO ITABUIICHHS PIBHS JOMIIEPUIOHY B IJIa3Mi KPOBI.

IIpu 3actocyBaHHI JOMOEPUIOHY CYHNyTHBO 13 moTyxHuMH iHriOiTopamu CYP3A4, 3natHumu
nogosxyBatu iHTepBan QT, cmoctepiranucs kmiHIYHO 3Hauyymii 3MiHu iHTepBany QT. Tomy cymyTHe
3aCTOCYBaHHS JIOMIIEPHIOHY 3 TIEBHUMH JIKAPCBKUMH 3aco0aMu TPOTHUIIOKA3aHE (IMB. PO3ILT
«IIpoTunokazanus»).

Oonouacne 3acmocysanus 3 1€6000now. Xoda KOPEKIlis 03U JIEBOJONH HE BBAKAETHCS HEOOXITHOIO,
criocTepiragocst MiJBUIIEHHS I KOHIEHTpauii B Iuia3Mi KpoBi (MakcuManbHo Ha 30-40 %) npu
OJTHOYACHOMY 3aCTOCYBaHHI 3 JIOMIIEPUIOHOM (JIUB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS ).

CynymHue 3acmocy8anHs HUMCHe3a3Ha4eHux NiKapcoKux 3aco0ié pazom 3 00MnepuoOHOM NPOMUNOKA3aHe.
Vi mikapebki 3aco0w, siki ToAoBXKY0Th iHTepBaNl QT (pusuk torsade de pointes):

- AHTHAPUTMIYHI JIIKapChKi 3aco0m kiacy IA (Hanpukiam, AU30Mmipamis, XiHIIUH, TIAPOXIHIINH);

- aHTHApUTMIYHI JiKapchki 3acobu kiacy Il (mampukiazn, amiomgapoH, modeTuiIia, IPOHEIAPOH,
10yTHITI T, COTANIOMN);

- JIesK1 HeHpOJENTHUYHI JIIKapChKi 3aco0U (HAPHUKJIIaI, TAIONEPUIO0N, TIIMO3UI, CEPTUHIION);

- JIesKi aHTHJENpPEeCaHTH (HAIPHUKIIAL, UTAIONpaM, ECIIUTAIIONPaM);

- JIesIKi aHTUOI0TUKY (HAPUKIIaI, JJeBO(IOKCAIINH, MOKCU(IIOKCAIIMH, EPUTPOMIIIMH, CIIIPaMIIIUH);

- JIesKi MpOTUTPUOKOBI JIIKapChKi 3ac00M (HanpHkiam, GIyKoHa30J, MEHTaMiHH);

- JIesIK1 IpOTUMAJISIPiiiHI JIKapChKi 3ac00M (HanpuKia, rairodanTpuH, JIoMehaHnTpUH);

- JesKi IUTyHKOBO-KHIIKOBI JIIKAPChKi 3acO00M (HANPUKIIAM, IU3ANPHU, J0JIACETPOH, IPYKaAIONPH);

- JIesKl aHTUTICTaMiHHI JIIKApChKi 3aCO0M (HampuKIIaa, MEKiTa3uH, Mi30JIaCTHH);

- JesKi JIIKapCchKi 3aco0u, IO 3aCTOCOBYIOTHCS MPU OHKOJIOTIYHMX 3aXBOPIOBAHHAX (HAMPHUKIAL,
TopemideH, BaHeTaH10, BIHKaMiH);

- JAedKl 1HIN JIIKapChKi 3acoOu (Hampukian, Oenmpuawi, MeTaaoH, audemanin) (IuUB. po3aLT
«IIpoTurnokazanusm»);

- anomopdiH, 3a BUHATKOM BHIIQJKIB, KOJM KOPUCTh BiJI CyMICHOTO 3aCTOCYBAaHHSI IEPEBUILYE
PHU3HKH, 1 JHILIE 32 YMOBU CYBOPOTO JOTPUMaHHS PEKOMEHJIOBAaHMX 3aXOIB HIOJ0 CYMICHOTO
3aCTOCYBaHHA (IMB. 1HCTPYKLIIO IS MEOUYHOTO 3aCTOCYBaHHSA amnoMopdiHy, pO3Ail
«IIpoTurnokazanusm»).

B okpemux nmochmimkeHHSX —(apMaKOKIHETHYHOI / papMakoIMHAMIYHOI B3aeMonii in  vivo TIpu
0JTHOYaCHOMY TEepOPATTLHOMY 3aCTOCYBaHHI KETOKOHA30Iy a00 €PUTPOMILIUHY Y 3I0POBHX TOOPOBOJIBIIIB
OyJ0 MiATBEPAXKEHO, IO 1Ii JIIKAPCHhKi 3ac00M 3HAUHUM YMHOM HPUTHIYYIOTh MPECUCTEMHHI MeTaboIi3M
JIoMIiepuIony, onocepenkoBannii CYP3A4.

IIpu cynytHpoMy 3actocyBaHHi 10 Mr pommepuaoHy mnepopaidbHo 4 pa3su Ha 100y Ta 200 wmr
KETOKOHA30JIy TMepopaabHO 2 pa3d Ha 00y B MEpioj CIOCTEpPEKEHHS OyJIO BiA3HAYEHO TOJIOBKEHHS
inTepBaity QTc B cepenuboMy Ha 9,8 mcek; okpeMi 3HaueHHs kKosmBanucs Bin 1,2 mo 17,5 mcek. Ilpu
CymyTHhOMY 3acTocyBaHHi 10 Mr nqommepunony 4 pasu Ha 700y Ta 500 Mr epUTpOMILIMHY MEPOPATBHO 3
pasu Ha 100y iHTepBan QTc y mepios crocTepekeHHs IMOJOBXKYBABCS B cepelHbOMY Ha 9,9 Mmcek,
1HTepBaJ OKpEeMHX 3Ha4eHb CTaHOBHB Bif 1,6 10 14,3 mcek.

PiBHoBakHi 3Ha4eHHA Cmax 1 AUC noMmepuaoHy 3pocTaid NMPUOIU3HO BTPHUl y KOXKHOMY 3 IHX
JOCITI/DKEHb B3a€MOJII1. BIIMB MiJBHINEHUX IJIa3MOBHX KOHIICHTPAIId JTOMIEPHUIOHY Ha TOJIOBKEHHS
iHTepBasty QTc HeBimomuil. Y IHMX AOCHIDKEHHSX y BHIAAKy MOHOTepamii pommnepuaoHoM (10 mr
nepopaibHo 4 pa3u Ha 100y) iHTepBan QTc mMoaOBXKyBaBCsS B CEpeIHbOMY Ha 1,6 MCEK (IOCIIIKEHHS
KETOKOHA30Jly) Ta 2,5 MCeK (IOCHI/KeHHS EepUTPOMIIMHY), B TOW 4Yac SK 3aCTOCYBaHHS JIMILE
keTokoHazoiy (200 mr 2 pasu Ha 100y) abo epurpominuny (500 mr 3 pasu Ha g00y) MPU3BOIUIO O
30inbmenHs inTepBany QTc y nmepion ciocrepeskeHHs Ha 3,8 Ta 4,9 Mcek BiAMOBIIHO.

[puxnagamu cuabHuX iHri6iTOopiB CYP3A4, 3 sskuMu He pekoMeH0BaHO 3acTocoByBati Jompun® SR,
€:

- a30JIbHI TPOTUTPUOKOBI JIIKAPChKi 3aco0u, Taki K (IyKOHA30s*, i1TpaKoHA30J, KETOKOHA307*,
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MI0CAaKOHA30J1 1 BOPUKOHA30IT*;

- MAaKpOJIiJIHI aHTHOI0THKH, TaKi K KJIAPUTPOMIIUH™, EPUTPOMIIIMH* Ta TEIMITPOMIIIUH™ (AUB. PO3ILT
«IIporunokaszanss»);

- 1HTIOITOPH TIpOTeas3u, Taki SK aMIpeHaBip, ara3zaHaBip, (ocammpeHaBip, iHAWHABIp, HeldiHABID,
TenanpeBip*, puToHaBip* 1 cakBiHaBip*;

- QHTAroHICTHU KaJIbIIIIO, TaKi K JAWJITIa3eM 1 Bepanami;

- aMmiomapoH*;

- aMpeIIiTaHT;

- HedazoI0H.

*IIpononryrots iHTepBan QTc.

Oonouache 3acmocy8aHHs HUMNCUE3ASHAYEHUX PeYOSUH 8UMA2AE 00EPedCHOCI.

O0epeHO 3aCTOCOBYBATH 3 JIIKAPCHKUMHU 3ac00aMH, IO CIIPUYUHSIIOTH OpaJAuKapAilo 1 rimokaizieMiio, a
TaKOX 13 MakpoJiamMHu, [0 MOXYTh CIPUYUHATH TOMOBXKEHHs iHTepBany QT: asurpominuH i
POKCUTPOMIIIMH (KIapUTPOMILIUH MPOTUIIOKA3aHUH, OCKUIBKH 11e — OTYy>KHUH iHTi0iTop CYP3A4).

Criz 3 00epeKHICTIO 3aCTOCOBYBATH JIOMIIEPHUIOH CYIYTHBO 3 OTYKHUMH iHTi0iTOpamu CYP3A4, ki He
CHpUYUHSIIM TOoAOBKeHb iHTepBany QT, Takumu sk iHAUHABIp. 3a CTAaHOM MAIIEHTIB CIiJ MHIBHO
HaIVISIIaTH 1010 TIOSIBM O3HAK a00 CUMITOMIB HEOQKaHUX PEaKIlii.

BuiienaBeieHuii epesik € pernpe3eHTaTHBHUM, ajie HE BUUEPITHUM.

ILOMpI/I/:[® SR MokHa moeaHYBaTH 3:

- HEHpOJIENTHKAMH, /1110 SKUX BiH IMOCHUJIIOE;

- noaminepriuHuMu aroHicramu (OpOMOKpHNTHHOM, L-10mor0), HebakaHi nmepudepuyHi mii KX,

Taki fK TOpPYIICHHS TpaBJICHHS, HYAOTY, OJIOBaHHsS, BIH MNpHUrHidye Oe3 HelTpamizamii OCHOBHUX
BJIACTUBOCTEN.
OCKinbKH JOMIIEPUIOH YUHUTH MPOKIHETHYHY [il0 HAa IIIYHOK, TEOPETUYHO II€ MOXKE BIUTUBATH Ha
BCMOKTYBaHHS TIEPOPATBHUX JIIKAPCHKUX 3aC001B, IO 3aCTOCOBYIOTHCS CYNMyTHHO, 30KpeMa Ha JIIKapChKi
(dbopMH TMPOJIOHTOBAaHOTO BUBLIHHEHHS a00 KHIIKOBOPO3uWMHHI. OJHAK y TAIlI€HTIB, CTaH SIKUX BXKE
cTabumi3yBaBcs Ha Tl 3acTOCYBaHHS JWTOKCHHY a0o TMapareraMoiry, CYIyTHE 3acTOCyBaHHS
JOMIEPUIOHY HE BIUTUBAJIO HA PiBHI IIUX JIKAPCHKUX 3aC00IB y KPOBI.

Ocobnueocmi 3acmocyeanns.

Jompua® SR He peKOMEHIy€ThCs 3aCTOCOBYBATH MPH 3aXUTYBaHHI.

Jlompun® SR ci1ifi 3acTOCOBYBaTH 3 00EPEKHICTIO MAIIEHTaM JIITHBOIO BiKy a60 MallicHTaM i3 HasBHUMU
3aXBOPIOBAHHSIMH CEpPIls a00 13 3aXBOPIOBAHHIMU CEPIIsl B aHAMHE31.

Cepyeso-cyounni egpexmu. Jlomnepunon O0yB moB’si3anuil 13 npononramieto inrepBary QT na EKT. ITix
Yac MOCTMAPKETUHTOBOTO CIIOCTEPEKEHHS MOBIIOMIISIIOCS TIPO Ay XKe piakicHI Bunaaku mposoHramii QT
Ta TPIMOTIHHA-MEPEXTiHHA NUIYHOUKIB y MAI€HTIB, SAKi NpuiiManu gommepunoH. Lli moBimomieHHs
BKJTFOYQIH 1H(GOPMAIIiIO TTPO TMAIIEHTIB 3 IHIIUMUA YUHHUKAMU PU3UKY, €JICKTPOJIITHUMH MOPYIICHHSIMH Ta
CYIIyTHBOIO TEPAITI€I0, sIKI MOXKYTh OyTH CIPHUSIOUNMH (GakTopaMu (IuB. po3ain «I1o6iuni peakiii).
[Tonosxenns inTepBany QT, sike cocTepiraiv y 310pOBHX OCIO MpH 3aCTOCYBaHHI HUMU JOMIIEPUIOHY B
no3i 1o 80 mr/mo0y (o 10 a6o 20 Mr 4 pa3u Ha JeHb), HE MAJIO KJIIHIYHOTO 3HAYCHHS.

3acmepesicenns. JloMrepuion ciaif 3 00€peKHICTIO 3aCTOCOBYBATH IMAIIEHTAM 3 JISTKUMHU MOPYIICHHSIMHA
¢byHKuii neyinku Ta/abo HUPOK.

Yepes miJBUILIEHUH pU3KK NITyHOYKoBOi aputMii Jompua® SR mpoTHIOKa3aHO 3aCTOCOBYBAaTH MAlli€HTaM
13 IOZIOBKEHHSIM 1HTEPBAJIiB CepIeBOi MPOBIAHOCTI, 30kpema QTc, marienTam 31 3HaUHUMH TOPYLICHHSIMHU
OaylaHCcy eJNeKTPOJITIB (TIMOKaNIIEMI€I0, TINEpKaTieEMi€l0, TiMOMarHieMiero) abo Opamukappiero, ado
narieHTam i3 (poHOBUMH XBOopoOaMu ceplls, TAKUMH SK 3aCTiifHa ceplieBa HEIOCTaTHICTh (IMB. PO3MIiT
«IIpotumnokazanus»). BigoMo, mo mopymieHHs OajaHCy eNeKTPONITIB (TIMOKalieMisl, TilepKaaieMis,
rimomarHiemis) Ta OpaauKapis € CTaHaMH, IO MiABUIIYIOTh IPOAPUTMOTCHHUIN PU3HK.

VY pa3i nmosiBu 03HaK ab0 CUMIITOMIB, III0 MOXKYTh OYTH TIOB’sI3aHi 13 CEPILIEBOI0 apUTMI€I0, 3aCTOCYBaHHS
nikapcbkoro 3aco6y Jompua® SR MOTpiGHO IPUIUHUTH, a NALEHTY CJIiji HEraifHO TIPOKOHCYILTYBATHCS
3 JIIKapeM.

[NarieHTH TOBUHHI HEralfHO MOBIIOMIIATH PO Oy/b-sIKi CUMIITOMH 3 OOKY cepIis.



Iopywenns ¢hynxyii Hupox. Ilepio HamiBBUBEICHHS JOMIIEPHIOHY IPU TSHKKOMY MOpPYIIEHHI (yHKIIT
HUPOK (KpeaTHWHIH CHpOBAaTKH KpoBi > 6 mr/100 mu, Too6to > 0,6 MMOIIB/iT) TOoOBXEeHHUI. Takox Moxe
BUHUKHYTHU NOTpeda y 3HIKEHHI T03H.

Oonouache 3acmocysants 3 1€6000n00. X04a KOPEKIIis 103U JEBOJOINN HE BBAXKAETHCS HEOOXITHOIO,
CrOCTepirajocsi MiJBUIICHHS 1 KOHLEHTpamii y mia3Mi Kposi (MakcumanbHo Ha 30-40 %) mnpu
OJIHOYaCHOMY 3aCTOCYBaHHI 3 JOMIIEPUIOHOM (AWB. po3nil «Bzaemonmis 3 1HIIUMH JIIKQPCHKUMHU
3aco0aMu Ta 1HII BUJIU B3aEMOJIIINY).

AHTanuHI 200 aHTUCEKPETOPHI JIKAPChKi 3ac00M HE CJIiJI MPUMMATH OJHOYACHO 3 JIIKAPCHKUM 3aC000M
Jompua® SR, OCKiNBKM BOHM 3HMKYIOTH TNEpOpaibHy Oi0fOCTYNHICTh IOMIEPUAOHY (IMB. PO3IiN
«B3aemois 3 iHIIMMU JTIKApCHKUMH 3ac00aMHU Ta iHIII BUIU B3aeMOJiii»). [Ipu cymicHOMY 3acTocyBaHHI
nikapcekuit 3aci6 JJompua® SR e mpuitMaT mepes 11010, a aHTAIMIHI a00 aHTHCEKPETOPHIi JIIKapChKi
3aco0u — ImiciIs 1u.

3acmocysanusn 3 anomopghinom. JIOMIIEPHIIOH TPOTHIIOKA3aHUM JUTS OJHOYACHOTO 3aCTOCYBaHHS 3
JKapChbKUMHU 3ac0o0aMH, 110 MOAO0BXKYIOTh iHTepBasl QT, BKitoyaroun anoMopdiH, 3a BAHATKOM BHIT[IKiB,
KOJIU KOPHUCTh BIJI OJHOYACHOTO 3aCTOCYBaHHS 3 arnmoMOp(iHOM MEPEeBHUIIYE PHU3HK, 1 TIIBKH Yy pasi
CYBOpPOTO JIOTPUMAaHHSI 3aCTEPEKEHb, SKi HABOMSATHCS B IHCTPYKII I MEIUYHOTO 3aCTOCYBAHHS
armomopdiny.

3acmocysanusn 3 kemokonazonom. Y NOCTDKEHHSIX B3a€MOJIIi 3 MEPOPAIbHOI0 (HOPMOIO KETOKOHA30ITy
Bi3HavYasIoch mojoxkeHHss QT-iHTepBany. Xoua 3HAYEHHS I[bOTO JIOCHIDKEHHS YiTKO HE BCTAHOBJICHO,
cinig oOpaTu anbTepHATUBHE JIKYyBaHHS, SKIIO TOKa3aHa INPOTUTPHOKOBA Tepamisi KETOKOHA30JI0M
(mmB. po3nin «B3aemois 3 IHIIUMH JIIKAPCHKUMH 3aCO0aMHU Ta 1HII BUIA B3AEMOIII).

Crin BpaxoByBaTd HAacCTyHHY iH(OpMAIlil0 CTOCOBHO PU3HKY PO3BHUTKY YCKJIAIHEHb CEpIIEBO-CYJMHHUX
3aXBOPIOBAaHb, 3yMOBJICHUX JIIKAPCHKUMHU 3aCO0aMH, 110 MICTATh JIOMIIEPHJIOH:

e Jleski emigeMioJIOTIUHI JOCHIPKEHHS TIIOKa3add, IO JOMIICPUIOH MOXE acOIIIOBATHCS 3
IIIBUIIICHUM PU3UKOM CEPHO3HUX MUIYHOYKOBUX apUTMIM a00 pamToBOi CEpIeBOi CMEpTi (IIUB.
po3ain «I1o6iuHi peakiiin).

e Pu3uk cepiio3HUX NUTYHOYKOBHMX apUTMill ab0 pamnToBOi cepleBOi cMepTi MOKe OyTH BHIIUM Y
naiieHTiB BikoM Big 60 pokiB abo mpu mepopaibHOMY 3aCTOCYBaHHI J103 JIIKAPCHKOTO 3acoly
Oinpmre 30 Mr Ha 100y Ta y MAIi€HTIB, fKi OJHOYACHO NPUHMAIOTh JIKapChKi 3aco0M, IO
noaoBxytoTh 1HTEpBa QT, a6o iHridiTopn CYP3A4. Tomy crig 3 00epexHICTIO 3aCTOCOBYBATH
Jompun® SR mamientam miTHhoro Biky. Ilamientam BikoMm Big 60 pokiB mepej mpuitoMom
nikapebkoro 3acoby Jompua® SR il MpoKOHCYIBTYBaTHCS 3 JIIKAapeMm.

e JloMmepuI0H CITiJI MPU3HAYATH JOPOCIUM Y HAWHWKYIH eEeKTUBHIN J031.

CriBBiZHOIICHHS PU3UKY Ta KOPUCTI 3aCTOCYBAHHS JIOMIIEPUIOHY 3aJIHIIAETHCS CIIPUSTIHBUM.

k1o y Bac BCTAaHOBJIEHO HEMEPEHOCHMICTh JESKUX IYKPIB, MPOKOHCYIBTYHUTECS 3 JIIKapeM, Mepil Hix
npuiiMaTH Lel JTiKapcbkuii 3aci0, OCKUIBKY BiH MICTUTB JIAKTO3Y.

Ie#i mikapcekuit 3acid mMicTuTh MeHIIe 1 Mmoib (23 Mr)/mo3y HaTpiro, TOOTO MPAKTUYHO BUIBHHK Bij
HaTpIIO.

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2py0oio.

Bacimnicme.

JlaHi 100 TOCTMApPKETHMHIOBOTO 3aCTOCYBaHHsS JOMIIEPUJIOHY BariTHUM >KiHKaM oOMmexkeHi. Tomy

Jompun® SR y mepion BariTHOCTI CItiJi NpU3HAYATH JIMINE TOMI, KOJH, HA AyMKY JHKaps, O4iKyBaHHM

MMO3UTUBHUH €(EKT JIJIsi MaTepi MEPEBUIINYE OTCHIIIMHUN PU3UK JIJIS TUI0/IA.

Toodysanns 2pyooro.

KinpkicTh noMnepujoHy, sika MOKE MOTpPAallUTH B OpPraHi3M HEMOBIISITH Yepe3 TpylIHE MOJIOKO,

HaJ3BUYATHO HHU3bKAa. MakcuMallbHa BiIHOCHA 11032 ISl HEeMOBIAT (%) OIIHIOETHCS HA PiBHI OJIU3BKO

0,1 % Big mo3u myis MaTepi 3 MOMPaBKOI Ha macy Tina. HeBimomo, 4M BiH IIKOJUTH HEMOBIIATI, TOMY

MaTepsM, aki npuitmMaroth JJompua® SR, BapTO yTpUMAaTUCS Bifl TOLyBaHHS TPYIIHO.

Pimennst mpo mpunMHEHHS TOMYyBaHHS TPYIAI0 a00 BIAMIHY Teparii JOMIIEPUIOHOM CIIiJ MPUUMATH,

OLIIHIOIOYHM KOPHUCTh TOAYBaHHS IPYUIIO JUIsl TUTUHU Ta KOPUCTH TEpaIlii A MaTepi.

[Ticns excro3milii B pe3ysibTaTi MPOHMKHEHHS JIKApChKOrO 3aco0y B TPYyJIHE MOJOKO HE MOXKHA

BUKITIOYHUTH TOSBY MOOIYHHUX e(EeKTiB, 30KpeMa KapaionoriyHux edekriB. Ciix IposBIATH 00EpEXHICTh Y
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pa3i HasIBHOCTI YMHHUKIB PU3UKY MOAOBXKEHHs iHTepBany QTc y mirell, ski nepeOyBaioTh Ha TPYAHOMY
T'OJTyBaHHI.

30amuicms  énausamu Ha WBUOKICMb pearkyii npu KepyBaHHi A8MOMPAHCNOPMOM abo  THUUMU
Mexanizmamu.

[Ticns 3acToCcyBaHHS JOMIEPHUAOHY CITOCTEPIrajaucs 3aaMOPOYCHHS 1 COHIUBICTD (IuB. po3aut «[1o6iuHi
peakiii»). Tomy mamieHTam ciniJl peKOMEHAYBaTH YTPUMATHUCS BiJl KEpYBaHHs aBTOTPAHCIIOPTOM, poOOTH
3 IHIIUMH MeXaHi3MaMu abo 1HIIO01 MIsITBHOCTI, sIKa MOTpeOy€e KOHIICHTpallii yBaru i KOOpAUHAIL, TOKH
BOHH He 3’ACyI0Th, sk JJompua® SR BIuMBae Ha HUX.

Cnocio 3acmocysannusa ma 003u.

s nonecuwents cumMnmomis HyOomu ma O1H06aHHs.

Jlopocni. 1 Tabnerka 1 pa3 Ha 100y 3a 15-30 xBusIMH 10 inU.
TpuBanicTh iKyBaHHS HE TIOBHHHA MEPEBUIYBATH | THKIEHB.
MakcumanbHa 1000Ba /1032 JIIKapChKOTO 3acC00y CTaHOBHUTH 30 MT.

imu.

JliTaM JiKapchKui 3aci0 3aCTOCOBYBATH B 1HIIIN JTiKapChKil Gopmi.

Ilepeoosyeanns.

Cumnmomu. CUMIITOMaMHU TIepE03yBaHHS MOXYTh OyTH aXHTaIlisi, TOPYIICHHS CB1JIOMOCTI, CyJIOMH,
COHJIMBICTB, 1€30pi€HTALliS Ta eKCTpaIlipaMiIHi peakiii, 0COOJINBO y JIITEH.

Jixysanns. Crnenu@igHOr0 aHTHAOTY IOMIICPUIOHY HEMae, ajie y pa3i 3HAYHOTO MEPeI03yBaHHS CIIiJT
HEraifHO HaJaTH CTaHJApTHE CHMITOMATHYHE JIKyBaHHS. PEKOMEHJOBAaHO TPOMHUBAHHS MLTYHKA
mpoTSIroM | TOAWMHU MICIs TPHHOMY JIIKAPCHKOTO 3aco0y Ta 3aCTOCYyBaHHS aKTHBOBAHOTO BYTLLIA, a
TaKOX MIJILHUHN HATJIS 32 MAIIEHTOM Ta MATPUMYOUa Teparis.

Cnin  npoBoautn EKI'-MOHITOpHMHT 3 OISy Ha MOXJIMBICTH TonoBxkeHHs iHTepBary QT.
AHTHUXOJIIHEPriuHl JKapchKi 3aco0H, 3acobu Ui JIiKyBaHHS XBopoOu IlapkiHcoHa MOXyTb OyTH
e(hEeKTUBHUMH JIJIs1 KOHTPOJIIO EKCTPAITipaMiTHIX PEaKIIii.

Io6iyni peaxuii.

[ToGiuni peakuii, BU3HAueHI 3a pe3yJbTaTaMH 3aCTOCYBaHHS JOMICPUAOHY IiJ dYac KIIHIYHUX
JOCITIJKEHb, HaBEACHI HIIKYE 32 CUCTEMaMH OPTaHiB Ta YaCTOTOK BHHUKHEHHS: Tyke dacto (> 1/10);
gacto (> 1/100 go <1/10); mewacto (> 1/1000 mo <1/100); pinko (= 1/10000 no <1/1000); myxe piako
(<1/10000). Axmro 3a TaHUMH KJIIHIYHUX JOCTIHPKEHh HEMOXKJIMBO BU3HAYUTH YacTOTYy, BOHA BKa3aHa SIK
HEBiJOMa.

3a yMOBH MOTPHMAaHHS PEKOMEHIAIil 3 T03yBaHHS Ta TPUBAJIOCTI JIKyBaHHS TOMIICPHUIOH 3a3BHYAil
MIEPEHOCUTHCS 100pe 1 MOOIYHI peakilii BHHUKAIOTh HEYacTo.

3 6oky imyHHOI cucmemu: dYacTOTa HEBIJOMa — aJjepriuyHi peakiii, BKIOYa4W aHadiIaKciro,
aHa(iTaKTUYHUH 10K, TIepuyTIUBICTb.

3 60Ky en0oxkpurHOI cucmemu: PiIKO — MABUIICHHS PIBHS IPOJAKTHHY.

Ilcuxiuni po3naou: HEYaCTO — 3HWKEHHS ab0 BIACYTHICTH Ji0il0, HEPBO3HICTH, PO3JPATOBAHICTD,
30yDKEHHS; y>Ke PIAKO — JEnpecisi, TPUBOKHICTb.

3 60Ky Hepsosoi cucmemu: HEUACTO — TOJOBHUI Oi1b, COHJIMBICTH, 3alaMOPOYEHHS, €KCTpamipamiaHi
po3naau; MyKe pimko — OE3COHHS, clpara, MIISBICTh, aKaTHU3is;, 4acTOTa HEBiJOMa — CyJIOMH, CHHAPOM
HECTIOKIHHUX HIT (3arOCTPEeHHs CUHIPOMY HECTIOKIHHUX HIT y MAIlieHTiB i3 XBopoboto [lapkincona).

3 b6oky cepyeso-cyounHoi cucmemu: Ty>Xe PiIko — HAOPSIK, BIAUYTTS CEPIICOUTTSI, MOPYIICHHS YacTOTH Ta
PUTMY CEpIIEBUX CKOPOYEHb, CEPIl03HI IUTYHOUKOBI apUTMil; 4aCTOTa HEBIJJOMa — MOJIOBKEHHS IHTEPBATY
QT, mryHOUYKOBI apuUTMIT Ha 3pa3okK «forsade de pointesy, panToBa cepiieBa CMEPTh.

3 060Ky WIYHKOBO-KUWKOB020 mMpaxkmy. 9YacTO — CYXICThb y pOTi; HeYacTo — Jiapes; piIko —
racTPOIHTECTUHAIbHI PO3JIa/IH, BKIIOUAI0UN a0JOMIHAIBHUM O1J1b, pETYypTiTaIlito, 3MiHy aleTuTy, Hy10TY,
Tedilo, 3a1op; TyKe PiIKO — KOPOTKOYACHI KHMIITKOBI CIIa3MHU.

3 b6oky opeanie 30py.: 4acTOTa HEBIIOMA — OKYJIOTIPHI KPU3H.



3 60Ky wiKipu ma niOWKIpHUX MKAHUH: HEIACTO — CBEpOikK, BUCUTIAHHS, KPOITMB IHKA; 9aCcTOTa HEeBiIoMa
— aHT1OHEBPOTUYHUHN HAOPSIK.

3 6oky penpodykmuenoi cucmemu ma MOJIOYHUX 3A7103: PIAKO — 301IBIIEHHS MOJIOYHUX 327103, BUIUICHHS
3 MOJIOYHHX 3aJ103, HAOPSK MOJIOYHMX 3aJ103, OPYLISHHSI JIAKTallii, HEPEeTyIIpHUI MEHCTPYaTbHUI UK,
HEYacTO — TajakTopes, Oi1b y JUISHII MOJIOYHHUX 3aJ103, UyTIUBICTh MOJIOYHHUX 3aJI03; YACTOTA HEBiJJOMa
— TIHEKOMACTIs, aMeHOpesl.

3 6oky onopHo-pyx060i cucmemu ma cnOLYYHOI MKAHUHU. PITIKO — OUITb y HOTaX.

3 60Ky cewosudinbHoOi cucmemu. Iy)e PIIKO — IU3Yypisl, YaCTE CEUYOBUITYCKaHHS; 4acTOTa HEBiJoMa —
3aTpUMKa Cei.

3azanvui po3nadu: HEYACTO — aCTEHIsL.

Inwe: KOH FOHKTHBIT, CTOMATHT.

3minu nabopamoprnux noxaznuxis: nyxe piako — minsumeHHs piBHs AJIT, ACT i xonectepuHy; yacToTta
HEB1JIOMa — BIIXWJICHHS BiJl HOPMH TOKa3HUKIB ()yHKIIIOHAJBHUX TECTIB TMEUYIHKH, MiABUIICHHS PIBHS
MPOJIAKTHHY B KPOBI.

Ockinbky Tinmo¢i3 3HaAXOAUTHCS 1032 reMaroeHIedanigyHuM 0ap’epom, JOMIIEPUIOH MOXKE CIPUUYUHUTH
MiABUILEHHS PiBHA MPOJAKTHHY. Y TMOOJMHOKHMX BUMAJKaX TaKa riNepHnpoaKTHHEMIis] MOXe TPU3BOJAUTH
710 HEUPOEHJOKPUHHUX MOOTYHNX €(PEKTIB, TAKHX K TaJaKTOPEs, TIHEKOMACTIsl Ta aMEHOPes.

VY mepiol MOCTMapKETUHTOBOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y BIAMIHHOCTEH y mpodini Oe3nexu
3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y B JIOPOCAWX Ta MAiTeH BiI3HA4eHO HeE Oylno, 3a BHHATKOM
eKCTpamipaMiIHUX pO3JaaiB Ta IHIIMX SIBHIL, CYJOM 1 30Yy/DKEHHS, OB ’S3aHUX 13 LIEHTPAIbHOIO
HEPBOBOIO CHCTEMOIO, IO CIIOCTEPITATNCS IEPEBAKHO y JIITEH.

[ToBigOMICHHS PO MMiI03PIOBaHi MOOIYHI peakirii.

[ToBimomieHHsT Mpo MOOIYHI peakIlii micist peecTpallii JiKapchKoro 3aco0y mMae BakiauBe 3HadeHHs. Lle
Ja€ 3MOTY TPOBOJUTH MOHITOPUHI CIIIBBIAHOIIECHHS KOPHUCTH/PU3MK TPHU 3aCTOCYBAaHHI IbOTO
JKapChKOTO 3ac00y. MenuyHuMm Ta ¢apmarieBTUYHUM IMpaIliBHUKaM, a TaKOX MaimieHTam abo iXHIM
3aKOHHHUM MPEACTaBHUKAM CiJI TOBIIOMJIAITH TPO BCl BUMAJAKH MiJO3PIOBAHHMX IMOOIYHUX peakIiil Ta
BIICYTHOCTI €(EKTHBHOCTI JIIKapChKOTO 3aco0y uepe3 ABTOMATH30BaHY iHGOpMAIiiiHy CHCTEMY 3
¢bapmakonarnany 3a nocuinanuaM: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.
2 poKHw.

YmoBH 30epiranus.
30epiratu mpu Temrneparypi He Buuie 25 °C B OpUriHaNbHIN YIIAaKOBIII.

30epiraTty y HEIOCTYITHOMY TSI TIT€H MiCIIi.

Ynakoska.
ITo 10 Tabnerok y Omicrepi. [To 1 abo mo 3 GiicTepu y KapTOHHIN YIIAKOBII.

Kareropis Bignmycky.
3a peuentom.

BupooHuk.
TOB «KYCYM OAPM».

Micne3HaxoakeHHs] BHPOOHHKA TAa ajgpeca Miclsi NPOBAsKeHHsI HOro AislJIbHOCTI.
40020, Ykpaina, Cymcbka obsactb, M. Cymu, Byn. Ckpsibina, 54.

abo

BupooHuk.
TOB «['JIEAD®APM JIT».



Micue3HaxoakeHHsI BHPOOHUKA Ta agpeca Miclsi NPOBAsKeHHsI HOro AislJIbHOCTI.
40020, Ykpaina, Cymcbka obsacts, M. Cymu, Byi. [laBumoBcekoro ['puropis, 54.

JlaTa ocTaHHBOIO MeperJsay.
19.05.2025
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