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IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

JTOMPU/I®

Cknao:

diroya peuosuna: nommnepuaony maneat (domperidone maleate);

1 TabGieTKka MICTUTh TOMIIEPUIOHY MajieaT eKBIBAJICHTHO JoMmepuiony 10 mr;

OONOMINCHI peyosunu: TIETI0I03a MIKPOKPUCTANIIYHA, HATPII0 KPOCKApMENo3a, KPEMHII0 J10KCHT
KOJIOiHUI O6e3BoHuUI, MarHiro cteapaT, Opadry II 31 G 58920 Gimmii*.

*Opadry II 31 G 58920 Ginmii: rimpomenosa, JTakTo3u MoHorigpar, tutany miokcun (E 171),
MOJII€TUJICHIIIKOJIb, TAJIbK.

Jlikapcbka gopma. TabieTku, BKpUTI 000JTOHKOIO.
OcHosni izuxo-ximiuni eracmusocmi: KPyrii ABOOIMYKI TaOJIETKH, BKPUTI 0OOJIOHKOIO O1710TO
KOJIBODY.

®apmakorepaneBTu4yHa rpyna. Ctumymnsatopu nepuctanbtuki. Kon ATX AO3F A03.

Dapmaxonoziuni enacmugocmi.

Dapmaroounamika.
MexaHi3M jii.
Homnepunon — aHTaroHict aodamiHy 3 MPOTHOJIOBOTHHUMH BIACTUBOCTAMHU. JlommepumaoH

HE3HAYHOI0 MipOI0 MPOHHKAE Kpi3b reMarocHuedanigauii 6ap’ep. 3acTOCYyBaHHS JOMIIEPUIOHY
JTy’K€ PIIKO CYMPOBOKYEThCS €KCTparmipaMiTHUMHU TOOIYHUMH epeKTaMu, OCOOTIUBO Y TOPOCITHX,
ale NOMIIEPHIOH CTHMYJIOE€ BHJIICHHS MPONAKTHHY 3 rinmodiza. Moro mportmbmoBanbHa is,
MO>KJIUBO, 3YMOBJICHA TO€IHAHHAM MepudepruyHoi (racTpOKiHETHYHOI) il Ta aHTAaroHi3My 0
peuenTtopiB  godaMiHy y TpUTEpHIA 30HI XEMOPEHENTOpiB, IO 3HAXOJUTHCS 1032
remaToeHIedaTiyHuM 0ap’epoMm y 3aaHii OUIsSHI (area postrema). JIociipKeHHs] HAa TBapUHAX, a
TaKOX HU3bKI KOHIIEHTpalii, 110 BU3HAYAIKNCh Y MO3KY, BKa3yIOTh Ha MEPEBAXKHO NepupepudHy
JII0 TOMIIEPUIOHY Ha perenTtopu aodaminy.

VY nmoauHM AOMIEPUAOH MPH MEPOpPaTbHOMY 3aCTOCYBaHHI MiJBUINYE THUCK Y HIDKHIX BiIJijax
CTPaBOXOJy, TOKpAIye€ aHTPOIyOACHATbHY MOTOPHKY Ta IMPHCKOPIOE CIOPOKHEHHS IIIITyHKA.
JloMIiepuioH He BILUIMBAE HA MIUTYHKOBY CEKPELil0.

BrnuB Ha inTepBan QT/QTc 1 enekTpodizionorito cepiis.

BianmosigHo no aupextuBu ICH-E14, 6yno npoBenene perensHe nociimkenns inrepsary QT. Lle
JOCIIIJDKEHHS OyJIO TOJBIMHO CIINMUM, IIAIeOOKOHTPOIBOBAHUM, 13 3aIyYCHHSIM 3JI0POBHX
JOOPOBOJIBIIIB, SIKI OTPUMYBAJIM PEKOMEHAOBaHi 1 HaarepaneBTuuHi 1034 (10 1 20 mr 4 pas3u Ha
no0y). Ilpu 3acrocyBanni 20 Mr gommepuaoHy 4 pa3u Ha 100y BiA3HAYAIOCS TOJIOBXKEHHS
iaTepBany QT nHa 3,4-5,9 Mc mpoOTAroM ychOro mepiogy CIIOCTEPEKEHHs, 1 1el MOKa3HUK He
nepeBunryBaB 10 Mc. Y IOCTIKEHH] HE CIIOCTEPITAIOCs KOMHUX KIIHIYHO 3HAUYIHUX €PEKTIiB Ha
QTc mpu 3acTocyBaHHi JOMTIEpUIOHY B 1031 10 80 MT Ha 100y (110 OLIbIIIE HIXK YABIYI IEPEBUIILYE
MaKCHUMaJIbHY PEKOMEHIOBAaHY J103Y).




L{i pe3ynbTaT TaKOX MIATBEP/KYIOTHCS (hapMaKOKIHETUYHHMH MapaMeTpaMH Ta JaHUMU IOJ0
inTepBanry QTc, oTpuMaHUMH Y XOJi ABOX OLTBIN MABHIX JOCHIKEHB, SIKI BKIIOUAIH S-IEHHE
3actocyBanHs 20 mr 1 40 mr qomnepuiony 4 pasu Ha 700y. EKI 3anucyBanu nepea J0CIiKEHHSIM,
Ha 5-i neHpb yepe3 1 roguHy (IpUOTU3HO Y tmax) MICIS PAHKOBOI 403U Ta depe3 3 aHi. B 06ox
JOCITIDKEHHSAX HE crocTepiranocs pizHuii Mk QTc micas akTUBHOTO JIIKYBaHHS 1 3aCTOCYBaHHS
rane6o. Takum unHOM, OyII0 3p00JICHO BUCHOBOK, IIO MPHIOM qoMIiepuaoHy Yy 1031 80 i 160 mMr
Ha 700y HE MaB KJIIHIYHO 3HAYyIIoro BBy Ha QTc y 3M0poBUX 10OPOBOJIBIIIB.

Dapmakokinemuxa.

Bemoxmyesanns. JIOMIEpHIOH IIBUAKO a0COpPOYEThCS MPU MEpOpaTbHOMY MPUHOMI HATIIE,
MaKCUMayibHa KOHIEHTpamis y miaa3Mi KpoBi (Cmax) JOCSATAEThCS MPUOIM3HO depe3 60 XBUIWH.
3na4yeHHs Cmax Ta AUC noMnepuioHy MiJIBUITYBIMCS MPONOPIIIHO 1031 MPH 103aX y Jiana3oHi
Bix 10 10 20 mr. Cnioctepiranocs 2—3-pazoBe HakonuueHHs goMiiepu1oHy (AUC) pu moBTOpHOMY
3aCTOCYBaHHI YOTHUPH pa3u Ha A00y (koxkHi 5 romuH) mpotsroMm 4 axiB. Husbka abcomtoTHa
010[IOCTYIHICTh TEpPOpaIbHOTO JoMmrepuaony (mpubnusHo 15 %) 3yMoBiIeHa EKCTEHCUBHUM
MeTabO0I13MOM MEPIIOTo MPOXOIKEHHS Y CTIHIII KUIIEYHUKA Ta B MEYiHIII. X04Ya y 3J0POBUX JIOIEH
010/I0CTYIHICTh JAOMIIEPUJOHY 30UIBIIYETHCS MPU TPHHOMI MMICHS inud, XBOPUM 31 CKapraMu
IIJTYHKOBO-KHIIIKOBOT'O XapaKTepy CIIiJ] MPUIMAaTH ToMIEepHIoH 3a 1530 XBUIUH 110 iH.
3HMKEHa KHCIOTHICTh IIIyHKAa 3MEHIIY€e aOCcopOIlil0 JOMIIEPUIOHY. bioJOCTYINHICTh mpHU
NEepOpPAIILHOMY 3aCTOCYBaHHI 3HM)KYETbCSA Y pa3i OJHOYACHOTO MPHUIOMY LUMETHIUHY 1 HATpPito
OikapOonaty. [Ipu nmepopaibHOMY NMPUHOMI JIIKAPCHKOTO 3acO0Y MiCIs 11 MaKCUMalIbHa aOCOpOIIis
JeNIo YIoBiUTbHIOETHCS, a AUC nemo miABHIy€e€ThCS.

Posznooin. Ilpn nepopasbHOMY TPHIAOMI JOMIEPHIOH HE aKyMYJIOETHCS 1 HE 1HAYKYE BIIACHHUHA
00MiH; MakCUMaJIbHUH piBeHb y TuI1a3Mi Kposi uepe3 90 xBuiamH (21 HI/MiT) micas JBOTHKHEBOTO
nepopaibHOTo npuiioMmy 1o 30 mMr Ha 700y OyB MaiiKe TaKUM CaMHM, SK ITiCJISI TPUHOMY TIE€PIIOl
no3u (18 ur/mi). Jommepuaon Ha 91-93 % 3B’s3yeThes 3 Oikamu 1a3Mu KpoBi. JlocmimkeHHs
PO3MOIiTY TOMIIEPUIIOHY, 10 OYyJIM MPOBEEHI Ha TBAPHHAX 3a JOTIOMOTOI0 Mpenapary, Mi4YeHOTro
pafioaKTUBHUM 130TOIOM, TIOKa3ajld MOro 3HAYHUN pO3MOAT y TKaHUHAX, ajieé HU3BKY
KOHIICHTPAIIII0 B MO3KY. Y TBapHUH HEBEJIUKI KUTBKOCTI JOMITIEPUIOHY IPOHUKAIOTh KPi3b TUIALICHTY.
Memabonizm. JloMIepuIoH IIBUIKO Ta EKCTEHCHBHO META0OI3ye€ThCS y MEYiHILI [UIIXOM
T1IPOKCIITIOBaHHS Ta N-JeaIK1TyBaHHS.

JocnimpkenHss MeTaboii3My in vitro 3 JAlarHOCTHYHUMH iHTiIOiTOpamu mokasanu, mo CYP3A4 e
roJioBHOIO (hopmoro mutoxpomy P450, 3amyuenoro 1o N-neankimyBanus gomnepuiony, a CYP3A4,
CYP1A2 ta CYP2E1 GepyTh y4acTb y apOMaTHUHOMY T'iAPOKCHIIIOBAHHI TOMIIEPUIOHY.
Busedennsn. BuBenenHs i3 ceuero Ta KaJloM CTaHOBHTH BimoBiHO 31 % Ta 66 % nepopanbHOi J03H.
Buninenns noMnepuaoHy y HE3MIHEHOMY BUIJISII CTAaHOBUTH HeBenukuil BincoTok (10 % — i3
kajoM Ta pubnusHo 1 % — 13 ceuero). [lepion HamiBBUBEAEHHS 3 TUIa3MH KPOBI MiCHs MPUIOMY
Pa3oBOi 703U CTAaHOBUTH 7—9 TOAMH y 370POBUX TOOPOBOJIBIIB, alie TOJOBKYETHCS Y XBOPHX 13
TSYKKOIO0 HUPKOBOIO HEJOCTATHICTIO.

Oco0auBi TpyNy MaIli€HTIB.

THopywenns ¢ynxyii neuinky. Y NaIieHTIB 13 MOPYIIEHHSM (YHKIIIT MEUIHKH TOMIPHOTO CTYIICHS
(7-9 6aniB 3a mkanoro I1'1o0, kiac B 3a knacudikaniero Haitnga — [1'10) AUC 1 Ciax TOMIIEpUIOHY
Oynu BigmoBigHO y 2,9 1 1,5 paza BumuMH, HDK y 370pOBHUX T00poBOJBINB. BinpHa (pakiis
migBunIyBangacs Ha 25 %, a KiHIleBHiA MTepio]] HaliBBUBEICHHS MO0BXKYBaBcs 3 15 mo 23 roaun. Y
MAIi€HTIB 13 TMOPYMIEHHAM (YHKIT MEYIHKH JIETKOTO CTYIICHsI CITOCTepirajacs NIemo HMIKYa
€KCITO3UIIis, HIXK Yy 3JI0pOBUX JOOPOBOJNBIIB (Ha mifcTaBi gaHuX MOA0 Cmax 1 AUC) 6e3 3MmiH y
MOKa3HUKAX 3B’SA3yBaHHSA 3 OiIKaMM YW TPUBAJIOCTI TEPIOy HAIMIBBUBEICHHS. 3aCTOCYBaHHS
JIKapChKOTO 3aco0y MarieHTaM i3 MOpymEHHSIM (QYHKIIl MNEYiHKH TSDKKOTO CTYIEHS He
nocaimpkysanu. Jlompua® NpOTHTIOKA3aHUIA MAIIEHTaM i3 MOMIpHUMH 200 TSHKKUMH MOPYIIEHHIMA
¢ynkuii nevinku (auB. po3ain «IIpoTunokazanus»).

THopywenns ¢yukyii Hupok. Y TaI€HTIB 13 MOpyHIeHHAM (QYHKII HUPOK TSIKKOTO CTYIICHS
(kpeaTuHiH cupoBaTku KpoBi > 6 mMr/100 miu, tobro > 0,6 MMOIB/I) Tepio HamiBBHBEICHHS
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JOMIIEPHUIOHY MOJOBXKY€EThCs 3 7,4 no 20,8 ronuHu, ajne Horo mia3MoBa KOHIICHTpAIlis HIKYa, HIK
y TAIi€HTIB 3 HOPMAJIBHOIO (PYyHKII€I0 HUPOK. OCKUIBKH Jy>Ke HEBEIHKA KIJIbKICTh JOMIICPUIOHY
(mpubnuzHo 1 %) BUBOAWUTHCA HHUPKAMU Y HE3MIHEHOMY BUIJIAII, MaJIOMMOBIpHO, IO MpH
OJTHOPA30BOMY 3aCTOCYBaHHI Malli€eHTaM i3 HUPKOBOIO HEIOCTATHICTIO OyJe MOTpiOHa KOpEKIlis
no3u. OHaK TPH MOBTOPHOMY 3aCTOCYBaHHI YaCTOTY PUHOMY TOTPiOHO 3HU3HUTH 10 1—2 pa3iB Ha
700y 3aJI€KHO BiJ] TSYKKOCTI OPYIICHHS, TAKOXK MOKe OyTH MOTpiOHE 3MEHIIICHHS J03H.
Ilediampuuna nonynayis. DapMakOKiHETHYHI TaHi MO0 AITEH BIACYTHI.

KuainiuHi xapakTepucTukm.
Iloka3zanns.
Jy1 mosiermenHs CMMITOMIB HYZOTH Ta OJIOBaHHSI.

Ilpomunoxazanns.

Jlompua® IpOTHIOKA3AHUIA:

- XBOPHUM 31 BCTAHOBJICHOIO MIABUIIICHOIO YYTJIMBICTIO IO iF040i a00 10 JTOTIOMIXKHUX PEUYOBHH
JIKapChKOTo 3aco0y;

- XBOPHUM 13 MPOJTAKTHH-CEKPETOPHOIO IMyXJIMHOIO Tinodiza (MpoIaKkTUHHOMOIO);

- XBOPUM 13 TSXKKUMH a00 MOMIpHUMH TOPYIICHHSAMH (YHKIII TEYiHKM (JUB. PO3IUTH
«OcobauBoCTi 3acTocyBaHHsM» Ta «DapMakoIOTiuHI BIACTUBOCTI);

- XBOPHM 13 BIJJOMUM TOJIOBXXEHHSM 1HTEPBAJIiB cepiueBoi nposigHocTi, 30kpema QTc, xBopum 31
3HAYHUMH TTOPYLIEHHAMH OaJIaHCY EJIEKTPOJIITIB a00 13 (pOHOBUMH XBOpOOaMU ceplisi, TAKUMH K
3acTiifHa cepiieBa HEJOCTATHICTh (IUB. po3/iin « OCOOMMBOCTI 3aCTOCYBAHHS» );

- SKIIO CTUMYJISIISA pyXxoBoi (yHKIII NUTyHKa MOKe OyTH HeOEe3NeuHOI0, HANpUKIaa TMpu
IIJTYHKOBO-KMIIIKOBIM KpOBOTEU1, MEXaHIYHIM HEMpOoXigHOCTI abo nepdopariii;

- y pa3l OJHOYACHOTO 3aCTOCYBAaHHS KETOKOHA30Jly, €PUTPOMIIMHY a00 1HIIUX CHIHHOIIFOYHX
iaribitopie CYP3A4 (He3zanekHO Bia iX 3maTHOCTI mojoBkyBatu iHTepBan QT) (mauB. po3nin
«B3aemois 3 THIMMMU JTIKAPCHKUMH 3ac00aMHM Ta 1HIII BHIUA B3aEMOIII»);

- y pa3i OJIHOYACHOTO 3aCTOCYBaHHS JIKapChKUX 3aco0iB, ski monoBxyroTh iHTepBan QT (3a
BUHATKOM anomMop(diHy), Takux SK (DIyKOHA30J, €PUTPOMIIIMH, ITPAKOHA30JI, TMEpOopaIbHUN
KETOKOHA30J1, T0CAKOHA30J1, PUTOHABIP, CaKBiHABip, TeIaNpeBip, BOPUKOHA30J, KIAPUTPOMIIIMH,
aMioZlapoH, TETITPOMINMH (IUB. po3aun «B3aemomis 3 1HIIMMH JTIKAPCHKUMH 3ac00aMu Ta 1HIII
BUU B3aeMOIii» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

AHTHXONIHEpPriyHl JHKapChKi 3acO0M MOXXYTh HEWUTpali3yBaTH AaHTHUAMCICNTHYHY  MiIO
JOMIEpUIony. Y 3B’S3Ky 3 (apMakoIMHAMIYHOIO Ta/ab0 (papMakOKIHETUYHOIO B3a€MOJISIMHU
i ABHIY€THCSI PU3UK BUHUKHECHHS TI0J10BXKeHHs QT-iHTepBay.

He cnig npuiimMaty aHTanuaHI Ta aHTUCEKPETOPHI JTIKapChKi 3aCO0M OTHOYACHO 3 JIOMIIEPUIIOHOM,
OCKUJTBKM BOHH 3HIDKYIOTh HOTO 010/IOCTYITHICTH MICIIS IEPOPATHHOTO 3aCTOCYBAHHS (IUB. PO3ILIT
«Oco0IMBOCTI 3aCTOCYBAHHS).

Homnepunon merabomizyeThest nepeBakHo nuisixom CYP3A4. 3a nanumu JOCIiIKEHD in Vitro Ta
y JIOAMHU CYNYTHE 3aCTOCYBaHHS JIKapChKUX 3ac00iB, 10 3HAYHOIO MIpOIO NMPHUTHIYYIOTH LiEH
dbepMeHT, MOKEe TTPU3BECTH JI0 TABUIIEHHS PIBHS TOMIIEPUIOHY Y IJIa3Mi KPOBI.

[Ipu 3acTocyBaHHI JOMIEPUAOHY CYMYTHBO 3 MOTYXHUMH iHriOiTopamu CYP3A4, 3natHuMu
noaoBxyBatu iHTepBan QT, cmocrepiramucs kiiHIYHO 3Hauymli 3miHu iHTepBay QT. Tomy
CYITyTHE 3aCTOCYBaHHsI JOMIIEPUIOHY 3 NMEBHUMHU JIIKAPCHKUMH 3ac00aMH MPOTUIIOKa3aHe (JIUB.
posain «IIpoTunokazanHs;»).

Oonouacne 3acmocysanns 3 J1e6o0onoro. Xoda KOPEKILis 103U JIEBOJONU HE BBAKAETHCA
HEOOX1THOI0, CITOCTEPITaiocs MiABUIIICHHS 11 KOHIICHTpAIlil y 1m1a3Mi KpoBi (MakcumainbHO Ha 30—
40 %) y pasi OJHOYACHOTO 3aCTOCYBaHHS 3 JOMIEpUIOHOM (AuWB. po3ain «OcobmuBOCTI
3aCTOCYBaHHS).



Cynymue 3acmocy8anHs HUIMCUE3A3HAYEHUX JIKaApCbKux 3acobié pazom i3 00MNepuooHoM
NPOMUNOKAa3aHe.
Vi mikapebki 3aco0u, skl moaoBxyroTh iHTepBan QT (pusuk «torsade de pointes»):

- aHTHApUTMIuHI JiKapceKi 3acobu kiacy [A (Hampukman, nau3omipamin, XiHiIWH,
TiApOXIHITNH);

- aHTHApUTMIuHI JiKapcbki 3acobu xkmacy III (manpuknaa, amiomapoH, noderwmin,
JIPOHENIapOH, 10y THITII, COTAJION);

- JIesKl HeMpOJIETITUYHI JIIKapChKi 3ac00M (HAPUKIIAL, TAIONEPU IO, TIIMO3HI, CEPTUHION);

- JesKi aHTHAETPECaHTH (HAPUKIIA, [IUTAIONPaM, ECIIUTAIONPaMm);

- Jeski aHTHOIOTMKM (HAmNpUKiIal, JIEBO(IJIOKCAIMH, MOKCHU(IOKCALUH, EpPUTPOMILIUH,
CHipaMilliH);

- JesiKi IpOTUTPUOKOBI JiKapChKi 3aco0u (Hampukia, (hayKoHa301, EHTaMiIuH);

- JesKi MpOTUMAISPIitHI JTIKapChKi 3aco0m (HaNpuKiaz, rajoGpanTpuH, JioMehaHTPHH);

- JIesKl IUTYHKOBO-KHUIIKOBI JIKApChKI 3aco0u (HAmpuKIaj, IU3anpua, AO0JaceTpOH,
MIPYKAJIONPHUL);

- JIesKl aHTHUTICTaMiHHI JIIKAPChKi 3acO0M (HAMIPHUKIIA], MEKITa31H, Mi30JIACTHH ),

- JesKi JIKapchKi 3aco0M, IO 3aCTOCOBYIOTHCS TIPH OHKOJIOTIYHHX 3aXBOPIOBAHHSIX
(Hanpukiaa, TopemideH, BaHIeTaH10, BIHKaMiH);

- JesKi 1HII JIIKapChKi 3acOo0W (HampuKiaa, OenpuariI, MeTaaoH, nudemanin) (AuB. po3ait
«IIpoTunokasaHHs»);

- anomop(iH, 32 BUHATKOM BUTIAJIKIB, KOJIM KOPUCTH BiJI CYMICHOT'O 3aCTOCYBaHHS MIEPEBUIILYE
pU3HMKH, 1 JUIIE 3a YMOBH CyBOPOTO IOTPHUMAHHS PEKOMEHIIOBAaHUX 3aXOJiB MO0
CYMICHOTO 3aCTOCYBaHHS (JHMB. IHCTPYKIIIO UISI MEIWYHOTO 3aCTOCYBaHHsS anmomMop(diny,
po3ain «lIpoTumokazanss).

[Mpuknagamu cunbHuX 1HT10ITOPiB CYP3 A4, 3 sKHMH TTPOTUITOKAa3aHO 3aCTOCOBYBATH JIIKAPChKUN
3aci6 Jompun®, e:
- a30/1bHI TPOTUTPHOKOBI JIIKApChKI 3acobm, Taki sK (QuykoHa3om™, 1TpakoHA30JI,
KETOKOHA30JI*, MOCaKOHA30J1 1 BOPUKOHA30T™;

- MAakpoJIiIHI aHTUOIOTHKH, TaKi K KIAPUTPOMIIIMH™, EPUTPOMILIMH™ Ta TEMTPOMIIUH™ (TUB.

po3ain «IIpoTumokazanHs»);

- 1HTiOITOPM TIpoTea3u, Taki SK aMIpeHaBip, aTa3aHaBip, ¢ocammIpeHaBip, 1HIWHABIp,

HenginaBip, TenanpesBip*, puToHaBip™ 1 cakBiHaBIp™;

- QHTAroHICTH KaJbIIiIO, TaKl SIK JHITIa3eM 1 BepanaMii;

- aMmiogapoH*;

- aMpEeIIiTaHT;

- Hedas3oIoH.

* [IpomonrytoTs inTepBan QTc.

Oonouache 3aCMoCYBaAHHA HUNCHE3A3HAUEHUX PEeYOBUH BUMALAE 0DEPEHCHOCTI.
OOGepexkHO 3acTOCOBYBAaTH 3 JIKAPCBKUMHU 3aco0aMu, IO CHPUYMHSIIOTH Opamukapmiio 1
riMOKaJieEMil0, a TaKOX 13 MaKpoJiJaMu, 10 MOXYTh CHPUYHMHATH MOJOBXKEHHs iHTepBamy QT:
A3UTPOMIIIMH 1 POKCHUTPOMIIMH (KJIAPUTPOMIIIMH TPOTHUIIOKA3aHUM, OCKIIBKH 11€ TOTYXKHUUN
iuridiTop CYP3A4).
Crtizt 3 00epeXHICTIO 3aCTOCOBYBATH JIOMIIEPUAOH CYMTYTHBO 3 TOTYKHUMHU 1HT101TOpamu CYP3 A4,
SIKI He CIIPUYMHSIIN MOJOBKEeHb iHTepBany QT, Takumu SK iHAWHABIp. 3a CTAHOM MAII€HTIB CIiJ
NUIBHO HArJISAaTH HA BUMAI0K MOSIBM O3HAK YU CUMIITOMIB HeOakaHUX peakiii. Bumenasenenuit
MEPEeTIiK € perpe3eHTAaTUBHUM, aJic HE BUUEPITHHUM.
Jompun® Mo’kHA MOEAHYBATH 3:
- HelipoJlenTUKaMH, /110 SIKUX BiH ITOCUJIIOE;
- noaminepriuHuMH aroHicramMu (OpOMOKpUNITHHOM, L-momoro), HebaxaHi nepudepuddi mii
SKHUX, TaKl SK MOPYIICHHsS TpaBJICHHs, Hy0Ta, OJIOBAaHHS, BiH MPUTHIUYe O0e3 HeHTpamizallii
OCHOBHHX BJIACTHUBOCTEM.



B oxpemux mocmipKkeHHAX (papMaKOKIHETHYHOI/PpapMakoMHAMIYHOI B3aeMomii in vivo mpu
OJTHOYACHOMY TIepOpaJIbHOMY 3aCTOCYBaHHI KETOKOHa30dy a00 epUTPOMIIUHY Yy 3I0pPOBHX
JTOOpPOBOJIBIIIB OyJI0 MIATBEPKEHO, IO Il JIKAPChKI 3acO0M 3HAYHOIO MIpOI MPHUTHIYYIOTH
IpecUCTeMHUI MeTabo1i3M JoMIepuaoHy, onocepeakoBanuii CYP3A4.

[Ipu cynmytHbOoMy 3acTocyBaHHi 10 Mr mommepuaoHy mepopaibHO 4 pasu Ha q00y Ta 200 mr
KETOKOHA30ITy IepopaIbHO 2 pa3u Ha 100y B MEPio]] CIOCTEPEKEHHS 0YyJII0 BIJ3HAYCHO MOI0BKEHHS
iaTepBany QTc y cepennbomy Ha 9,8 Mc; oKkpeMi 3HaueHHs KonuBanucs Bix 1,2 mo 17,5 mc. [lpu
CymyTHbOMY 3actocyBaHHi 10 Mr nmommepunony 4 pasu Ha 100y Ta 500 Mr epuTpoMilMHY
nepopaibHO 3 pa3u Ha 100y iHTepBa QTc y mepioa crocTepeKeHHs MOA0BXKYBABCS B CEPETHBOMY
Ha 9,9 Mc, iHTepBaJl OKpeMUX 3Ha4eHb CTaHOBUB Bif 1,6 10 14,3 Mc. PiBHOBaXH1 3HaUeHHS Cmax 1
AUC poMriepu1oHy 3pOCTaiy MPUOIM3HO BTPUYl Y KOXKHOMY 3 IIUX JOCTIIKEHb B3aeMoii. Brius
IiABUILIEHNX [J1a3MOBUX KOHILIEHTpALlill JOMIEpUAOHY Ha MOA0BXKeHHs iHTepBaiy QTc HeBinoMuii.
VY mmMx IOCHIDKEHHSX MpU MOHOTeparii gomrepugonoM (10 mr mepopaibHO 4 pa3u Ha 100Y)
inTepBan QTc monoBxyBaBcs, B cepeaHbOMY, Ha 1,6 Mc (TOCTiIKeHHsI KETOKOHA3011y) Ta 2,5 MC
(ToCiKEHHS] @pUTPOMIIIMHY ), B TOM Yac K 3aCTOCYBaHHS JIHIIe KeTokoHa30ry (200 mr 2 pa3u Ha
n00y) abo eputpominmuy (500 mr 3 pasu Ha 100y) IpU3BOAMIO 10 301bIIeHHS iHTepBaty QTc y
nepioJ criocTepekeHHs Ha 3,8 Ta 4,9 Mc BiAMOBIIHO.

OCKUTBKHM JOMIIEPUIOH YNHUTH IPOKIHETUYHY Jil0 Ha IUTYHOK, TEOPETHYHO 1€ MOKE BIUIMBATH Ha
BCMOKTYBaHHS TEPOPATbHUX JIIKAPChKUX 3aco0iB, IO 3aCTOCOBYIOTHCSA CYIYTHBO, 30KpeMa Ha
JiKapchKi pOpMHU MPOJIOHTOBAHOTO BUBUIFHEHHS a00 KUIIKOBOPO34YMHHI. OJJHAK Yy MAIli€HTIB, CTaH
SKUX BXX€ CTaOUTi3yBaBCA Ha TJi 3aCTOCYBaHHS JUTOKCHHY a0o Tmapameramoily, CYyMyTHE
3aCTOCYBaHHA JOMIEPUIOHY HE BIUIMBAJIO HA PIBHI IIUX JIKApChKUX 3aC00IB y KPOBI.

Ocobaueocmi 3acmocy8anns.

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

Jlikapchkuit 3aci0 CITif 3aCTOCOBYBATH 3 00EPEKHICTIO MAIliEHTaM JIITHBOTO BiKy a00 MalieHTaMm i3
HasIBHUMU 3aXBOPIOBAHHSIMHU CEPIIS UM 13 3aXBOPIOBAHHSIMU Ceplis B aHAMHE3I.

Cepyeso-cyounni epexmu. Jlomnepuon OyB 1oB’si3aHuil i3 mposnonraitieio inTepsany QT na EKT.
[lim 9ac MOCTMapKETUHTOBOTO CIOCTEPEIKEHHS IMOBIIOMIISUIOCA TPO YK€ PIAKICHI BUMAIKU
npostonraiii QT Ta TpimOTIHHI-MEPEXTiHHS NUTYHOUKIB y MALi€HTIB, sIKi IPUAMAIINA JOMIIEPUIOH.
I{i moBigoMJIeHHS BKJIIOYAIW 1HGOPMAIlI0 TPO MAIIEHTIB, SKI MaJd 1HII YAHHUKH PHU3HKY,
CJIEKTPOJIITHI TIOPYILICHHS Ta OTPUMYBAJIM CYNYTHIO TEpamiio, M0 MOIJ0 OYyTH CHPUSIOUYUM
daktopom (auB. po3zain «Ilobiuni peakiii»). Binmosigno o aupextusu ICH-E14, 6yno npoBeneHe
JOCIIJKEHHS 3 peTeNbHUM BUBUeHHM iHTepBany QT y 3mopoBux oci6. IlogoBxkeHHs iHTepBaLy
QT, sxe crocrepiraiv y AOCTIHKEHH] MPU 3aCTOCYBaHHI TOMIIEPUAOHY B 71031 10 80 mMr/moly (mo
10 a60o 20 mr 4 pa3u Ha 100Yy), HE MaJIO KIIHIYHOTO 3HAYCHHSI.

Uepes MiJBUIIEHWH PU3MK HITyHOUKOBOi aputMii Jompua® NpOTUIIOKA3aHO 3aCTOCOBYBATH
HalrieHTaM 13 TOJOBXEHHSAM IHTEpBAJIB cepleBoi MpoBigHOCTI, 30kpema QTc, mamieHTam 3i
3HQUHUMHM  TIOPYUIEHHSMU  OallaHCy  eNeKTPOMTiB  (TIMOKaIieMi€l0,  TiMEpKaTiEMIETO,
rinomartiemiero) abo OpaguKap/i€ro, a TAKOXK MaIieHTaM 13 CyIMyTHIMH XBOpOOaMu cepis, TAKUMHU
SK 3acTiiiHa ceplieBa HEJAOCTaTHICTh (IuB. po3ain «IIporunokaszanns»). BimoMo, 1mo mopyreHHs
OanaHcy eNeKTPOJIITIB (TiMOKalieMis], TinepKaieMis, TimoOMarHieMis) Ta Opagukap/is € CTaHaMHu,
10 TiABUIIYIOTh TPOAPUTMOTCHHUN PU3HK.

VY pa3i mosBM O3HAK YU CHMITOMIB, SKIi MOXYTh OyTH TOB’s3aHI 13 CEpLEBOIO APUTMIEIO,
3aCTOCYBaHHA JIiKapchKoro 3aco6y Jlompua® MOTpiOHO MPUIMHHMTH, a MAIEHTY CIij HeraifHo
IPOKOHCYJIBTYBATHUCS 3 JIIKAPEM.

[TarieHTH TOBUHHI HETAHO TTOBIOMIIATH TIPO OYy/Ib-SIKI CHMIITOMH 3 OOKY CEepIIs.

3acmepesicennsn. JlommepunoH ciig 3 OOEpPEXKHICTIO 3aCTOCOBYBAaTH MAIliEHTaM 13 JIETKUMU
nopymieHHsIMA (PYHKITIT IediHKH Ta/ab0o HUPOK.

Hopywenna ¢hynxyii nupox. Ilepion HamiBBUBEAEHHS AOMIEPUAOHY IPU TSHKKUX TMOPYIICHHSX
GbyHKIIT HUPOK (KpeaTuHiH cHpoBaTKU KpoBi > 6 mMr/100 mi1, To6TO > 0,6 MMOJIB/JT) TIOJTOBKEHUH.



[Tpu TpuBajIOMy 3aCTOCYBaHHI YaCTOTY 3aCTOCYBaHHS JTOMIIEPUIOHY CIIiI 3SMEHIIUTH A0 1—2 pasiB
Ha 100y 3aJIeKHO BiJl TSDKKOCTI OpyIIeHHs. Tako MOke BHHUKHYTH 1TOTpe0a y 3HUKEHHI1 J103H.
AHTanuaHI a00 aHTUCEKPETOPHI JIKApChKi 3acO0M HE CIij] MPUHMATH OJHOYACHO 3 JIIKAPChKUM
3aco6oM Jlompua®, OCKiIbKM BOHH 3HMKYIOTh NepOpalibHy 6i0I0CTYHHICTh JOMIIEPUIOHY (JIMB.
po3ain «B3aemois 3 iHITMMU JTIKapCHKUMU 3aco0aMu Ta 1HII BHAM B3aeMOii»). [Ipu cymicHomy
3acTocyBaHHi Jikapchkuil 3aci6 Jompun® crmin mpuiimMaTi mepen inoro, a aHTamuaHi a6o
AHTHUCEKPETOPHI JIIKaPChKi 3ac00M — MMiCIA inu.

3acmocysanns 3 anomopghinom. JloMnepru0H MPOTUTIOKA3aHUM Il OTHOYACHOTO 3aCTOCYBAaHHS 3
JIKapCbKUMHU 3aco0amu, M0 MOAO0BXKYIOTh iHTepBas QT, BKItouaroun anmomMopdiH, 3a BUHATKOM
BUIIA/IKiB, KOJIM KOPUCTH BiJI CYMICHOTO 3aCTOCYBAaHHS 3 allOMOP(iHOM MEPEBUIILYE PUSHUKH, 1 TUTBKU
y pas3i CyBOpOro JOTPMMAHHsI 3aCTE€PEKEHb, SKI HABOIATHCA B IHCTPYKIII IS MEIUYHOTO
3aCTOCYBaHHS aloMOpP(iHy.

3acmocysanns 3 Kemoxouazonom. Y JIOCHIIDKEHHSIX B3aEMOAIl 3 TEPOpPAIBbHOIO (POpPMOIO
KETOKOHA30Jly Big3Hayanocs moaoBxkeHHsS QT-iHTepBamy. Xoda 3HAYEHHS I[LOTO JOCIIIKECHHS
YiTKO HE BCTAHOBJICHO, CJiJ oOpaTH albTEPHATUBHE JIIKYBaHHS, SIKIO TMOKa3aHa MPOTUTPUOKOBA
Teparisi KeTOKOHA30JI0M (IUB. po3is «B3aeMois 3 IHIIMMH JTIKapChbKUMU 3aC00aMU Ta 1HII BUIU
B3aEMO/IIN ).

Crin BpaxoByBaTH HMXK4Y€3a3HA4YeHY 1H(POPMALIIO 1100 PU3UKY PO3BUTKY YCKIIAJHEHBb CEpIEBO-
CYIMHHHX 3aXBOPIOBaHb, 3yMOBIICHUX JIIKAPCHKUMH 32C00aMU, IO MICTSITh JOMIEPUIOH:

e Jlesxi enmiaeMiONOTIYHI TOCTIKEHHSI TTOKa3alu, 10 JOMIIEPUIOH MOYKE acOIIIOBATHUCS 3
HiABUIIEHUM PU3UKOM CEpHO3HMX HUTYHOUYKOBHUX apHTMiii ab0 pamToBoi cepreBoi cMepTi
(muB. po3ain «[1o6ivyH1 peakItiin).

e Pusuk cepiio3HHUX IUIYHOYKOBUX apUTMiil ab0 pamToBOi cepleBoi CMepTi Moxke OyTH
BUIIMM Yy TAIIEHTIB BIKOM BiJ 60 pOKiB, a TaKOX MPHU MEPOPATHHOMY 3aCTOCYBaHHI 103
Jikapcbkoro 3aco0y Oinbine 30 Mr Ha 100y Ta y Malli€eHTIB, SIKI OAHOYACHO NMPHUIMAIOThH
JKapChKi 3aco0u, 1o moaoBxkyoTh iHTepBas QT, abo inriditopu CYP3A4. Tomy cruixg 3
00epeKHICTIO 3aCTOCOBYBATH I[OMsz[® marieHTam JiTHhOro Biky. [TarieHTam Bikom Bix 60
POKIB Tiepel MPUHOMOM JIIKApCHKOTO 3aC00Y CIIiJT MPOKOHCYIBTYBATHUCS 3 JIIKApEM.

e JloMrepu0H CiiJ MpU3HAYATH JOPOCIUM Ta MiJTITKaM BiKOM BiJ 12 pokiB y HaWHWKYIH
e(eKTUBHIH 031.

CriBBiTHOIICHHS PU3HUKY Ta KOPHUCTI 3aCTOCYBaHHS TOMIICPHIOHY 3JIUIIAETHCS CIIPUSTIHBHM.
Leit mikapcpkuit 3aci6 MicTUTh MeHIIe 1 MMonb (23 Mr)/no3y HaTpito, TOOTO MPAKTUYHO BiTBHUI
B1J1 HATPIIO.

Slxmio y Bac BcTaHOB/I€HA HENTEPEHOCUMICTh JISSIKUX I[yKpiB, IPOKOHCYJIBTYHTECS 3 JIIKapeM, TMeplil
Hix npuitMaty Jlompua®, OCKiNbKHM 1ei TiKapchKHii 3aci6 MiCTUTh TaKTO3Y.

3acmocysanns y nepioo sazimuocmi abo 200V8aHHs 2pyOok0.

Bazimuicms. Jlani 1070 MOCTMAapKETUHIOBOTO 3aCTOCYBAHHS JOMIIEPUJOHY BariTHUM KiHKaMm
obmesxeHi. JlocipKkeHHs Ha TBapUHAX MMOKA3aIM PENPOYKTUBHY TOKCUYHICTD /103, TOKCUYHHUX JIJISI
matepi. Tomy Jompua® y nepion BariTHOCTI CJIiJ MPU3HAYATH JIMILIE TOAI, KOJIM, HA JyMKY JiKaps,
OUiKyBaHMI NO3UTUBHUH e(eKT A MaTepi MEePEeBUIILYE MOTSHUIHHIA PU3HUK IS MJI0/1a.
Tooysanns epyoorn. KiuTbKICTh ITOMIIEPUAOHY, SKa MOXE MOTPANKMTH B OpPraHi3M HEMOBJISTH 3
IPyIHUM MOJIOKOM, HaJ3BMYailHO HU3bKa. MakcuMmaiabHa BIZHOCHA 103a AJs HEMOBIAT (%)
OIIHIOETHCS Ha piBHI 07u3bK0 0,1 % Bix m03u JuIst MaTepi 3 MONpaBKoO Ha Macy Tijna. Heigomo,
YY BiH IIKOAWTL HEMOBJIATI, TOMY MaTepsM, ki npuiiMaroTh JToMpua®, BapTo yTpUMaTUCs Bin
TOJyBaHHS TPyAMI0. PillieHHS Npo NMpHUIWHEHHSI TPYTHOTO TOAYBaHHS a00 MPHUITMHEHHS Teparii
JIOMIEPUIIOHOM CJIi MPUIMATH, OLIHIOIOYU KOPUCTh T'PYJHOI'O BUTOJOBYBaHHS JIJSl AMTUHH 1
KOPHUCTH Teparii A1 MaTepi.

Crin nposBIsATH 00€peXHICTh Y pa3i HAIBHOCTI YMHHUKIB PU3MKY MOAOBXKEHHS iHTepBaity QTc y
JiTeH, sIK1 mepedyBaroTh Ha TPyAHOMY TOayBaHHI. He MOYKHA BUKITFOUUTH MOSBY MTOOITYHUX PEaKITii
BHACJIIZIOK IPOHUKHEHHS JTIKapChKOTO0 3ac00y Y IpyAHE MOJIOKO, 30KpeMa KapIi0JOTi4YHUX €PEKTiB.
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30amuicmo énausamu Ha WBUOKICMb peaKkyii npu Kepy8arHHi asmMompancnopmom abo iHuumu
Mexauizmamu.

[Ticnst 3acTocyBaHHS JTOMIIEPUAOHY CIOCTEPITalvCs 3allaMOPOYCHHS 1 COHJIMBICTH (IUB. PO3JLI
«Ilobiyni peaxnii»). Tomy mnamieHTaM Cilil PEKOMEHIYBaTH YTPUMATUCS BiJA KepyBaHHS
aBTOTPAHCIIOPTOM, POOOTHM 3 IHIIMMHU MeXaHI3MamMu abo0 I1HIOI MiIsUTBHOCTI, fKa MOTpedye
KOHILIEHTpALlil yBaru i KOOpAUHAIlii, JOKM BOHH He 3’ ACYI0Th, K JoMpua® BILIMBAE HA HUX.

Cnoci6 3acmocysannsa ma 0o3u.

Jlixapcekuit 3aci6 Jompua® cmig 3acTocoByBaTH y HaifHWXK4il edeKTHBHIH 1031 MpPOTArOoM
HaAMKOPOTIIIOTO Yacy, TOCTaTHHOTO JJIs MOJIETTLICHHS CUMIITOMIB HYAOTH Ta OJIOBaHHS.

Hopocni i miuniTku BikoM Biji 12 pokiB 1 Macoro Tiia He MeHie 35 kr: o 1 Tabnerii (10 mr) 3 pa3u
Ha J100Yy.

MakcumanbHa 10060Ba 103a — 3 Tabaetku (30 Mr Ha 100Y).

PexoMeH lyeThCsl NpUitMaTH Jikapchkuii 3aci6 Jlompun® mepopaisho 3a 15-30 XBunus 10 iu.
BcMokTyBaHHS JIIKapChKOTO 3ac00y JEII0 3aTPUMY€ETHCS, SIKIIO HOro mpuiMaTy Miciis BXKUBaHHS
ixi. IlamieHT TOBHMHEH NpUAMATH JIKApChbKHM 3aci0 3TigHO 13 3aIpPONOHOBAHUM PEKUMOM
no3yBaHHs. SIKIIO mpuiioM 103U OyJio MPOMYUIEHO, CIiff MPUNHSATH HACTYNHY A03Y 3TiIHO 3
3arpoNOHOBaHUM pexXUMOM. He citifi moiBoroBaTH 103y, 1100 KOMIIEHCYBATH MPOITYILEHY.
TpuBamnicTh JIIKyBaHHS HE IOBUHHA MEPEBUIILYBAaTH | THKIIEHb.

Lopocni eikom > 60 poxis.

[Tamientam BikoM Bijg 60 pokiB mepea MpUuioMOM JIIKAPCHKOTO 3ac00y CITil MPOKOHCYIBTYBATHCS 3
JiKapeM.

Ilayienmu 3 nopywienHsam QyHKYii HUPOK.

OCKUTbKY TIepio/] HalliBBUBEICHHS JOMIICPUIOHY IIPU MOPYIIECHH] PYHKIIT HUPOK TSKKOTO CTYTICHS
(kpeatuHiH cupoBaTku KpoBi > 6 mr/100 mu, To6To > 0,6 MMOJB/J) TOMOBXKEHUU, YACTOTY
3aCTOCYBaHHS JliKapchKoro 3acoby Jompua® ciif 3MEHIIUTH 10 OJHOro ab0 JBOX pa3iB Ha 100Y,
3aJIEKHO BiJI CTYIEHS TSHKKOCTI TIOPYIICHHS; MOXE TaKO)K BUHUKHYTH TIOTpeda y 3HMKCHHI JT03H.
[MamienTiB i3 mopymeHHsIM (YHKIIT HUPOK TSKKOTO CTYIEHS CIi PErysipHO 00CTeXyBaTH (IUB.
po3ain «dapMakoIoTiuHI BIACTUBOCT» Ta «OCOOIMBOCTI 3aCTOCYBaHHS» ).

Tayicumu 3 nopyuweHHsam QyuKyii nevinku.

Jlikapcekuit 3aci6 Jlompua® MpOTUMOKAa3aHWil TALi€HTaM i3 NOPYIIEHHSIM (GYHKIIl TediHKn
nomipHOTO (7-9 GauiB 3a mkanorw Yaiinmga — [1°10) abo Tspxkoro (> 9 6aniB 3a mkanoro Yaitnga —
IT’v0) crymens (muB. posain «lIporurnokazanus»). Kopekiis m03u mamieHTaMm i3 TOPYIICHHSIM
¢yHKuii meyiHky jgerkoro crymnens (5—6 6aniB 3a mkanoro Yainna — I[1°10) He moTpiGHa (IUB.
po3ain «DapMakoIOTiuHI BIACTUBOCTI»).

Himu.

EdexTuBHICTh 3aCTOCYBaHHS JOMIIEPUIOHY AJIS IiTeH BikOM 10 12 pOKiB HE BCTaHOBIICHA.
EdexTuBHICTh 3acTOCYBaHHS NOMIIEPUAOHY JUIS MIUTITKIB BIKOM Bil 12 pokiB Ta Macow Tija
MeHIIe 35 Kr He BCTaHOBJICHA.

Jlikapcbkuit 3aci0 3aCTOCOBYBATH JJIs JIKYBaHHS MIiTeH BikKOM Bil 12 pOKIB 1 Macoro Tijla HE MEHIIIe
35 kr.

JomMniepuion cltiji mpu3Ha4YaTH JTITAM y HAWHWKYIA €()EeKTUBHIA 7031 MPOTATOM HAWKOPOTIIIOTO

nepiomy.

Ilepeoosysanns.

Cumnmomu. Tlepeno3yBaHHs CIOCTEPITaIOCs TOJIOBHUM YMHOM Yy HEMOBJIIT Ta AiTel. CuMnToMamMu
nepeso3yBaHHs MOXYTb OYTH aXUTalis, TMOPYIIEHHS CBIIOMOCTI, CYyIOMH, COHJIMBICTB,
JIe30pi€HTAITllS Ta eKCTpaIlipaMiiHi peaKIii.

Jlikysannsa. Crnenu@iuHoro aHTUAOTY JOMIIEPUIOHY HEMae, aje y BHUIAAKy 3HAYHOTO
nepeno3yBaHHs CJIijl HETaliHO HaJaTH CTaHJapTHE CHUMITOMAaTH4YHE JIIKyBaHHsS. PekoMeHJ0BaHO
NPOMHBAHHA HUTYHKA MPOTAroM | TOJUHM MICHS MPUHOMY JIIKAPCHKOTO 3ac00y Ta 3aCTOCYBaHHS
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AKTHBOBAHOTO BYT1/UISI, @ TAKOXK MUJIBHE CIIOCTEPESKECHHS 3a IMAIlIEHTOM Ta MiATPUMYIOYa Teparisi.
Cain npoBogut EKI'-MOHITOPUHT 3 OISy Ha MOXKIIMBICTD MO10BKeHHs iHTepBaity QT.
AHTHXOIHEPTiYH1 JIKapCchKi 3acobm, 3aco0u Is JiKyBaHHS XBopooOu [lapkiHcoHa MOXYTh OyTH
e(eKTUBHUMH JJIs1 KOHTPOJIIO EKCTpaIlipaMiTHIX peaKiliil.

Il06iuni peaxuii.

[To61uni peaxiiii, BU3HAUYCHI 3a pe3yJbTaTaM{ 3aCTOCYBAHHS JOMIEPHIOHY ITiJl Yac KIIHIYHHX
JOCTIKeHb, HABEIEHI HIDKYE 32 CHUCTEMaMU OpTaHiB Ta YacTOTOK BHHUKHEHHS: HYXKE 4acTo
(> 1/10); wacto (Bim > 1/100 mo <1/10); Heuacto (Big > 1/1000 mo <1/100); piako (Bix > 1/10000 o
<1/1000); myxe pigko (<1/10000). SIK10 HEMOXKITHBO BU3HAUUTH YaCTOTY 3a JAHUMHU KIHIYHHX
JIOCIIIIKEHb, BOHA BKa3aHa SK HEB1IOMa.

3a yMOBH JOTpUMaHHS PEKOMEHJAII 3 M03yBaHHS Ta TPHUBAIOCTI JIIKYBaHHS JOMIIEPUIOH
3a3BHYal IEPEHOCHUTHCS J00PE 1 MOOIYHI peakilii BAHMKAIOTh HEYACTO.

3 60Ky imyHHOi cucmemu: 4acTOTa HEBilOMa — aJepriyHi peakxiiii, BKIIOYAIOUM aHadilakciio,
aHa(UTaKTUIHHH 10K, MiBUIEHY Yy TIUBICTD.

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

Tcuxiuni po3nadu: HEYACTO — 3HIKEHHS a00 BIJCYTHICTH J1i01/10, HEPBO3HICTh, PO3APATOBAHICTD,
30yKEHHS; AyKe PIIKO — JeTpecis, TPUBOKHICTb.

3 60Ky Hepsosoi cucmemu: HEYACTO — TOJOBHUW OUIb, COHJIMBICTH, 3allaMOPOYCHHS,
eKcTpamipaMigHi po3Najgu; AyXKe piIko — Oe3COHHS, crpara, MISBICTb, aKaTHU3is; YacToTa
HEBiJIOMa — CYJIOMH, CHHJIPOM HECIOKIMHHX HIT (3arOCTpEHHSI CHHIPOMY HECIOKIWHUX HIT Y
naIieHTiB i3 xBopoOoro [lapkiHcoHa).

3 6oky cepyeso-cyounnoi cucmemu. AyXKe PIIKO — HAOPSK, BIMUYTTS CEPIEOUTTS, MOPYIICHHS
YacTOTU Ta PUTMY CEpLEBUX CKOPOUYECHb, CEPHO3HI NUTYHOUKOBI apUTMii; 4acToTa HEBilOMa —
noaoBxkeHHs iHTepBany QT, nmuryHOUKOBI apuTMii Ha 3pa3ok «torsade de pointesy, paniToBa cepiieBa
CMEpTb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKm). 9acTO — CYXICTh y POTi; HEUACTO — Jiapes; piiko —
racTpOiHTECTUHANIBHI PO3JIaIH, BKIIOYA0UU a0AOMIHAIBHUM Ol1b, peryprirauito, 3MiHy aneTury,
HYJOTY, MEYil0, 3a1op; Ty>Xe pIIKO — KOPOTKOYACHI KHIITKOBI CITa3MHU.

3 6oxy wKipu ma niOWKIpHUX MKAHUH: HEYaCTO — CBEpOIK, BUCHIIAHHS, KPOIUB’ IHKA; YacTOTa
HEB1JIOMa — aHTIOHEBPOTUYHUN HAOPSIK.

3 60Ky penpodykmugHoi cucmemu ma MOJIOYHUX 3A103. PITKO — 30UTBIICHHS MOJOYHUX 31103,
BUJIUICHHS. 3 MOJIOYHHMX 3aJ103, HaOpSIK MOJIOYHMX 3aJi03, MOPYIIEHHS JIaKTalli, HeperyJispHuit
MEHCTPYQJIbHUN LUKJ; HEYaCTO — TajlaKkTopes, OUTb y IUISHII MOJIOUHUX 3aJ103, UYTJIMBICTh
MOJIOYHUX 3aJ103; YaCTOTa HEBIJIOMA — T1THEKOMACTIsI, aMEHOpesl.

3 6oky onopHo-pyxo060i cucmemu ma cnoiyyHoi MKAHUHU. PIIKO — O1Ib Y HOTaX.

3 60Ky ceuosudinbHOi cucmemu: IyXKe PIAKO — AW3Ypis, YacTe CEUYOBHITYCKAHHS, YacTOTa
HEBIJJOMa — 3aTPUMKa Ceui.

3azanvmi po3nadu: HEIaCTO — aCTEHIA.

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

Inuie: XOH IOHKTHBIT, CTOMATHT.

3minu nabopamopuux nokasHuKie: Ty’Ke piIko — TIJABUIICHHS PiBHS alaHiHaMiHOTpaHcdepasu
(AJIT), actiaprataminotpancdepasu (ACT) 1 xonecTepruHy; 4acToTa HeBIJIOMa — BIAXUJICHHS BiJ
HOPMH ITOKa3HUKIB ()YHKI1IOHAJIHUX TECTIB NEUiHKH, IiIBUIICHHS PiBHS NPOJIAKTUHY B KPOBI.

VY 45 nocniKeHHSX, Y SKAX JOMIIEPUIOH 3aCTOCOBYBAJIA y BUIIUX J103aX, OUIBII TPUBAIUHN Yac Ta
3a MOJATKOBMMHU MOKa3aHHAMH, BKJIIOYHO 3 Aia0C€THUYHHM TacTpoIlape3oM, 4acToTa MOOIYHHX
peakiiiit (KkpiM CyxocTi y poTi) OyJsia 3Ha4HO BUIOK0. [le Oy0 0co0auBO SBHUM y (hapMaKoIOTId4HO
nepeadavyBaHUX BUIIAIKaX, OB’ A3aHUX 13 MIJBUILEHUM PiBHEM MPOJIAKTHUHY.

Ockinbku Tinoiz 3HAXOAUTHCSA 1032 TeMmaroeHueamiyHuM Oap’epoM, TOMIEPHIOH MOXKE
CIPUYMHUTH MIBUILEHHS PIBHS MPOJAKTUHY. Y MOOAMHOKUX BUMAKAX TaKa FiMeprpoIaKTHHEMIS
MO>KE MPU3BOAUTH 10 HEHPOCHIOKPUHHUX TTOOIUYHUX €(EeKTiB, TAKUX SK rajJakTopes, TIHEKOMAaCTis
Ta aMeHOpesl.



VY mepioa MOCTMapKETHHTOBOTO 3aCTOCYBaHHS BIIMIHHOCTEH y mpodisli OE3MeKu JIKapChKOTro
3aco0y Ui JOPOCHUX 1 JiTel Big3HaueHo He OyJio, 32 BUHATKOM EKCTpamipaMiJHUX pO3JIafiB Ta
IHIIUX SIBUMI, CyAOM 1 30y/DKCHHS, IOB’S3aHUX 13 IICHTPAJBbHOIO HEPBOBOIO CHUCTEMOIO, IO
CIOCTepIraaucs MepeBaKHO y AITEH.

[ToBigOMJIEHHS IPO MiI03PIOBaH1 NOOIYHI peakKitii.

[oBinomieHHs Mpo MOOIYHI peakiiii micist peecTparlii JIiIKapcbKoro 3aco0y Ma€ BaKJIMBE 3HAYCHHS.
Ile mae 3Mory MpPOBOIUTH MOHITOPUHT CITIBBITHOIICHHS! KOPUCTH/PU3UK MPHU 3aCTOCYBaHHI I[bOTO
JiKapchKoro 3aco0y. Meauunum Ta (hapMareBTHUYHUM MPaLliBHUKAM, a TAKOX MallieHTaM abo IXHIM
3aKOHHUM TPECTAaBHUKAM CJI1J] MIOBIIOMJISITH MPO yC1 BUMAAKHU MiA03PIOBAHUX MOOIYHUX PEaKITii
Ta BIJICYTHOCTI €()eKTUBHOCTI JIIKapChKOTo 3ac00y yepe3 ABTOMATH30BaHy iHPOpPMALIIfHY cUCTEMY
3 (hapmakoHarssaay 3a mocwiaHHsM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
4 poxu.

YmoBu 30epiranns.
30epiraTu B OpUTiHAIBHINA YIAKOBII IMPU TeMmiepaTypi He Buie 25 °C.

30epiratv y HeJJOCTYITHOMY TSI IITEH MIiCITi.

YnakoBka.
ITo 10 Tabnerox y 6micrepi; mo 1 abo 3 GiicTepu y KapTOHHIM YIIaKOBIII.

Kareropis Bigmycky.
bes penenra.

Bupoonuk.
TOB «KKYCYM ®APM».

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

abo

Bupoonuk.
TOB «I'JIEADAPM JIT».

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHS Oro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Byi1. JlaBunoBcekoro ['puropis, 54.

JlaTta ocTaHHBOIO Neperasay.
03.06.2025



