IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

OME3® ICP
(OMEZ DSR)

Cknao:

Oiroui pevosunu: omeprazole, domperidone;

1 karcyna mMictuTh omenpa3zoiny 20 Mr (y BUIJISII KAIIKOBOPO3YMHHUX TEJIET),
nomnepuaoHy 30 Mr (y BUIIISLI TENET MPOJIOHTOBaHOI1 1ii);

0onomigicHi  peuogunu  Kuwikogoposuunnux nenem: wMaHit (E 421), nakro3a,
MOHOTIpaT, HATPilO JaypuiIcyiabdar, HaTpio rixpodocdar 6e3BoaHUH, IIyKpO3a,
rimpomenosa, MetakpuwiaTHuii comoisimep (tunm C), TanbK, HATPilO TiAPOKCHUI,
nonietwieHrmkois 6000, Turany miokeun (E 171);

OONOMIJICHI ~ pedosuHu  neiem  NPOJOHe08aHOi  Ofi:  HOHHApenb  (Cymiml
IyKPO3a/KpOXMalib), KPEMHIO TIOKCU KOJIOiTHUI 0€3BOHUM, TIPOMENo3a, TAbK,
eTHUIILIEIIONI03a, TPUAIICTHH, 3aiTi3a okcu koBTuil (E 172), 3amiza okcu1 yepBOHUN
(E 172), tTurany giokcun (E 171).

Jlikapcbka ¢opma. Kancynu 3 MonudikoBaHUM BUBIIBHEHHSM, TBEPI.

OcnosHi  @hizuxo-ximiyni eracmusocmi. TBEPIl >KEIaTHHOBI TIpo3opi OezbapBHI
karcynu Ne «l» 3 MapKyBaHHSIM 4YOpPHOTO Koybopy « » Ta «DR. REDDY’S» Ha
KPHILIEYILli KarcyJu i MapKyBaHHIM uepBoHOTro Konbopy «OMEZ-DSR» Ha kopiryci
Karcynu. Bwict kancyn — menetu cdepuunHoi Gopmu Bijg Maibxke Oi1oro 110
CipyBaToro Ta Bij )KOBTYBaTO-KOPHYHEBOTO 0 KOPUYHEBOTO KOJIbOPY.
dapmakoTepaneBTHYHA rpyna. 3aco0u 1isl JTIKyBaHHS KHCIOTO3JIC)KHUX CTaHIB.
Kox ATX A02X.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamika. KomOiHOBaHMIA JiKapChKUW 3aci0, i SKOTO 3yMOBIJIEHA
KOMIIOHEHTaMH, 1110 BXOSATh 70 HOTo CKIafy.

Owmenpa3oi HaJIEeKUTh 70 MPOTUBUPA3KOBHX 3aC001B, SIKI IPUTHIYYIOTh 0a3aabHy Ta
CTUMYJILOBAHY CEKpCLII0 COJITHOT KHCIOTH B TApi€TAIBHUX KIITHHAX MUTyHKA
BHacuigok crenudiunoi aii Ha H+-K+- AT®d-azy (npoToHHa momra).
AHTHCEKPETOPHUI eEeKT MICIIsI NPUHOMY OMETPa30ly PO3BUBAETHCS AyXKe IIBHIIKO
MPOTATOM TEPIIOi TOAWMHH Ta 30epiraeThcsi mpotsarom go0u. OMemnpas3oln 3aBAsSKd
CBOili BHMCOKiH JIMOQUIBHOCTI JIETKO MPOHUKAE B Mapi€TalbHI KIITHHU LUTyHKA,
KOHIIGHTPYETHCS B HUX 1 YNHUTH LIUTONPOTEKTOPHY Aito. [HriOyrounii eext 3pocrae
y nepuri 4 i npuiiomy. [HriOyBaHHS Mae mo3o3anexHuil xapakrep. llloneHawmit
puiioM oMerpa3oiy y no3ax 20 Mr ta Bulle 3a0e3nedye CTiMKuil Ta eeKTUBHUN
KOHTPOJIb KUCIIOTHOCTI.

Owmernpa3oi He BIUIMBA€E HA MOTOPUKY LUTYHKOBO-KHIIIKOBOTO TPAKTY.

Owmemnpazon (3amimeHnid OeHsiminazoin) iHriOye nuryHkoswii ¢epment H+, K+-
AT®a3y (mpoTOHHUI HAcOC), IO KaTanizye oOMiH ioHiB H+ ta K+. Ockinbku mei
(bepMeHT BBa)XKalOTh KUCIUM (IPOTOHHHM) HACOCOM CJIHM30BOI OOOJIOHKH IILTYyHKA,
OMETIPA30JI XapaKTEPHU3YEThCS SK IHTIOITOP HMUTYHKOBOTO KHCJIOTO (IMIPOTOHHOIO)
Hacoca. Omernpas3on edeKkTuBHO iHTIOye Oa3aqbHy Ta CTHUMYJBbOBaHY CEKPELio
COJISTHOT KACJIOTH 13 TIOJJOBXKEHOIO TPUBATICTIO 11ii. CTyMiHb MPUTHIYEHHS IILTYHKOBOT
CeKpelii COJSIHOI KHUCIOTH OMENpPA30JIOM KOPENIoe 3 IUIOMICI0 IiJ] KPHBOIO



«IJ1a3MOBa KOHIIEHTpallig — Yac» 1 HE Ma€ NPsSMOro 3B’S3Ky 3 ILIa3MOBOIO
KOHIICHTpALIIEIO TpenapaTy y *KOAHIi NeBHI YacoBiil TOYII.

JloMnepuioH — aHTaroHicT AodaMiHy, IO Ji€ SK MPOKIHETUK Ha BEPXHI BIIILIH
[IJTYHKOBO-KMIIIKOBOTO TPaKTy, Ta MIiJBUILYE TOHYC HIDKHBOTO C(]iHKTEepa
CTpaBOXOJy 1 MPHCKOPIOE CIIOPOKHEHHsS MLUTyHKa. I[lpemapar He cHpU4YHHSE
aHTaroHICTMYHUX Jo¢pamiHy e(eKTiB II0A0 IEHTPaJbHOI HEPBOBOI CHCTEMH,
HMOBIpHO Yepe3 HEe3JaTHICTh NPOHMKATH dYepe3 remaroeHuedaniyHuii Gap’ep.
JloMIepu10H MiJABUILY€ aKTUBHICTh IIIaKUX M’ I31B IIUTYHKOBO-KHUIIIKOBOT'O TPAKTY,
iHrioytoun edextu nodaminy. JloMnepuaoH eQpeKTUBHO MOCHIIOE MEPUCTATBTHKY
CTpaBOXOJYy 1 MiJBUILYE TUCK HHMXHBOTO C(]IHKTEpa CTPABOXOAY, CTHMYIIOE
MOTOPUKY Ta MEpPUCTAIbTUKY ULUTyHKA, TOJIMIIye TracTPOLyOACHAIbHY
KOOP/AMHALIII0, TPUCKOPIOIOYN CIIOPOKHEHHS [IUTYHKA.

Jomnepunon Oiokye mnepudepuuHi 10(haMiHOBI peleNTOPH, YCyBae iHTIOYyIOUMiA
BIUIMB JI0paMiHy Ha MOTOPHY (PYHKIIIIO IUTYHKOBO-KHIIKOBOTO TPAKTY 1 IMiJIBUIILY€E
€BaKyaTOpHY Ta pPyXOBY AaKTHBHICTb IITyHKa. UMHUTH NPOTHOIIOBOTHY Jil0,
3aCIOKOI0E€  THUKaBKy 1 ycyBae Hyznory. lloraHo mnponukae — uepes
remMatoeHuedaniyHuid 0ap’ep, MPaKTUYHO HE BIUIMBA€E HA JO(PaMIHOBI pPeLENITOPH
TOJIOBHOT'O MO3KY.

Dapmarxokinemuxa. OMenpa3o IMBUKO Ta TOBHICTIO a0COpOyEThCA M TPUHOMY
BCEPEMHY HATIIE; IpU IpUioMi Micist inu mporiec abcopOrii Moske OJOBKYBATHUCS.
Xoua rmepioA HamiBBHBEIEHHs omernpaszoiny HerpuBamuii (0,5-1,5 rogunm),
aHTHUCEKPETOPHUI eeKT 30epiraeTbcst mpoTaroM 24 rogus ta Outbiie. [IpudausHo
90-95 % omenpa3onmy 3B’s3yeThcsi 3 Oulkamu miuasMu KpoBi.  Kpisp
remMatoeHuedaniyHuii 0ap’ep nNpoHuKae oOMexKeHa KUIbKICTh oMenpa3ony. binbia
gactuHa (77 %) EKCKPEeTyeTbCcsl 3 CEuUelo y BUIJISAI MeTa0omiTiB (3 HHX
i1eHTU(iKOBaHI T1IPOKCIOMENpPa30i Ta BiJNOBiHA KapOOHOBAa KHUCIOTA), PELITa
BUBOJIUTHCS 3 KaJIOM (1110 MPUITYCKA€E 3HAYHY EKCKPELiI0 METa0OJIITIB 13 )KOBUIO).

VY namieHTiB 13 XpOHIYHUMH 3aXBOPIOBAaHHAMHU MEYIHKH 01010CTYIHICTh Mpenapary
30imbmryeThest 10 100 %, a mepioa HamiBBUBEEHHS 3pOCTa€ 0 3 TOAUH. Y Malli€HTIB
13 XpOHIYHMMH 3aXBOPIOBAHHAMHU HMPOK Ta Y MAalli€HTIB JITHHOTO BiKYy eJIiMiHaLlis
OMENPAa30Jly 3HIKYETHCS MPOMOPLIHHO 3HM)KEHHIO KIIPEHCY KpeaTHuHIHY, a
KOHIIEHTpAIlis B IJ1a3Mi KPOB1 301JIbIITY€ThCS.

Owmenpa3on 4yTJIMBUM 70 Jerpajamii y KUCIOMY CEepeIOBMII IUTYHKA, TOMY JUIs
I[LOTO TpernapaTy po3poOJIEHO JIKapchbKy (OpMY KHIIKOBOPO3UMHHHUX TIpaHyl y
KarcyJi. Ia He BIIMBae Ha 6i00CTYIHICTH IpenapaTy. BiogoCTymHICTb, 3riaHO 3
MOB1IOMJICHHSIMHU, CTAaHOBUTH O113bK0 40 % micist nmpuiiomy y no3ax 20—40 mr. Hac
710 TOCSTHEHHS MaKCUMaJIbHOI TIa3MOBO1 KOHIIEHTpaIlii craHoBUTH 0,5-3,5 ToauHM.
Omenpason y Karcyiax MOBHICTIO Ta IIBUAKO METa00I3yeThCs, OCKIIBKY BUX1THOT
CHOJIYKU He OyJ0 BHSIBIIEHO Yy Kajii 4 cedl. OCHOBHUM (DEpPMEHTOM, 3aiTHUM Y
MeTabo113M1 OMeNpa3oily, € MoaiMop(hHO eKcrpecoBana i30¢opma utoxpomy P450
(CYP) — S-medeniroinriapokcunaza, CYP2C19. Ilepion HamiBBUBECHHS 3 TUIa3MU
KpOB1 HE 3a3HA€ ICTOTHMX 3MiH Micis Garatopa3oBoro npuiiomy. Ilonpu mBuake
BUBeleHHsl (cepenHiii mepion HamiBBuBeAeHHs Big 0,5 g0 1 romunm),
aHTHUCEKpEeTOpHUH edekT omemnpazony € TpuBaduM (OJIM3bKO JOOHM) 3aBISKU
BUpaXKEHIH ahiHHOCTI 10 KMCIIOr0 Hacoca NnapieTalbHUX KIITHH.

JloMnepusioH micias MNpuiioMy mpenapary Jgo0pe BCMOKTYeTbes. IIpoxoauThb
IHTEeHCUBHUM MeTa00JIi3M Yy CTiHIII IIJTYHKA 1 B MIEYiHIll, Ma€ HU3bKY 01010CTYIIHICTh
(15 %). MakcumanbHa KOHIIEHTpalisd B IU1a3Mi KPOBI I0CIATaeTbes uepes 1 ronuny



MiCJIs 3aCTOCYBaHHsI. 3arajJbHUN MJIa3MOBUH KIIIPEHC CTAaHOBUTH 0sin3bko 700 Mit/XB.
JloMIIepUI0OH CEKPETYEThCS Y KOBY MEPEBAXKHO y BUTIIAII aKTUBHUX META0OITIB.
bruzbko 30 % 103u BUBOAUTHCA 13 CEUCHO MPOTATOM 24 rOMH, MaiKe TOBHICTIO Y
BUTJISI META0OIMITIB, @ pelTa — 3 KaJIOM MPOTATOM KiJIbKOX AHIB (6sn3bko 10 % —
y BUIJISAJII HE3MIHEHOT0 Ipenaparty). JloMnepuioH eKCKpeTY€eThCsl B TPy IHE MOJIOKO
y HEBEJIMKHMX KUIBKOCTSX. 3HM)KEHHS KHCIIOTHOCTI IIIYHKOBOTO COKY 3MEHIIY€E
abcopO11iro ToMIIepuIoHy. 3B’ A3y€eThCs 3 OlikamH rm1a3mu kposi Ha 91-93 %. [lepion
HaMiBBUBEAECHHS CTAHOBUTH ONM3bKO 7 —9 TOAMH, NpPU BUPAXKEHIH HUPKOBIH
HE/I0CTAaTHOCTI MepioJ] HalliBBUBEACHHS 301IbIITY€ThCS.

Kuiniuni XapakTepucTUKH.

Ilokazannsa.

- KoporkouacHe  JiKyBaHHS  KHCJIOTO3aJEKHUX  3aXBOPIOBaHb,  LIO
CYIIPOBOJIKYIOTHCSI HYAOTOIO;

- JIKyBaHHA TacTpury abo racrpoe3odareanbHoi pedaoKcHOI XBOpoOH, IO
CYIIPOBOJIKYIOTHCS OJTFOBaHHSM.

IIpomunokaszanna.

[ligBuiena 4YyTOUBICTE 1O KOMIIOHEHTIB JIIKAPCHKOTO 3aco0y, TiJBUIIECHA
YyTJIMBICTH JI0 3aMILIEHUX OEH31Mi1a30iB.

Ilepiox BariTHOCTI Ta rOyBaHHS TPYIIIO.

Owmenpazodn, sk 1 iHm iHriditopu npotonHoi nommnu (III1), He ciix 3acTrocoByBaTH
OJTHOYACHO 3 Hel(iHaBipoM (uB. «B3aeMosis 3 IHIIMMU JIIKAPCHKUMH 3aC00aMU Ta
1HIII BUIM B3aeMOAii»). TspKKI 1 mMoOMipHI mopyuieHHs (yHKIH mediHku Ta/abo
HUPOK; MEYIHKOBA HEIOCTATHICTh; MOJIOBKECHHS IHTEPBAJIiB CEPIIEBOI MPOBIIHOCTI,
30kpemMa iHTepBany QT, 1o JIeXkUTh B OCHOBI MOpYIIEHb a00 3aXBOPIOBaHb 3 OOKY
cepllsl; BUpaK€He MOPYIICHHS EJIEKTPOJITHOTO OajlaHCy; MPOJIAaKTHH-CEKPETOpHA
nyxJivHa rinodisza (IpoJlakTHHOMA).

He cnig 3acTocoByBaTH, SIKIIO CTUMYJIALIS PYXOBOi (YHKILII IUTyHKA MOXe OyTH
HEOe3MeYHOI0, HAMpPUKIAA MpPU IITYHKOBO-KUIIKOBIM KpPOBOTEUl, MEXaHIYHIH
HEMpoXiAHOCTI abo mepdopartii.

ITpoTHunokaszane o JHOYACHE 3aCTOCYBAHHS KETOKOHA30ITy, epUTPOMILIMHY 200 1HIIHUX
cuibHOAIFOuMX 1HTi0ITOpiB CYP3A4.

[TpoTunokazane oAHOYACHE 3aCTOCYBAHHS JIKAapPChKUX 3ac00iB, SIKI MOJIOBXKYIOThH
iHTepBast QT, Takux gK (IIyKOHA30J, €pUTPOMILMH, ITPAKOHA30J], MEPOpaTbHUN
KETOKOHA30JI, TOCAaKOHA30JI, PUTOHABIP, CaKBIHABIp, TelampeBip, BOPUKOHA30I,
KJIApPUTPOMILIMH, aMi0apOH, TETITPOMILIUH.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEmMo0iil.
Omenpaszon

VIMOBipHiCTh MeTabOTIUHIX B3aEMOJIil MiXk OMETPA30JI0M Ta iHIIMMH JTiKapPCHKHMHE
3aco0amu Jyxe He3HauHa. OJHAK OCKUIBKM OMeENpa3oi iHri0ye MediHKOBHM
MIKpOCOMaJIbHUN MeTab0113M JIIKapChbKUX 3ac001B ((pepMeHTHa cucTeMa IUTOXPOMY
P450), eniMiHallisg 1HIIUX JiKapCbKUX 3ac00iB, META0OI3M SIKUX BiAOYBa€ThCS 3a
y4yacTioO cucTeMu 1utoxpomy P450, abo THX, 110 3HAYHOIO MipOI0 eKCTParyrThCs
MIEYiHKOI0, MOXKE CIIOBIJILHIOBATHUCS MPOTATOM OJJTHOYACHOTO MPHIOMY OMEIpPa3oiy.
Lleit eexT MOKe 3yMOBUTH CIIOBIJILHEHHS €1iIMiHALlIi Ta 3pOCTaHHs KOHIIEHTPALil y
KpOBI Jia3zenamy, (peHITOTHY Ta aHTUKOATyJISIHTIB, TAKUX SIK BaphapuH (MOHITOPUHT
KOHIIEHTpaLii Y KpoBi 200 MPOTPOMOIHOBOTO Yacy PeKOMEHAYEThCS SIK OCHOBA JUIS



KOpEKIii J03yBaHHs, OCKUIBKM OCTaHHE MOKe OyTH HEOOX1THUM ITiJ] 4ac JIIKyBaHHS
OMETIPa30JIOM).

Owmemnpazon Moke 301IbIIyBaTH NepioJl HAMIBBUBEACHHS Ta TPUBANICTh Jii
niazenamy, ¢eHiToiHy, Bapdapuny. Omemnpa3on Mae TOTCHLIWHWN BIUIMB Ha
0100CTYIHICTh JTIKapChKUX 3ac00iB, BCMOKTYBaHHsS SKHX 3aleXuTh Bix pH
(KeTOKOHA30J, ITPAKOHA30J), TAKOXK OMEIpPa30J] MOXKe 3arnoliraTv po3MagaHHIO
KHCIOTONA0UIBHIUX JIKapCchkuX 3aco0iB. He Big3HaueHo B3aemomii 3 Oyab-SKUMU
i3oopmamu pepmenty CYP (penaumerunom, xodeinom, teodininom), CYP2D6
(MeTompoonaoMm, MIPONPAHOIOIIOM), CYP2El1 (eranomnom), CYP3A
(UMKJIOCTIOPUHOM,  JTJIOKAaiHOM, XIHIAMHOM, €CTPaAioioM, EpUTPOMIIIUHOM),
CYP2C9 (s-Bapdpapunom). Owmenpazon HE UYHUHUTH ICTOTHOTO BIUIMBY Ha
(bapMakOKiHETUKY MipOKCHUKaMy, AUKIO(PEHAKy Ta HAIPOKCEHY Yy PIBHOBaXXHOMY
CTaHl, L0 MIiATBEPIWIN pe3yJbTaTH AOCIIIKEHb 3 0araTopa3oBUM MpHHOMOM
oMenpasoiy B 1031 20 Mr 3a y4acTiO 310pOBHX J100pPOBOJIBLIB.

Henginasip, amasanasip

ITna3moBi piBHI Hen(iHaBIpy Ta aTa3aHaBipy 3HUXKYIOTBCS TNPU OAHOYACHOMY
3aCTOCYBaHHI 3 OMEIPa30JI0M.

OnHouacHe 3aCTOCYBaHHSI OMEIpa3oiy 1 HendiHaBipy npoTtunokasane. OHoyacHe
npu3HaueHHs omenpaszony (40 mr Ha no0y) 3HMKYBAjJO CEPEIHI0 EKCIO3UINI0
HendinaBipy npubmmszHo Ha 40 %, a cepemHs eKCHo3ullis (apMaKoIOTIdHO
aKTUBHOTO MeTabomiTy M8 3HmxkyBanacs npubinzno Ha 75-90 %. B3aemonis Takox
Mo>ke OyTH 3yMOBJIeHa npurHiveHHaM aktuBHocTi CYP2C19.

OnHouacHe 3acTOCYBaHHS OMENpAa30ily 3 ara3aHaBipOM HE PEKOMEHIYETHCS.
OnnouacHe mpu3HaueHH omernpas3oiy (40 mr 1 pa3 Ha 100y) Ta arazaHaBipy y 1031
300 mr / putonaBipy y A031 100 Mr y 310poBUX A0OpPOBOJBLIB MPU3BOIUIO IO
3HIKEHHs Ha 75 % excno3uuii arazanasipy. [ligBuiienHs 103u arazanasipy 10 400
MT HE KOMIIEHCYBAJIO BILUTUBY OMEIPA30Jy Ha €KCIO3MIII0 aTa3zaHaBipy. OnHOuacHe
3acTocyBaHHA oMenpazoiry (20 Mr oauH pa3 Ha 100y) 3 aTazaHaBipoM y 1031 400 mr /
putoHaBipoM y 1031 100 Mr y 370pOBHX JOOPOBOJIBIIB MPU3BOIMIO IO 3HMKEHHS
npubsnzno Ha 30 % excro3uiii arazaHaBipy HOPIBHIHO 3 aTazaHaBipoM y 1031 300
Mr / putoHaBipoM y n03i 100 mr 1 pa3 Ha 100y.

Hueokcun

OnHouacHe JIiKyBaHHS oMerpa3oioM (20 Mr Ha 100y) Ta AUTOKCHUHOM Y 30POBUX
I00OpOBOJIBILIB  30UIbIIYBaI0  OloJOCTYNHICTh JaurokcuHy Ha 10 %. Pigko
peecTpyBaJIUCS BUMAAKU TOKCHUYHOCTI, CIIPUYMHEHOI 3aCTOCYBaHHSAM TUTOKCHHY.
IIpote cnig nmOTpUMYBaTHCS OOEpPEKHOCTI MPH TNPU3HAYEHHI BUCOKHX J03
OMENpa3oily NalieHTaM JITHHOro BiKy. HeoOXigHO NOCHMIMTH TepaneBTUYHHUNA
JKapChbKUH MOHITOPHHT IUTOKCUHY.

Knoniooepen

[Iono OXHOYACHOTO 3aCTOCYBaHHA KJIOMIJOTpENy Ta OMEIpa3oidy ICHYIOTh
CylepewluBl JaHi Npo 3HIDKEHHS KOHIEHTpalii aKTUBHOTO MeTaloJiTy
KJIOMIZIOrpeNy Ta KJIiHIYHI acHeKkTH 1€l GpapMakoKiHETHYHOT/(hapMaKoANHAMIYHOT
B33a€MO/Iii CTOCOBHO OCHOBHHUX CEpLEBO-CYJUHHUX MATOJIOT1H.

Sk 3amoODKHMN 3axif, CIil YHHUKAaTH OJHOYACHOTO 3aCTOCYBAaHHS OMEIpAa3oiy Ta
KJIOMIZIOTpely, 3a BUHATKOM BHUIMAJKIB, KOJIM Ha JYMKY JKaps, mepeBara Bix ix
OJTHOYACHOTO MPUHOMY MEPEBUILLYE PU3HK.

Jixapcoxi 3acobu, wo memabonizyiomosca 3 yuacmio CYP2C19



Owmenpazon € mnomipHuMm iHribiropom CYP2C19, ocHoBHOro QepmeHty, Mo
MeTaboJ1i3ye OMernpaso.

Takum uuHOM, MeTaboMI3M CYHYTHIX JIKapCchbKUX 3aco0iB, IO TaKOX
MeTtabomizyroTeess 3 ydacTio CYP2C19, Moxe 3MEHIIyBaTucCs, a CHCTEMHa
eKCHO3ULIs IHUX 3ac00iB — 30u1bmyBatucs. [Ipuknagom Takux npenapaTiB € R-
Bap(apuH Ta iHII aHTaroHictTu Bitaminy K, nmnocrasosn, aiazenam i peHiTOIH.

VY 310poBHUX JOOPOBOJIBIIB BiJ3HaUanacs (apMakoKiHETHYHA/papMaKoIuHAMIYHA
B3a€EMOJIiI MDK KiomijorpeneM (HaBaHTaxyBajdbHa pgo03a 300 mr / nobGosa
HiATpUMYIoYa 1o03a 75 mMr) Ta omenpa3zoiioM (80 Mr Ha 700y nepopanbHO, TOOTO /1034,
sKa B 4 pa3u MEpeBUIIye CTAaHAAPTHY ACHHY J103Y), 10 MPU3BOIMIIA 0 3MEHIIEHHS
eKCIHO3MLIi aKTUBHOTO MeTaloJiTy KJIOomijorpeny y cepeanbomy Ha 46 % Ta
3MEHIIEHHS MakcuMaibHOI 1HriOyrowoi mii (AJl®-inaykoBaHoi) —arperarii
TpoMOOIMTIB y cepeanboMy Ha 16 %. KiiniyHa 3Ha9yniicTs 1€l B3aeMomii
3aJIMIIAETBCSA HEACHO. SIK 3amoObKHMH 3axif, CIiJ YHUKAaTH OJHOYACHOTO
3aCTOCYBaHHS OMEINPa30Jly Ta KIIOMIJ0TPey, 32 BUHATKOM BHUIAJIKiB, KOJIU HA AYMKY
JiKaps, nepenara Bifl iX OJHOYaCHOTO IPUHOMY TEPEBHIY€ PU3HK.

Lunocmason

VY 310poBUX JOOPOBOJIBIIB BBEIEHH oMenpa3ony y 1031 40 mr miaBuiryBano Cpax
ta AUC munocrazony Ha 18 % Ta 26 % BiANOBIIHO, @ OAHOTO 3 HOr0 aKTUBHHUX
MeTaboumiTiB — Ha 29 % Ta 69 % BiAMOBIIHO.

Denimoin

MoHITOpUHT KOHIEHTpallli (EeHITOiHYy B IIa3Mi KpOBI pEKOMEHAYETHCSI IPOBOAUTH
MPOTATOM NEPIIUX JBOX THKHIB MICJS MOYATKy JIKyBaHHS OMEIpPa3ojioM Ta Y
BUIAJKy, fKIIO Oylla TIpoBeJeHa KOpeKlis A03u (EeHITOTHY, MOHITOPHUHI Ta
MOJAJIBIITY KOPEKIII0 703U TpernapaTry HEOOXiHO MPOBOJIUTH MICHs 3aKiHUYCHHS
JIKyBaHHSI OMETPAa30JIOM.

Hesinomuii MexaHi3M B3aeMOii.

Caxkeinasip

OpHoYacHe 3aCTOCYBaHHS OMEINpPA30Ily 13 CaKBIHaBIpOM/PUTOHABIPOM IPU3BOIUIO
10 30UIBIICHHS PIBHIB CaKBIHABIpy y Iula3mi KpoBi mpubiuszno ao 70 %, mio
acoLI0BaJIOCs 3 HAJIEkKHOI0 nepeHocuMicTio y BIJI-iH(ikoBaHUX Malli€HTIB.
Taxponimyc

[Ipn omHOYacHOMY 3aCTOCYBaHHI OMEMPAa30Jly MOBIAOMIISIIOCS TPO 301JIbIICHHS
piBHA TakpoiiMycy B cupoBaTii KpoBi. [loTpiOHO mNpOBOAUTH MOCHUIICHHM
MOHITOPUHI KOHIIGHTpAlil TaKpoJiMyCy, a TakoX (yHKuii HUPOK (KiIipeHc
KpeaTHHIHY) 1y pa3l HEOOX1JHOCTI BIIKOPUTYBATH J103yBaHHS TaKPOIIMYCY.
Memompexcam

[ToBigoMIIsIIOCH TIPO MIJABUIIEHHS PIBHA METOTpPEKCaTy y JESKUX HAllleHTIB Hpu
OJIHOYaCHOMY MPHUKOMI 3 1HTIOITOpaMH MPOTOHHOTO Hacoca. Y pa3l HeOOX1THOCTI
3aCTOCYBAaHHS METOTpPEKCAaTy y BHUCOKHX J103aX CJIiJi PO3IJISSHYTH IMUTaHHS MpPO
TUMYACOBY BIIMIHY OMETPA30Jy.

BruB iHImx ikapcbkux 3ac06iB Ha (papMaKOKIHETUKY OMEINPa3oly

Ineioimopu CYP2C19 ma/abo CYP3A4

Ockinpku oMmernpaszonl Merabonizyerbes 3a gomnomoroir ¢epmentie CYP2C19 Ta
CYP3A4, npenaparu 1o npurHiayoTh akTUBHICTE CYP2C19 un CYP3A4 a6o 00ox
¢depMeHTIB (Takli SK KIAPUTPOMILMH Ta BOPHKOHA30J), MOXYTh CIPUYUHATU
3pOCTaHHS PIBHIB OMEMNpPAa30jly y CHUpPOBATIi KpPOBI y pe3yibTaTi yHOBUIbHEHHS
MBUIKOCTI Horo wmetabomismy. OpHOuacHE 3acTOCYBaHHS BOPHKOHA30IY




NPU3BOJAMIO O OUIBII HIXK JBOKPATHOTO 3pPOCTAaHHS EKCIO3UIl OMEeNmpasoiy.
OcCKiNbKM BHCOKI [JO3M OMENpa3oyly MEePeHOCHINCS A00pe, KOpeKIis H03U
OMeNpasony, K NpaBWiIo, He MOTpiOHA. OJHAK CHiJl PO3IJISIHYTH HUTAHHS IPO
KOPEKIIIO JO3H JUIs MAI[IEHTIB 3 TSXKKOIO MEYIHKOBOIO HEIOCTATHICTIO Ta Y pasi, AKILO
NoKa3aHe TpUBaJe JIKyBaHHS.

Owmenpazon vactkoBo MeTabomizyerbesi Takok CYP3A4, ane He mpurHiuye neu
¢bepmenT. TakuM 4MHOM, OMENpa30jl He BIUIMBAE HA MeTaboJi3M Ipenaparis, 110
MeTabomi3yroThcsi CYP3A4, Takux sIK IUKIOCTIOPHH, JIiI0OKaiH, XiHIIUH, €CTPaaion,
€pUTPOMILIUH Ta OyAEeCOHI.

Inoykmopu CYP2C19 ma/abo CYP3A4

IIpenaparu, ski iHAYKyOTh akTuBHICTH CYP2C19 Tta/abo CYP3A4 (Taki sk
pudaMIinuH Ta 3Bip0o0iil), MOXKYTh CIPHUUMHATH 3HWKEHHS PIBHA OMEIPA30iy B
CHpOBATLi KPOBI y pe3yibTaTi MPUCKOPEHHS HOro MeTaboi3My.

Jlomnepuoon

Cropuatnusi epexTH AOMIEPUAOHY MOXYTh OCialiroBaTHCA Yy pa3i OAHOYACHOTO
3aCTOCYBaHHS aHTUXOJIHEPTIYHUX JIIKapChKHUX 3aCO0iB.

OCKiNbKM JTOMIIEPUJIOH CHPUYHMHSAE TOCUICHHS MOTOPUKM IUIYHKAa 1 TOHKOIO
KUIIEYHUKY, BCMOKTYBaHHS JIKapChKUX 3aco0iB Yy TOHKIH KHIILI MOXe
MPUCKOPIOBATHUCS, TOJII IK BCMOKTYBaHHS y IUTYHKY — CIIOBUJIbHIOBATHCHS.

JloMnepuioH ciif 3 00EpeXHICTIO 3aCTOCOBYBAaTH y KoMOiHamii 3 iHridiropamu
MoOHOaMiHOKcua3u (iHribiropamu MAO).

BcMoOKTyBaHHS TOMIIEpUOHY HE 3MEHIIYBAjJoCs Micis mpuiioMy y KoMmOiHamii 3
a"TanuaaMu abo 6iokatopamu H2-perentopis.

[Tpenapar cxiix npuiiMaTé Hatie 3a 1 TOAMHY A0 iU, OCKIJIBKHU ia BIUIMBAE Ha

01010CTYIIHICTb OMEIPA30Iy Ta JOMIEPUIOHY.

He cnig npuiiMaTy aHTaUMAHI Ta AaHTUCEKPETOPHI IpernapaTd OJHOYACHO 3

IpernapaToM, OCKUIbKHM BOHM 3HIKYIOTh HOro O10JOCTYNMHICTH MICHS HpUHOMY

Bcepeauny. JloMrepumnoH MeTabomi3yeThes epeBakHo 3a nonomoroo CYP3A4. 3a

JaHUMHU JOCHIJDKEHb in Vitro, CyIyTHE 3aCTOCYBaHHs MpenapariB, 110 3HAYHUM

YMHOM MPUTHIYYIOTh e (epMeHT, MOo)Ke NPU3BECTH [0 IiJBUIIECHHS pPIBHI

IoMIepuAoHy y ria3mi. I1pu 3acTocyBaHH1 JOMIEPUIOHY CYIYTHBO 13 HOTYKHUMHU

irioitopamu CYP3A4, 3natHuMu mnogosxkysatu iHTepBan QT, cmocrepiranucs

KJIiHIYHO 3Hauy1li 3MiHu iHTepBaity QT. Tomy cynyTHe 3acTOCyBaHHS TOMIIEPUIOHY

13 IeBHUMH IpenapaTamMy MpoTHIIOKa3aHe (IUB. po3aul «IIpoTunokasanus»).

Cynymue 3acmocy8anHs HUIICUE3A3HAYeHUX NIKaApCbKux 3acodié 3 00MNnepuooOHOM

npomMunoKaszawe.

VYci nikapebki 3aco0u, siki ToA0BXKy0Th iHTepBas QT:

- aHTHAPUTMIuHI penapatu Kiacy A (Hanpukiaz, TU30MipaMi, TIPpOXiHIANH,
XIHIUH);

- aHTHapuTMiuHi npenapartu kiacy Il (Hanpukian, amionapoH, A0GeTUmis,
IpOHeNapoH, 10y TUITiA, COTAN0N);

- HeMpoJenTuyHi mpenapaTH, ki NoAoBxkyoTh iHTepBan QT (Hanpuknan,
rajonepuao, MMo3u1, CEPTUHAON);



- AHTHUICTIPECAHTH, K1 TOJOBXKYIOTh iHTepBai QT (Hampukiaz, nuranonpam,
€CIUTAJIONPaMm);

- aHTUO10THKH, SIK1 TOOBXKYIOTh iHTepBan QT (Hanmpukiaa, epUTPOMIIIUH,
neBoQIIOKCAIH, MOKCH(IIOKCAIINH, CIIpaMIIiH);

- NPOTUIPUOKOBI MpenapaTH, siki HOJOBXKYIOTh iHTepBas QT (Hanmpukiaz,
MIEHTaMIJT1H ),

- NpOTUMAIISAPINHI penapaTH, sSKi MooBXKytoTh iHTepBan QT (Hanpukiaz,
rajgo(aHTpuH, JtoMe(aHTPHH);

- npenapaT JUis JiKyBaHHS MOpPYIIEHb 3 OOKY IUTYHKOBO-KHUIIIKOBOTO
TPaKTy, sKi MOAOBXKYI0Th iHTepBan QT (Hampukmaz, mM3anpup, A0JACETPOH,
NPYKaJIONIPHN);

- aHTUTICTAMiHHI MpenapaTH, siki NoJOBXKYI0Th iHTepBasl QT (Hanmpukiaz,
MEKBITa3HMH, Mi30JIaCTHH);

- JKapChKi 3ac00H, 1110 3aCTOCOBYIOTHCS IIPU OHKOJIOTTYHUX 3aXBOPIOBAHHSX,
AKi oJI0BXKYI0Th iHTepBan QT (Hanpukian, TopemideH, BanaeraHioO, BIHKaMiH);

- 1HIII JIIKapChKi 3ac00u, K1 OI0BXYI0Th iHTepBai QT (Hanpukiiaza, Genpuau,
nudeMaHis, MeTaoH);

- anoMop(iH, SKIIO0 KOPUCTH Bl OAHOYACHOTO 3aCTOCYBAHHS HE MEPEBAXKYE
PHU3UKY MPU YITKOMY JOTPUMAHHI peKOMEHIAIlIN 1010 3am001KHUX 3aX0/I1B MPU
CYIIyTHbOMY 3aCTOCYBaHHI IIUX Mpenaparis.

[Tpuxnanamu cunpHux 1Hri0iTopiB CYP3A4 (He3anexxHO Bix iX BIUIMBY Ha
nosoBxkeHHs iHTepBaity QT), 3 IKUMHU IPOTUIIOKA3aHO 3aCTOCOBYBATH Mperapar, €:

- a30JIbHI MPOTUIPUOKOBI IMpenapaTH, Takl K (pIykoHa30d™®, ITpaKoHa30d,
KETOKOHA30JI™ 1 BOPUKOHA30T*;
MaKpOJIiJH1 aHTUO10THKH, TaKl SIK KJIAPUTPOMILUHY, epUTPOMILIUH™;
1Hri101TOpU MpoTeazn™;
iaTi0iTopn BIJI-ipoTeasu, Taki sk aMIpeHaBip, aTa3aHaBip, (hocammpeHasip,
iHMHAaBIp, HeN(iHABIp, PUTOHABIP 1 CaKBiHABID;
- AHTaroHICTH KaJbI[ll0, TaKl K TUJITIA3€M 1 BEparamiin,
- amiomapoH®;
- aMpeIiTaHT;
- Heda30I0H;
- TeMTpOMIIHUH™,
*nposoHryroTh iHTepBai QTc.

OonouacHe 3acmocy8ants 8UMA2A€ 00EPeHCHOCMI.

OO0epexHO 3aCTOCOBYBATH 3 TMpemnapaTamu, II0 CHOPUYUHSAIOTH Opaaukapiiio 1
FiNOKaIIEMIIO, a TaKOoX 13 TaKMMU MAakpoJiJaMH, IO MOXYTb CIPUYMHUTU
nofoBxkeHHs. 1HTepBany QT: a3uTpoMILMH 1 POKCUTPOMILUH (KIApUTPOMILIUH
MIPOTHUITOKA3aHUH, OCKUTBKY BiH € OTYKHUM iHTi0iTopoM CYP3A4).

Crain 3 00epexHICTIO 3aCTOCOBYBATH JIOMIIEPHIIOH CYIYTHBO 13 TIOTYXHHUMHU
iHridiTopamu CYP3A4, axi He cipuunHsIIM OAOBXKeHb iHTepBany QT, Takumu sik
IHUHABIp, 1 3a MAIlIEHTaMH CJI1J MIJIBHO HATJIAIAaTH Ha BUMAJOK MOSBH O3HAK abo
CHUMIITOMIB HEOKaHUX PEAKITIH.

[IpenapaT MOXHa MOEAHYBATH 3:

- HEWPOJENTUKAMHU, 110 IKUX BIH MOCHUIIIOE;



- nodaMiHepriyHUMH aroHictamu (OpOoMOKpUNTHHOM, L-momoro), HebakaHi
nepudepuyHi Iii SKUX, Taki sSK MOPYIIEHHS TpaBJIEHHs, HYJIOTYy, OJIIOBaHHS, BiH
NpUrHiuye 6e3 HelTpani3alii OCHOBHUX BIaCTUBOCTEH.

B okpemux nocnimkeHHSIX (papMaKOKiHETHYHOI/(papMaKkoJMHaMIYHOT B3aeMOIT in
Vivo TIpU OJHOYACHOMY NEpOpPAJIbHOMY 3aCTOCYBaHHI  KETOKOHa30i1y abo
€pPUTPOMILIMHY Y 3A0POBHUX JOOPOBOJBIIB OYJI0 MiATBEPIKEHO, IO 1Ii Mpenaparu
3HaYHUM YHHOM NPUTHIYYIOTH TPECUCTEMHUH MeTabosi3M JIOMIIEPHUJIOHY,
onocepenkoanuii CYP3A4.

ITpu cynyTtHbOMY 3acTocyBaHHI 10 MI JOMIIEpUAOHY NepopaibHO 4 pa3u Ha 100y Ta
200 Mr KeTOKOHA301Iy MepopajbHO 2 pa3u Ha A00y B MepioJ] CriocTepexeHHs 0yIo
BiJJ3HAU€HO MOAOBXKeHHs iHTepBady QTc B cepemHboMy Ha 9,8 Mcek; Okpemi
3Ha4YeHHs KonuBaiuch Bix 1,2 1o 17,5 mcek. Ilpu cymyrHpomy 3actocyBanHi 10 Mr
noMnepuaoHy 4 pasu Ha 100y Ta 500 Mr epuTpoMiLIMHY IepopasibHO 3 pa3u Ha 100y
inTepBast QTc y mepiof criocTepeskeHHsI MOI0BXKYBaBCs B CepeIHbOMY Ha 9,9 Mcek,
1HTepBaJl OKpEMUX 3Ha4eHb CTaHOBHB Bix 1,6 10 14,3 Mcek. PiBHOBaXkH1 3HaUeHHs
Cmax Ta AUC noMmepu7oHy 3pocTaid MpHOIM3HO BTPUYL Y KOXKHOMY 3 LHUX
JOCTIPKEHb B3a€eMOAil. Y BHIAAKYy MOHOTepamii aoMnepugoHoM y no3i 10 mr
nepopaiibHo 4 pa3u Ha 100y iHTepBan QTc noaoBxyBaBcs B cepeJHbOMY Ha 1,6 Mcek
(ocniKeHHsI 3 KETOKOHA30JI0M) Ta Ha 2,5 MCeK (JIOCIIPKEHHS 3 €epUTPOMILIUHOM),
B TOM 4Yac SIK 3aCTOCYBaHHS JjHie KeTokoHazomy (200 mr 2 pasu Ha 1100y) abo
eputpominuny (500 mr 3 pas3u Ha 700y) npu3BOAMIIO 10 30UTbIIeHHS 1HTepBaty QTc
B IiepioJ] cnioctepexxeHHs Ha 3,8 Ta 4,9 Mcek BiIMOBIIHO.

TeopeTHuHO, OCKUIBKY MpernapaT YNHUTh NPOKIHETUYHY JI1}0 Ha HUTYHOK, 1I€ MOXe
BIIMBATH HA BCMOKTYBaHHSl IE€pOpAJbHUX IpenapariB, L0 3aCTOCOBYIOTHCS
CYNyTHbO, 30KpeMa Ha JIKapchbki (JOPMH HPOJOHIOBAHOTO BHUBUIbHEHHS a00 Ha
KHMIIKOBOPO3uMHHI popmu. OAHAK y Mali€eHTIB, cTaH sIKUX OyB cTabuI130BaHUMN
3aCTOCYBAaHHSM JIMTOKCHMHY a00 mapaineramoily, CYIYTHE 3aCTOCYBaHHS
JIOMIIEPUIOHY HE BIUIMBAJIO HA PIBHI IUX MIpeNnapaTiB y KpOBi.

Ocoonueocmi 3acmocy8amnnsi.

[Ipu HasiBHOCTI OyAb-SIKOTO HEOE3MEUYHOTO CUMIITOMY (HANpPUKIIa, 3Ha4HA BTpaTa
MacH TiJia, He 3yMOBJICHA JII€TOIO, MEepioANYHE ONtoBaHHs, nucdaris, OJOBaHHS 3
JOMIIIKaMU KpOBi a00 MeJieHa), a TaKOK KOJIM € BHpa3Ka IuTyHKa abo mijo3pa Ha
Hei, CJI1JT BUKJIFOYHUTH 3JI0SIKICHE 3aXBOPIOBAHHS, OCKIJIBKH IIPUIOM TpenapaTy MOxKe
MacKyBaTH HOro CHMITOMH Ta 3aTPUMYBaTH BCTAHOBJICHHS MPAaBUILHOTO JI1arHO3Y.
Jlikapcpkuii 3aci® ciig 3 OO0EpEeXHICTIO 3aCTOCOBYBAaTH TMAlliEHTaM 3 JIETKUMH
MOpyIIeHHAMHU (QYHKIIT IEYiHKU Ta/abo HUPOK.

JIyig mamieHTiB 13 JErKUMU MOPYHIEHHSIM (DYyHKLII NE4iHKM MaKcHUMallbHa J1000Ba
7032 Tpernapary He MOBHHHA MEpPEBHINYyBaTH | Kamcyiny Ha 100y. Y mali€eHTiB 3
MEYIHKOBOIO HEJOCTATHICTIO TIC/IS MPUHOMY 3BHUYAMHOI JO3M OMEIpa3oily dac
HaIIBBUBE/ICHHSI MOXe€ 301IbIIyBaTUCS Yy 3 pa3u MOPIBHSIHO 3 TaKUM Y 370POBHX
NOOpOBOJIBIIIB; TOMY MHallleHTaM 3 MOPYLIEHHSIMH (YHKIII Me4iHKH HeoOXiaHa
Kopekuis no3yBaHHs. [lig0ip 1no3u omemnpazony 3A1MCHIOIOTH 3 ypaxyBaHHSIM
MakcuMajabHOI J000BOT 703U — 20 wMr. VY Tmami€eHTiB 13 XPOHIYHUMH
3aXBOPIOBAaHHAMH MEYIHKM MOTPIOHO mMOCTiiiHO (He piame 1 pa3 Ha 2 THXKHI)
MIPOBOAUTH J1a00OPATOPHE JTOCIIIIKEHHSI KPOBI 111010 BMICTY NE€YIHKOBUX (PEPMEHTIB.
VY pasi Oynb-SKUX 3MiH [UX MOKAa3HUKIB MOTPIOHO HEraHO NMPUIUHUTH MPHUIOM
npenapary. IlamieHTaMm 13 TMEYIHKOBOK HEJOCTATHICTIO CEPEIHBOTO Ta TSKKOTO
CTYIIEHS JIIKapChKUil 3aci0 MpuilMaTi He PEKOMEHJ0BAHO.



JUis maLi€eHTIB 13 IETKUM NOPYLIeHHAM (YHKIIT HUPOK KOPEKIis 1031 He MoTpiOHa.
ITpu TpuBasiii Teparii XBOpi MOBUHHI NepeO0yBaTH 111 PErYJISIPHUM HaTJIAI0M JIiKapsl.
Owmenpa3zon Ta HOro MeTaboNiTH BUBOJIATHCS HUPKAMH, Y MAlLlI€HTIB 3 XPOHIYHOIO
HUPKOBOIO HEIOCTATHICTIO BUBEIEHHS MPENapaTy CIIOBUIbHIOETHCS POMOPLIHHO J10
3MEHIIEHHS KJipeHCy KpeaTuHiHy. Ilepion HamiBBHUBEIECHHS 3 IUIa3MHU KpOBI y
MAIE€HTIB 3 TSHKKOI0 HUPKOBOIO HEJOCTATHICTIO MOIOBXKYETHCS.

He pexoMeHy€eThCsI TPU 3aXUTYBaHHI.

Cnin 3actocoByBaTH 3 OOEpEXKHICTIO MAIlieHTaM JITHBOTO BIKy 1 MallieHTam 3
HasBHUM 3aXBOPIOBaHHSAM ceplist abo 13 3aXBOPIOBAHHAM ceplisl B aHaMHe31. Y pasi
MOSIBU O3HAaK Ta CHUMIITOMIB, SIKI MOXKYTh OyTH TOB’Si3aHi 3 CEpLEBOI0 apUTMIEI0,
JIKYBaHHS JOMIEPUIOHOM CJiJl IPUITMHUTU Ta 3BEPHYTHUCS 332 KOHCYJbTALIEIO 10
JKaps.

JloMnepuoH il 3 00epex HICTIO 3aCTOCOBYBATH MAlliEHTaM 13 (aKTOPOM PU3UKY
npostoHranii iHtepBany QT, BKIIOYAIOYM TiMOKAJIIEMIiIO, TSHKKY TilOMarHiemiro,
OpraHi4Hi 3aXBOPIOBAHHS CEpLIS.

Crin BpaxoByBaTu iH(OpMAIil0 CTOCOBHO PU3UKY PO3BUTKY YCKIIQJIHEHB CEPLIEBO-
CYIMHHUX 3aXBOPIOBAaHb, 3yMOBJIEHUX JIKapCbKMMHU 3aco0amMH, IO MICTATh
JTOMIEPUIOH:

- €Ki emiIeMIONOTi4HI TOCTIPKEHHs TOKa3aly, 110 MPUHOM JOMIEPUI0HY MOXeE
acoOIIIOBATHC 13 CEPHO3HUMU IITYHOUKOBUMH apUTMIsIMH 200 ParToBOIO CEPLIEBOIO
CMEpTIO;

- PU3UK CEepHO3HUX IUTYHOYKOBHMX apuUTMiil a00 panToBOi cepleBoi CMepTi BUILUI
y maiieHTiB BikoM mnoHaj 60 pokiB a00 mpu NepopaJibHOMY 3aCTOCYBaHHI 103
npemnapaty 6inbine 30 Mr Ha 100y , @ TAKOXK y MAII€HTIB, SKI OJHOYACHO NPUHMAIOTh
npernapary, 1o nofoBxyoTh iHTepBas QT ado inriditopu CYP3A4. Tomy crix 3
00epeKHICTIO 3aCTOCOBYBATH Mpenapar naiieHTaMm JiTHbOro Biky. [larieHTam BikoM
noHaz 60 pokiB nepes MpuitoMOM Mpenaparty Clifi IPOKOHCYJIbTYBATUCS 3 JIIKAPEM.
Kamncynu MicTaTh JlakTO3y, TOMY Ipernapar He CJijJ 3aCTOCOBYBATH MalliEHTaM 3
HE/IOCTATHICTIO JIaKTa3M, FaJJaKTO3EMI€I0 Ta MalbaOCOPOLIIEI0 TITIOKO3H/TaTaKTO3H.
OnHouacHe 3acTOCYBaHHSI aTa3aHaBipy 3 1HTIOITOpaMH NPOTOHHOI IMOMIU HE
pexoMeHayeTbes. SIKio koMOiHalii aTa3aHaBipy 3 IHT10ITOPOM IPOTOHHOT TOMITH HE
MO’KHAa YHUKHYTH, PEKOMEHIy€ThCSI pETeIbHUM KIIHIYHUI MOHITOPUHT (HAIIPUKIIAL
BIpYCHE HaBaHTA)XEHHS) Y NMO€AHAHHI 31 30UIbIIEHHSIM 103U aTta3zaHaBipy a0 400 mr
Ha 100 Mr puTOHaBipy; 1032 OMENPa30Jly He MOBUHHA NepeBUIyBaTH 20 MT.
Owmenpasod, SIK 1 BC1 JTiIKapchKi 3ac00H, 110 MPUTHIYYIOTh CEKPELII0 COJITHOT KUCIIOTH
IYHKOBOTO ~ COKY, MOX€ 3MEHLIMTH BCMOKTYBaHHA  BitamiHy Bjp
(uianokobOanaMiny) yepes rino- adbo axjoprizapito. Lle ciij BpaxoByBaTH naiieHTaM
3 Kaxekcier abo (akTopamu pU3MKY 111010 3HUKEHHS BCMOKTYBaHHs BiTaMiHy Bij
IIpU JOBrOTPUBATIN Tepamii.

Owmenpa3zon € inriditopom CYP2C19. Ha novatky abo mpu 3aBeplIeHH] JiKyBaHHS
OMEIMPAa30JI0M HEOOXIHO PO3IIIIHYTH MOJMJIMBICTH  B3Aa€EMOAIl 3 JKapCbKUMHU
3acobamu, 1m0 MeTabomi3yroThcs 3 yuactio CYP2C19. B3aemonmist crioctepiraerses
MDK KJIOMIJOTPeNIoM Ta omemnpaszoioM. KiliHiYHA 3HAYYIICTh 1€l B3aeMoii
3aJIMIIAETHCA He3po3ymisioro. HeoOXigHO yHHMKAaTH OJHOYACHOTO 3aCTOCYBaHHS
OMEIMPa30Ily 1 KJIOMiJ0Tpeiy.

VY XBOpHX, SIKI IPUMMAIOTh 1HT10ITOPH MPOTOHHOI ITOMITH, BKIIOYAIOUM OMETPa3od,
YIPOJOBK HIOHANMEHIIIE TPHOX MICSIIIB MOYKE BUHUKHYTH CYTTEBA TioMarHiemis (y
O1TBIIOCTI BUIAKIB TiIOMarHieMii XBopi 3aCTOCOBYBAJIM ITpenapar 0Ju3bKo 1 poky).



l'imomarHiemilo MOXHa 3amiJO3pUTH 32 TaKUMH CEPHO3HUMH NpOsIBAaMH, SK
BTOMJIIOBAHICTb, CYJOMH, JeJipiid, 3aaMOpOYEHHs, IUTYHOUKOBI apuTmii. OmgHak
CJIiJ] MaTH Ha yBas3i, 0 y JESIKUX BUMAJKaX MPOSBU MOKYTh OYTH 3aMacKOBaHi, 110
MEPEIIKO/PKAE BYACHOMY PO3Ii3HABAHHIO TAKOT'0 YCKJIaHEHHS. Y OUIBIIOCTI XBOPUX
NPOSIBU TiNMOMAarHieMii 3HMKAaOTh Ta CTaH HOPMAJI3YETbCS IMICHA 3aCTOCYBAHHS
IpernapariB MarHiro Ta BiIMiHH 1HT101TOPiB MPOTOHHOT HOMITH. TpuBaie 3MEHIICHHS
KHUCJIOTHOCTI NUIYHKOBOTO COKY MOX€ TPHU3BECTH 10 30UIbLIEHHS KUIBKOCTI
OakTepiif, 3a3BMYail MPUCYTHIX Yy LUIYHKOBO-KUIIKOBOMY TpPakKTi, TakKuX SK
Salmonella Ta Campylobacter, a 'y rocniTanizoBaHUX Maii€HTiB — Takox Clostridium
difficile.
JlikyBaHHsl 1HTIOITOpaMU NPOTOHHOI MOMMM JAEUIO MiABUIIYE PHU3UK PO3BUTKY
iHpeKIiil  IUTyHKOBO-KMUIIKOBOIO  TPaKTy, CIOpUYMHEHHX Salmonella  Ta
Campylobacter.
VY 310poBHUX JOOPOBOJIBIIB BiJ3Hauangacs (apMakoKiHETHYHA/papMakoIuHAMIYHA
B3a€EMOJIil MDK KJIomijorpenoMm (HaBaHTaxyBasibHa 1032 300 mMr / moGosa
niATpUMYIoYa 1o03a 75 mMr) Ta omenpaszoiioM (80 Mr Ha 700y nepopainbHO, TOOTO /1034,
sKa B 4 pa3u MEpeBUIIYe CTAaHAAPTHY ACHHY J103Y), IO MPU3BOIMIIA 0 3MEHIIEHHS
eKCHO3MLIi aKTMBHOTO MeTaloJiTy KJIOomijorpeny y cepeanbomy Ha 46 % Ta
3MEHIIEHHS! MaKCUMallbHOi 1HTi0yrouoi aii [iHAyKoBaHOi aneHo3uHaAnpochaTom
(AJ1®)] arperarii TpoMOOIHTIB y cepeqHboMy Ha 16 %.
Jlesiki 1aHi MOKa3yIoTh, 10 Teparlis iHri6iTOpOM NPOTOHHOT MOMIIH JIEII0 301IBIIYE
pU3UK TEpeloMiB CTerHa, KICTOK 3am’scTs Ta XpeOliB, acoliiioBaHuX 3
OCTEOTOPO30M, TMEPEBAXHO Yy JIOJACH JITHHOTO BIKYy a00 3a HasBHOCTI 1HIIMX
BU3HaHUX (hakTopiB pu3uKy. OOcepBalliiiHi JOCTIIKEHHS TOKa3yI0Th, L0 iHT10i1TOPH
MIPOTOHHOI OMITH MiJABUINYIOTh 3araJlbHUM pU3UK NepenoMy y Takux ocid Ha 10—
40 %. YacTkoBO 1€ MiJBUIIEHHS MOXK€ OYTH MOB’s3aHE 3 IHIIUMH (haKTOpaMH
pu3uky. Hesaxkatoum Ha Te, 110 NPUYMHHO-HACHIJKOBUM 3B 30K MIX
OMEIPA30JI0M/€30MeIPa30I0M Ta OCTEONIOPOTUYHHUM IIEPETOMOM He OyB 10BE/ICHUIA,
MalieHTaM 3 PU3MKOM HPOrpecyrdoro OCTeonopo3y abo OCTEeONOPOTHYHOTO
NepeoMy PpEKOMEHIYEThCS BIAMOBIAHMN KIIHIYHUN HArjasl Ta CHOKUBAHHS
JOCTaTHHOI KUIBKOCTI BiTaMiHy D 1 KamblIlito.
[Miaroctpuii mkipuuii yepsonuii Bopuak (I1111YB)
3acTtocyBaHHs 1HTIOITOPIB MPOTOHHOI MOMIM MOXe OYTH TOB’si3aHE 3 IyXKe
piakicHumMu Bumagkamud po3BuTKy I[IHIYB. fkio BUHMKAIOTH MOMIKOKESHHS,
0c00JIMBO Ha TUISTHKAX LIKIPH, 1110 3a3HABAJIN BIUIUBY COHIIS, 110 CYTIPOBOIKYIOThCS
apTpajirisMu, Nali€eHT MOBUHEH HETaiHO 3BEPHYTHUCS 32 MEIUYHOIO JIOTIOMOIOI0, a
JIKap MOBUHEH PO3TJISHYTH MUTAHHS PO MPUIIMHEHHS 3aCTOCYBAaHHS OMEIPa3oiy.
Bunuknenns IIIIYB y namieHTtiB mig yac momepeAaHboi Tepamii iHridiropamu
IPOTOHHOI MOMMM MiABUIIYE PHU3MK HOTO PO3BUTKY NPU 3aCTOCYBAaHHI IHIIHUX
1HT161TOPIB MPOTOHHOT TOMITH.
BriuB Ha pe3ysibTaTH JOCTIKEHb
ITig yac JiKyBaHHS aHTHCEKPETOPHUMH IpernapaTaMyd KOHILIEHTpALis TacTpUHY Yy
IU1a3Mi KpOBi 30UIBIIYETHCSA y pe3yJbTaTi 3HWKEHHS CeKpelii COJITHOI KHCIIOTH.
Buacnmigok 3HIKEHHS CeKpelii CONSHOI KHUCIOTH 30UTBIIYEThCS  PiBEHBb
xpomorpaniny A (CgA). 36inbmienHs konueHtpamii CgA MoXe BIUTUBATH Ha
pe3yabTaTh JOCHIKEHb JUIsl BUSBJICHHS HEHPOCHIOKpMHHMX mNyxiauH. s
3aro0iraHHs TAKOMY BITUBY HEOOX1THO MIPUIMHUTH NMPHUIOM 1HT1O61TOPY NPOTOHHOI
MIOMITK 32 5 AHIB 10 MpoBeAeHHs Bu3HaueHHS piBHA CgA. Skmo piBHi CgA Ta




racTpUHY HE MOBEPTAIOTHCS 10 HOPMAJIBHOTO PiBHSI MiCIIs HOYaTKOBOTO BU3HAUCHHS,
BUMIPIOBaHHS CJiJ TOBTOPUTH uepe3 14 nHIB micias 3aBEpLICHHS JIIKyBaHHS
1HT161TOPOM MPOTOHHOT TOMITH.

V narieHTiB, sKi NIpUIMaI OMENpa3o BIPOAOBK TPUBAJIOTO MEPioy, Bil3HAYaBCS
aTpo(iuHMii racTpur.

VY narieHnris, siki npuitmatoTs II1I1 ogHOYaCHO 3 AUTOKCHHOM a00 MpenapaTamH, o
MO>KYTb CIIPUYMHUTH T1IIOMarHieMiro (HarpuKIiIai, 1iypeTUKH), TOTpiOHO BU3HAUATH
piBeHb MarHilo mnepen mnovatkoMm JikyBaHHs IIIII Ta mnepionuuHo mnpoTsrom
mikyBaHHs. Takok BU3HAYCHHs PiBHS MarHil0 peKOMEHJIOBaHE MJIs Malli€HTIB, SKi
noTpeOyoTh JOBIOTPUBAJIOI Teparii.

ITpu Oyab-IKOMY TOBrOTPHBAJIOMY JIIKYBaHHI, 0COOIMBO Oinbie 1 poky, MamieHT
MOBMHEH 3HAXOJUTHCH MiJ PETYIIPHUM MEIUUYHUM HATJISAIOM.

Homnepuoon

bnokaropu no¢amMiHOBHX pELENTOpiB MiJBUIIYIOTh DPIBEHb IPOJAKTHHY; TaKe
HiABUIIEHHS 30epiraeTbcsi Ha (OHI MOCTIMHOTO MpHUOMY LMX IpenapariB. Y
NAIll€HTIB, B SKUX paHinle OyB BUSBJICHUI MPOJAKTUH-3aJICKHUN paK MOJOYHOI
3aJ03M, 3aCTOCYBaHHS JOMIEpPUAOHY BHMarae ocoOJHMBOI  00EpeKHOCTI.
Hes3Baxaroun Ha TOBIJOMJIEHHS IpO Taki po3jaau, SK rajakTopes, aMmeHopes,
TiHEKOMACTis Ta IMITOTEHIIisl, KIIIHIYHE 3HAYSHHSI M1IBUIIICHHS CUPOBATKOBOTO PiBHS
MPOJIAKTUHY 151 OLIBIIOCTI MAIi€EHTIB 3AJIUIIAE€THCS OCTATOYHO HE3 SICOBAHUM.

VY mnauieHTiB, B SKHUX PO3BUHYJACA TajakTopes Ta/abo TiHEKOMAacTisl, BiIMiHa
npernapary Npu3BOAUTH 0 3MEHILEHHS LIUX CUMITOMIB.

Cepyego-cyounni epexmu

JlomriepuioH moOB’sA3y10Th 3 mposioHraniero iHtepBaty QT wa EKI. Ilig uac
MMOCTMAapPKETUHIOBOTO CIIOCTEPEKEHHS MOBIIOMIISIIOCS PO JTy’Ke PILAKICHI BUMAIKU
nposonramnii QT Ta nmipyeTHoi Taxikap/il y HAI[lEHTIB, SKI NpUAMaI JOMIEPUIOH.
11 moBigoMIIEHHS BKIJIFOUAJIH 1H(OpMALIiI0 PO MAIIEHTIB, Y SIKUX OYJIH €JIeKTPOJIITHI
MOpPYIIEHHS Ta SKUM 3aCTOCOBYBaJM CYyNYTHIO Tepaliloo, II0 MOoxe OyTu
JOJATKOBUMU (paKTOpaMU PU3HKY.

JloMIepuI0H CiIi/l 3aCTOCOBYBATH Y HAMEHININ epeKTUBHIN 1031.

3acmocysanns 3 anomopginom

JloMnepu10H NPOTUIIOKa3aHUH 1O 3aCTOCYBAHHS 3 penapaTamH, 110 MOJIOBXKYIOTh
inTepBast QT, 30kpeMa aroMop(diHOM, 3a BUHSATKOM BHIIAJKiB, KOJIU KOPHCTh BiJ
OJTHOYACHOT'O 3aCTOCYBaHHS 3 amoMop(iHOM MEPEBUIIYE PU3UKUA 1 KOJIU YITKO
JIOTpUMaH1 peKOMEHallii 1010 321001 HHUX 3aX0/11B Y pa3i CyMiCHOT'O 3aCTOCYBaHHS
IIUX [IperapariB, 3a3Ha4eHi B IHCTPYKLI U1 MEJMYHOTO 3aCTOCYBaHHS alloMOp]iHy.
Topywenus ¢hynxyii Hupox

[lepion HamiBBUBENEHHS IOMIEPHUIOHY IOJAOBXECHHN Yy TMAIIEHTIB 13 TSKKAM
nopyueHHsaM QyHKHii Hupok. Ilpu TpuBamoMy 3acTocyBaHHI 4acTOTy NpUHOMY
JOMIIEPHUIOHY TIOTPIOHO 3MEHIIUTH JI0 OJTHOTO a0o0 JBOX pasiB Ha 100y, 3aJekKHO
BIJl TSDKKOCTI MOpYIIEHHA (YHKIT HUpPOK. TakoX MOXe BUHUKHYTH MOTpeba B
3MEHILIEHH] J103H.

AHTanuaHi abo aHTUCEKPETOpHI Npenapatd He Cli MNpUMMaTH OJHOYACHO 3
nikapcekuM  3acobom Omes® JICP, OCKUIBKH BOHH 3HHKYIOTh IIEPOPAJIbHY
OlomocTynHICTh momnepuaoHy. [Ipu cymicHOMY 3acTOCyBaHHI JIIKapChbKUK 3aci0
Omes® JCP cnig mpuitmatu mepex imoro, a aHTauugHi abo aHTHCEKPETOPHI
npenapaTty — micis inu.



Obmedsicennss wjooo 3acmocyeanus. Jlo3yBaHHS Ta TPHUBAIICTh 3aCTOCYBAaHHS
JOMITEpUIOHY OyIH 3HMKeHi. Moro ciin 3acTocoByBatn y HaiiHIKil edeKTHBHIH
71031 IPOTATOM HAaWKOPOTILIOIO 3a MOMKIJIMBICTIO nepiogy. JloboBa 103a HE MOBUHHA
nepesuiryBaTi 30 Mr y po3paxyHKy Ha JOMIIEPUIOH.

Jlonomidcni pewosunu

Owmes® JICP micTuts JIAKTO3Y, MOHOT1/IpaT, Ta mMykpo3y. SAkmio y Bac BcTaHOBIEHO
HETMEePEHOCUMICTh JIESIKUX IIYKpIB, MPOKOHCYJIBTYHUTECS 3 JKapeM, Iepl HiX
MpUAMaTH 1eH JTIKapChKHit 3aciO.

3acmocysannsn ¢ nepioo eazimmocmi abo zodysannsa zpyoor. Jlikapcbkuii 3acio
MPOTHUIIOKA3aHUM y TIEPI10JT BariTHOCTI Ta TOAYBaHHS TPYAJIIO.

30amuicmbs  enaueamu  HA  WEUOKICMb  peakyii  npu  KepyeaHHi
asmMompancnopmom avo inwumu mexanizmamu. I1in yac nikyBaHHS MpenapaToM
HEOOXIJTHO JOTPUMYBATUCS OOEPEKHOCTI MPU KEpyBaHHI aBTOTPAHCIIOPTOM abo
poOOTI 3 IHIIUMH MEXaHI3MaMHU.

Cnocié 3acmocysanns ma oozu. Ome3® JICP 3acTOCOBYBaTH BCEpemMHY IO 1
Karcyii Ha 100y BpaHuli, 3a 1 roauny no npuiiomy ixi. Kamncynu 3actocoByBaTH
LIMMU, HE PO3JIaMyI0UH 1 He pO3KOBYIOUU. PekoMeH10BaHa MaKkCUMallbHa 71032 JUIs
JOpOCIIMX HE MOBHHHA nepeBuilyBaTH 30 MI y po3paxyHKy Ha jgommepuaoH (1
Karcyna).

Kypc nikyBaHHS BU3HAYae€ Jikap iHAMBIAYaldbHO B 3aJI€KHOCTI BiJl XapakTepy Ta
nepe6iry 3axBoproBaHHs. Y pasi, Ko Jikap He npu3Hauus inakme, Omes® JJCP
3a3BHYail He CIIiJ] 3aCTOCOBYBATHU OLIbILIE OJJHOTO THXKHS.

Jimu. EQexTuBHICT Ta 6€3MeKa 3aCTOCYBaHHS Npenapaty y AiTel He BCTAaHOBJICHI.
Ilepedo3yeanna. Y pasi nepeio3yBaHHs OMENPA30JIy MOXKYTh CIIOCTEpIraTHCs: CTaH
TPUBOXKHOCTI, 3alIlaMOPOYECHHS, MOPYLICHHS 30Dy, Taxikap/is, HyJ0Ta, OJIFOBaHHS,
MiJIBUIICHE MOTOBUIIJICHHS, MPUIUIMB KPOB1 10 OOIHYYs, TOJOBHUHN O1lb, CyXiCTh
y poOTi, Jaiapes, amaris, AeNpecis, CIUTyTaHICTh CBIIOMOCTI. Y pa3si mepeao3yBaHHS
JOMIEPUAOHY MOXYTh CIIOCTEpIraTUCS: 3allaMOpPOYCHHS, MOPYIICHHS OpieHTallii,
eKCTpamipaMifiHi po3Naau, apuTMisl, MiABHIIEHHS KpPOB’SHOTO THUCKY, aKHTAIlisd,
MOPYIICHHS CBITOMOCTI, COHJIMBICTb.

Cnemudiunuii  aHTUAOT HeBiZoMHU. Y pasi mepeno3yBaHHS IPOBOASATH
CUMIITOMAaTHYHE 1 MiATpUMYyloue JiKyBaHHS. ['emoniani3 HeepeKTUBHUN JUis
BUJIAJICHHS TIperapary 3 OpraHi3My uepe3 BUCOKUHN CTYIiHb 3B’SI3yBaHHSA 3 OLIKaMH
TJ1a3MHU KPOBI.

Omenpa3zon

[ToBigOMIISIIOCK PO BUMAAKK TIEPEI03yBaHHS OMETIPa30ily y Jitojiei y qo3ax 1o 2400
Mmr (y 120 paziB Buie Bia 3BHYaHOI peKOMEHAOBaHOI KIiHIUHOI 103u). [IposiBu
BKJIIOYAJIM: CIUTYTaHICTh CBiJIOMOCTI, COHJIUBICTh, 3aTbMapeHHs 30py, TaxiKap.ito,
HYJ0Ty, OntoBaHHs, Aiadopes, rinepemito, roJoBHUN Ok, CyXiCTh y pOTI Ta iHIII
HeOaxaHi peakiii, MOAIOHI MO TUX, IO 3BHYAHHO CIOCTEPIraroThCs y KIIHIYHIN
npaktuii. CumMnToMu OylM MUHYUIMMHU; CEPHO3HUX KIIHIYHHMX HACHIAKIB y pasi
npuiioMy TIJIBKM OMeNpa3oily He crocrtepiranocs. CrnenudiuHuil aHTUAOT Jis
Nepesio3yBaHHs OMEIpa3oily HeBigoMui. OMenpa3osl aKTHBHO 3B’A3YETbCA 3
OiTKaMH, a TOMY IIOT@HO BHMBOJAMTHCS NUIAXOM Mianizy. Y pasi nepeno3yBaHHS
JIKyBaHHA Ma€ OyTH CHUMITOMAaTHYHUM Ta MIATpUMYIOYMM. SIK 1 B OyIb-sIKUX
BUMAJIKaX TEpel0o3yBaHHs, CIiJ 3BaXaTH HAa MOMJIMBICTD NPUHOMY JEKUJIBKOX
JKapChKUX 3ac001B.



Jomnepuoon

IIpo wacrory mnepemo3yBaHHS [IOMIIEPHIOHY HE MOBiIoMIsuIocs. BpaxoByroun
bapmaneBTHYHI BJIACTUBOCTI JOMIIEPUIOHY, nepe03yBaHHs MOKe
CYNPOBOJUKYBAaTHCS ~ TaKMMHM  CHUMIITOMaMH:  COHJIMBICTb,  J€30pi€HTAIlif,
eKcTpanipaMigHi peakuii (0co0InBo y aiTei), aputMist abo apTepiaibHa rinepTeH3is.
AHTHXOJIIHEPriuHi, MPOTUIAPKIHCOHIYHI JIKapchki 3aco0M abo aHTHUriCTaMiHHI
IpenapaTd 3 aHTUXOJIHEPriYHUMH BJIACTUBOCTSAMHU MOXXYTh 3aCTOCOBYBAaTHCH IS
3MEHIIEHHS  eKcTpamipamiiHux  peakuid. CrneuudiyHoro aHTHIOTY IS
JOMIEPUAOHY HE ICHYE, alle y pa3i nepeo3yBaHHs CJIiJ] IPOMUTH HITYHOK, TPUHHITH
aKTHUBOBaHE BYTUIA. PekoMeHIOBaHI CHUMITOMATHYHI Ta HiATPUMYIOYi 3aXOJH.
CuMnTtomMu 3BU4aiiHO MUHAIOTh MPOTITOM 24 TOKH.

Ilo6iuni peaxyii. binbiicTs XBopHuX 100pe nepeHocsaTh npenapar. [1o0iyni peakuii,
Ipo sIKi MOBIIOMIISIIOCS TiJ Yac JTIKyBaHHS, 3a3BU4Yail OyJin HE3HAYHI Ta 00OPOTHI.
IIpu TpuBajIOMy 3acTOCYBaHHI omenpazony MOXYTb BHHUKHYTH Taki IMOOIYHI
peaxiii:

3 OOKY WITYHKOBO-KUWKO8020 mpaxkmy: Jiapesi, 3aKper, Oulb y >KHBOTi, HYIOTa,
ONMIOBaHHs, METEOpU3M, NOJINM (PYHAATBHOI YaCTUHU IUIyHKa (JOOPOSIKICHI);
CyXiCTb y POTi, CTOMATHUT, LUIYHKOBO-KHIIKOBUH KaHAMI03, 3MiHa CMaKOBHUX
BITUYTTiB; MIKPOCKONIYHUH KOJIT, TaCTPOIHTECTHUHAJIBHI PO3JaAH, BKIIOYAIOYH
aboMiHaNbHUN Olb, perypritauito, 3MiHy aneTHTy, KOPOTKOYAcCHI KHIIKOBI
Cra3Mu;

3 OOKY neuiHKu ma MHCOBYOBUGIOHUX WLIAXi6. TIIBUILEHHS pPIBHIB MEYiHKOBHX
(dbepMeHTIB; rematuT 3 OKOBTAHHMIEIO a0o 0e3; MediHKOBAa HEJAOCTATHICTb,
eHuedazonaris y nari€eHTiB i3 3aXBOPIOBAHHAMM ME€YIHKY B aHAMHE3;

3 00Ky Memabonizmy: TINOHATPIEMIs], TIMOMArHieMisl; TSKKa TITOMarHieMis MOXe
NPU3BECTU 0 Tinmokaiblliemii. TakoX TimOMarHieMis MOXE CYIPOBOJKYBAaTHCS
TIIMOKAIEMIEIO;

3 00Ky yewmpanvbHoi ma nepugepuuHoi Hepeosoi cucmemu. TOJIOBHUU Oifb,
3allaMOpOYEHHs, NapecTe3ii, COHJIMBICTb, OE3COHHSA; CTaH HECIIOKO0, IeNpecis,
TaJIIOIMHAL{, CIUTYTAHICTh CBIZJOMOCTI — MEPEBAYKHO Y TSKKOXBOPHUX MAIlI€HTIB;

3 60Ky ncuxiku: 30yJKEHHS, pO3/IpaTOBaHICTb, aKUTAllisl, arpecis;

3 60Ky opeaHis cayxy ma 1aoipunmy: I3BiH y ByXax, BEPTHUIO;

3 OOKY ONOPHO-PYX06020 anapamy: NEPeoM CTeTHa, KICTOK 3ar scTs abo XpeOLiB,
apTpaIrisi, MiaJrisi, M’ s130Ba cIa0KIiCTh;

anepeiuni peakyii ma 3minu 3 60Ky wiKipu: cBepO1XkK, BUCUIIaHHS, (OTOUYTIUBICTD,
MyJIbTH(GOPMHA epUTeMa, ajomelisi, aHTIOHEBPOTUUHUI HaOpsIK, aHaITaKTHYHUHA
II0K; KPOITUB’ SIHKAQ,

3 60Ky WIKIipu ma niOWKIpHUX MKAHUK. JePMATUT, KpOTIUB iHKa; cHHApoM CTiBeHca
— JIKOHCOHA, TOKCHYHHUH emiJiepMalbHUN HEKpPOJi3; B OKPEMHMX BHUIAJIKax
(boTouyTIMBICTh, MYyJIbTH(OPMHA epuTeMa Ta aJomNewis, MiArOCTPUH IIKIpHUN
YEepBOHUH BOBYAK;

3MIHU 1aOOpPAMOPHUX NOKA3HUKIG: JIEWKONEHis, MAHIMTONEHIsd, arpaHyJIOLUTO3,
TPOMOOIIUTOTICHIS;

3 00Ky neyinku: TIJBUIICHHS pPIBHSA MEYIHKOBUX (EpPMEHTIB, y XBOpHUX, SKi
MOTIEPETHBO TEPEHECIH TSKKI 3aXBOPIOBAHHS TEYIHKH, MOXIJIMUBE BUHUKHEHHS
CUMNTOMIB eHIle(asonarii, rernaTuTy, Ne4iHKOBOi HEAOCTATHOCTI;

3 OOKY HUPOK mMa CeYoBUBIOHUX WAIAXIG: IHTEPCTULATILHUN HEPpPUT, HUPKOBA
HEJIOCTATHICTb,



3 60Ky eHOOKpUHHOI cucmemu. TIHEKOMACTIs;

[Hwi: Tapsuka, OpoHXOCHa3M, MiJABHINEHE TMOTOBUAUICHHS, HEUITKICTh 30pY,
nepugepudHi HaOpSKHU;

3 00Ky IMYHHOI cucmemu: Peakuii MiJBUILEHOI YyTJIMBOCTI, aHT1OHEBPOTUYHUI
HaOpsK Ta aHa(IaKTUYHA PEaKIisl/IIOK;

3aeanvbHi NopyuieHHs: TACKOM(pOpT, HEe3TyKaHHS.

IIpu TpuBajOMy 3acTOCyBaHHI OomnepudoHy MOXKYTh BUHMKHYTH Taki MOOIYHI
peaxiii:

3 OOKY WLTYHKOBO-KUWKOB020 MPAKmMy: CyXICThb y POTI, BIIUYTTs CHparu, Oub y
KHMBOTI, Jiapes, BIAPMKKA, TOPYIIEHHS CMaKy, HyAOTa, Iiedis, 3arop;
racTpOiHTECTUHANBHI PO3JIaaM, BKIIOYAIOUM pErypritamioo, 3MiHy amneTury,
KOPOTKOYACHI KUIIKOBI CIIa3MU;

3 00Ky yewmpanvHoi ma nepugepuuHoi Hepeosoi cucmemu. TOJIOBHUU Oifb,
0€3COHHS, MiIBUIIICHE 30y KEHHS, 3a[IlaMOPOYCHHS, anaTisl, PaTiBIUBICTh; CYJOMH,
MJISIBICTh, COHJIMBICTb, aKaTU31s1, €KCTpaIipaMiiHi PO3NaiH;

3 00Ky eHOOKpuHHOI cucmemu: TaJaKTOpes, TIHEKOMAcCTis, MOpPYIIEHHS
MEHCTPYaJIbHOTO LIUKITY, MiIBUILIEHHS PIBHS MPOJIAKTUHY;

3 OOKY cepyego-cyOunHoi cucmemu: HAOPSK, BIIUYTTS CepUEOUTTS, MOPYIIECHHS
YacTOTH Ta PUTMY CEpLEBUX CKOpOueHb, MmojoBkeHHs iHTepBaxy QT (uactoTa
HEBiZiOMa), IIITYHOYKOB1 apUTMii, parToBa cepleBa CMepTh, IITYHOUKOBI apuUTMii 3a
tunoM «torsade de pointes». JloMnepuaoH OB’ A3yIOTh 3 HE3HAYHUM IT1JIBUILIEHUM
PU3UKOM BUHHKHEHHS CEpHO3HMX CepLeBUX MOOIYHMX peakuid. [lis 3HMWKEeHHS
PHU3UKY BUHHUKHEHHS CepLIEBUX NOOIYHUX peakiliii 4031 Ta TPUBAIICTh 3aCTOCYBAaHHS
MOTPIOHO 3MEHIITUTH;

3 00Ky iIMYHHOI cucmemu. alepriuHi peakuii, BKJIIOYaIOYd aHa]UIAKCIIO,
aHa(iIaKTUYHI peakLii/IIoK;

NCUXIYHI pO31a0uU.; HEPBO3HICTb, IENIPECisl, TPUBOKHICTh, 3HI)KEHHS a00 BiJICYTHICTb
110i710;

3 00Ky Hepgogoi cucmemu: CyIOMM, MISBICTb, COHJIUBICTb, aKaTHU3if,
eKCTpamipaMifHi po3jaan, CUHIAPOM HECHOKIMHUX HIr (BKJIIOYAIOYU 3arOCTPEHHS
CHUHJPOMY HECTIOKIHHHX HIl' y HalieHTiB 3 XBopoboro [TapkiHcoHa);

3 OOKY wiKipu ma NiOWKIPHUX MKAHUH: CBEpO1K, BUCHUIIAHHS, aHTIOHEBPOTHYHUI
HaOPsIK, KPOMMB SHKA;

3 OOKY penpoOyKmugeHOi cucmemu ma MOJOYHUX 3a103: 301TIbIIEHHS MOJOYHHX
3aJ103, YyTJIMBICTh MOJIOYHUX 3aJl03, BUJUIEHHS 3 MOJOYHHX 3aJI03, aMeHopes,
HaOpPsIK MOJOYHUX 3aJ103, OUIb y JUISHII MOJIOYHHUX 3aJ103, HOPYIIEHHS JIaKTallil;

3 60Ky ONOPHO-PYX0B0i cucmemu ma CROLYYHOI MKaHuHu: 017 y HOTax;

3 60Ky ceu08udinbHOI cucmemu. 3aTpUMKa cedi, AU3ypisl, 4acTe CEYOBUITYCKAHHS;
3aeanvbHi po3naou: OKYJIOTIpHI KpU3H, aCTEHIs;

iHuie: KOH IOHKTUBIT, CTOMAaTHT;

3MIHU 1A6OPAMOpHUX NOKA3HUKIE: TIABUIIEHHS PIBHA allaHiHaMiHOTpaHcdepasu
(AJIT), acnapraraminorpancgepaszu (ACT) 1 xonecTepuHy, BiAXUWIEHHS BiJ HOPMHU
MOKa3HHUKIB (YHKLIOHATBHUX TECTIB MEUYiHKU; MiJABMUIIEHHS PIBHS MPOJAKTUHY B
KpOBI.

Ockinbku Tino¢i3 3HaX0IUThCS 11032 TeMaToeHIe(aaiuHuM 6ap’epoM, TOMIIEPUIOH
MO’KE€ CIPUUMHUTH MiABUILEHHS PiBHS NPOJAKTUHY. Y MOOAMHOKUX BUMAJKaX TaKa
rinepnpoyakTiHeMist MOKe MPU3BOIUTH 10 HEHPOSHIOKPUHHUX MOOIYHUX e(EKTiB,
TaKUX K rajJlakTopesi, FIHeKOMacTisl Ta aMeHopes!.



VY mepio MOCTMAapKETHHIOBOTO 3aCTOCYBAHHS Mpenapary BiAMIHHOCTEH y mpoditi
Oe3leKku 3acTOCYBaHHS Yy JOPOCIMX BiJA3Hau€HO He Oylno, 3a BUHATKOM
eKCTpanipaMiaJbHUX PO3JIaAiB Ta IHIIKUX SBUII, CYAOM 1 30y/DKEHHS, OB’ A3aHUX 13
LEHTPAJILHOIO HEPBOBOIO CUCTEMOIO.

3araibHa 4acToTa MOOIYHMX €(eKTIB AOMIepuaoHy — MeHie 7 %. biapuiicts
no0IYHUX €(PEeKTIB CIIOHTAHHO MUHAIOTH Ha (DOHI MPOJIOBKEHHS JIIKyBaHHS 200 JIETKO
nepeHocATbesl. binbin cepiio3Hi MoOiuHI epekTH — rajakropesi, TiHEeKOMAacTisd,
HEPEryJISPHICTh MEHCTPYaAJIbHOTO IIUKITY — € 10303aJI€)KHUMHU 1 IIOCTYIIOBO MUHAIOTh
micys 3MEHIIeHHS 103U abo BiaMiHu mnpenapaTy. CyxXicTb y poOTi, TOJOBHHM
Oinb/MIrpeHb, OE3COHHS, HEPBO3HICTh, 3allaMOPOYEHHS, CIpara, amnaris,
JpaTiBIMBICTh, CIIA3MHU Y >KHUBOTI, Jlapesi, perypritamisi, 3MiHU aleTuTy, HyIoTa,
Tedis, 3a1o0p crocTepiraiucs MeHu Hix B 1 % marieHTis.

Tepmin npuoamnocmi. 3 poxu.

YMoBu 30epiranns. 30epiraTu y HeIOCTYITHOMY JJISl TiTEH MICI B OpUTIHAJIBHIN
yMaKoBI MpHu TemnepaTypi He Buiue 25 °C.

¥Ynakoska. [1o 10 kancyn y 6mictepi. 1o 3 6aicrepu B KapTOHHIHM KOpoO1Ii.
Kareropis Binmycky. 3a penenrom.

Bupoounuxk. /[-p Peani’c Jlabopatopic JIta, Bupo6uuua ninsauns - 11
Micue3HaxoqxeHHss BHPOOHMKAa Ta #oro ajapeca Micus NPOBA/KeHHS
TiITTBHOCTI.

Hinpauns Ne 42, 45, 46, c. bauynaii, okpyr Meauan Mankaiiripi, mrar Tenanrana,
bauymani Mannan, [aais

[ToBimomutn mpo MOOIYHY peakwito abo BiACYTHICTh €(EKTUBHOCTI IpH
3aCTOCYBaHHI JIIKAPChKOT0 3ac00y MOXKHA 32 TeJaepOoHaMMU:

+380 44 207 51 97 a6o +380 50 414 39 39, a TakoX Ha €JIEKTPOHHY aJpPECy:
DrugSafetyUa@drreddys.com (11i101060B0).
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