IHCTPYKIIA

IJIsI MEJUYHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

OME3° ICP

(OMEZ DSR)

Cknao:
Oitoui peuosuHu: omeprazole, domperidone;

1 kamncyna MicTuTh oMenpa3oiny 20 Mr (y BUTJIALI KUIIKOBOPO3YMHHUX NefieT), foMuepunony 30 mr (y
BUTJISIMIi TIEJIeT IPOJIOHTOBAHOI [il);

0ONOMIdCHI pe40BUHU KUWKOBOPO3YUHHUX nesem: MaHIT (E 421), nakTo3a, MOHOTiApAT, HATPIO
naypuncynbdat, HaTpito rimpodocdart 6e3BOmHMIA, LIyKPO3a, FiTpoMeno3a, METAKPHUIATHUN
cononimep (tun C), TanbK, HaTPilo TigpoKcum, nonietunenriikons 6000, tutany giokcup (E 171);

0ONOMIICHI peyoBUHU Nnesiem NpPo/0H208aHOI Oil: HOHIapenb (CyMilll I[yKpo3a/KpoxMalib), KpEMHIiI0
mioKcup KOonoiguui 6e3BOMHUM, TilTpOMeio3a, TalbK, eTUIIIIETI0NI03a, TPHAIeTHH, 3aJTi3a OKCHUL
xkoBTuu (E 172), 3aniza okcup yepBouuu (E 172), tutany miokcup (E 171).

JIlikapcbka ¢popmMa. Kamncynu 3 MoauikoBaHUM BUBIIbHEHHSIM, TBEPII.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: TBEPHi XKeTaTHHOBI po3opi 6e30apBHi Karmcymu Ne «1» 3
MapKyBaHHAM YOPHOI'0 KOJIBOPY « » Ta «DR. REDDY’S» Ha Kpullleylli KallCyJId i MapKyBaHHIM
yepBOHOTO Kombopy «OMEZ-DSR» Ha KOpImyci Kancynu. BMicT Kancyn - nefieTtu cheprdHol GopMu
Bim Maiizke 6iJ10T0 IO CipyBaTOTO Ta Bif JKOBTYBAaTO-KOPUYHEBOTO 10 KOPUYHEBOI'0 KOJILOPY.

dapMakoTepaneBTHYHA rpyna. 3aco0u [ JiKyBaHHS KHUCIIOTO3aJIe’KHUX CTaHIB.

Kom ATX A02X.

dPapmako.102iuHi 8 1acmueocmi.

®apmakoouHamika. KomOiHOBaHUY JTiKapChKUM 3acib, [ist SKOT0 3yMOBJIEHa KOMIIOHEHTaMH, 1110
BXO[STh 10 MOTO CKIIamdy.

OMenpa3os HalneXUTh N0 TPOTUBUPA3KOBUX 3ac00iB, SKi MPUTHIUYIOTh 0a3abHy Ta CTUMYJIbOBAHY



CEKpEIIil0 CONSTHOI KMCJIOTH B ITapieTalbHUX KITiTMHAX IITyHKA BHACIIIOK crenudivxoi il Ha H -K -
AT®-a3y (mpoToHHa noMIna). AHTUCEKPETOPHUY e(deKT IiCiIsg MPHUOMY OMENPa30/1y PO3BUBAETHCS
Iy2Ke IIBUIKO MPOTSATOM IIepIIoi TOOUHY Ta 30epiraeTbcs mpoTsarom mobu. OMenpa3ost 3aBAsIKU CBOIH
BHCOKIH JIiMOMINbHOCTI JIETKO MPOHUKAE B Mapie€TasbHi KIIITUHY IIIYHKA, KOHLEHTPYETHCS B HUX i
YUHUTH HATONPOTEKTOPHY [ifo. [HTi0yiounii edeKT 3pocTae y nepii 4 gHi npuiiomy. IHriOyBaHHS Mae
mo303aexHul xapakTep. lllogeHHn prUitoM oMeIpa3oiy y fo3ax 20 Mr Ta Bullle 3abe3neyye
CTiVKuY Ta e(eKTUBHUIN KOHTPOJIb KUCIOTHOCTI.

OMeraSOH He BIIJIUBA€ Ha MOTOPHUKY IMITYHKOBO-KHUIIKOBOT'O TPAKTY.

Owmenpason (3amimenusi 6ensimiga3on) inribye mmynkosui ¢epmeHT H , K -AT®a3y (IpoTOHHUIM
Hacoc), o KaTanidye o6min ioHiB H Ta K . Ockinbku 1ieit (pepMeHT BBaXKalTh KUCIIUM (ITPOTOHHUM)
HACOCOM CJIM30BOi 0O0JIOHKHM LIUTyHKA, OMEIPa30Jl XapaKTepPU3y€EThCS K iHTi6iTOp IMITYHKOBOTO
KHCJIOT0 (TPOTOHHOT0) Hacoca. OMernpa3os epeKTUBHO iHribye 6a3anbHy Ta CTUMYJIbOBAHY CEKPEIliio
COJISTHOL KHCJIOTH i3 TIOJIOBXKEHOI0 TPUBAJICTIO Ail. CTyIiHb IPUTHIYEHHS IUIYHKOBOI CEKpellil CONSHO1
KHCJIOTH OMEIIPa30/10M KOPEJTIOE 3 IJIOIIEI0 Hif KPUBOIO «IIJTa3MO0Ba KOHIIEHTPALlisd - Yac» i He Mae€
IIPSMOTO 3B’SI3Ky 3 I1JTa3MOBOIO KOHILIEHTpPAIIE€I0 IIpenapaTty y XKOHil IeBHIN YaCOBiM TOYII.

[loMnepugoH - aHTaroHIiCT fodaMiHy, 10 fi€ K NPOKIHEeTUK Ha BEPXHIi BiAAININ LITyHKOBO-KAIIKOBOTO
TPaKTy, Ta MiIBUIyE TOHYC HUKHBOT'O CPiHKTEPa CTPABOXOAY i IPUCKOPIOE CIIOPOXKHEHHS IIUTYHKA.
[IpenapaT He CIPUYMHSIE aHTATOHICTUYHUX HodaMiHy e(peKTiB IIOA0 LIeHTPaIbHOI HEPBOBOI CUCTEMH,
MMOBIpHO Yyepe3 He3[aTHICTh IPOHUKATU Yepe3 reMaToeHuedaniunmii 6ap’ep. [loMnepunox
IiABUINYE aKTUBHICTH TNIAfIKUX M’3iB IITYHKOBO-KUIIIKOBOT'O TPAKTY, iHTriOytoun edekTu modaminy.
HoMnepugoH epeKTUBHO MOCHUIIIOE IEPUCTAIbTAKY CTPABOXOAY i MiABUIINYE TUCK HUXKHBOTO
ciHKTEpa CTPaBOXOAY, CTUMYJIOE MOTOPUKY Ta IIePUCTAIbTUKY IIJIYHKA, MOJIIIIYE
racTpongyofeHanbHy KOOPAUHAIIiI0, TPUCKOPIOIYY CIIOPOKHEHHS LITyHKa.

Hommnepunon 610Kye neprudepudHi fohamMiHOBI pelienTopH, ycyBa€e iHribyounii BiauB nodaMiny Ha
MOTOPHY (PYHKIIiI0 IITYHKOBO-KHIITKOBOTO TPAKTY i MigBHUIIYE €BaKyaTOPHY Ta PYXOBY aKTUBHICThb
IITyHKA. YUHUTE TPOTUOIIIOBOTHY [il0, 3aCIOKOIOE TUKABKY i ycyBae HyfoTy. [IoraHo IpOHUKaE yepes
remaTtoeHIedaniyauit 6ap’ep, MPaKTUYHO HE BIIJIUBAE HA J0PaMiHOBI PEILIETITOPH I'OJIOBHOTO MO3KY.

®apmakokiHemuka. OMeIpa3oJI MBUAKO Ta IOBHICTIO aOCOpOYETHCS MiCIIsI TPUHOMY BCEPenuHY
HaTIe; IPU IIpUIoMi micys inu mporec abcopOilii Moxke MOAOBXKYBaTUCS. X04a Iepion
HalliBBUBE[eHHSI oMenpa30iy HeTpuBanui (0,5-1,5 roguHu), aHTUCEKPETOPHUM eeKT 30epiraeThcs
npotsiroMm 24 roguH Ta Ginbiie. [Tpubausno 90-95 % omernpa3ony 3B’s3yeThCs 3 OiTKaMu I1a3Mu
KpoBi. Kpi3s remaToentnedaniuanii 6ap’ep npoHuKae obMexkeHa KinbKiCTh oMenpa3oiy. binbIna
yacTuHa (77 %) eKCKPeTYy€EThCS 3 Ceuero y BUTIISAAI MeTabomiTiB (3 HUX imeHTH(iKOBaHI
rimpokciomenpa3os Ta BifmoBifgHa KapOOHOBa KUCJIOTa), PEIITa BUBOOUTLCS 3 KaJloM (1[0 IPUITyCKae
3HAYHY €KCKpeIito MeTaboJIiTiB i3 K0BYIO0).

V manieHTiB i3 XpOHIYHUMHU 3aXBOPIOBAHHSIMH MeYiHKM 6Gi0OOCTYMHICTh IpemapaTy 30iIbIIyeThCs 10
100 %, a mepion HamiBBUBEAEeHHS 3POCTA€E M0 3 TOOUH. Y HAIli€HTIB i3 XPOHIYHUMH 3aXBOPIOBAHHSAMHU
HUPOK Ta y IAaIi€HTIB JIITHLOTO BiKy eJIiMiHAIligd OMeNnpa30/1y 3HUKYETHCS NMPONOPIIMHO 3HUKEHHIO
KJIipeHCYy KpeaTUHiHY, a KOHIIeHTpallisl B IJIa3Mi KpOBi 30iTbIIyETHCS.

OMmenpa3on 4yT/IUBUY 0 Oerpajalil y KUCIOMY CepeloBHIli ITyHKa, TOMY [JIsl IbOTO IIpenaparTy
pO3po06iIeHo TiKapChKy GopMy KMIIKOBOPO3UMHHHUX IPaHyll y Kalcyi. [ka He BIIKMBae Ha
GiomocTymHiCTh IpenapaTy. biomoCTyNHICTh, 3TigHO 3 MOBIHOMJIEHHSMY, CTAHOBUTH 0/113bK0 40 %
micrns nputiomy y mo3ax 20-40 mr. Yac g0 HOCSTHEeHHS MaKCHMaJIbHOI IIJTa3MOBOI KOHIIeHTpaIlil
cranoButh 0,5-3,5 roguuu. OMeInpas3o y Karcyjaax MOBHICTIO Ta IMBUAKO MeTab0Ti3yeThCs, OCKiIbKY
BUXITHOI CIIOJTyKHU He OyJI0 BUSBIIEHO Y KaJjli 4u cedi. OCHOBHUM (HepMeHTOM, 3afissHUM Y MeTa0oJi3Mi



OMEIPa301y, € MoiMopdHO eKcIpecoBaHa i3odopma nutoxpomy P450 (CYP) - S-
MederiToiHTimpokcunasa, CYP2C19. [Tepion HamiBBUBEOEeHHS 3 IIJIa3MU KPOBi He 3a3HA€ iCTOTHUX
3MiH micisg 6araTopa3oBoro npuitomy. ITonpu mBUAKEe BUBEOEHHS (CepeHill mepion HamiBBUBEOEHHS
Big 0,5 mo 1 roguHu), aHTHCEKPETOPHUIM eeKT OMenpa3oily € TpuBaauM (671u3bK0 0o0K) 3aBASKA
BUpaxeHii apiHHOCTI MO KUCIOT0 Hacoca NapieTaabHUX KITiTHH.

IoMmepumoH micis npuitoMy mpemnapaTy 0odpe BCMOKTYEThCS. [IpoXoauTh iHTeHCUBHUN MeTaboTi3aM
y CTiHIIi IIIYHKA i B IeYiHIl, Ma€ HU3bKY OiogocTymHicTh (15 %). MakcuManbHa KOHIIEHTpAllis B
71a3Mi KPOBi ocaraeTbcd yepe3 1 romuHy Micisl 3aCTOCYBaHHS. 3arajabHUN I1J1a3MOBUM KIIIPEHC
CTaHOBUTH 01u3bK0 700 MJ1/XB. [JOMIEPUIOOH CEKPETYETHCS V KOBY IIEPEeBAXKHO Y BUTJISI aKTUBHUX
MeTaboriTiB. Biu3bko 30 % mo3u BUBOIUTHCA i3 cedelo MPOTAroM 24 TORKH, MaiiXKe IOBHICTIO Y
BUT/ISAMI MeTa0oJIiTiB, a pelTa - 3 KaJoM IIPOTATOM KinbKoX mHiB (6113pK0 10 % — y BUTIAMi
He3MiHeHOTO0 Ipenapary). [JoMIepuaoH eKCKPETYEThCS B TPYOHE MOJIOKO Y HEBEJIMKUX KiJIbKOCTSIX.
3HMKEHHS KHCJIOTHOCTI LIIYHKOBOT'O COKY 3MeHIye aOcopO1iiio JOMIepHUaoHY. 3B I3YETHCA 3
6inkamu mima3Mu KpoBi Ha 91-93 %. [Iepiox HamiBBUBEIEHHS CTAaHOBUTH ONTU3BKO 7 -9 TOOuUH, Ipu
BUpaXKeHilt HUPKOBi# HEJOCTaTHOCTI Nepion HaniBBUBEAEHHS 30iIbIIYETHCS.

Kniniuni xapaKTepuUCTHKH.
Iloka3zaHHA.
- KopoTkodacHe niKyBaHHS KMCJI0TO3aJIe2KHUX 3aXBOPIOBaHb, 1110 CYIIPOBOMKYIOTECS HYZOTOIO;

- TiKyBaHHS racTpuTy abo ractpoe3odareanbHoi pedrioKCHOI XBOpoOH, 10 CYTTPOBOAXKYIOTHCS
OJTI0BAHHSIM.

IIpomunoka3aHHsA.

[TigBuileHa YyTIUBICTL IO KOMIIOHEHTIB JTiIKapChKOTO 3aco0y, IifiBUIlleHa YyTIUBICTh 10 3aMillleHUX
OeH3iMiga3oiB.

[Iepion BariTHOCTI Ta TOZYBaHHSA I'PYLLIO.

Owmenpason, §K i iHmi inribitopu npotonHoi moMnu (IT1I1), He cifg 3aCTOCOBYBATH OJHOYACHO 3
HendinaBipoM (ouB. «B3aeMopmist 3 iHIMMMY JTiKapChKUMHU 3ac00aMHu Ta iHIII BUAM B3a€MOii»). TIXKKi
i momipHi mopymenHs QyHKIiN neyiHku Ta/ab0 HUPOK; MeYiHKOBa HEJOCTATHICTh; TOIOBXKEHHS
iHTEpBaJIiB cepreBoi mpoBigHOCTI, 30KpeMa inTepBany QT, 1110 JI€KUTH B OCHOBI IOpYyIIeHb a0
3axXBOPIOBaHb 3 00Ky Ceplls; BUpaXKeHe IMOPYIIEHHS eleKTPOJIiTHOTro 6aaHCy; 3acCTiiHa ceplieBa
HeOCTaTHICTh; IPOJaKTUH-CEKPETOPHA MyxJInHa rinodisa (IponakTHHOMA).

He crig 3acToCcoByBaTH, SIKIIO0 CTUMYJISAIIS PYX0BO1 QYHKIII IITyHKa MoxKe OyTu HeGe3MmeyHolo,
HaIPUKJIaf IIpY IIUTYHKOBO-KUINKOBiM KpOBOTEYi, MeXaHiuHil HempoxigHocTi abo mepdopatiii.

[TpoTunokasaHe OffHOYACHE 3aCTOCYBAHHSI KETOKOHA30J1y, ePUTPOMILIMHY a00 iHINX CHITbHOMIIOUUX
inri6iTopie CYP3A4.

[TpoTunokasaHe OffHOYACHE 3aCTOCYBaHHS JIiKapChKUX 3aco0iB, siKi momoBxKyioTh iHTepBan QT (3a
BUHATKOM annoMop®iHy), TakKUX K (HIYKOHA30J, ePUTPOMILIKH, iTPaKOHA30J1, IEPOPaIbHUN
KeTOKOHA30JI, I0CAaKOHAa30JI, PUTOHABIP, CaKBIHABIP, TeJlanpesip, BOPUKOHA30JI, KJIAPUTPOMILINH,



amiofapoH, TEMTPOMIIIKH.

B3aemodisa 3 inwumu nikapcvbkumu 3acod6amu ma iHwi eudu e3aemodiil.

Owmenpasosn

MoBipHiCTE MeTab0i9HNX B3a€MOIiil MiK OMeIIpa30JIoM Ta iHIIMMH TiKapChKUME 3aco0aMu oyxe
He3HayHa. OfHaK OCKiJIbKM OMenpa30J1 iHri0ye Me4iHKOBUY MiKpocOMabHUM MeTab01i3M TiKapChKUX
3acobiB (hepMeHTHa cucTeMa 1utToxpomy P450), emiminaris iHmmmx mikapchkux 3acobis, MeTabosiam
SKUX BinOyBa€ThCS 3a y4acCTI0 CUCTEMH IuToXxpomy P450, abo THX, 1110 3HAYHOIO Mipoio
eKCTParylThCs [IeYiHKO0I0, MOXKe CIIOBIIBHIOBATUCS IIPOTATOM OLHOYACHOTI'0 IIPUUOMY OMEIpa3oly.
Lleit epeKT MoXkKe 3yMOBUTH CIOBiIbHEHHS eJliMiHaIll Ta 3pOCTaHHS KOHILIEHTPAIlill ¥ KPOBi
miazenamy, peHiTOIHY Ta aHTUKOATYISHTIB, TaKUX 9K BaphapuH (MOHITOPUHT KOHIIEHTpAallill y KpOBi
abo nmpoTpoMOiHOBOT0 YaCy peKOMEHIYEThCS SIK OCHOBA [IJ1 KOPEKIIil J03yBaHHS, OCKIJIbKM OCTaHHE
Moxe OyTH HeoOXimHUM IIifl 4ac JTiKyBaHHS OMEIPA30JIoM).

OmMmenpa3on Moxke 30iblIyBaTH Mepiof HaMiBBUBEIeHHS Ta TPUBAJIICTD Aii miazemamy, GeHiTOiHY,
Bapdapuny. OMenpa3osl Ma€ MOTEHIINHUY BIIJTUB Ha 610MOCTYIHICTE TiKapChKUX 3ac00iB,
BCMOKTYBaHHS SKHUX 3a/eXuTh Bil pH (KeTOKOHA30J1, iTpakKOHa30I1), TAaKOXK OMEINPa30JI MOXKe
3anobiraTy po3mnafaHHI0 KMUCI0TONa0iIbHUX TiKapchKux 3aco6iB. He Bim3HaueHo B3aeMopil 3 Oyab-
akumMu izopopmamu pepmenty CYP (benareturnoM, Kodpeinom, Teodininom), CYP2D6
(meTompomnomnoM, mpomnpanoinonoMm), CYP2E1 (etaronom), CYP3A (IIMKTOCIIOPUHOM, JTimOKalHOM,
XiHiguHOM, ecTpafionomM, eputrpominuaoM), CYP2C9 (s-Bapdaprrom). OMenpa30i He YNHUTH
ICTOTHOT0 BIUIMBY Ha (papMaKOKIHETHKY MipOKCUKaMy, OUK/IO(eHaKy Ta HallpOKCEHY V PIBHOBaXKHOMY
CTaHi, 110 MiATBEPAUIIN Pe3yIbTaTH OOCIigXKeHb 3 6araTopa3oBUM IIPUIAOMOM OMEIPa3oiy B 703i 20
MT 3a y4acTIO 3[0POBUX HOOPOBOJIBIIIB.

Heaginasip, amasaHasip

[Tna3moBi piBHI HenGiHaBIPY Ta aTa3aHaBipy 3HUKYIOTHCS IPU OGHOYACHOMY 3aCTOCYBaHHI 3
OMEIPa30JI0M.

OpHoYacHe 3aCTOCYBaHHSI OMenpa3o0iy i HendiHaBipy mpoTunokasane. OfHOYacHe IPU3HAYEHHS
oMmenpa3ony (40 mMr Ha mo0y) 3HKUKYBAJIO CEPeHI0 eKCI0o3ullito HenndinaBipy npubnu3no Ha 40 %, a
CepenHs eKCIo3ullis ¢papMaKOJIOoTiYHO aKTUBHOTO MeTaboJIiTy M8 3HuKyBasnacs nprubnu3Ho Ha 75-90
%. B3aemogpisa Takox Moxke OyTH 3yMOBJieHa pUTHiYeHHAM aKTuBHOCTI CYP2C19.

OpHOYaCHe 3aCTOCYBaHHS OMeIpa3oJjly 3 aTa3aHaBipoM He peKoMeHOyeThcsd. OmHOYacHe
mprU3HavyeHHs oMenpa3oiy (40 mr 1 pa3 Ha moby) Ta aTa3aHaBipy y 0o3i 300 Mr / puToHaBipy y m03i
100 mMr y 3mopoBux mo6pOBOIBIIIB TPU3BOAUIIO 0 3HUKEHHS Ha 75 % €KCIo3ullii aTa3aHaBipy.
[TigBumeHHs 003U aTa3aHasipy 10 400 Mr He KOMIIEHCYBAJIO BIJIMBY OMEIpa30jly Ha €KCII03ULi0
arasaHaBipy. OfHOYacHe 3aCTOCyBaHHS oMerpa3ony (20 Mr omuH pa3 Ha go0y) 3 aTa3aHaBipoM y [03i
400 mr / puToHaBipoM y 7o3i 100 MT y 3mopoBux H0OPOBOJIBLIIB TPH3BOANIIO 10 3HUKEHHS IPUOIU3HO
Ha 30 % ekcno3utii aTa3aHaBipy NOPiBHIHO 3 aTa3aHaBipoM y 0o3i 300 mr / putoHaBipoM y 7o3i 100
Mmr 1 pa3 Ha go0y.

Huz2oKcuH

OpHoyYacHe NiKyBaHHS oMelpa3ojioM (20 Mr Ha #o0y) Ta DUTOKCHHOM Y 300POBUX NOOPOBOJIBIIIB
30inbmyBano 6iomocTynHicTh AUroKCcHUHY Ha 10 %. Pinko peecTpyBanucst BUMIafKu TOKCUYHOCTI,
CIIPUYHMHEHOI 3aCTOCYBAHHSIM OUTOKCHHY. [IpoTe ciim qoTpuMyBaTHCs 00epeKHOCTI mpu



Ipu3HadYeHHi BUCOKHUX 103 OMEIpa30Jly MallieHTaM JIiTHbOTO BiKy. HeoOxifHO mocunutu
TepalleBTUYHUY JIIKapChKUY MOHITOPUHT JUTOKCUHY.

Knonidozpen

[Tomo ogHOYACHOI0 3aCTOCYBAHHS KIIOMIAOTPENTy Ta OMEeIpa30ily ICHYIOTh CYllepeYsIuBi faHi IIpo
3HUKEHHS KOHILIEHTPAIlil aKTUBHOTO MeTa0OoJIiTy KJIOMigoTpely Ta KIiHiYHi aclieKTH Ii€l
(bapMakoKiHeTHYHOI/PpapMaKOIUHaAMIYHOl B3a€EMOZil CTOCOBHO OCHOBHUX CEPIIEBO-CYOUHHUX
IIaTOJIOTIN.

4K 3amobixkHUM 3axif, CITig YHUKATH OOHOYACHOTO 3aCTOCYBaHHS OMEIPa30JIy Ta KJIOMiforpeny, 3a
BMHSITKOM BUIIQ[IKiB, KOJIM Ha AYMKY JliKaps, IIepeBara Biff iIX O4HOYAaCHOTO IIPUOMY II€PEBUILYE
PU3UK.

Jlikapcyuki 3acobu, u,o memaboaizyromsca 3 yuacmio CYP2C19
Owmenpason € nomipauM inribitopom CYP2C19, ocHOBHOTO (pepMeHTY, 1110 MeTabo 1i3ye oMenpa3o.

TakuM ynHOM, MeTab0J1i3M CYIyTHIX JTiKapchKUX 3ac00iB, 1110 TaK0K MeTab0Ii3yl0ThCS 3 y4aCTIO
CYP2C19, moxke 3MEHIIIYBAaTHCS, @ CHCTEMHA eKCITO3UIIis KX 3ac00iB — 30inburyBaTucs. [IpukiamoM
TaKMX IIpenapariB € R-Bapdapu Ta iHIIi aHTaroHictu BitaMiny K, nunocrason, gia3emnam i peHIiTOIH.

Y 3mopoBux mOOPOBOIBIIB Bif3Hayanacs papMaKoKiHeTHYHA/(apMaKOOUHAMIYHA B3aEMOIs MixXK
KJIomifgorpesieM (HaBaHTaXyBasbHa fo3a 300 Mr / mo6oBa migTpuMyoyda f03a 75 MI') Ta OMenpa3oioM
(80 mr Ha moOy mepopasnbHO, TOOTO 4034, SKa B 4 pa3u IepeBUIlyE CTaHAapPTHY AEHHY [03Y), 110
IIPU3BOMKIIA 10 3MEHIIIEHHS eKCI03KIlil aKTHBHOT'0 MeTaloJIiTy KIIOMiorpeny y cepegaboMmy Ha 46 %
Ta 3MEHIIIeHHS MaKCUMaIbHOl iHTiOyouoi mii (A1®-iHmyKoBaHOI) arperatii TPOMOOLUTIB Y
cepenHboMy Ha 16 %. KminiuyHa 3HauyLIicTh ITi€l B3a€MOil 3aTUIITAETHCS HESICHOIO. fK 3amo0ixKHun
3axif, Ciif yHHKaTy OMHOYACHOT'0 3aCTOCYBaHHS OMENPa30JIy Ta KJOMiorpeny, 3a BUHITKOM
BHUIIQMIKiB, KOJIX Ha [yMKY JIiKaps, TepeBara Bifl IXx OqHOYACHOTO IIPUHOMY IIePEBUIIYE PU3UK.

Iusnocmason

Y 3p0poBux JOOPOBOJILIIB BBEAEHHS oMenpa3oiy y fo3i 40 mr migsumysano C,,, Ta AUC
munocTa3ony Ha 18 % Ta 26 % BiAmoOBigHO, @ OQHOTO 3 10T0 aKTUBHUX MeTaboiTiB - Ha 29 % Ta 69 %
BigmoBigHO.

deHimoiH

MowniTopuHT KOHIIEHTpalii (eHiTOIHY B I1a3Mi KPOBi pEKOMEHIYETHCS MIPOBOAUTHU IIPOTATOM IIEePIINX
IBOX TUXKHIB ITiCJI TIOYATKY JIiKyBaHHS OMEINPa30JI0M Ta y BUIAAKY, IKII0 OyJia MIpoBefeHa KOPeKIis
103U (GeHiTOIHy, MOHITOPUHT Ta MMOMAAJIbIIY KOPEKIIilo 03U IperapaTy HeoOXiqHO MPOBOAUTH MiCTIs
3aKiH4YeHHS JIIKyBaHHS OMeIPa30JIoM.

HesigoMuii MexaHi3M B3aeMoii.
CakseiHasip

OpHOYacHe 3aCTOCYBaHHS OMEIPa30Jly i3 cakBiHaBipOM/PUTOHABIPOM MPU3BOAMIIO OO 30ibIIEHHS
PiBHIB cakBiHaBipy y mia3Mi Kposi npubau3Ho 7o 70 %, 110 acolitoBaIocs 3 HaleKHOI0
neperocumictio y BIJI-iH(pikoBaHUX MAIi€HTIB.

Takpoaimyc



[Tpu ogHOYACHOMY 3aCTOCYBaHHI OMeIpa30J1y IOBifOMIISANIOCS PO 30i/bIIIEHHS PiBHS TAKPOJIiMyCy B
cupoBatii KpoBi. I[ToTpi6HO MPOBOAUTH MTOCUIIEHUH MOHITOPUHT KOHIIEHTPAIlil TaKpoJIiMyCy, a TaK0XK
GbyHKIIT HUPOK (KITipeHC KpeaTHUHiHY) i y pa3i HeoOXimHOCTI BiTKOPUTYBATH [03yBaHHS TaKPOJIiMYyCY.

Memompexcam

[ToBimOMIISANIOCH IIPO MigBUILIEHHS PIBHS METOTPEKCATy Y OesKUX NallieHTiB IPU OGHOYACHOMY
npuiioMi 3 iHribiTopaMu TPOTOHHOTO Hacoca. Y pa3i HeoOXiIHOCTI 3aCTOCyBaHHSA METOTPEKCATY y
BUACOKUX [103aX CJIifi PO3TJISHYTU MUTAHHS IIPO TUMYaCOBY BiIMiHY OMenpa3oily.

BronuB iHmMuX TikapchbKux 3aco0iB Ha GapMaKOKiHETUKY OMEeIpa3oay

IHeibimopu CYP2C19 ma/a6o CYP3A4

OckinbKu oMenpa3oi MeTaboi3yeTbes 3a gonoMoroi ¢pepmeHnTiB CYP2C19 ta CYP3A4, npenapaTtu
110 npurHiyyoTh akTUBHICT CYP2C19 yu CYP3A4 a6o 060x dhepMeHTIB (TakKi SK KIapUTPOMIIIMH Ta
BOPUKOHA30J1), MOXKYTh CIPUYNHATY 3POCTaHHS PiBHIB OMENIPa30Jly y CUPOBAaTIi KPOBi y pe3ynbTaTi
VIIOBiJIbHEHHS MIBUOKOCTI #oro MeTaboizMmy. OmHOYacHe 3aCTOCYBAHHST BOPUKOHA30JTy IPU3BOAUIIO
1o GinbI HiK ABOKPATHOT'O 3POCTAHHS eKCIO03ullii oMerpa3oiy. OCKiIbKY BUCOKIi 1031 OMeIpa30ily
nepeHocunucs godpe, KOpekllis 03K 0MeIpa3oly, K IpaBuiio, He moTpidHa. OgHak ciif
PO3IJISIHYTU NUTaHHS [IPO KOPEKII0 NO3U [JId MAalli€HTIB 3 TAKKOI IIeYiHKOBOI HEJOCTaTHICTIO Ta y
pasi, AKIIo II0Ka3aHe TpUBaJie JIKyBaHHS.

Owmenpa3on 9acTKOBO MeTaboni3yeThcs TakoxK CYP3A4, ane He mpurHiyye neu ¢pepMeHT. Takum
YMHOM, OMeIpa30J He BIIMBa€ Ha MeTaboi3M mpemnapartis, 110 MetaboisyoTecst CYP3A4, Takux K
ITUKJIOCIIOPHH, JTiOKalH, XiHiIWH, eCcTpaios, epUTPOMIIUH Ta OyaecoHi,.

Inoykmopu CYP2C19 ma/abo CYP3A4

[TpemapaTty, ki iHOyKyI0Th akTuBHICTH CYP2C19 Ta/a6o CYP3A4 (Taki sk pudamminuH Ta 3BipoOiii),
MOXKYTb CIIPUYUHATY 3HUXKEHHS PiBHA OMeIpa30Jly B CUPOBATLi KPOBi y pe3y/bTaTi IPUCKOPEHHS
roro metabomizmy.

oMnepuooH

CropusTiusi ehekT JOMIEPUIOHY MOXKYTh 0CTIa0II0BATUCS Y Pa3i OQHOYACHOTO 3aCTOCYBAHHS
AHTUXOJIIHEePTiYHUX JTIKAPChKUX 3aC00iB.

OcCKibKY DOMIIEPUOOH CIPUYUHSE [TIOCUJIEHHS MOTOPUKY IIUIYHKA 1 TOHKOI'0 KUIIEYHUKY,
BCMOKTYBaHHS JIiIKapChKUX 3aC00iB y TOHKIN KHIII MOXKe MPHUCKOPIOBATUCS, TOM1 IK BCMOKTYBaHHS Y
IIJTyHKY - CIIOBIIBHIOBATHUCS.

IoMmmepumoH ciifl 3 00epekHiCTI0 3aCTOCOBYBaTH V¥ KoMOiHa1lil 3 iHribiTopaMu MOHOAMiHOKCHUIA3H
(imribitopamu MAO).

BcMOKTYBaHHSI HOMIIEPUAOHY HE 3MEHIIYBaJIOCS IicIs mpuioMy y KombiHallil 3 aHTanumamMmu abo
6mokaTopamu H2-perenTopis.

[Tpemapart cyip mpuiiMaTu HaTie 3a 1 ToguHy [0 iy, OCKiNTbKY 1XKa BIIMBA€E Ha 610MOCTYIHICTE
OMeIpa301y Ta AOMIIEPULOHY.

He cnig npuiiMaTé aHTallMOHI Ta aHTUCEKPETOPHI IMpenapaTy OMHOYACHO 3 MperapaToM, OCKITbKY
BOHM 3HUXKYIOThH H0OT0 6i0IOCTYIIHICTH MiC/s pUitoMy BcepeguHy. [JoMIepunoH MeTabomi3yeThCs



nepeBaxHo 3a gonoMmoro CYP3A4. 3a gaHuMu JOCHIIAKEHS in vitro, CynyTHE 3aCTOCYBaHHS
Ipemnaparis, 0 3HaYHUM YUHOM IPUTHIYYIOTH LIe (pepMEHT, MOXKe IIPU3BECTH [0 MiABUIIEHHS PiBHSA
IOMIIEPUMIOHY Y Iy1a3Mi. [Ipu 3acToCyBaHHI JOMIIEPUIOHY CYIYTHLO i3 MOTYKHUMU iHTiGiTOpAaMu
CYP3A4, 3gpaTHuMu nofgoBxkyBaTy iHTepBan QT, ciocTepiranucs KiliHIYHO 3HAUYILIi 3MiHU iHTepBaly
QT. ToMy cynyTHE 3aCTOCYBaHHS NOMIIEPUIOHY i3 IEBHUMU IIperiapaTaMy IPOTUIIOKa3aHe (OuB.
po3pin «IIpoTunoka3aHHs»).

CynymHe 3acmocy8aHHs HUXCYE3A3HAYEHUX AiIKAPCbKUX 3acobie 3 00MNepudoHOM NPOMuUNoOKa3aHe.
Yci nikapceki 3acobu, sKi momoBxKyI0Th iHTepBan QT:

- aHTHMApUTMiuHi mpenapaTy Knacy A (Hanpukiaf, gu3omipaMif, TifpoXiHiguH,
XiHiOguH);

- aHTMapUTMiuHi npenapaTyu Knacy Il (Hanpuknazn, amiogapoH, fodeTurmin,
IpoHEenapoH, ibyTumif, coTamon);

- HEeNPOJIENITUYHi IIpenapaTy, SKi MogoBKyioTh iHTepBan QT (Hampukmap,
rajionepuaon, MiMo3uf, CEPTUHON);

- aHTUAENPECaHTH, SKi MOAOBXKYIOTh iHTepBan QT (Hanpukiam, HATaIonIpaM,
eCIIMTalonpaMm);

- aHTUOIOTHKH, SIKi TOMOBXKYIOTh iHTepBan QT (Hanpukiaf, epUTPOMILIUH,
neBo(IIOKCAllMH, MOKCU(IIOKCAIIMH, CIIipaMilluH);

- IpOTUTPUOKOBI MpenapaTH, sKi momoBKYyI0Th iHTepBan QT (HampuKiaz, IeHTaMiouH);

- IIPOTHMAJIIPiiHi TpenapaTy, SKi MogoBXKYyI0Th iHTepBan QT (Hampukmap,
ranopaHTpuH, MoMepaHTPUH);

- IperapaTyu [Jjs JTiKyBaHHS MOPYIIeHb 3 60Ky IITyHKOBO-KUIIKOBOT'O TPAKTY, SIKi
ofoBXYI0Th iHTepBan QT (Hanmpuknap, HU3alpyf, 0JIaCeTPOH, IPYKalIOIpUL);

- aHTUTiCTaMiHHI TpenapaTH, AKi MoJoBXYy0Th iHTepBan QT (Hanpukiag, MEeKBiTa3uH,
Mi30JIaCTHH);

- nikapchKi 3ac00H, 110 3aCTOCOBYIOTHCS ITPY OHKOJIOTIYHUX 3aXBOPIOBAHHSX, SKi
nofoBXKYyIoTh iHTepBan QT (HampuKnaz, TopeMideH, BaHneTaHi0, BiHKaMiH);

- immi mikapchki 3acobu, ki momoBKYyI0Th iHTepBan QT (Hampukiam, Gempumus,
nudeMaHin, MeTafioH);

- anoMop®iH, 3a BUHATKOM BUIIaIKiB, KOJIX KOPUCTh OGHOYACHOTO 3aCTOCYBaHHS
nepeBaka€ PM3WKH, Ta 3a YMOBU CyBOPOTO NOTPMMaHHS peKOMeH allill oo 3amnobizkKHuX 3aX0fiB
IIPpY OJHOYAaCHOMY 3aCTOCYBaHHi (OUB. iHCTPYKIIil0 /11 MEIUYHOT0 3aCTOCYBaHHS arioMop(diny,
po3pin «[IpoTunoka3aHHs»).

[Tpuknagamu cunbHUX iHri0iTOpiB CYP3A4 (He3amexkKHO Biff iX BIIJIUBY Ha NTOAOBXKeHHS iHTepBany QT),
3 AKUMHU [IPOTUIIOKA3aHO 3aCTOCOBYBATH IIperiapar, €:

- a30JIbHI MPOTUTPUOKOBI ITpenapaTH, TakKi IK GIyKoHa305*, iTpakKoHa30J11, KeTOKOHa301* i
BOPHUKOHA301T*;



- MakpoJtigHi aHTUOIOTUKHY, TaKi K KIaPUTPOMILIMH*, epUTPOMIIIUH*;
- inribiTopu mpoTea3u*;

- inri6iTopu BIJI-mpoTea3u, TakKi SK aMIIpeHaBip, aTa3aHaBip, ocaMIIpeHaBip, iHAMHABID,
HeJl(iHaBip, pUTOHABIP i caKBiHaBIp;

- QHTAroOHICTY KaJblIlilo, TakKi K OUITia3eM i BepalaMisn;
- aMmiomapor®;

- aMpEIIiTaHT;

- Heha30q0H;

- TEeIITPOMILIUH*.

*posoHryoTs inTepBan QTc.

OO0HouacHe 3acmocyBaHHs 8UMa2ae 0bepeicHoCMi.

OOGepexkHO 3aCTOCOBYBATH 3 IIPellapaTaMH, 110 CIIPUYUHSIOTE OpafiuKapiio i rimokanmieMito, a TakKoxK
i3 TAKMMU MaKpoJlifaMy, 10 MOXYTh CIPUUYUHUTHY TOOOBXKeEHHS iHTepBany QT: a3uTpoMiluH i
POKCUTPOMIIMH (KJTapUTPOMIILIMH IIPOTUIIOKAa3aHUM, OCKIIbKY BiH € MOTyKHUM iHTi6iTopoM CYP3A4).

Cnip 3 06epeXHiCTI0O 3aCTOCOBYBATH [OMIIEPUIOH CYIYTHRO i3 mOTykHUMHU iHribiTopamu CYP3A4, ski
He CIPUYMHSIN IOf0BXKeHb iHTepBany QT, TakuMu AK iHAWHABID, 1 3a NallieHTaMu CJIifi TUIBHO
HarjadapaTé Ha BUNAJOK MIOSIBU O3HAK ab0 CHMITOMIB HebaKaHUX PeakKlil.

[IpenapaT MOXXHa [TOEOHYBATH 3:
- HEMPOJIeNITUKaMHU, il0 SKUX BiH ITOCUIIIOE;

- nodaminepriyHuMHU aroHicTamu (6pOMOKPHUITHHOM, L-momoro), HebaxKaHi mepudepuyHi il SKux,
TaKi K MOPYILIEHHS TpaBleHHs, HyOoTy, 6i0BaHHS, BiH MpUTHiuye 6e3 HelTpai3allil 0OCHOBHUX
BJIACTHUBOCTEH.

B okpeMux gocmigkeHHIX hapMaKoKiHeTHYHOI/PapMaKkoguHaMidyHOI B3a€MOZII in vivo pu
OJHOYaCHOMY IIepOpasbHOMY 3aCTOCYBaHHI KETOKOHA30/1y ab0 epUTPOMILIMHY ¥ 3TOPOBUX
no6poBosIbLiB Oy/I0 MiATBEPAXKEHO, 1110 11i ITperapaTé 3HaYHUM YUHOM NIPUTHIYYIOThH IPECUCTEMHUN
MeTaboi3M moMIIepuIoHy, onocepenkoBanuii CYP3A4.

[Tpu cynmyTHBROMY 3acTOCyBaHHI 10 MI' moMIepumoHy ITepopanbHo 4 pa3u Ha goby Ta 200 Mr
KETOKOHAa30J1y IIepopasibHO 2 pa3u Ha noby B Iepiof criocTepekeHHs 0yI0 Bii3HaUeHO MTO0BXKEHHS
inTepBany QTc B cepenHboMy Ha 9,8 MceK; OKpeMi 3HaueHHs KonuBauch Bifg 1,2 mo 17,5 mcek. I1pu
CYNyTHBOMY 3acTocyBaHHi 10 Mr moMmepunony 4 pasu Ha 106y Ta 500 M epUTPOMILIMHY IIepPOPajIbHO
3 pa3u Ha o0y inTepBan QTc y mepiof ciocTepekeHHs IIOJ0BKYBaBCS B CepeqHLOMY Ha 9,9 Mcex,
iHTepBaJl OKpeMuX 3HaYeHb CTaHOBUB Bif 1,6 go 14,3 mcek. PiBHOBaxHi 3HaueHnHs C,, Ta AUC
IOMIIEPUIOHY 3pOCTasX MPHUOIM3HO BTPUYi Y KOKHOMY 3 LIUX JOCIIifIKeHb B3a€MOil. Y BUIagKy
MOHOTepaIil foMnepunoHoM y fo3i 10 Mr mepopasnbHo 4 pa3u Ha go0y iHTepBan QTc mogoBKyBaBCS B
cepenHbOMY Ha 1,6 Mcek (gocmigKeHHS 3 KeTOKOHA30JI0M) Ta Ha 2,5 MceK (JOCTifXeHHS 3
€PUTPOMIIIMHOM), B TOM Yac SIK 3aCTOCYBaHHS JIHIle KeTOKOHa307y (200 Mr 2 pa3u Ha noby) abo



eputpominuny (500 Mr 3 pa3u Ha fo0y) npu3Boauio fo 30inbuieHHs iHTepBany QTc B mepion
crocTepexeHHs Ha 3,8 Ta 4,9 MCeK BifllOBiAHO.

TeopeTU4HO, OCKINBbKY MIpenapaT YNHUTD MPOKIHETUYHY [if0 Ha IIJTIYHOK, 1le MOXe BIJIMBATH Ha
BCMOKTYBaHHS IepOpaIbHUX MIpenaparis, 10 3aCTOCOBYIOTHCS CYIyTHHO, 30KpeMa Ha JIiKapChKi
(GbopMM IIPOJIOHTOBAHOT'0 BUBITbHEHHS a00 Ha KMINKOBOPO34MHHI ¢hopmu. OOHAK Y MallieHTiB, CTaH
sgkux OyB cTabinizoBaHul 3aCTOCYBAHHSIM JUTOKCUHY a00 MMapaleTaMoly, CyIyTHE 3aCTOCYBaHHS
OOMIIEPUIOHY He BIIMBAJIO Ha PiBHI IIUX IIperapariB y KPOBi.

Oco6 1ueocmi 3acmocye8aHHs1.

[Tpu HasIBHOCTI OyAb-KOTO HeOE3MeYHOT0 CUMIITOMY (HalpuKiaj, 3HauHa BTpaTa MacH Tina, He
3yMOBJI€HA [Ii€TOI0, IepiofuyuHe O/oBaHHS, Aucdaris, 60BaHHS 3 JOMIlIKaMu KpoBi abo MeJieHa), a
TAKOXK KOJIM € BUpa3Ka IIyHKa a0o Mmifo3pa Ha Hel, CJIif BUKJTIOUUTH 3JI05IKiCHE 3aXBOPIOBAHHS,
OCKIJIbKY MIPUUOM IIpernapaTy MOXKe MaCKyBaTU MOTO CUMIITOMHU Ta 3aTPUMYyBaTU BCTAHOBJIEHHS
IIPaBUJILHOIO AlarHo3y.

Jlikapcbkuit 3acib ciipm 3 00epekHiCTI0 3aCTOCOBYBATH NAlliEHTaM 3 JIETKUMU MOPYIIEHHIMYU GYHKITiI
eYiHKY Ta/ab0 HUPOK.

[ns maltieHTiB i3 TerkuMu MOpymeHHSIM GYHKIII TeuiHKy MakcuMaJsbHa fo6oBa fo3a IpenapaTy He
TIOBUHHA MepeBullyBaTy 1 Kamcyny Ha go0y. Y malieHTiB 3 Me4iHKoBOI0 HEJOCTATHICTIO MiCIIst
IPUHOMY 3BHYANHOI J031 OMeIpa30Jly Yac HalliBBUBeIeHHS Moxke 30inbiIyBaTrcs y 3 pasu
IIOPiBHSHO 3 TAKUM Y 3[0POBUX LOOPOBOJIBLIB; TOMY NallieHTaM 3 NOPYIIeHHAMU QYHKII] NediHKy
HeoOxifiHa KOpeKIisa fo3yBaHHsA. [1ighip 4031 oMenpa30iy 34iMCHIOITh 3 YPaxyBaHHAM
MaKCUMaJbHOi 060Boi 103U — 20 Mr. Y malieHTiB i3 XpOHiYHUMU 3aXBOPIOBAaHHSAMHU ITEYiHKU
noTpi6HO mocTiHO (He pipure 1 pa3 Ha 2 THXKHI) TPOBOAUTH JTabopaTopHe HOCIigXKEeHHS KPOBi 11010
BMICTy Ne4YiHKOBUX (epMeHTiB. ¥ pa3i Oyab-IKuX 3MiH I[UX TOKa3HUKIB MOTPIOHO HETaHO MPUIUHUTH
npuiioM npemnaparty. [TamieHTaM i3 MeYiHKOBOIO HeIOCTaTHICTIO CEPeAHBOT0 Ta TAKKOI0 CTYIIEHS
JiKapChbKUM 3acid nmpuiiMaTi He peKOMEH0BaHO.

ITopyweHHA pyHKUiI HUPOK. Y TIAIliEHTIB, IKi MpuiiManyd oMenpa3oJ, CIIOCTEPIraBCcs TOCTPUN
TyOynoinTepctutianbanit Hedput [[TIH] (mus. po3pin «I1obivHi peakiii»). BiH Moxke BUHUKHYTHU B
Oymb-IKU MOMEHT IIi[l Yac Teparii i mporpecyBaTH [0 HUPKOBOI HEOCTATHOCTI. SKIII0 BUHUKAE
nigo3pa Ha ['TTH, crig npunuHUTYU 3aCTOCYBaHHA IIpenapaTy Ta HeralHO PO3M0YaTH BifNOBiIHE
JIIKyBaHHS.

I malieHTiB i3 1eTKUM MopyIeHHSIM QYHKII HUPOK KOPEKIIis mo3u He moTpibHa. [Ipu TpuBamii
Teparil XBopi MOBUHHI ITepeOyBaTH IIifl perynIsipHUM HarnsgoMm Jikaps. OMenpason Ta Horo
MeTaboJIiTH BUBOASTHCS HUPKAMHU, V TIAIliEHTIB 3 XPOHIYHOI0 HUPKOBOIO HEOCTATHICTIO BUBEEHHS
IpenapaTy CIOBLIBHIOETHCSA IIPOIOPLIMHO [0 3MEHIIeHHS KIipeHCy KpeaTuHiny. I[lepion
HaliBBUBEIEHHS 3 IIJTa3MU KPOBi y MALI€HTIB 3 TSAXKKO00 HUPKOBOK HENOCTATHICTIO TOAOBXKYETHCH.

He PEKOMEHOYETHCA IIPU SaXI/ITy'BaHHi.

Cnip 3acTocoByBaTu 3 06epeXHICTIO MalliEHTaM JIITHROTO BiKY i IMallieHTaM 3 HasBHUM
3aXBOPIOBAHHSM CepIlsd a0 i3 3aXBOPIOBAHHSM CepIlsi B aHaMHe3i. Y pa3i mosiBu 03HaK Ta CUMIITOMIB,
SIKi MOXKYTb OyTH IIOB’sI3aHi 3 CEPIIEBOI0 APUTMI€EI0, JTIKyBaHHS HOMIIEPHUIOHOM CJIi[l MPUIUHUTH Ta
3BEPHYTUCS 3a KOHCYJIbTALI€I0 A0 JTiKaps.

HommepunoH ciif 3 06epexkHICTIO 3aCTOCOBYBATH IallieHTaM i3 (akKTOpoM PU3UKY IPOJIOHTallil



inTepBany QT, BK/IIOYar04u rifoKasieMito, TAKKY TiIoMarHieMito, opraHidyHi 3aXBOPIOBaHHS CepLs.

Crnip BpaxoByBaT# iH(pOpPMAaIlil0 CTOCOBHO PU3UKY PO3BUTKY YCKIIaAHEHDb CEPLIEBO-CYSUHHUX
3aXBOPIOBaHb, 3yMOBJIEHUX JIiIKapChbKUMU 3ac00aMy, 10 MiCTATh HOMIEPUMOH:

- IesIKi emifeMiooriuHi JOCTigXKEeHHS T0Ka3aly, [0 IPUKOM OOMIIEPULOHY MOXKe aCOLi0BaTUCS i3
CepHO3HUMH LITYHOUKOBUMU apUTMisiMu a00 palTOBOIO CEPIIEBOI0 CMEPTIO;

- PU3UK CEPHO3HUX IMUIYHOUYKOBUX apUTMili ab0 panToBOl CEPIIEBOl CMEPTi BULLIUY Y MAI[iEHTIB BIKOM
nmoHap 60 pokiB abo Mpu mepopaabHOMY 3aCTOCYyBaHHI 103 mpemnapaty Oinbiie 30 Mr Ha {06y , a
TAKOXK Y TAIli€HTIB, SKi OMHOYACHO MPUUMalOTh IpenapaTH, 110 NogoBxKyTh iHTepBan QT abo
inri6itopu CYP3A4. Tomy ciim 3 06epekHICTIO 3aCTOCOBYBATH Ipelapar MallieHTaM JIiTHbOTO BiKY.
[Tamientam BikoM moHap 60 poKiB mepeq IPHXOMOM IIpenapary CJIifi IPOKOHCYIbTYBaTUCS 3 JIIKapeM.

Karmcynu micTATh 1aKTO3y, TOMY IIpenapaT He CJIif 3aCTOCOBYBaTH ITallieHTaM 3 HEJOCTATHICTIO
JIaKTa3Mu, TaJaKTO3eMi€lo Ta MaTbabCoPOIiero TITI0KO31/TaTaKTO3H.

OpHOoYacHe 3aCTOCYBaHHS aTa3aHaBipy 3 iHribiTopamMu MPOTOHHOI TOMIIN HEe PEKOMEHIYETHCS. SAKIIO0
KoMOiHallii aTa3aHaBipy 3 iHTi6iTOPOM NMPOTOHHOI TOMIIM HE MOXXHA YHUKHYTH, PEKOMEHAYETHCS
peTenbHUN KITiHIYHUN MOHITOPUHT (HampuKiIaf BipyCHe HaBaHTaXKeHHS) ¥ MTOENHAHHI 3i 301/IbIIIEHHSIM
no3u ata3aHasipy 1o 400 mr Ha 100 Mr puTOHaBIpy; H03a OMeIpa30jly He IOBUHHA IepeBullyBaT 20
MT.

Owmenpason, §K i BCi mikapchKi 3aco0H, 110 IPUTHIYYIOTh CEKPELii0 COITHOL KUCTIOTH IITYHKOBOTO
COKY, MOXKe 3MEHIIIUTA BCMOKTYBaHHS BiTaMiHy B,, (liaHoK0OanmaMiny) uyepes rimo- abo axmoprigpito.
Lle crig BpaxoByBaTH IallieHTaM 3 KaxeKci€io abo (pakTopamMy pU3MNKY IIO[0 3HUKEHHS
BCMOKTYBaHHS BiTaMiHy B,, Ipu JOBroTpuBaiii Teparii.

Owmenpa3on € inribitopom CYP2C19. Ha moyaTky a6o mpu 3aBepIleHH] JTiKyBaHHS OMeIpa30joM
HeOoOXiTHO PO3TISHYTH MOXKJIUBICTh B3a€EMO[Iii 3 TiKapChbKUMU 3aco0aMu, 1110 MeTaboJTi3yI0ThCs 3
yyacTio CYP2C19. B3aeMogis cnocTepira€TbCsa MiX KJIOIILOTPEJIOM Ta oMenpa3oJioM. KiiHiuHa
3HAUYIIiCTh i€l B3aEMOIii 3a/IUIIaeThCs HE3Po3yMinoio. HeoOxifHO YHUKATH OOHOYACHOTO
3aCTOCyBaHHS OMeIpPa30JIy i KIOoMmigorpeny.

Y xBopux, SIKi TpUIUMalOTh iHTi0iTOPY MPOTOHHOI ITOMIIH, BK/II0UAI0YX OMEIPAa30JI, YIIPOI0BK
IIOHaMMeHIIe TPhOX MICSIIB MOXKe BUHUKHYTH CYTT€EBa rinoMartHieMis (y OinbIIoCTi BUMIafKiB
rinomarsiemii xBopi 3acTocoByBanu npemnapat 6;1u3pK0 1 poky). I'imomaruiemiro MoxHa 3amigo3puTu
3a TaKMMU CEePUO3HUMHU IIPOSBaMU, IK BTOMJIIOBAHICTh, CYAOMHU, OeJIipii, 3alaMOpPOYEeHHS,
IIJTYHOYKOBI apuTMii. OgHaK CJlig MaT# Ha yBa3i, 110 y AeSKUX BUIaAKax MIPOsSBU MOXKYTh OyTH
3aMacCKOBaHi, 1110 IepelKoKa€e BYaCHOMY PO3Ii3HaBaHHIO TaKOT'0 YCKIagHEHHS. Y GiNbIIOCTi XBOPUX
IIPOSIBU TillOMarHieMii 3HUKAIOTh Ta CTaH HOPMaJli3y€eThCS IiCIIg 3aCTOCYBaHHS IIpelrapariB MarHiio Ta
BigMiHM iHTi0iTOPiB IPOTOHHOIL TOMIHU. TprBaie 3MEHIIEHHS KACJIOTHOCTI IITYHKOBOT'O COKY MOXKe
IIPU3BECTH 10 30iMbLIEHHS KiTbKOCTI 6aKTEpil, 3a3BUYail MPUCYTHIX ¥ IMITYHKOBO-KUITKOBOMY TPAaKTi,
Takux K Salmonella Ta Campylobacter, a y rocmiTani3oBaHUX DalieHTiB - TakoX Clostridium
difficile.

JlikyBaHHS iHTiGiTOpaM¥ TPOTOHHOI TOMITH HEI0 MigBUIIYE PU3UK PO3BUTKY iHQEKIIH IITyHKOBO-
KHMIIIKOBOI'0 TPakKTy, cupuunHenux Salmonella Ta Campylobacter.

Y 3mopoBux mOOPOBOJIBIIB Bif3Havanacs papMaKoKiHeTHYHA/hapMaKOgUHAMIYHA B3aEMOMIS MixX
KJIomigorpesioM (HaBaHTaxyBasibHa fo3a 300 Mr / mo6oBa migTpuMyioda fo3a 75 MI') Ta OMEIpa3oioM
(80 mr Ha goOy mepopasnbHo, TOOTO 4034, SKa B 4 pa3u IepeBUIlyE CTaHAapPTHY AEHHY [03Y), 110



IPU3BOIHMIIA 10 3MEHIIIEHHS €KCIIO3UIIil aKTHBHOTO MeTabOIiTy KIIOMimorpeny y cepemHboMy Ha 46 %
Ta 3MEHIIEeHHs MaKCUMaJbHOI iHriOyiouoi fii [iHgykoBaHnoi ageHo3unaudochaTom (AID)] arperarrii
TPOMOOLUTIB V¥ cepemHbOMY Ha 16 %.

[esiki maHi MoKa3yloTh, 110 Teparis iHriGiTopoM IPOTOHHOI ITOMITH AeINOo 30iMblIye PU3UK EPEIOMiB
CTEeTHa, KiCTOK 3aIl’sCTs Ta XxpeObIliB, acolif0BaHUX 3 OCTEOIIOPO30M, IIEPEBAKHO Y JIIOAEH JIiTHBOTO
BiKy a00 3a HasIBHOCTI iHIIMX BU3HAHUX (aKTOpiB pu3uky. OOcepBalliiiHi moCIiIKeHHS T0Ka3yl0Th,
1110 iHTi6iTOpPU MPOTOHHOI TOMIIX MigBUIINYIOTh 3aralbHUM PU3UK IepesioMy y Takux ocid Ha 10-40 %.
YacTKOBO Iie ImiABUIIeHHS MoXKe OyTH OB’ A3aHe 3 iHIIUMHU (paKTopamMu PU3NKy. He3apakaiouu Ha Te,
1110 IPUYUHHO-HACIIIAKOBUY 3B’ 130K MiX OMeEIpa30JI0M/e30Menpa30jioM Ta OCTEOIOPOTUYHUM
nepeioMoM He OyB [OBeleHUH, MallieHTaM 3 pU3UKOM IIPOrPECYI0Y0ro 0CTEOIOPOo3y abo
OCTEOIIOPOTUYHOIO IIEpeIoMy PEKOMEHAYETHCS BiNOBIAHUN KIIIHIYHUY HATJISAM Ta CII02KUBaHHS
IOoCTaTHBOI KinbKOCTi BiTaminy D i Kanbliifo.

IligrocTpuy MKipHUY YepPBOHMK BoBYaK (ITITYB)

3acTocyBaHHS iHTi6iTOPIB MPOTOHHOI TOMITA MOXKe OyTH IOB’3aHe 3 IyXKe PiIKiCHUMU BUIIagKaMu
po3BuTKy [TIIYB. AKI0 BUHUKAIOTh IOMIKOAXKEHHS, 0CO0IMBO Ha Ai/ITHKAX IIKipH, 110 3a3HaBajIu
BIIJIUBY COHIIS, 110 CYIIPOBOIXYIOTHCS apTParisgMy, allieHT IOBUHEH HeraluHo 3BEPHYTUCS 3a
MeIUYHOIO JOIIOMOTI010, a JIiKap MOBUHEH PO3TJISHYTH IUTAaHHS NIPO IPUNMHEHHS 3aCTOCYyBaHHS
oMmenpa3ony. Buaukaenns [1IIIYB y namieHTiB mif yac nonepenHbol Teparmil iHribiTopaMu IpOTOHHOL
TIOMITY ITiABUILY€E PU3UK MOTO PO3BUTKY IIPU 3aCTOCYBaHH] iHIINX iHTiIGITOPIB MPOTOHHOI TOMIIH.

Bronus Ha PEe3YIJIbTAaTh EOCJ’IiE}KeHB

[lig yac nikyBaHHS aHTACEKPETOPHUMU IIpelriapaTaMy KOHLEHTPalid raCTpUHY y IIjIa3Mi KpOBi
36inbIIy€eThCS ¥ PE3YIIbTaTi 3HUKEHHS CEKPeIil COMsAHOI KUCIOTH. BHACTIMOK 3HUKEHHS CeKpellil
COJITHOI KUCJIOTH 30iNbIIyeThCS piBeHb XpoMorpaHiny A (CgA). 36inbmenHs KoHIeHTpalil CgA Moxe
BIINBATH Ha Pe3yJIbTAaTU NOCTIMKEeHb 71 BUSIBJIEHHS HEMPOEHIOKPUHHUX NyXJuH. [1715 3anobiranus
TAKOMY BIIJIUBY HEOOXiHO MPUIMHUTH NIPUIOM iHTi6iTOPY MPOTOHHOI IIOMIIH 3a 5 [HIB [0
IpoBefeHHs Bu3HaueHHA piBHA CgA. fAkmo piBHI CgA Ta racTpuHy He OBEPTATHC [0
HOPMAaJIbHOT' O PiBHA MiCJ/I TOYaTKOBOTO BU3HAUEHHS, BUMIPIOBaHHS CJIif TIOBTOPUTHU Yepe3 14 nHiB
Tic/Isl 3aBepILIEeHH JTiKyBaHHS iHTi6iTOPOM MPOTOHHOI TOMIIH.

Y matieHTiB, SKi IpuiiManyu oMenpa3oJsl BIPOLOBXK TPUBAJIOT0 IePiofy, Bif3HaYaBCsa aTpodiyHuM
racTpur.

Y martienTis, ski mpuiimatoTs ITITT ogHOYaCcHO 3 IUTOKCHHOM a0 MpemapaTaMy, 0 MOXYTh
CIPUYMHUTHU TillOMaTHieMilo (Hanpukiaz, AiypeTUKu), MOTPiOHO BU3HAYATH PiBeHb MarHilo epen
noyaTkoM JiikyBaHHS II1I1 Ta mepioguyHO IPOTArOM JIiKyBaHHSA. TakK0XK BU3HaYEHHS PiBHS Marsiio
pPeKoMeH0BaHe [IJid MallieHTiB, sKi T0TpeGyI0Th IOBrOTPHBAJOl Teparril.

[Tpu Gymb-sIKOMY HOBrOTPUBAJIOMY JIiKyBaHHi, 0c06uBO Ginbilie 1 POKY, NalliEHT TOBUHEH
3HaXOOUTUCH Mifl peTyAIPHUM MEOUYHUM HarIsSI0M.

Owmenpa301 MOXKe COIPAUYMHATH CEPHO3Hi IIKipHI peakxilil, 30KpeMa IM04YePBOHIHHS LIKIpH, MTyXuUpi,
BucHn (OuB. po3Min «I[Tob6iuni peakmii»). AKIo BUHKUKIIA ajlepriyHa peakiis, Tpeba IpUIHHUTH
3aCTOCYBaHHA JIiKapChKOro 3acofy Ta HeraliHO 3BePHYTHUCS 10 MEIUYHY JOIOMOTY.

IlomnepudoH

BrnokaTtopu modaMiHOBUX PeLieNTOPIB MigBUIIYIOTh PiBeHb IIPOJIAKTUHY; TaKe MiBUIIEHHS
30epiraerbcs Ha POHI MOCTIMHOTO IPUNOMY IIUX IIperapariB. Y NallieHTiB, B IKUX paHile OyB



BUSIBJIEHUM ITPOJIAaKTHUH-3aJIE2KHUHM PaK MOJIOYHOI 341031, 3aCTOCYBaHHS [TOMIIEPHUIOHY BUMarae
oco06muBoi 06epexHOCTI. He3Baxkarouu Ha MOBiMOMIIEHHS PO TaKi PO3JIafu, K rajgaKkTopes,
amMeHopes, TIHeKOMacTisd Ta IMIIOTEHIIisA, K/IiHiuHe 3HaYeHHS MiABUILIEHHS CUPOBAaTKOBOI'O PiBHSA
IIPOJIAaKTUHY AJIS OiNBUIOCTI MAIliEHTIB 3a/IMIIAETHCS OCTATOYHO HE3 SICOBAHUM.

Y marnieHTiB, B IKUX PO3BUHYJIACS rajlakTopes Ta/a0o rinekoMmacTisi, BigMiHa mpemnapaTy IPU3BOAUTH
[0 3MEeHIIEeHHS I[UX CUMIITOMIB.

Cepuego-cyouHHi e(pekmu

HoMmnepunon noB’a3y0Th 3 nposioHranieto iHTepBany QT Ha EKTI'. [lig yac nocTMapKeTUHTOBOT'O
CIIOCTepeXKeHHS IOBIOMIIANIOCS PO AyXKe pigkicHi Bunmagku npononrainii QT Ta mipyeTHol Taxikapmil
y HalLli€eHTiB, 9Ki IpuiManu foMIepunoH. Lli moBimoMieHHS BKI0Yasy iHpopMallilo po Malli€HTiB, ¥
SIKUX OyIH eJIeKTPOJIiTHI MOPYIIEHHS Ta SKUM 3aCTOCOBYBaJIM CYIYTHIO Tepalliio, 10 MoxXe OyTu
OOOATKOBUMU (DaKTOpPaMy PUIUKY.

IloMIIepuaoH CIIifl 3aCTOCOBYBATH y HaMeHINiY e(eKTHUBHIN [03i.
3acmocysaHHA 3 anoMoppiHOM

IoMIepumoH TPOTUIIOKA3aHUH AJIST OMHOYACHOT'0 3aCTOCYBaHHS 3 JTiIKapChKUMU 3ac0o6aMH, 1110
mofoBXYyI0Th iHTepBan QT, 30KkpeMa 3 annoMopdiHOM, 3a BUHATKOM BUIAAKIB, KOJIX KOPUCTH Bif
OJHOYACHOT0 3aCTOCYBaHHS 3 anloMOpGhiHOM IepeBUINy€E PU3UK, i TITbKYU Y pas3i CyBOpOro
OOTPUMaHHS 3aCTEPEKEHbD, SIKi HABOASTHCS B iIHCTPYKIIiI 71T 3aCTOCYBaHHS alloMOPQiHy.

ITopyweHHA pYHKUiI HUPOK

[Tepion HamiBBHBeEeHHS TOMIIEPUOHY ITOOBXKEHUH y MAI[IEHTIB i3 TAKKUM MOPYIIEeHHIM QyHKIIii
HUpPOK. [Ipu TpuBasoMy 3aCTOCyBaHHI YaCTOTy NPUMOMY JOMIIEPHUOOHY IOTPIOHO 3MEHIIIUTH 10
omHOTO a00 OBOX PadiB Ha m00Y, 3aJI€3KHO Bif TSAKKOCTI MOPYIIeHHs QYHKIIII HUPOK. TaKoxk Moxke
BUHUKHYTH I0Tpeba B 3MEHIIIEHH] J03H.

AnTanunni abo aHTUCEKPETOPHI ITpenapaTy He CJIifl MpUAMaTh OMHOYACHO 3 JIiIKapChKUM 3aC060M
Owme3” [ICP, OCKi/IbKM BOHM 3HMKYIOTh IePOPasbHy GiogoCTyIHICTh JOMIEPUIOHY. [Ipu CyMicHOMY
3aCTOCyBaHHi JTiKapcekuit 3aci6 Omes® [ICP crif mpuiiMaTy meper 010, a aHTanuaHi abo
QHTHCEKPETOPHI IpenapaTy - Mmicis 1u.

ObmediceHHA W,000 3acmocy8aHHsA. [J03yBaHHS Ta TPUBAJICTh 3aCTOCYBaHHS JOMIIEPULOHY OyTu
3HMUXKeHi. Moro criig 3acToCOByBaTH y HAaMHUXKYiM e(eKTUBHIN [031 IPOTATOM HAaWKOPOTIIOTO 3a
MOXKJIUBICTIO Iepiony. [Jo6oBa mo3a He MOBHHHA NepeBulnyBatu 30 MT ¥ pO3paxXyHKy Ha HOMIIEPU/IOH.

IonomixcHI peyosuHu

Ome3” [ICP MiCTUTh TaKTO3y, MOHOTIIPAT, Ta MyKpo3y. SKIIo y Bac BCTaHOBIEHO HEIIEPEHOCUMICTE
IesKUX IYKPiB, IPOKOHCYIBTYUTECS 3 JIiKapeM, eI Hixk IpuiMaTH 1e JTikapCcbKui 3acio.

3acmocyeatHnsi 8 nepiod eazimuocmi abo 200yeanHs 2py00ro. Jlikapcbkuii 3acib
IIPOTUIIOKA3aHUM Y IIepiofl BariTHOCTI Ta rOAyBaHHS I'PYLAIO0.



30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHi3zmamu. Ilig yac niKyBaHHS IpenapaToM HeoOXigHO JOTPUMYBATHCS 00€peKHOCTI
IPU KepyBaHHi aBTOTPaHCIIOPTOM abo poOOTi 3 iHIIMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeanus ma 0o3u. Ome3® [ICP 3acTocoByBaTH BeepenuHy mo 1 xamcymi Ha mo0y
BpaHIli, 3a 1 roguHy [0 mpUiioMy 1Xi. Kancynu 3acToCOByBaTH LiIMMHU, HE PO3/1aMylO4H i He
PO3XKO0ByI0YH. PeKOMeHI0BaHa MaKCUMaJlbHa J03a IJId AOPOCIUX He NTOBHHHA nepeBulnyBatu 30 M y
pO3paxyHKy Ha goMiepupoH (1 kamcyna).

Kypc nikyBaHHs BU3HA4a€E JIikap iHAUBiyaabHO B 3a7I€2KHOCTI Biff XapaKTepy Ta nepeoiry
3axBOpIoBaHHA. Y pasi, Ko ikap He mpu3Ha4uB iHakme, Ome3” [ICP 3a3Buuail He CIif
3aCTOCOBYBaTH OibIlle OMHOTO THUXKHSI.

Himu. EbexkTuBHIiCTL Ta 6e3MeKa 3aCTOCYBaHHS IIperapary y AiTel He BCTaHOBJIEHI.

Ilepedo3yeanHs. YV pasi mepeqo3yBaHHS OMeIPa3ojly MOXKYTh CIIOCTEPIraTUCs: CTaH TPHBOXKHOCTI,
3alaMOpPOYEeHHS, TOPYIIEHHS 30py, TaXikapmis, HynoTa, OI0BaHHS, MigBUIIIEHEe IOTOBUMAIIEHHS,
IIPUIIIUB KPOBi 10 06/TMYYsi, TOJIOBHUM Oifib, CyXiCTh ¥ POTi, miapesi, amaris, fempecis, CIIyTaHiCTh
CBiOMOCTI. Y pa3si Iepeno3yBaHHSA NOMIIEPULOHY MOXYTh CIIOCTEPIraTUCS: 3allaMOPOYEHHS,
IIOpPYIIeHHS Opi€HTallil, eKCTpalipaMifHi po3/iafu, apuTMis, MiABUILIEHHS KPOB'THOTO THUCKY,
aXKuTallis, IOPYyIIeHHS CBiTOMOCTi, COHJIUBICTD.

Crneuudiuauii aHTUIOT HeBigoMuH. Y pa3i nepeno3yBaHHS MPOBOAATE CHUMITOMaTUYHE i
migTpuMyloue NiKyBaHHS. ['eMopiani3 HeeeKTUBHUY O BUOAJIEHHS MIpelapaTry 3 OpraHi3aMy dyepes
BUCOKUY CTYIIiHb 3B’sI3yBaHHA 3 0iNIKaMu IJ1a3Mu KPOBI.

Owmenpason

[ToBimOMIIANIOCH IIPO BUNALKY Ilepefo3yBaHHSA OMenpa3oiy y jaronen y go3ax go 2400 mr (y 120 pasis
BHUIIIE Bifl 3BUYaliHOl PEKOMEHI0BAHOI KITiHiYHOI 103u). [IposiBM BKIIIOYaIU: CILIYTaHICTh CBIMOMOCTI,
COHJIMBICTB, 3aTbMapeHHs 30py, Taxikapmilo, HyooTy, 6;1oBaHHs, giadopes, rimepemiio, TOIOBHUM
6inb, cyxicTh ¥ poTi Ta iHIIi HeGaxaHi peakiril, mogibHi 0 THUX, 110 3BUYAUHO CIIOCTEPIral0OThCs Y
KJTiHiuHi#i npakTuili. CumMmnroMu O0ynu MUHYIIMMY; CEPUO3HUX KIIiHIYHUX HACI[KIB y pa3si npuiioMy
TiTbKY OMEINPa30jIy He crocTepiranocs. Crnenudivyauit aHTUIOT O Iepefo3yBaHHsI OMEIPa30Iy
HeBimomui. OMenpas3o aKTUBHO 3B'SI3YETHCS 3 OiTKaMM, @ TOMY IIOTAaHO BUBOOUTHCS IIJITXOM [iasti3y.
Y pasi nmepeno3yBaHHA iKyBaHHS Ma€ OyTH CUMITOMATHYHUM Ta MiATPUMYOYUM. fK i B OyIb-IKUX
BUIIQ[IKax IIepe03yBaHHs, CIIiJ 3BaXKaTh Ha MOXKJIUBICTh MIPUUOMY AEKiTbKOX JIiKapChbKuX 3aco0iB.

IlomnepudoH

[Tpo yacToTy nepeno3yBaHHS SOMIEPUIOHY He MOBIHOMIISAIOCS. BpaxoByioun (papMalieBTUUHI
BJIACTUBOCTI JOMIIEPULOHY, [Iepef03yBaHHA MOXKe CYIIPOBOAXKYBATUCA TaKUMU CUMIITOMaMU:
COHJIMBICTH, le30pieHTallisl, eKcTpamipaMifgHi peakuii (ocob6muBo y miTeit), apuTmisi abo apTepianbHa
rimepTeH3is. AHTUXOJiHEPriyHi, MPOTUITAPKIiHCOHIYHI TiKapchKi 3acobu abo aHTUTiCTaMiHHI
npenapaTy 3 aHTUXOJIIHEPTIYHUMU BJIaCTUBOCTSIMU MOXKYTh 3aCTOCOBYBATUCH [J151 3MEHIIEHHS
eKcTpamipaMigaux peakuii. CrernudpiyHOro aHTUAOTY AJ1S1 OMIIEPUAOHY He iCHYE, ane y pasi
Iepeno3yBaHH CIIiT IPOMUTH LIJIYHOK, IPUUHATYA aKTUBOBaHe BYTriyisg. PekoMeHnoBaH1



CUMIITOMaTH4Hi Ta HiJITpI/IMy'IO‘-Ii 3axoJu. CuMIITOMM 3BHYANHO MHUHAIOTh IIPOTATOM 24 TOOUH.

ITo6iyHi peakuii. BinbicTs XxBopux noOpe mepeHocsaTh mpenapart. [1o6iyHi peakii, mpo ki
TIOBimOMIJISANIOCS TIif Yac JiKyBaHHS, 3a3BU4ai Oysiu He3HAYHi Ta 060POTHi.

[Tpu TpuBasoMy 3aCTOCYBaHHI omMenpas3o.y MOXKYTb BUHUKHYTH TakKi Mo6iuHi peakirii:

3 60Ky WYHKOBO-KUWKOB020 Mpakmy: miapesi, 3akpemn, 6ilb y KUBOTi, HyHoTa, OJII0BaHHS,
METeOPH3M, Moinu GyHAanbHOI YaCTUHU LUTYHKA (HOOPOSKiCHi); CyXiCTb Y POTi, CTOMaTHT,
IIIJIYHKOBO-KUIIKOBUY KaHOUA03, 3MiHA CMaKOBUX BiAYYTTiB; MiKPOCKOIIiYHUAM KOJIIT,
racTpoOiHTeCTHHAIbHI PO3JIaiu, BKITI0Yaouu abmoMinanbHui Oinb, perypriraiiito, 3MiHy aleTury,
KOPOTKOYaCHI KUIIIKOBIi CITa3Mu;

3 60Ky neviHKu ma x#coe84yo8usiOHuUX WAsAXi8: MiABUIEHHS PiBHIB Ie4iHKOBUX (DePMEHTIB; remaTUT 3
JKOBTSHHUIIEI0 abo 6e3; IediHKOBa HelOCTaTHICTh, eHlledasonaTia y MallieHTiB i3 3aXBOPIOBAHHSIMU
MIeYiHKY B aHaMHe3i;

3 60Ky memaboai3my: TimoOHATPIEMIS, TiTOMarHieMis; TsKKa rimoMarHieMiss Moze IIPU3BECTH [0
rinokanbuieMii. Takox rimomMarHieMiss Moxe CyIPOBOOKYBATUCS TillOKaTiEMIEL0;

3 60Ky UeHmpasavHoi ma nepugepuyHoi Hep8o8oi cucmemu: TOJIOBHUM OiNlb, 3aITAMOPOYEHHS,
mapecTesii, COHNMUBICTb, 0€3COHHS; CTaH HECIIOKOIO, NETPECisi, raToIuHallil, CIITyTaHiCTh CBiTOMOCTI
— MepeBaxHO y TIXKKOXBOPHUX IAIlEHTIB;

3 60Ky ncuxiku: 30yOKeHHs, pO3APaTOBAHICTh, aXKHUTAllisl, arPecis;
3 60Ky opeaaHis cayxy ma aabipuHmy: A3BiH y ByXaX, BEPTUTO;

3 OOKY ONOPHO-PYX08020 anapamy: epeyioM CTerHa, KiCTOK 3am’sicTs abo xpebiliB, apTpaniris,
Mianrisg, M’'s130Ba CIabKiCTh;

asnepeiuHi peakyii ma amiHu 3 60Ky wKipu: cBep6ixkK, MOYEPBOHIHHS LIKipH, ITyXUPi, BUCHII,
bOoTOUyTIUBICTh, MyNTbTH(HOPMHA €PUTEMA, AJIOTIEIlisl, aHTIOHeBPOTUYHUM HAOPSK, aHadimaKTUYHUN

III0K; KpOHI/IB'HHKa;

3 60Ky WwKipu ma niOwWKipHUX MKAHUH: [EPMaTUT, KPONuB sHKa; cuHapoM CriBeHca - [[3)KOHCOHa,
TOKCUYHUH ellifepMalbHII HEKPOJIi3; B OKPeMUX BUNlafKaX (OTOUyTIUBICTE, MyIbTA(DOPMHA
epuTeMa Ta aJiolelis, MiAroCTPUN MKIPHUYU YePBOHUYU BOBYAK;

3MiHU 1a60PAMOPHUX NOKA3HUKIB: TEUKOTIEeHis, MAHLIKUTOIEHis, arpaHyI0IUTO3, TPOMOOLUTOIEH S;

3 60Ky neviHKu: MigBUINEHHS PiBHS IeYiHKOBUX ()EPMEHTIB; Y XBOPHUX, SIKi IIOMepPeqHb0 MepeHecIn
TSI2KKi 3aXBOPIOBaHHS MMEYiHKM, MOXKJIMBE BUHUKHEHHS CUMIITOMIB eHIle(asonarii, remaTury,
IIeYiHKOBOI HEMOCTATHOCTI;

3 60Ky HUPOK ma cevyosusioHuX wsxie: TyOyIoiHTepCTUlliabHuH HeQPUT (3 MOKITHBUM
IPOTPeCyBaHHIM OO HUPKOBOI HEJOCTATHOCTi), HUPKOBA HEIOCTATHICTE;

3 60Ky eHOOKPUHHOI cucmeMu: TiHeKOMacCTis;

iHwi: rapsiuka, OPOHXOCIa3M, IifABHUINEeHe TOTOBULINIEHHS, HEUITKICTh 30Dy, nepudepruydHi HaOPSIKY;



3 60Ky iMyHHOI cucmemu: peaxiiii migBUIIEHOI Yy TIUBOCTi, aHTIOHEeBPOTUYHHUHN HAOPSK Ta
aHa(inakTHYHa peakllis/IIoK;

302a1bHi NOPYWEHHA: FUCKOMMOPT, HE3yXKaHH.
[Tpu TpuBasoMy 3aCTOCyBaHHI 0omnepudoHy MOXKYTh BUHUKHYTH TakKi M0Oi4HI peakiril:

3 60Ky W/YHKOBO-KUWKOB020 MPAKMY: CYXiCTh ¥ POTi, BimuyTTs crpary, 0inb y XKUBOTI, miapes,
BiIpuXKKa, IOPYLIEHHS CMaKy, Hy[0Ta, [ledis, 3amnop; racTPOiHTeCTHHAbHI PO3/1afy, BKIII0YA0Un
perypriTatiito, 3MiHy aleTuTy, KOPOTKOYaCHI KUIIKOBI Clla3Mu;

3 60Ky ueHmpasavHoi ma nepugepuyHoi Hep8o8oi cucmemu: TOIOBHUM 0ifib, 6€3COHHS, MiABHUILEHE
30ymKeHHs, 3allaMOPOYeHHSs, alaTisi, PaTiBIUBiCTh; CYNOMHU, MJISIBICTb, COHIMBICTh, aKaTH3is,
eKCTpallipaMifiHi po3naau;

3 60Ky eHOOKPUHHOI cucmeMu: TrajlakTopesi, TiIHeKOMAacCTisl, IOPYIIeHHSI MEHCTPYaIbHOTO ITUKITY,
MigBUIIIEHHS PiBHA IIPOJIaKTUHY;

3 60Ky cepu,eso-cyOuUHHOI cucmemu: HabPSK, BiTUyTTs cepLeOuTTs, MOPYIIEHHS YaCTOTU Ta PUTMY
CepIieBUX CKOPOYeHb, moaoBkKeHHs iHTepBany QT (4acToTa HeBigoMa), IINTYHOYKOBI apATMil, panToBa
cepiieBa CMepPTh, IIYHOYKOBI apuTMil 3a TunioM «torsade de pointes». [loMIepumoH OB’ I3YIOTh 3
He3HAYHUM ITiIBUINIEHUM PU3UKOM BUHUKHEHHS CePHO3HUX CepIeBUX MoOiYHUX peakiii. s
3HUKEHHS PU3UKY BUHUKHEHHS CeplieBUX N00iYHUX peakKllili 03U Ta TPHUBAIiCTh 3aCTOCYBaHHS
MOTPiOHO 3MEHIIUTH;

3 60Ky iMyHHOI cucmeMu: anepriuli peakilii, BKI0o49a4u aHadinakcio, aHadinakKTHYHI peakiii/iIok;
ncuxiuHi po3snadu: HEPBO3HICTE, AeNPecisi, TPUBOXKHICTh, 3HUKEHHS ab0 BiiCyTHICTE nibino;

3 60Ky Hepeosoi cucmemu: CyooMHU, MIISIBICTh, COHIUBICTb, aKaTU3isl, eKCTpamipaMigHi po3nanu,
CHHIPOM HECIIOKIMHUX Hir (BKJII0YalOUM 3arOCTPEHHS CUHAPOMY HECIOKIMHUX Hil y IAIli€HTIB 3
xBopo6oto [TapkiHCoHA);

3 60Ky WwKipu ma niOwKipHuUX MKaHuH: cBepbixK, BUCUIIAHHS, aHTIOHEBPOTUYHUYN HAOPSIK,
KPOIIVB' THKA;

3 60Ky penpodyKmueHOi cucmemu ma MO/04YHUX 3d/103: 30INbIIEHHST MOJIOYHUX 3a7103, Yy TIUBICTH
MOJIOYHUX 3aJ103, BUMITIEHHS 3 MOJIOYHUX 3aJ103, aMeHopes, HaOpsIK MOJIOUHUX 3a103, Oifb y minsHIi
MOJIOYHHUX 3aJI03, TOPYIIEHHS JIaKTallil;

3 60Ky ONOPHO-PYX080i cucmemu ma cnoAy4yHoi mKkaHuHu: Oifib y HOTAX;

3 60Ky ceuo8udinbHOI cucmemu: 3aTPUMKa Cedi, IU3ypisi, YacTe CEeYOBUNYCKAHHS;
3d2anbHi p031adu: OKYJOTipHI KpU3H, aCTeHis;

iHWe: KOH'IOHKTUBIT, CTOMAaTHT;

3MiHU 1a60PAMOPHUX NOKA3HUKIB: MiNBUITIEHHS PiBHA alaHiHaMiHoTpaHchepasu (AJIT),
acnaprataMiHoTpaHcdepasu (ACT) i xonmecTepuHy, BifXuneHHs Biff HOPMU ITOKa3HUKIB
(GYHKITIOHAJIBHUX TECTIB [IeYiHKY; MiIBUIIEHHS PiBHS IPOJIAaKTUHY B KPOBI.

Ockinpku rimodi3 3HaX0mUTHCS I03a reMaToeHIedarTivHuM 6ap’epoM, TOMIIEPUI0H MOXKe
CIIPUYUHUTH IIIBUIIEHHS PIBHA IIPOJIaKTHHY. Y MOOOVHOKUX BUIIa[KAX TakKa illeprposiakTiHeMis



MOZKe€ IIPHU3BOOUTH N0 HeﬁpoeHI[OKpHHHHX mo0igyHuX ed)eKTiB, TaKHX fK raJIakToped, TriHeKoOMacTis Ta
dMeHopes.

Y nepion moCcTMapKeTUHTOBOTO 3aCTOCYBaHHS IpenapaTy BigMiHHOCTEHN y podisi 6e3nexku
3aCTOCYBaHHS Y MOPOCTUX Bil3HaueHO He 0y710, 3a BUHATKOM eKCTpallipaMifanbHUX po3yafiB Ta
iHIIKX ABUII, CynoM i 30yIKeHHS, TI0B’I3aHUX i3 IIeHTPaIbHOI0 HEPBOBOIO CUCTEMOIO.

3aranbHa "yacToTa nobiuHux edekTiB goMmnepunony — Menue 7 %. binbiricts mobiyHux ehekTiB
CIIOHTAHHO MUHAIOTh Ha (POHI IPOIOBKEHHS JTiIKyBaHHS a00 JIETKO MePeHoCAThCs. BinmbI cepiio3Hi
no0iyHi eeKTu - rayakTopesi, FiHeKOMacTisl, HeperyIsIpHiCTh MEHCTPYaJIbHOTO IIUKITY - €
[0303aJIeKHUMHU i ITOCTYIIOBO MUHAIOTH ITicJig 3MEeHIeHHS f03u abo BigMminu mpemapaty. CyXicTb y
POTi, ToIoBHUM Oinb/MirpeHs, 6€3COHHS, HEPBO3HICTh, 3allaMOPOYEHHS, CIIpara, anarid,
OPaTiBIUBICTh, CIIa3MU y KUBOTI, Jiapes, perypritalis, 3MiHU aleTUTy, HyAo0Ta, [ledis, 3amnop
crocTepiranucsg MeHU HiX B 1 % marlieHTis.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranHsi. 30epiraté y HeJJOCTYIIHOMY IJ1s1 IiTe# MicIli B OpuriHambHiN yIIaKOoBIi IpU
TemiepaTtypi He Bue 25 °C.

YnakoBka. ITo 10 kancyn y 6mictepi. ITo 3 6micTepu B KapTOHHI#M KOPOOIIi.

Kareropis Bigmycky. 3a perenTtom.

Bupoo6nuxk. [I-p Penmi’c JTabopatopic JIta, ®TO - II

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Hinsaug Ne 42p, 43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, bauynani Manpgan, okpyr Megyan
Marnkauripi - 500090, witat Tenanrana, IHgis

[ToBimomuTH mpo MO6iUHY peakiito abo BifCyTHICTb e(peKTUBHOCTI IIPH 3aCTOCYBaHHI JIiIKapChKOTO
3aco0y MOXKHa 3a TenepoHaMu:

380 44 207 51 97 a6o 380 50 414 39 39, a TaKOXK Ha €JIEKTPOHHY afipecy:
DrugSafetyUa@drreddys.com (1iomo60Bo).
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