THCTPYKIOIA

IJIsI MEJUYHOT0 3aCTOCYBaHHs JIiKapChKOTr0 3aco0y

TEKCUIAHT
(DEXILANT)

Cknao:
Oitoua pevosuHa: dexlansoprazole;

1 kancyna mictuthk 30 Mr gekcnaHconpa3sony (rparynu-LL - 7,5 Mr gekcimanconpa3ony i rparynu-H -
22,5 MT mekcnaHcomnpa3ony) abo 60 Mr mekcimaHcomnpa3ony (rpanynu-LS - 15 Mr mekciaHCcompa3ony
i rpanynu-H - 45 Mr gekcnancomnpasony);

0ONOMIdICHI peYOBUHU:

rpanymu-LL: iiykop cepuyHuii; MarHiio KapOboHaT; caxapo3a; TifpPOKCHUIIPOIIiILeTi0Io3a
HU3bKO3aMillleHa; TiTPOKCUIIPOITiNIEeNi0n03a; rinpoMeno3a 2910; tanek; Tutany aiokcup (E 171);
MEeTAKPHUJIATHOTO COTOJIiMepy mucnepcis; nomietunenriaikons 8000; momicopbaT 80; KpeMHir0 miokcupm
KOJIOImHUY OE3BOIHUN;

rpanynu-LS: nykop chepuynuii; Maruito kapOoHaT; caxapo3a; TifpOKCUIIPOIIiIIEN0n03a
HM3bKO3aMillleHa; FiApOKCUIIPOIIINIE0I03a; rimpoMenosa 2910; tanek; Tutany giokcup (E 171);
MEeTaKPUJIaTHOTO COTOJIiMepy Aucnepcis; nonmietunenrnikons 8000; momicopbaT 80; KpeMHit0 miokcupm
KOJIOIOHUY O0e3BOMHUHY;

rpanymu-H: 1iykop chepuynuii; Martito KapOoHaT; caxapo3a; TifpOKCHUIIPOIIiIIe iono3a
HU3bKO3aMillleHa; FiApOKCUIIPOIIINIIEI03a; rinpoMenosa 2910; tanek; Tutany giokcup (E 171);
MeTaKpuJIaTHUM comosniMep (Tum B); MeTakpunaTHUM conoiMep (TUI A); TPUETUILUTPAT; KPEMHIO
OiOKCHUM KOJIOIOHUM Oe3BOMHUM.

Jlikapcbka ¢popma. Kancynu 3 MoanikoBaHMM BUBITbHEHHSIM TBEP.
OcHosHI (i3uko-xiMiuHi 81acMu8oCcMmi:

kancyau no 30 Me: Kancynu 3 rony60i0 HeIPO30p0oi0 KPUIIEYKO0 3 TEMHO-CipUM I'PaBilOBaHHSIM
«TAP» i cipuM HEIIpO30pUM KOPIIYCOM 3 TEMHO-CipuM rpaBitoBaHHAM «30», 110 MICTATh I'pPaHyJIU Bif
6imoro mo Maiixke 6ilOr0 KOIMHOPY;

Kancyau no 60 M2: Kamncynu 3 royny6oi0 HeIpo30poi0 KPUIIIEYKO 3 TEMHO-CipUM I'PaBilOBaHHSIM
«TAP» i roryOuM HETPO30pUM KOPIIYCOM 3 TEMHO-CipHM T'paBitoBaHHIM «60», 1110 MICTSTh TPaHyIH
Bip Ginoro o mMaiixke 6iI0ro KOIbopy.

dapMmakoTepaneBTHYHA rpymna. [Hriditopu nporonsoi momnu. Kog ATX A02B C06.



dPapmako.102iuHi 8 1acmueocmi.

®apmakoOduHamika. [1eKCIaHCoIpa30yl HaJleKUTh 00 KJIacy aHTUCEKPETOPHUX CIIONYK, SIKi €
3aMineHuMu 6eH3UMina30/1aMy, 110 IPUTHIYYIOTh CEKPeIlii0 KUCIIOTH IINTYHKOBOTO COKY 3a PaxyHOK
crenudivHoro npurHivenHs akTuBHOCTI (H , K )-AT®a3u Ha CeKpeTOpHiil TOBePXHi NapieTaabHUX
KJIiTUH ntyHKa. OCKinbKY 1151 pepMeHTHA CUCTeMa BBAXKA€ETHCS KHUCIIOTHOIO (IPOTOHHOIO) ITOMIIO0
napieTanbHUX KIITHH, [eKCIIaHCOIPa30Jl KIacu(PiKyeThCA K iHTIOITOP TPOTOHHOI IIOMITH, TKUHI
0710Ky€ 3aKTI0YHUYN eTall yTBOPEHHS KHCIIOTH.

@apmakokinemuka. A6copbuis. Tlicnsa mepopanbHOro 3aCTOCYBaHHs Ipenapaty JekcinaaT” y mo3ax
30 mr ab6o 60 Mr 3mOpOBUM HOOPOBOIBIISIM Ta MalliEHTaM i3 CUMIITOMAaTUYHOIO TacTpoe3odareanbHOI0
pediokcHOI0 xBopoOoto cepenHi 3HaueHHs C,,,, Ta AUC meKCcIaHCOIpa30oily 3poCcTaiy Maiixe
IIPOIOPLIMHO [O3i.

V pasi smimysanHa 60 Mr rpadyi npenapaty JeKcimaHT® 3 BOOI i 3aCTOCYBaHHS depes
Ha30racTpaJbHUM 30H[ a00 mepopanbHO 3a JoIoMorolo mmmpuiia 6iogoctynHicTs (C,,,, i AUC)
IEKCIIaHCOIIPa30Jly € TAKOK X, sK i IpHu 3acTocyBaHHi 60 Mr npemapaTy JleKcinadT® y BUTTISAML
iHTaKTHOI KaIlCyIu.

[TpuitoMm ixi He BruBa€ Ha AUC meKCIaHCOIpa30iy.

Po3nodia. 3B’ss3yBaHHS IeKCIAHCOMPa30y 3 OimKaMu Ia3Mu Y 3T0POBUX OOPOBOJIBIIB KOJTUBAIOCH
Big 96 % mo 99 % Ta He 3anexkarno Bif KOHIEHTpallil mpenaparty y giama3oHi Big 0,01 mo 20 Mkr/Mi. Y
TAIiE€HTIB i3 CUMITOMAaTUYHOIO TaCTpoe30dareanbHoOw0 pedII0KCHOI0 XBOPOOOI0 ysIBHUM 00’'eM
posnogpiny (Vz/F) nicnsa npuiioMy 6araToKkpaTHUX 103 cTaHOBUB 40 JI.

Memabonism. [lekcnaHcompas3osl iHTeHCUBHO MeTa00JIi3yEThCA B ITEYiHIIi IIJITXOM OKUCIIEHHS,
BiJHOBJIEHHS 1 IOJanbIIoro ¢GopMyBaHHS CyJib(aTy, KOH'Iorallil 3 IIIl0KypOHiZOM Ta TII0TaTiOHOM A0
HeaKTUBHUX MeTa0o7iTiB. OKucieHi MeTaboIiTH YTBOPIOIOTHCS 3a AOMIOMOT0I0 (GepMEeHTHOI CUCTEMHU
utoxpomy P450 (CYP), Bkirodaroun TiIpOKCUIIIOBaHHS B OCHOBHOMY 3a mornoMorow CYP2C19 ta
OKMCJIEHHS 10 CynbGhoHY 3a mornomorow CYP3A4.

CYP2C19 € nonimopdaUM (HepMEHTOM MEUiHKYU, SKUHM BUABISAE TPU PEeHOTUNN Y MeTaboIi3Mi
cy6ctpatiB CYP2C19: mBupki metabomizaTopu, mpoMixkHi MeTab0s1i3aToOpu Ta MOBiIbHI
MeTabosizaTopu. [[ekcraHconpa30yl € OCHOBHUM KOMIIOHEHTOM, 110 IUPKYIIIOE Y IJIa3Mi KPOBi,
He3aJlekHo Bif cratycy metabomniamy CYP2C19. ¥V mBupgkux ta nomipaux CYP2C19 meTabosizaTopiB
OCHOBHUMHM MeTabomiTaMu y 11a3Mi € 5-TiIpOKCHUIeKCIaHCOIPa30Jl Ta HOoro TMIIOKYPOHOBUM KOH 10TaT,
tofi K y noBinibHUX CYP2C19 MeTabo1i3aTOpiB OCHOBHUM I171a3MOBUM MeTa0O0JIiTOM € CyIbhOoH
[IEKCIIaHCOIIPa30Ily.

BusedenHs. Tlicna mpuiiomy npenaparty JJeKcinaHT® [eKCIaHCONpa3osl y He3MiHeHOMy BUTTIAMI 3
cedero He BUBOJUTLCA. I1icIsg 3aCTOCYBaHHS [eKCIaHCONpPa3oiy, MiueHoro 'C, 6 3M0poBUM
nobpoBonblsiMm 67113bK0 50,7 % (cTranmapTHe BimxunenHs (CB): 9,0 %) BBemeHOI pagioaKTUBHOCTI
BUBOAUIIOCA i3 ceuetro 1 47,6 % (CB: 7,3 %) - 3 kanoM. Bcranosnenuii knipesrc (CL/F) y 3mopoBux
no6poBosbLiB cTaHoBUB Bifm 11,4 mo 11,6 n/rop micns 5-meHHOro0 3acTocyBaHHs y go3i 30 Mr a6o 60 Mr
OJIMH pa3 Ha fo0y.

Ocob.auei epynu nauieHmia

ITediampuyHa nonyaauisa



dapMaKOKiHETHKa [AEKCIaHCOIPa30Jly y IallieHTiB BikoM [0 12 pokiB He BUBYaach.
ITauienmu sixom 8i0 12 0o 17 pokis

dapMaKOKiHEeTHKa AeKCIaHCOIPa30ily JOCigXKyBanach y 36 naiieHTiB BikoM Bif 12 1o 17 pokis i3
CUMIITOMaTUYHOIO HEEPO3UBHOI racTpoe3odareanbHo0 pedIIOKCHOI0 XBOP0OO0I0 B paMKax
0araToleHTPOBOTO OOCHimKeHHs. [TamienTr Oynu paHOOMi30BaHi 71T OTPUMaHHS Mpemapary
IexcinarT® B go3i 30 Mr a6o 60 Mr ofguH pa3 Ha foOy BIpofoBxX 7 nHiB. CepenHi 3HauenHs C,, Ta
AUC pekcnaHCOIpa3o0ily B malieHTiB BikoM Bif 12 1o 17 pokiB craHoBunu 105 % ta 88 % BigmoBigHO
B [IOPiBHSHHI 3 TAKUMU y JOPOC/INX MAI[iEHTIB IIPU 3aCTOCyBaHHI npenapaTy B 1o3i 30 mri 81 % Ta 78
% BIATIOBIAHO IIPU 3aCTOCYBaHHI penaparty B 7031 60 mr.

ITauienmu aimHbo20 8iKy. KiH1leBuii epion HamiBBUBEOEeHHS AEKCIaHCOIPa30jly 3Ha4HO JOBIINYU Y
Malli€HTIiB JIITHHOT'O BiKy ITOPIBHSHO i3 MOJIOAIIMMH IallieHTamu (2,2 Ta 1,5 roguHM BifNIOBIAHO).
Cuctemna ekcnosuuia (AUC) gekcimaHCONIpa30ily y HalieHTiB JTiTHHOTO BiKy Bulla (Ha 34 %), HiX y
MOJIOLIINX ITAIli€HTIB.

Cmamv. [TocnipxkeHH i3 3any4yeHHIM 12 malfieHTiB 90JI0Bivol cTaTi Ta 12 malieHTiB XKiHOYOI CcTaTi,
SIKi OTPHMMYBAaJIM OGHOPA30BY NepopanbHy 03y 60 Mr npenapaty JekcinanT’, mokas3ay, 1o
MaIieHTH XKIiHOYO1 CTaTi MaloTh BUIlly cucteMHy ekcrno3uiiio (AUC) (aa 43 %), HiX mallieHTH
4o110Biyoi cTaTi. Taka BiIMiHHICTh B €KCIIO3UIIil He BIIJIUBA€E Ha Mpodins O0e3meKu npemnapary.

Hupkosa HedocmamHicmy. [leKclIaHCOnpa30l iHTEHCUBHO MeTa0O0JIi3yeThCs B IEYiHIl 10
HeaKTUBHUX MeTa0oJIiTiB, TOMY BUXiflHa [lil0Ya peYoBMHA He BUSABISETHCS B CEUi IiCIIA IIePOPaIbHOTO
IpuioMy fAeKcnaHcompa3ony. ToMy He 049iKyeThcs, 0 (hapMaKOKiHEeTHKA [eKCIaHCOIPa30ily
BifMiHHA y Malli€HTIiB i3 HUPKOBOK HENOCTATHICTIO. [IOCNiIXKeHHS i3 3a/Ty4eHHAM alli€HTiB i3
HUPKOBOIO HEJOCTATHICTIO He TPoBOAMIKChE. KpiMm Toro, papmMakokiHeTHKa aHCOIIPa30iay He Gyria
KJIIHIYHO BigMIHHOIO y IAI[l€HTIB i3 HUPKOBOK HEJOCTATHICTIO JIETKOI'0, IIOMIPHOTO Ta TAXKKOI0
CTYTIEHiB ITOPiBHSAHO 3i 3HOPOBUMU NOOPOBOIBIISIMU.

ITeyiHkosa HedocmamHicmy. [IOCTiXKeHHS i3 3a/Ty4eHHAM 12 maIli€eHTiB i3 Ie4iHKOBOIO
He[OCTaTHICTIO IOMIPHOTO CTyIeHd (knac B 3a mkanowo Yaunga — I1'10), ki 0oTpuMyBaiu 0GHOPa30BY
TepopabHy fo3y 60 Mr npenapaty JlekcinadT®, OKa3ao, 0 CACTEMHA eKCIIO3MI[isd 3B’ I3aHOIO0 Ta
He3B'I3aHOT0 AeKCIaHCoIpa3oiy Oyna mpubau3HO y 2 pa3u BUIIOK0 MOPIBHSHO 3 TAKOI0 ¥ 3TOPOBUX
noOpoBonbliB. 1Is BigMiHHICTE €KCITO3UIIil He OB’ 3aHa i3 BiIMiHHICTIO 3B’'sI3yBaHHS 3 OinKamu
na3Mu KpoBi. [TOCTigKeHH i3 3any4YeHHAM Ialli€HTiB i3 TIXKKO0I0 IeYiHKOBOI HeIOCTaTHICTIO (K1ac
C 3a mkanoto Yainga — I1'10) He mpoBoguauch (AuB. po3min «Crocid 3acToCyBaHHS Ta JO3U»).

Kniniuni xapakKTepuCTHKH.
Iloxka3aHHA.

- JIikyBaHHS BCiX CTafiil €pO3UBHOrO0 €30(ariTy y Inali€eHTiB BikoM 12 pOKiB Ta cTapiie BIPOLOBXK
nepiony m0 8 TUXKHIB.

- [TlinTpuMytode NiKyBaHHS €pO3UBHOTO €30(¢ariTy Ta IoJIeTIIeHHS Meyil y malieHTiB BikoM 12 pokiB
Ta CTapllle BIIPOOOBXK IIepioAy m0 6 MiCAIIiB O JOPOCIUX MHallieHTiB Ta 16 TUXKHIB A MalliEHTIB
BikoM Bif 12 o 17 pokis.

- JlikyBaHHS Teyii, acouifioBaHOl 3 CHUMITOMaTUYHOIO HEEPO3UBHOI racTpoe3odareanbHOI0
pedoKCcHOI0 XBOp0o0O0I0, ¥ MaIlieHTiB BikoM 12 POKiB Ta cTapiie MpPOTIroMm 4 THXKHIB.



IIpomunoka3aHnus.

[TinBuIneHa YyTIUBICTD 10 aKTHBHOI PEYOBUHU Ta OyIb-IKOT0 KOMIIOHEHTA Ipemnapaty. Peakirii
rinepuyTIMBOCTI MOXKYTh BKJIIOYATH aHadinakcii, aHadiaKTUYHUY 110K, aHTIOHEBPOTUYHUYN HaOPSIK,
OpoHxocmasM, rocTpuil TyOyIoiHTepCTHIIaIbHUM HEQPUT Ta KPOIUB SHKY (IUB. PO3MiNnu
«0OcobnuBoCTi 3acTocyBaHHS» Ta «I100iuHi peakirii»). IuribiTopu npoTonHoi momnu (II1IT),
BKJTIOYAIOuH Ipenapar JekcianT®, IpoTUIOKa3aHo 3aCTOCOBYBATH CYyMiCHO 3 IIpernapaTaM, 0
MiCTSITh PUNNIBIpUH (OUB. po3din «B3aeMopmis 3 iHIMMY NTiKapChbKUMU 3ac00aMu Ta iHIII BUAK
B3aEMOJIIN»).

B3aemodisa 3 iHwumu snikapceKumu 3acob6amu ma iHwi eudu e3aemoditi.

Huxxde 3a3Ha4eHO KITIHIYHO 3HAUYIIi B3a€EMOil JTiKapChbKUX 3ac00iB Ta 3MiHU pe3ybTaTiB
MiarHOCTHYHUX JOCII?KeHb IPX OHOYACHOMY 3aCTOCYBaHHi 3 penapatoM JIeKcinanT®, a Takox
3aXO0[H IIONO X monepenxkeHHs abo YCyHEeHHS.

Ins oTpuMaHHs Oinbl feTanbHOI iHGOpMallii mpo B3aeMomito 3 inribiTopamMu MPOTOHHOI TOMIIY OUB.
iHCTPYKIIil 71T MEIUYHOT0 3aCTOCYBAHHS BilITOBIMHUX JTiKapChKUX 3aC00iB.

IIpenapamu ma OiaeHocmuy4Hi mecmu, Ha AKi npenapam [ekciaaum® Mae KAHIYHO 3HAYYW, ULl 8NAUB

AHmupemposipycHi npenapamu. KaiHiuHut gnaue. Bius IT1I1 Ha aHTUPETPOBIPYCHI NpenapaTu
BapiabGenpHUM. KminiyHa 3HAUyLUIiCTh Ta MeXaHi3MH I[UX B3a€MO[Ii BioMi He y BCiX BUIIagKax.

- 3HMXKEeHa eKCIO3UIlisd NeIKUX aHTUPETPOBIPYCHUX MpellapaTiB (Hallpukiad PUIIiBipUHY,
aTa3aHaBipy Ta HendiHaBipy) IpU CyMiCHOMY 3aCTOCYyBaHHi 3 HEKCIIaHCOMPa30JI0M MOXKe
1oc1abIoBaTH MPOTUBIPYCHY [Iif0 Ta MPU3BOOUTH OO PO3BUTKY PE3UCTEHTHOCTI [0 IIpermapary.

- [ligBUllleHa eKCIIO3ULlid IHIUX aHTUPETPOBIPYCHUX NIpelapariB (HallpUKiIaf CakBiHaBipy) Ipu
CyMiCHOMY 3aCTOCYBaHHi 3 IeKCJIaHCOIIPa300M MOKe 30iIbIIyBaTH TOKCUYHICTh aHTUPETPOBIPYCHUX
IIpenaparis.

- € iHIII aHTUPETPOBIPYCHI MpenapaTy, B3aEMOZI] AKUX 3 AEKCIaHCOIIPa30JIoM He € KIiHIYHO
3HAUYIIUMHU.

3axodu. [TpemapaTy, MO MiCTSTh PUJIIIBIPHH: CyMiCHe 3aCTOCYBaHHS 3 IpemnapaToM JeKcimanT®
IIPOTUIIOKAa3aHe (OuB. Po3min «IIpoTUIIOKa3aHHS»).

AtazanaBip. [J¥B. iHCTPYKLiO A1 MEAUYHOI'0 3aCTOCYBaHHS aTa3aHaBipy LI0N0 NO3YBaHHS.

Hendinasip. IToTpiGHO YHHKATK OGHOYACHOIO 3aCTOCYBaHHs 3 mpemnapatoM Jlekcinadt’. [IuB.
IHCTPYKIIiIO 71 MeIUYHOI0 3aCTOCYBaHHS HendiHaBipy.

Caxksinasip. [J¥B. iHCTPYKIIit0 OJIsT MEOUYHOI'0 3aCTOCYBaHHS CaKBiHABIPY; IOKa3aHUU MOHITOPUHT
100 MOTEHLIMHNX TOKCUYHUX e(deKTiB CaKBiHABIPY.

[Hm1i aHTUPETPOBIpyCHI IIpenapaTy. [UB. IHCTPYKLIiO A1 MEOUYHOIO 3aCTOCYBaHHS.

BapgapuH. KaiHiyHut enaug. CriocTepira€ThCs MiABUIIEHHST 3HAUYEHHS MiKHAPOIHOTO



HOPMaJi30BaHOTO iHEKCY Ta MPOTPOMOIiHOBOT'0 YacCy B MAIiEHTIB, IKi OGHOYACHO OTPUMYIOTh
iHri6iTOpU MPOTOHHOI MoMNU Ta BapdapuH. [TifBuileHHsS 3HaYEHHS MiXKHAPOJHOTO0 HOPMaJli30BaHOTO
iHmekcy Ta mpoTpoMOGiHOBOTO Yacy MOKe ITPHU3BECTH [0 MATOJIOTiYHOI KPOBOTEYi Ta HABiTh CMEPTi.

3axo0u. HeoOxifHUY MOHITOPUHT MiXKHapOIHOTO HOPMasli30BaHOI0 iHAEKCY Ta IPOTPOMOiHOBOTO
yacy. [ migTpuMaHHS I[iTbOBOTO PiBHS MiXKHAapOOHOTO HOPMaJIi30BaHOTO iHIeKCYy Moxe 0yTH
noTpiOHe KOpPUTyBaHHS 003U Baphapuny. [JUB. iIHCTPYKIIiIO /I8 MEOUYHOTO 3aCTOCYBaHHS

Bapdapuxy.

Memompekcam. KaiHiuHutl eniue. OgHOYacHe 3aCTOCYBaHHS iHTi0iTOpiB MPOTOHHOI TOMIIH Ta
MeTOTpEeKCaTy (IlepeBakxHO y BUCOKUX [03aX) MOXE IIPU3BECTH [0 NifABUIIEHHS Ta [I0OBXEHHS
yTpUMaHHS KOHIIEHTpallil MeTOTpeKcaTy Ta/abo #oro MeTaboJliTy TigTpOKCHMETOTPEeKCaTy B
CHPOBATIi KPOBi, III0 MOXKe CIPUUYNHUTH MOSIBY TOKCUYHUX e(peKTiB MeToTpeKcary. dopmanbHi
IOCIIiIXXKeHHS B3a€MOJii IPU 3aCTOCYBaHHI BUCOKUX 03 METOTPEKCcaTy Ta iHribiTopiB MpOTOHHOI
TIOMIIM He TTPOBOIUIIUCH (IUB. po3min «OcoOIUBOCTI 3aCTOCYBAHHSI»).

3axoodu. [1ns mesiKUX Mali€HTiB, Ki OTPUMYIOTh BUCOKI 03U METOTPEKCATY, CIIifl PO3TISIHYTH
MOXKJIMBICTh TUMYaCOBOTO IIPUIMHEHHS 3aCTOCYBaHHS Ipenaparty JJeKcinanT’.

[TueokcuH. KaiHiyHut enaug. MOXJIVBe HiIBUIIEHHS €KCIO3UIlil JUTOKCUHY.

3axoou. HeoOxigHU! MOHITOPHUHT KOHIIEHTPALi OUTOKCUHY. [ MATPUMaHHS TePaleBTUYHUX
KOHIIEHTpaLlill IUTOKCUHY MOXe OyTH MoTpiObHe KOPUTYBAHHS HOT0 J03yBaHHSA. [IUB. iHCTPYKILIO OIS
MeIUYHOTO 3aCTOCYBaHHS IUTOKCHHY.

Jlikapcuki 3acobu, abcopbuisa Axux 3asexcums 8i0 pieHA pH 8 wayHKY (Hanpukaad cosi 3d4isa,
epaomuHib, dacamuHib, HisomuHib, Mopemuay mikopeHoaam, KemokoHa30.1/impakoHasoa)

KniniyHull enaue. JJeKcIaHCOIPa30Jl MOXKe 3HUKYBaTh abcopOiito iHIMX TikapchKux 3acobiB uepes
10T0 epeKT 3MEeHIIIeHHS KUCIIOTHOCTI LITyHKa.

3axodu. Mopemuny mikopeHosam. [Ipu 0fHOYACHOMY 3aCTOCYBaHHi iHTi0iTOPIB TPOTOHHOI TOMIIY Y
3[0POBUX MOOPOBOIIBLIIB Ta V¥ MALiEHTIB MiC/Is TpaHCIIAHTAIlil, SIKi OTPUMYIOTh MOQETUITY
Miko(deHoaT, IOBiJOMIISIIOCS PO 3HUKEHHS eKCIT03UIlil aKTUBHOT0 MeTabomiTy (MikoheHoI0BOi
KHCJIOTH), 1110, MOKJIMBO, IIOB’I3aH0 3i 3HUKEHHSM PO3YMHHOCTI MOPETUTy MiKOhEHOIaTy IpH
nigsuimeHoMy piBHi pH minyHka. KniHiuHy 3HAUyIIiCTh 3HUKEHOI €KCIIO3UIIil MiK0(hEeHOI0BOI KUCTIOTH
IJIsT PU3UKY BifTOPTHEHHS TPAHCIIJIaHTaTa B MAllieHTiB, IKUM Oys10 MPOBEOEHO TPAHCIIAHTAIlil0 Ta
SIKi OTPUMYIOTh DIekcinaut® Ta ModeTuny MikoheHoaT, BCTaHOBIEHO He Oyno. [TamienTaM, SKum
Oy710 MpoBEeNeHO TPaHCIIJIaHTAllil0 Ta SIKi OTPUMYIOTh MOdeTuy MikoheHoaT, moTpibHo 3
00epexHiCTIO 3aCTOCOBYBaTH JleKCinanT®.

IuB. iHCTPYKIII A1 MEOUYHOTO 3aCTOCYBaHHS iHIIMX IIpelapaTiB, abcopOIlis SKUX 3aleKUTh Bifl
piBHg pH wmnyHKa.

Takpoaimyc. KaiHiuHutll eniue. MoxXuBe MigBUIIEHHS €KCIIO3UIlil TaKPOJIiMyCy, 0COOIHUBO y
TAIiEHTIB IMiCas TpaHCIIAHTalil 3 MoMipHOI0 a00 HM3bK0W0 aKTHUBHICTIO CYP2C19.

3axodu. HeoOxigHUY MOHITOPHHT MiHiManbHOI KOHIIEHTPAIlil TAKPOJIiMyCY B LinbHiN KpoBi. [I11s

IiATPUMaHHS TepaleBTUYHUX KOHIIEHTpPAallil TaKpOoIiMyCy Moxke OyTu IOTpiOHe KOPUTYBAHHS MOT0
no3yBaHHA. [[UB. IHCTPYKIiIO /11 MEOQUYHOTO 3aCTOCYBaHHS TaKPOJIIMYyCy.

Bnaus Ha pe3ysibmamu 0ocai0xceHb MapKepig HelipoeHOOKPUHHUX NyxAuH. KaiHiYHUU enaus.



3HUKEHHS IITYHKOBOI KMCJIOTHOCTI, 3yMOBJIEHE 3aCTOCYBaHHSIM iHTiOiTOPIB IPOTOHHOI IIOMIIH,
IIPU3BOOUTH [0 BTOPUHHOIO MifABUIIIeHHS PiBHIB xpoMorpaHiny A (CgA). ITinBuinerHs piBas CgA
MOXKe IIPU3BECTU [0 OTPUMAaHHS [ICEBION03UTUBHUX Pe3YJIbTaTiB IIPU AiarHOCTULI
HEeUPOEHTOKPUHHUX NYXJIMH (OUB. Po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

3axodu. HeoOxigHe THMYacoBe MPUIKHEHHS Teparii npenaparoM JekcinanT” npuHaiMHi 3a 14 qHiB
[0 BU3Ha4YeHHd piBHIB CgA Ta pOo3TJIsif MOXKJIMBOCTI IPOBENEHHS IIOBTOPHOTO TECTY, SIKIIO IIpU
nepiIomMy pociigxkeHHi piBHI CgA € BUCOKUMHU. [1J1 BUKOHAHHS IIOCJIIIOBHUX JOCIIiIXKEeHb
(HampuKaf, Oy MOHITOPUHTY) IIOBUHHA 3aJly4aTUCh OfHa i Ta XK mabopaTopisi, OCKinbKu
pedepeHCHUY fiana3oH 3HaYeHb OOCITIIXKEHb MiXK JTab0opaTOPisSIMU MOXKe Bigpi3HSITHUCE.

Bnaue Ha pe3yibmamu cmumyasuitiHoi npobu 3 cekpemuHoM. KaiHiuHutl enaug. Bigmosins y
BUTJISIII TillepCeKpellil racTpuHy NpY CTUMYJIALIMHIN TPo0i 3 CEKPETUHOM MOXKe NIPU3BECTH [0
IIOMUJIKOBOTO AiarHO3y raCTPUHOMHU.

3axodu. HeoOxifHe THMYacoBe MPUNKAHEHHS JIiKyBaHHs IpemnapaToM JlekcinaaT® mpuHaiMHi 3a 30
[IHIB IO TPOBEMIeHHS MPOoOU /ISl TOTO, 1100 CEeKpellisi TaCTPUHY MOTJIa IIOBEPHYTHUCH [0 TOYAaTKOBOTO
piBHA.

IIcesdono3umueHull pe3yibmam 00CAi0HCeHHA ceyi Ha mempdaziopokaHabiHoa. KaiHiyHull enaus.
[ToBimomIsioCs, 110 V MALi€HTIB, sIKi 3aCTOCOBYIOTD iHTiOiTOPY ITPOTOHHOI TOMITH, OyIM OTpUMaHi

TICEBMIONIO3UTHUBHI Pe3y/IbTaTy CKPUHIHTOBUX [OCIMIXKEHb Cedi Ha HasIBHICTh TeTparigpokaHaOiHOTy.

3axoodu. [Ins miaTBepAXKEeHHS TO3UTUBHUX PEe3yIbTaTiB MOTPIOHO PO3TITHYTH MOXKIIUBICTh
3aCTOCYBaHHS aJlbTepPHATUBHUX IIATBEPIXKYIOYNUX METOMIB OOCIIIIXXKEHHS.

IIpenapamu ma pe408uHu, AKi KAIHIYHO 3HAYUMO 8NAUBAIOMb HA npenapam [dekciaanm® npu
CYMICHOMY 3aCMOCYBAHHI

IHoykmopu CYP2C19 abo CYP3A4. KaiHiuHull 8niue. MoxuBe 3HUXKEHHS €KCIIO3UIIil
IeKCIaHCOIPa30Jy IPU 3aCTOCYBaHHI 3 MOTYKHUMHU iHIYKTOPaMHU.

3axodu. [Tpenapamu 38ipoboto 38uyatiHoz0, pugamnin. IToTPiOHO YHUKATH CYMiCHOTO 3aCTOCYBaHHS
3 mpenapaToM JlekcinasT”.

Jlikapcuki 3acobu, w0 micmambs pumoHasip. [IuB. iHCTPYKITiiO A1 MEOUYHOTO 3aCTOCYBaHHS
JiKapChKUX 3ac00iB, Mil0Y0I0 PEYOBUHOIO SIKMX € PUTOHABIP.

IH2ibimopu CYP2C19 abo CYP3A4. KaiHiyHuli enaug. I[Tpu 3aCTOCYBaHHi 3 MOTYKHUMU iHTiOiTOpaMu
nepen0avyaEeTbCs MiABUIIEHHS eKCIIO3UIIil JeKCIaHCOPa3oIy.

3axodu. BopukoHa3o. [IuB. iIHCTPYKIIiIO 71T MEOTUYHOTO 3aCTOCYBAHHS JIiIKapChbKUX 3aco0iB, [Ii040I0
PEUYOBHHOIO SIKUX € BOPUKOHA3O]I.

Oco6.1ueocmi 3acmocyeaHHsi.
HaseHi 3104KICHI HOBOYMBOPEHHA WAYHKA

V 00opoC/yX MallieHTiB CAMITOMaTHYHA BiMOBib Ha TepaIlilo npenapaToM [JeKCiTaHT® He BUKIIOYAE
HAsIBHICTH 3JI0KiCHMX HOBOYTBOPEHD LINYHKA. Y MOPOCIUX MAIliEHTIB i3 CyOOITUMAIBHOIO BifTIOBIoII0
abo 3 paHHBOIO ITOBTOPHOIO ITOSIBOI0 CHMITTOMIB ITiCJIg 3aBepIlIeHHS JIiKyBaHHS iHTi6iTOpOM IIPOTOHHOI



nommu (ITTIT) moTpiGHO PO3TASHYTH HOIINMBHICTh TPOBEOEHHS NOOATKOBOI'O0 CIIOCTEPEXKEHHS Ta
MiaTHOCTUYHUX [OCHTigXKeHb. Y MallieHTiB CTapuIoro BiKy NOTPiOHO PO3TJISHYTH MOXKJIUBICTD
IIPOBEJIEHHS €HAOCKOIIiYHOr0 06CTeXKEeHHS.

TI'ocmputi mybyoinmepcmuuianvHull Hegppum. Ilpu 3actocyBanHi ITIII criocTepiraBcs PO3BUTOK
rocTporo Ty6ynoinTepcTuiiianbHOro Hedputy. I'ocTpuit TyOyNOiHTepCTHIIaTbHUN HEPPUT MOKE
PO3BUHYTHUCS B OyOb-IKUI MOMEHT IIpu 3acTocyBaHHi II1I1. [TalieHTy MOXKYTh MaTH Pi3Hi 03HAKHU Ta
CHMIITOMHY BiJf CHMIITOMaTUYHUX PEaKI[ill TinepuyTIUBOCTI [0 HecleuiuyHNX CUMIITOMIB 3HUKEHHS
GyHKILII HUPOK (Hampukiaf, He3myKaHHS, Hy[0Ta, aHOPeKCis). 3a JaHUMU cepil BUMAJKIB, PO AKi
TIOBiIOMJISANIOCS, TOCTPUY TyOyIOiHTEPCTUIianbHIM HEDPUT V [EeSTKUX THaIlieHTiB OYB OiarHOCTOBaHUMN
3a pe3ybTaTamMu 0iomcii Ta 3a BiICYyTHOCTI T03aHUPKOBUX NIPOSIBIB (HAlIPUKIIA, TUXOMaHKa, BUCHUII
abo apTpanrist). [ocTpuit TyOynoiHTEepCTUILIiaTbHUY He(QPUT MOXKe IIPOTPecyBaTH OO0 HUPKOBOI
HepocTaTHOCTI. Crif IpUNIMHUTYA 3aCTOCYBaHHSA IIpernapary IlekcimaHT® Ta 06CTEKUTH HAIi€HTIB, y
SKMX Ii03PI0ETHCS TOCTPUiL TyOyIOiHTepCTUIliaIbHUN HehPUT (IUB. po3ain «IIpOTUIIOKa3aHHS»).

Clostridium difficile-acouitiosaHa Oiapes. [Jekinbka o6cepBalliiHUX JOCHIIXKEHb IPUMTYCKAIOTh, 110
ITIT1, Taxi sik dekcinant®, MOXKYTh mifiBullyBaTé pu3uk Clostridium difficile-acouifioBaHoi miapei,
0co0NIMBO y rocmiTani3oBaHUX NMallieHTiB. Llel miarHo3 ciif po3rnsagatu gis giapel, mepe0ir SKoi He
MOKpaIyeThecs (AuB. po3min «ITobGiuHi peakmii»).

[MamienTy, sSKi BxopATh y rpyny pusuky Clostridium difficile-acorifioBaHol fiapel, TOBUHHI
oTpuMyBaTH jiikyBaHHA II1I] y MiHiManbHIA peKOMEHIOBaHIN 031 Ta IPOTArOM HaUKOPOTIIOr0 4acy
BIAIIOBIAHO [0 3aXBOPIOBaHHS, 1110 MiIAra€ JiKyBaHHIO.

ITepesomu Kicmok. [Jekinbka o6cepBalliiHUX JOCHIAXKEHDb IPUITYCKaIOTh, 10 ITITT MOXyTh
TiIBUIIYBATU PU3UK OCTEOIIOPO3HUX ITEPEJIOMIB CTETHOBOI KiCTKH, 3am’gcTka abo xpebuiB. Pu3uk
BUHVKHEHHS IIePeJIOMiB 3p0OCTaB y Nalli€HTIB, IKi IpUKUMalu IIpenapaTy y BUCOKUX H03aX,
HaraTopa30Bo MPOTATOM 00U, ab0 ¥ pasi JOBroTPUBAJIOro JIiKyBaHHS (IPOTSATOM POKY Ta [IOBIIE).
[TarienTH, K1 BXOAATD Y I'PYILy PU3UKY [IEPEJIOMIB OCTEOIIOPOTAUYHOI0 XapakTepy, I0OBUHHI
OTPUMYBaTH BiATIOBiAHE JIiKyBaHHA Ta 3acTocoByBaTH II1I1 y MiHiManbHi peKOMeH0BaHil 1031 Ta
IPOTATOM HAUKOPOTIIOro Yacy. [TamieHTu 3 pu3auKOM OCTEOIIOPO3HUX [IePeIoMiB IOBUHHI JIIKYBaTUCS
3riflHO 3 YMHHUMHU peKOMeHfalisiMu (ouB. po3minu «Crocib 3acTocyBaHHs Ta Ho3u», «I[106iuHi
peaxiii»).

Tsocki wkipHi nobiuHi peakuyii. TToBimoMmsiiocs mpo TSAXKKi mIKipHi mo6iuHi peakirii, acomiiioBaHi i3
3acrocyBaHHAM IIII1, Bkmtogaroum cuapapoM CriBeHCca — [[2KOHCOHA, TOKCHUYHUY elifiepMalbHUAN
HEKPOJIi3, MeIUKaMeHTO3HY pPeaklliio 3 eo3uHo(iniero Ta cucteMHEumu cumnromamu (DRESS-
CHHIPOM), a TaKOXK T'OCTPHUM reHepali30BaHU €eK3aHTEeMaTO3HUH yCTyIh03 (IuUB. po3ain «I1obiuni
peaxiiii»). CIIif IPUIMHATHE 3aCTOCYBaHHS JIIKAPCHKOro 3acoly JeKcianT® mpu mepIuux o3Hakax a6o
CUMIITOMaX TSXKKUX IMKIpHUX MOOIYHUX peaklii abo mpH iHIINX 03HAKaxX rinepyyTIuBOCTI Ta
PO3TISTHYTH MOXKJIUBICTh ITOAAIBIIOL 1X OLIIHKH.

HIkipHutl ma cucmemHul yep8oHUl 808YaK. Y TAI€HTIB, gKi oTpuMyBanu II1I1, moBigoMsaI0Cs Ipo
PO3BUTOK ab0 3aroCTPEeHHS ITKipHOT0 YepBOoHOro BoBYaka (IITYB) Ta cuCTEMHOr0 Y4ePBOHOI'0 BOBYAKA
(CYB). Y 6inpbuocTi Bunankis Bin3uayascs I[1TYB.

Haii6inbi yacTtoo Gopmoro IITYB, nmpo Ky HOBiHOMIISAIOCH ¥ MAIiEHTIB, SIKi OTPUMYBaIH JTiKyBaHHS
ITII1, 6yna migroctpa dopma II4YB; 3axBopioBaHHS PO3BUBAJIOCh BIIPOAOBXK IEPIONY Bifl KiIbKOX
TUKHIB [I0 Ki/TbKOX POKiB Ha (oHi 6e3mepepBHOI Teparil y malieHTiB pi3HOTr0 BiKy (Big HEMOBIIAT 10
0cib mMiTHROTO BiKY). fK MPaBUIIO, CIIOCTEPIraNIUCh TiCTONOTIYHI 3MiHK 0€3 3aTy4eHHs B IATOJIOTiYHUM
IIpoleC OpraHa.



Y nanienTis, mwo orpuMyTs II1I1, 1po BullagKu CUCTEMHOI0 Y4ePBOHOI0 BoB4aka (CUB)
IIOBIAOMJISIJIOCH MEHII YacTo, Hixk npo Bunafgku [IIYB. CYB, acouiiioBarui 3 nputomoM II1I1, gk
IIPABUIIO, XapPaKTepPU3yeThCs Oibi merkuM mepebirom y mopisusiHHI 3 CUB, skuil He iHOYKOBaHUM
IPUHOMOM JIiKapChKuX 3aco0iB. [ToyaTok po3suTky CUB, sIK mpaBuiio, Bif3HaYa€eThCs Bifl KiTbKOX
OHIB 10 KIJIbKOX POKIB IIiCJIA IOYATKY JIIKyBaHHS IIperapaToM, FOJIOBHUM YMHOM Y IAl[i€HTIB Bif
MOJIOZIOT'O [0 JIiTHBOTO BiKy. Y OiNbIIOCTI IallieHTiB 3aXBOPIOBAHHS XapaKTePU3YETHCS IOSIBOIO
BUCHUITY, IPOTe TaKOXK Oy/M MOBifOMJIEHHS IIPO apTPaIriio Ta OUTOIEHiIO.

[ToTpibHO yHUKaTH 3acTocyBaHHs II1I] moBile, HiXK BUMaraeThCs 3a MeIUUYHUME TI0Ka3aHHAIMU. AKIIO0
y MAIieHTiB, SKi OTPUMYIOTh Ipenapart Jekcinant®, 3'aBasaiThesa cuMnTomu IITYB a6o CUB, moTpi6HO
IPUIIMHUTU IIPUANOM IIpelapaTy Ta HallpaBUTH IallieHTa A0 BiAIOBIZHOTO ClieliasicTa A
IpoBemeHHs 00cTexkeHHs. Y OinbinocTi mamieHTiB micns Bimminu ITTIT Big3HayaeThCS MOKPAIIeHHS
CTaHy BIPOJOBXK Iepiony Bif 4 mo 12 TuXHIiB. Pe3ynbTaTé CEPONOTiYHUX TECTIiB (HapuKiafg, Ha
aHTUHYKJIeapHi aHTHUTiNIa) MOXKYTh OyTH MO3UTHBHUMHU i TOKA3HUKU MOXKYTh 3aJTUIIATHUCh
MIIBUIEHNMHU BIIPOLOBXK AOBIIOTO YaCy IIOPIBHAHO 3 TPUBAJIICTIO KJIIHIYHUX IIPOSBIB.

Hegiuum yiaHoxobasaminy (8imaminy B,,). lllogennuit mpuiioM Oyab-IKUX JTiIKapChKUX 3aco0iB, sKi
IIPUTHIYYIOTh CEKpelil0 KUCIIOTHU LIUIYHKOBOT'O COKY, IIPOTATOM TPUBAJIOro Iepiony (HalpUKiian IOoHan
3 poKM) MOXKe TPU3BOOUTH 0O ManbaOcopOil mianHokobanaminy (Bitraminy B,,), rimo- Ta axnopriapii.
Pigxo noBigomsiniocs Ipo PO3BUTOK AediluTy UiaHOoK0OaIaMiHy Mif 4ac JiKyBaHHS J1iKapChbKUMUI
3aco6aMu, SKi IPUTHIUYIOTh CEKPELil0 KUCIIOTU IUTYHKOBOT'O COKY. CJIii BpaxoByBaTH 1it0 iHbopMallito
y pasi, Konu y HallieHTiB, gKi 3aCTOCOBYIOTh JIeKCilaHT®, CIIOCTepiraloThCs KIiHiUYHI CHMITOMH,
TIOB’s13aHi 3 medinuToM iaHokob6anaMiny.

I'inomaeHiemisi ma miHepaavHull 06miH. Pigko mpu 3actocyBanHi ITIIT mpoTsrom IoHaiMeHIIe TPhOX
MICSILIiB y IAIiEHTIB CIIOCTepiranack rinoMarHiemis (CUMITOMaTAYHa Ta aCUMIITOMAaTAYHA), YacTilne
— micyg poKy JikyBaHHS. [1o cepiio3Hux HeOaxkaHWX peaklliii HajexkaTh TeTaHis, apuTMil Ta CyOMH.
linomaruieMis Moxke MPXU3BECTH OO PO3BUTKY TiloKasblieMii Ta/abo rimokamiemil Ta MoXke ITOCUTIUTH
rinokanblieMilo y Talie€HTiB i3 TPyN pU3UKY. 3a3BUYail O JTiKyBaHHS TilloMarHieMil IPOBOASATh
3aMiCHY Tepallilo Ta IPUNUHATh 3aCTOoCyBaHHd npenapatis IIII1. 115 nauieHTis, sgKi, iIMOBIpHO,
OynyTh TpUBaJo npuiiMaTu abo mpuriMaloTh IT1IT i3 TakUMU TiKapChKUMU 3acobaMu, K QUTOKCHH,
abo mpenapaTaMy, 10 MOXKYTh ITPU3BECTHU [0 TilOMarHieMii (Hampukiaf, OiypeTuku), Moxe 0yTH
HeoOXiIHUM KOHTPOJIb PiBHS MarHilo y KpOBi 10 TOYaTKy Ta IepioguyHo mIif dac nikysaHHS I[I1T1
(ouB. po3min «I1o6iuHi peakii»). Ciig PO3TASHYTHA MOXKJIMBICTh MOHITOPUHTY PiBHS MarHilo i Kalblliio
[0 I0YaTKy 3aCTOCYBaHHS JIIKapChKOro 3aco0y JekcinanT® Ta IepioguyHo mif Yac JiKyBaHHS ¥
NallieHTIB 3 yKe iCHYI0UYUM PU3UKOM PO3BUTKY TiNOKaJbI[iEMil (HaIpUKIIaA, rinonapatupeos). 3a
noTpebu JoaTH TiKyBaHHS IperapaTaMy MarHiio Ta/abo Kamblliioo. KO rimoKanbllieMis He
MigOaeThCA JIIKYBAHHIO, CJIif] PO3TJIAHYTUA MOXKJIUBICT IPUNIMHEHHS 3acTocyBaHHd IITI1.

LocaidxceHHA HelipoeHOOKpUHHUX nyxauH. PiBenb xpoMorpaHiny A (CgA) y cupoBartiii 3pocTa€e Ha
(GoHi iHOYKOBaHOTO IIpenapaToM 3HUKEHHS KHUCIIOTHOCTI LinyHKa. [ligBuienHs piBHsI CgA Moxe
IIPU3BECTH [0 OTPUMAaHHS [ICEBAONO3UTUBHUX Pe3y/IbTaTiB IPU AlaTHOCTUL HEUPOEHAOKPUHHNX
nyxiauH. Jlikap MOBUHEH TUMUYaCOBO IIPUIIMHUTHU Tepalilo AeKCIaHCoIpa3ojioM, IprHavMHi 3a 14 gHiB
[0 IpoBefeHHs OLiHKY piBHA CgA. [locniaxKeHHs CIIif IOBTOPUTH y pa3i, aKIo piBeHb CgA mpu
IIOYATKOBIM OILiHIII BUCOKHUM. [IJ151 BUKOHAHHS IOCTiMOBHUX OOCTIMXKeHb (HalpUKIIamd, Os
MOHITOPHHTY) ITOBMHHA 3a/Iy4aTUCh OfHA i Ta XK jabopaTopis, OCKinbKM fianma30H 3HauYeHb
OOCIIIXKEeHb MOXKe Bipi3HATUCH (OUB. po3min «B3aeMopmist 3 iHIMMMY JTiKapChKUMHU 3acob0aMu Ta iHIIi
BUMHM B3aEMOIN»).

B3aemoodia 3 memompekcamom. [ToBigomsnocs, 1o cynyTHe 3actocyBaHH4 II1I1 i MeToTpekcaTy
(mepeBaxHO y BUCOKUX [03aX) MOXKe IiABUIYBAaTU KOHILIEHTPALIl0 Ta OLOBXYyBaTU IPUCYTHICTh
METOTpeKcaTy Ta/abo #1oro MeTaboJIiTy B CUPOBATIIi KPOBi Ta TPU3BOAUTH OO PO3BUTKY TOKCUYHOCTI



MeTOTpeKcaTy. [Ipu 3acToCyBaHHI BUCOKUX 03 METOTPEKCATY AEIKUM IallieHTaM PEKOMEHIYEThCS
TUMYaCOBO NpUNUHUTY npuiioM ITIIT (oguB. po3nin «B3aeMopis 3 inmuMu mikapchKuMu 3acobamu Ta
iHITTi BUIW B32€MOIIN»).

IToainu ¢pyHOanvHux 3an03. Bukopuctauus II1I1 moB’s3aHe 3 MiABUIIIEHUM PU3UKOM BUHUKHEHHS
OJTiMiB PyHOAIbHUX 32103, 10 30iMbINYETHCS IIPH iX TPHBAJIOMY 3aCTOCYBaHHI, IepeBakKHO Yepe3
pik. [Tominu hbyHAANbHUX 3a/103 BUSABIAIOTHCS BUIIAAKOBO IIPU €HIOCKOIIl OCKiTbKY BOHM MalOTh
6e3cumnToMuuii epebir. ITI1 ¢ BUKOPUCTOBYBATH IIPOTITOM HalKOPOTIIOTO TEPMiHY 3 MOXKJIMBUX
[JIs1 TaTOJIOT], IO JIKYETHCA.

Pusuk nomosw,eHHA cepuesozo kaanaHa y dimeu 8ikom 0o 080X poKia

IekcinauT® He PEKOMEHAYETHCSA 3aCTOCOBYBATH iTSAM BiKOM [0 ABOX POKIB. JJOKIiHIYHI JOCTiAXXEHHS
3 JTAHCOTIPA30JI0M IIPOEMOHCTPYBaIN HECIPUATIUBUY €(peKT OTOBIIEHHS CePleBUX KlalaHiB y
MOJIOAUX WypiB. [lekciaHconpa3oil € R-eHaHTiOMepOM JIaHCOIIPa30ILy.

Caxapo3sa. ko y Bac BcTaHOB/IEHAa HETIEPEHOCHUMICTh AeSIKUX LYKPiB, IPOKOHCYJIBTYUTECS 3
JiKapeM, MepIl HiXK MpUiMaTH Lel TiKapchKuii 3acib.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

BazimHuicmb. [JocnigKeHHS 13 3aCTOCYBaHHAM OEeKCIaHCOIIPa30Jly 3a Y4aCTIO BariTHUX KIHOK [JIs
BUBYEHHS PU3MKIB, aCOILi0BAaHUX 3 IPUIOMOM Ipenaparty JleKcinanT®, He IPOBONHUINCE. Y
MOCTiMKEeHHSIX Ha TBapuHaXx I[0J0 PeIPONYKTHBHOI TOKCUYHOCTI He OyJI0 BUSBIEHO BILJIUBY Ha
PO3BUTOK eMOpioHa/IIIofa IPU IepopaIbHOMY 3aCTOCYBaHHI AEeKCIaHCOIIPa30y Ta JIaHCOIPa30y.
OuiHloBaHUY BUXIJHUY PU3UK PO3BUTKY CEPUO3HUX BPOOXKEHUX Baf Ta IepepUBaHHS BariTHOCTI AJis
Ii€l TPYTIM MAIli€HTIB € HEBIIOMHUM.

I'odyeaHHs 2py00t0. [laHUX OO0 eKCKpelil IeKCIaHCOoIpPa30i1y 3 TPYIHUM MOJIOKOM JIIOOUHMU, BIIJIUBY
Ha HEMOBJIS, ITI0 3HAXOOUTLCS Ha TPYIHOMY BUTOMIOBYBaHHi, a00 BIIMBY Ha BUOiJIEHHS MOJIOKA HEMAE.
OpmHak JTaHCOIMPa3oJl Ta Horo MeTabosliTH MPUCYTHI B MOJIOI TaKTy0uuX TBapuH. KopucTs Bix
TPYOHOTO BUTONOBYBAHHS [JIT PO3BUTKY Ta 3[0POB’SI UTHHU MOTPIOHO 3iCTaBUTH 3 KITiIHIYHOIO
norpe6oio MaTepi B mpuitoMi npenapaty JekcinadT’ Ta 6yab-IKUMHI MOX/IABAMY MOGIYHUMHU
BIIJINBAMU Ha JUTHUHY, fKa 3HaXOOUTHCA Ha TPYAHOMY BUTOJOBYBaHHI, 1110 3yMOBJIEHI IPUIOMOM
npenapaty Jlexcinant® a6o IOTOYHUM 3aXBOPIOBAHHSIM MaTepi.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
mexaHidmamu. HeoOxifmHO 6paTy [0 yBaru MOXK/IMBUN PO3BUTOK MOOIYHUX peakiliil (QuB. PO3Min
«ITo0OiuHi peakirii»).

Cnocid 3acmocyeaHHsi ma do3u.

PeKoMeHI0BaHUI peXXuM [03yBaHHA Ipenapary JeKcinaHT® [y namieHTis BikoM 12 pokis Ta
CTapIe:



PekoMeHO0BaHa
[Toxa3aHHS mo3a mpenapary TprBamiCTh MiKyBaHHS
Mekcinaut”
JlikyBaHHST epo3uBHOr0 e30darity |1 karncyma 60 mr 1 |Ho 8 TuxkHIB
pa3 Ha JIeHb
[ligTpuMytoye NTiKyBaHHS 1 kancyna 30 mr 1  |[KoHTpOJ/IbOBaHI AOCHTIXKEHHS HE
epO3UBHOTO e30(arity Ta pa3 Ha [eHb [IepeBUILyBaIM TEPMiH 6 MiCAIIiB
[IOJIETIIIeHHS Ieuil Y HOPOCHIUX IaIieHTiB Ta 16
TH2XKHIB y IIAIliEHTIB BiKOM Bif 12
oo 17 pokiB
UlikyBaHHS medil, acomifioBanol 3 |1 kancyma 30 mr 1 |4 TuxHI
CUMIITOMATU4YHOIO HEEPO3UBHOIO  [pa3 Ha OeHb
ractpoe3odareaabHO0
pedIII0KCHOI0 XBOPOOOIO

KopueysaHHa 0o3u 014 nauieHmis i3 neuiHKo80w HeJdoCMamHicmio npu AiKy8aHHI epo3uBHO20
e3o¢azimy. [1allieHTH 3 IErKUM CTyIIeHEeM IIe4iHKOBOI HEIOCTAaTHOCTI (Kjac A 3a mkasnoi Yaunga —
I1'10) He mOTPeGYIOTh KOPUT'YBaHHA 03U npenapaty dekcinant®. Ilig yac gocimKeHHs TOPOCINX
MAIliEHTIB i3 MOMIPHUM CTYyIleHeM IIe4iHKOBOI HeJoCcTaTHOCTI (Kimac B 3a mkanoio Yaunga — [1'10), gki
OTPHMYBAJIK Pa3oBy f03y 60 Mr npemnapaTy JIeKCiaHT®, CIIOCTepiranocs 3HayHe MigBUILEHHS
CHCTEMHOI [Iil IeKCIaHCoIPa30J1y IOPiBHSAHO 3i 3mopoBUME H0OpoBONIbLISIMU. ToOMY IallieHTaM i3
IIOMipHUM CTyIIeHeM Ie4YiHKOBOl HeJOCTaTHOCTI (Kyac B 3a mikasnoio Yainaa — [1'10) peKOMEHIY€EThCS
3HUKEHHS 03U IIPH JIiKyBaHHI epo3uBHOT0 e30dariTy. [I1s mamieHTiB i3 TOMipHUM CTyIIeHEM
IIe4iHKoBol HemocTaTHOCTI (kKiac B 3a mkasnorw Yainga — [1'10) MakcuMasbHa 0o00Ba Ho3a OiId
JIiKyBaHHSI €PO3UBHOr0 €30¢arity ctaHoBuTh 30 Mr 1 pa3 Ha AeHb MPOTATOM 8 TUXKHIB. [JOCTiIKEeHHS
MAIliEHTIB 3 IEYiHKOBOIO HEAOCTATHICTIO TSXKKOTro cTyneHs (kKnac C 3a mkanoio Yaunga — [1'10) He
IIPOBOAMIIMCE, TOMY He CJIifi 3aCTOCOBYBATH IIPemapar Iiifi KaTeropii maifi€HTis.

I[Ipenapart JekcinaHT® MOXHa NPUAMAaTH He3asleXHOo Bifl IpuiioMy ixi. Kamcymnu ciiif KoBraTu
I[ITMMHU Ta He PO32KOBYBATH.

ITponyuw,eri do3u. Y pasi IponycKy IpuruoMy IpenapaTy Cllif SKOMOora IIBUAIIe IPUUHATH
npornyineHy go3y. OgHak gKIo 3a rpadikoM HeoOXigHO MpUiiMaTH HACTYIIHY 03y Mpernapaty, He CIIif
3aCTOCOBYBATH NIPOIYIEHY A03y, a IPUMHATHA HAaCTYIIHY BYaCcHO. He peKOMEHI0BaHO IpUMMaTu
MOMIBIMiHY 03y IpemnapaTy Ojisg KOMIIEHCYBaHHS IIPOIYIIEHO0] HO3H.

[TalieHTy, v AKVX BUHWUKAIOTHh TPYIHOLIL IPX KOBTAHHI KaICy]I
3acmocysaHHs 3 A6.1y4HUM Nniope

[ToknacTu 1 CTOIOBY JI0KKY sSI0JIYYHOTO IIIOPEe B YUCTY EMHICTh. BifKpuTu Kamcymny, BUCUIIATH
HEeYIIKOMXKeHi rpaHynu B sI0/1y4YHe MIope i ogpa3y NpuitHATH. [ paHynu He Po3:kKoByBaTu. He crin
30epiratu a6y4He MIOpe 3 TpaHylaMH I 3aCTOCYBaHHS IIi3Hille.

4K anbTepHaTHBa BMICT Kalcys Moxke OyTH BBeleHH! 3 BOMIOI0 3a JOIIOMOTOI0 Ipuiia abo
HA30TaCTPaIbHOT0 30H/A.

3acmocysaHHA nepopanvHo 3 800010 3a OONOMO2010 WNPULA

Bigkputu Kancyiy i BUCUIIaTU I'PaHYJIA B YUCTY €EMHICTh 3 20 MJI BOOU. 3allOBHUTH LIMIPUL] yTBOPEHOIO
CcyMimmmo. JIerko CTpyCUTH IIIpHil, 100 3amnobirtu ocigaHHIO rpaHyl. BBecTu cyMmill B pOTOBY



IIOPOKHUHY Ta OApa3y NpOoKOBTHYTHU. He cim 30epiratu cyMiln Bogu 3 rpaHyJ/iaMu AJis 3aCTOCYBaHHS
ni3nimre. Jomatu 10 M1 BOOU B LUNIPULL, JIETKO CTPYCUTH 1 puiiHATU cyMiml. Ile pa3 mogatu 10 M
BOOY B IUIPHUL, JIETKO CTPYCUTH i IPUUHSATH.

3acmocysaHHA 3 800010 3a 0ONOMO20K0 HA302ACMPA/NbHO20 30HOaA (po3mip = 16 French).

BigkpuTu Kamncysy i BUCUIIATU TPAHY/IU B YACTY €MHICTh 3 20 MJI BOOU. 3alIOBHUTHU IINPUI-KATETED
YTBOPEHOI0 CyMIIIio. JIerko CTPYCUTH IIpUI-KaTeTep, 1106 3amobirtu ociganHio rpanyi. HeraHo
BBECTH CYMilll Yepe3 Ha30TacTpasbHUM 30HM B IITYHOK. He cyim 36epiratu cyMimn Bogu 3 TpaHyiaMu
IJ14 3aCTOCyBaHHA mi3Hime. [lomatu 10 M1 BOgU B LINPUI-KATeTEP, JIETKO CTPYCUTHU 1 BBECTU CYMIIIL.
[Ile pa3 mopgatu 10 M1 BOOU B IINPUI-KATETED, JIETKO CTPYCUTH i BBECTH.

Himu.

IekcinanT”® He PeKOMEHAYETLCA AJd JiKyBaHHS CHMITOMIB racTpoe3odareansHol pedIoKcHoi
xBopo6u (I'EPX) y miTelt BikoM Bif 0OOHOTO MICAIISl O OGHOTO POKY, OCKiJIbKY JIaHCOIIPa30J1
(panemiyHa cyMin) He BUSBUBCS e()eKTUBHUM y 0araToleHTPOBOMY IIOABIMHO CIIIIOMY
KOHTPOJIbOBAaHOMY OOCITigXKeHHi. [Ipu AOKITIHIYHOMY JOCTIAXKEHHI JTaHCOMPa30Jly CIOCTepiraaucs
Taki mo6ivHi peakiii, SK IMOTOBIIEHHS CEPLIEBOr0 KjlalmaHa Ta 3MiHM KiCTKOBOI TKaHUHH.

3BaXkaloyy Ha BifICYTHICTh HaHuX 1010 Oe3neku Ta eeKTUBHOCTI 3aCTOCYBaHHS MpenapaTy
Hekcinant® miTsaM BikoM 10 12 POKiB, He PEKOMEHIYETLCS HOr0 3aCTOCYBAHHS 1Iil BiKOBii KaTeropii
MAllieHTiB.

Besmneka Ta eeKTHBHICTh 3aCTOCYBaHHA mpemnapary Jekcinmant® OyIu BCTAHOBJICH] [JIs Ial[i€HTiB
BikoM Bif 12 mo 17 pokiB npu IiKyBaHHI BCiX CTafiil €pO3UBHOTO €30(ariTy, Ipu MigTPUMYIO4YOMY
JIiIKyBaHHI €pO3UBHOr0 €30(¢ariTy Ta A MOoJIeTIIeHH [Iedil Ta Py JIiKyBaHHI Iedil, acoIilioBaHol 3
CHMIITOMATUYHOIO HEEPO3UBHOI racTpoe3odareanbHoi0 pPedIroKCHOI XBOP00010. MOXKIUBICT
3aCTOCYBaHHA IIpenapary IekcimanT® 1iit BiKOBiit TPyl MiATBEPAXKYETHCA JAaHUMH, OTPUMaHUMHU i
Yac BiiMOBIAHUX, HaJIe2KHMM YMHOM KOHTPOIbOBAHHUX AOCHIAKEHb 3aCTOCYBaHHS Ipernapary
IekcinaHT® MOPOCIMM MalicHTaM, Ta JOGATKOBAMY JAaHUMH I0f0 Oe3neky, epeKTUBHOCTI Ta
(dhapMakKoOKiHEeTHKY Yy MallieHTiB BikoM Bifg 12 mo 17 poxkis.

[Tpodinb HebaxkaHUX peakiill y namieHTiB BikoM Big 12 mo 17 pokiB 6yB mopmiOHME [0 TaKOTO B
OOPOCINX MHAIli€HTIB.

IlexcinaHT® He peKOMEHIYyEThCS 3aCTOCOBYBATH [iTSM BiKOM [0 OBOX POKIB (JHUB. PO3Jiny
«Oco6muBoCTi 3acTocyBaHHsS» Ta «I100iuHi peakirii»). [TpoBefeHi MOKTiHIUHI HOCTIIXKEHHS Ha
MOJIOJUX IIypax, IKi OTPHMYyBaIM JaHCOMPa30] (paleMiyHy CyMill), IPOfAeMOHCTPYBalIl
HECIPUSTIUBUY e(heKT MOTOBIIEHHS CePIIeBUX KJIallaHiB Ta 3MiH KiCTOK ITPYM €KCIIO3MIIil
IEeKCIaHCOIpPa30iy, iKa 04iKyeThcsl abo Oyfe Bullle y AiTel BikoM Bif 1 1o 2 poKiB.

Ilepedo3yeanHsi.

Cepit03HUX BUNAKIB Iepefo3yBaHHs npenapatoM JekcinanT® He 3adikcoBaHo. baraTropa3ose
3acTocyBaHH4 mpenapary JekcinaaT® y go3i 120 Mr Ta mpuitoMm ogHOpa30Boi go3u 300 Mr He
TIPU3BOIUIIY OO CMEPTi a00 PO3BUTKY iHIIMX TAKKHUX MOOIYHMX peakiriii. [ToBimoMIIsiiiocs mpo
PO3BUTOK CEePHO3HUX MOOIYHUX SBUIIN (apTepianabHa TimepTeHsis) Ta CIoCTepiraaucs HeTsSXkKi mobiuni
peaxtii (mpunauBY, KOHTY3is, opodapuHreanbuuit 6ib, 3HUKEHHS MacCH Tijla) IPXU 3aCTOCYBaHHI



npenapaty JekcinaaT” y mo3i 60 Mr mBiui Ha Bo0y.

[lekcnaHCconpa30i1 He BUJAII€ThCS 3 KPOBOTOKY 3a [OIIOMOTIO0 reMofianidy. ¥ pa3si nepefo3yBaHHA
IIPOBOIATH CUMIITOMATAYHY Ta MigTPUMYOUy Tepallito.

ITobiuni peakuii.

[ToBimOMIAIOCH PO PO3BUTOK TaKUX TSIKKUX IMOOIYHUX peaklliii: TOCTPUM TyOyIoiHTEPCTUIianbHUM
HedpHUT, miapes, acouioBaHa 3 Clostridium difficile, mepemomMu KiCTOK, TSXKKi ITKipHi mo6iuHi
peaxiiii, MKipHUI Ta CHCTEMHUY YePBOHUI BOBUYaK, AedinuT niaHokobanaminy (Bitraminy B,,),
rinoMarsieMis, mominu GpyHmanbHUX 3aJ103, PU3UK IOTOBIIEHHS CEPIEBOT0 KlalaHa y giTel BiKOM [0
IBOX POKiB (OuB. po3minn «OcoO0NMMBOCTi 3aCTOCYBAHHS»).

Hai6inbin nmomupeHuMy HeOakaHUME PeaKLisiMU 3 4aCTOTOI0 > 2 % 110 Oynu 3adikcoBaHi y Xomi
IIPOBeMieHHs Iane60-KOHTPOIbOBAHUX KITIHIYHUX [OCTiIXKEeHb, €: miapest, 0ilb y XKUBOTI, HY0Ta,
indexiril BepxHixX gUXanbHUX IUISXiB, 6T0BaHHS, MeTeopu3M. Haibinbir yacTon HebakaHOI0
peaxtiieto, 110 Oysa 3adikcoBaHa y X0fi KOHTPO/IbOBaHUX KTIHIYHUX AOCTiAKEHb Ta IPU3Beia 0
IPUNIMHEHHS 3aCTOCYBaHHA IIpemnapary, € giapes (0,7 %).

Huxue npencraBneHo HebaXkaHi peakllii 3 4aCTOTOIO MeHIIIe Hixk 2 %.
3 6oky Kposi ma aimpamuyHoi cucmemu: aHeMis, nmiMpageHOIaTis.

3 60Ky cepueso-cyOuHHOI cucmeMu: CTeHOKap[is, apuTMis, 6pagukapmis, 6inb y rpynsax, HaOpsKwy,
indapkT MioKapaa, cepueduTTs, Taxikapmis.

3 60Ky opaaHis cayxy ma pigHogazu: 6inb y ByXax, IIyM y ByxXaX, BEPTUTO.
3 60Ky eHOoKpuHHOI cucmemu: 300.
3 60Ky opaaHis 30py: MOIpa3HEHHS o4el, HabpsIK o4ei.

3 6oky mpasHoi cucmemu: DUCKOMMOPT y OiNsSHII XKUBOTA, OOTICHICTL XKUBOTA, PO3/Ia
BUIIOPOXKHEHHS, TUCKOMDOPT y OiNSAHIN 3afHBOTO IIPOX0AY, CTpaBoxin bappeTTa, 6e30ap, aHOMallbHi
IIyMU KUIIKOBOTO TPaKTY, HEIIPUEMHHUU 3allaxX 3 pOTa, MIKPOCKOIIIYHHUH KOJIIT, MOJIiKX TOBCTO1 KUIIKH,
3aropu, CyXiCThb y pOTi, AYOAEHIT, AuCHencis, gucdarisi, eHTepuT, BifpruxKKa, e30(¢arit, moJimn
IIJTyHKa, TaCTPUT, TACTPOEHTEPUT, PO3JIafiy y poOOoTi MIyTyHKa Ta gBaHaausATunanoi kumku, I'EPX,
BHpa3Ka Ta nepdopallist BUpa3Ky MITyHKA Ta KUIIKOBOTO TPAKTY, OJII0BaHHS KPOB'I0, TeMaTOXe3is,
reMOpOoH, MOPYIIeHHS eBaKyallil iKi 3i IJIyHKa, CHHOPOM II0Ipa3HeH0] TOBCTOI KUIIKU, CIIU3UCTI
BUITOPOKHEHHS, BUPA3KK CIIM30BOI 000JIOHKK POTOBOI IIOPOKHUHM, 00JTiCHI BUTIOPOKHEHHS, IPOKTHT,
TIapecTesis POTOBOI MOPOXKHUHM, KPOBOTEYA 3 IPSMOi KUIIKHY, TO3UBHU [0 OII0BaHHS.

3aeanvHi po3aadu: acTeHist, 6inb y Tpynsx, 03H00, 60micHI BimuyTTs, 3amasieHHs, 3amajieHHs CIU30B01
000JIOHKH, YTBOPEHHS By3/IyBATOr0 ITOTOBIIEHHS, Oilb, TapsyKa.

3 60Ky neviHKu ma aco84yo8uB8iOHUX W5Xi8: TIeYiHKOBa KOJIiKa, 2KOBYHOKaM’ siHa XBopo0Oa,
remaToMeraiis.

3 60Ky iMyHHOI cucmemu: peakilil TinepyyTIUBOCTI.

Ingexuii ma ineasii: indexuii Candida, rpulnl, Ha30(apUHTIT, OpanbHUY repuec, GpapuHriT, CHHYCHUT,



BipycHi iH(eK1ii, iH}eKIIil 30BHIMIHIX CTaTEeBUX OPraHiB Ta MiXBH.

Tpasmu, ompyeHHA i ycKAaOHeHHA npouedyp: MafiHHs, IepeloMU, PO3TATHEHHS 3B'I30K Cyrio0a,
001b0OBI BITUYTTS NIPU 3aCTOCYBaHHI, (OTOYYTIUBICTE.

JlabopamopHi 0ocaiOxiceHHA: MigBUIeHHS PiBHIB anaHiHamMiHOTpaHchepas3u (AJIT),
acnaptataMinoTpancdepasu (ACT), nyxkuol pochartasu (JID), migBulleHHS/3HUKEHHS PiBHIB
6inipy6iny, migBUILIEHHS PiBHIB KpeaTUHiHYy, TaCTPUHY, TJIFOKO3HU, KaJjliio y KPOBi, BiAXuieHHs
pe3yIbTaTiB MeYiHKOBUX MP00, 3HUKEHHS PiBHS TPOMOOIUTIB, 30ibIIeHHS PiBHS 3arajbHOrOo Oinka,
30inbIIIEHHS MacH Tina.

MemaboaiyHi ma asimeHmapHi po3aadu: 3MiHM alleTUTY, TinepKasblieMis, Timokamiemis.

3 60Ky onopHO-pyx08020 anapamy ma cnoAy4HOi MKAHUHU: apTPATisi, apTPUT, CIIa3MHU, CKeJIeTHO-
M’S130BUH Oi/Ih, Miajris.

3 60Ky Hepeosoi cucmemu: 3MiHU CMaKy, CyIOMH, 3allaMOPOYEHHS, TOJIOBHUY 0iflb, MirpeHs,
IIOPYIIEHHA ITaM’sTi, IapecTe3is, ICUXOMOTOPHA TinepaKTUBHICTh, TPEMOp, HEBPAJITis TPIAYaCTOTO
HepBa.

3 60Ky ncuxiku: MOPYyIIeHHs CHY, 3aHEIIOKOEHHS, Ielpecisi, 6e3CoHHs, 3MiHH NMibizo.

3 60Ky HUPOK ma ce4osuBiOHUX W/sXie: MU3ypis, HeBiIKIagHi TO3WBYU 10 CEUOBUITYCKAHHS,
TYOYy/IOiHTepCTULIaTbHUY HEPPUT (3 MOKIMBUM MPOTPECYBAaHHIM 0 HUPKOBOI HEHOCTATHOCTI).

3 6oky penpodyKkmugHoi cucmemu ma MO/A0YHUX 3d/103: DUCMeHOpesi, OOTiCHI Big4uyTTs mig 9ac
CTaTeBOr0 aKkTy, rinepMeHopesi, po31afy MEHCTPYalbHOr0 LUKITY.

3 6oky OuxaavbHoi cucmemu: acmipariisi, acTMa, OPOHXIT, Kallesb, 3aAKUIITKa, THKABKa,
TilepBEeHTUALSA, 3aCTilHI SBUIlA ¥ OUXaIbHIA cUCTeMi, Oiflb y TOpIIi.

3 6oky wkipu ma niOwKipHUX MKAHUH: aKHe, IEPMATUT, EpUTEMA, CBepOikK, BUCUTIAHHS, YPaKeHHS
IMIKipy, KPOIIKB THKA.

3 6oky cy0uHHoi cucmemu: TpoM603 TTUOOKUX BEH, TPUIIIUBY XKapy, TinepTeHsis.

Y xofi MOBroCTPOKOBOT'0 HEKOHTPOJILOBAHOT'O JOCITifzKeHHs OyJI0 OmMcaHo AooaTKOBi HeOaxkaHi
peaxiiii, sIKi OyIy po3LiHeHi JIiKapsMU 9K II0B’g3aHi 3 3aCTOCyBaHHAM npenapaTy Jekcinaat’. JIo mux
peaxiiiii HanexaTh: aHadinakcis, cayxoBi ramonuHanii, B-kriTuaHa miMpoma, OYpCUT, 0KUPIHHS 3a
IIEeHTPAIbHUM THUIIOM, TOCTPUY XOJIEIUCTUT, OeTigpaTarllis, IyKpoBui miabeT, mucdoHis, HocoBa
KpoBoTeYa, GoiKyiT, 300, omepisyBanbHUl reprec, rinepinigeMis, rinotupeos, migBUIIeHHS PiBHS
HeUTPoQimniB, 3HUKEHHS CepeHbOl KOHIIeHTPaIlil TeMOorI00iHy B epUTPOLUTAaX, HEUTPOIIeHis,
TeHe3MHU, CHHAPOM HECIOKIMHUX HiT', MIISIBICTh, TOH3UIIT.

Iimu. Be3nexy npenapaty JleKcinaHT® OIiHIOBAIH IIifJ] 4aC KOHTPOJIbOBAHKUX Ta HEKOHTPOJIbOBAHUX
KJTIHIYHUX [OCTiIXKeHb, B sKi Oy0 3amydeHo 166 naiieHTiB BikoM Bif 12 go 17 pokiB ans jgikyBaHHS
CHMIITOMaTUYHOI Heepo3uBHOI racTpoe3odareanbHol pedIioKCHOI XBOpOOH, epO3UBHOTO e€30¢arity Ta
OJIS1 TATPUMYIOYOTO JTiKyBaHHS €pO3UBHOI0 €30(¢ariTy Ta MOoJIereHHs Meyil.

[Tpodins HebaxkaHUX peaklii OyB MOJIOHMY OO TAKOTO B JOPOCINX NauieHTiB. Haubinblr yacTumMu
HeOaXXaHUMU PeaKIlisgMu, 1[0 BUHUKANU B = 5 % mallieHTiB, Oynu romoBHuM 0inb, abgomMiHanbHUN
6inb, miapes, Ha30(hapUHTIT Ta opodapUHTeaTbHUN OiNlb.



[ToOiyHi peakii, 3adikcoBaHi y TOCTMapKETUHTOBUY TIepiof (YacToTa Ta HasgBHICTh MPUYUHHOTO
3B’SI3KY HE BCTAHOBIIEHI):

3 6oky Kposi ma aimpamuyHoi cucmemu: ayToiMyHHa TeMOJIiTUYHA aHeMis, imiomaTuyHa
TPOMOOIIMTONEHIYHA My pPITypa.

3 60Ky opaaHis cayxy ma pieHosazu: TIyXOTa.

3 60Ky opaaHis 30py: HEUITKICTh 30Dy .

3 60Ky mpasHoi cucmemu: HabpPSK POTOBOI TOPOKHUHY, ITAHKPEATHUT, IOJIINKU QyHOATbHUAX 3a/103.
3azanvHi po3aadu: HAOPSK 0OMHYYS.

3 60Ky neviHKu ma a#o08408UBIOHUX W 15Xi8: TEIIATUT, CIPUYNHEHUN BBeIeHHSIM JTiIKapChKOro 3acoly.

3 6oky imyHHOI cucmemu: aHadinaKTUUHUM 10K (MOTpebye TepMiHOBOTO JIiKyBaHHS),
eKcdoriaTUBHUYU OepMaTUT, CHHAPOM CTiBeHCa — [I;)KOHCOHA / TOKCUYHUY eTiflepMalbHUAN HEKPOITi3
(Moxxe OyTH eTarbHUM), MeIUKaMEHTO3Ha PeakKIlis 3 e03UHOGINIIE€I0 Ta CHCTEMHUMY CUMIITOMaMU
(DRESS-cuHgpoMm), roCcTpuil TeHepasi3oBaHull eK3aHTeMaTO3HUM IIyCTY/1b03, MyIbTU()OPMHA
epuTema.

IHpekuii ma iHeasii: miapesi, acoiitioBana 3 Clostridium difficile.

MemaboaiyHi ma asimeHmapHi po3aadu: TimoMarHieMis, TimoKabIlieMis, TimoKamiemis,
rinoHaTpieMis.

3 60Ky onopHO-pyx08020 anapamy: mepeoMHu KiCTOK.

3 60Ky Hepeosoi cucmemu: TIOPYIIIEHHS MO3KOBOTO KPOBOOOIry, TpaH3UTOPHaA ilteMiyHa aTaka.

3 60Ky HUPOK ma cevocmameasux Ww/sxig: TOCTPpa HUPKOBA HENOCTATHICTh, ePeKTH/IbHA OUCHYHKIIiS.
3 6oky duxaabHoi cucmemu: HaOPSIK TIOTKHU, Oiflb y TOPITi.

3 60Ky wkipu ma nidwKipHUX MKAHUH: TeHePaTi30BaHi BUCUIIAHHS, TEHKOIIUTOKIACTUYHUN BaCKYJIiT.

ITogidomaeHHs npo Ni003pr8aHi NobiuHI peakuii

[ToBimomneHnHs mpo mob6iuHi peakilil micns peecTpaitlii Tikapchkoro 3aco0y Ma€ BenrvKe 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYU MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaK0X IallieHTaMm abo ixHiM
3aKOHHUM IIpeiCTaBHUKAM CJIifl ITOBIIOMIISITH IIPO yCi BUMTAOKY Iig03PI0BaHUX MOOIYHUX peakiii Ta
BimCYTHOCTI e(peKTHUBHOCTI JTiKapChKOT0 3aco0y Yyepe3 aBTOMATH30BaHy iHOpMaliiHy CUCTEMY 3
dbapmakonarnany (https://aisf.dec.gov.ua).

Tepmin npudamuocmi. 3 POKH.



YMoBu 30epiranHsi.

30epiratu npu TeMiepartypi He Buile 25 °C. 30epiratu y HegOCTYIIHOMY OJIs1 miTei Mici!

YnaxoBka.

[To 14 kamcyn y 6mictepi; mo 1 abo 2 6ricTepu y KapTOHHIN KOPOOITi.

Kareropis Bigmycky. 3a perenTom.

BupoOHHK.
Hendapm Hosapa C.p.n., ITamis/Delpharm Novara S.r.l., Italy.

Taxkema 'mM06X, micue BupobuuuTBa Opanienbypr, Himewunna/Takeda GmbH Betriebsstatte
Oranienburg, Germany.

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.
Bia Kpo3a, 86 - 28065 Yepasno (HO), Itanig/Via Crosa, 86 - 28065 Cerano (NO), Italy.

JlewniumTpacce 70-98, 16515 OpanienOypr, Himeuuuna/Lehnitzstrasse 70-98, 16515 Oranienburg,
Germany.



