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 feKkciaHCconIpa3ony).

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.au8i epynu nauieHmis.

ITediampuyHa nonyaauis.



dapMaKOKiHETHKa [AEKCIaHCOIPa30Jly y IallieHTiB BikoM [0 12 pokiB He BUBYaach.
ITauienmu sikom 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
4oJ10BiYol cTaTi. [JaHa BigMiHHICTh B €KCIIO3HIIii He BIJIMBA€ Ha Ipodinb Oe3meku npemnapary.

Hupkosa HedocmamHicmy. [leKclIaHCOnpa30l iHTEHCUBHO MeTa0O0JIi3yeThCs B IEYiHIl 10
HeaKTUBHUX MeTa0oJIiTiB, TOMY BUXiflHa [lil0Ya pe4oBMHA He BiHOBIIOETLCS B Cedi Mmicns
IIepopajbHOTO IPUINOMY AeKCcIaHCconpa3ony. ToMy He 049iKyeThcs, 0 (hapMaKOKiHEeTHKa
IEeKCIaHCOImpa30/1y BiAMiHHa Y Malli€HTIB i3 HUPKOBOIO HEAOCTATHICTIO. [IOCTimXKeHH i3 3aly4YeHHAM
MAIli€EHTIB i3 HUPKOBOIO HEJOCTATHICTIO HE TpoBoAuAuCh. KpiMm Toro, hapMakoKiHeTHKa
JIAHCOIIpa30J1y He OyJla KITiHiYHO BiAMIHHOIO y MAIli€HTiB i3 HUPKOBOIO HEIOCTATHICTIO JIETKOTO,
IIOMIpPHOT'0 Ta TSAXKKOTO CTYIIeHiB IIOPiBHSHO 3i 30POBUMU 0OPOBOJIBLISIMH.

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
noOpoBobiiB. [laHa BiIMiHHICTH €KCITO3UIIi] He TOB’sI3aHa i3 BigMIiHHICTIO 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 Iekciaaum® Mae KAHIYHO 3HAYyW Uil
anus.

AHmupemposipycHi npenapamu. KaiHiuHuu gnaue. Bius IT1I1 Ha aHTUPETPOBIPYCHI NIpenapaTu
BapiabenpHui. KimiHiuHa 3HQYYIICTh Ta MeXaHi3MM IUX B3aEMOiH BioMi He y BCixX BHITaiKax.

- JHMXKeHa eKCIO03Ullid fedKUX aHTUPETPOBIPYCHUX NIpellaparTiB (Hallpukiiaf, PUILIBIpUHY,
aTa3aHaBipy Ta HeldiHaBipy) IpU CYMiCHOMY 3aCTOCYyBaHHi 3 JeKCIaHCOMPa30JI0M MOXKe
noc1a0I0BaTH IPOTUBIPYCHY Aif0 Ta MPU3BOJUTH [0 PO3BUTKY PE3UCTEHTHOCTI 0 IIpemnapary.

- [ligBUllleHa eKCIIO3uIlisd iHIINX aHTUPETPOBIPYCHUX MpelaparTiB (HallpuKiIaj, CakKBiHaBipy) Ipu
CyMiCHOMY 3aCTOCYBaHHi 3 IeKCJIaHCOIIPa300M MOKe 30iIbIIyBaTh TOKCUYHICTh aHTUPETPOBIPYCHUX
Ipenaparis.

- € iHIIi aHTUPETPOBIPYCHI ITpemnapaTH, B3a€MOAIl IKUX 3 HeKCIaHCOIPa30oM He € KITiHiYHO
3HQYYLIUMHU.

3axodu. [TpemnapaTy, IO MiCTSTh PUIIIIBIPKH: CyMiCHE 3aCTOCYBaHHS 3 IpernapaToM JeKcinanT®
IIpOTUIIOKa3aHe (OuB. po3min «IIpoTUnoKa3aHHI»).

Ata3zaHaBip. [JUB. IHCTPYKIiIO OJIs MEQUYHOI'0 3aCTOCYBaHHSA aTa3aHaBipy ILI0N0 HO3yBaHHSI.

Hendixasip. [ToTpiGHO YHHKATH OGHOYACHOTO 3aCTOCYBaHHs 3 mpemnapatoM Jlekcinant’. [Ius.
IHCTPYKIIiIO AJI MEOUYHOTO 3aCTOCYBaHHS Hes(iHaBipy.

CaxksiHaBip. [I¥B. IHCTPYKIIiO AJIs1 MEOUYHOI'0 3aCTOCYBaHHS CaKBiHaBIpy; MOKa3aHUU MOHITOPUHT
100 MOTEHLIMHNX TOKCUUYHUX e(deKTiB CakBiHABIPY.

[H1I1l aHTUPETPOBIPYCHI NpenapaTu. [JUB. IHCTPYKIIO OJIs1 MEOUYHOTO 3aCTOCYBaHHS.



BapgapuH. KaiHiyHut enaug. CriocTepiraeThbCs MigBUIIEHHS 3HAUYEHHS MiKHAPOIHOTO
HOPMaJIi30BaHOTO iHIEKCY Ta MPOTPOMOIHOBOT0 YacCy B MAIiEHTIB, SKi OMHOYACHO OTPUMYIOTh
inribiTopu mpoToHHOI oMy Ta BaphapuH. [TimBullleHHS 3HAYEHHS MiXKHAPOIHOT'0 HOPMaJIi30BaHOT O
iHmekcy Ta mpoTpoMOGiHOBOTO Yacy MOXKe ITPHU3BECTH 10 IATOJIOTiYHOI KPOBOTEYi Ta HaBiTh CMEPTi.

3axoou. HeoOxigHUY MOHITOPHHT MiXKHAaPOJHOTO HOPMaJli30BaHOTO iHIEKCY Ta MPOTPOMOIiHOBOTO
yacy. [7g migTpuMaHHS I[iTbOBOTO PiBHSA MiXKHapOOHOTO HOPMaJli30BaHOTO iHIeKCYy Moxke 0yTH
noTpi0He KOPUTyBaHHS 003U Baphapuny. [JuUB. iIHCTPYKIIiIO I MEOUYHOTO 3aCTOCYBaHHS

Bapdapuny.

Memompekcam. KaiHiuHutl eniue. OgHo4YacHe 3aCTOCYBaHHS iHTi0iTOpiB IPOTOHHOI TOMIIH Ta
MeTOTpeKCaTy (IlepeBakHO Y BUCOKHUX [103aX) MOXKe IPU3BECTHU [0 MiABUIIEHHS Ta MOOOBXEHHS
yTpPUMaHHS KOHIIEHTpaLill MeToTpeKcaTy Ta/abo #oro MeTaboiTy TiTpOKCUMETOTPEKCATY B
CHPOBATIi KPOBi, III0 MOXKe CIPUYNHUTY 0SBy TOKCUYHUX e(eKTiB MeToTpekcary. dopmanbHi
MOCTiIKEHHST B3aEMO[Iii TPX 3aCTOCYBAHHI BUCOKHX 103 METOTPEKCATy Ta iHTri6iTopiB IpOTOHHOI
TIOMIIY He TIPOBOJUIIUCE (IUB. po3min «OcobIMBOCTI 3aCTOCYBAHHSI»).

3axo0u. [1n5 mesKuX Mali€HTiB, SKi OTPUMYIOTh BUCOKIi 103 METOTPEKCATy, CHifl PO3TIIHYTH
MOZKJIUBICTh TUMYACOBOTO IPUIMHEHHS 3aCTOCYBaHHA Npenapary JekcinanT®.

[TuzokcuH. KaiHiuHul enaus. MoXKJyKBe MigBUILIEeHHS €KCIIO3UIIil AUTOKCUHY.

3axo0u. HeoOxifHUY MOHITOPUHT KOHI[EHTpALil AUTOKCUHY. [[J1 MiATPUMaHHS TepaleBTUUHUX
KOHIIEHTPAIlill AUTOKCUHY MOxKe OyTH moTpibHe KOPUTYBAHHS MOTr0 No3yBaHHS. [IUB. iIHCTPYKILiIO AT
MeIUYHOTO 3aCTOCYyBaHHS IUTOKCHHY.

Jlikapcwki 3acobu, abcopbuisa Axkux 3asexcums 8i0 pieHA pH 8 wayHKY (Hanpukaad, coai 3aaisa,
epaomuHib, dacamuHib, HinsomuHib, Moemuay mikopeHo1am, KeMOKOHA301/impPakoHA301).

KniniyHull enaue. [JeKciaHCOIpa30Jl MOXKe 3HUKYBaTh abcopOiiito iHIMX TikapchKux 3acobiB uepes
10T0 e(peKT 3MEeHIIeHHS KUCIIOTHOCTI LITyHKa.

3axodu. Mogpemuny mikogpeHosam. [Ipu 0MHOYACHOMY 3aCTOCYBaHHi iHTi6iTOPiB TPOTOHHOI TOMITH Y
3[0POBUX NOOPOBOIIBLIIB Ta V¥ MAIiEHTIB MiC/Is TpaHCIIAHTAIlil, SKi OTPUMYIOTh MOPETUITY
Miko(eHOIaT, OBiJOMIISIOCS PO 3HUKEHHS eKCII03UIlil aKTUBHOTO0 MeTabomiTy (MikoheHoI0BO1
KHUCJIOTH), 1110, MOXKJIMBO, IIOB’SI3aH0 3i 3HUKEHHIM PO3YHMHHOCTI MOGeTHIy MiKoheHOoIaTy Ipu
nigsuimeHoMy piBHi pH mnyHKa. KniHiuHY 3HAUyIIiCTh 3HUKEHOL €KCIIO3UIIi]l MiKO(EHOI0BO1 KUCTIOTH
[JIsT PU3UKY BiITOPTHEHHS TPAHCIIJIaHTaTa B NallieHTiB, IKUM OyJ10 TPOBEAEeHO TPAHCIIAHTAlIlil0 Ta
SIKi OTPUMYIOTh Ipenapart Jekcinant® Ta ModeTuny MikodeHonaT, BCTaHOBIeHO He Oyio. [lamienTtam,
SKuM OyJI0 IPOBEeeHO TPAHCIIJIaHTAllil0 Ta SIKi OTPUMYIOTh MOPETHITY MiKodeHonaT, MOTPiOHO 3
00epexkHiCTIO 3aCTOCOBYBATH Ipenapar Jekcinant’.

IuB. iHCTPYKIII A1 MEOUYHOTO 3aCTOCYBaHHS AJIS iHIINX IIpelnapaTiB, abcopOIlis AKUX 3alIeKUTh Bifl
piBHg pH mnyHKa.

Taxposimyc. KaiHiuHul eniue. MoXiuBe MigBUIEHHS €KCIIO3UIlil TaKPOJIiMyCy, 0COOIHUBO y
NAllieHTIB MMiC/Is TpaHCIJIAHTAIlil 3 TOMipHOI0 a00 HKM3bKO0I0 akTuBHicTI0O CYP2C19.

3axodu. HeoOxigHMI MOHITOPHHT MiHiMaIbHOI KOHIIEHTpALlil TAKPOJIiMyCY B LiMbHiN KpoBi. 1115

TiITPUMAHHS TEpPANeBTUYHUX KOHIIEHTPAIli# TaKpoIiMycy Moxke OyTH mOoTpiOHEe KOPUTYBaHHS HOTO
no3yBaHHS. [JUB. iHCTPYKIiO 71T MEAUYHOTO 3aCTOCYBAHHS TAKPOJIMYCY.

BrnnuB Ha pe3ynbTaTé OOCHIAXKEHb MapKepiB HEeMPOEHOOKPUHHNUX OYXIUH. KAiHIUHUU 8naus.



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.
Bynu noBimoMIeHHs, 10 ¥ Malli€HTiB, SKi 3aCTOCOBYIOTh iHTiOiTOPH MPOTOHHOI oMMy, 6y/iu 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.

IH2i6imopu CYP2C19 abo CYP3A4. KaiviuHutli enaug. ITpu 3aCTOCYBaHHi 3 MOTYKHUMHU iHTiOiTOpaMu
nepen0avyaEThCS MiABUINEHHS eKCIIO3UIIil JeKCIaHCOPa3oITy.

3axodu. BopukoHa3o. [IuB. iHCTPYKIIifO AJIT MEIUYHOTO 3aCTOCYBaHHS.

Oco6.1ueocmi 3acmocy8aHHs1.
HasAeHi 3104KiCHI HOBOYMBOPEHHA WAYHKA.

Y 00pOCHX MallieHTiB CAMITOMaTHYHa BiIOBifb Ha TepaIlilo npenapaToM [JeKCiTaHT® He BUKIIOYAE
HASIBHICTH 3JI0SKiCHMX HOBOYTBOPEHb LITYHKA. Y MOPOCHIUX MAIiEHTIB i3 Cy6ONITUMAIBHOIO BiITIOBigII0
a00 3 paHHBOIO TIOBTOPHOIO TTOSBOI0 CUMIITOMIB ITiC/ISl 3aBePIIEHHS TiKyBaHHS iHTi6iTOPOM MPOTOHHOI
nomnu (IT1IT) moTpi6HO PO3TIIHYTH HOUINbHICTh MPOBEEHHS JOJATKOBOTO CIIOCTEPEXKEHHS Ta
MiarHOCTUYHUX HOCTiAKeHb. Y MallieHTiB CTApIIOro BiKy HOTPiOHO PO3TNISHYTH MOXKJIUBICTh



IIPOBEOEHHA €HIOCKOIIIYHOT 0 00CTeXKEeHHs.

T'ocmputli mybyaoinmepcmuuianvHuli He¢ppum. Ilpu 3actocyBanHi IT1I1 criocTepiraBcs po3BUTOK
rocTporo TyOynoiHTepcTuliianbHOro Hedputy. ['ocTpuii TyOyn0iHTepCTHIiaTbHUN HEPPUT MOKeE
PO3BUHYTUCS B OyMb-IKUit MOMEHT npu 3acTocyBaHHi ITII1. ITarieHTr MOXYTh MaTH pi3Hi 03HAKU Ta
CHMIITOMHY BiJf CHMIITOMaTUYHUX PEaKIlill TilepuyTIUBOCTI 10 HecreluiuyHNX CUMIITOMIB 3HUKEHHS
GyHKII HUPOK (HallpUKIIaf, He3MyKaHHs, Hy[0Ta, aHOPeKCis). 3a JaHUMU Cepil BUMIaAKiB, PO SKi
TIOBiIOMJISINIOCS, TOCTPUY TyOyJIOiHTEpCTULliaNbHUN HEPPUT V IesSKUX MaIlieHTiB OyB OiarHOCTOBaHUU
3a pe3ynbTaTaMu 6i0ICii Ta 3a BiICYTHOCTI I103aHMPKOBUX NTPOSBIB (HallpHKiIal, TMX0MaHKa, BUCHUII
abo aprpanrist). F'ocTpuil TyOymoiHTepcTULiaTbHUN HEQPUT MOXKE NMPOrpecyBaTu OO0 HUPKOBOI
HeJoCTaTHOCTI. CIIifl IPUIMHKTH 3aCTOCYBaHHs Ipenapary JeKcinanT® Ta 06CTeXKUTH MallieHTiB, ¥
SIKMX TIi03PI0ETHCS TOCTPUi TyOyIOiHTepCTUIliaIbHUN HehPUT (IUB. po3min «IIpOTUIIOKA3AHHSI»).

Clostridium difficile-acouitiosaHa diapes. JIekinbka o6cepBalLlifHUX JOCIIIXKEHb MIPUITYCKAIOTh, IO
ITIT], Taki gk JekcinaaT®, MOXKYTh mifBuINyBaTh pu3uk Clostridium difficile-aconifioBasol miapei,
0co0/IMBO y rocmiTani3oBaHUX MalieHTiB. Lled miaruo3 ciim po3rnsgatu s miapel, mepelir sKoi He
IoKpaIyeThes (OuB. po3nin «[1o6iuHi peakmii»).

[TamienTy, siKi BXogaTh y rpyny pusuky Clostridium difficile-aconiioBaHol fiapel, TOBUHHI
oTpuMyBaTtH nikyBaHHA II1I] y MiHiManbpHIA peKOMEHO0BaHil 031 Ta IPOTArOM HaUKOPOTIIOr0 4acy,
BI[IIOBIIHO [0 3aXBOPIOBAHHS, 110 MIJIATAE JIIKYBAHHIO.

ITepesomu Kicmok. [Jekinbka o6cepBalliiHUX JOCHiXKEHb IPUITYCKAIOTh, 1110 ITITT MOXyTh
IiABUINYBATU PU3UK OCTEOIIOPO3HUX IIepPeIOMiB CTETHOBOI KiCTKH, 3am’acTKa abo xpebuiB. Pusux
BUHUKHEHHS IIePeIOMiB 3pOCTaB y Malli€HTIB, IKi MpUKMalu IpernapaTy y BUCOKUX H03aX,
6araTopa3oBo MPOTATOM m00u, ab0 Y pasi MOBroTPUBAJIOrO JIiKYBaHHS (IPOTSATOM POKY Ta [IOBIIE).
[TarienTH, SIKi BXOAATD y TPYIY PU3UKY IIEPEIOMIB OCTEOIIOPOTUYHOI'0 XapakKTepy, IOBUHHI
OTPUMYBaTH BiANIOBiAHE JTiKyBaHHA Ta 3acTocoByBaTH II1I1 y MiHiManbHi peKOMeHA0BaHil 031 Ta
IPOTATOM HAUKOPOTIIOro Yacy. [TamieHTy 3 pu3auKOM OCTEOIIOPO3HUX [IePeIOMiB TOBUHHI JIIKYBaTUCS
3rigHO 3 YMHHUMU pPeKoMeHAalisiMu (auB. po3minu «Croci0 3acTocyBaHHS Ta mo3u», «[1o6iuHi
peaxirii»).

Tsaocki wKipHi nobivuHi peakuii. IToBimoMIsIoCcs mpo TAXKKi mKipHi mo6ivHi peakiril, acoifioBaHi i3
3actocyBaHHAM IIII1, BKmtouatouu cuagpoM CTiBeHCa — [IKOHCOHA, TOKCUYHUY elliflepMalbHIU
HEKPOJIi3, MeINKaMeHTO3HY Peakiliio 3 eo3uHo(inieio Ta cucteMuumu cumnromamu (DRESS-
CHHIPOM), a TaKOXK I'OCTPHUM reHepali3oBaHUM €eK3aHTEeMAaTO3HUM yCTyIh03 (IUB. po3min «I1obiuni
peakiiii»). CIIif IpPUIMHATHE 3aCTOCYBaHHS JIIKApCHKOro 3acoby JekcinaHT® mpu mepIyux o3gakKax a6o
CHMIITOMAX TSXKKUX IMIKipHUX MOOIYHUX peakiliii abo Mpu iHIINX 03HaKax TillepuyTIuBOCTI Ta
PO3TAISHYTU MOXKJIUBICTh IOJAJIBIIO]L IX OIIHKH.

HIkipHut ma cucmemHul 4Yep8oHul 8o84ak. Y nauieHTiB, gKi orpumysanu 111, mosigommnsanocs mpo
PO3BUTOK ab0 3aroCTPEeHHS IIKipHOTO YepBOHOT0 BoBYaka (IIIYB) Ta cucTEMHOT0 Y4EPBOHOT'O BOBYAKa
(CYB). V 6inemmocTi BunapkiB Bim3Hauascs [1TYB.

Haiibinem gacToio ¢popmoro IITYB, npo Ky DOBiZOMIISANIOCH ¥ MALi€HTIB, SKi OTPUMYBaIM JTiKyBaHHS
ITITI, 6yna migroctpa ¢dopma IIIYB; 3axBopioBaHHS PO3BUBAJIOCh BIIPOLOOBXK MePiofy Bif KiTbKOX
TUKHIB [I0 KiTbKOX POKiB Ha (oHi 6e3nepepBHOi Teparil y maIieHTiB pi3HOTro BiKy (Big HEMOBIIAT 10
ocib miTHBOTO BiKY). fIK MpaBuUI0, CIIOCTEPirayuch riCTOOTiYHI 3MiHK 0€3 3a/ly4eHHSs B MATOJIOTiUHUN
IIpoIeC opraHa.

Y namnienTis, mwo orpuMyoTs II1I1, 1po BulagKu CUCTEMHOI0 4epBOHOT0 BoB4aka (CUB)
MIOBIIOMIISINIOCH MEHII YacTo, Hixk npo Bunagku [ITYB. CYB, acouiiioBanuii 3 mpuriomoM II1T1, sk



IIPaBUJIO, XapaKTepPu3yeThCs Oibill 1erkuM nepebirom y nopiBasHHI 3 CUB, gkuil He iHOYKOBaHUU
puiioMoM JlikapchKux 3aco6iB. [TouaTok po3Butky CUB, sIK mpaBuio, Bif3HAYa€THCS Bifl KiThKOX
OHIB [0 KiJIbKOX POKIB IIiCJIS MOYATKY JIIKyBaHHS IIperapaToM, TOJIOBHUM YMHOM Y IAI[i€HTIB Bif
MOJIOZIOT'O IO JIiTHBOTO BiKY. Y GiNbIIOCTI IallieHTiB 3aXBOPIOBAHHS XapaKTEPU3YETHCS IOSIBOIO
BHCHUILY, TPOTe TaKOXK Oy/M IMOBigOMJIeHHS IIPO apTpariio Ta HUTOIEHilo.

[ToTpibHO yHUKaTH 3acTocyBaHHs II1I1 moBile, HiXK BUMaraeThCs 3a MEIUYHUMU ITOKa3aHHIMH. AKIIO
y HAli€HTIB, sIKi OTPUMYIOTh IIpernapar Iekcinant®, 3’aBnsoThcs cuMmntomu [ITYB a6o CUB, OTPiOHO
IPUNUHUTY IPUKOM IIpenapaTy Ta HallpaBUTH IAlli€eHTa A0 BiANOBIGHOIO CreliaicTa Al
mpoBefeHHs 00CTexKeHHs. Y OinbInocTi nauieHTiB micns Bimminu IT1I1 Big3HaYa€eThCS MOKPAIIeHHS
CTaHy BIPONOBXK Iepiony Big 4 no 12 TuxXHiB. Pe3ynbTaTé CEPOJIOTIYHUX TECTIB (HalpuKiaz, Ha
aQHTHHYKJIeapHi aHTUTIiNIa) MOXKYTh OYTH MO3UTUBHUMH i TOKA3HUKYU MOXKYTh 3a/IMIIATHACDH
MiJBUIIEHMMHU BIIPOLOBXK AOBIIOTO YaCy IIOPIBHAHO 3 TPUBAJIICTIO KJTIHIYHUX IIPOSBIB.

Hegiyum yianokobanraminy (8imaminy B,,). llloneHHUM npuiioM OyOb-IKUX TiKapChKUX 3aC00iB, SKi
MIPUTHIYYIOTh CEKPELii0 KMCIIOTH IIIYHKOBOTO COKY, IIPOTSTOM TPUBAJIOro Iepioay (HampuKiag,
OHaM 3 POKM) MOXKe IMPU3BOOUTH N0 MaimbaOcopOuii mianHokobanaminy (Bitaminy B,,), rimo- ta
axJioprigpil. € pigki moBigoMIIeHHS IIPO PO3BUTOK AeilluTy iaHOK0OamaMiHy Iif Yac NiKyBaHHS
JiKapChKUMU 3aco0aMu, SKi IPUTHIUYIOTh CEKpellilo KUCIOTH IITYHKOBOTO COKY. CJIifi BpaX0ByBaTH
110 indopMariiio y pasi, Konu y HallieHTiB, gKi 3aCTOCOBYIOTh JleKCinaHT®, CIOCTepiraloThes KIiHiuHi
CUMIITOMH, IIOB’s13aHi 3 medinuToM iaHoKoOanaMiHy.

I'inomaeHiemiss ma miHepaavHull 06MmiH. Pigko mpu 3actocyBanHi ITIIT mpoTsrom IoHaiMeHIIe TPhoX
MICSIIiB y IAIli€HTIB CIIOCTEpiranack rimoMarHieMis (CUMITOMaTAYHa Ta aCUMIITOMaTAYHa), YacCTille
— micysg poky ikyBaHHS. [10 cepiio3Hux HeOaxkaHUX peakIliil HajlexkaTh TeTaHis, apuTMil Ta CyIOMH.
linomaruieMis Moxke MPHU3BECTH OO PO3BUTKY TilokasbliieMii Ta/abo rimokamiemil Ta MoXke IMOCUTTUTH
rinokanbllieMilo y TalieHTiB i3 TPy pu3uKy. 3a3BUYail s JTiKyBaHHS TilloMarHieMil TpoBOASThH
3aMICHY Tepallilo Ta IPUNUHAITS 3aCToCyBaHH4 npenaparis IIII1. [ mamienTis, AKi iMOBIpHO
OynyTh TpUBao npuiiMaTu abo npuiiMaioTh IT1I1 i3 TakuMM TiKapChbKUMU 3aco0aMu, K OUTOKCHH,
abo mpemnapaTaM¥, 1[0 MOXKYTh IPU3BECTH [0 TillOMarHieMil (Hampukiaf, AiypeTuku), Moxe OyTu
HeoOXiTHUM KOHTPOJIb PiBHS MarHilo y KPoBi 10 MOYATKy Ta IepioguyHo Mmif yac nmikyBauHs ITIT1
(ouB. po3min «I1o6iuHi peakiiii»). Ciig Po3rISHYTH MOXKJIMBICTh MOHITOPUHTY PiBHS MarHilo i KaibIliio
[0 T0YaTKy 3aCTOCYBaHHS JIiKapChKOro 3acofy JekcinanT® Ta mepiofudHoO mif 9ac NiKyBaHHS ¥
TIAIlieHTIB 3 yKe iCHYI0OUYMM PU3UKOM PO3BUTKY TillOKaJbI[iEMil (HapuKIIak, TinonapaTupeos). 3a
noTpeOHr OofmaTH JIiKyBaHHS IpelapaTaMy MarHilo Ta/a00 Kambllifo. JAKIIO TimoKalbI[iEMis He
NiAfa€eThCs JIIKYBaHHIO, CIIi PO3IJISHYTU MOXKJIUBICTh IPUNMHEHHS 3acTocyBaHHA II1TI.

LocaidsxceHHsa HelpoeHOOKpUuHHUX nyx/auH. PiBers xpoMorpaHiny A (CgA) y cupoBarTIii 3pocTa€ Ha
GoHi iHIYKOBaAHOT0 NIpenapaToM 3HUXKEHHS KUCJIOTHOCTI UinyHKa. [ligsumenHa piBHa CgA Moxe
IIPU3BECTU [0 OTPUMAaHHS IICEBOONO3UTUBHUX PE3yJIbTaTiB IIPU HiarHOCTHULIL HEUPOEHTOKPUHHUX
nyxiuH. Jlikap MOBUHEH TUMYaCOBO IIPUIIMHUTHU Teparilo AeKCIaHCoIpa3ojioM, IprHaMHi 3a 14 gHiB
[0 IpOBefieHHS OLiHKY piBHA CgA. [locnifKeHHs CJIifi IOBTOPUTH y pa3i, IKio piBeHb CgA mpu
II0YaTKOBI OLiHIII BUCOKUM. [[7151 BUKOHAHHS MOCTiHOBHUX OOCTIOXKEeHb (HanpuKiamd, Oias
MOHITOPUHTY) TIOBUHHA 3aJly4aTUCh OfHA i Ta XK 1abopaTopis, OCKiNbKY fiarna3oH 3HaY€Hb
OOCIIIXKeHb MOXKe BiIpi3HATHUCH (OUB. PO3Min «B3aeMopmist 3 iHIIMMH JTiKapChKUMHU 3aco0aMu Ta iHIIi
BUMHM B3aEMOTIN»).

B3aemoodia 3 memompekcamom. [loBigomMmsnocs, mo cynyTHe 3acTocyBaHHA II1I1 i meToTpekcarty
(mepeBaxHO y BUCOKHX [A03aX) MOXKe IIiABUIIYBaTU KOHILIEHTPAII0 Ta MOJOBXYBaTH IPUCYTHICTh
MeTOTpeKcaTy Ta/abo 1#oro MeTaboJIiTy B CUPOBATIIi KPOBi Ta IPU3BOAUTH [0 PO3BUTKY TOKCUYHOCTI
MeTOTpeKcaTy. [Ipu 3acToCyBaHHI BUCOKUX 03 METOTPEKCATY AEIKUM IallieHTaM PEKOMEHIYEThCS
TEMYacoBO mpunuHuTH npuiiom IITIT (guB. po3min «B3aemopis 3 iHIIMMY JTiIKAPCHKUMHU 3aco0aMu Ta



igmI BUOM B3aEMOMi»).

IToainu ¢pyHOanrvHux 3an03. Bukopucrtauu4 II1I1 moB’sg3aHe 3 MiABUIIEHUM PU3UKOM BUHUKHEHHS
OJIiNiB QyHOANBHUX 3a/103, 110 30iNMbIUTYETLCS MIPHU IX TPUBAJIOMY 3aCTOCYBaHHi, IepeBaxkHO Yyepes
pik. [Toninu ¢hyHOanbHUX 3a/103 BUSABISIOTHCS BUIAAKOBO IIPU €HIOCKOIIil OCKiTbKY BOHU MalOTh
6e3cumntoMuuii mepelir. IT1I1 ¢ BUKOPUCTOBYBATH IIPOTSITOM HAaWKOPOTIIIOTO TEPMiHY 3 MOXKJIMBUX
[JIS1 IATOJIOTI, 10 JTIKYETHCH.

Pu3uk nomosw,eHHs cepueso2o kaanaHa y dimet 8ikom 0o 080X pOKia.

Iekcinaut® He PEKOMEHAYETHCS 3aCTOCOBYBATH HiTSIM BiKOM [I0 ABOX POKiB. JOKIiHIYHI JOCTiOXKEeHHS
3 JTAaHCOTIPA30JI0M IIPOIEMOHCTPYBaIN HECIPUSATIUBUY e(deKT MOTOBIIEHHS CepPIeBUX KlalaHiB y
MOJIOAMX WIypiB. [leKcaaHconpa3oil € R-eHaHTioMepoM JIaHCOIIPa3o1y.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BazimHicmb. [locnifgKeHHS i3 3aCTOCYBaHHAM OEeKCIaHCOIIPa30jly 3a Y4aCTIO BariTHUX KIHOK AT
BUBUYEHHS PU3MKIB, aCOLIM0OBAHUX 3 IPUHAOMOM Ipenapary [eKCinanT®, He IPOBONUINCH. Y
MOCTiAKEHHSX Ha TBapWHAX LI0J0 PeIIPOOYKTHBHOI TOKCUYHOCTI He 6yJI0 BUSBIEHO BIIJIUBY Ha
PO3BUTOK eMOpioHa/IIIofa IIpY IIePOpPaIbHOMY 3aCTOCYBaHHI MEeKCIaHCOIIPa30Jy Ta JIaHCOIPa30y.
OuiHlOBaHUY BUXIOHUN PU3UK PO3BUTKY CEPHO3HUX BPOMAXKEHUX Baf Ta IepepuBaHHS BariTHOCTI AJis
[aHOI TPYTIH MALi€HTIB € HEBIIOMUM.

I'odyeaHHs 2py0d0r. [laHUX M0N0 eKCKpellil IeKCIaHCOIPa30ily 3 TPYIHUM MOJIOKOM JIIOAWHMU, BIIJIUBY
Ha HEMOBJIS, II0 3HaXOOUTLCS Ha TPYIHOMY BUTOIOBYBaHHi, a00 BIJINBY Ha BHUAiJIEHHS MOJIOKa HEMAE.
OpHak, TaHCOIIpa30JI Ta U0ro MeTaboJIiTH IPHUCYTHI B MOJIOII JIaKTyI04YUX TBapuH. KOpucCTs Bif
T'PYAHOTO BUTOMOBYBAaHHS IJ1s1 PO3BUTKY Ta 3MOPOB’S HUTHUHU MOTPiOHO 3iCTAaBUTH 3 KITIHIYHOIO
noTpe6oi0 MaTepi B IpUioMi IIpenapaTty JekcinanT® Ta 6yab-IKMMEA MOXIIMBIMH T0GIiYHIME
BIIJIUBaMU Ha OUTHHY, SIKa 3HAXOOUTHCS Ha TPYLHOMY BUTOLOBYBaHHI, 1[0 3yMOBIIEHI IIPUIOMOM
npenapaty JlexcinaaT® a6o IOTOYHIM 3aXBOPIOBAHHSM MaTepi.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
mexaHizamamu. HeoOximHo 6paTy [0 yBaru MOXK/IMBUN PO3BUTOK MOGIYHUX peakiliil (IuB. po3Min
«ITo06iuHi peakirii»).

Cnoci6 3acmocyeaHHss ma do3u.

PeKOMEHMIOBaHHUI PeKKM [03yBaHHs Ipenapary JeKcinanT® [Jis malieHTiB BikoM 12 pokiB Ta
cTapIue:

PekoMeHO0BaHa
[Toka3aHHSA no3a mpenapary TpuBamiCTh MiKyBaHHS
Hekcinant”
JlikyBaHHST epo3uBHOr0 e30darity |1 karncyma 60 mr 1 |do 8 TuxkHiB
pa3 Ha JeHb.




[linTpuMytoye NTiKyBaHHS 1 kancyna 30 mr 1  |[KoHTpOJ/IbOBaHI AOCHTIXKEHHS HE

epO3UBHOTO e30(arity Ta pa3 Ha [eHb. [IepPeBUILyBaIM TEPMiH 6 MiCAIIiB

[IOJIETIIIeHHS Ieuil Y DOPOC/HX IallieHTiB Ta 16
THUXKHIB y IIAIli€HTIB BiKOM Bif 12
0o 17 pokiB

UlikyBaHHS medil, acormifioBanol 3 |1 kancyna 30 mr 1 |4 TuxHI
CHMIITOMaTU4YHOIO HEEPO3UBHOIO  [pa3 Ha [IeHb.
racTpoe3odareaabHO0

pPedIII0KCHOI0 XBOPOOOIO.

KopueysaHHsa 0o3u 014 nauieHmis i3 neyiHko8ow HedocmamHicmio npu AiKy8aHHi epo3usH020
e3o¢azimy. [1alienTH 3 TIErKUM CTyIIeHeM IIe4YiHKOBOI HeIOCTAaTHOCTI (Kac A 3a mkasoi Yaunga —
I1'10) He mOTPeGYIOTh KOPUT'YBaHHA 03U npenapaty HekcimanT®. ITig yac gocCIimKeHHsS TOPOCIUX
MAIliEHTIB i3 MOMIPHUM CTYyIIeHeM IIe4iHKOBOI HeJoCTaTHOCTI (Kimac B 3a mkanoio Yaunga — [1'10), gki
OTPHMYBAJIK Pa3oBy f03y 60 Mr npemnapaTy JIeKCiaHT®, CIIOCTepiranocs 3HayHe MigBUILEHHS
CHCTEMHOI [Iil IeKCIaHCoIPa30J1y OPiBHSAHO 3i 3mopoBuME H0OpoBOIbLSMHU. ToMy ImallieHTaMm i3
IIOMipHUM CTyTIeHeM Ie4YiHKOBOl HeJJOCTaTHOCTI (Kyac B 3a mikasnoio Yainaa — [1'10) peKOMEHIY€EThCS
3HUKEHHS 03U IIpU JIiKyBaHHI epo3UBHOTO0 e30darity. [I1s mamieHTiB i3 TOMipHUM CTyIIeHEM
IIeYiHKoBol HemocTaTHOCTI (kKiac B 3a mkasnorw Yainga — [1'10) MakcuMaibHa 1o00Ba Ho3a OJId
JIiIKyBaHHSI €pO3UBHOr0 €30¢arity ctaHoBuTh 30 Mr 1 pa3 Ha AeHb MPOTATOM 8 TUXKHIB. [JOCTiIKEeHHS
MAIliEHTIB 3 IEYiHKOBOIO HEAOCTATHICTIO TSXKKOTro cTyneHs (Knac C 3a mKkanoio Yaunga — [1'10) He
IIPOBOAMIINCE, TOMY He CJIifi 3aCTOCOBYBaTH IIpelapaT AaHiil KaTeropil maiieHTiB.

I[Ipenapart JlekcinaHT® MOXHa IPUIAMAaTH He3asleXHOo Bifl IpuiioMy ixi. Kamcynu ciiij KoBraTu
I[ITMMHU Ta He PO32KOBYBaTH.

ITponyuw,eri do3u. Y pasi NponycKy NpuuoMy f03H, CJIif SKOMOra IIBU/IIe IPUUHATH IPOIYILIEHY
mo3y npenapaty. OgHak, SKIo 3a rpadikom npuiioMy HeoOXigHO IpuiMaTi HaCTYIIHY OO3Y
mpernapary, He CIIifl 3aCTOCOBYBaTU IPONYIIEHY 403y, a IPUUHATA HACTYNHY BYacHO. He
PEKOMEHI0BaHO NIPUMMAaTH MOABINHY 03y IpenapaTy O KOMIIEHCYBaHHS MPOIYIIEHO0I TO3H.

[TalrienTy, v AKVX BUHWUKAIOTh TPYIHOLIL IPX KOBTAHHI KaICYII.

3acmocysaHHs 3 A6.1y4HUM niope.

[TokmacTu 1 CTOIOBY JIOKKY SI0IYYHOTO IIIOPe B YUCTY EMHICTh. BifKpuTu Kamcymny, BUCUIIATH
HEeYIIKOMXKeHi rpaHyu B sI0/1y4YHe IIope i ogpa3y NpuitHATH. [ paHynu He po3:kKoByBaTu. He crin
30epiratu g6y4He MIOpe 3 TpaHylaMHU I 3aCTOCYBaHHS IIi3Hille.

4K anbTepHaATHBA, BMICT Karcya Moxe OyTH BBeleHU! 3 BOMIOIO 3a JOTIOMOTOI0 ITpHuiia abo
HA30TaCTPalbHOTO 30HAY.

3acmocysaHHA nepopanvHo 3 800010 3a OONOMO2010 WNPULd.

BigkpuTu Kamncyiy i BUCUIIAaTU I'PaHYJIA B YACTY €EMHICTh 3 20 MJI BOOU. 3allOBHUTY LIMIPUL] yTBOPEHOIO
cyMimmmo. JIerko CTpyCUTH IIpuil, o0 3amnobirtu ocigaHHIO rpaHyl. BBecTu cymill B poTOBY
IIOPOXKHUHY Ta OApa3y NpOoKOBTHYTHU. He cim 30epiratu cyMiin Bogu 3 rpaHyJ/iaMu AJis 3aCTOCYBaHHS
ni3nimre. Jomatu 10 M1 BOOU B LUNIPULL, JIETKO CTPYCUTH 1 puiitHaTU cyMil. e pa3 mogatu 10 M
BOOY B IUIPHL, JIETKO CTPYCUTH i IPUUHSATH.

3acmocysaHHA 3 800010 3a 0ONOMO20K0 HA302ACMPAnbHO20 30HOY (po3mip = 16 French).



BigkpuTu Kamncysy i BUCUIIATU TPaHY/IU B YACTY €MHICTh 3 20 MJI BOOU. 3alIOBHUTHU IUNIPUI-KATETED
YTBOPEHOI0 CyMIIIio. JIerKo CTPYCUTH IIMpUI-KaTeTep, 1106 3amobirti ociganHio rpanyi. HeraHo
BBECTH CYMilll Yepe3 Ha30TacTpasbHUM 30HM B IITYHOK. He cyim 36epiratu cyMmimt Bogu 3 TpaHy1aMu
IJ14 3aCTOCyBaHHA mi3Hime. [lomatu 10 M1 BOOU B LINPUI-KATETEDP, JIETKO CTPYCUTHU 1 BBECTU CYMILIL.
[Ile pa3 mopgatu 10 M1 BOOU B IINPUI-KATETED, JIETKO CTPYCUTH i BBECTH.

Himu.

IekcinanT® He peKOMEHAYETLCA AJA JiKyBaHHS CHMITOMIB racTpoe3odareansHol pedIoKCcHo]
xBopoOu (I'EPX) y miTelt BikOM Bif 0OOHOTO MICSIISl O OAHOTO POKY, OCKiJTbKY JIaHCOIIPa30J1
(panemiyHa cyMir) He BUSIBUBCS e()eKTUBHUM y 0araTOleHTPOBOMY IIOMABIMHO CIIiIOMY
KOHTPOJIbOBaHOMY HocCiifxKeHHi. [Ipy HoKIiHIYHOMY HOCIIIAXKEHHI, TaHCOIIPa30Jyl IPOAEeMOHCTPYBaB
Taki mo6iuHi peaxilil, K MOTOBILIEHHS CEPIIEBOr0 KjanaHa Ta 3MiHM KiCTKOBOI TKaHUHH.

3BaXkaloyH Ha BiICYTHICTh HaHuX 11000 Oe3meKu Ta eeKTUBHOCTI 3aCTOCYBaHHS MpenapaTy
Hekcinant® miTsaM BikoM 10 12 POKiB, He PEKOMEHIYEThLCS HOr0 3aCTOCYBAHHS 1Iil BiKOBi# KaTeropii
Ialli€HTIB.

Besneka Ta eheKTUBHICTh NpenapaTy Jekcinant® Oynau BCTaHOBIEHi AJis MalLlieHTiB BikKoM Bif 12 mo
17 pokiB npu JiKyBaHHi BCiX CTafiii epO3UBHOTO €30(ariTy, Ipu MigTPUMYIOUYOMY JTiKyBaHHI
€pO3UBHOTO0 e30(ariTy Ta MojerieHHi eyil Ta TPy JIiKyBaHHI 1edyil, acoIilioBaHOl 3
CHMIITOMaTUYHOI0 HEEPO3UBHOIO racTpoe3odareanbHO0 PedIIIOKCHOI0 XBOP06010. MOXKIUBICTE
3aCTOCYBaHH IIpernapary IekcimanT® 11iit BiKOBiit TPyl DiATBEPAKYETECA JAaHUMH, OTPUMaHUMHU i
Yac BiiMOBIOAHUX, HaJIe2KHMM YMHOM KOHTPOIbOBAHUX AOCHIAKEHb 3aCTOCYBaHHS Ipenapary
IlekcinaHT® MOpPOCIHMM Iali€eHTaM Ta JOfaTKOBMMHY JaHMMH M0N0 Ge3neku, eGeKTUBHOCTI Ta
(dhapMakKoKiHeTHKY y MallieHTiB BikoM Bixg 12 mo 17 poxkis.

[Tpodinb HebaxkaHUX peakiill y mamieHTiB BikoM Big 12 mo 17 pokiB 6yB mopmiOHME [0 TaKOTO B
NOPOCUX MAalli€HTIB.

IlekcinaHT® He peKOMEH[IYETHCS 3aCTOCOBYBATH JiTSM BiKOM [0 ABOX POKIB (J¥B. PO3MiN
«Oco6muBOCTi 3acTocyBaHHS» Ta «I100iuHi peakirii»). [TpoBefeHi mOKTiHIUHI HOCTIIXKEHHS Ha
MOJIOJHUX IIypax, SKi OTPUMYyBaIM JaHCOMPa30 (paleMiyHy CyMilll), IPOJAeMOHCTPYBaIl
HECIPUATIUBUYM ePEKT IOTOBIIEHHS CEPLIEBUX KilallaHiB Ta 3MiH KiCTOK IIPU €KCII03HUIIil
IeKCIaHCOIPa30ily, iKa 04iKyeThcsl abo Oyfie Bullle ¥ AiTel BikoM Bif 1 1o 2 poOKiB.

Ilepedo3yeanHsi.

Cepit03HKX BUNAJKIB Iepefo3yBaHHs npenaparoM JlekcinanT” He 3adikcoBaHo. baraTropa3ose
3acTocyBaHH4 mpemnapary JekcinaaT® y gosi 120 Mr Ta mpuitoMm ogHOpa30Boi fo3u 300 Mr He
IPU3BOAUIIM 0O CMepTi a00 PO3BUTKY iHIINX TAKKUX M0OIYHKX peakiiil. [ToBimomsimocs npo
PO3BUTOK CEPHO3HUX MOOIYHMX SBUIIN (apTepianabHa TimepTeHsis) Ta CIoCTepiraaucs HeTSXKKi mo0iuwi
peaxtii (TpunauBY, KOHTY3is, opodapuHreanbuuit 6ib, 3HUKEHHS MacH Tijla) IPXU 3aCTOCYBaHHI
npenapary Ilekcinaut® y mo3i 60 Mr aBiui Ha HoOy.

[lekcnaHCconpa30i1 He BUJAII€ThCS 3 KPOBOTOKY 3a [OIIOMOTO0 reMofianidy. ¥ pa3si nepefo3yBaHHSA
IIPOBOAATH CUMIITOMATAYHY Ta MigTPUMYIOUy Tepallito.



ITo6iuni peakuii.

[ToBimOMIISIIOCH IPO PO3BUTOK TAKUX TSXKKHUX IMOOIYHUX peakllili: TOCTpui TyOynoiHTepCTUIlianbHUR
HedpuUT, miapes, acouitoBaHa 3 Clostridium difficile, mepemomMu KiCTOK, TSXKKi IKipHi mo6ivHi
peaxiiii, MKipHUI Ta CHCTEMHUY YePBOHUI BOBYaK, AedinuT niaHokobanaMiny (Bitraminy B,,),
rimoMarsieMisi, moiny pyHOanbHUX 327103, PU3UK IIOTOBIIEHHS CEPIIEBOr0 KialaHa y giTel BiKOM [0
[IBOX POKiB (OuB. po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

Haii6inb momupeHuMy HeGakKaHUMU PeakilisiMU 3 4acTOToI0 > 2 %, 1m0 6ynu 3adikcoBaHi y xomi
IIPOBefleHH Iale60-KOHTPOIbOBAaHUX KITIHIYHUX [OCTiIXKEeHb, €: miapesi, Oilb y XKUBOTI, HyJOTa,
iH(exK1il BepxHiX AUXanbHUX IUIAXiB, O10BaHHS, MeTeopu3M. Halbinbin yacTo HebaxKkaHOIO
peaxirieto, 110 Oyna 3adikcoBaHa y X0[li KOHTPOIbOBAHUX KITiHIYHUX MOCIiIXKEHb Ta IPU3BETIa [0
IIPUNIMHEHHS 3aCTOCYBaHHA IIpemnapary, € giapes (0,7 %).

Huxue npepncrasneHi He0axaHi peakilil 3 4aCTOTO0 MeHIe Hixk 2 %.
3 6oky Kposi ma aimpamuyHoi cucmemu: aHeMis, niMmbageHOIaTis.

3 6oky cepueso-cyOuHHOI cucmemu: CTEHOKapPis, apuTMmisi, 6pagukapmis, 6ib y rpynsix, HaOpsiKy,
iH(papKT Miokapaa, cepleOuTTs, Taxikapmis.

3 6oky opaaHis cayxy ma pieHosazu: 6inb y ByxXax, LIyM Y ByXaX, BEPTHUTO.
3 60Ky eHOoKpuHHOI cucmemu: 300.
3 60Ky opaaHis 30py: MOIpa3HEHHS 0uel, HabpsK o4ei.

3 6oky mpasHoi cucmemu: DUCKOMMOPT Yy OiNsAHI XKUBOTa, GOTICHICTL XKUBOTA, PO3/Iak
BUITOPOKHEHHS, MUCKOMMOPT Yy OiNsHII 3alHHOTO ITPOX0AY, CTpaBoxin bapperTa, 6e30ap, aHOMasbHi
IIyMU KUIIKOBOT'O TPAKTY, HETIPUEMHUY 3arax 3 poTa, MiKPOCKOIIIYHUM KOJIIT, IOJIilKA TOBCTOI KUIIKH,
3aIopH, CyXiCTh y POTi, AYOHEeHIT, AUCIIeNnCcisd, nucdaris, eHTepuT, BifprxKKa, e30¢arit, moJim
IIJIYHKA, TaCTPUT, TaCTPOEHTEPUT, PO3/Iadu y poOOoTi ITyHKa Ta ABaHagusgTunanol kumku, [EPX,
BHpa3Ka Ta mepdopatlis BUpa3Ky MUTYHKA Ta KUIIKOBOT'O TPAKTY, 6JII0BAHHS KPOB'I0, TeMaToxesis,
reMopoH, MOPYIIeHHs eBaKyallil 1Ki 3i IJIyHKa, CAHOPOM II0pa3HeHO0l TOBCTO1 KUIIKH, CIIM3UCTI
BUIIOPOKHEHHS, BUPA3KU CIIM30BOI 000JI0OHKK POTOBOI IIOPOKHUHMU, 00JTiCHI BUTIOPOKHEHHS, IPOKTHT,
IIapecTe3is POTOBOI MOPOXKHUHU, KPOBOTEYA 3 IIPSIMOI KUIIIKH, TIO3UBHU 00 OJIIOBAHHS.

3aeanvHi po3nadu: acTeHis, 6inb y Tpynsix, 03H00, 60JTicHI BiIUyTTs, 3amasieHHs, 3amajieHHs CIU30B01
000JI0HKY, YTBOPEHHS BY3JTyBaTOT0 MOTOBIIEHHS, Oib, TapsdyKa.

3 60Ky neviHKU ma H#08408uUBIOHUX W/sXi8: IeYiHKOBA KOJIiKa, 2KOBYHOKAM sTHa XBOp00a,
reraToMeraiis.

3 boky iMyHHOI cucmemu: peaxliii Tinmep4yTIUBOCTI.

Inpexuil ma iHeasii: indek1il Candida, Tpun, Ha30(papuHTIT, OpaIbHUM reprec, GapuHTiT, CHHYCHT,
BipycHi iHdek1ii, iH}eKIil 30BHIIIHIX cCTaTeBUX OpraHiB Ta MiXBH.

Tpasmu, ompyeHHA i ycKAaOHeHHA npouedyp: MafiHHs, IepeIoMU, PO3TSATHEHHS 3B SI30K Cyrio0a,
001H0OBI BITUYTTS NPU 3aCTOCYBaHHi, GOTOYYTIUBICTE.



JlabopamopHi 0ocai0xiceHHA: MiaBUIeHHS PiBHIB anaHiHamiHoTpaHchepasu (AJIT),
acnaptataMinoTpaHcdepasu (ACT), nyxuol pochartasu (JID), migBulieHHS/3HUKEHHS PiBHIB
6inipy06iny, migBUIIEHHS PiBHIB KpeaTHHIHY, raCTPUHY, TJIIOKO3H, KaJlii0 Y KPOBi, BiIXuIeHHS
pe3yIbTaTiB MeYiHKOBUX P00, 3HUKEHHS PiBHS TPOMOOIUTIB, 30ibIIeHHS PiBHS 3araibHOr0 Oinka,
30inbIIIEHHS MacH Tina.

MemaboaiyHi ma asimeHmapHi po3aadu: 3MiHU alleTUTY, TilepKasblieMis, TimoKamieMis.

3 60Ky onopHO-pyx08020 anapamy ma cnoAy4YHOi MKAHUHU: apTPaTisi, apTPUT, ClIa3MHU, CKeJIeTHO-
M’130BUH Oi/Ih, Miasris.

3 60Ky Hepeogoi cucmemu: 3MiHU CMaKy, CyIOMH, 3allaMOPOYEHHS, TOJIOBHUY 0iNlb, MirpeHs,
MIOPYLIEHHS IIaM’sTi, IapecTe3is, ICUXOMOTOPHA TinepaKTHUBHICTh, TPeMOP, HEBPAJITid TPiiyacToro
HepBa.

3 60Ky ncuxiku: TIOPYIIeHHS CHY, 3aHEMIOKOEHHSI, empecist, 0e3CoHHs, 3MiHM Tibifo.

3 60Ky HUPOK ma ce4osuBiOHUX WsXie: MU3yPis, HeBiIKIagHi TO3UBYU 10 CEUOBUITYCKAHHS,
TYyOy/I0iHTepCTULiaTbHUM HEDPUT (3 MOKIIUBUM MPOTPECYBAHHSAM 0O HUPKOBOI HEIOCTATHOCTI).

3 6oky penpodyKkmugHoi cucmemu ma MO/A0YHUX 3d/103: HUCMeHOopesi, O0TiCHI BiguyTTs mig 9ac
CTaTEeBOT0 aKTy, riepMeHopest, po3jagy MEHCTPYaJIbHOIO IIUKILY.

3 60Ky duxaabHOI cucmeMu: acmipaiiisi, actMa, OPOHXIT, Kallle/lb, 3aiUIIKa, THKABKa,
rinepBeHTHUIALIS, 3aCTiliHi SBUIIlA Y AUXalbHINA cucTeMi, 6isb y ropi.

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

3 6oky cyouHHoi cucmemu: TpoM603 TTUOOKUX BEH, IPUIIIUBY XKapy, TinepTeHsis.

Y xofi HOBrOCTPOKOBOT'0 HEKOHTPOJILOBAHOT'O JOCITifZKeHHS Oy/I0 OMcaHo AooaTKOBi HeOaxkaHi
peaxiiii, siKi Oymu pOo3LiHeHi JIiKapsMHK K II0B’sg3aHi 3 3aCTOCyBaHHAM npenapaTy Jekcinaat’. 1o mux
peakiiii HanexkaTh: aHadinakcis, cayxoBi ramonuHanii, B-knituaHaa niMmpoma, 6ypcUT, 0XKUPIiHHS 3a
IIEeHTPAIbHUM THUIIOM, TOCTPUY XOIEIUCTUT, OeTigpaTarlis, IyKpoBui miabeT, mucdoHis, HocoBa
KpoBoTeYa, GoiKyiT, 300, omepisyBanbHUiL repriec, rinepinigeMis, rinotupeos, migBUIeHHS PiBHS
HeUTPoQisiB, 3HUKEHHS CepeHbOl KOHIIEHTPaIlil TeMOoTrI00iHy B epUTPOLUTAaX, HEUTPOIIeHis,
TeHe3MHU, CHHAPOM HECIOKIMHUX HiT', MISBICTh, TOH3UIIT.

Iimu. Be3neky npenapaTy JekcinaaT® OIiHIOBaJM IIifi 4aC KOHTPOIbOBAHUX Ta HEKOHTPOILOBAHHUX
KJTIHIYHUX [OCTiIXKeHb, B sKi Oy0 3amydyeHo 166 namieHTiB BikoM Bif 12 go 17 pokiB ans jmikyBaHHS
CHMIITOMaTHU4YHOI HEEPO3UBHOI racTpoe3odareanbHoi pedIoKCHOI XBOpoOu, epo3uBHOTO e30(ariTty Ta
IUIS MiATPUMYIOUYOTo JIiKyBaHHS €PO3UBHOT0 e30(ariTy Ta mojerieHHs meyii.

[Tpodine HebakaHUX peakiliti OyB MOiOHUYN OO TAaKOTO B JOPOCHIMX MallieHTiB. HaubinbIn yacTuMu
HeOaXKaHUMU PeaKIlisIMu, 10 BUHUKANK B = 5% MallieHTiB, Oyau rojoBHUM 6ib, abmoMiHambHUHN Oifb,
miapesi, Ha30hapUHTIT Ta opodapUuHTeaTbHUN OiNlb.

[ToOiuHi peakuii, 3a)ikcoBaHi y TOCTMapKETUHTOBUY IIePiof (YacToTa Ta HaABHICTh IPUYUHHOTO
3B’s1I3Ky HE BCTAHOBIJIEHI):



3 60Ky Kpoei ma aimMpamuyHoi cucmemMu: ayToiMyHHa TeMOJIiTUYHA aHeMis, iTiomaTuyHa
TPOMOOLMTOIIEHIYHA Ty PITypPa.

3 60Ky opaaHis cayxy ma pieHosazu: TTIyXOTa.

3 60Ky opaaHie 30py: HEUITKICTh 30Dy .

3 6okxy mpasHoi cucmemu: HaOPSIK POTOBOI MTOPOKHUHY, TAHKPEATHUT, IOJIiNU GQyHOATBPHUX 3a/103.
3azanvHi po3aadu: HAOPSIK 0OMMYYS.

3 60Ky neviHKu ma a#08408UBIOHUX W 15Xi8: TETIATUT, CIPUYNHEHUN BBeIeHHSM JTiIKapChKOro 3acoly.

3 6oky imyHHOI cucmemu: aHadinaKTUUHUM 10K (MOTpebye TepMiHOBOTO JIiKyBaHHS),
ekchomiaTuBHUM nepMaTuT, cuHapoM CTiBeHca — [I2KOHCOHA / TOKCUYHUY elifepMaIbHUN HEKPOIIi3
(Moxe OyTH JleTalbHUM), MEAMKaMeHTO3Ha peakllisd 3 e03WHODIi€I0 Ta CHCTEMHUMU CUMIITOMaMu
(DRESS-cuHgpoMm), rocTpuil TeHepasi3oBaHull eK3aHTEeMAaTO3HUM IyCTY/1b03, My/IbTU()OPMHA
epuTema.

IHexuii ma iHeasii: miapesd, acoritioBaHa 3 Clostridium difficile.

MemaboaiuHi ma asimeHmapHi po3aadu: TimoMarHieMisi, TioKabIieMis, TimokasmieMis,
TiOHATPIEMIA.

3 60Ky ONnopHO-pPyX08020 anapamy: IepeIoMu KiCTOK.

3 60Ky Hepeosoi cucmemu: TIOPYIIEHHS MO3KOBOTO KPOBOOOIry, TpaH3UTOPHaA illeMiyHa aTaka.
3 60Ky HUPOK ma ce4osuBiOHUX W./s1Xi8: TOCTPA HUPKOBA HEIOCTATHICTE.

3 6oky OuxaavbHoi cucmemu: HabpsK rIOTKY, Oinb y ropii.

3 60Ky wkipu ma nidwKipHUX MKAHUH: TeHepaTi30BaHi BUCUIIAHHS, TEHKOIIUTOKIACTUYHUN BaCKYIIiT.

ITogidomaeHHs npo Ni003pr8aHi nobiyHi peakuii

[ToBimomneHnHs mpo mob6iuHi peakilil micns peecTpallil Tikapchbkoro 3aco0y Ma€ BenriKe 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI [IEOTO
JiKapCchKOro 3aco0y. MeguuHuM Ta hapMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallieHTaM abo ixHiM
3aKOHHUM ITIPeCTaBHUKAM CJIiT IOBiTOMJISITH IIPO YCi BUITAAKHK MMi03PI0BAaHUX MOOIYHUX Peakilii Ta
BifmCyTHOCTI e(peKTHUBHOCTI JTikapCchKOT0o 3aco0y yepe3 aBTOMATH30BaHy iHopMaliiHy CUCTEMY 3
dapmakorarnany (https://aisf.dec.gov.ua).

Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.

36epiratu npu TeMiepatypi He Buine 25 °C. 36epiratu y HegOCTYIIHOMY OJIst miTed Mici!


https://aisf.dec.gov.ua

VYnaxoBka.

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

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.
Hendapm Hosapa C.p.n., ITamisi/Delpharm Novara S.r.l., Italy.

Takema 'M0X, Mmiciie Bupo6uunTBa OpaHieHOypr, Himeuunna/Takeda GmbH Betriebsstatte
Oranienburg, Germany.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
Bia Kpo3a, 86 - 28065 Yepano (HO), Itanis/Via Crosa, 86 - 28065 Cerano (NO), Italy.

JlenimmTpacce 70-98, 16515 OpanienOypr, Himeuunna/Lehnitzstrasse 70-98, 16515 Oranienburg,
Germany.



