IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

JEKCINAHTA
(DEXILANTA)

Cknag:

Aitoya peyosmHa: dexlansoprazole;

1 kancyna mictutb 30 Mr gekcnaHconpasony (rpaHynu-LL — 7,5 Mr gekcnaHconpasony i rpaHynmn-H — 22,5 mMr fekcnaHconpasosny) abo 60 mr gekcrnaHconpasosny
(rpaHynu-LS- 15 mr gekcnaHconpasony i rpaHynu-H — 45 mr gekcnaHconpasony).

[OMOMI>KHI PEYOBWHU:

rpaHynun-LL: LyKop cthepuyHnii; marHito kapboHaT; caxaposa; rigpoKCUnponinLentonosa HU3bKo3aMilleHa; rigpoKcMnponinuentonosa; rinpomenosa 2910; Tanbk;
TuTaHy giokeng (E 171); MeTakpunaTHOro cononimepy aucnepcis; nonietuneHrnikons 8000; nonicop6at 80; KPeMHItO AioKCMA KONOTAHWIA 6€3BOAHNIA;

rpaHynu-LS. LyKop cepuyHniA; mMarHito KapboHaT; caxaposa; rigpoKCMnponinuentonosa HU3bKo3amilleHa; rigpoKcMnponinuentonosa; rinpomenosa 2910; Tanbk;
TuTaHy giokeng (E 171); MeTakpunaTtHOro cononimepy aucnepcis; nonietuneHrnikons 8000; nonicop6at 80; KpeMHit0 AiOKCUA KONOTAHWIA 6e3BOAHNIA;

rpaHynu-H: uykop cepuvyHuii;, mMarHito KapboHart; caxaposa; rifpoKCUMpPoninLentonosa HU3bKo3amileHa; rigpoKeunponinuentonosa; rinpomenosa 2910; Tanbk;
Tutany giokeng (E 171); metakpunatHuia cononimep (Tvn B); meTakpunaTHuid cononimep (Tun A); TPUETUALMUTPAT; KPEMHIO AiOoKCUA KONOTAHWIA 6e3BOAHNIA.

Jlikapcbka thopma. Kancynum 3 MmoandikoBaHUM BUBIIbHEHHAM TBEPA.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMBOCT:

Kancynn no 30 Mr: Kancynu 3 rosybor0 Henpo30opor KPULLEYKOH 3 TEMHO-CIpUM rpaBitoBaHHAM «TAP» i CipyM Henpo3opum KOpnycoM 3 TeMHO-Cipum
rpasitoBaHHAM «30», WO MICTATbL FpaHyu Bif 6i10ro 4o Maiixke 6if10ro Koibopy;

Kancynm no 60 mr: kancynm 3 rosybot0 Henpo3opol KPULLEYKOK 3 TEMHO-CIPUM TpaBitoBaHHAM «TAP» i rofyéum Henpo3opuMMm KOprycoMm 3 TeMHO-Cipum
rpaBitoBaHHAM «60», L0 MIiCTATb rpaHyn Bif 6i10ro Ao maiixe 6if10ro KonbLopy.

dapmakoTepaneBTUYHa rpyna. IHriéitopu npotoHHoi nomnu. Kog ATX A02B CO6.

dapmMakosoriyHi BnacTmneoCTI.

PapmakonHamika. [lekcnaHconpasos HaeXnTb [0 Knacy aHTUCEKPETOPHMX CNonyK, fKi € 3aMillleHUMM 6eH3MMILa30namMK, WO MPUMHIYYHOTL CEKPELit0 KUCIOTH
LLTYHKOBOIO COKY 3a paxyHOK CneuupiyHOro NpurHivyeHHs aktuBHocTi (H+, K+)-AT®a3u Ha CEKPeTOPHI NOBepXHi NapieTaflbHUX KNITUH LWNyHKa. OCKifbKUN LS
(hepMeHTHa CMCTeMa BBaXKAETLCS KMUCNOTHO (MPOTOHHOK) MOMMOK NapieTaNbHUX KNITUH, AeKCIaHCoNnpas3on KNacuMikyeTbCsa AK iHF6ITOP MPOTOHHOT MOMMKU, AKUIA
GM10KYyE 3aK/TFOYHNIA eTan YTBOPEHHSA KUCOTW.

dapmakoKiHeTVKa. AGcopbLis. Micns nepopanbHOro 3actocyBaHHA npenapaTy [ekcinaHT® y nosax 30 Mr a6o 60 Mr 340p0OBMM [OGPOBO/LLAM Ta NaLieHTam i3
CYMMTOMATUYHORO racTpoe3odareasbHOK PedIOKCHOK XBOPO6O0I0 cepefiHi 3HaveHHs Ca T2 AUC fekcnaHconpasosny 3pocTasivi Mavixe nponopLiiHo L03i.

Y pasi 3milyBaHHs 60 Mr rpaHyn npenapaty [ekcinaHt® 3 BoAoto i 3acToCyBaHHs 4epe3 HasoracTpasibHWiA 30HA abo nepopasibHO 3a [JOMOMOroH LWNpuULa
6iogocTynHicTb (Cax | AUC) AeKcnaHconpasony € Takow X, SIK i Npy 3acTocyBaHHi 60 Mr npenapaty [ekcinaHt® y BUrnsagi iHTakTHoi Kancyn.



Mpwuiiom Xi He BNnmBae Ha AUC agekcnaHconpasony.

Posnogin. 38’A3yBaHHA AeKcnaHconpasony 3 6inkamu niasMum y 340p0BUX A406P0BO/bLIB KONMMBanoch Bif 96 % 10 99 % Ta He 3aeXaso Bif KOHUeHTpauii npenaparty
y ApianasoHi Big 0,01 go 20 MKr/mMA. Y nauieHTIiB i3 CUMATOMATUYHOI racTpoesodareasbHOK PeItOKCHO XBOPO6OKD ysBHUIA 06°em po3snoginy (Vz/F) nicns
npuinomy 6araToKpaTHUX 403 cTaHoBKB 40 1.

MeTaboniam. [lekcnaHconpason iHTEHCUBHO MeTaboNi3yeTbCA B MEYiHLUi LUASXOM OKUCMEHHS, BIAHOBMEHHS i NoAanblioro yopMyBaHHS CynbgaTy, KOH torauii 3
INIFOKYPOHIAOM Ta [I0TATIOHOM 40 HeaKTUBHUX MeTaboniTiB. OKUC/IeHI MeTaboniTv YTBOPKOKOTLCA 3a LOMOMOroK epMeHTHOT cuctemu uutoxpomy P450 (CYP),
BKJ/1HOYAKOUM TAPOKCUNIOBAHHA B OCHOBHOMY 3a filornomMoroto CY P2C19 Ta oK1cneHHs 4o cynbgoHy 3a goriomorowo CY P3A4.

CYP2C19 € noniMopHUM (epMEHTOM MEeYiHKKW, AKWUIA BUSBNSE TpU (heHoTMNK y meTaboniami cy6ctpatie CYP2C19: wBuaki metabonizatopu, NPOMiXKHI
meTabonizaTopun Ta MoBifibHI MeTabonisatopy. [ekcnaHconpasosl € OCHOBHUM KOMIMOHEHTOM, LLO LIMPKY/IHOE Y Mnasmi KPoBi, HE3a/IeXHO Bif, CTaTycy MeTabosnismy
CYP2C19. ¥ wsugkmx ta nomipHux CYP2C19 meTabonizaTopiB OCHOBHUMK MeTabonitamMu y nniasMi € 5-rijpokcuaekcnaHconpason 1a Moro ritoKypoHOBUIA
KOH’torart, Togi K y noinbHUX CY P2C19 MeTab0/1i3aTopiB OCHOBHWUM N1a3MOBUM MeTaboNiTOM € Cy/b(OH eKCiaHCconpasony.

BueeaeHHs. Micns npuitomy npenapaty [ekcinaHT® gekcnaHconpason y He3MiHEHOMY BU/ISAi 3 Ceueto He BUBOAWTLCS. MMicns 3acTOCYBaHHS AeKCMaHCconpasony,
MiueHoro 14C, 6 3q0poBrM 106pOBONLLAM 61M3bKO 50,7 % (cTaHgapTHe BigxuneHHs (CB): 9,0 %) BBeAeHOI pafioakTUBHOCTI BUBOAWUOCA i3 ceveto i 47,6 % (CB:
7,3 %) — 3 Kanom. BctaHosneHuii knipeHc (CL/F) y 300poBux o6poBosibLiB cTaHoBMB Big 11,4 no 11,6 n/rog nicns 5-aeHHOro 3actocyBaHHs y f03i 30 Mr abo 60 mr
OAVH pa3 Ha [00y.

Oco6/uBI rpyny nawieHTIB.

MepiaTpryHa nonynsayis.

dapmaKkoKiHETMKA AeKCNaHCOoNPas3oy y nauieHTiB BIKOM 40 12 poKiB He BMBYanachb.

MauieHTw BikoM Bif 12 10 17 poKiB.

dapmakoKiHETUKA [eKcnaHconpasony Aocnifpxysanach y 36 nauieHTiB BIKOM Bif 12 ao 17 pokKiB i3 CMMNTOMaTMYHOK HEepO3VMBHOK racTpoe3odareasbHo
PehIIOKCHOK XBOPOGOI B paMKax 6araToLeHTPOBOr0 AOCIMKeHHS. MaLlieHTn 6y paHAoMi30BaHi Ans oTpuMaHHsa npenapaty AekcinaHt® B fo3i 30 mMr a6o 60 Mr
OAVH pa3 Ha foby BnpogosX 7 AHiB. CepedHi 3HaueHHs Crhgx Ta AUC fekcnaHconpasony B nauieHTiB BikKoM Bif 12 go 17 pokis ctaHosunm 105 % Ta 88 %
BIZMOBIAHO B MOPIBHAHHI 3 TaKMMM Y AOPOC/MX MaLieHTIB Npy 3acToCyBaHHI npenapaTy B fo3i 30 mr i 81 % Ta 78 % BignoBigHO NpwW 3aCTOCYBaHHI Npenaparty B A03i
60 mr.

MayieHTn NiTHLOro Biky. KiHUeBWIA Nepiog, HaniBBMBELEHHS AeKCNaHCONPasosy 3Ha4YHO A0BLUWIA Y NalieHTiB NiTHLOro BiKy MOPIBHAHO i3 MONOALWINMM NaLieHTamu
(2,2 Ta 1,5 roguHm BignosigHo). CuctemHa ekcnosumuyisa (AUC) fekcnaHconpasosny y nauieHTiB NiTHbOro Biky BuLLa (Ha 34 %), HXX Y MOJIOALINX MaLieHTIB.

CTaTb. [locnimkeHHs i3 3a1lydyeHHAM 12 nauieHTIB Y40M10BIYOT cTaTi Ta 12 nayieHTiB XIHOYOT CTaTi, AKi OTPpUMyBa/IM 0HOPA30BY NepopasibHy A03y 60 Mr npenapaty
NekcinaHT®, nokasanu, WO NalieHT XiHoYoT CTaTi MatoTh BULLY cucTeMHY ekcrosuuito (AUC) (Ha 43 %), HidX naLlieHTV 4onoBivoi cTaTi. [laHa BigMiHHICTb B
eKCno3uLii He BMNIMBaE Ha NPoginb 6e3nekn npenapary.

HupkoBa HefoCTaTHICTBL. [eKcnaHconpason IHTEHCMBHO MeTaboni3yeTbCs B MediHUi A0 HeaKTMBHMX MeTaboniTiB, TOMY BUXigHa Aitoya pevyoBUHa He
BiIHOBNIOETLCA B CeYi MiCas nepopasibHOro NpUinoMy AekcnaHconpasosny. TOMY He O4iKyeTbes, WO (hapMakKOKIHETMKA AeKCNaHConpasony BiAMiHHA Y MaLieHTIB i3
HWPKOBOK HeAOCTATHICTIO. [lOCNiMKEHHS 13 3a/lyYeHHAM MauieHTiB i3 HUPKOBOK HeAOCTATHICTIO He NpoBOAMAUCE. Kpim Toro, hapmMakoKiHeT/Ka laHCcomnpasony He
Oyna KNiHIYHO BiAMIHHOIO Y NAUIEHTIB i3 HUPKOBOK HEAOCTATHICTHO IEKOr0, MOMIPHOIO Ta TAXKOr0 CTYMeHiB MOPIBHAHO 3i 340p0BUMY LOOPOBO/LLAMM.

MeyiHKoBa HeAOCTaTHICTb. JoCNipKeHHS i3 3a/1y4eHHsM 12 nauieHTiB i3 NeYiHKOBOK HEAOCTaTHICTIO MOMipHOro cTyneHs (knac B 3a wkanoto Yainnga — IM°10), skKi
OTPUMYBa/M OfIHOPa30BY NepopasibHy A03y 60 Mr npenapaTty JekcinaHT®, nokasano, Lo CMCTEMHA eKCMO3WLLis 3B’53aHO0 Ta HE3B’s3aHOT0 IeKCNaHconpasony Gyna
MPUBIN3HO Y 2 pasun BULLOK MOPIBHAHO 3 TaKOK Y 340pP0OBMX A06POBO/bLLIB. [aHa BiAMIHHICTb €KCNo3unLil He MoB’A3aHa i3 BIAMIHHICTIO 3B’A3yBaHHA 3 Gifikamu
nnasMu Kposi. [OCNigpKeHHs i3 3aly4YeHHAM MaLieHTIB i3 TSXKOK NeviHKOBOK HeaocTaTHICTIO (knac C 3a wkanow Yainga — M°10) He NpoBOAUNKUCH (AUB. PO34in
«Cnocib 3acToCyBaHHA Ta J03U»).




KniHIYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

- JTikyBaHH$ BCiX CTafjiin epo3MBHOro e3o(arity y nauieHTiB BiKOM 12 pokiB Ta cTapLle BNPOLOBX Nepioay A0 8 TUXHIB.

- MigTpumytove NikyBaHHS epo3MBHOr0 e30(hariTy Ta MoserweHHsa nedii y nauieHTiB BIKOM 12 pokiB Ta cTapLle BMPOALOBX nepiogy A0 6 MicAuiB Ana Aopocnmx
nawuieHTiB Ta 16 TMXKHIB 41 nauieHTIB BIKOM Big 12 10 17 pokiB.

- JlikyBaHHs nedii, acouiioBaHOI 3 CUMNTOMATUYHOK HEEePO3MBHOK FacTpoe3odareanbHOK PedItOKCHOK XBOPO60K, Y MauieHTIB BiKOM 12 poKiB Ta CTaplue
NPOTAroM 4 TUXKHIB.

MpoTunokasaHHs.
MigBvLeHa YyTAMBICTb A0 aKTUBHOI PeYOBMHU Ta Byab-AKOro KOMMOHeHTa npenapaTy. bynu noBifoMIeHHS NP0 PO3BUTOK peakuiin rinepyyT/MBOCTI, BKIHOYAKOUM
aHadinakcii (gus. po3ain «Mo6ivHi peakyii»). MoBigOMAANOCH MPO PO3BMTOK FOCTPOro iHTePCTULia/IbHOro He(hPUTY MPK 3aCTOCYBAHHI IHLIMX IHFI6ITOPIB NPOTOHHOI
nomnu (IT1M), BKIKOYaOUM naHcornpasos, R-eHaHTIOMepOM SKOro € AekcnaHcornpason (AvB. po3gin «OcobnmMBOCTI 3acToCyBaHHA»). IMI, BKIOYaroum npenapar
[ekcinaHT®, npoTMnokasaHo 3aCTOCOBYBATH CYMiCHO 3 NMpenapaTtamu, Lo MiCTATb pUAniBipuH (AUB. po3ain «B3aemogis 3 iHWMMKM NiKapcbKUMM 3aco6amm Ta iHLLi
BUAMN B3aEMOAIN).

B3aemogisi 3 iHLIMMW NiKapcbKUMM 3ac06aMun Ta iHLi BUAW B3aEMOAINA.

Hwuykue 3a3Ha4eHO KMiHIYHO 3HaYyLL i B3aEMO/IT TiIKapCbKMX 3aC06iB Ta 3MiHW pe3ynbTarTiB AiarHOCTUYHUX AOCNIAKEHb NPY 0AHOYACHOMY 3aCTOCYBaHHI 3 MpenapaTom
[ekcinaHT®, a Takox 3axoay Lo/0 X NonepempkeHHs a60 YCYHEHHS.

[na oTpumaHHA 6inbll AeTanbHOT iHGopMaLil NPo B3aeMOMit0 3 iHri6iTopaMy NPOTOHHOI NOMMM AMB. IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS BifnoBigHUX
NiKapCbKMX 3ac006iB.

MpenapaTu Ta [iarHOCTWYHI TecTw, Ha AKi npenapaT [JekcinaHT® mae KniHiYHo 3HauyLLMi BB,

AHTMPETPOBIpyCcHI NpenapaTu. KniHiuHuiA Bname. Bname ITIM Ha aHTUPeTPOBIpYCHI NpenapaTty BapiabenbHUin. KniHiuHa 3HauyLWicTb Ta MeXaHi3Mu X B3aeMOfil
BIZJOMI He Yy BCiX BMNafAKax.

- 3HWMKeHa eKCno3uuis Aeskux aHTUPeTPOBIPYCHUX npenapatiB (Hanpuknad, puaniBipuHy, atasaHaBipy Ta HendiHasipy) MpM CYMiCHOMY 3aCcTOCYBaHHI 3
[eKCNaHCcomnpasooM MoxXKe NocnabnoBaTy NPOTUBIPYCHY Ait0 Ta NPU3BOAWUTU IO PO3BUTKY PE3UCTEHTHOCTI L0 Npenapary.

- MigByLLeHa eKcno3nLis IHWNX aHTUPETPOBIPYCHMX Npenaparis (Hanpukiaz, caksiHasipy) Mpy CyMICHOMY 3aCTOCYBaHHI 3 JeKCNaHConpasoioM Mo e 30i/bLyBaTy
TOKCUYHICTb aHTUPETPOBIPYCHUX MpenapaTis.

- € IHLWIi aHTUPeTPOBIPYCHI NpenapaTtu, B3aEMOAIT AKMX 3 AEKCNaHCONPa30/ioM He € KMIHIYHO 3HaYyLUMK.

3axoau. MpenapaTu, Lo MiCTATb PUANIBIPUH: CyMiCHe 3acToCyBaHHS 3 npenapatoM JekcinaHT® npotunokasaHe (AuB. po3ain «pPOTUNOKA3aHHS»).

ATazaHasip. AnB. IHCTPYKLUIIO NS MEANYHOr0 3aCTOCYBaHHA ata3aHasipy 04O L03YBaHHS.

HendiHagip. MOTPiGHO YHUKATW OIHOYACHOT0 3aCTOCYBaHHSA 3 NpenapaToM [ekcinaHT®. [InB. iHCTPYKLitO Ans MeAUUYHOr0 3aCTOCYBaHHSA HeNgiHaBipy.

CakgiHaBip. [AMB. IHCTPYKLitO /1 MeAMYHOr0 3aCTOCYBaHHS CakBiHaBIipy; NOKa3aHUA MOHITOPUHT WOAO MNOTEHLIMHNX TOKCUYHMX e(DEKTIB CaKBiHaBIpY.

IHWI aHTUpeTpOoBIpYCHI NpenapaTtu. JuB. IHCTPYKLIIO 415 MELUYHOr0 3aCTOCYBaHHS.

BapdapuH. KniHiuHmiA Bnnme. CrnocTepiraeTbCA MigBULLEHHA 3HAYeHHS MiDKHApPOAHOro HOPMasi3oBaHOro iHAeKCy Ta MPOTPOMOIHOBOrO 4acy B MauieHTIB, SKi



OAHOYACHO OTPUMYIOTb [HFIBITOPM NPOTOHHOI NOMNK Ta BapMapviH. MigBULLEHHSA 3HAYEHHA MIXXKHAPOLHOro HOPMasli30BaHOro iHAEeKCY Ta MPOTPOMOGIHOBOro Yacy
MO>XXe NPU3BECTN [0 NaTONOriYHOI KPOBOTEYi Ta HaBiTb CMeEPTI.

3axoan. HeoOXifgHWA MOHITOPUMHI MiXXHAPOLHOr0 HOPMasi3oBaHOro iHAEKCY Ta MPOTPOMOGIHOBOro Yacy. [N NiATPMMaHHS LiNbOBOro PIiBHA Mi>KHApPOAHOro
HOPMani30BaHOro iHAEKCY MOXKe 6y TV NOTPi6He KOpUryBaHHS A403u BapapuHy. AMB. IHCTPYKLitO 418 MeAUYHOr0 3aCTOCYBaHHSA Bap(apuHy.

MeToTpekcaT. KniHiyHuid Bname. OfHOYACHE 3aCTOCYBaHHA iHTiBITOPIB MPOTOHHOT MOMMU Ta METOTPeKcaTy (NepeBaKHO Y BUCOKMX [03ax) MOXe Npu3BecTu [0
NiABULLEHHS Ta MOLOBXEHHS YTPMMaHHA KOHLEHTpaLid MeToTpekcaTty Ta/abo oro mMeTabosniTy rifpoKCMMETOTpeKCcaTy B CMPOBATL KPOBI, L0 MOXE CMPUYUHUTY
NosiBY TOKCUYHUX e(heKTiB MeToTpekcaTy. dopmanbHi JOCNIMKEeHHA B3aEMOZii Npw 3aCTOCYBaHHI BUCOKMX [103 MeTOTpeKcaTy Ta iHribiTopiB MPOTOHHOI NOMMM He
MPOBOAMAMNCH (AMB. PO3Ain «OCoBAMBOCTI 3aCTOCYBAHHS»).

3axogn. Ans feskux nauieHTiB, AKI OTPUMYHOTb BUCOKI 03U METOTpeKcaty, Cif PO3risHyTU MOX/IUBICTb TMMYacOBOIO MPUMMHEHHS 3aCTOCYBaHHA Npenapary
[eKcinaHT®,

AvrokcuH. KniHivsuia Bname. Moxknmee NigBULLEHHS eKCNO3ULLIT AUTOKCUHY.

3axoamn. HeobxiAHWIA MOHITOPUHT KOHLEHTPALiA AMroKCUHY. Ana NigTPUMaHHA TepaneBTUYHNX KOHLEHTPALi AUroKCMHY MOXe 6yTin NOTPiGbHe KOPUryBaHHS Oro
A03yBaHHSA. [IMB. IHCTPYKLIIO A1 MEANYHOr0 3aCTOCYBaHHS AUIOKCUHY.

JlikapcbKi 3acobu, abcopbLis AKX 3ane>KUThb Bif PiBHA pH B WAYHKY (Hanpuknag, coni 3ani3a, epnoTuHIO, JacaTWHIO, HINOTUHIO, ModeTuny MikodeHonaT,

KEeTOKOHAa30/1/iTPakoHa3o/).

KniHiuHuin Bnve. JekcnaHconpasos MoXe 3HUKYBaTh abcopOuito iHLWMX NiKapcbKmMx 3aco6iB Yepes Moro eqyekT 3MeHLLEHHS KUCNOTHOCTI LLMYHKaA.

3axoan. MotheTnny MikodpeHonaT. Mpn 0gHOYACHOMY 3aCTOCYBaHHI IHTi6ITOPIB MPOTOHHOT MOMMY Y 3[40POBUX A0OPOBO/BLLIB Ta Y MaLiEHTIB MiCNA TpaHCHNaHTauT,
AKI OTPUMYHOTb MOETUY MiIKOEHONAT, NOBIAOMAANOCA MPO 3HMKEHHSA eKCNO3uLiT aKTUBHOIO MeTaboniTy (MiKOeHO0BOT KUCOTK), WO, MOX/NBO, NOB’S3aHO 3i
3HWKEHHAM PO3YMHHOCTI MOGeTMy MiKO(eHoNaty npy nigsuwweHomy pisHi pH wyHka. KniHivHy 3HaYyLwicTb 3HUXKEHOT eKCMo3uLLiT MiIKO)eHON0BOT KACMOTY A/1S
PU3NKY BiJTOPrHEHHS TpaHCMAaHTaTa B NaLieHTiB, SKUM 6YN0 NPOBeAeHO TPaHCMNaHTaL 0 Ta AKi OTPUMYIOTL npenapaT [JekcinaHT® Ta mModeTnny mikogeHonar,
BCTaHOB/IEHO He 6yno. MauieHTaM, SKUM 6yn10 NPOBeAEHO TpaHCNaHTaLito Ta AKi OTPUMYHOTb MOGeTUY MiKogeHonaT, NOTPIGHO 3 06EPEXHICTIO 3aCTOCOBYBATH
npenapat JekcinaHt®.

[MB. IHCTPYKUIT NS MeAMYHOr0 3aCTOCYBaHHA AN IHLLMX NpenapartiB, abcopbuis AKMX 3aneXXnTb Bif piBHA pH WwnyHKa.

Takponimyc. KniHiunuin Bnans. Moxvee NigBULLEHHA eKCNO3ULLIT TaKPoiMycy, 0CO6/IMBO Y NaLieHTIB Nicns TpaHcnaHTauii 3 MOMIPHOK ab0 HM3bKOK aKTUBHICTIO
CYP2C19.

3axoamn. HeobXigHWMIA MOHITOPUHT MiHIMaNbHOT KOHLEHTpaLiT TakponimMycy B LiNbHIA KpoBi. On4 NiATPMMaHHS TepaneBTUUYHUX KOHLEHTPaLiin TakposliMycy MOXe
OyTn NOTPibHe KOPUTyBaHHA Or0 J03YBaHHA. [IMB. IHCTPYKLILO 419 MeANYHOr 0 3aCTOCYBaHHS TakKponiMycy.

Bnave Ha pe3ynbTaTv JOCNI[KEHb MapKepiB HEMPOEHAOKPUHHMX NYXAUH. KniHiYHWIA BNAKB.

3HWKEHHSA LUYHKOBOT KUCMIOTHOCTI, 3yMOB/IEHE 3aCTOCYBaHHAM iHri6ITOPIB NPOTOHHOI NOMMW, NMPU3BOAWUTL 4O BTOPUHHOIO MiABULLEHHA PIBHIB XpOMOrpaHiHy A
(CgA). MigsuweHHs piBHs CgA MOXKe NPW3BECTU 40 OTPUMaHHS NCEBAOMO3UTUMBHUX pe3ynbTaTiB NPy AiarHOCTULI HePOEHAOKPUHHMX MYXNWH (AMB. PO3Ain
«OCc061MBOCTI 3aCTOCYBaHHS»).

3axogn. HeobxigHe TumMuacoBe NpUMNUHEHHs Tepanii npenapatom [ekcinaHT® npuHaiiMHi 3a 14 AHIB [0 BU3HaueHHs piBHIB CgA Ta po3rnsg MOXIMBOCTI




MPOBEAEHHA MOBTOPHOIO TeCTy, AKWO MpU NeplioMy AocnifkeHHi piBHi CgA € BUCOKUMW. [19 BWKOHaHHA MOCMILOBHUX [LOCMIMKeHb (Hanpuknag, ans
MOHITOPWHIY) MOBUHHA 3a/ly4aTUCh OflHA i Ta XX N1abopaTopist, OCKINIbKM pediepeHCHUIA Aiana3oH 3HaydeHb 4OCNIIKEHb MiXK 1abopaTopisiMu MOXKe Bifpi3HATUCH.

BnavMe Ha pesynbTaTy CTUMYNAUIRHOT Npobu 3 ceKpeTMHOM. KniHiyHwiA BnavB. BignoBigb y BUrNagi rinepcekpeuii racTpuHy npu CTUMYNAUIAHIA Npobi 3
CEKPETVMHOM MOXXE NPU3BECTY A0 NMOMWIKOBOIO AiarHo3y raCTpyHOMM.

3axoau. HeobxiaHe TMYacoBe MPUNHEHHS NiKyBaHHA npenapaTtom AekcinaHT® npuHalimMHi 3a 30 AHIB 10 NPOBEAEHHS NPOGM A1S TOro, W06 CeKpeLlis racTpuHy
MOr/1a MOBEPHYTUCH [0 NOYATKOBOIO PiBHS.

MceBAONO3NTMBHUI Pe3ynbTaT AOCNIAXKEHHS Cedi Ha TeTparigpokaHabiHon. KniHiuHuiA Bnane. By v NoBigOMIEHHS, WO Y NaUieHTIB, AKi 3aCTOCOBYHOTb IHri6ITOPY
MPOTOHHOT NOMNK, 6y/IM OTPUMaHI NCEBAOMNO3UTUBHI Pe3y/bTaTu CKPUHIHFOBUX LOCNIKEHb CeYi Ha HasBHICTb TeTparigpokaHabiHony.

3axoan. Ans nigTeepiKeHHS NO3UTUBHUX Pe3y/bTaTiB MOTPIOHO PO3rNAHYTU MOX/IUBICTb 3aCTOCYBaHHA a/lbTEPHATUBHUX NiATBEPIKYHOUNX METOAIB AOCIKEHHS.
MpenapaTyn Ta PeyoBnHM, SKi KNiHIYHO 3HAYMMO BNAMBAKOTb Ha NpenapaT AekcinaHT® npu cymicHOMY 3aCTOCyBaHHi.

IHoykTopn CYP2C19 a6o CYP3A4. KniHiuHui BNvB. MOX/IMBE 3HUKEHHS eKCMO3NLIT AEKCNIaHCOMPa3oy Npu 3acTOCYBaHHI 3 NOTY)XHUMW iHAYKTOpamu.

3axogu. MpenapaTy 38ipo60t0 3BMYaAItHOTO, prchamniH. MOTPiBHO YHMKATY CYyMiCHOTO 3aCTOCYBaHHA 3 NpenapaToM JekcinaHt®,

Nikapcbki 3aco6u, WO MICTATb pUTOHABIP. AMB. IHCTPYKLitO 419 MEANYHOI0 3aCTOCYBAaHHS.

IHri6iTopn CYP2C19 a6o CYP3A4. KniHiuHuii Bname. Mpy 3aCcTOCYBaHHI 3 MOTY>XHUMM iHTiGiTOpamn nepefdadacTbCs MiABMLLEHHS eKCNO3WLIT AeKCNaHConpasony.
3axoau. BopukoHason. AMB. iHCTPYKLUitO ANs MeAWYHOI0 3aCTOCYBaHHS.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

HasBHI 3N105KIiCHI HOBOY TBOPEHHS LLUNYHKA.

Y [0pocnux MauieHTiB cuMnTOMaTuHa BinoBigb Ha Tepanito npenapaToM [ekcinaHT® He BUKNIOYAE HASBHICTb 3/10SKICHX HOBOYTBOPEHb LLYHKA. Y [A0POCANX
nawuieHTiB i3 CyboNTMManbHOK BIAMNOBIAAK ab0 3 paHHLOK MOBTOPHOK MOSBOKD CMMMNTOMIB MICNS 3aBEPLUEHHS NiKyBaHHS iHri6iTOpoM NPOTOHHOT nomnu (IM11)
MOTPIOHO PO3MNIAHYTU AOLINbHICTL NPOBELEHHS [AOLATKOBOIO CMOCTEPEXEHHS Ta AIarHOCTUYHUX AOCAIMKEHb. Y NauieHTIB CTapLUIOro BiKy MOTPIGHO PO3rNsHYTU
MOX/IMBICTb NPOBEAEHHS eHAOCKONIYHOr0 0OCTEXEHHS.

FocTpuil iHTepcTuliasbHuiA Hedhpu T . MNpw 3acTocyBaHHi 1T, BKNOYaKOUM NaHCONPason, CrnocTepiraBcs PO3BUTOK FOCTPOro iHTePCTMLia/lbHOro HeppuTy. FocTpuii
IHTepCTULianbHWUIA HePUT MOXKE PO3BUHYTUCS B ByAb-SKWMIA MOMEHT npwu 3actocyBaHHi 1M Ta 3araiom MoXke 6yTV MOB’A3aHWUA 3 igionaTUYHUMK peakLisiMu
rinepuyTANBOCTI. Y pasi po3BUTKY FOCTPOrO iHTEPCTMLiaNIbHOrO HEPUTY CAif MPUMMHUTI 3aCTOCYBaHHs Npenapaty [ekcinaHt® (amB. po3ain «MpoTMnoKasaHHs»).
Clostridium difficile-acouiiioBaHa fiapes. [ekinbka o6cepBauiiiHAX A0CNiMKeHb NpUNycKatoTb, Wo IMM, Taki 9K [ekcinaHT®, mMoXyTb MifBULLYBATU PU3MK
Clostridium difficile-acouiioBaHoi giapel, 0c06A1BO y rocnitanioBaHMx NauieHTIiB. Lieit giarHo3 cnig posrnsgatv gnsa giapei, nepebir SKoT He NoKpawyeTses (4MB.
po3ain «[ob6IYHI peakLii»).

MauieHTn, sKi BXoaaTtb y rpyny pusuky Clostridium difficile-acouilioBaHoi aiapei, NOBMHHI oTpumyBaTK nikyBaHHS 1T y MiHIManbHIn pekoMeH4oBaHi [03i Ta
MPOTAroM HaKOPOTLUOro Yacy, BiAMOBIAHO 0 3aXBOPKOBaHHS, L0 NiANArae NikyBaHHHO.

Mepenomun KicTOK. [ekinbka 06cepBauiiHUX [LOCMILKEHb NPUMYCKatoThb, Wo MM MOXyTb NiABULLYBATM PU3NK OCTEONMOPO3HMUX MEPEeSIOMIB CTErHOBOI KiCTKMU,
3an’sacTka abo xpebuiB. PU3MK BUHUKHEHHS MepenioMiB 3pocTaB Y NauieHTiB, SKi NpUiiManu npenapaTtu y BUCOKMX f03ax, 6aratopa3oBo NpoTarom Aobu, abo y pasi
[OBrOTPMBA/IONO fliKyBaHHA (NPOTArOM POKY Ta A0BLUE). MMaLieHTH, SKi BXOAATb Y Tpyny pU3MKYy NepesiomiB OCTeONOpPOTUYHOIO XapakTepy, NOBUHHI OTPUMYBATU
BigNoBigHe NiKyBaHHS Ta 3acTocoByBaTu IMM y MiHIMa/IbHIA peKOMeHAOBaHIN [03i Ta MPOTArOM HaMKopOTLIOro Yacy. lMauieHT 3 pU3MKOM OCTEOMOPO3HUX
nepesioMiB NOBWMHHI NiKyBaTUCA 3riHO 3 YAHHMMK peKoMeHAaauisMu (AMB. po3ainn «Cnocib 3acTocyBaHHs Ta A03n», «T106i4HI peakuii»).

LLIKipHMA Ta CUCTEeMHWIA YepBOHUIA BOBYaK. Y NauieHTIB, fKi oTpumysanun ITT, noBigomnsnocs Npo po3BMTOK abo 3aroCTPeHHs LUKIPHOro Y4epBOHOrO BOBYaKa
(LLIYB) Ta cncTemMHOro 4epBoHoro BoByaka (CUB). Y 6inbLiocTi BunagkiB BigzHavascs LLIYUB.

Haii6inblw vactoro ¢opmoro LLIYB, npo fKy noBigoMnsnocb y nauieHTiB, sKi oTpumyBanu nikyeaHHsA IMIM, 6yna nigroctpa dopma LLUUB; 3axBoptoBaHHS



PO3BMBa/IOCH BMPOAOBX MEePIoAy Bif, KiIbKOX TVXHIB 4O KiJIbKOX POKIB Ha (POHI 6e3mnepepBHOI Tepanii y nauieHTiB pi3HOro BiKy (Bif HEMOBAAT 4O OCi6 NiTHHOrO
BiKY). AK NpaBuo, CnocTepirasincb ricToNorivyHi 3MiHN 6e3 3a/ly4eHHs B NaToN0riYHNIA NPOLLEC OpraHa.

Y nauieHTis, LWo oTpumytoTb IMIMT, Npo BUNagKn CUCTEMHOr0 YepBOHOIO BoBYaka (CYB) NoBif4oMASN0Ck MEHLL YacTo, HiX npo Bunagku LLIYB. CUB, acouinoBaHwui
3 npuiiomom MM, K NpaBKo, XapakTepu3yeTbCs BiNbLL NErKMM nepebiroM y nopiBHsAHHI 3 CUB, aKkuiA He iHAYKOBaHWI NPUIAOMOM NiKapcbKMX 3aco6iB. NoyaTok
po3BUTKY CUB, AK npasuso, BiA3Ha4aeTbCA Bif Ki/IbKOX AHIB [0 Ki/IbKOX POKIB MIC/A MoYaTKy NiKyBaHHA npenapaToM, rofI0OBHUM YMHOM Y MauieHTIB Bif MON0OA4OMo0
[0 NITHLOTO BIKY. Y GiNbLLOCTI NAaLiEHTIB 3aXBOPIOBAHHSA XapaKTepU3yeTLCA NMOSBOKO BUCKNY, NPOTE TaKoX Oy NOBIAOMIEHHSA NPO apTPasIrito Ta LUTOMEHItO.
MoTpibHO yHMKATU 3acTocyBaHHS MM fgoBLUE, HiXX BUMAaracTbCs 3a MeAUYHUMM MOKasaHHAMMW. FKWO Y NauieHTiB, sKi oTpuMytoTb npenapat [ekcinaHt®,
3’apnatTbea cumntomy LLIYB a6o CUB, noTpibHO NpunnHMTK NpUIAOM npenapaty Ta HanpaBWTW NauieHTa A0 BiAgMNOBIAHOrO crieujianicta AN NpPoBefeHHS
06CTeXeHHA. Y 6inblIoCTi nayieHTiB nicng BigMiHn ITIM Big3Ha4yaeTbCA MOKpaLLeHHA CTaHy BNPOALOBX nepiofy Bif 4 [0 12 TWMXHIB. Pe3ynbTath ceposioriyHmx
TecTiB (Hanpuknag, Ha aHTUHYK/IeapHi aHTUTiNG) MOXYTb 6y TN NO3UTUBHUMM i MOKA3HUKM MOXYTb 3a/IMLLATUCH NiABULLEHMMUN BNPOAOBX LOBLLOM0 Yacy NnopiBHAHO
3 TPUBANICTIO KNIHIYHMX NPOSABIB.

OediunT UiaHoKobanamiHy (BiTaminy Bo). LLLogeHHWIA npuiiom By Ab-KMX NiKapCbKMX 3aC06iB, AKI MPUTHIYYOTb CEKPELLi0 KMCNOTM LLTYHKOBOIO COKY, NPOTArom
TPMBAIOr0 nepioy (Hanpuknag, noHas 3 PoKM) MOXe NpU3BOAUTY L0 Masibabcopbuii LiaHokobanamiHy (BitaMiHy B1o), rino- Ta axnoprigpii. € pigki nosigomMIeHHs
MpPO PO3BUTOK AeiuunTy LiaHOoKob6anamiHy nif vac NikyBaHHS NiKapCbKMMK 3ac06amMm, SKi NPUIHIYYIOTb CEKPeLito KACMOTKW LWTYHKOBOro coky. Crif, BpaxoByBaTtu
Lo iHchopMaLlito y pasi, Konu y nawieHTiB, siKi 3aCTOCOBYHOTb [leKcinaHT®, cnocTepiraloTbes KAiHiUHI CUMNTOMM, NOB’A3aHi 3 AeiLUTOM LjiaHoKoGanamiHy.
linomarniemisa. Pigko npu 3acTtocyBaHHi ITM NpoTAroM LIOHaMeHLIe TPbOX MicsAUIB Yy MauieHTiB crnocTepiranacb rinoMarHieMis (CMMNTOMaTMyHa Ta
acyMNTOMaTU4Ha), YacTille — Micnsa pokKy NikyBaHHS. [lo Cepiio3HMX HebaxXaHUX peakLiii HanexaTb TeTaHis, apuTMmii Ta CyoMK. BinbLUOCTI NayieHTIB AN NiKyBaHHS
rinoMarHiemii NpoBoAATb 3amiCHY Tepanito Ta MPUNUHAIOTL 3acTocyBaHHA npenapaTiB IMM. Y nauieHTiB, AKi iMOBIpHO 6yayTb TpMBano MNpuiAMaTn Niku abo
3acTocoBytoThb I 3 AUrokcMHoM abo npenapatamu, SKi MOXYTb NPU3BECTU A0 rinoMarHiemii (Hanpuknag, AiypeTukun), NoTPibHO KOHTPOOBATY PiBEHb MarHito y
KpOBI [0 MoYaTKy Ta NepiofMyYHO Mif vac NikyBaHHA (4MB. po34in «[106iuHI peakLii»).

Jlocnig>KeHHs HeipOeHAOKPUHHMX NyXNKH. PiBeHb XxpomorpaHiHy A (CgA) y cnpoBaTLi 3pocTae Ha (POHI iHAYKOBaHOM0 NpenapaToM 3HMXKEHHS KUCMIOTHOCTI LUTYHKaA.
MigueHHs piBHA CgA MOXKe NPU3BECTU A0 OTPMMaHHS NCeBAONO3UTUBHUX Pe3yNbTaTiB Mpy AiarHOCTULI HEMPOEHAOKPUHHUX NYX/WH. Jlikap NOBUHEH TUMYacOBO
NPUMNMHATIX Tepanito AeKCnaHConpasoaoM, NPpUHaimHI 3a 14 AHIB A0 NpoBefeHHS OUiHKK piBHA CgA. [ocnifpKeHHs cnif NOBTOPUTW Yy pasi, SKLL0 piBeHb CgA npu
MOYaTKOBIN OLiHLI BUCOKWIA. [1ns BUKOHAHHS NOCNIAOBHUX AOCNIMKEHb (Hanpuknag, Ans MOHITOPUHIY) MOBMHHA 3a/yyaTuUCh OAHa i Ta X nabopaTopis, OCKiNbKM
AianasoH 3HauYeHb JOCNIIKEHb MOXKe BIAPI3HATUCH (AMB. po3ain «B3aemogis 3 iHWMMM NiKapCbKUMK 3ac06amn Ta iHLLI BUAW B3aEMOSiN»).

B3aemopisi 3 MeTOTpekcaToM. [oBigomnanocs, Wwo cynyTHe 3actocyBaHHs MM i MeToTpekcaty (nepeBakHO Y BUCOKMX [03ax) MOXKe MiABULLYBaTV KOHLEHTpaLito
Ta NOLOBXYBAaTW NPUCYTHICTb METOTPEKCaTy Ta/abo Moro MeTaboniTy B CMPOBATLL KPOBI Ta NPU3BOAMTY 0 PO3BUTKY TOKCUYHOCTI MeTOTpeKcarty. Mpu 3acToCcyBaHHi
BMCOKMX [103 METOTPEKCATy AesSKUM MaLlieHTaM PeKOMEHAYETLCA TUMYAcOBO NPUNNHMUTY npuitom ITM (amB. po3gin «B3aemogis 3 iIHWUMK NiKapCbKMMK 3acobamu Ta
iHLWI BUAW B3aEMOLiI»).

Moninn pyHAabHUX 3a103. BukopuctaHHsa IT1M nos’s3aHe 3 MiABULLEHUM PU3MKOM BUHWKHEHHSA NOINIB PYHAANbHUX 33103, LLO 36iMbLUYETHCA NPU iIX TPUBAIOMY
3acToCyBaHHI, NepPeBaXXHO Yepe3 pik. MMoninu (yHAaNbHMUX 3a/103 BUSBNAKOTLCA BMNaAKOBO NPW eHA0CKONMIT OCKI/IbKA BOHWM MatoTb 6€3CMMITOMHWMIA nepe6ir. MM
CNifi BAKOPUCTOBYBATM NPOTArOM HallKOPOTLLIONO TEPMIHY 3 MOX/IMBUX AJ1 NATONOT T, LLLO NIKYETLCS.

Pu131K NOTOBLLEHHA CEPLEBOro KnanaHa y fiTel BiKOM 40 ABOX POKIB.

[ekcinaHT® He peKoMeH/yeTbCs 3aCTOCOBYBATU [iTAM BiKOM 0 IBOX POKiB. [JOKNiHiUHiI OCIAKEHHS 3 NaHCOMPa30/10M NPOAEMOHCTPYBaANM HECTIPUATNIMBIIA edieKT
MOTOBLLEHHSA CepLIEBUX KnanaHiB y MONOAMX LWypiB. [lekcnaH3onpason € R-eHaHTIOMep flaHconpasony.

3acTocyBaHHs y nepiof, BariTHOCTI abo rogysaHHs rpyaato.
BariTHicTb. JocnimjkeHHs i3 3aCTOCyBaHHAM [AEKCNaHCOMpPasosly 3a Y4acTH BariTHMX XKIHOK A/ BMBYEHHS! PU3MKIB, acouiiioBaHMX 3 MPUIAOMOM npenapaty



[ekcinaHT®, He npoBoAUAMCh. Y AOCMIMKEHHAX Ha TBapUHAX LLOAO PEMPOAYKTUBHOI TOKCUYHOCTI He 6YN0 BUSIBNIEHO BM/MBY Ha PO3BMTOK emMOGpioHa/mnoda npu
nepopasibHOMY 3aCTOCYBaHHI feKcnaHconpasony Ta fiaHconpasony. OLiHI0BaHWI BUXIAHUIA PUSNK PO3BUTKY CEPMO3HMX BPOLKEHUX Baj, Ta NepepuBaHHs BaritHOCTI
ANA AaHOT TPYNW NayieHTIB € HEBIOMUM.

CoayBaHHs rpyaato. [JaHux Woao eKCcKpewil AeKcnaHconpasony 3 rpyaHUM MOIOKOM MIOAMHIA, BNAMBY HA HEMOB/IS, LLIO 3HAXOAMTLCS HA FPYAHOMY BUIOf0BYBaHHI,
a60 BNAVBY Ha BUAINEHHS MOMOKa Hemae. OfHaK, NaHConpa3on Ta oro MeTaboniTh NPUCYTHI B MO/OLL NaKTYHOUUX TBapUH. KOpUCTb BiA rpyaHOrO BUr0A0BYBaHHS

AN PO3BUTKY Ta 3/10POB’S IMTUHU MOTPIGHO 3iCTABUTM 3 K/iHIYHOK NOTPe6oo MaTepi B NpuitoMi npenapaty [ekcinaHt® Ta 6yAb-aKuMy MOXIUBUMU NOGIYHUMM
BNNVBAMM Ha AUTUHY, IKA 3HAXOAUTLCA Ha FPYHOMY BUIrO0BYBaHHI, L0 3yMOB/eHi npuitoMom npenapaty JekcinaHt® a6o NoToUYHUM 3aXBOPHOBAHHAM MaTepi.

34aTHICTb BNAMBATW Ha LWBMAKICTb peakuii nNpy KepyBaHHI aBTOTPAHCNOPTOM abo iHWMMKU MeXaHiamamu. HeobxifgHO 6paT [0 yBaru MOX/IMBMIA PO3BUTOK
NobiYHMX peakuiin (AnB. po3ain «MobivHi peakuii»).

Cnoci6 3acTocyBaHHSA Ta f103M.
PeKoMeH/10BaHUIi peXiM f103yBaHHs npenapaty JekcinaHt® ans nauieHTiB Bikom 12 pokiB Ta cTapLue:

PekomeHo0BaHa [03a
Moka3aHHS npenapary TpuBanictb NliKyBaHHSA
Nekcinant®
JikyBaHHS epo3VBHOr0 e3ogariTy 1 kancyna60 mr 1 pa3 | Jo 8 TMxHiB
Ha [eHb.
MiaTpumytoye nikyeaHHA epo3nBHOro | 1 kancyna 30 mr 1 pa3 | KOHTponboBaHi  JOCMIMKEHHA He
e3odariTy Ta nosierweHHs neyii Ha [ieHb. nepeBuLLyBaIN TePMiH 6 MicALiB Y
[OPOCNNX MauieHTiB Ta 16 TUXHIB
y nauieHTiB BikOM Bifg 12 o 17
POKiB
NikyBaHHA nevii, acouiioBaHoi 3 | 1 kancyna30 Mr 1 pa3 | 4 TUXKHI
CUMNTOMATUYHOIO HEepOo3NBHOO | Ha [ieHb.
ractpoesogiareasibHoH0 PeIFOKCHOK
XBOPO60I0.

KopurysaHHs fo31 And nauieHTiB i3 Ne4iHKOBOK HEAOCTATHICTHO NpY NiKyBaHHI epo3nBHOrO esodhariTy. MNayieHT 3 Nerkum CTyrneHem neyviHKOBOT HeAOCTATHOCTI
(knac A 3a wwkanow Yaiinaa — M°10) He NoTpe6yoTb KOpUryBaHHs A03u npenapaTy Aekcinant®. IMif yac AocnimKeHHs AOPOCMX NaLieHTIB i3 MOMipHUM CTyreHeMm
MeviHKoBOT HeAocTaTHOCTI (Knac B 3a wwikanoto Yaiinga — M°10), Aki oTpumyBany pas3oBy fo3y 60 mr npenapaty [JekcinaHt®, cnoctepiranock 3HauHe MifBULLEHHS
CUCTEMHOI AT feKcnaHconpasony NopiBHAHO 3i 340poBUMY A06POBOLLUAMK. TOMY NaLieHTaM i3 MOMIPHUM CTyneHeM NeviHKOBOT HeAOCTaTHOCTI (Knac B 3a LwKasioro
Yaiinga — N°10) peKOMeHAYETbCSA 3HUXKEHHS 403K NPU NiKyBaHHI epo3nBHON0 e3odiariTy. a1 nauieHTiB i3 NOMipHUM CTyneHeM neYiHKOBOI HefocTaTHOCTI (Knac B 3a
Wwkanot Yarnga — M°10) makcumanibHa Ao60Ba [03a ANs NiKyBaHHS epo3MBHON0 e3ogharity ctaHoBuTb 30 Mr 1 pa3 Ha AeHb NPOTAroM 8 TUXKHIB. JOoCNiaXKeHHS
nauieHTiB 3 MeYiHKOBOK HEAOCTATHICTIO TSXKKOro cTyrneHs (knac C 3a wkanot Yainnga — M°10) He NpoBOAMAMCH, TOMY He Crlifi 3aCTOCOBYBaTM MpenapaT AaHiii
KaTeropii nauieHTIB.

MpenapaT AekcinaHT® MoXKHa NpuiiMaTi He3anexHo Big NpuidiomMy ki. Kancynw cnig KoBTaTu LilMMn Ta He PO3KOBYBATH.

MponyLueHi fo3n. Y pasi nponycky NpuinoMy f03uW, CNif SKOMOra LWBKALLe NPUAHATL NponyLeHy fo3y npenapaty. OfHak, AKWo 3a rpadikoM npuitomy HeobXigHO



npuiMaT HacTynHy [03y npenapaty, He C/if 3aCTOCOBYBaTV NPOMYLLEHY [03Yy, & NPUAHATU HAaCTymnHY BYacHO. He pekoMeHAoBaHO NpuiiMaTh NOABINMHY [03Y
npenapary 4/19 KOMNeHCYBaHHA MPONyLLEeHOT J03M.

MawieHTn, Y SKUX BUHUKAOTb TPYAHOLLL NPW KOBTAHHI Kancyin.

3acTocyBaHHs 3 A6/1y4HUM MHope.

MoknacTn 1 CTONOBY NIOXKKY SA6/1YYHOrO MOPe B YUCTY EMHICTb. BigKpuUTK Kancyny, BUCUNATU HEeYLLKOKEHI rpaHy v B S61yYHe Mope i oapasy NpuAHATK. paHynu
He po3XKoByBaTW. He cnig 36epiratn A6/1y4He niope 3 rpaHynamuy 418 3aCTOCYBaHHA Mi3HiLLe.

FAK anbTepHaTVBa, BMICT Kancy/ Moxe 6yTv BBeieHWI 3 BOAOHO 3a LONOMOTrot Wnpuua abo Ha3oractTpasbHOro 30HAY.

3acTocyBaHHA NepopabHO 3 BOLOHK 3a LONOMOrOH0 LWnpurua.

Bigkputn Kancyny i BuCUNaTV rpaHynn B YUCTY €MHICTb 3 20 MA BOAW. 3amOBHWUTU LUMPUL, YTBOPEHOID CYMILLLII. JIerko CTpyCcUTU Lwinpul, Lwob 3anobirtu
OCiflaHHI0 rpaHyn. BBecTu cymill B pOTOBY MOPOXHWHY Ta 04pa3y NPOKOBTHYTW. He cnif 36epirati cymill BOAW 3 rpaHynaMu A1 3aCTocyBaHHA nisHiwwe. dogatun 10
M/ BOAM B LLNPWL,, NErKO CTPYCUTN i NPUAHATK cyMiLw. LLie pa3 gogatv 10 Mn BOAM B LLNPWL, NIEFKO CTPYCUTU | NPUAHATN.

3acTocyBaHHs 3 BOO 3a A0NOMOroK HasoracTpaibHOro 3oHAy (po3mip = 16 French).

BigkpuT Kancyny i BucMnatu rpaHysiv B YUCTY EMHICTb 3 20 M1 BOAW. 3aNOBHUTYW LUMNPULL-KATETEP YTBOPEHOID CYMILLLLO. JIerko CTPYCUTH LWNpuUL-KaTeTep, LWob
3anobirT ocifaHHo rpaHyn. HerainHo BBECTM CyMill Yepe3 Ha3oracTpa/ibHWI 30HA B LUNYHOK. He cnig 36epirati cymiw Boau 3 rpaHynaMu Ans 3actoCcyBaHHS
nisHiwe. Jogatv 10 M1 BOAM B LLNPUL-KaTETEP, NErKO CTPYCUTK i BBECTM CyMiLL. LLle pa3 gogatn 10 Ma BOAM B LUNPUL-KATeTep, 1erko CTPYCUTH i BBECTM.

aiTn.

[ekcinaHT® He peKoMeHAYETLCA AN NiKyBaHHS CUMMNTOMIB racTpoe3odareanbHOT pediNioKCHOT XBopo6u (TEPX) y fiTeld BiIKOM Bif, 0AHOI0O Micsius 40 OAHOIO POKY,
OCKi/IbKM flaHconpa3on (pauemMiyHa CyMilll) He BUSIBUBCA e(DEKTUBHMM Y 6araToLEHTPOBOMY MOABIAHO CNINOMY KOHTPO/IbOBAHOMY AOCAIAKEHHI. [py AOKNiIHIYHOMY
AOCNIAKeHHI, naHconpas3on NPoAeMOHCTPYBaB Taki Mo6IYHI peakLil, K NOTOBLLEHHSA CepLEBOro KnamnaHa Ta 3MiHW KiCTKOBOT TKAHUHW.

3BaXAKUM Ha BIACYTHICTb AAHUX LOA0 Ge3MeKn Ta e(eKTUBHOCTI 3aCTOCyBaHHs npenapaty [ekcinaHt® paitam BiKoM 40 12 PoKiB, He PEKOMEHAYETHCA MOro
3aCTOCyBaHHS Liili BIKOBIli KaTeropii nawieHTIB.

Besneka Ta epeKTMBHICTb NpenapaTty JekcinaHT® 6ynv BCTaHOBAEHI 151 NaLieHTiB BikoM Bif 12 0 17 pokiB npu fiKyBaHHi BCiX CTafiil epo3vMBHOr0 e30darity, npy
NiATPMMYHOUOMY NiKyBaHHI €pO3VMBHOr0 e3oarity Ta MOJerweHHi nedii 1a npyu NiKyBaHHI Medii, acouifioBaHOl 3 CUMMNTOMATUYHOK HEEepO3VBHOKD
racTpoesogareanbHOK PedhIOKCHOK XBOP060D. MOXIMBICTL 3acToCcyBaHHSA npenapaTy AekcinaHT® wili BikoBili rpyni NiATBEPMKYETLCS AaHUMM, OTPUMAHUMK Mif
yac BiANOBIAHMX, HANEXHUM UYMHOM KOHTPO/MbOBAHMX AOCNiAKEHb 3aCTOCyBaHHs npenapaty [ekcinaHT® gopocnvm nauieHTam Ta 40AaTKOBUMU AaHUMU OO
6e3nekn, e)eKTUBHOCTI Ta (hapMakKOoKiHETUKW y NawieHTIiB Bikom Bif 12 [0 17 pokiB.

Mpodginb HebaxKaHMX peakLiil y nauieHTiB BikoM Bif 12 ao 17 pokiB 6yB NOAiI6GHMIA O TaKOro B OPOC/IMX NaLieHTIB.

JekcinaHT® He pekoMeHAyeTbCA 3aCTOCOBYBAaTU AiTAM BiKOM [0 JBOX POKiB (AvB. po3gin «Oco6/MBOCTI 3aCTOCYBaHHS» Ta «[M0GiuHI peakLii») MposeaeHi
[OKMIHIYHI AOCNIKEHHS HA MOMOAMX Lypax, AKi 0TPMMYBaIn fnaHconpason (pauemivyHy cymill), NPoAEMOHCTPYBa/IN HECNIPUSTIMBMIA eEKT MOTOBLLEHHS CEPLIEBUX
KnanaHiB Ta 3MiH KiCTOK NpKn eKCno3nuii AekcnaHconpasony, ska o4ikyeTbCst abo 6yae BuLLe Y AiTeli BiKOM Big 1 40 2 pOKiB.

Nepeno3yBaHHSA.

Cepiio3HUX BUNafKiB nepefo3yBaHHs npenapatom [ekcinaHT® He 3acikcoBaHo. BaraTopasoBe 3acTocyBaHHs npenapaTy [ekcinaHt® y fgosi 120 mr Ta npuiiom
04HOpa30BoT A031 300 Mr He NPWU3BOAMIN [0 CMePTi a0 PO3BUTKY iHLIMX TAXKKUX NOGIYHMX peakuiit. MoBiLOMAANOCA NMPO PO3BUTOK Cepilo3HMX NOBIYHUX ABMLL,
(apTepiasibHa rinepTeHsis) Ta CrocTepirannca HeTsHXKI No6iYHI peakuii (NpUNAMBKM, KOHTY3isA, OpothapuHreanbHUin 6iflb, 3HVXXKEHHS Macu Tifa) npy 3acTOCYBaHHI
npenapaty JekcinaHt® y no3i 60 mr Agiui Ha A06Y.

[ekcnaHconpasos He BUAANSAETLCA 3 KPOBOTOKY 3a A0NOMOrOH reMogianisy. Y pasi nepefo3yBaHHs NPOoBOAATL CUMITOMATMYHY Ta NiLTPUMYHOUY Tepanito.



Mo6iyHiI peakuil.
MoBifOMNANOCH NPO PO3BUTOK TaKMX TAXKKUX MOGIYHMX peakLiii: rocTpuid iHTepcTuLiaibHniA HedhpuT, Aiapes, acouiioBaHa 3 Clostridium difficile, nepenomu KicTok,
LUKIpPHWIA Ta CUCTEMHUIA YepBOHWIA BOBYaK, AediumnT LiaHOKoGanamiHy (BiTaMiHy Bq,), rinomarHiemis, nofinu gyH4anbHUX 3a103, PU3NK MOTOBLLEHHS CEPLEBOro

KnanaHa y fiiTel BiKOM 0 BOX POKiB. (4MB. po3Lin «Oc06/MBOCTI 3aCTOCYBaHHS).

Hai6inbw nowmnpeHnMn HebaxXaHUMK peakLiiMy 3 4aCTOTOH > 2 %, Lo 6y 3adhikcoBaHi y X0Ai NPoBeAeHHs NnaLe60-KOHTPONbOBaHWX KNiHIYHMX AOCMIAXKEHD, €:
Aiapest, 6i/b y XXMBOTI, Hy0Ta, IHEKLIT BEPXHIX ANXaNbHUX LLNAXIB, 6/1HOBaHHSA, MeTEOPU3M. HailbinbLu YacTor HebaXKaHOH peakLieto, Wo 6yna 3adikcoBaHa y xoai
KOHTPO/bOBAHWX KNTIHIYHUX JOCNILKEHb Ta NPU3Besa 40 NPUMNMHEHHS 3aCTOCYBaHHA npenaparty, € giapes (0,7 %).

Hwvkue npefcTaBneHi HebaxkaHi peakLi’ 3 4aCTOTOK MeHLLe HiX 2 %.

3 60Ky KpOoBi Ta NnimghaTUYHOI CUCTEMM: aHeMis, NiMgageHonaTis.

3 60Ky CcepLieBO-CyAMHHOT CUCTEMW: CTEHOKaPAIA, apuTMis, bpaankapais, 6inb y rpyasax, Habpsaku, iHhapKT MioKapaa, CepuebuTTs, Taxikapgis.

3 60Ky opraHis cnyxy Ta pisHoBaru: 6ifib y Byxax, LWyM Y ByXax, BEpTUTO.

3 60Ky eHOOKPUHHOI cucTemu: 306.

3 60Ky opraHis 30py: NoAPa3HEHHS OYeld, HAbPSK OYei.

3 60Ky TpaBHOI cuCcTeMU: ANCKOMMOPT Yy AiNSHLI XKUBOTA, BOMICHICTb XMBOTa, PO3/aj BUMNOPOXHEHHS, AUCKOMGOPT Y AiNSHLUI 3a4HbOro NpoxoAy, CTPaBoXif
BappeTtTa, 6e30ap, aHOMasbHi LUYMU KWLLIKOBOIO TPakTy, HEMPUEMHUIA 3amax 3 poTa, MIKPOCKOMIYHWIA KOMIT, MONINM TOBCTOI KWLLUKMK, 3anopu, CyxXiCTb Y poTi,
AYOLEHIT, ancnencia, agucdgaris, eHTepuT, BiApvdKKa, e3odariT, Nonin WayHKa, raCTpuT, racCTpoeHTEpPUT, po3nadn y poboTi LWyHKa Ta ABaHaAUATMNAIOl KULLIKW,
MEPX, Brpa3ka Ta nepdopaLllis BUpa3ku LUNYHKa Ta KWLLIKOBOIO TPaKTy, 6/110BaHHA KPOB’0, reMaToxesis, reMOpOoi, MNopyLLUEeHHN eBakyauil DKi 3i LUTYHKA, CUHAPOM
MoJpasHeHOT TOBCTOI KWLLIKW, CIM3UCTI BUMOPOXKHEHHS, BUPa3KW CIM30BOI 060/IOHKM POTOBOI MOPOXHUHW, BOMICHI BUMOPOXXHEHHS, NMPOKTUT, NapecTesisd poToBOl
MOPOXXHWHK, KPOBOTEYA 3 NPSMOT KULLKM, MNO3VBY [0 6/1H0BaHHS.

3aranbHi posnagu: acTeHis, 6inb y rpyasx, 03Ho6, GO/MICHI BIAYYTTH, 3anasieHHs, 3anasieHHs CA130BOT 000/I0HKW, YTBOPEHHS BY3/1yBaTOro MOTOBLUEHHS, Oifib,
rapsiyka.

3 60OKY MeYiHKM Ta >KOBYOBMBIAHMX LLUNAXIB: NEeYiHKOBA KO/MiKa, XXOBYHOKaM’siHa XBOpo6a, renaTtomMeranis.

3 60Ky IMyHHOT CMCTeMW: peakuii rinepyyT/MBOCTI.

IHdekuUil Ta iHBasii: iHdekuiT Candida, rpun, Ha3oapuHIiT, opanbHUIA reprec, QapuHriT, CUHYCUT, BIpYCHI IHgeKUiT, IHPeKLiT 30BHILLHIX CTaTeBUX OpraHiB Ta
nixXsu.

TpaBmu, OTPYEHHS | YCKNAZHEHHA npoueayp: NagiHHA, NepesioMu, po3TArHeHHs 3B’ 930K Cyrioba, 60/1b0BiI Big4yTTA NPy 3aCTOCYBaHHI, POTOUYT/IMBICTb.
JlabopaTopHi Aocnig>KeHHs: NiABULLEHHSA PiBHIB anaHiHamiHoTpaHcdepasn (AJIT), acnaptatamiHoTpaHcgepasn (ACT), nyxHol dochatasu (JIP), niaBULLEHHS
[3HVWKEHHA piBHIB 6iNipy6iHY, MIABULLEHHA PIBHIB KpeaTUHIHY, raCTpuHY, F/IHOKO3W, Kauito Yy KPOBI, BIAXUIEHHS pPe3y/ibTaTiB MeYiHKOBUX NPOO6, 3HMKEHHS PIBHA
TPOMOOUUTIB, 36i/bLLUEHHS PiBHA 3aranbHOro 6inka, 36iMbweHHA Macy Tina.

MeTaboniuHi Ta animeHTapHi posnaan: 3MiHV aneTuTy, rinepkasbLUieMisi, FrinoKaniemis.

3 GOKy OMOPHO-PYXOBOro anapaTy Ta CrnojyYHOI TKaHWUHW: apTpanris, apTpuT, cnas3mu, CKeneTHO-M’ 308U 6iflb, Mianris.

3 60Ky HepBOBOI CUCTEMU: 3MiHW CMaKy, CyaoMK, 3arnaMOpPOYeHHs, TOI0BHUI GiNb, MirpeHb, NOPYLUEeHHA Nam’aTi, napecTesis, MCMXOMOTOPHA rinepakTUBHICTD,
TPemMop, HeBpa/ris TPivacToro Hepsa.

3 6OKY MCUXIKN: MOPYLUEHHS CHY, 3aHEMOKOEHHS, fienpecis, 6e3COHHA, 3MiHM Nibig0.

3 60Ky HMPOK Ta CEeYOBMBIAHWX LUNAXIB: AM3Ypis, HEBIAKNaAHI MO3MBM [0 CEYOBMMYCKAHHS.

3 60Ky penpofyKTVBHOT CUCTEMU Ta MOJIOYHUX 3a/103: AUCMeHOopest, 60NICHI BigYYTTA Nif Yac CTaTeBOro akTy, rinepMeHopes, po3nagn MEHCTPYaIbHOIO LMKIY.

3 60Ky AnxanbHOi cucTemu: acnipais, acTma, 6pOHXIT, Kallenb, 3aanLLKa, F'MKaBKa, rinepBeHTUNALIS, 3aCTiHI SBULLA Y AnXabHii cuctemi, 6inb y ropni.



3 60Ky LUKipW Ta NiAWKIPHUX TKaHWH: aKHe, IepMaTuT, eputema, CBepbixXk, BUCUNAHHSA, YPaXKEHHS LLKIPKU, KPOMWB’ AHKa.

3 60Ky CyAMHHOT CMCTEMU: TPOMOO3 IIMOOKMX BEH, NPUNIUBY Xapy, rinepTeHsis.

Y X0Ai LOBroCTPOKOBOI0 HEKOHTPO/IbOBAHOI0 LOCNIAKEHHSA 610 ONMCaHO AO0AATKOBI HebaxkaHi peakwii, AKi 0yv po3LiHeHi NikapsaMu AK NMOoB’A3aHi 3 3aCTOCYBaHHAM
npenapaty JekcinaHT®. [lo uyx peakLili HanexaTb: aHainakcis, cnyxosi rantouuHauii, B-kniTuHHa nimdoma, 6ypcuT, 0XKMPiHHA 3a LEHTPaIbHUM TUMOM, FOCTPWA
XONeumcTuT, aerigpatauis, LYyKpPoBUiA fdiabeT, AMCHOHIA, HOCOBa KpoBoTeya, (honikyniT, 306, onepidyBasibHWIA repnec, rinepninigemis, rinotMpeos, NigBULLEHHS
PiBHA HEMTPOQINIB, 3HWKEHHA CepeHbOT KOHLEeHTpaLii reMornobiHy B epUtpoLMTax, HEMTPONeHis, TeHe3MM, CUHAPOM HECMOKINHMX HIr, MASBICTb, TOH3UNIT.

[iTwn. Be3neky npenapaty [ekcinaHT® ouiHOBaIM Nif Yac KOHTPONLOBAHMX Ta HEKOHTPO/bOBAHMX KMiHIYHMX AOCMiMKeHb, B AKi Gy/10 3any4eHo 166 nallieHTis
BIKOM Bifi 12 [0 17 pOKiB AN NiKyBaHHA CUMNTOMATUYHOI HEEPO3MBHOIT racTpoe3odiareasibHoT Ped/ItoKCHOT XBOPO6K, epO3MBHOMO e30¢harity Ta 414 nigTpUMyroyoro
NiKyBaHHSA epO31BHOr0 e30(hariTy Ta NnoserweHHs neuil.

Mpohinb HebaxXaHMX peakLuiin 6yB NOAIGHMIA 10 TaKOro B A0POCAMX NauieHTiB. Halibinbw YacTUMy HebakaHUMK peakuisimn, WO BUHUKaNN B = 5% nauieHTiB, 6ynu
rOMI0BHUIA 6iflb, a6A0MiHaNbHWIA GiNb, fiapes, HA30(hapUHTIT Ta OpodapuHreasibHUIA Giflb.

Mo6iyHi peakLii, 3athikcoBaHi y NOCTMapKeTUHIOBWiIA Nepiog, (YacToTa Ta HassBHICTb NPUYMHHOIO 3B°S3KY He BCTaHOB/IEHI):
3 60Ky KpoBi Ta NnimaTUYHOI CUCTEMM: ayTOIMyHHA reMONITUYHA aHeMis, ifionaTyHa TpoMOoLUMTONeHIYHa NMypnypa.

3 60Ky opraHis cnyxy Ta piBHoBaru: rayxora.

3 6OKy opraHis 30py: HEYITKICTb 30pYy.

3 60Ky TpaBHOI CUCTEMU: HAOPSAK POTOBOT MOPOXHMHM, NaHKPeaTuT.

3aranbHi po3nagun: HabpsK 061Myys.

3 GOKY MeyviHKM Ta MKOBYOBMBIAHMX LLNAXIB: renaTuT, CIPUYMHEHWIA BBEAEHHAM NiKapCbKOro 3acooy.

3 60Ky IMYHHOT cMCTeMM: aHaiNnaKTUYHUA WOK (NoTpebye TepMIHOBOro NiKyBaHHS), eKcgoniaTuBHUIA aepmaTuT, cuHapom CTiBeHca — [KOHCOHA, TOKCUYHWIA
enigepManibHUIA HEKPONi3 (MoXe By TH leTaslbHUM).

IHcbekuiT Ta iHBasil: giapes, acouiiosaHa 3 Clostridium difficile.

MeTaboniuHi Ta animeHTapHi po3nagu: rinoMarHieMisi, rinoHaTpiemis.

3 60Ky OMOPHO-PYX0BOro anapaTy: NnepeioMn KiCTOK.

3 60Ky HepBOBOT CUCTEMU: MOPYLUEHHA MO3KOBOIO KPOBOOOGIry, TpaH3UTOPHa iLleMiyHa aTaka.

3 60Ky HMPOK Ta CeyoBMBILHMX LLNAXIB: FOCTPa HUPKOBA HEAOCTATHICTb.

3 60Ky AnxaNbHOT CUCTEMU: HABPSIK FNOTKK, Biflb Y Fop/ii.

3 60Ky LUKIpW Ta NigWKIPHUX TKaHUH: reHepanizoBaHi BUCUMAHHSA, NEMKOLUTOKNACTUYHWIA BACKYIIT.

TepMiH NPUAATHOCTI. 2 POKMW.

YMoBM 36epiraHHs.
36epirat Npu TemnepaTypi He BuLle 25 °C. 36epiratv y HelOCTYMHOMY AN AiTein micu!

YnakoBKa.
Mo 14 kanicyny 6nictepi; no 1 a6o 2 6nicTepn y KapTOHHIA KOPOOL.

Karteropis Bignycky. 3a peLenTom.



BupobHMK.
[Oengapm Hoeapa C.p.n., ITanis/Delpharm Novara Sr.l., Italy.
Takega 'm6X, micue BMpo6HuLTBa OpaHieHoypr, HimeuunHa/TakedaGmbH Betriebsstétte Oranienburg, Germany.

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPOBagKeHHS LisiNIbHOCTI.
Bia Kpo3a, 86 - 28065 YepaHo (HO), ITanisa/ViaCrosa, 86 - 28065 Cerano (NO), Italy.
NeHiuwTpacce 70-98, 16515 OpaHieHbypr, HimeuunHa/L ehnitzstrasse 70-98, 16515 Oranienburg, Germany.



