IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS /liKapcbKoro 3acofy

ESOMEP
ESOMER
Cknag:
LiroYa pevyoBrHa: e30mMenpason;
1 TabneTka MiCTUTb €30Menpa3osly MarHito aurigpary 43,38 Mr eKBiBaJIeHTHO €30Menpasosny 40 wmr;

[ONOMI>KHI PEYOBMHU: Le/IK0N03M Ta MaHITy cymiw (Avicel®), rniuepon MoHoCcTeapat, MaHiT, MeTakpunaTHUIA cononimep (Tun A), napagid, NONIBIHINMIPONILOH,
nonicop6at 80, HaTpito cTeapunymapar, LLyKop CREPUUHIMIA, TPUETUNLMTPAT;
nniBkoBa 060/10HKa: FiNpomMeno3a, 3anisa okcug XXoBTuii (E 172), 3anisa oKcug YepBOHWIA (E 172), makporon (MEI 4000), TanbK, TUTaHy giokeng (E 171).

Nikapcbka hopma. TabneTky racTpopesnUCTEHTHI.
OCHOBHI (pi3nKO-XiMiYHI BNaCTUBOCTI: Tab/ETKN POXKEBOI0 KO/IbOPY, 0Ba/IbHOT (DOPMU, BKPUTI MN1IBKOBOK 060/I0HKOHO.

dapmakoTepaneBTUYHa rpyna. 3acobu A/isi likyBaHHA NeNTUYHOI BUPA3KKM Ta ractpoesodareasibHoi peq/itoKCHOT XBOPOOK. IHriGIiTOpy NPOTOHHOI MOMMK.
Kog ATX A02B CO5.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

E3omenpason € S-i3oMepoM Omenpasony, AKUA 3HMXKYE CeKpeLito LLIYHKOBOIO COKY 3aBAsfKM CreuniyHo HanpaBneHoOMY MexaHisMy fii. BiH € cneyugiyHnum
IHriGITOPOM NPOTOHHOIO Hacoca B NapieTaNnbHiIi KNiTUHI. R- Ta S-i3oMepun omMenpasosny MarTb 0HaKOBY (hapMaKoAMHaMiYHY aKTUBHICTb.

E3omenpasosn € cnabkok OCHOBO, BiH KOHLEHTPYETLCA Ta NEPEXOAUTL B aKTUBHY (OPMY Y BUCOKOKMUCIOTHOMY CepefJOBULLL CEKPETOPHUX KaHasIbLiB NapieTasibHOl
KNiTUHW, Ae BiH iHridye epmeHT HYK+-ATda3y — npoTOHHUIA HAcoC, a TaKoX NPUrHivye 6a3anbHy Ta CTUMYNbOBaHY CEKPELLit0 KUCNOTK.

MMicnsa nepopanbHoro npuinomy 20 Mr i 40 M e30Menpasosny Ais CnocTepiraeTbca NPOTAroM roguHu. Micna nosTopHoro npuinomy 20 Mr esoMenpasony 1 pa3 Ha fooby
npoTArom 5 AHIB cepefHin NiK BUKUAY KUCNOTW NiCNA CTUMYNALIT NeHTaraCTPUHOM 3HMKYETLCA Ha 90 % Mpy BU3HAYEHHI LibOro NoKasHuKa vepes 6—7 roguH nicns
npuiioMy A03n Ha 5-i aeHb.

Uepes 5 gHiB npuiiomy e3omenpasony no 20 mr i 40 mr nepopasnbHo piBeHb pH WwnyHKa 6yB 6inblie 4 y cepeqHbOMY npoTsarom 13 i 17 roavH BignoBigHo Ta 6inbLue
24 TOAMH Y NALEHTIB i3 CUMMTOMATUYHUM peditoKC-e30(aritoM. YacTka nauieHTis, y AKX piBeHb pH wnyHka 6ys 6inblie 4 npotarom 8, 12 i 16 roguH nicns
npuinomy 20 Mr e3oMenpasosny, cTaHoBUIa BIAMNOBIAHO 76 %, 54 % Ta 24 %. BignosigHi nponopuii 4ns esomenpasony 40 mr ctaHoBunm 97 %, 92 % Ta 56 %.

Mpy BukopuctaHHi AUC aK HenpsMOro rnokasHvKa nnasmMoBoi KOHLUeHTpauil 6yna npogeMOHCTPOBaHa 3a/1eXHICTb MPUTHIYEHHS CeKpeLil KUCNOTW Bif eKCro3unLil
npenapary.

TepaneBTUYHI ePeKTU NPUTHIYEHHS CeKpeLii CONAHOT KNCNOTMW.

JlikyBaHHA peditokc-e3ogarity esomenpasoniom 40 mMr 6yno ycniwHUM npubamsHo y 70 % xBopux nicng 4 TUKHIB NiKyBaHHA Ta y 93 % — nicnsg 8 TWXKHIB
NiKyBaHHS.

3acTocyBaHHsA e3oMenpasony 20 Mr [Agidi Ha o6y NpOTAroM OAHOIO TWMXKHSA pas3oM i3 BignoBiAHMMKU aHTUGIOTMKaMM MPU3BOAMIO A0 YCMILWHOT epaguKkauii
Helicobacter pylori npn6nnsHo y 90 % xBopux. icna Takoro MikyBaHHA MPOTArOM O4HOTO TUMXKHA He 6yn10 HeO6XIAHOCTI Yy NPoBefeHHI NofasnbLuoi MoHOTepanil



aHTVCEKPETOPHMMU MpenapaTaMm 418 YCMiLLWHOrO 3ar0EHHS BUPa3Ky Ta YCYHEHHA CUMMTOMIB HEYCK/IaAHEHOT BUPa3KN ABaHaALATUNAN0T KULLKWN.

IHWI ethek T, NOB’sA3aHi 3 MPUrHIYEHHAM CEKpeLiT CONAHOT KNCIOTW.

Y nepioj 3acTOCyBaHHS aHTWUCEKPETOPHMX MpenapaTtiB KOHUEHTpauif racTpuHy y nnasmi KpoBi 36i/bLUYETLCA Y BIAMOBIAb Ha 3HVKEHHS CeKpeuii KUCNOTW.
XpomorpaHiH A (CgA) TakoX MiaBULLYETLCA Y 3B’A3KY 31 3HVKEHHAM LUTYHKOBOT KUC/TOTHOCTI.

MoXnmBo, 36inblUeHHA KinbKocTi ECL-KNITUH MNOB’SA3aHO 3 NIABULLEHHAM PIBHS racTpMHy Y nfasMi KpoBi, WO CMOCTepiranock Yy [Aeskux NauieHTiB npw
[OBroTpUBa/IOMY 3aCTOCYBaHHI €30Menpasorny.

Bynu oTpumaHi NOBIAOMIEHHA NPO fesKe MiABULLEHHS 4acTOTW YTBOPEHHSA TPAHYNAPHUX KICT Y LUIYHKY NPV TPUMBAIOMY 3aCTOCYBaHHI aHTUCEKPETOPHUX
npenapartis. Li aBuLa € (i3ioNoriyHNM HacniAKoOM TPMBAIOro NPUrHIYEHHS CEKPeLiT KUCMOTHY | MatoTb J0OPOSKICHUI Ta 060POTHUIA XapaKTep.

3HWKEHHSA KUCMIOTHOCTI LUYHKOBOIO COKY BHACNiAOK 3aCTOCYBaHHA OY/b-AKOr0 iHri6iTOPY NPOTOHHOT MOMNM 36iMbLUYE Y LWAYHKY KiNbKiCTb 6aKTepil, MPUCYTHIX Y
racTPOiHTECTMHA/IbHOMY TPaKTi B HOPMI. JTiKyBaHHS IHri6iTopaMy NPOTOHHOT MOMMY MOXe NPU3BOANTU A0 NiABULLEHHS PU3MKY FaCTPOIHTECTUHABHOT IH(eKLT, WO
cnpuynHeHa, Hanpuknag, Salmonella abo Campylobacter, Ta y rocnitanizoBaHux XBOpuX, MOX/MBO, Takox Clostridium difficile.

dapmakoKiHe TKa.

Abcopbuis.

Abcopbuis e3oMenpasony BifbYBaeTLCA LLBMUAKO, NiKOBA KOHLUEHTPaLiA y Naa3mi KpoBi A0CAraeTbCa NprbamsHo vepes 1-2 roguHu nicns npuitomy Aosmn. A6contoTHa
6i00CTYNHICTb CTaHOBUTL 64 % nicns pa3oBoi fo3u 40 Mr i 3pocTae Ao 89 % nicnsa NOBTOPHOro npuitiomy 1 pa3 Ha goby. Ana 20 Mr e3omenpasony BiAnoBiAgHi
3HayeHHsA — 50 % 1 68 %.

MpwuiioM Ki yNOBINIbHIOE Ta 3MeHLLYe abcop6Lito e30Menpasony, OfHaK Lie He BNNBAE Ha Ait0 e30Menpas3osy Ha KACNOTHICTb Y NOPOXHUHI LLTYHKa.

Posnogin.

O6’eM po3noginy y 340poBuX 406POBO/LLIB Y CTaHi piBHOBarn ctaHoBUTL 0,22 N/Kr macu Tina. Esomenpason Ha 97 % 3B’A3y€eTbCA 3 NPOTETHAMU N1a3MU KPOBI.
MeTabonism.

E3omMenpason MoBHICTIO MeTaboni3yeTbcs 3a A0MNOMOro UMTOXPOMHOI cuctemn P450 (CYP). OcHOBHa 4acTMHa MeTabosisMy e30Menpasony 3a/ieXuTb Bif
nonimopthHoro CYP2C19, w0 BIiAMNOBIAAE 32 BMHUKHEHHSA TiAPOKCU- | [e3MeTU/IMeTabosiTiB e30Menpas3ony. IHWa YacTMHa 3aneXuTb Bif ApYyrol cneum@ivyHoi
i3othopmu, CY P3A4, sika BiANoBiJae 3a BUHMKHEHHSA €30Menpa3osicy/bq)OHY — r0/IOBHOr0 MeTaboniTy y nna3mi Kposi.

BuBefeHHA.

MapameTpy, HaBefeHi HWXYe, TOMOBHUM YMHOM BIif0OpaXaoTb (AapMaKOKIHETUKY B 0OCI6 i3 (yHKUioHa/bHUM (epmeHToM CYP2C19 (EKCTEHCUBHMX
meTabonisaTopi.).

3aranbHuWil KNipeHe nnasmy KpoBi CTaHOBUTL 61M3bKO 17 n/rofguHy nicns pasoBoi f03u Ta 6/13bKo 9 n/roguHy nicns NoBTOPHOro npuitomy. Mepiof HaniBBMBEAEHHS
3 NNa3Mu KPoBi CTaHOBUTb 6/11M3bKO0 1,3 roAMHM Micnis NOBTOPHOro npuiioMy fo3n 1 pa3 Ha fo6y. E3oMenpa3os NOBHICTIO BUBOAWTLCS i3 NiasMu MiX npuiiomMamu 03
6e3 TeHAeHUIT 0 KyMy nsuit npu npuinoMi npenapaty 1 pa3 Ha o6y .

OcHOBHI meTaboniTy e3omMenpasosly He BMIMBAOTb HA CEKPELit0 LLUYHKOBOrO COKY. Bin3bko 80 % nepopasibHOi [031 e30Menpasosny BUBOAUTLCA Y (DOPMI
MeTaboniTiB i3 ceyeto, iHWI — (ekaniamu. MeHwwe 1 % noyaTKoBOI NiKapCbKOT PeHOBUHN BUABNAETLCS Y Ceui.

Oco6mBi rpynu nawieHTIB.

MoBinbHI MeTabonisaTopu.

MpnbnnsHo 2,9+1,5 % HaceneHHs He Mae (DyHKUioHanbHOro gepmeHTy CYP2C19 (iX Ha3uBatOTb MOBISIbHUMK MeTabosnizatopamu). Y LuX oci6 MeTabosiam
e3omMenpasony 34e6inbioro 3gincHioeTbes CY P3A4. Micng noBTOpHOro npuitoMy 1 pas Ha fo6y 40 Mr e3oMenpasosny cepefHE 3HaYeHHS NIoLi, 00MeXKeHOT KpUBOH
3a/1eXKHOCTI KOHLEHTpaLiT y nna3mi KPoBi Bif Yacy, y cnabkux metabonisatopis npn6amsHo Ha 100 % BuLLe, HIX B 0Ci6 3 (PyHKUioHaIbHUM (hepmeHToM CY P2C19
(wBnaknx Metabonizatopis). CepefHsA MiKOBa KOHUEHTpaList Y nnasMi KpoBi 36iNbLUYETbCA NpU6M3HO Ha 60 %. Lli pe3ynbTaTv He MatOTb XKOAHOrO BMN/AMBY Ha
[,03yBaHHS €30Menpasony.



MavuieH Ty 3 NOPYLUEHHAM (PYHKLIN NEeYiHKK.

MeTabo/1i3M e30Menpasony y nauieHTiB 3i C1IabKO Ta NOMIPHOO AUCHYHKLIIEID NeYiHK1 MOoXKe 6yT nopyweHuM. LLIBUAKICTb MeTab0niaMy 3HMXKYETLCA Y MaLieHTIB
3 TSOKKMM MOPYLUEHHAM (PYHKLiM NeYiHKM, WO NPU3BOAUTb A0 36i/bLUEHHS NOLL, 06MEXeHOT KP1BOH 3a/IeXXHOCTI KOHLEHTpaL Ty nnasmi KpoBi Bif Yacy, B 2 pasw.
TakvM YMHOM, MaKCMManbHa A03a 475 NauieHTiB i3 CEPO3HNUM MOPYLUEHHSAM (YHKLiA neviHku ctaHoBMTb 20 Mr. E3omenpa3on Ta oro Metabonitv He MarOTb
TeHAEeHLIT 4o KyMynauil nig vyac npuitiomy npenapaTy 1 pa3 Ha go6y.

MavieH Ty 3 NOPYLUEHHAM (DYHKLIA HUPOK.

JocnifpkeHb 3 y4yacTio AaHOi KaTeropii nauieHTiB He npoBoauin. OCKIiNbKM HUPKW BignoBigatoTb 3a BMBEAEHHS MeTaboniTiB e30Mernpasony, a He rof0BHOI
Mo4aTKOBOI CNOMYKN, 3MiH MeTab0/1i3My Y XBOPUX 3 NMOPYLUEHHAM (DYHKLiA HUPOK HE OYiKY€ETbCA.

MayieH TV NiTHLOTO BIKY.

MeTab0/1i3M e30Menpasosy He 3a3Hae CYTTEBUX 3MiH Y MaLieHTIB NiTHLOro BiKy (Big 71 Ao 80 pokiB).

MepiaTpuyHI NayieHTw.

Micns 6araTopa3oBoro 3actocyBaHHsA 20 Mr Ta 40 Mr e3o0Menpasosy 3arasibHuiA BNIUB Ta Yac LOCArHEHHA MakCUMasbHOT KOHLEHTpaLil npenapaTy y nnasmMi KpoBi y
AiTel Bikom 12—18 pokiB 6yB TakMM Xe, K Y [0POC/IUX.

"eHaepHi 0CO6NMBOCTI.

MMicnsa pa3oBoi fo3v e3oMenpa3ony 40 Mr cepeHe 3Ha4eHHS MO0LLI, 06MEXEHOT KPMBOHD 3a€XHOCTI KOHLEHTpaL iy na1a3Mi KpoBi Bif vacy, Y XiHOK Buwmii Ha 30 %
MOPIBHAHO 3 YonoBikamu. XXOAHOT pi3HWLi, NOB’A3aHOT 31 CTATTHO, He CMOCTepirasiocsd npy NOBTOPHOMY MpuiioMi npenapaTy 1 pa3 Ha go6y. Lli pesynbTat He
BM/IMBAIOTb Ha J03YBaHHS €30Menpasony.

KniHiYHI XapaKTepUCTUKN.
lNoka3aHHA.
opochi.
"acTpoesodhareasnibHa pegpntokcHa xsopoba (MEPX):
- NiKyBaHHS epo3BHOI0 pedsitoKc-e3odariTy;
MpohinakTKa peLmanBy KpoBOTEYi 3 MENTUYHMX BMPA30K LLUTYHKa ab0 ABaHAALUATUNAN0T KALWIKW MiCNS BHYTPILUHbOBEHHOIO NiKYyBaHHS e30Menpasosiom.

NikyBaHHA cuHapomy 3onniHrepa-EnnicoHa.

[iTn BiKom Bif, 12 pOKiB.
"acTpoesoghareasnbHa pentokcHa xsopoba (MEPX):
— JTIKYBaHHSA epo31BHOr0 pediitoKc-e300arity.

MpoTurnokasaHHs.
MigBvuieHa YyTAMBICTL A0 €30Menpasony, 3amilleHux 6GeH3uMMiga3oniB abo [0 iHWMX KOMMOHEHTIB npenapaTy. MpoTunokasaHe OfHOYacHE 3acTOCYBaHHS 3
HendiHasipom. He cnif 0gHOYaCcHO 3aCTOCOBYBATY 3 aTa3aHOBIPOM.

B3aemogis 3 iHLUMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.
Bnnve e3omenpasony Ha hapMakoKiHe TUKY IHLLUX NiKapCbKKX 3aco0iB.



BapapuH.

Y pasi 3actocyBaHHsi 40 Mr e30Menpasosly nauieHTam, AKi Npuiamany BapapwH, Yac Koarynauii 6y y mexax Hopmu. OfHaK Micns LWMPOKOro BNPOBa[XKeHHS
npenapaTty y MeaMyHy npakTuKy 6yno fekifibka MnoBifoMeHb NP0 KNiHIYHO 3Havylle 30iblUeHHst Yacy Koarynsuii, TOMy npu OAHOYaCHOMY 3aCTOCYBaHHI
e30Menpasony Ta BapdapuHy (abo iHLIMX KyMapuUHOBKX AepuBaTiB) CAif KOHTPONHOBATW MOKA3HUKMN Koarynauii.

BopukoHason.

Owmenpasorn, AK i esomenpasor, gie aK iHriéitop CY P 2C19. OgHouacHe 3acTocyBaHHsA omenpa3sony (40 mr 1 pa3s Ha fo6Yy) npu3BoAnIO A0 36inblIeHHsA Crax T8 AUC

BOpuKoHasony (cybctpaty CYP2C19) Ha 15 % Ta 41 % BianosiaHo.

Liazenam.

OpHoYacHe 3acTocyBaHHs 30 MIr e30Menpa3osy NPU3BOAUTL A0 3HMXKEHHS KnipeHcy cybcTpaty CYP2C19 giazenamy Ha 45 %.

IHri6iTopKn NpoTeasu.

BigsHayanaca B3aemofis oMenpasonly 3 AeaKUMW iHribiTopaMu npoTeasn (aHTUPETPOBIPYCHMMM npenapatamu). KniHiyHa 3Ha4yLWicTb Ta MeXaHi3Mu TaKuxX
B3aEMO/I He 3aBXAaW BifoMi. MMiABULLEHHSA LITYHKOBOINO pH MpOTSArom 3acTocyBaHHS OMeNpasosly MOXe 3MiHHOBATW BCMOKTYBaHHS iHTi6iTOpiB npoTeasun. IHLi
MexaHi3MW1 B3aEMOZIT, MOXMBO, NOB’A3aHi 3 NpurHiyeHHaM CYP 2C19. Y pasi 3aCTOCYBaHHA [eAKMX aHTUPEeTPOBIPYCHMX 3ac06iB, TakKMX SAK arasaHaBip Ta
HendiHaBip, BiA3HAYaA/I0CA 3HWXKEHHS PIBHA OCTaHHIX Yy CMpoBaTLi KPOBI MpW O4HOYACHOMY 3aCTOCyBaHHI 3 OMernpa3o/ioM. Yepe3 Le CyMyTHE 3aCTOCYBaHHSA
OMenpasony Ta Takux npenaparis, K atasaHaBip Ta HendgiHasip, He peKOMeHAYETbCA. 3acToCyBaHHA oMenpasony (40 Mr ofMH pa3 Ha Jo6y) pa3oM 3 aTazaHaBipoM
300 mr Ta putoHasipom 100 Mr y 340pOBMX [O6POBOMLLIB CPUYNHANO CYTTEBE NocnabneHHs il atazaHasipy (MpnbnusHo 75 % 3meHweHHA AUC, Craxs Cmin)-

MigBuULLEHHA [03K aTa3aHasipy Ao 400 Mr He KOMMEHCYBaso BMMBY OMeNpasosy Ha eqieKT1BHICTbL ataszaHasipy. MoBigoMasan0ca npo NigBULLEHHA PIBHIB Y niasMi
KPOBI IHLUMX aHTMPETPOBIPYCHUX 3aC00iB, TaKMX AK CaKBiHABIP. ICHYOTb TaKOX IHLLI aHTUPETPOBIPYCHI Npenapatu (4apyHasip, anpeHasip, I0MiHaBIP), PiBHI AKX Y
nnasMi KpoBi 3a1MLWannMca He3sMiHeHUMU NPY 0JHOYACHOMY 3aCTOCYBaHHI 3 OMENpPa3o/ioM.

3BaXkaroum Ha NofibHICTb (hapMakoAMHaMIYHUX eqieKTiB Ta apMakoKiHETUYHIX BNacTUBOCTE OMenpasosny Ta e30Menpasosy, He PeKOMEHLYETLCA 3aCTOCOBYBATH
€30Mernpason 04HOYaCcHO 3 aTa3aHasipoM. OfHOYaCHe 3aCTOCYBaHHA e30Menpasosly 3 HeNiHaBipOM NMPOTUNOKAa3aHe.

Knonigorpens.

Y 3[00poBMX A06pOBOMBLLIB BiA3Hayanacs (hapMakoKiHeTUYHa/papMakogMHaMivyHa B3aeMOfis MK KronigorpeneMm (HaBaHTaxyBanbHa fo3a 300 mr/mobosa
nigTpuMmytoyda fosa 75 mr) Ta esomMenpasonom (40 Mr Ha fo6y nepopasibHO), WO NpU3BoAMAa A0 3MEHLUEHHS €KCNO3WLiT aKTUBHOro MeTaboniTy KIoniforpento y
cepeHbOMY Ha 40 % Ta 3MeHLLEHHA MaKCUMaJTbHOT IHFi6Yo40T akTMBHOCTI (AL P-iHAYKOBAHOT) W00 arperawii TPOMOOUUTIB y cepefHbOMY Ha  14%.

Y [OCNifKeHHi 3a yyacTio 3[40pOBUX [J06POBOSLLIB, Y AKOMY BMBYA/IM 3aCTOCYBaHHS KNONIZOrpento pasom i3 KombiHauieto 20 mr esomenpasony ta 81 mr
aLeTuIcaniumMnoBoi KMCNOTU MOPIBHAHO 3 KOMIAOrpeneM y MOHOPEXMMI, BiA3HA4aIM 3HMXKEHHSA €KCNO3WLIT akTUBHOIO MeTaboniTy Knonigorpeny maimke Ha 40 %.
MpoTe MaKcMMasnbHa iHribyroya akTUBHICTb (AT®d-iHAYKOBaHa) LL0A0 arperayii TPOMOOUMTIB y UMX 0Ci6 6yna 0AHAKOBOK Yy rpynax, Ae NpuiMany Knonigorpenb
OKpemMO Ta K/onigorpesnb + KoMbiHauisa (esomenpason + aueTuncaniumnoBa KWCOTa), WO, HareBHe, MOACHIOETLCS OAHOYACHMM BBELEHHSM HU3bKOI [03M
aueTuacaniunnoBol KUCoTu.

Paf o6cepBaLiiHUX Ta KAIHIYHMX gocnimkeHb wono O K/ B3aeMoail MpoaeMoHCTPYyBan CynepeysivBi pe3ynbTaTul o4O TOro, Yn MigBULLLYETLCS PU3MK OCHOBHUX
CepLeBo-CyANHHUX ABULLY, AKLLO MauieHT OTpMMYe Knomigorpesnb pasoM i3 1M (iHribitop NPOTOHHOT NoMmnu). AK 3aCTepeXXeHHs, PeKOMEeHAYETbCA YHUKaTu
0[HOYaCHOr0 3aCTOCYBaHHA Knonigorpento 3 1M1,

JNikapcbki 3acobu, Wwo meTabonisytoTbhes CYP2C19.

E3omenpason iHrioye CYP2C19 — ronosHWin (hepMeHT, AKWin MeTabosi3ye e3oMenpasosl. TOMy Mpu 3aCTOCYyBaHHI e30Menpa3osly B KOMOiHaLiT 3 npenapatamu, ki
meTabonisytotbcst CYP2C19 (Takumm K Aiaszenam, LuTanonpam, iMinpamiH, KnoMinpamiH, eHiTOTH), KOHLUEHTpaLis UMX npenapatiB y niasmi KpoBi MOXe 6yTu
nigsuweHa, ToMy Moxe OyTWU HeobXiAHWM 3MeHLUEHHS iX fo3W. Lito 06CTaBUHY Chnif BpaxoByBaTW, 0COONMBO MPU MPU3HAYEHHI €30Menpasosly B PeXuMi «3a



noTpedu».

Jikapcbki 3acobu, abcopbuis AKX 3ane>knTb Big pH.

3HMXKEHA KMUCNOTHICTb LUYHKOBOIO COKY MpPW 3aCTOCYBaHHI €30Menpasosy MoXe 36i/bLMTN ab0 3MEeHLIMTN abcopoLito NiKapCbKMX PEYOBUH, AKLLO X abcopouis
3a1eXKNTb Bif KNCMOTHOCTI LLTYHKOBOIO COKY.

AK i WOoAOo iHWNX NpenapaTis, L0 3MEHLLYHTb BHYTPILLHbOLLTYHKOBY KUCMOTHICTb, abCopbLis Taknx npenapaTis, K KETOKOHA30/1, ITPaKoHa30/1, a TaKoXX epoTUHIO,
MOXe 3MeHLUYBAaTUCA, TOAI AK BCMOKTYBaHHSA TakuMX Npenaparis, AK AUTOKCUH, MOXKe NiABWLLYBaTUCA Mifj Yac NiKyBaHHA e30Menpa3osiom. OfHoYacHe 3aCTOCYBaHHSA
omenpasony (20 mr Ha fo6y) Ta AUTOKCUHY Y 3[40POBUX A06POBO/LLIB NiABULLYBaN0 6i040CTYMHICTL AUTOKCMHY Ha 10 % (y ABOX i3 AecATn ocib — Ha 30 %). INpo
AMTOKCMHOBY TOKCUYHICTb MOBILOMANANOCA PiAKO. Afe He3BaKaroum Ha Le, HeobXiAHO AOTPpUMYBaTMUCA 0OEPEXHOCTI NPU 3aCTOCYBaHHI e30Menpasosny Yy BUCOKUX
[03ax nauieHTam NiTHbOro BiKy. Cnig 34iiCHIOBATI MOCU/IEHNIA TepaneBTUYHWUIA NiIKAPCbKMIA MOHITOPUHT LUTOKCUHY.

MeToTpekcaT.

MoBigoMnanocs npo NigBULLEHHS PiBHA METOTpeKcaTy Yy KpOBi Yy [AesKMX MNauieHTiB Npu 04HOYaCHOMY MNPUIOMI 3 iHriGiTopaMyM MPOTOHHOI MoMnu. Y pasi
HeoOXIiAHOCTI BBEAEHHSA MeTOTPeKcaTy Y BUCOKMX [103aX CNif, PO3rNAHYTU NUTaHHSA NPO TUMYacoByY BiMiHY €30Mernpasony.

Takponimyc.

Mpn ofHOYACHOMY 3aCTOCYBaHHI €30Menpasosly NoBiLOMAMOCA NPO MiABULLEHHA PIBHA TaKpPoNiMycCy Yy nsasMi KpoBi. Y pasi 3aCcToCyBaHHS faHOi KOMGiHaUii cnif
3AiACHIOBATM MOHITOPUHT YHKLiA HUPOK (KNiPEHC KpeaTMHIHY), MOHITOPUHT PiBHS TaKponimMycy Y nia3Mi KpoBi Ta Yy pasi Heo6XigHOCTI 3AiCHNTM KOpeKLito Moro
[03K.

Linzanpug.

Y 300p0oBMX AOOPOBO/ILLIB OfHOYACHe 3aCTOCyBaHHA 40 M e30Menpasosy 3 Ly3anpuaom NpyU3BoAMIO0 A0 36i/bLUEHHS MO Nif KPUBOK 3a/IEXHOCTI KOHLEeHTpaLii
Bif vacy (AUC) Ha 32 % Ta 36inbLlUeHHs Yacy HaniseMBeLeHHS (t1/0) Ha 31 %, ane He Bif6yBanOca NOMITHOrO 36iNbLUEHHA NIKOBOro PiBHA Lm3anpuay y nnasmi

KpoBi. MomipHO nposioHrosaHuin QT-iHTepBas cnocTepirascs Nicasa NPUnomy Lm3anpuay OKpeMo i He 36i/bLuyBaBcA Npy NOAa/IbLLIOMY 3aCTOCYBaHHI Luzanpuay y
KOMOIHaLiT 3 e30Mernpasosiom.

LinnocTason.

Owmenpason, gK i esomenpason, gie sk iHriitop CY P 2C19. 3actocyBaHHsi oMenpasony y Ao3i 40 Mr 340poBUMK A06POBOLLAMY Nif, Yac AOCMIIKEHHS NPU3BOANNI0
00 36inbleHHs Chax Ta MAOLW Mifi KPUBOK 3aN1eXHOCTI KoHUeHTpauii Big vacy (AUC) ana uunoctasony Ha 18 % Ta 26 % BignosigHo, a 419 OfHOro 3 /oro

aKTMBHMX MeTaboniTiB — Ha 29 % Ta 69 % BiANOBIAHO.

®eHITOIH.

OpHo4acHe 3acTocyBaHHSA 40 Mr e3oMenpasosnly NpuU3BOANUTb A0 36iMbLUeHHS PiBHA eHITOTHY Y nna3mi KpoBi Ha 13 % y XBOpWX Ha eninencito. PekomeHayeTbCA
KOHTPO/NIOBATM KOHLLEHTPALit0 (heHITOTHY Y nia3Mi KpOoBi Npu npu3HayeHHi abo BigMiHI Tepanii e3oMenpasosiom.

Jlocnig>KyBaHi nikapcbKi 3aco6m 6e3 KNiHIYHO 3HAYYLLLOT B3aeMOAIT

AMOKCULMAIH | XIHIAWH

Byno BiAMIYEHO, L0 e30Menpaso/ He YMHUB K/TIHIYHO 3HaYYLLIOro BNMBY Ha (PapMaKOKIHETUKY aMOKCULMITIHY ab0 XiHIAVHY.

HanpokceH abo podekokcno

[MpoTAroM KOPOTKOYACHUX AOCNILXEHb CYMyTHbOrO 3aCTOCYBaHHS €30Menpasosly 3 HarpoKCEHOM abo POgieKOKCMOOM >KOLHOI (PapMakOKIHETUYHOT B3aEMOAIT
MOMiYeHO He 6yno.

BnnvBe iHLWIKNX NniKapcbKmx 3ac06iB Ha hapMaKoKiHETUKY e30Menpasony.

Nikapcobki 3aco6wm, wo iHrieyTs CYP2C19, CYP3A4 un 061asa hepmMeHTW.

E3omenpason metabonizyetbcd CYP2C19 i CYP3A4. OgHovacHe 3acTocyBaHHSA e3omenpasony Ta iHrieitopy CYP3A4 knaputpomiumHy (500 mr 2 pasu Ha fo6y)
npu3Boanno Ao 36inbweHHs ekcno3uuii (AUC) e3omenpasony BABiui.



OfHOoYacHe 3aCTOCyBaHHA €30Mernpa3ony Ta KoM6iHoBaHOro iHri6iTopy CYP2C19 ta CYP3A4 Moxe Npu3BecTy 0 36i/bLLIEHHA eKCrno3umuii e3oMenpasosny 6ifbLu
Hi>K BABiIYi. BopukoHaszon (iHribitop CYP2C19 1a CYP3A4) npussoamB Ao nigsuweHHs AUC omenpasony Ha 280 %. Y TakuMx cuTyauisiXx KOpekuis o3
e30Mernpasony He 3aBXAW NOTPiOHA. Ane KOPeKLUio [03v Cfif MPOBOAWUTM MauieHTaM 3 TSHKKOK MeYiHKOBOK HefOCTaTHICTIO abo y BUMagKy nNpu3HayeHH:
[OBrOTPUBA/IONO iKYBaHHS.

Nikapcbki 3acobu, Wwo iHaykytTb CYP2C19, CYP3A4 a6o 06uasa hepMeHTW.

MpenapaTy, wo iHAyKyTb CYP2C19, CYP3A4 abo obuasa (epmeHTn (Taki AK pudaMniumvH ym Tpasa 3Bipo60KD), MOXYTb MPU3BOAUTM [0 3HVXKEHHS PIBHIB
€30Menpasony y naasmi KpoBi LLASAXOM MPUCKOPEHHS MOro metaboniamy.

Oco6MBOCTI 3aCTOCYBAHHSA.

Y pasi HassBHOCTI TPMBOXHUX CUMMTOMIB (TaKUX SK BUPaXXeHe 3MeHLLEHHA MacK Tina, HyoTa, gucdarisa, remateMesnc abo MefeHa) Ta 'y pasi, Ko/m Bupaska LyHKa
MiLO3PIOETLCA ab0 HasfABHA, NOTPIOHO BUK/IKOUUTU 3M10AKICHICTb, OCKI/IbKM 3aCTOCYBaHHS €30Menpasosly MOXXe 3MIHUTW CUMMTOMMW Ta BiACTPOUYMTU BCTAHOBJIEHHSA
MpPaBU/IbLHOTO AiarHo3y.

MauieHTaMm, SKi 3aCTOCOBYHOTb MpenapaT NPoTArom TPUBasIOro Yacy (0cobamBo BifbLue PoKy), CMif 3HAXOAUTUCA Nif PerynsapHUM HarnsLomM.

MavieHTam, AKi 3aCTOCOBYHOTH Npenapar y pexxuMi «3a noTpedu», cif noBigoMuTH Nikaps y pasi 3MiHM XapakTepy CUMNTOMIB.

3acTocyBaHHS iHri6iTOpPiB MPOTOHHOT NOMMM MOXE AeL0 NiABULLMTY PU3MK LLTYHKOBO-KMLLKOBUX iHGEKLiN, Takmnx gk Salmonella Ta Campylobacter.

3acTocyBaHHs e30Menpa3sony, AK i BCIX NMiKapCbKMX 3aco6iB, WO iHriOYOTb CEKPEeLit0 KUCMOTU, MOXE MPU3BECTU [0 3MEHLUEHHS BCMOKTYBAHHS BiTaMiHy Bjp

(uiaHoKob6anamiHy) y 3B'A3Ky 3 rino- abo axnoprigpieto. Lle cnig BpaxoByBaTy nauieHTaM 3i 3HKEHUMM 3anacaMmu opraHiaMmy abo (paktopamun prsnKy 3MeHLLEHHS
BCMOKTYBaHHS BiTamiHy B1, NpoTArom JOBroTprBasiol Teparii.

IMig vac 3acTocyBaHHS iHri6iTOpiB NPOTOHHOT nomnu (M) (y ToMy yncni e3omenpasony), NoBiAOMAANOCA NPO BMNAAKM TSXKKOT rinomarHieMii y nawieHTiB, saKi iX
3aCTOCOBYB&/IM LLIOHAMeEHLLIe MPOTAroM 3 MicALUiB, a B 6ifbLUIOCTI BUMAAKIB MPOTAroM poky. MoXnuBi Taki Cepilo3Hi MposBW rinomarHiemii, Ak nigsuLieHa
BTOM/IOBAHICTb, TeTaHii, Aenipiii, cyfoMu, 3anaMOpOYeHHs i LUAyHOYKoBa apuTMis. TMpyu UbOMY OCTaHHI MOXYTb MOYMHATMCA 3HEHalbka Ta HermnoMITHO.
linomarHiemia ycysanacb nicns NpPoBeAeHHs 3aMiCHOI Tepanii MarHiem Ta MpUNUHEHHs 3actocyBaHHA IMM. MauyieHTam, AKUM nepefdadvacTbCA MPOBeAeHHS
TPUBA/IOrO KypCy JlikyBaHHA abo ski npuiimatote MM 3 gurokcrHoMm abo NMikapcbKMMU 3acobamu, WO MOXYTb CMPUYMHWUTK TinoMarHiemito (Hanpuknag 3
AlypeTvkamu), nepeg novyaTkom fiikyBaHHs IMIMT i nepiognMyHO Nif Yac NikyBaHHS CNif 34iMCHIOBATM MOHITOPUHT PiBHA MarHito y rnaasmi KpoBi.

3acTocyBaHHs HriGITOPiB NPOTOHHOT NOMMNK, OCOB/IMBO Y BUCOKMX [03ax Ta NPOTAroM TPMBanoro yacy (> 1 poky), Moxe NOMipHO 36iNbLUMTY PU3MK Nepenomy
CTerHa, 3an'acTka abo xpebTa, NepeBaXXHO y NaLieHTIB NiITHLOrO BiKy abo NPy HasBHOCTI IHLWIXX BigNOBIAHMX (hakTopiB pu3nky. O6cepBaLiiHi AOCNIMKEHHA Aal0Thb
3MOry npunycTUTK, WO iHFiGITOPM NPOTOHHOT MOMMAW MOXYTb 36iNbLUNTA 3arafbHUA pu3uK nepenomis Ha 10-40 %. [eski BUNagKu nepeniomis MOXyTb OyTU
MoB'A3aHi 3 IHWKMMK (pakTopamMu pusunky. MauieHTam 3 PU3MKOM OCTeOMopo3y C/if MPOXOAUTU OOCTEXEHHA Ta OTPUMYBATW JIIKYBaHHA BiAMOBIAHO L0 AIHOUMX
KNiHIYHMX peKOMeH/aLlii, a TaKoXX 1M Cnif 3a6e3neunTi HaaxomkeHHs BiTaMiHy D Ta KanbLiito B HE0OXiHil KiNbKOCTI.

OfHOYaCHe 3aCTOCyBaHHA e30Menpa3osly Ta arasaHaBipy He PeKOMeHAYeTbCA. HAKWO KOomOiHauii aTtasaHaBipy 3 IHri6iTopamMy MPOTOHHOT MOMMU YHUKHYTU
HEMOX/IMBO, PEKOMEHAYETLCA PETe/IbHUA MOHITOPUHI CTaHy MaluieHTa B yMOBax CTauioHapy, a TakoX NiABMLLEHHA 1031 aTasaHasipy fo 400 mr 3 100 mr
PUTOHaBIPY; f03Y e30Menpa3osny 20 Mr NepeBuLLYBaTH He CAif.

E3omenpason € iHriitopom CY P2C19. Ha noyaTKy a6o HanpuKiHLi NikyBaHHS €30MenpasosioM CAif po3rnsgatv NoTeHUinHO MOXK/IMBI B3aEMOZIT 3 Npenapartamu, sKi
meTabonisytotbcst CYP2C19. CnocTepiractbCs B3aeMOfis MiXK KnonigorpeseM Ta e30MenpasosioM. KniHivyHa 3HauvywlicTb i€l B3aeMOfii He BM3HayeHa. AK
3ano6i>KHWI 3aXif, PEKOMEHAYETbCA YHUKATM 0HOYACHOr 0 3aCTOCYBaHHA AaHOT KOMOiHaLiT.

Mpn npu3HayveHHi e3omenpasosny HeobXigHO 6paTy O yBarum MOro B3aEMOAIKO 3 IHLWMMMK NiKapCbKMMK 3acobamu, fKi MOXYTb BMAMBATW HA KOHLEHTpaLito
e30Menpasony y naasmMi Kposi.

306inbLUEHHS piBHA XpomorpaHiHy (CgA) MOXe NepeLlKoanTM AOCNIIKEHHIO HA HEMPOEHAOKPUHHI NYXIMHK. LLLO6 YHUKHYTW OTPUMaHHS XMOHUX pe3ynbTaTiB, chij



NPUNUHUTM NiKyBaHHS €30MenpasosioM NpuHaiMHi 3a 5 fHiB 0 BUMiptoBaHHA CgA.

Caxaposa

JaHnin nikapcbkuiA 3aci6 MiCTUTL caxaposy. lMauieHTam 3 PigKICHOK CMafKoBOK HEMepeHOCUMMICTIO (DPYKTO3M, NHOKO30-ralakTo3HOK Masibabcopbuieto abo
caxapo30-i30ManbTa3HOK HEAOCTATHICTIO HE CNif NpuiiMaTy Lein npenapart.

Bnnue Ha pe3ynbTaTy n1abopaTopHUX AOCNIIMKEHD

Uepe3s nigsuLeHHA piBHA xpomorpaHiHy A (CgA) MOX/IMBUIA BNUB Ha pe3y/bTaTh 1abopaTopHUX LOCMIAKEHb 3 BUABNEHHA HEPOeHAOKPUHHUX NyX/vH. LLLo6
YHUKHYTW Takoro BMAMBY, NiKyBaHHA €30Menpa30o/ioM MOTPIOHO NPUNMHUTK LWOHaMeHWe 3a 5 AHIB [0 BuMiptoBaHHA piBHIB CgA (avB. po3ain
«PapmakoamMHaMiKa»).

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BariTHiCTb.

KniHiyHi gaHi WoAo 3aCcTOCyBaHHA €30Menpasony Ans NiKyBaHHSA BariTHUX 0OMeXeHi. Pe3ynbTaTvi AOCNIAKEHb BEMKOI KiNIbKOCTI BariTHWUX XXIHOK, SKi npuiimani
paleMiyHy Cymill omenpasosnly, BKasylTb Ha BIACYTHICTb Manb(opMaTMBHOrO (MOPYLUEHHS PO3BUTKY N1oAa) Ta (PETOTOKCMYHOIO edeKTiB. JocnigKeHHs
€30Mernpas3oy Ha TBapuHax He nokasain nNpsmMoro abo ornocepesKOBaHOrO HEraTMBHOMO BI/IMBY Ha PO3BUTOK eMbpioHa/nnoga. JocnigpkeHHs paLemMivyHoT CyMilli Ha
TBapVHax He NPOAEMOHCTPYBa/IM MPAMOro abo 0nocepeaKoBaHOr0 HEraTMBHOMO BNIMBY Ha BariTHICTb, NOMOMM i NOCTHaTa/IbHWIA PO3BUTOK. Mpenapat npu3HavaTn'y
nepiof BariTHOCTI 3 06EPEXHICTIO.

[Mepiof rogysaHHs rpyLato.

He 6yno npoBefeHO LOCNI[KEHb 3 YYaCTHO XXIHOK, AKi roAytoTb rpyaato. HeBigoMo, UM NpoOHMKAE e30Menpason y rpyfaHe MOJIOKo. TOMy e30Menpason He Chif
3aCTOCOBYBATU Y Nepiof rofyBaHHA rpyaato.

PepTUIbHICTb.

JocnimpKeHHs paueMiyHoT CyMiLli OMenpasosny Ha TBapuMHax He MPOAEMOHCTPYBaIM BMMBY Ha (DePTUSIbHICTb.

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.

E3omenpa3on Y/HUTL MiHIMallbHUIA BNAMB Ha 3[aTHICTb KepyBaTu TPaHCMOPTHUMM 3aco6aMun abo npautoBaTti 3 iHWKMMKU MexaHi3mamu. MoBigoMNSETLCA NPo Taki
HebaxkaHi peakuii, K 3anaMopoyeHHs (He4yacTo) i HeuiTKiCTb 30py (piako) (amB. po3ain «MobiyHi peakuii»). AKLLO Taki po3nagn CnocTepiraloTbCs, NalieHTam He
CNij KepyBaTy TPaHCMOPTHMMK 3acobamm abo npawtoBaTty 3 IHWUMU MexXaHi3Mamu.

Cnoci6 3acTocyBaHHs Ta [03W.

Mpenapar 3aCTOCOBYBATW BHYTPILLIHLO AOPOC/IUM Ta AiTAM BiKOM Bif 12 pokiB. TabneTku npuimaty Linumm 3a 1 roauHy [0 npuitomy HKi Ta 3anuBaTti OCTaTHLO
KiNbKiCTtO BoAW. TabneTku He cnif po3xoByBaTy abo NnoapibHIoBaTK. 3a3BMyalt TpBaniCTb Kypcy NiKyBaHHS BU3HAYaE nikap.

Jopocni

MacTpoesodareansHa pedpntokcHa xsopoba (MEPX)

JlikyBaHHS epo3nBHOro pedntokc-e3oariTy. 40 mr 1 pa3 Ha fo6y NpoTArom 4 TMxHIB. [0AaTKOBI 4 TVDKHI PEKOMEHAYIOTLCA ANS NalieHTIB, Y SKMUX e30(ariT He 6yB
BUNiKYBaHWUIA abo 36epiratoTbCs Oro CUMNTOMMU.

MpodhinakTuKa peuyamBy KpOBOTEYI 3 BUPA3OK LUIYHKA abo ABaHaUATUNAN0T KALLKA MICNs BHY TPILLUHbOBEHHOIO NiKyBaHHA e3omenpasonom: 40 mr 1 pa3 Ha Joby
npoTarom 4 TWXKHIB. Nepiogy MepopasibHOro 3acTOCyBaHHA €30Menpasosly Mae nepefysaTy Tepanisi, CNpsAMOBaHa Ha MPUrHIYEHHS KWUC/IOTHOCTI, fiKa Monsrae y
3acToCcyBaHHI e30Menpas3ony y BUrNA4i po3ynHy Ans iHgysin.



JikyBaHHA cuHApomy 3onniHrepa-EnnicoHa: 40 mr 2 pasu Ha go6y. [o3yBaHHA MOBUHHO OyTW nifgibpaHe iHAMBIAYaSIbHO, TPUBANICTb NiKYBaHHA BU3HAYaETHCA
KNiHIYHMMM NOKa3aHHAMKW. BignoBigHO A0 OTPUMaHUX KNiHIYHUX AaHuX, Y GiNbLIOCTI MauieHTiB 3aXBOPHOBaHHA MOXKHa KOHTPOMtOBaTK npuiiom Big 80 ao 160 mr
e30Menpasony Ha Aoby. AKLL0 A03a NepeBuLLYyE 80 mMr/goby, i NOTPiGHO PO3AINNTI Ha fBa NPUIAOMMU.

MayieH TV 3 NOPYLIEHHAM (PYHKLIA HUPOK.

BifcyTHA HeOOXiAHICTb y KOpeKUii pexxumy [o3yBaHHSA. Yepe3 BigCYTHICTb AOCBILY 3aCTOCYBaHHA €30Menpasosy nauieHTam 3 TSHKKOH HUPKOBOK HeLOCTaTHICTHO
npenapar cfif npusHavaTn 3 06epeXXHICTIO.

MopyLUEHHS OYHKLIT NeYiHKK

BiacyTHA HeOOXIAHICTb Y KOPEKLIT peXXnMy [03yBaHHS NalieHTaM 3i CnabkuM Ta NOMIPHMM NOPYLLUEHHSAM QYHKLIA NeYiHKX. AN nauieHTIB i3 THKKUM NOPYLUEHHAM
(DYHKLiM NeYiHK1 MakcrMasibHa f,03a e30Menpasosy He NMoBUHHA nepesuLLyBati 20 Mr.

MauieH TV NiTHLOrO BiKy

BifcyTHA HEOOXIAHICTb Y KOPEKLIT peXXnmy L03yBaHHS.

[iTn Bikom Big, 12 pokiB

MacTpoesodareanscHa pentokcHa xsopoba (MEPX)

- JlikyBaHHA €p0O3MBHOr0 pedtoKc-e3odariTy.

40 Mr oguH pa3 Ha 06y NPoTArom 4 TUXHIB.

MauieHTaM 3 HeBUNIKyBaHM e30(hariTom abo CTINK1MMK CUMNTOMaMN PEKOMEHAYETLCA OAATKOBO 3aCTOCOBYBATY Nnpenapart NpoTArom 4 TUXKHIB.

[iTn Bikom 10 12 pokiB
E3omep He cnif 3acTocoBYBaTV AiTAM BIKOM 40 12 pOKIB, OCKI/IbKW [aHi W00 TaKOro 3aCTOCYBaHHSA BIACYTHI.

Cnocib 3acToCyBaHHS

TabneTky cnif KOBTATU L0, 3annBatoYm pPiAnMHOK. TabneTku He Cij po3XKoBYyBaTU ab0 NoApPIGHIOBATY.

[nd nauieHTiB, AKi Big4yBatOTb TPYAHOLL NPY KOBTaHHI, TabNeTKX MOXHa TaKoX CyCrneHAyBaTh Yy NONOBUHI CKNSAHKW HerasoBaHOT BOAW. He cnif 3acTocyBaTtu iHLLI
pigvHU. Po3miwiaTy o po3nagy TabneTok, Nicns 4Yoro CycrneHsito rpaHyn ciig BunuTy Bigpasy abo npotarom 30 XBUANH. HanoBHUTK CKISIHKY BOLOKO Haro/IOBUHY,
PO3MILLIATW 3a/IULLKK | BUNUTKU. He cnif po3)KoByBaTn abo NoApiGHIOBAaTY YaCTOUKM Tab/IeTKMU.

[na nauieHTiB, AKi He MOXYTb KOBTAaTW, TabneTku Cnif PO3YMHWUTW B HerasoBaHiii BOAI i BBECTW 4epe3 LUMYHKOBUI 30HA. BaxnvMBo peTesibHO Mepesiputu
npUAATHICTb 06PAHOro LUNpMLUa Ta 30H4a. IHCTPYKUIT LWOAO NiArOTOBKM Ta BBEAEHHSA MpenapaTy Yepes 30HA HaBeAeHI HUKYe.

BBefeHHA npenapaTy yepes LLNYHKOBUIA 30H[,

1. MomicTiTb TabneTKy Yy BigNOBIAHWIA WNPUL, | Ha6epiTb B LWNPUL, NpUBAN3HO 25 M BOAM Ta 6/M3bKO 5 M NOBITPS. ANa AesaKnx 30HAIB Moxe 6yTn noTpibHe
po3BefieHHA npenaparty B 50 M1 BOAM A4/15 TOT0, W06 YHUKHYTW 3a6VBaHHA 30HAA rpaHynaMun TabneTku.

2. Ofpa3sy X CTPyCiTb LNPUL, NPOTATOM MPUGAN3HO 2 XBUNWH ANA PO3YMHEHHSA TabNETKN.

3. TpumaiiTe LWNPUL, HAKOHEYHKOM BrOpY i NepeKoHamTecs y ToMy, L0 HAaKOHEYHWK He 3aCMITUBCS.

4. Tig’eaHaiTe WNpWL, A0 30HAA, MPOLOBXYHOUM YTPUMYBATM LUMPUL, CNIPAMOBaHNM Bropy.

5. CTpycCiTb LUNpWL, Ta NepeBepHiTb MOro HaKOHeYHWKOM LOHU3Y. HerainHo BBefiTb 5-10 M po3unHEHOro npenapaty y 30HA. Micns BBeLeHHA NOBEPHITH LUNPUL, B
ronepegHe MOIOXeHHS | CTPYCITb (LUNpUL, NOTPIGHO YTPUMYBATU HAKOHEYHNKOM Bropy 15 YHUKHEHHS 3aCMiYeHHS! HAKOHEYHUKA).

6. MNepeBepHITb LLNPUL, HAKOHEYHNKOM BHU3 | BBEITb Le 5-10 mn npenaparty B 30HA. MOBTOPITL L0 NpoLesypy A0 MOBHOrO BUMOPOXHEHHS LUMpULA.

7. Habepitb y winput, 25 Mn BoAM Ta 5 M1 NOBITPSA Ta NOBTOPITb MYHKT 5, AKLWO NOTPIOHO, W06 3MUTK Ocaf, Lo NUWKBCA Y Wwnpuui. Jna Aeskux 30HAIB y pasi



HeoOXiAHOCTI NOTPiI6HO HabmpaTtn 50 M1 BOAW.

aiTn.

E3omep He cnif 3acTocoByBaTy 4iTAM BIKOM 40 12 pOKiB, OCKI/IbKW [aHi W00 TaKoro 3aCTOCYBaHHSA BiACYTHI.
3acToCOoBYIOTb AiTAM BIKOM Bif 12 POKIB Npu TakMX NMOKa3aHHAX:

MacTpoesodareansHa pednokcHa xsopoba (MEPX)

- NiKyBaHHSA epO31BHOr0 peduItoKc-e30qariTy.

NepenosyBaHHS.

[aHi oo nepefo3yBaHHsA 06MeXeHi. LLINYHKOBO-KULLIKOBI CUMNTOMW Ta CMabKicTb onucaHi nicns npuiiomy 280 Mr e3oMenpasosny. Pa3osa fo3a e3omenpasony 80
MI He CMIPUYMNHSAE TSHXKKMX No6IYHMX edhekTiB. CneyiafbHUA aHTUAOT HeBiLOMMIA. E30Menpa3on 3Ha4HO MipOHo 3B’A3YETbCA 3 NPOTEIHAMM MN1a3MU KPOBi | TOMY He
Aiani3yeTbes.

NikyBaHHS: cuMnTOMaTMYHA Ta NIATPMMYOYa Teparis.

Mo6iyHiI peakuil.

IMig yac KNiHIYHUX AOCNifXeHb Ta Micns BNPOBaMKEHHS €30MeNpasosny y LWMPOKY MeAnYHY MpakTUKY NOBIAOMAANOCA MPO HaBefdeHi HbkYe Nob6ivHi edekTn. He
Oy/10 BMSIBNEHO [0303a/1eXXHMX epeKTiB. HebaxkaHi fBumLLa KnacugikyBaInCh 3a/1eXXHO Bif 4aCTOTU BUHUKHEHHS: YacTo (>1/100, <1/10); HeyacTo (>1/1000, <1/100);
pigko (>1/10000, <1/1000) Ta ay»xe pigko (<1/10000).

3 60Ky KpoBi Ta niMhaTUYHOT CUCTEMU:

PiAKO: NEKONEHIsN, TPOMOOLMTONEHIS;

JY>Xe PifKO: arpaHynoumnTo3, NaHUUTOMNeHis.

3 60Ky IMYHHOT CUCTEMMU:

piAKO: peakuii rinepyyTANBOCTI, BKIHOYAKUM NINXOMAHKY, aHTIOHEBPOTUYHMI HAOPSK, aHathiNaKTUYHI peaKkLii/LwoK.
3 60Ky 06MiHY PEeYOBYH | XapuyBaHHS:

HeyacTo: nepudepuyHi Habpaku;

PiAKO: rinoHaTpiemis;

Ly>Ke PIKO: rinoMarHieMis; TAXXKa rinoMarHieMisi MOXe Npu3BecTy 40 rinoKasbLieMil.

MopyLUeHHS NCUXIKH:

HeyacTo: 6e3COHHS;

PIAKO: 30Y>KEHHS, Aenpecis, CryTaHICTb CBILOMOCTI;

AY>Ke PifiKo: arpecis, rajtoumHadii.

3 60Ky HEPBOBOT CUCTEMMU:

4acTO: rOOBHWUIA Bifb;

HeyacTo: 3arnamopOYeHHs, CNabKicTb, NapecTesis, COHMBICTD;

PIAKO: MOPYLLEHHS CMaKYy.

3 60Ky opraHis 30py:

PIAKO: HEYITKICTb 30pY.

3 60Ky opraHis cnyxy Ta nabipyHTHiI NOPYLLEHHA:



HeYacTo: BEPTUrO.

3 60Ky AnXanbHOT CUCTEMU, OPraHiB rpyaHOl KNiTKM Ta CepefoCTIiHHS:

PiAKO: 6pOHXO0CMasM.

3 60Ky TpaBHOro TPaKkTy:

4acTo: 6iNb Y XXMBOTI, 3anopw, Aiapes, 34yTTH XNBOTa, HY0Ta, 6/110BaHHS;

HeyacTo: CyxiCTb Y pOTi;

PiAKO: CTOMATUT, KAHAMAO03 LLUTYHKOBO-KNLLIKOBOI O TPaKTY;

Ay>Ke PifiKO: MIKPOCKOMIYHWUIA KONIT.

3 60Ky renaTobiniapHoOi cUCTEMMU:

HeyacTo: NiABULLEHHS PIBHIB MEYiHKOBUX (PEPMEHTIB;

PiAKO: renatuT 3 abo 6e3 XXOBTAHML;

Ay>Ke pifKOo: NeviHKoBa HeOCTATHICTb, eHUedanonatis y NauieHTIB i3 3aXBOPIOBaHHAMM MEYIHKMN.
3 60Ky LLUKIpW Ta NifLWKIPHUX TKaHUH:

HeyacTo: fiepmaTtuT, CBepOiXK, KPOMMB’AHKA, BUCHUT,

pigKo: anornewisi, POTOUYTNMBICTb;

JY>Xe PifKo: MyNbTU(OpPMHa epuTeMa, CMHAPOM CTiBeHca — [)KOHCOHa, TOKCUYHUIA enigepManbHUn HEKPOSTi3.
3 6OKY CKeNeTHO-M'30B0T Ta CMoNyYHOT TKaHWHW:

HEeYacTo: nepesioM CTerHa, 3an’acTka abo xpebra (AuB. po3ain «Oco6MBOCTI 3aCTOCYBaHHA);
PIAKO: apTparis, Miaris;

[Y>Xe pifKO: M’A30Ba CNabKiCTb.

3 60Ky HMPOK Ta CeY0BUAINbHOI CUCTEMMN:

LY>Ke PiKo: iIHTepCTULiabHUA HedhpuT (Y LeAKUX NaLiEHTIB — 0HOYACHO 3 HUPKOBOKO HELJOCTATHICTHO).
3 60Ky penpoayKTUBHOT CUCTEMMU Ta MOJIOYHUX 3aU103:

Ly>Ke pigKo: riHekomacTis.

3arasibHi posnasu:

PiAKO: CNabKiCTb, NOCUIEHHA NOTOBUAINEHHS.

TepMiH NPUAATHOCTI. 2 POKMW.
YM0BM 36epiraHHs.
36epiraTi B opuriHanbHiin ynakoBLi npu TemnepaTypi He Buwe 30 °C.

36epiratv y HelOCTYMHOMY A1 AiTel MicCLi.

YnakoBKa
Mo 7 Tabnetok y 6nictepi. Mo 2 a6o no 4 6nictepn y KapTOHHI KOPOBL.

KaTeropis Bignycky. 3a peLenTom.



3a8BHUK.
MEPPEPI ®APMAUYEYTIUICPN/
PERRERY FARMACEUTICI SRL.

Micue3HaxomKeHHS 3asiBHUKa.
Kopco CaH JlopeH3o, 1, 37026 MNMeckaHTiHa (VR), ITanis/
Corso San Lorenzo, 1, 37026 Pescantina (VR), Italy.

Bupo6HUK.
NAMIMN CAH MPOCHMEPO C.IN.A./
LAMP SAN PROSPERO S.P.A.

Micue3HaxomKeHHS BUPOOHMKa Ta 1A0ro agpeca Micla NPoBagKeHHS AisiNIbHOCTI.
Bia denna Mace, 25/A, 41030 CaH INpocnepo (MO), ITanis/
ViaDellaPace, 25/A, 41030 San Prospero (MO), Italy.



