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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIKAPCHKOIo0 3ac00y

E30HEKCA®
(ESONEXA)

Cknao:

Olloua pevosuna: €30Merpasol,

1 pmakoH MICTHTH €30MeIpa3oiry HaTpiro 42,5 MT, M0 eKBIBAJICHTHO e30Merpa3oiry 40 mr;
OONOMIICHT pevosuHY. TAHATPIIO €IeTaT, HATPIkO T1IPOKCHU]I.

Jlikapcbka dopma. Jliodimizar as po3unny 1uis i’ eKuiid Ta iHgys3ii.
OcHogni ¢hizuxo-ximiuni enracmugocmi: TMOPUCTUM nio(]ini3oBaHUN MOpoUIOK Oimoro abo Maiixke
01J10T0 KOJIBODY.

®apmakoTepaneBTHYHa rpyna. [Ipemapatu, O 3aCTOCOBYIOTHCS TNPH PO3Nagax KHUCIOTHOCTI.
3acobu I JIIKyBaHHSA TMENTHYHOI BHUpa3Ku Ta ractpoe3odareanbHOi pequiroKCHOI XBOPOOH.
[Hri6iTOPU NPOTOHHOT TOMIIH.

Kox ATX A02B CO05.

Dapmakono2iuni eracmueocmi.

Dapmarxoounamixa.

E3omemnpazon € S-i3omepoM OMemnpas3oiy, L0 MNPUTHIYYE CEKPelil0 KHUCIOTH LUTYHKOBOTO COKY
3aBASKU CHEeU(pIYHOMY HampaBiIeHOMY MexaHi3my ii. BiH € cnenu@iuHuM 1Hr101TOPOM MPOTOHHOT
noMmnu mnapieranbHux KmituH. | R-, 1 S-i3omepu omenpazony maroTh noJiOHY (hapMakoIOTiuHY
AKTUBHICTb.

Micye ma mexanizm 0ii

E3omernpazon sBisie co00t0 caabKy OCHOBY, IO KOHIIEHTPYETHCS Ta MEPETBOPIOETHCS HA AKTHBHY
¢dopMy y CHIBHO KHCIIOMY CEPEIOBMILI CEKPETOPHUX KaHAIbLIB MapieTaJbHUX KIITHUH, J€ 1HTi0ye
depment H'K'-AT®-a3y — mpoTOHHY MOMITy — Ta HPHUIHIUYE K Oa3albHy, TaK i CTUMYJIbOBaHY
CEKpEIIil0 KUCIOTH.

Bnnue na cexpeyiio winynko6o2o coxy

UYepes 5 nHiB nepopansHoro npuiiomy no 20 mr ta 40 mr ezomenpasony piBeHb pH nutyHka Buie 4
30epiraBcs BIJMOBIAHO B cepeAHbOMY 13 roauH Ta 17 roauH BIANOBIAHO HPOTAroM 24-TOJAMHHOTO
iHTepBany y mnamieHTiB i3 cumnroMmarndnor ['EPX (ractpoesodareanbHa peduirokcHa XBOpoOa).
Edext noniOHuit sk mpu nepopajibHOMY, Tak 1 IpYU BHYTPIIIHLOBEHHOMY 3aCTOCYBaHHI.

3a nonomoroto AUC sk orocepeIkoBaHOTO ITapaMeTpa KOHLIEHTpaIlil mpenapary y mia3Mi KpoBi 0ysio
MIPOJIEMOHCTPOBAHO 3B’SI30K MDK MPUTHIYEHHSIM CEKpelil KHUCIOTH Ta eKCIO3MIE Ticis
NEPOPATBHOTO 3aCTOCYBaHHS €30MENpa3oly.

[Ipu BHYTpIIIHLOBEHHOMY BBEJIEHH]1 €30MEIPa30ily 3J0POBUM J10OPOBOJIBIAM Y 1031 80 MI' y BUTIISAIL
6omocHoi 1HQY3ii TpuBanicTio 30 XBMJIMH 13 MOJAJIBIIMM 3aCTOCYBaHHSM Ipernapary y BHIVIAIL
TPUBAJIOi BHYTPIIIHHOBEHHOI 1H(Y311 31 MBUAKICTIO 8 MI/roj TpuBaiicTio 23,5 roauHu piBeHb pH
IUTyHKa Buile 4 Ta Buie 6 30epiraBcst BIAMOBIAHO B cepeaHboMmy 21 roamny ta 11-13 romun
BIJIMOBIHO IPOTATOM 24-TOAMHHOTO iHTEpBaTYy.

Tepanesmuunuii eqpekm npueHiueHHs cekpeyii Kuciomu

[Ipu mepopanbHOMY 3acTOCyBaHHI e3omemnpazony B 1031 40 mMr mpubnuszno 78 % mnamieHTIB i3
pedmtokcHUM e30(]ariToM oy KyrTh Yepe3 4 TixH1, 93 % — yepe3 8 THIKHIB JIIKyBaHHS.



Y paHaOoMi30BaHOMY TOABIHHO CJINOMY TUIAIEOOKOHTPOJIHOBAHOMY KIIHIYHOMY JTOCIIKEHHI
MAIIEHTIB 13 €HJIOCKOMIYHO JOBEICHOI0 MENTUYHOI0 BHpa3kor kiacy la, 16, Ila um 116 (9 %, 43 %,
38 % Tta 10 % BianoBinHO) 3a DOppecToM paHIOMI3yBaIMd A0 TPYI 3aCTOCYBAaHHS €30MENpa3oiy y
BUTJISII po3unHy Jutst iHQY3id (n = 375) abo mianedo (n = 389). Ilicis eHIOCKOMIYHOTO reMocTasy
narieHTaM BBOAWIM ab0 e30Mernpason y 1031 80 Mr y BUIIISAI BHYTPIIIHHOBEHHOT 1H(Y31i TpUBATICTIO
30 XBWIMH 13 MOJANBLIO TPUBAIOK iH(DY3i€0 31 MBHIAKICTIO 8 Mr/roa abo mianebo MpoTAroM
72 ronuH. Ilicns modaTtkoBoro 72-roAMHHOTO MEpiOAy BCIX MAIll€HTIB MEPEBOJIWIM HAa BIAKPUTHI
nepopaibHUN MpuiioM e3omernpasony y 1031 40 mr mpoTsrom 27 IHIB JJIS TPUTHIYEHHS KUCIOTHOL
cekpernii. Yacrora moBTOpHOI KpoBoTewi mpoTsirom 3 ni0 cranoBmna 5,9 % y rpymi npuiiomy
ezomenpasony Ta 10,3 % y rpyni miane6o. Yepes 30 aHiB miciis Teparii 4yacToTa HOBTOPHUX KPOBOTEY
y Tpymi npuiioMy e3oMenpasoiy i mianedo cranoBuia Bianosiguo 7,7 %1 13,6 %

Tnwi ecpexmu, nog’si3ani i3 npueHiveHHAM ceKpeyii Kuciomu

VY mepion JiKyBaHHS aHTHCEKPETOPHMMH IperapaTraMH piBHI TaCTPHHY y CHPOBATII 3pOCTAIOTh Y
BI/IMOB1/Ib HA 3HMKEHHS cekpelii KucioTu. PiBens xpomorpaniny A (CgA) Takox 3pocTae BHACTIIOK
3MEHIIEHHS! KUCIOTHOCTI HUTYHKOBOTO COKy. Uepe3 minBuiieHHs piBHA CgA MOXJIMBHI BIUTUB Ha
pe3yabTaTH JIAOOPATOPHUX OCHIPKEHb 3 BUSBICHHS HEMPOEHAOKPHMHHUX IyXJuH. OmyOiikoBaHi
JaHi CBiqYaTh MO Te, IO JIKyBaHHS IHTIOITOpaMHM MPOTOHHOI MOMITM CIIiJ| PUIHHUATH TPOTATOM
nepiogy Big S5 nmHIB A0 2 TWXKHIB A0 BuMiptoBaHb piBHI CgA mis Toro, moO piBenb CgA
HOpMaJTi3yBaBCsl, OCKUIBKHM 1€l MOKAa3HUK MOK€ OYTH IiJBUIIEHUN TICIs JIIKYBaHHS iHriOiTOpaMu
npotonHoi mommu (IITIT).

[TigBumeHHs] KUTBKOCTI €HTepoXpoMadiHOMOMIOHUX KIIITHH, MOXKIIMBO IIOB’S3aHE 31 30UIBIICHHIM
piBHA TacTpUHY, CIOCTEpIrajocs y MAEIKUX TMAIli€HTIB Yy TMepioJ JOBFOTPUBATIOrO JIKyBaHHS
MEPOPATBHAM €30MEIPA30JIOM.

Ha ¢oni n0BroTpuBanoro jgikyBaHHs NepOpPaJIbHUMH aHTUCEKPETOPHUMH MpernapaTaMu BiJl3HaYanocs
JesiKe 3POCTaHHS YaCTOTH YTBOPEHHS HUTYHKOBHUX TJIaHAYISApHUX KicT. Lli 3MiHM € dizionoriyaum
HACJIIJIKOM BUPaKEHOTO MPUTHIYEHHS CEKpellii HUTYHKOBOTO COKY, MalOTh JOOPOSKICHY Ta 000pOTHY
PUPOTY.

3MEHIIEHHS! KHMCJIOTHOCTI LUIYHKOBOTO COKY 13 OyAb-SKMX MPUYMH, Yy TOMY YHCII BHACIII0K
3actocyBanHsa IIIII, mpu3BoaWTH A0 30UIBLICHHS y HUTYHKY KUIBKOCTI OakTepiid, IO 3a3BUYal
NPUCYTHI Yy LUTYHKOBO-KMIIKOBOMY TpakTi. JlikyBanus IIIII gemo 30uibliye pHU3HK IUTYHKOBO-
KUIIKOBUX 1H(DeKIi#, 3ymMmoBneHnx, Hanpukian, Salmonella ta Campylobacter, a y rocmitanizoBanux
narienTis, — MoxkauBo, Takoxk Clostridium difficile.

Jlimu

VY mnaneGoKOHTPOILOBAaHOMY AocixkeHH] (98 xBopux BikoM Big 1 g0 11 MicAlliB) OI[iHIOBAaTUCH
e(eKTHUBHICTh Ta Oe3IeKa 3aCTOCYBaHHS Mpenapary B NAIEHTIB 13 o3HakaMu Ta cumntomamu ['EPX.
E3omenpazon 1 Mr/kr onuH pa3 Ha 100y BBOJWIN NEPOPATBLHO MPOTATOM 2 THXKHIB (BiKpUTa (a3za), a
80 marieHTiB Oyn0 BKJIIOYEHO MPOTAroM 4 [0JaTKOBUX THXKHIB (TOABIHHO ciina ¢a3a BiIMIHU
nmikyBaHHs). He cnocrepirasocs CyTT€BOI pI3HHII MIX €30MENpa3ojioM Ta IJanedo CTOCOBHO
JOCATHEHHS IEPBUHHOT KIHIEBOI TOUKH Ta MPUIMHEHHS JIKYBaHHs Yyepe3 MOTIpIIEeHHS CUMIITOMIB.

Y  mnaneOOKOHTPONBLOBAaHOMY — AOCHiKeHHI (52 mamieHTH BikoM < 1 micsis)  OIiHIOBaIU
eeKTUBHICTh Ta Oe3neky npenapaty B nauieHTis i3 ['EPX. E3omenpaszon 0,5 Mr/kr oauH pa3 Ha 100y
BBOJIMJIM TIepopalibHO MpoTsAroM MiHiMyM 10 nHiB. He 6yi0 cyTTeBoi pi3HMIII MK €30MENpa3ojioM Ta
mianedo CTOCOBHO NEPBMHHOI KIHIIEBOI TOYKM 3MIHM KUIbKOCTI BumajkiB cumntomiB I'EPX y
MOPIBHSHHI 3 BUX1IHUM piBHEM.

Pesynbratu, oTpuMaHi B X0/1 JOCTIKEHB 32 YYACTIO MAIIEHTIB TUTAYOTO BIKY, TOKa3ylOTh, IO J03U
ezomenpazony 0,5 mr/kr i 1,0 mr/kr y HemoBnsaT BikoM < 1 wmicsiist i 1-11 wmicsmiB BiAMOBIIHO
3HIKYIOTh CEpeIHIM B1ICOTOK Yacy, KOJIM BHYTPIIIHbOCTPAaBOX1IHUH piBeHb pH < 4.

[Ipodins Oe3neku 3acTocyBaHHs INpernapaTy BUSBHUBCSA IMOAIOHMM [0 TOro, IO CIHOCTepiraBcs y
TOPOCITUX.

VY nocnijkeHHi, MPOBEICHOMY 3a ydacTio neaiarpuyHux naimieHtiB 3 'EPX (Bikom Big <1 mo 17
pOKiB), siki oTpumyBasiu TpuBaie aikyBanHs 1, y 61 % niteit croctepiranacs rinepriasist ECL-
KJIITUH HE3HAYHOTO CTYMEHs, KJIiHIYHA 3HAYMMICTh SKOI Oylla HEeBiJIOMOIO; PO3BUTKY aTpo(iuHOro
racTpuTy ab0 KapIMHOIJHUX MyXJIUH HE BIAMIYaIoCs.

Dapmaxoxinemuxa.

Posnooin



VsaBHU 00’€M po3MOALTY Y PIBHOBAKHOMY CTaHl y 3I0POBHX JOOPOBOJIBIIIB CTAHOBUTH MPHUOIU3HO
0,22 ni/kr macu Tina. Ezomenpaszon Ha 97 % 3B’s13yeThCs 13 OLIKaMH I1a3MH KPOBI.

Memabonizm ma eusedenHs.

E3omernpazon moBHicTIO MeTabomizyersesi cuctemoro muroxpomy P450 (CYP). OcHoBHa uacThHa
MeTaboJ1i3My e30Menpaszoily 3aiexxuth Bia nmomimophuoro CYP2C19, mo Biamosinae 3a yrBOpeHHS
TIIPOKCU- Ta JECMETHUIMETa0ONITIB e3oMenpas3ony. Pemra merabonizmy 3a0e3meuyeThesi 1HIIOK
cnenudiunoro 3opopmoro, CYP3A4, mo BiamoBizae 3a YTBOPEHHS €30MEIpa3oiy CyIb(pOHY,
OCHOBHOT'O METa0OIIITy y MjIa3Mi KpoBi.

HwxuenaBeneni mapamMeTpu BiioOpa)karloTh MepeBakHO (PapMaKOKIHETUKY Yy 0ci0 13 PyHKIIIOHATbHUM
CYP2C19 dpepmenTomM, TOOTO MBUAKUX METAO0II3aTOPIB.

3aranpHUll TUIa3MOBUI KIIIPEHC CTAaHOBUTH NpuOMU3HO 17 1/roa micis pa3oBOi 103 Ta MPUOIU3HO
9 n/ron micisi TOBTOPHOTO 3acTOCyBaHHs. Ilepion HamiBBHBEACHHS Ipenapary i3 IjIa3MH CTaHOBUTh
npuban3HO 1,3 TOOUHY MPU MOBTOPHOMY 3aCTOCYBaHHI OJIMH pa3 Ha 100y.

3aranbpHa excno3ullisi (AUC) 3poctae mpu MOBTOPHOMY 3acCTOCYyBaHH1 e3oMenpasony. Lle 3pocTanus
3aJIe)KHTh BiJl JO3H Ta MPU3BOJUTH 0 YTBOPEHHS HEIIHINHOI 3aleXHOCTI Mk no03010 Ta AUC micust
MOBTOPHOTO 3aCTOCYBaHHsA. Taka 3aleXHICTh BiJ 4Yacy Ta [J03M 3yMOBJEHa 3HWKECHHAM
MPECUCTEMHOT0 METa0OoJi3My Ta CHCTEMHOIO KIIpPEHCY, CHPUYMHEHOTO, HMOBIPHO, MPHUTHIYECHHIM
depmenty CYP2C19 ezomenpazonom ta/abo iHoro cynb(pOHOBUM METAOOIITOM.

E30omMernpas3os moBHICTIO BUBOJUTHCS 13 TIA3MHU MK MIPUHOMaMH, 1 TEHICHIIT 10 HOTO HAKOITUYEHHS B
Oprasi3Mi Ipu 3aCTOCYBaHHI OJIUH Pa3 Ha OOy HE CIIOCTEPIraeThCsl.

[Ipu moBTOpHOMY 3acTOCYBaHHI IpenapaTy B qo3ax 40 Mr y BUTJISAI BHYTPIIIHBOBEHHUX 1H’ €KL
cepeHsl MaKCHUMallbHA KOHLIEHTpALlis HOro y mia3mi CTaHOBUTH MpuOiu3Ho 13,6 Mkmods/n. Cepenus
MaKCHUMaJlbHa TJIA3MOBa KOHIIEHTPAIiS MICIs BiANOBITHUX MEPOPATBHUX /103 CTAHOBUTH MPUOJIM3HO
4,6 mxMoub/n. Menie 3poctanHs (nmpubauzHo Ha 30 %) 3aranbHOI €KCIO3UIlli Bil3HAYAE€ThCA TPH
BHYTPIIIHFOBEHHOMY 3aCTOCYBaHHI MTOPIBHSHO 13 TIepopaibHUM puiioMoM. CriocTepiraeThCest JIiHiHHE
J10303aJIe’KHE 3POCTaHHSA EKCMO3UIlli MPU BBEACHHI €30MENpa3zoily Yy BUIISAAlI BHYTPIIIHbOBEHHOT
iHOy3ii TpuBamictio 30 xBuuH (y 1031 40 mr, 80 mr abo 120 Mr) i3 moganpImIM HOTO BBEICHHSIM Y
BUIJISIII TpUBaol iHQY311 (31 mBUAKICTIO 4 Mr/Tro1 200 8 Mr/roa) mpoTsarom 23,5 TOIUHH.

OcHOBHI MeTa0OJITH €30MeNpa3oily HE BIUIMBAIOTh HA CEKPEIiI0 MUIYHKOBOTO COKy. Maibke 80 %
NEepOpabHOI 703U €30MeNpa3oily BUBOJUTHCS y BHUIVISII METaOOJITIB 13 CeUero, pemTa — i3 KajloM.
Menie 1 % BuXigHOT CTIOTYKH BUBOJUTHCS 13 CEUEHO.

Tayienmu ocobausux epyn

Llosinbni memabonizamopu

[Tpubmusno 2,9 + 1,5 % Hacenenns He mae dyHkuionansHoro pepmenty CYP2C19 1 HazuBaeTbes
MOBUTBHUMH MeTaboizaropamMu. Y 1ux ocid merabomii3M e30Menpa3oiny, WMOBIPHO, KaTali3yeThCs
nepeBaxkHuM unHOM CYP3A4. Ilicna 6araTopa3oBoro nepopaibHOro MpUHOMY €30Menpasoiy y A03i
40 mMr omvH pa3 Ha 00y cepedHs 3arajbHa ekcmo3ullis Oyna mpubnusHo Ha 100 % Bumow y
MOBUIBHUX MeTabomi3aTopiB, HXK y oci0 13 ¢yHkuionansHuMm ¢epmentom CYP2C19 (muBmaxux
MetaboiizaTopiB). CepenHs MakCUMaldbHa KOHIEHTpAIlis y Tia3Mi Oylia MiJBUINEHA MPUOJIU3HO Ha
60 %. [ToaiObHI BIAMIHHOCTI CHIOCTEpIragucs 1 NpU BHYTPIIIHBOBEHHOMY BBE/IEHHI e3oMenpazoiny. Lli
JaH1 HEe BUMAararTh 3MiH y I03yBaHHI €30MEMNpPa3oly.

Havienmu nimnb020 iKY

MeTtabomi3M e30Menpa3zony He3HaAYHUM YMHOM 3MIHIOEThCS Y JIiTHIX 0¢i0 (71-80 pokiB).

Cmampo

[Ticns oxHOPA30BOTO MEPOPATHLHOTO MPUHOMY €30Memnpaszoiy y ao031 40 Mr cepemHs 3arajibHa
€KCIO3UIlis y KIHOK mpubau3zHo Ha 30 % BuIIa, HIXK Yy YONOBIKiB. 3alle’KHOI BiJl CTAaTi PI3HUII HE
BIJI3HAYAETHCSI NIPU MOBTOPHOMY 3aCTOCYBAaHHI Iperapary oAuH pa3 Ha a00y. [lomiOHi BigMiHHOCTI
CIOCTepirajncs Npu BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI e3omernpa3zony. Lli 1aHi He BIUIMBaIOTH Ha
T03YBaHHSI €30METpa3oy.

Iopywennsa ¢pyuxuyii neuinku

MeTtabomi3M e30Menpa3oily y Mall€HTIB 13 JETKUMU a00 MOMIPHUMHU MOPYHIEHHSIMH (QYHKIIIT NEYIHKU
MOXKE€ 3MiHIOBAaTHCA. Y TAII€HTIB 13 TOHKKUMH TOPYIICHHSIMHM (YHKII TMEYiHKM [IBUAKICTb
MeTabo113My 3HUKYETHCS, BHACIIJIOK YOTO 3arajbHa €KCIIO3UIis €30MeIpa3oily 3pocTae BABidi. Tomy
narientam 13 'EPX Ta TsXKUMH mOpyHmIeHHAMH (YHKIIT TMEYIHKKM HE CIiJl TMepeBHIYBaTH
MakcuMaibHy 103y 20 Mr. ¥ pasi BUpa3KH, 1110 KPOBOTOUMTD, Ta TSXKKUX MOPYIIEHb (PYHKIIIT NEYIHKU




MiCJIE BBEJCHHS IOYATKOBOI OoitocHOI mo3u 80 Mr BBEINEHHs Mpermapary y BUIJISII TPHUBAJIOi
BHYTPIIIHBOBEHHOI 1H(Y31l 31 MBUAKICTIO MakCUMyM 4 Mr/rox mpotsroMm 71,5 romuHu Moxke OyTH
noctatHiM. E3oMenpason abo HOro ocHOBHI METaOOJITH HE BUSBJISIIOTH TCHJICHINI 10 HAKOITMYEHHS
IIPU 3aCTOCYBAaHHI OJIUH pa3 Ha A00Y.
Lopywenus ¢pynkyii HUpoK
He npoBouiiocst 10CIipKEeHb 32 Y4acTIO MAIEHTIB 31 3HWKEHOIO (PyHKIi€0 HUPOK. OCKUIBKH HUPKU
BiJITIOBIJIAIOTh 32 BUBEJICHHS METa0OJITIB €30MEIpa3oiy, ajie He 3a BUBEACHHS OCHOBHOI CIIOJYKH,
3MiH METa0O0Ji3My HE OUIKYEThCS y MAIIEHTIB 13 MOPYIICHHAM (YHKIIIi HUPOK.

imu
Y paHa0OMi30BaHOMY BIJIKPUTOMY MIDKHAPOAHOMY JOCHIDKEHHI OaraTOKpaTHHUX 03 €30Mempas3oll
3aCTOCOBYBIM IUISIXOM 3-XBHJIMHHOI BHYTPIIIHBOBEHHO! iH €Kil OJUH pa3 Ha J00y IpOTIrom
4 nuiB. Bevoro B gociimkeHHs Oyno 3ainydeHo 59 miteit BikoM Big 0 1o 18 pokis, 50 3 saxux (7 gitei
BikoM Bif 1 10 5 poKiB) 3aBepIIMIM JOCTIDKEHHS. 3a pe3yibTaTaMu JOCTiIKEHHS OyJIO OIlIHEHO
(hapMaKOKIHETHKY €30MeIpa3oly.
Y  tabaumi 1 mpencTaBieHO  pe3yiabTaTH  CUCTEMHOTO — BIUIMBY — €30MENpas3oiy  MiCHs
BHYTPIIIIHPOBEHHOTO 3aCTOCYBaHHS IUIIXOM 1H €KIIi TPUBAIICTIO 3 XBWIMHHM Yy TeAlaTPHYHUX
MAIIEHTIB Ta JOPOCIHUX 3J0POBUX TOOPOBOJBINB. 3HAYCHHS B TAaONHI | TIPEICTaBICHO y BHIJISII
reOMETPUYHUX cepeaHix (aiamazony). o3y 20 mr mist ZOpOCIMX 3aCTOCOBYBANM HUIAXOM 1HQY3ii
TpuBaiicTio 30 XBWIMH. MakcHMalbHy DPIBHOBaXHY KOHIEHTpAIIO Ipernapary B Iula3Mi KpOBi
(Css, max) OLIIHIOBANIM uepe3 5 XBHJIMH Mics BBEACHHS JO3M y AITeH y BCIX BIKOBUX Tpymax, a y
JIOPOCIIMX TAIiEHTIB — Yepe3 7 XBUJIMH Micis BBeneHHs 1031 40 Mr i 1o 3akiHYeHHIo 1HQY3ii y 1031
20 wmr.

Tabmuns 1
BikoBa rpyna Jo3oBa rpyna AUC (MKMOJIBbXT/1T) Css, max (MKMOJIB/JT)

0—1 micsaup* 0,5 mr/kr (n = 6) 7,5 (4,5-20,5) 3,7 (2,7-5,8)
1-11 micamis* 1,0 mMr/kr (n = 6) 10,5 (4,5-22,5) 8,7 (4,5-14,0)
1-5 pokiB 10 Mr (n=7) 7,9 (2,9-16,6) 9,4 (4,4-17,2)
611 pokis 10 mr (n = 8) 6,9 (3,5-10,9) 5,6 (3,1-13,2)

20 mr (n = 8) 14,4 (7,2-42,3) 8,8 (3,4-29,4)

20 mr (n = 6)** 10,1 (7,2-13,7) 8,1 (3,4-29,4)
12-17 pokiB 20 mr (n = 6) 8,1 (4,7-15,9) 7,1 (4,8-9,0)

40 mr (n = 8) 17,6 (13,1-19,8) 10,5 (7,8-14,2)
Hopocii 20 mr (n = 22) 5,1(1,5-11,8) 3,9 (1,5-6,7)

40 mr (n =41) 12,6 (4,8-21,7) 8,5 (5,4-17,9)

* BikoBa rpyna Big 0 10 1 micsist BKIrOYaa mamieHTiB 31 CKOPHTOBAaHUMH BiKOM (CyMa BHYTPIIIHBOYTPOOHOTO
BiKy Ta BiKY ITiCIIsl HAPOJKEHHsI Y TIOBHUX THXKHSX) > 32 MOBHUX THXHIB Ta < 44 moBHUX THXHIB. BikoBa rpymna
Bix 1 no 11 MicsiiB BKJIFOYAsIa MAI[IEHTIB 31 CKOPUTOBAaHUM BIKOM > 44 MOBHUX TH)KHIB.

** JlBa marieHTH OyJM BUKIJIFOYEHi: OJIWH, HAWIMOBIpHIIIlE, ¥ 3B 3Ky 31 3HIDKEHOI) aKTHBHICTIO 130)epMEHTY
CYP2C19, npyruii — y 3B’s3Ky 13 CyIyTHIM 3aCTOCYBaHHsM iHridiTopa i3odepmenty CYP3A4.

3rigHo 3 1o0ya0BaHOK MO, Css max MICIS BHYTPINIHBOBEHHOTO BBEACHHS €30MeNpaszony muisixom 10-
XBUIMHHOT, 20-xBHIMHHOT Ta 30-XBUJIMHHOT 1H(Y3ii 3MEHIIUTBCS B cepeaubomy Ha 37-49 %, 54-66 % Ta 61—
72 % BINMOBIHO y BCiX BIKOBUX TPyIax Ta TpyIax J03yBaHHS y MOPIBHSAHHI 31 3HAYeHHSM Css max Imicis 3-
XBHJIMHHOI 1H’ €KIIii.

Kuiniuni xapakTepucTuKku.
Ilokaszannsa.
Lopocni
e AHTHCEKpETOpHa Tepamis, y pa3l KOJM HEMOXXIUBO 3aCTOCOBYBATU MEPOPATbHUNA IUIAX
BBEJICHHS, HATIPUKIIA]T:
- ractpoe3odareanbHa peduIIOKCHa XBopoOa y mMaiieHTIB 3 e30(aritoMm Ta/abo TSKKUMHU
CUMITOMaMU peQIIIOKCy;
- JIKyBaHHS BHUPA30K MLUTyHKA, MOB’S3aHUX 3 TEPAIi€l0 HECTEPOIAHMMHU MPOTU3ANAIBHUMHU
3acobamu (HII33);
- TONEepeKeHHs BUPA30K LIUTYHKA Ta ABAHAIISTUIIANO] KUIIKHM, OB’ sA3aHuX 3 Tepamieto HII33,
y MAlli€HTIB, K1 BXOASTH J0 TPYIH PU3UKY.



e KopoTkoTpuBasie miATpUMaHHS TeMOCTa3y Ta Npo(iJakTHKa ITOBTOPHOI KPOBOTEU1 y MAIlIEHTIB
MICIs CHJIOCKOMIYHOTO JIKYBAaHHA TOCTPOi KpOBOTEYl BHACTIAOK BHPA3KW MIIyHKa a0o
JIBAHAISITAIIAIO] KUIIKH.

Himu sixom 6i0 1 0o 18 pokis

e AHTHCEKpEeTOpHa Tepamisi, y pa3l KOJIM HEMOXIJIHMBO 3aCTOCOBYBATU TMEpPOpPATbHUM IUISAX

BBEJICHHS, HATIPUKIIA;
ractpoe3oareanpbna pedmrokcHa xBopoda (I'EPX) y mnarmieHTiB 3 epo3uBHUM pedIrOKCHUM
e30(dariToM Ta/ab0 TSHKKUMU CUMIITOMAMHU PedIIOKCY.

Ilpomunokazanuna.

[TinBuIIeHa YyTAUBICTh IO AIFOYOI PEYOBUHHU €30MENPa3oily, 1HIIMX 3aMIlIeHuX OeH3uMina30iiB abo
Oy/b-5KO1 13 IOMOMIKHUX PEUOBHH I[LOTO JIKAPCHKOTO 3ac00Y.

E3zomemnpaszon He ciig 3acTOCOBYBAaTH OJIHOYAaCHO 3 ara3aHaBipoM, HendiHaBipoMm (AuB. po3iia
«B3aemois 3 iHIIUMU JTIKAPCHKUMH 3aCO0aMH Ta 1HIII BUIN B3aEMOIN»).

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63a4cMO0Ill.

JlociakeHHs: B3a€EMO/Ii1 MPOBOIMIIKCS JIUIIIE 32 YYACTIO JOPOCIHX.

Bnaue ezomenpaszony na papmakokinemuky iHwux a1ikapcbKux 3acoois

Jixapcoki 3acobu, 6cmMokmysanHs AKux 3anedxcums 6i0 pH. IlpurHideHHs IITyHKOBOI CeKpelii Ha
¢doni Tepamii e3omenpaszonoM ta iHmmMHA [T1I1 Moke MPU3BOAUTH JO MOCIAONICHHS a00 MOCUICHHS
BCMOKTYBaHHS JIIKapChKUX 3ac001B, aOCOpOIIis AKUX 3a1eKuTh BiJ piBHA pH mumyHkoBoro coky. Sk i
IpHU 3aCTOCYBaHHI IHIIUX JIKAapChKUX 3ac00iB, II0 3MEHIIYIOTh KHCIIOTHICTh HITYHKOBOTO COKY,
BCMOKTYBaHHS TakKMX [penapariB, sK KETOKOHA30J], ITpakoHa30J Ta eplOoTHHIO, MOXe
nocna0roBaTUCsA, a BCMOKTYBaHHS JWTOKCHHY — TIOCHJIIOBAaTHCS B TEpioJ 3aCTOCYBaHHS
ezomenpasony. [Ipu cymyrHboMy 3acTocyBaHHI omernpaszony (20 mMr Ha m00y) Ta JUTOKCHUHY Yy
3JI0POBUX JTOOPOBOJIBIIIB 010OCTYITHICTh TUTOKCUHY 3pocTana Ha 10 % (mo 30 % y aBox i3 mecsaTu
ydacHUKIB). TOKCHYHI e(QeKTH IUTOKCHHY BiA3Havanmucs 3pigka. OpHak chifi JAOTPUMYBATHUCS
00EepeXHOCTI TpPH 3aCTOCYBaHHI BHUCOKHX JI03 €30MENpa3oily Mali€HTaM JiTHboro BiKy. Ciifg
MTOCHJIUTH MOHITOPUHT KOHLIEHTPALlii TUTOKCUHY Y KPOBI Malli€HTA.

Incibimopu npomeasu. Bin3HaueHO B3a€MOII0 OMENPa3oidy 13 JESKUMH 1HTIOITOpaMU IMPOTEa3H.
Krniniyna 3Ha4yniicTh Ta MeXaHI3MH LUX B3aeMOJii He 3aBkau Bimowmi. [limBumienus piBus pH
IUTYHKOBOT'O COKY B TMEpioj] Teparii OMEnpa3ojioM MOKE 3MIHIOBATH BCMOKTYBAaHHS 1HT101TOpPIB
npotea3u. IHm MexaHi3smMu B3aeMonii MoxiuBi depe3 mnpurHideHHs CYP2C19. 3HwxkeHHS
CHUpPOBAaTKOBUX DIBHIB aTa3aHaBipy Ta Hel(iHaBipy BiJ3HaAuYanocs MpU OAHOYACHOMY 3aCTOCYBAHHI
OMENpa3oily, TOMY OJHOYAaCHO 3acTOCOBYBaTH III TMpenapaTH He pekoMeHAyeTbcs. OJHouacHe
3acTOCyBaHHs oMmernpa3ony (40 Mr oauH pa3 Ha 100y) 3 arazanaBipom 300 mr / putonasipom 100 Mr y
3I0pOBUX TOOPOBOJIBIIB CIPUUYHMHSIIO 3HAUHE 3HMKEHHSI eKcro3ullii atazaHaBipy (3HmxkeHHs AUC,
Cmax Ta Cmin mpubim3Ho Ha 75 %). IligBumienHs no3u arazanaBipy g0 400 Mr He KOMIIEHCYBAaJO
BIJTUBY OMEIMPa30Jly Ha €KCHO3UIliI0 aTazaHaBipy. OqHOUAaCHE 3aCTOCYBaHHA omenpaszony (20 mr Ha
n00y) 3 arasanaBipom 400 mr / purtonaBipom 100 Mr y 370pOBHX JTOOPOBOJIBIIIB 3HHKYBAIO
eKCIMO3UIlil0 aTa3aHaBipy mnpuOmm3Ho Ha 30 % TOpIBHAHO 3 EKCIO3WIEI0, BIA3HAYEHOI NIpU
3actocyBanHi atazaHaBipy 300 mr /putonaBipy 100 mr omuH pa3 Ha 100y 0e3 3acTOCyBaHHS
omerpazony B 031 20 mr Ha 100y. CymyTHE 3acToCyBaHHs oMenpaszony (40 Mr Ha 100y) 3MEHIITYBaIo
cepenni 3Ha4eHHST AUC, Cmax Ta Cmin HendinaBipy Ha 36-39 %, a cepenni 3HaueHHS AUC, Cmax Ta
Chmin apMakoJIOTiYHO aKTUBHOTO MeTaboitiTy M8 Ha 75-92 %.

[TigBuIIeHHS] KOHIIEHTpAIIil CakBiHaBipy (III0 3aCTOCOBYBABCS OJJHOYACHO 3 PUTOHABIPOM) Y CHPOBATII
(80-100 %) cmocrepiramocs mpy CyMyTHBOMY 3acTOCyBaHHI oMmenpasony (B m03i 40 mr Ha 100y).
Owmenpazon y n03i 20 Mr Ha 700y He BIUIMBaB Ha EKCIO3MIIIIO JapyHaBipy (110 3aCTOCOBYBABCS
OJIHOYACHO 13 PUTOHABIPOM) Ta amrpeHaBipy (y MOeaHAHHI 13 puTOHaBipoMm). E3omenpaszon y mo3i
20 Mr Ha 100y He BIIMBAB Ha €KCHO3MILIII0 aMIpeHaBipy (y MO€IHAHHI 13 PUTOHABIPOM UM OKPEMO).
3acTtocyBaHHs oMenpa3oiy B 1031 40 Mr/n1o0y He 3MIHIOBAJIO €KCIO3UIII0 JIOMIHABIPY (y MOEIHAHHI 13
putoHaBipom). Yepes moxiOHICTh (apmakogMHAMIYHMX e(ekTiB Ta (papMaKOKIHETUYHUX
BJIACTUBOCTEH OMEMpPa3oiIy ¥ €30Menpa3oiy CYIyTHbO 3aCTOCOBYBAaTH €30MEMpa3oll i aTa3aHaBip He
PEKOMEHAYETbCS, a CYINYTHE 3aCTOCYBaHHA €30Menpa3oily 1 HeldiHaBipy MNPOTHIIOKA3aHE.
Memompexcam. I1pu 3actocyBanH1 MeToTpekcaTy pa3om i3 II1I1 iforo piBHI MiABUIYBaTKCS Y ASSIKUX



namieHTiB. Moxke OyTH MOTpiOHE THMUYACOBE MPUITMHEHHS TIPUHOMY €30MEINpa3ory Mpu 3aCTOCYBaHHI
METOTpPEKCaTy y BEIMKHUX J03aX.

Taxponimyc. Ilpyn ogHOYACHOMY 3aCTOCYBaHHI €30MEIPa3ojly MOBIIOMIISIIOCH MPO IMABUIICHHS PIBHS
TaKkposiMycy B cupoBarii. [IoTpiOHO MpoBOANTH MOCHIIEHUIT MOHITOPUHT KOHILIEHTpAIIil TaKpOJIiMyCy,
a TakoX (yHKIT HUPOK (KIIPEHC KPEaTHHIHY); MPH HEOOXIAHOCTI — BIJKOPUTYBATH J03yBaHHS
TaKpOIIMYCY.

JHixapcoki 3acoou, wo memabonizyromovcsi CYP2C19

Ezomenpazon npurniuye CYP2C19 — ocHoBHUIT hepmeHT, 110 MeTaboutizye e3omenpason. Tomy mpu
MOETHAHHI €30MeNnpa3oiy i3 JKapchbKuMu 3acobamu, mo Meradomizyrotees CYP2C19, Takumu sk
JiazernaM, UTAJIONpaM, IMIiMpaMiH, KJIOMINpaMiH, (EHITOIH TOIIO, KOHIIEHTpAIIl [UX MpenapariB y
I1a3Mi MOXKYTb 3pOCTaTH i MOXKe OyTH MOTPIOHUM 3MEHIIICHHS iX /103. JlociiKeHHs B3aeMoIii in Vivo
13 3acToCyBaHHAM (popmH mpenapatry JUisi BHYTPIIIHBOBEHHOTO BBEACHHS Yy BeIMKUX 103ax (80 mr +
8 Mr/rong) He mpoBogwiHcA. BrimB e3omenpa3oily Ha JIKapchKi 3aco0M, M0 METabOJi3yHOThCS
CYP2C19, na ¢oni Takoro pexumy JIKyBaHHS MOXe OyTH OLIbIII BHUPaKCHHUM, 1 3a TallileHTaMHu
MPOTSTOM 3-IE€HHOTO MEePioy BHYTPIITHHOBEHHOTO BBEACHHS MPENapary Ciij MUIbHO CTEXHUTH LI0A0
PO3BUTKY HeOaKaHUX SBULI.

Hiazenam. CymyTHiil nepopanbHuii npuitoMm 30 Mr e3oMenpa3ory IpU3BOJUB O 3HWKEHHS KIIIPEHCY
cyocrpary CYP2C19 niazenamy Ha 45 %.

@enimoin. Ilpu cynmyTHOMY TepopaibHOMYy 3acTocyBaHHI 40 Mr e3omernpa3oily Ta (EHITOIHY
MiHIMaJbHa KOHIIEHTpaliss (eHiTOiHy y Ia3Mi KpOBI XBOPHX Ha emiJiencito 3poctaia Ha 13 %.
PexomeHIyeThCSI KOHTPONIOBAaTH KOHIEHTpaliro (eHiTOiHy y Iia3Mi Ha TOYaTKy Teparii
€30MeIPa30JIoM Ta MPH i TPUITUHEHHI.

Bopuxonaszon. 3actocyBanns omeripasony (40 Mr onuH pa3 Ha 700y) cipuduHsIIO0 3pocTaHHS Cmax Ta
AUC; Bopukonazoiny (cydcrpary CYP2C19) na 15 % ta 41 % BinmosigHo.

Bapgapun. Tlpu cynmyTHROMY IMepopaibHOMY 3acTocyBaHHI 40 MI e30Menpa3oiy HalieHTamH, SKi
npuiiManu BaphapuH y paMKax KIIHIYHOTO JOCITIIKEHHS, 4ac 3CiIaHHS KPOBI 3aJHIIABCS y MEXax
iHTEepBaJly JOMYyCTUMHUX 3HaueHb. OMHAK Yy MOCTMAapKETHMHIOBHH TepioJ] Ha (OHI 3aCTOCYBaHHS
MEepPOPaIbHOTO €30Menpa3zony OynM BiJA3HAU€HI KUIbKa OKPEMHUX BHIMAJKIB KIIHIYHO 3HAYYILIOTO
nigsumeHass MHB (MikHapoaHe HOpMaii3oBaHE BiIHOWICHHS) MPHU CYIyTHHOMY 3aCTOCYBaHHI LMX
npemnapaTiB. PeKkoMeHIyeTbCs MPOBOJWUTH MOHITOPUMHT HA MOYATKy Ta HAMPUKIHIN CYMYTHHOTO
3aCTOCYBaHHS €30MENpa3oily Ta BappapuHy a0d0 IHIIUX KyMapUHOBUX MOX1THUX.

Knoniooepens. Pezynbratn oninku (papmakokinernuHoi (PK) / papmakonunamiunoi (O/I) B3aemonii
MDK KJomijorpeneM (HaBaHTaxyBasibHa 1o03a 300 Mr / miaTpumyBasibHa 11032 75 Mr Ha 100y) 1
e3oMernpazoioM (nepopaibHo 40 Mr Ha 00y), OTpUMaHI MiJ] Yac MPOBEJEHHS JOCIIIKEHb 33 Y4acTIO
3/I0pOBUX J1I0OpPOBOJIBIIIB, MOKAa3aJIM 3HMKEHHS €KCIO3UIli aKTUBHOTO METAa0OJIITy KIOMIJOTPENI0 B
cepennboMmy Ha 40 % 1 3HIDKEHHS MaKCHMAallbHOTO TIOKa3HHWKA 1HTiIOyBaHHA (iHIyKOBaHOL
anenosunaudocharom [AJID]) arperaii TpoMOOIMTIB B cepeaHboMy Ha 14 %.

ITin wyac mnpoBeleHHA MOCHIUKEHHS 3a Yy4acTiO 3/I0pOBHX J0OpPOBOJBLIB, KOJM KJIOMiZAOTPENb
3aCTOCOBYBABCS pa3oM 13 €30MeIpa3oyioM 1 auneTwicaninmioBoro kucioror (ACK) y dikcoBaniit
koMOiHatii 703 (20 mr + 81 Mr BiINOBIAHO) y MOPIBHSHHI 3 3aCTOCYBaHHSAM KJIOMITOTPENIO Y BUTIISII
MOHOTEpaIIii, BII3HAYAJIOCS 3HMKEHHS €KCIIO3MINT aKTUBHOTO META0OJITy KIOMIJOTPENTI0 Maibke Ha
40 %. OgHak MakcUMaibHI piBHI 1HT10yBaHHS (1HIyKoBaHOi AJId) arperanii TpoMOOLHUTIB y UX OCi0
Oyi1M OJHAKOBUMHU B TPYIl 3aCTOCYBaHHS KJIOMIJOTPENIO SK MOHOTepamii 1 B IpyIi 3aCTOCYBaHHS
Kiomigorpento pasom 3 e3zomenpaszonoM i ACK. B xoai cnocTepeXHUX Ta KIIHIYHUX JOCIHIKCHb
OTPUMAHO CYIEPEWINBI JIaH1 MO0 KIiHIYHUX TposiBiB miei OK/D]J] B3aemoii 3 TOUKH 30py 3HAUHUX
CepLEeBO-CYAMHHUX sBUII. OJHOYACHOTO 3aCTOCYBAaHHS €30MENpa3oily 1 KIIOMIJOTpeiro HEoOXiTHO
VHUKATH.

Lunocmaszon. Omenpasod, gk i ezomenpasodn, € inriditopom CYP2C19. V 310poBux 100pOBOJIBIIB Y
X011 IEPEXPECHOTO JOCIIKEHHS 3aCTOCYBaHHS OMEIpa3oiy B 1031 40 Mr mpu3BOAWIO IO 3POCTAHHS
Cmax Ta AUC mmnocrazony BignosigHo Ha 18 % Ta 26 %, a oqHOTO 13 HOTO aKTUBHHUX METa0OIITIB —
Ha 29 % Ta 69 %.

Luzanpuo. CynyTHii nepopanbHuil mpuiioMm 40 Mr e3omenpasonly 1 LH3aNpHIy y 310POBHX
NO0OPOBOJBIIIB MPU3BOAMB 10 30UTBIIEHHS IJIOLI MiJ KPUBOK 3aJIe)KHOCTI KOHIIEHTpalii BiJ dacy
(AUC) Ha 32 %, a mepiogy HamiBBUBeACeHHs (ti2) — Ha 31 %, ane 3HAYYIIOTO IiJBHIICHHS
MaKCUMaJIbHOT KOHIIEHTpAIlll IU3anpuIy y mia3Mi KpoBi Bij3HaUeHO He Oyino. Heenuke mogoBxeHHs



iaTepBany QTc, mo Big3HAYAIOCS MPH 3aCTOCYBaHHI ITU3ANMPUIY OKPEMO, HE 30UIbIIyBalOCS TPHU
3aCTOCYBaHHI IU3ANPUAY Y KOMOiIHAI] 3 €30Menpa3oioM.

JlocaikyBaHi Jlikapchki 3aco0u 6€3 KJIIHIYHO 3HaYyII01 B3a€MOJIIi

Amoxcuyunin abo xinioun. Byno TOKa3aHO, IO €30MENpa3osl KIIHIYHO 3HAUYYIE HE BIUIMBAaB Ha
(hapMaKOKiHETHKY aMOKCHIIHIIIHY 200 XiHITUHY.

Hanpoxcen abo pogexoxcu6. TIpoTsSroM KOPOTKOYACHUX JOCHIKEHb CYIMYTHBOTO 3aCTOCYBAaHHS
€30MeIpa3oily 3 HAPOKCEHOM a00 poheKOKCHOOM KOAHOI (hapMaKOKIHETHYHOI B3a€MO/Ii1 TTOMIYE€HO
He 0yJ0.

Bnaue inwux nikapcokux 3aco6ié Ha hapmMaKoKiHemuKy e30Menpazony

Ezomenpazon wmerabomizyerbcsi CYP2C19 t1a CYP3A4. CynyTtHe mnepopaidbHe 3acTOCYBaHHS
ezomenpazony Ta inridiropy CYP3A4 knaputpominuny (500 mr aBigi Ha 100y) HMPHU3BOIWIO IO
noaBoeHHst ekcno3unii  (AUC) e3omenpaszony. CynyTHe 3acTOCYBaHHS —€30MEIpasoily Ta
kombinoBanoro iHriditopy CYP2C19 ta CYP3A4 moxke mpu3BOAMTH 1O 3POCTAaHHS EKCHO3MIi
e3oMmerpasony oinbme Hik yaBidi. [ariditop CYP2C19 ta CYP3A4 Bopukona3ou 30iabiryBae AUCT
omerpazonry Ha 280 %. Kopekirist 1031 e30Menpa3oy He 3aBKIu MOTpiOHA B Takux cUTyalisx. OqHak
BOHAa MO)Xe OyTHM HEOOXiTHOIO JJI MAIIE€HTIB 13 TSHKKMUMH TMOPYIIEHHSAMH (QYHKIT MEYiHKH Ta y
BUIIQ/IKaX, KOJIH MTOKa3aHe JOBrOTPUBAIIEC JTIKyBaHHS.

Jixapcwki 3acobu, saki inoykytoms akmuenicms CYP2C19 ma/abo CYP3A4

[Ipenaparu, 3matHi crumymoBatd CYP2C19 un CYP3A4 abo oOuaBa 1i ¢epmeHTH (Taki sK
pudamminuH Ta 3BipoO0iil), MOXKYTh 3HU)KYBAaTH KOHIIEHTpallii €30Menpa3oiy y CHpOBATIi KPOBi
BHACJII/IOK ITOCHJICHHS HOr0o MeTaboIi3My.

Ocobnueocmi 3acmocyeans.

VY pasi Oyab-sIKUX TPUBOXKHUX CUMIOTOMIB (TakuX SIK 3HaYHE HerependaduyBaHe 3HU)KCHHS MacH Tija,
nepioanyHe OroBaHH, Aucharis, remareMe3nc abo MelleHa) Ta IPHU IMiI03pi HA BUPA3Ky LLIyHKA YH
npu ii HAABHOCTI CNiJ BUKIIOYUTH 3JI0SKICHE 3aXBOPIOBAHHsA, OCKiIbkM E3zonekca® Moxe
MPUXOBYBATH CUMIITOMH Ta 3aTPHUMYBATH BCTAHOBJICHHS J1arHO3Y.

LInynxoso-kuwikosi inghexyii

Tepamist 1111 nemro 30ibIIye pU3UK NUTYHKOBO-KUIIKOBUX 1H(EKIIH, TakuX AK iH(EKii, 3yMOBIEHI
Salmonella Ta Campylobacter (nuB. po3nin «®apMakoanHAMIKay).

Bcmoxmyesanna eimaminy Bio

E3omemnpa3zon, sk 1 Bci mpemapatd, IO OJIOKYIOTh CEKpEIil0 KHUCIOTH, MOXKE MpPUTHIYYyBaTH
BCMOKTYBaHHS BiTaMiHy Biz (LiaHokoOaiaMiHy) BHACHIJIOK Tino- 4u axJjopriapii. Lle cmig matu Ha
yBa3l NpH JIIKyBaHHI MAIi€EHTIB 31 3HWKEHUM 3alacoM BiTaMiHy y OpraHi3mi abo ¢akTopamu pU3HKY
MOTIPIIEHOT0 BCMOKTYBAaHHS BiTaMiHy B12 pu noBrorpusaiiii Teparii.

Kombinayia 3 inwumu aikapcokumu 3acodbamu

He pexkomeHIyeThCs 3aCTOCOBYBATH €30MEINPa30jl OJHOYACHO 3 ara3aHaBipoM (AWMB. pPO3ILT
«B3aemonig 3 1HIIMMHU JIKapChbKUMHU 3ac00aMy Ta 1HII BUAM B3AEMOIiN»). SIKIIO 3aCTOCYBaHHS
koMOiHarii arazanasipy 3 II1I1 BBaxkaeThcss 000B’I3KOBUM, PEKOMEHAYETHCS MUIBHO CIIOCTEPIraTH 3a
NAIieHTOM Ta MiJBUIIUTH 103y ara3aHaBipy a0 400 mr y nmoennansi 31 100 Mr putoHaBipy; 103y
e3oMeripa3ony 20 Mr nepeBUIIyBaTH HE CII]I.

E3omemnpazon — inriditop CYP2C19. Ha mnouatky Ta HampuKiHLI Tepamii €30Menpas3osioM Ciij
BpaxoBYBaTH MOJIMBICTh B3a€MOJII 13 mpemnaparamu, mo meradomnizytotecss CYP2C19. Binznaueno
B3a€MOJIII0 MIXK KJIOIMIJOTPEIeM Ta OMENpa3ojoM (IMB. po3ail «B3aemofis 3 1HIIUMH JIIKAPCHKUMHU
3aco0aMu Ta 1HII BUIW B3aeMoii»). KiiHigyHA 3HAYYMIICTh ITi€l B3a€MOJIii TOYHO HE BU3HaveHa. He
PEKOMEHAYETHCSL OJJHOYACHO 3aCTOCOBYBATH €30MEIPa30J1 Ta KIOMiI0TPeb.

Linomacniemis

Bumangku TspKKOI rimomarHiemii BiI3HauanKcs y nmamieHTiB, ki npuiimanu T, Taki sk e3omenpason,
MPOTATOM IIIOHAMMEHIIe TPhOX MICSIIB, @ y OUIBIIOCTI BUNAAKIB — MPOTIroM poky. ['imomarHiemis
MOXKE€ MaTH Cepilo3HI NpOsIBM, Taki SK BTOMa, TETaHis, JAeNipid, CyJOMH, 3allaMOpPOYEHHS Ta
[UTYHOYKOBA apHTMis, aje iX PO3BHTOK MOKe OyTH TOCTYNOBHM Ta JIMIIATHCS HEMOMiYeHHM. Y
OUTBIIOCTI MAIi€HTIB 13 TIMOMAarHi€Mi€l0 CTaH MOKpAIlyBaBCs IICIS 3aMICHOI Tepamii MarHieM Ta
npunuHeHHs 3actocyBaHHs II111.

Jlns mauieHTiB, UId SKUX TependadaeTbes TPUBAIMKA Kypc JiKyBaHHS abo siki mpuiimators IITIT i3
JUTOKCHHOM 4YM TperapaTaMi, 3JaTHUMHU CIIPUYMHSATU TIIOMAarHieMito (HampHuKiIag 3 J1ypeTHKaMu),




JOIUTPHUM MO’KE€ OyTH BHMIPIOBaHHS PiBHS MarHito mepea modarkom teparmii IITIT ta mepiogunano
MPOTSTOM JKyBaHHSI.

Pusux eunuxnenusn nepenomis

ITIT, ocoGnmBO TIpH 3aCTOCYBaHHI Y BUCOKHX JI03aX Ta MPOTITOM TPUBAIOro nepiogy (>1 poky), nemio
IIJIBUIYIOTh PU3HK MEPEIOMY CTETHA, 3aIl’ ICTKA Ta XpeOTa, MePEeBaKHO y MAIlI€HTIB JITHHOTO BIKY YU
3 IHIUMH (PaKTOpaMu PHU3UKY. Pe3ynbraTH OIVIAJOBHUX JOCHTIKEHb cBiguarh, 1o IIIIT mMoxyTsb
MIJIBUINYBATH 3arajibHui pusuk nepenomMiB Ha 10—40 %. Jleskoro Miporo 1ie MiABUIIICHHS MOXEe OyTH
3yMOBJICHO iHIIMMHU (pakTopamu pu3uKy. [larieHTiB, SKi MalOTh PU3UK OCTEONOPO3Y, CIiJ JIKyBaTH
BIJIMOBIAHO O YMHHHUX KIIHIYHUX PEKOMEHMAIli; TaKOXK iM CIiJI OTPUMYBATH HAJICKHY KUIBKICTh
BiTaminy D Ta KaJblIiifo.

ITiococmpuii wiKipHutl wepeonull 8084aK

3actrocyBanns II1I1 moB’s3y10Th 13 AyXe PIAKICHUMH BUIAJKaMH PO3BUTKY IMiATOCTPOrO HIKIPHOTO
YEepBOHOTO BOBYAKa. SIKIIO BUHHMKAE YPaXXCHHS, OCOOJMBO Ha JUISHKAX, L0 3a3HAIOTH BIUTUBY
COHSYHOTO CBITJIA, 1 1€ CYNMPOBOIKYETHCS apTPaNTi€l0, MAIiEHTy MOTPIOHO HETraliHO 3BEPHYTHUCS JI0
JiKaps, KUl PO3IJIAHE HEOOXiAHICTh IIPUIIMHEHHS 3aCTOCYBaHHs npenapaTy Ezonexca®. BunukneHHs
IIITOCTPOTO MIKIPHOTO YEPBOHOT'O BOBYAKA y MAIIEHTIB M1 yac nmonepeanboi tepamii [T migsumrye
PU3UK HOr0 po3BUTKY Ipu 3acTocyBanHi iHmmx II1I1.

Taorcki wikipui nobiuni peaxyii (TLLITIP)

Bracniok 3acTocyBaHHS €30MENpa3zoiy AYXKe PIIKO MOBIAOMISUIOCS PO TSHKKI MIKIPHI MOOIYHI
peakuii (TILUIIP), taki sx mynbrudopmua eputema (ME), cunapom CriBenca-/xxoncona (CCL),
TOKCHUHUI emigepmanbauii Hekponi3 (TEH), inmykoBaHa mikapchKuMHU 3aco0amu e€o3uHODimis 3
cucremaumu cumnromamu (DRESS), 1m0 MoXyTh CTaHOBUTH 3arpo3y HJisl JKHUTTS a00 MPU3BECTHU 0
JeTaJbHOTO HACTIKY.

Tayienmis cnio noingopmysamu npo 03HAKU Ma CUMNMOMU MANCKUX WKIDHUX pearyill
ME/CCII/TEH/DRESS 1 npo HEOOXigHICTP HETaWHOTO 3BEPHCHHSI 3a MEIWYHOKO JIOTIOMOTOIO [0
CBOI'O JIIKapsl y pa3i MosiBU OyIb-IKUX iX 03HaK ab0 CUMITOMIB. 3aCTOCYBaHHs €30MEIpa30iy Ciij
HETaifHO MPUIIMHUATH IMPH TO0SBI O3HAK Ta CUMIITOMIB TSHKKMX IIKIPHUX peaKIiiii, a 32 HEOOX1AHOCTI —
3a0e3MeynuTH J0AATKOBY MEIHMYHY JONOMOTY Ta peTelbHe crocTepekeHHs. He ciig moBTOpHO
npusHayatu ezomerpaszon namiearam 3 ME/CCJI/TEH/DRESS.

Bnnue na pezynomamu nabopamoprux ananizie

[TigBumeni piBHi CgA MOXYTh 3aBa)kKaTH JA1arHOCTUII HEWPOEHJOKpUHHUX myxjuH. 11lo6 1poro
YHUKHYTH, CJ1J1 THMYacOBO MPUIMHUTHU 3aCTOCYBaHHS €30MEINpPa30ily LIOHAMEeHIIe 3a I’ STh AHIB 10
BuMiproBanHsa piBHI CgA. Skmo piBHi CgA Ta racTpuHy HEe HOPMAaJli3yBaJIUCh TICIS TTOYaTKOBOTO
BHUMIPIOBaHH4, CJIiJ] IPOBECTH MMOBTOPHI BUMIpIOBaHHA yepe3 14 nHiB micis BiaMinu JikyBaHHs IT1I1.
Onun ¢nakoH mpemnapaTy MICTUTH MeHIIE | MMOJIb HATpito, TOOTO JIKAPCHKUN 3aci0 MPAKTUYHO
BUTRHUH BiJ] HATPIIO.

3acmocysanns y nepioo eazimnocmi abo 200y8anus epyooio.

JlaH1 11010 3aCTOCYBAaHHS €30MEINpa3oily B IMEpioj] BariTHOCTI oOMmexeHi. [lemo Ouibia KUTBKICTh
JaHUX eMiJeMIONOTIYHUX JOCTiIKeHb 3aCTOCYBAaHHS palleMiYHOi CyMillli OMempas3oily B TMepion
BariTHOCTI CBIAYWTH MPO BIJCYTHICTb PHU3UKY BPOJDKEHHX BaJ Ta (PETOTOKCHYHOTO BILIUBY.
JlocnipKeHHsT Ha TBapHHAaX HE BMSABHWIM MPSIMOTO YM OINOCEPEIKOBAHOIO IIKIJUIMBOTO BIUIMBY Ha
eMOpiodeTalbHUN PO3BUTOK.

JlaHi JOCHiKeHb PaleMivHO1 CyMillli y TBapHUH HE CBIT4aTh Mpo Oe3rmocepeHiil Ui onocepeIKoOBaHUN
IIKIIJTMBUA BIUIMB Ha BariTHICTh, IOJIOTHM YW TICISAMOJNOTOBHM PO3BUTOK, TOMY TMpU3HAYATH
E3zonekcy® BariTHUM 5KiHKaM cJIiJ| 3 00epexkKHICTIO.

Hani crocoBHO BariTHHX XiHOK (Big 300 mo 1000 BumangkiB BariTHOCTi) BKa3ylOTh Ha BIACYTHICTh
Masib(hopMaTUBHUX €(eKTiB ad0 TOKCHYHOTO BIUIMBY €30MENpa3oily Ha CTaH Iuiofa / 310poB’s
HOBOHAPOJKEHOT JUTHHMU.

PesynpraTi nOCHi/KeHb HAa TBAapHHAX CBiAYaTh MPO BIJCYTHICTH MPSAMOI YU OINOCEPEIKOBAHOI
LIKIJUIMBOI Ji1 Mpenapary Ha penpoayKTUBHY (PYHKIIIIO 32 PaXyHOK HOT0 TOKCHUYHOTO BILJTUBY.
loxyBaHHS rpyJUIIO

HesizomMo, 4n mpoHHKae €30Menpasoi y TPYAHe MOJIOKO. JloCIiTKeHb 3a y4acTio KIHOK, K1 TOYIOTh
IPyUTIO, He IpoBoauIocs, ToMy E3oHekcy®™ He cItifi 3acTOCOBYBaTH B MEPioJl FOAyBaHHS IPYLTIO.

DepTUIIEHICTD




Pesynbrat gocimimkeHb pameMiqHOi CyMillll OMeNpa3ojly Ha TBapWHAX BKa3yIOTh Ha BIJICYTHICTh
BIUIMBY OMENPA30Jly Ha GepTHIIBHICTD Y pa3i MepopaibHOTO 3aCTOCYBaHHS MIperapary.

30amuicmy énausamu Ha WBUOKICMb peaxyii npu Kepy8anHi A8MOMPAHCNOPMOM ab0 THUUMU
Mexarnizmamu.

E3omernpa3on BusABIsS€ MiHIMAJIBHUIN BIUIMB Ha 37aTHICTh KEpyBAaTH TPAHCIOPTHUMH 3aco0amu abo
MpaIfoBaTH 3 IHIIUMH MexaHi3MaMu. [[oB1IOMIIsSIETRCS PO Taki HeOakaH1 peakIlii, K 3aIaMOpPOYCHHS
(meuacTo) 1 HeUiTKicTh 30py (Hewacto) (muB. po3min «[loGiuni peakiii»). Skmo Taki posnanu
CIIOCTEPITaloThCs, Malli€HTaM He CJiJl KepyBaTH TPAHCHOPTHHMH 3aC00aMHU Ta MPALIOBATH 3 1HIIUMHU
MeXaHi3MaMH.

Cnocio 3acmocysannus ma 003u.

Jlo3yBaHHS
Jlopocni

AnmucexpemopHna mepanisi y pasi HeMOACIUBOCMI NEPOPATLHO20 3ACMOCY8AHHSL

[TamieHTam, sKi HE MOXXYTh HpPHHMaTH JIIKApChbKUK 3aci0 MepopasibHO, MOKHA BBOJUTH TMpenapar
napeHTepasibHo y 1031 20—40 Mr oauH pa3 Ha 100y. Jlo3a 1 marieHTiB i3 peUIFOKCHUM €30(aritoMm
cTaHoBUTH 40 MI OJMH pa3 Ha 100y. J{03a 11 nmauieHTIB, MO OACPKYIOTh CUMIITOMAaTHYHE JIIKYBaHHS
pedutokcHO1 XBOpoOH, cTaHOBUTH 20 MI' 01MH pa3 Ha J100y.

[Ipu nikyBaHHI BMpa30K LUIyHKa, 3yMOBJIEeHUX 3acrocyBaHHAM HII33, 3BuuaiiHa n03a CTaHOBUTH
20 mMr omumH pa3 Ha A00y. Jnsg 3amoOiraHHs BHpa3kaM IUIYHKA Ta JBAHAAUATHIAIOI KHUIIKH,
3ymoBiieHuM Tepamiero HII33, namientam rpynu pusuKy Npyu3HAYalOTh JTiKapchbKuit 3aci0 y 1031 20 mr
OJIUH pa3 Ha 100y.

3a3Buuail JIKyBaHHSA 3a JIOIOMOIOI0 JIKapChKOro 3aco0y JUIsl BHYTPIIIHbOBEHHOI'O BBEJIEHHS €
KOPOTKOTPHUBAJIUM, TAIIEHTIB CIIiJ] IEPEBOJUTH HA MEPOPATBHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y
SIKOMOTa LIBU/LIE.

Kopomkompueane niompumanns cemocmazy ma npoginakmuxa noemopHoi Kposomeui y nayicHmie
niciisi  eHOOCKONIYHO20  JUKY8AHHA 20CMpOi  Kpogomeui GHACHIOOK  6UpPA3KU  WIYHKA — A0OO
08aHAOYAMUNALOL KUUKU

ITicna TepaneBTUYHOI €HIOCKOIIT TOCTPOi KPOBOTEU1 BUPA30K NUTYHKA a00 ABAHAILSATUNANO] KUILKU
BBOZATH 80 Mr JIIKapcChbKOTo 3aco0y y BUIIIAl O6omrocHOi 1HDY31i TpuBaicTio 30 XBUIMH, MICIS YOTO
MIPOAOBXKYIOTh BBEJICHHs Mpernapary HUISIXOM TPHUBajoi BHYTPIIIHBOBEHHOI 1H(QY31l 31 HMIBUAKICTIO
8 Mr/rox BrpoaoBxk 3 aHIB (72 roauH).

[Ticng mapeHTepaabHOTO JIKYBaHHS TEpPaIilo CIiJ MPOJOBKHUTH 3a JIOIIOMOTOI0 MEePOpaIbHUX 3ac00iB,
10 TIPUTHIYYIOTh KUCIIOTHY CEKPEIif0.

Crocil 3acTOCyBaHHS

[HCTpyKILIT 13 MPUTOTYBaHHS BIIHOBJIEHOI'O PO3YMHY HaBEJEH1 Y JaHOMY po3ull Hibkue («lHcTpykiii
13 3aCTOCYBaHHS, BUKOPUCTAHHA Ta YTUIi3allii (Y BIAMOBIIHUX BUMAIKAX)»).

In’exyii

Jo3a 40 mr

5 MJI BIIHOBJIEHOT'O PO34MHY (8 MI/MJI) BBOJAATH Y BHUIVISII BHYTPIIIHBOBEHHOI 1H €KI[IT TPUBAIIICTIO
IIoOHaMeHIIe 3 XBUINHH.

Jo3a 20 mr

2,5 ma abo MOJIOBMHY BiJHOBJIEHOT'O PO3YMHY (8 MI/MII) BBOJSTH Yy BHIVISJII BHYTPIITHHOBEHHOI
1H’ €K1 TPUBAJIICTIO MOHAWMeHIIe 3 XBHIMHA. HeBUKOpUCTaHMI pO3YUH YTUITI3YIOTh.

Ingpysii

Jo3a 40 mr

BigHoBNIeHM PO3YMH BBOJATH Y BUIJISII BHYTPIIIHBOBEHHOT iH(Y3ii TpuBamicTio 10-30 XBUIUH.

Jo3a 20 mr

[TonoBHUHY BiTHOBJIEHOTO PO3YMHY BBOJATH y BUTJISAAI BHYTPIIIHBOBEHHOI 1H(]Y3ii TpuBamictio 10—
30 xBuimH. HeBUKOpHCTaHHIA PO3YHH YTHITI3YIOTb.

bontocHa y103a 80 mr

BinHoBneHuit po3urH BBOAATH Y BUTJISAL BHYTPIIIHHOBEHHOT 1HQY311 poTsirom 30 XBUITUH.

Jlo3a 8 Mr/rox

BinHoBieHuii po3unH BBOJSATH y BUIJISII TPUBAJIOi BHYTPIIIHLOBEHHOI 1H(DY31i potarom 71,5 rogunu




(po3paxoBaHa MBHUAKICTh 1HPY31T 8 Mr/rox; TepMiH NMPUAATHOCTI BIAHOBICEHOTO PO3YHHY BKa3aHUM Y
po3nini «TepMiH MPUIATHOCTI).

Topywenus ¢pynxyii Hupox

Jlyis mamieHTiB 13 mopymieHHsM (QYHKINT HUPOK KOPEKIIisl J03M He € HeoOximHow. OCKIIBKU JTOCBiA
3aCTOCYBAaHHS IpernapaTy MallieHTaM 13 TSDKKOIO HHUPKOBOK HEIOCTATHICTIO OOMEKEHUH, TaKUM
nalieHTam npu3HavaTH JIKapChKU 3aci citill 3 00epexHICTIO (IUB. po3aia «DapMaKOKIHETHKAY).
THopywenusn ¢pynxyii nevinku

I'EPX: mamieHTaM i3 JIETKUMH a00 MOMIpHUMH MOPYIICHHAMHU (YHKLIi MEUiHKA KOPEKI[is 103U He
notpibna. IlamieHTam i3 TSDKKMMH TOpYIIEHHSIMHM (YHKLII TEYIHKM HE CIiJ TepeBUILYyBaTH
MakcuManbHy 103y Ezonexcn® 20 Mr (uB. po3zin «DapMaKoKiHETHKA).

Bupasku, 1m0 KpoBOTOYATh: Mali€eHTaM i3 JETKUMHU a00 MOMIPHMMHU HMOPYIICHHSAMH (DYHKIT MEYiHKU
KOpEKIIisl 703U HEe MOTpiOHA; JUIsl MAIlI€HTIB 13 TSHKKUMHU TMOPYIICHHSAMH (QYHKI TMEYiHKW IMiCs
BBEJICHHS MOYAaTKOBOI GOMIOCHOI 103U JiKapchkoro 3aco0y E3zonekca® 80 Mr mopjasblie BBeICHHS
npenapary y BHIVISAI TPUBaioi BHYTPINIHBOBEHHOI 1H(QY3ii 31 MBUAKICTIO 4 MI/TOJ TPOTATOM
71,5 ronuau Moxxke OyTH JOCTaTHIM (UB. po3aia «DapMaKoKiHETHKA).

Ilayienmu nimuvo2o 6iKy

Kopexkuis 1031 He nmoTpiOHA.

Himu

Jlo3yBaHHs

Limu eixom 1—18 pokie

Ak 3aci6 Ons npucHivyeHHs WLIYHKOB0I cekpeyii, Yy pasi Koau NepopaibHUill Npuiiom Hnpenapamy
HeMONCTUBUL

[TamienTam, siKi He MOXYTh NPUMMATH Mpenapar MepopagbHo, B paMKax Mepioay MOBHOTO JIKyBaHHS
I'EPX MoOHa BBOJUTH TpENapaT napeHTepaabHO OJUH pa3 Ha 100y (1031 BKa3aHi y Tabiuili 2).
3a3Buuail JTIKyBaHHS €30MEINpPa30JjOM Ul BHYTPINITHHOBEHHOTO BBEJCHHS Ma€ TPUBATH HEIOBTO, i
MAIIE€HTIB CIIiJ EPEBOAUTH Ha MEPOPaIbHUI MPUIIOM JTIKapCHKOT0 3aCO0y SKOMOTa MIBUIIIIE.

Tabmurs 2
PexomMen1oBaHi 1031 €30MeNpa3oiy Uil BHYTPIIHBOBEHHOT'O BBEICHHS
Bikoga rpymna JIikyBaHHS €pO3MBHOIO PEPIOKCHOTO CumnromMaTHyHe JIiKyBaHHS
e3zodarity I'EPX
1-11 pokiB Maca Tina <20 kr: 10 mr ogus pa3 Ha 100y | 10 Mr onuH pa3 Ha 100y
Maca Tina >20 xr: 10 ab6o 20 Mr oauH pas
Ha 100y
12-18 pokiB 40 mr oauH pa3 Ha 100y 20 Mr oaMH pa3 Ha 100y

Cnocib 3acToCyBaHHS

[HCTpyKLIi 13 MPUTrOTYBaHHS BiIHOBJIEHOTO PO3YMHY HABEJCHI y aHOMY po3Jui Hikde («IHCTpyKIii
13 3aCTOCYBaHHS, BUKOPUCTAaHHA Ta yTUII3alii (Y BIANOBIIHUX BUMIAIKaX)»).

In’exyii

Jo3a 40 Mr

5 MJI BIJHOBJIEHOTO PO34MHY (8 MI/MII) BBOASTH Y BUIJISAI BHYTPIIIHHOBEHHOI 1H €KIII TPUBAIICTIO
HIOHAMMeHIIe 3 XBUIMHHU.

Jo3za 20 Mr

2,5 M abo TMOJIOBHHY BIAHOBJIEHOTO PO34YMHY (8 MI/MJI) BBOISATH y BUIJISAI BHYTPIIIHbOBEHHOI
1H’ €Kil TpUBaNICTIO MIOHaMeHIIe 3 XBHUIMHA. HeBUKOpHCTaHUI PO3UNH YTUITI3YIOTb.

Jdo3a 10 mr

1,25 M1 BiTHOBJICHOTO PO34YMHY (8 MI/MJT) BBOJATH Y BUTJIS/AI BHYTPIIIHBOBEHHO]T 1H  €KIIIT TPUBATICTIO
joHaiiMen1Ie 3 XxBUJIMHU. HeBUKOpUCTaHMI PO3UMH YTUTI3YIOTb.

Ingpysii

Jo3a 40 mr

BigHoBneHMH pO3YMH BBOJATH Y BUIJISII BHYTPIIIHBOBEHHOT 1H(]Y3ii TpuBamicTio 10-30 XBHIUH.

Jloza 20 mT

[TonoBHUHY BiTHOBJIEHOTO PO3YMHY BBOJSATH y BUTJISAI BHYTPIIIHBOBEHHOI 1HQY31i TpuBamicTio 10-30




XBUJIWH. HeBUKOpHCTaHNN PO3YMH YTHUITI3YIOTh.

Jlo3za 10 mr

UBepTh BIHOBJIEHOTO PO3YMHY BBOSATH Y BHIJISAI BHYTPIITHROBEHHOI 1H(Y3ii TpuBamictio 10-30
XBWIMH. HeBUKOpUCTAaHUI pO3UMH YTHITI3YIOTb.

Inempykyii' i3 3acmocy8anis, UKOPUCIARHS Ma Ymunizayii (y 6i0nogioHUux 6unaoxkax)

[lepen 3acTocyBaHHSIM BiJHOBJICHUN PO3YMH CIIiJ] Bi3yaldbHO OTJIIHYTH Ha HAsBHICTh YaCTOK Ta 3MiHU
3abapBienHs. CiiJl BUKOPUCTOBYBATH JIMIIE MPO30pUi po3urH. Po3umH mpu3HAaYeHHWH nuiie s
OJIHOPA30BOI'0 3aCTOCYBAHHSI.

HeBukopucranuii po3unH Ciijl yTUiIi3yBaTH BiATOBIAHO 10 MICIIEBUX BUMOT.

Pozuun 114 10’ ekuiif no 40 mMr

lotyrore po3umH ans iv’ekuii (8 wmr/mm), momaroum 5 mun 0,9 % HaTpiro XJopumy IS
BHYTPILIIHLOBEHHOT'O 3aCTOCYBaHHs 10 (hjakoHa e3omeripa3oiny 40 mr.

BinHoBneHmii po3unH AJis 1H €Ki mpo3opuii Ta 6e30apBHUI 200 TPOXH KOBTYBATOTO KOIBOPY.
Pozuun i1 iHdy3iit mo 40 mr

TloTytoTh po3umH i iHQY31H, pO3UMHAIOYM BMICT OJHOTO (hrakoHa ezomerpazoiy 40 mr y 100 mn
0,9 % xnopuay HaTpito Uil BHYTPILIHEOBEHHOT'O 3aCTOCYBAaHHS.

Pozuun 1 iHdy3ii mo 80 mr

l'oTyroTh po3unH a1 iHQY3iid, pO3YMHIIOYH BMICT IBOX (hrakoHiB e3omernpasony o 40 mr y 100 ma
0,9 % xmopuay HaTpito I BHYTPIITHLOBEHHOTO 3aCTOCYBaHHSI.

BinnoBnenuii po3uuH aiis iH(py31i mpo3opuii Ta 6e30apBHUI 200 TPOXHU )KOBTYBATOT'O KOJIBOPY.

Himu.
3acTOCOBYIOTHh HITAM BIKOM Bix 1 poky sK 3acid Ui aHTHCEKpPETOpHOI Tepamii y pasi, Koiu
NepopagbHU IPUIOM MpenapaTy HEMOXKIUBUN.

Ilepeoosysanns.

JlocBil HABMHCHOTO TIEpeI03yBaHHs Ha JaHWK Yac Jayxke oOMexeHuil. CHMIITOMAMH, 10 BUHUKAIH
BHACJIIJIOK NepopajbHOMY Npuiiomy 034 280 Mr, Oyiau NposiBU 3 OOKY IIUTYHKOBO-KHUIIKOBOI'O TPAKTy
Ta cinabkicTh. Pa3oBwii mepopanbHuii mpuiiom 80 Mr e30Menpas3oiny Ta BHYTPIIIHBOBEHHE BBEICHHS
308 mr e3omemnpasony MpoTAroM 24 TOAWH HACHiAKIB He cnpuyuHaau. CrnenudiuHuil aHTHIOT
HeBiJoMHi. E3oMernpa3on 3HaYHMM YMHOM 3B’SI3y€ThbCs 13 OLIKaMM IUIa3MHU KPOB1 1 TOMY IOTaHO
BUBOJUTHCS 3a JIOMOMOTOI0 Jiamidy. Sk 1 y pa3i Oyap-SKOro Mepeno3yBaHHS, CIiJl HagaTH
CUMIITOMATHUYHE JIIKYBaHHS Ta BXKUTHU 3arajJbHUX MIATPUMYIOUHX 3aXO/IiB.

Io6iuni peakuii.
Cepen HeOaxaHuUX peakiiif, fki HalyacTille 3yCTpIYarOTbCS IMiJ 4Yac NPOBEIEHHS KIIHIYHUX
JOCIKEHb 1 B TEpioj MICISAPEECTPalliiHOrO 3aCTOCYBaHHS Mpenapary, — TOJOBHUM Oulb, OUIb y

KHBOTI, Aiapes Ta HyAoTa. [Ipodine Ge3nekn € o1HAKOBUM JAJIS Pi3HUX JIKAapChKUX (OpM Ipenapary,
[IOKa3aHb, BIKOBHX TPyl Ta MONYJALIN MmamieHTiB. Jlo303anexHux HeOaXaHUX peakiiii BUSBIECHO HE
Oyo.

HuxuenaBeneni HeOakaHl peakuii Oynu BHsBJIEHI a00 MIJO3PIOBAIMCA Yy Hporpami KIIHIYHUX
JOCIIIJKEHb €30MeNpa3oily MpHu HOro nepopaibHOMY UM BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI, a TAKOX
i 9ac OCTMApKETHHTOBOTO CIIOCTEPEKEHHS 3a TEPOpATbHUM 3aCTOCYBaHHSM Tpernapary. Peakmii
PO3MOIIEHO 3a YaCTOTO: AyXke yacto (>1/10); uacto (>1/100 — <1/10); neuacto (>1/1000 — <1/100);
piako (=1/10000 — <1/1000); nyxe pigko (<1/10000); yacTora HeBiqOMa (HEMOXKJIMBO BU3HAUUTH 32
HasIBHUMH JAHUMH ).

3 b6oky Kposi ma nimpamuuHoi cucmemu.

piaKo: TeidKoneHisl, TPOMOOIIMTOMEH S,

Ty’K€ PIJIKO: arpaHyJIONNUTO3, MAHIIUTOTICHIS.

3 6oky imyHnoi cucmemu:

PLAKO: peakuii rinepyyTiauBOCTI, HANPUKJIAA Tapsyka, aHT1OHEBPOTUYHMM HAOpsSK Ta aHa(UIaKTUYHI
peaxiii/moxk.

3 boky memabonizmy ma xapuy8auHsi.

HeyacTo: nepupepuyHuil HaOpsK;



PIIKO: TimOHATPIEMIS,

YacToTa HEBiZOMA: rinmomarHiemis (auB. po3nin «OcoOIMBOCTI 3aCTOCYBAaHH»); TSKKA T1IOMarHieMis
MOXE KOpEJIOBaTH 13 TIMOKalbllieMiero. [imoMarHieMis TakoX MoOxe OyTH TIOB’si3aHa 3
rinoKaIieMi€ro.

3 boky ncuxiku:

HeYyacTo. 0€3COHHS;

PIIKO: aXKUTallisl, CILUTyTaHICTh CBIJOMOCTI, JIETPecis;

Ty’K€ PiJIKO: arpecis, TalroIHAL.

3 60Ky Hep6060i cucmemu:

4acTo: I'OJIOBHU Ol/Ib;

HEYACTO: 3alIaMOPOYCHHS, TTAPECTe3isl, COHJIUBICTH,

PIIKO: IOPYIICHHS CMAaKOBHUX BIAYYTTIB.

3 6oky opeanis 30py:

HEYaCTO: HEUITKHUH 3ip.

3 60Ky opeanie ciyxy ma pienogazu:

HEYacTo: BEPTHUTO.

3 60Ky opeaHie OuxauHs, epyOHOI KIIMKU ma cepeo0oCmiHHAL

piaKo: OpOHXOCa3M.

3 60Ky mpasHoi cucmemu:

4acTo: OUTb y *KHUBOTI, 3amop, Alapes, METEOpHU3M, Hy0Ta/OM0BaHHs, 3JI03UCTI MO JIHA ILTyHKA
(moOposikicHi);

HEYacTo: CyXIiCTh y pOTIi;

PIIKO: CTOMATHT, MUTYHKOBO-KHIIKOBUN KaHIUI03;

4acTOTa HEeB1JIOMa: MIKPOCKOTIIYHHI KOJIT.

3 boky eenamobiniapnoi cucmemu:

HEYaCTO: IiIBUIIICHHS PiBHS MEYiHKOBHUX (DEPMEHTIB,;

PIIOKO: TENaTHT 13 )KOBTSHUIICIO YK Oe3 Hel,

IyXe pIIKO: TME4YiHKOBAa HEIOCTAaTHICTh, eHIedanonaris y MalieHTIB 13 TMONepelIHbO HasIBHOIO
XBOPOOOIO MEUiHKH.

3 60Ky wiKipu ma niOWKIpHOI KNIiMKOBUHU

4acTo: peaKilii y MICIi BBEJJICHHS*;

HEYacTo: IepMaTHUT, CBEpOIXK, BUCHII, KPOIIHB’ SIHKA,

piako: anmomnenisi, GOTOUYTIUBICTE;

oyxe piako: moniMopdHa eputrema, cuHapom CriBeHca — J[)KOHCOHA, TOKCHYHUU emigepMaabHU
HEKpOJIi3, IHIyKOBaHa JIIKapchbKUMU 3aco0amMu eo3nHodiis 3 cuctemMHumu cumnromamu (DRESS);
yacToTa HeBiioMa: MIArOCTpUIl IIKIpHUA dYepBOHMH BoBYak (aAuMB. po3ain  «OcobauBOCTI
3aCTOCYBaHHSI).

3 60Ky ckenemmnoi MycKyramypu ma CnOxyYHOI MKAHUHU

HEYaCTO: MEePEJIOMH CTETHA, 3ar’sicTKa a0o xpedTta (AuB. po3aut «OCOOIMBOCTI 3aCTOCYBAHHS);
PiAKO: apTpaniris, Miaris;

JTy’Ke PIIAKO: M’s130Ba CIIA0KICTh.

3 6oky HUpOK ma ce4o8UdiNbHOI cucmemu:

JTy’K€ PIAKO: IHTEPCTUIIATBHUN He(DPUT; y NeAKUX MAIIEHTIB CIIOCTEpiragacss HHPKOBa HEJIOCTATHICTb.
3 60Ky penpodykmueroi cucmemu ma MOAOYHUX 34103

JTy’KE€ PIAKO: TTHEKOMACTIS.

3azanvui poznadu ma peaxyii' y micyi 66e0eHH:

PIAKO: HE3AYKaHHS, TOCUJIEHE TIOTOBUILJICHHS.

*Peakuii y Micui BBEAEHHS CHOCTEpirajics NepeBaXKHO Y JOCITIPKEHHI 13 3aCTOCYBaHHSIM BHCOKHX JI03 HPOTSTOM 3 i
(72 ropun).

HeobGopoTHi mopyiiieHHs 30py BiJ3HAYAINUCS Y TOOJUHOKUX BHUITAJIKAX Y KPUTUYHO XBOPUX TAIlIEHTIB,
K1 OTPUMYBAJIM OMENpa3oi (palemar) y BUIJISAl BHYTPIIIHbOBEHHOI 1H €KIIll, 0COOIMBO Y BUCOKHUX
7103aX, OJTHAK TPUYNHHO-HACIIIKOBHIA 3B’ 130K HE BCTAHOBJICHUH.

Ilediampuuna nonynayis

PannomizoBane BiIKpuUTe MDKHApOJHE JOCHIIPKEHHS OYyJlO TMPOBEACHO 3 METOK  OIIHKH



(hapMakOKiHETHKH 0araTopa3oBOro BHYTPIIIHBOBEHHOTO 3aCTOCYBaHHS €30MEMpPa3oily MPOTATOM
4 mHIB TIpH BBEJCHHI OOWUH pa3 Ha 100y y gired Bikom Big 0 mo 18 pokiB (auB. po3min
«DapMakokiHeTHKay). Bchoro 1o omiaku 6e3mexu 3aco0y 0yio 3amydeHo 57 mamieHTiB (8 miTe y Bill
1-5 pokiB). Pe3ynbraT y3romKyBaiucs 3 BiqoMuM mpodiseM 0e3MeKu e30Mernpa3olly, i HOBUX 3arpo3
Oesrieli MalieHTiB BUABJICHO HE OYII0.

[oBigOMIICHHS PO IMi/103PIOBaHi MOOIYHI peakiii

[ToBimomieHHs TIpo MOOIYHI peakIlii Mmicis peecTpallii JiKapchbKOTO 3ac00y Ma€e BakJIMBe 3HaAYeHHS. [le
Ja€ 3MOTY MPOBOJUTH MOHITOPUHT CHiBBIJHOIICHHS KOPUCTH/PU3UK NPU 3aCTOCYBaHHI I[OTO
JmikapcpKkoro 3aco0y. MeaudHuM Ta (apManeBTUYHUM MpalliBHUKAM, a TAaKOX MalieHTam abo ix
3aKOHHUM IIPEJACTaBHUKAM CJI1J] TIOBIJJOMJIATH PO YC1 BUITAJIKU TiJ03PIOBAaHUX MOOIYHUX PEaAKIliNd Ta
BIJICYTHOCTI €(eKTHUBHOCTI JIKapChKOro 3aco0y yepe3 ABTOMATH30BaHy iH(OpMaIliiiHy cuUcTeMy 3
(dhapmakoHarsiny 3a nocuiaanHsaM: https://aisf.dec.gov.ua/.

Tepmin npuoamnocmi.

2 poku.

Tepmin 30epicanns nicis npuecomyeanHs posuuwny. Oyjaa TPOJEMOHCTPOBaHA XiMiyHa Ta (i3UYHA
CTaOUIBbHICTh B YMOBax 3acTocyBaHHs BpooBk 12 roxun mpu 30 °C. 3 Touku 30py MiKpoOioorii,
IPOAYKT CJIiJl 3aCTOCYBaTH HETaiHo.

He 3actocoByBatu nmpemnapar miciisi 3aKiH4eHHS! TEPMiHY IPUAaTHOCT], BKA3aHOTO Ha YIaKOBII.

YMmoBu 30epiranus.

30epiraTu B OpUTiHANBHIN yIakoBIi pu TeMiieparypi He Buiie 30 °C.

®nakoHM MOXYTh 30epiraTuch 0e3 BTOPMHHOI YIIAKOBKHM TMiJ €0 3BHYAHOTO KiMHAaTHOTO
OCBITJIEHHS 10 24 rOJIuH.

30epiraTv y HEIOCTYITHOMY AJISL IiTEH MicCIIi.

Hecymicnicmo.
Januii nmikapchbkuii 3acid He Ci 3acTOCOBYBaTH 3 IHIIMMHU JIKAPCHKUMHU 3aco0amH, OKpiM

3a3HaueHUX y po3aim «Crocid 3acTOCyBaHHS Ta JTO3HY.

YnakoBka. Ilo 10 mn y ¢nakoni. ITo 1, 5 ado 10 ¢nakoniB B mauui (BUpOOHHUTBO 3 NMaKyBaHHS
in bulk ¢pipmu-pupodHuka Jlaboparopioc Hopmon C.A, Icnanis).

Kareropis Binmycky. 3a penenrom.
Bupoonnk. AT «Papmak».

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta MOr0 agpeca Micusi NIPOBA’KeHHA TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupuniscbka, 74.

JlaTa octannboro neperasay. 18.07.2025



