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IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHSA JIIKAPCHKOIo 3ac00y

E30HEKCA®
(ESONEXA)

Cknao:

0i104a peuouHa: e30MeTpa3olr;

1 ¢makoH MICTUTH €30MeTPa3zoy HaTPito 42,5 MT, 110 €KBIBAJICHTHO e30Mernpasoiy 40 mr;
OONOMIDICHI peyosunU: TUHATPIIO eIeTaT, HATPIFO TIAPOKCH]I.

Jlikapcbka dopma. Jliodinizar 1uist po3unHy A7 1H €Kil Ta Hy31i.
OcHosHi ¢hizuxo-ximiuni éracmugocmi: TOPUCTHH N10(]UTI30BaHUI MOPOMIOK OiToro abo Maibke
O1I0T0 KOJIBODY.

dapmakorepaneBTHYHa rpyna. llpenmapaT, MO 3aCTOCOBYIOTBCS MpPH pO3Naax KHUCIOTHOCTI.
3acoOu ans JIIKyBaHHA TENTUYHOI BHUpa3Ku Ta racTtpoe3odareanbHoOi pedioKCHOI XBOpPOOU.
[HTi6iTOpY TPOTOHHOT TOMITH.

Kon ATX A02B CO05.

Dapmakonoziuni enacmueocmi.

Dapmaroounamixa.

E3zomenpazon € S-i3omepoMm oMemnpazony, IO MPUTHIUYE CEKPEIil0 KHCIOTH HUIYHKOBOTO COKY
3aBIIKH crienudiyHOMY HampaBiIeHOMY MeXaHi3My Aii. BiH € crenudiqauM iHriOITOPOM TPOTOHHOT
nmoMnu mnapieranpHux KITHH. | R-, 1 S-i30Mepu omenpazonry MaroTh 1oaiOHy (apmakosoriany
AKTUBHICTb.

Micue ma mexanizm Oii

Ezomenpazon sBisie co00r0 cllabKy OCHOBY, IO KOHIIEHTPYETHCS Ta MEPETBOPIOETHCS HA AKTHUBHY
dhopMy y CHIBHO KHUCIIOMY CEpPEIOBHII CEKPETOPHHX KAHAIBIIIB IMaplETAIBHUX KIITHH, J€ 1HTi0ye
depment H'K'-AT®-a3y — NpoTOHHY MOMITy — Ta MPHTHIYye K Ga3aibHy, TaK 1 CTHMYJIbOBaHY
CEKpEIIi0 KUCIOTH.

Bnnue na cexpeyito winynkosozo coxy

UYepes 5 nuiB nepopanbHOro npuitomy mo 20 mr ta 40 mMr esomenpasoiny piBeHs pH nutynka uiie 4
30epiraBcs BiIMOBIAHO B cepeAHbOMY 13 roauH Ta 17 TOauH BIIMOBIAHO MPOTATOM 24-TOJHMHHOTO
iHTepBany y maifieHTiB i3 cumnroMatuuHoo ['EPX (ractpoezodarcaipHa pedirokcHa XBOpoOa).
EdexT noaibHuii sk mpu nepopaibHOMY, TaK 1 IpU BHYTPIITHHOBEHHOMY 3aCTOCYBaHHI.

3a nornomororo AUC sk onocepeIkoBaHOTO apaMeTpa KOHILIEHTpallil penapary y mia3Mi Kpoi 0yi1o
MPOJIEMOHCTPOBAHO 3B’SI30K MDK MPUTHIYCHHSIM CEKpeIlil KUCIOTH Ta EKCIHO3UINEI0 Ticis
NEPOPaTBHOTO 3aCTOCYBaHHS €30MeNpa3oly.

[Ipu BHYTPIITHLOBEHHOMY BBEJCHHI1 €30MEIpa30ily 3J0pOBUM TOOPOBOIBIAM Y 1031 80 MTr y BUTIIsAl
6omocHo1 1HQY31i TpuBanicTio 30 XBHIMH i3 MOJAJIBLIMM 3aCTOCYBAHHSAM IIpenapary y BUIIIAIL
TPUBAJIOi BHYTPIIIHHOBEHHOI 1H(Y3ii 31 mBUAKICTIO § Mr/roa Tpusaiictio 23,5 roaunu piBeHb pH
nutyHka Bumie 4 Ta Bumie 6 30epiraBcst BiAMOBiTHO B cepeanbomy 21 roamny ta 11-13 romun
BIJIMOBIHO MIPOTATOM 24-TOAMHHOTO IHTEPBATY.

Tepaneemuynuii egpekm npueHiuenHs cekpeyii Kuciomu

[Ipu mepopajibHOMY 3acTOCyBaHHI e3omemnpazoirly B 1031 40 Mr npubmuzHo 78 % mnaiieHTiB i3
pedurrokCHUM €30(ariroM oIy KyrTh uepe3 4 TuxHi, 93 % — yepe3 8 THKHIB JIIKyBaHHS.



Y paHAOMi30BaHOMY NOJBIHHO CHIMOMY IUIAlEOOKOHTPOJIBOBAHOMY KIIIHIYHOMY JOCITIKEHHI
MAIEHTIB 13 €HJOCKOIIYHO JOBEACHOIO MENTUYHOI0 BUpaskor kiacy la, 16, Ila gu 116 (9 %, 43 %,
38 % Ta 10 % BigmoBimHO) 3a DoOppecToM paHIOMI3yBaJIM J0 TPYI 3aCTOCYBAHHS €30MEIpa3olly y
BUTJISIL po3unHy Ut iHQY3id (n = 375) abo minanedo (n = 389). Ilicns eHIOCKOMIYHOTO reMOCTa3y
nalieHTaM BBOJWIN 200 e30Mernpa3oi y 1031 80 Mr y BUTJISAI BHYTPIIIHBOBEHHO1 iH(Y311 TPUBATICTIO
30 XBWJIWH 13 MOJAIBIIOK TPHUBAIOK 1H(Y3i€0 31 MBUIKICTIO 8 Mr/rog abo 1uanedo MmpoTarom
72 roqun. Ilicis mMOYaTkOBOTO 72-TOAWMHHOTO TIEPIONY BCIX MAIIEHTIB MEPEBOMWIM HA BIIKPUTHN
NepopaIbHAN MPHIOM e30Merpa3oiy y m031 40 mr mpotsrom 27 IHIB AJIsl MPUTHIYEHHS KUCIOTHOT
cekpernii. Yacrora moBTOpHOI KpoBOTe4i HpoTsArom 3 nai0 craHoBwia 5,9 % y rpymi mpuiiomy
ezomenpazony ta 10,3 % y rpyni miane6o. Yepes 30 aHIB mmicis Teparnii 9acToTa MOBTOPHUX KPOBOTEY
y TpyIIi npuiioMy e30Merpasody i miamnebo ctanoBuia BianosigHo 7,7 % 113,6 %

Tnwi eghexmu, no6’s3ami i3 NPUSHIYeHHAM CeKpeyii KUciomu

VY mepion JIKyBaHHS aHTUCEKPETOPHUMHM IIpenapaTaMy piBHI FacTPUHY y CHPOBATLI 3pOCTAlOTh Yy
BIJINIOB1/Ib HA 3HMKEHHS cekpelrii kucnoTu. PiBens xpomorpaniny A (CgA) Takox 3pocTae BHACTIIOK
3MEHILEHHSI KUCJIOTHOCTI LIUTYHKOBOro coky. Uepe3 mizBuiieHHs piBHA CgA MOXIMBUI BIUIMB Ha
pe3yinbTaTi J1abOpaTOPHUX JOCILIKEHb 3 BUSBICHHS HEUPOCHIOKPUHHUX NyxJuH. OmnyOisikoBaHi
JaHl CBAYaTh NpPO Te, IO JIKYBaHHS IHrIOITOpaMH IMPOTOHHOI MOMIIM CJIJl MPUIMHUTU MPOTATOM
nepiogy BiA S5 nHIB 10 2 TWXKHIB A0 BuMiptoBaHb piBHS CgA g toro, moO piBeHb CgA
HOpPMaJIi3yBaBCs, OCKUIbKH 1€l MOKa3HUK MO)Ke OyTH MiJBUINEHMH Micis JIKyBaHHsS IHTi0iTOpaMu
npotoHHoi nommu (ITIIT).

[ligBuIieHHST KUTHBKOCTI €HTEPOXpOMa(IHOMOMIOHUX KIITHH, MOXJIUBO TIOB’si3aHE 31 30UIBIICHHIM
pIBHS TacTpHHY, CIOCTepirajiocsi y [JeSKMX TAaIlleHTIB y TMepioJ JJOBrOTPUBAJIOTO JIKYyBaHHS
MEPOPATHLHAM €30MEeIPa30JIoM.

Ha ¢oni noBrorpusanoro JikyBaHHS epOpaIbHUMH aHTHCEKPETOPHUMU MpenapataMu Bi3HaYanocs
JesIKe 3pOCTaHHS YacTOTH YTBOPEHHS NUTYHKOBHX TJIAHIYIApHUX KicT. L1 3miHM € (i3iomoriyHum
HACJIIJIKOM BUPAXEHOTO MPUTHIYCHHS CEKpeIlii MIIYHKOBOTO COKY, MalOTh JOOPOSKICHY Ta 000POTHY
MIPUPOY.

3MeHIIeHHsI KHCIOTHOCTI IUIYHKOBOTO COKY 13 OyIb-SIKHX TMPUYWH, y TOMY YHCII BHACIIJIOK
3actocyBanHsa IIII1, mpu3BoauTh 10 30UTBIICHHS Yy NUIYHKY KUTBKOCTI OakTepid, Mo 3a3BUYail
MPUCYTHI Yy NIIYHKOBO-KHIIKOBOMY TpakTi. JlikyBanus III1 gemo 30utblilye pHW3WK MITYHKOBO-
KHAIIKOBHX iH(DeKIi, 3ymoBienux, Hanpukiaa, Salmonella ra Campylobacter, a y rocmiranrizoBanux
nanieHTis, — MoxBo, Takox Clostridium difficile.

Jimu

VY mnaneboKoHTpoIp0BaHOMY JoCiiKeHHI (98 xBopux BikoMm Bim 1 g0 11 MicsIiB) OIIHIOBAJIUCH
e(heKTHBHICTh Ta Oe3TeKa 3aCTOCYBaHHS Ipernapary B MaIli€eHTIB i3 o3Hakamu Ta cuMmnromMamu ['EPX.
Ezomenpazon 1 Mr/kr onuH pa3 Ha 100y BBOAMIIM MTEPOPATILHO MPOTIATroM 2 THXKHIB (BigkpuTa (asa), a
80 marieHTiB OynO BKJIIOYEHO MPOTAroM 4 J0JAaTKOBHX TWXKHIB (TOJBINMHO ciina ¢asza BiIMiHU
nikyBaHHs). He cmocrepiranocs CyTTeBO1 pPIi3HUII MDK €30MENpa3ojoM Ta IUanedo CTOCOBHO
JOCSTHEHHS IEPBUHHOT KIHIIEBOT TOUYKH Ta MPUIMHEHHS JIKYBaHHS Yyepe3 MOTIPIICHHS] CUMIITOMIB.

Y  mianeOOKOHTPOJIIbOBAaHOMY — AociimkeHHI (52 mamieHTH BikoM < 1 micsls) — OIIHIOBAIH
edeKTUBHICTh Ta Oe3neky npemnapary B nauieHTiB i3 'EPX. Ezomenpason 0,5 mr/kr ogus pa3 Ha 100y
BBOJIWIIM TIepopajibHO mpoTsiroM MiHiMyM 10 nuiB. He Oyno cyTTeBoi pi3HHUILII MK €30MEMpazoioM Ta
mianedo CTOCOBHO NEPBHHHOI KIHIIEBOI TOYKM 3MIHM KiTbKOCTi BumaakiB cumntomiB ['EPX y
MOPIBHSAHHI 3 BUXIIHUM PIBHEM.

Pesynbratu, oTprMaHi B X011 JOCTIKEHb 32 YYaCTIO MAIlIEHTIB AUTAYOTO BiKY, MOKA3YIOTh, IO 03U
ezomenpazony 0,5 mr/kr 1 1,0 mMr/kr y HemoBisAT BikoM < 1 wicansg i 1-11 wmicsmiB BIAMOBITHO
3HWXKYIOTh CepeIHIi BIICOTOK Yacy, KOJIM BHYTPILIHbOCTPAaBOX1IHUH piBeHb pH < 4.

[Ipo¢ine Oe3neku 3acTocyBaHHsS NpenapaTy BHUSABHUBCA IMOAIOHMM JI0 TOro, IO CHOCTepiraBcs y
JOPOCIIHX.

VY nocnipkeHHi, MPOBEJCHOMY 3a ydacTio neniarpuyHux namieHtis 3 'EPX (Bikom Big <1 mo 17
pokiB), siki oTpumyBanu TpuBane JikyBaHus IIII1, y 61 % nireit cnocrepiranacs rinepriasiss ECL-
KIIITUH HE3HAYHOTO CTYMEHs, KJIIHIYHA 3HAYUMICTh SKOi Oylia HEBIJOMOIO; PO3BHTKY aTpo(didyHOTO
racTpury abo KapLUUHOITHUX IMyXJIHH HE BIAMIYaIoCs.

Dapmaxoxinemuxa.

Posnooin



VsaBHUI 00’€M po3MOJUTY Y PIBHOBOXHOMY CTaHi y 3JJ0POBHX JOOPOBOJIBIIB CTAHOBUTH IMPUOIU3HO
0,22 n/kr macu Tina. Ezomenpa3zon va 97 % 3B’s13y€eThCs 13 OUIKaMHU T1a3MH KPOBI.

Memabonizm ma eugedenHs

E3omenpaszon moBHicTIO MeTabomizyeThest cuctemoro muroxpomy P450 (CYP). OchoBHa wactuna
MeTaboIi3My e30Menpas3oiy 3anexkuth Bia nmomiMopdroro CYP2C19, mo BimnoBigae 3a yTBOPEHHs
TIIPOKCH- Ta JECMETHUIMETA0OJITIB e30Menpas3ony. Pemra metabonismy 3a0e3MmedyeThCs IHIIOIO
cneuu¢iunoo 3odgopmoro, CYP3A4, mo BiamoBigae 3a YTBOPEHHS €30MENpa3oily CyIb(oHy,
OCHOBHOTO METa0OJITy y IIa3Mi KPOBI.

HwxuenaBeneni mapaMerpu BimoOpaxaroTh MepeBakHO (PapMaKOKIHETHKY Y 0ci0 13 (yHKIIOHATIEHUM
CYP2C19 dpepmentom, ToOTO MBUIKUX METAOOII3aTOPIB.

3araibHUH TUIa3MOBUI KITIPEHC CTAaHOBUTH MpUOMU3HO 17 ji/rop micis pa3oBOi 103U Ta MPUOIU3HO
9 n/rox micns MOBTOPHOTO 3acTOCyBaHHs. llepios HamiBBUBENCHHS Ipemapary i3 IUla3MH CTAaHOBUTH
npu6sM3HO 1,3 roAMHY MPY TOBTOPHOMY 3aCTOCYBAaHHI OJIMH pa3 Ha J00y.

3aranbna excriosuilis (AUC) 3pocTae mpu MOBTOPHOMY 3aCTOCYBaHHI e3oMmenpasoity. e 3pocranns
3QJIEKUTDH Bl 03U Ta MPU3BOJAUTH O YTBOPEHHS HENHIMHOT 3ayieKHOCTI MDK 103010 Ta AUC micns
MOBTOPHOTO 3aCTOCyBaHHS. Taka 3alieKHICTh BiJl dYacy Ta JI03d 3YMOBJIEHa 3HWKECHHSIM
MIPECUCTEMHOTO METab0Ji3My Ta CHUCTEMHOIO KIIPEHCY, CHPUYMHEHOT0, WMOBIPHO, NMPUTHIYEHHSIM
dbepmenty CYP2C19 ezomenpasonom ta/abo ioro cyinbhOHOBUM METa00JIITOM.

E3omMenpasos moBHICTIO BUBOIUTHCS 13 TIA3MH MK MTPUHOMaMHU, 1 TEHACHIIIT 0 HOr0 HaKOTMMYEHHS B
Oprasi3mi Ipu 3aCTOCYBaHH1 OJIMH pa3 Ha OOy HE CIOCTEPIraeThCs.

[Ipn moBTOpHOMY 3acTOCyBaHHI mpenapary B fo3ax 40 Mr y BUIUISII BHYTPIIHbOBEHHUX 1H €KIIN
cepeHs MaKCUMasbHa KOHIICHTPAIlSA HOTO Yy TUIa3Mi CTaHOBHUTH NMpuOIn3HO 13,6 Mxmoub/i1. Cepenns
MaKCUMaJbHa IJIa3MOBa KOHIIEHTpAIlIS IMICIS BIAMOBITHUX MEPOPATHHUX J03 CTAHOBUTH MPUOIM3HO
4,6 mxMounb/i1. Menme 3poctanHs (mpubnu3zno Ha 30 %) 3arajbHOT €KCIO3UINT BiJ3HAYAETHCS TPHU
BHYTPIIIHHOBEHHOMY 3aCTOCYBaHHI MOPIBHSIHO 13 IEpOpaibHUM npuiioMoM. CriocTepiraeTbes JiHIHHE
J10303aJIe)KHE 3POCTAHHS EKCIO3UIll MpHU BBEJACHHI €30MENpa3oJly Yy BHUIIILIAI BHYTPINTHbOBEHHOT
1H(y311 TpuBanicTio 30 xBwmH (y 1031 40 mr, 80 Mr a6o 120 Mr) 13 MOJANBIIMM HOTO BBEACHHSIM Yy
BUTJISA TpuBaIoi HPY311 (31 mBUAKICTIO 4 Mr/Toa abo 8 mr/roxa) mpoTtsirom 23,5 roauHM.

OcHOBHI MeTaboJIITH €30MEeNpa3oly HE BIUIMBAIOTh HA CEKPEIlI0 IUTYHKOBOTO coKy. Maibke 80 %
MEePOPAITLHOT 03U €30MEeTPa30y BUBOJIUTHCSA y BUTJISAAI META0OJITIB 13 ceyero, pemiTa — i3 KajaoM.
Menmie 1 % BUXITHOT CIIOJYKH BUBOJUTHLCS 13 CEUCHO.

THayienmu ocobnusux epyn

Llosinbni Mmemabonizamopu

[Tpubnuzno 2,9 + 1,5 % nacenenna He Mae QynkuioHanbHOro depmenty CYP2C19 i na3zuBaeThes
MOBUILHUMH MeTaboJi3aropamMu. Y 1uxX ocid MeTadoJri3M e30Menpas3oiry, WMOBIPHO, KaTali3yeThCs
nepeBaxHuM ynHOM CYP3A4. Ilicnsa GararopazoBoro mnepopajibHOTO MPUMOMY €30MENpa3osry y J031
40 Mr oguH pa3 Ha 100y cepedHs 3araibHa ekcro3uiis Oyma npubnuzno Ha 100 % Bumow y
MOBUIBHUX MeTabomni3aTopiB, HDK y oci0 13 dyHkuioHansHuM ¢epmentom CYP2C19 (mBuakux
MetabomizaTopiB). CepeqHs MakcUMallbHa KOHIIGHTpAIlisl y mia3Mi Oyia miiBuIlleHA MPUOIM3HO Ha
60 %. IloniObH1 BIIMIHHOCTI criocTepiraaucs i Ipu BHYTPIIIHFOBEHHOMY BBEIEHHI e3oMenpa3zoay. Lli
JlaH1 He BUMAararoTh 3MiH y J03yBaHHI €30MeIpa3oy.

Hayienmu nimnuvozo 8ixy

Metab60:113M e30Menpasoily He3HaYHUM YHHOM 3MIHIO€ThCS Y JITHIX 0cib (71-80 pokiB).

Cmamyp

[Ticns 0AHOPA30BOTO MEPOPATIBHOTO NpUHOMY e30Memnpazony y 1031 40 Mr cepenHs 3arajibHa
€KCMO3UIis Y KIHOK mpubau3zHo Ha 30 % BuUIIA, HUDK Yy YOJOBIKIB. 3aJe€KHOI BiA CTaTi pi3HMII HE
BIJI3HAYAETHCS MPHU MOBTOPHOMY 3aCTOCYBaHHI NMpemnapaTy oJuH pa3 Ha a00y. IlomiOHi BiIMIHHOCTI
criocTepiraiucs Mpu BHYTPIITHEOBEHHOMY 3aCTOCYBaHHI e3omemnpaszony. Lli naHi He BIUIMBaIOTH Ha
JI03yBaHHS €30Menpa3oly.

Lopyuwenna @yukyii nevinku

MeTabo:1i3M e30Menpa3olly y MaIi€HTIB i3 JETKUMHU a00 MOMIpHUMH HNOPYIIEHHAMH (QYHKI[IT EYIHKH
MOXK€ 3MIHIOBaTHCA. Y TMALIEHTIB 13 TOKKAMH TOPYLIICHHAMHM (yHKLIi MNEYiHKA HIBUAKICTb
MeTaboIi3My 3HIKYETHCS, BHACTIOK YOTO 3arajbHa eKCIO3UIlis €30Menpa3oiy 3pocTae BaBiui. Tomy
narienTam 13 ['EPX Ta TsOKKUMH TOpyHIeHHAMH (YHKIIT NEYiHKA HE CIiJ NEepeBUIIYBaTH
MakcuManbHy 7103y 20 Mr. Y pasi BUpa3Ku, 10 KPOBOTOYHTb, TA TSHKKHX MOPYIIEHb (YHKIIIT MEUIHKH




MICNIE BBEJCHHSA IOYaTKOBOI OostocHOl n03u 80 Mr BBeIEHHS mNpemnapary y BUIJISAL TPUBAJIOi
BHYTPIIIHROBEHHOI iH(Y311 31 MBUAKICTIO MakcuMyM 4 mr/rox mpoTsroMm 71,5 ronuHu mMoxe OyTh
nocratHiM. Ezomenpa3zon abo HWOro OCHOBHI METa0OJIITH HE BUSBISIIOTH TEHACHINI 10 HAKOMYCHHS
IIPU 3aCTOCYBaHHI OJIUH pa3 Ha J00Yy.

Hopywennsa @yukyii Hupok

He mpoBoamiocst AocmimKeHb 3a y4acTiO MAIIEHTIB 31 3HKEHOI0 (PyHKIi€0 HUPOK. OCKUTBKA HUPKU
BIJINIOBIIAfOTh 32 BUBEACHHS METAOOJITIB €30MEeIpa3oily, ajie He 3a BUBEJCHHS OCHOBHOI CIIOIYKH,
3MiH MeTa0O0Ji3My HE OYIKYEThCS Y MAIIEHTIB 13 MOPYIICHHAM (YHKIIIi HUPOK.

Himu

Y paHAOMI30BaHOMY BiIKPHUTOMY MDKHapOJHOMY IOCTI/DKEHHI OaraTOKpaTHHX /103 €30Menpa3oi
3aCTOCOBYBAIM IIISXOM 3-XBHJIMHHOI BHYTPIIIHBOBEHHOI iH’€KLii OOWMH pa3 Ha J00y HPOTIroM
4 muiB. Beporo B nocmimkenns Oymno 3aimydero 59 apireit Bikom Big 0 go 18 poki, 50 3 sikux (7 mireit
BIKOM Bif 1 110 5 pokiB) 3aBepIIMIN JOCIKEHHS. 3a pe3ylbTaTaMu JIOCIIIKEHHS OyJ0 OIIHEHO
(hapMaKOKIHETHKY €30MeIpasoly.

Y  rtabmumi 1 OpeacTaBieHO  pe3yNbTaTH  CHCTEMHOTO  BIUIMBY — €30MENpa3oily  MICHS
BHYTPIITHBOBEHHOT'O 3aCTOCYBAaHHS IIJISAXOM 1H’€KLII TPUBAIICTIO 3 XBWIMHM Yy MeIIaTPUYHHUX
MaII€HTIB Ta JOPOCIUX 3J0POBHX TOOPOBOJIBIIIB. 3HAUYCHHS B TaOMWIl | TPEACTaBICHO Yy BUTJISAL
FeOMETPUYHUX cepenHix (mianmazony). o3y 20 Mr mis AOpociuX 3aCTOCOBYBAIM HUIIXOM 1H(]Y3ii
TpuBamicTio 30 xBwiIMH. MakcumanbHy pIBHOBaXHY KOHIIEHTpAIIIO MpernapaTry B IUIa3Mi KpoBi
(Css, max) OLIHIOBAJM 4epe3 5 XBUJIMH MICHIs BBEACHHS J03M y AITeH y BCIX BIKOBUX Tpymlax, a y
JOPOCIUX MAIIEHTIB — 4epe3 7 XBUIIUH MICi BBeAeHHS 1031 40 Mr 1 o 3aKiHYeHHI0 1HQY31i y 1031
20 wmr.

Taomums 1
Bikosa rpymna Jlo3oBa rpymna AUC (MKMOJIBXT/JT) Css, max (MKMOJIB/JT)

0—1 micamp* 0,5 mr/kr (n = 6) 7,5 (4,5-20,5) 3,7 (2,7-5,8)
1-11 micsniB* 1,0 mr/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)
6-11 poxkis 10 mr (n = 8) 6,9 (3,5-10,9) 5,6 (3,1-13,2)

20 mr (n =) 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 poxiB 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)
Jopocmi 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 rpymna Big 0 1o 1 micams BKiIFOYaia Mami€HTIB 31 CKOPUTOBAHUMH BIKOM (CyMa BHYTPIITHBOYTPOOHOTO
BiKy Ta BIiKy ITiCJIsl HAPO/HKEHHS Y MIOBHUX THXKHSIX) > 32 MOBHUX THXXHIB Ta < 44 MOBHUX TWXHIB. BikoBa rpymna
Bix 1 no 11 micsmiB BKITFOYasa MaIi€HTIB 31 CKOPUTOBAHUM BiKOM > 44 TIOBHHUX THXKHIB.

** JlBa marieHTH OyJ¥ BUKJIIOYEHI: OIMH, HAWIMOBIpHIIIE, ¥ 3B 53Ky 31 3HIDKEHOIO aKTHBHICTIO i30(hepMeHTy
CYP2C19, npyruit — y 3B’53Ky 13 CyImyTHIM 3acTOCyBaHH:M iHTiOiTOpa i30depmenty CYP3A4.

3rigHo 3 mMoOymoBaHOK MOAEIUTHO, Css max MICIS BHYTPIITHHROBEHHOT'O BBENEHHS €30Merpa3ony numixom 10-
XBUIMHHOI, 20-xBuinHHOI Ta 30-xBUiaMHHOI iH]Y31l 3MeHIINThCS B cepenHboMy Ha 37-49 %, 54-66 % Ta 61—
72 % BIANOBIOHO y BCiX BIKOBUX TpyHax Ta IpyHax A03yBaHHS y MOPIBHSAHHI 31 3Ha4eHHSIM Css max micys 3-
XBUJIMHHOI 1H €KIIii.

Kuiniuni XapakTepucTHKH.
Ilokazannsa.
Hopocni
e AHTHCEKpPETOpHa Tepamis, y pa3l KOJM HEMOXJIUBO 3aCTOCOBYBATU MEPOPATbHUM NUIIX
BBEJICHHS, HAIPUKIIAT;
- ractpoe3odareanbHa peduIloKCHa XBOpoOa y TMalieHTiB 3 e3odariroMm Ta/abo TSHKKUMHU
CUMIITOMaMHU peIIoKCy;
- JIKyBaHHS BHpPa30K MUIyHKa, MOB’A3aHUX 3 TEpaIi€l0 HECTEPOITHUMM IMPOTHU3ANAIBHUMHU
3acobamu (HII33);
- MOTepeHKeHHs BUPA30K LUTYHKA Ta ABAHAUATUIIANO! KAIIKH, OB’ s13aHUX 3 Tepamiero HI133,
y HAIli€HTIB, SIKi BXOJAATH JI0 TPYIH PU3UKY.



e KopoTkoTpuBase miaATpruMaHHs TeMOCTasy Ta NpoQUIaKTHKA MOBTOPHOT KPOBOTEY1 Y HAIli€EHTIB
MICNIE  €HJIOCKOIIYHOTO JIIKYBaHHS TOCTPOi KpPOBOTEYi BHACHIAOK BHpa3Ku MIIyHKa abo
JIBAaHAISITUIIAIOL KUIIKH.

Himu eixom 6i0 1 0o 18 pokis

e AHTHCEKpPETOpHA Tepamis, y pa3l KOJM HEMOXIMBO 3aCTOCOBYBATH MEPOPATBHUM IMUISIX

BBEJICHHS, HAIPUKIIAT;
racrpoe3odareanpHa pedmarokcHa xBopoba ('EPX) y mamieHTiB 3 €po3WBHUM  pPE(IOKCHUM
e3odaritoM Ta/ab0 TSHKKHMH CUMIITOMAaMHU PeITIOKCY.

Ilpomunokazanns.

[linBuIeHa YyTIUBICTH 70 AII0YOT PEUOBHMHM €30MEIPa30ily, IHIINX 3aMIMIeHUX OeH3MMina3oiiiB abo
Oy/b-5KO1 13 TOTIOMDKHUX PEYOBHH I[LOTO JIIKAPCHKOTO 3ac00Yy.

E3zomenpaszon He ciig 3acTOCOBYBATH OJIHOYACHO 3 ara3aHaBipoM, HeldiHaBipoMm (AWB. PoO3ALT
«B3aeMois 3 IHIIUMH JIIKAPCHKUMU 3aC00aMHM Ta THII BUIAM B3aEMO/IIIN).

B3acmooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.

JlocnikeHHs B3aeEMO/IT TPOBOIMIIMCS JIUIIIE 32 YYaCTIO JOPOCIUX.

Bnaue ezomenpazony na gpapmakokinemuxy iHWUX 1ikapcbKux 3aco0is

JHixapcoki 3acobu, ecmoxmysanns axux 3anedcums 6i0 pH. TlpurHideHHS MITyHKOBOI cekperii Ha
¢doni Tepamii ezomenpazoniom Ta iHmMMEA [[II1 Moxke mpu3BOIUTH A0 MOCTAOJICHHS a00 MOCHICHHS
BCMOKTYBaHHS JIIKapChbKUX 3ac001B, aOCOpO11is SAKUX 3aeXKuTh Bif piBHSA pH mumyHkoBoro coky. Sk i
IpU 3aCTOCYBAaHHI IHIIMX JIIKAPCHKUX 3ac001B, IO 3MEHIIYIOTh KHUCJIOTHICTh UUTYHKOBOTO COKY,
BCMOKTYBaHHSl TaKMX [IpernapaTiB, SK KETOKOHAa30J, ITpakOHa30J Ta €pJIOTHHIO, MOXe
nmocnabIoBaTHCS, a BCMOKTYBaHHS JIMTOKCHHY — TIOCHJIIOBAaTHCS B TIEpiOJ 3acTOCYBaHHS
esoMmenpazony. Ilpu cymyrHpoMmy 3actocyBaHHiI omempazony (20 Mr Ha 100y) Ta JUTOKCHHY Y
3I0POBUX JOOPOBOJIBIIIB 010J0CTYIHICTh AUTOKCHHY 3pocTtaia Ha 10 % (mo 30 % y nBox 13 mecaru
y4dacHUKiB). TOKcWYHI edeKTH IUTOKCUHY Bif3Hauvaimucs 3pimka. OmHak ciif AOTPUMYBATHUCS
00epeXHOCTI MpHU 3acCTOCYBaHHI BHUCOKHX [103 €30MEMpa3oJly mMarieHTam JITHOTO BiKy. Ciia
MMOCUJIMTH MOHITOPUHT KOHIICHTPAIIIl TUTOKCUHY Y KPOBI MaIli€HTA.

Ineioimopu npomeasu. BigzHadyeHO B3a€MOII0 OMEMPA30Jy 13 JACIKUMH IHTIOITOpaMH MPOTEas3H.
KiiHiuHa 3Ha4YymIicTh Ta MEXaHI3MU IIMX B3aEMOJiH He 3aBxau Bimomi. [limBumenns piBHs pH
IUTYHKOBOTO COKY B II€pioj Tepamii OMEempa3ojioM MOKE€ 3MIHIOBAaTH BCMOKTYBaHHs IHT10ITODIB
npoTteasd. IHmn wMexaHi3mMu  B3aeMojii  MoxauBi  4epe3 mpurHiueHHs CYP2C19. 3umwxeHHs
CHUPOBATKOBUX PIBHIB arazaHaBipy Ta Hel(diHaBipy BiI3HAYAJIOCS MPU OJHOYACHOMY 3aCTOCYBaHHI
OMeMnpasoily, TOMY OJIHOYaCHO 3aCTOCOBYBATH 11 MpermapaTH HE pekoMeHayeTbesa. OpHoyacHe
3acTocyBaHHs omenpa3zony (40 Mr oauH pa3 Ha 100y) 3 arazanaBipom 300 mr / puronasipom 100 mr y
3I0pOBUX JTOOPOBOJIBIIB CIPUYMHSIO 3HAUHE 3HMKCHHSI €KCMo3ullii atazaHaBipy (3HMkeHHs AUC,
Cmax Ta Cmin mpubnusao Ha 75 %). IlinBumenns no3um arazanaBipy a0 400 Mr He KOMIEHCYBajo
BILTUBY OMEIPa30Jly Ha €KCHO3UIliI0 aTazaHaBipy. OnHOYacHE 3acTOCYBaHHS oMmemnpasony (20 mr Ha
n00y) 3 arasanaBipom 400 mr / puronaBipom 100 Mr y 3m0poBHX J0OPOBOJIBIIB 3HHKYBAIO
eKCIO3ULII0 aTa3aHaBipy mnpubnu3Ho Ha 30 % NOpIBHAHO 3 EKCIO3WIIEI0, BIA3HAYEHOIO NpU
3actocyBanHi araszaHaBipy 300 mr /putonaBipy 100 Mr oaumn pa3 Ha m00y Oe3 3acTOCyBaHHS
omerpaszony B 1031 20 Mr Ha 100y. CymyTHe 3acTocyBaHHs omenpa3oity (40 Mr Ha 100y) 3MEHIIyBaIo
cepenni 3HaueHHS AUC, Cmax Ta Cmin HendinaBipy Ha 36—39 %, a cepenni 3HaueHHs AUC, Cmax Ta
Chmin (hapMakosIoriyHO akTUBHOTO MeTabosity M8 Ha 75-92 %.

[TinBuIeHHs KOHLEHTpallii cakBiHABIpY (1[0 3aCTOCOBYBABCS OJTHOYACHO 3 PUTOHABIPOM) Y CHpOBATI
(80-100 %) cmoctepiraocsi mpHU CyIyTHHOMY 3aCTOCYBaHHI omerpasoiy (B 1031 40 mMr Ha 100y).
Owmenpazon y 1031 20 Mr Ha 100y He BIUIMBAB Ha €KCIO3MIIO JapyHaBipy (110 3aCTOCOBYBaBCS
OJIHOYACHO 13 PUTOHABIPOM) Ta aMmIlpeHaBipy (y MO€AHAHHI 13 puTOHaBipoMm). E3omenpazon y m03i
20 mr Ha 100y He BIUTMBAB Ha E€KCIO3MILII0 aMmIpeHaBipy (y MO€IHAHHI 13 PUTOHABIPOM UM OKPEMO).
3acTtocyBaHHS oMerpa3o.y B 1031 40 Mr/mo0y He 3MIHIOBAJIO €KCITO3UIIIIO JIOMiHABIpY (Y MOEAHAHHI 13
putoHaBipom). Yepe3 moaidbHicTh (apMakoAMHAMIYHUX e(]ekTiB Ta (apMaKOKIHETHUHUX
BJIACTUBOCTEN OMEIpa3oily i e30Menpa3oily CylmyTHbO 3aCTOCOBYBATH €30MEIpa30Jl 1 aTa3aHaBip He
PEKOMEHIYETbCS, a CYINYTHE 3aCTOCYBaHHS €30Menpa3oiy 1 HendiHaBipy NpOTHIIOKA3aHe.
Memompexcam. Ilpu 3actocyBanHi MeToTpekcaTy pa3oM i3 II1I1 ioro piBHI MiIBUIIYBAINCS Y JESIKHX



naifieHTiB. Moxe OyTu moTpiOHEe TUMYACOBE MPUIMHEHHS TPUHOMY €30MEeTpa30ily Py 3aCTOCYBaHHI
METOTPEKCATy y BEIMKHX J103aX.

Taxponimyc. Ilpu 0JHOYACHOMY 3aCTOCYBaHHI €30MEMNPa3oily MOBIIOMIISIOCH PO MiABUIICHHS PIBHS
TakpoiiMycy B cupoBatii. [ToTpiOHO MpOBOAUTH MOCKIIEHUIT MOHITOPUHT KOHIIEHTpAIlii TAKPOJIIMYCY,
a TakoX (YHKIIi HUPOK (KIpeHC KpeaTHHiHY); NMPH HEOOXITHOCTI — BIAKOPUTYBATU J03YBAHHS
TaKpOJIMYCY.

Jixapcoxi 3acobu, wo memabonizyiomocs CYP2C19

E3omenpazon npurniuye CYP2C19 — ocHoBHUIt (hepMeHT, 1m0 MeTabomizye ezomenpasoi. ToMmy npu
MOETHAHHI €30MeNpa3oiy i3 JIKapChKUMH 3acobamu, mo Metabonizyroteess CYP2C19, takumu sk
Iia3ernaM, IUTAIONpaM, IMipamiH, KIOMinpamid, (EHITOTH TOIIO, KOHICHTpALii WX MpenapaTiB y
I1a3Mi MOKYTh 3pOCTaTH 1 MOYKe OyTH MOTPIOHMM 3MEHIICHHS iX 703. JlocaimkeHHs B3aemoii in Vivo
13 3acTocyBaHHSAM (OPMH Ipenapary il BHYyTPIIIHBOBEHHOTO BBEIEHHS Yy BeNMKUX no3ax (80 mr +
8 Mr/ron) He mpoBomwIHCcA. BrumB e3omenpaszony Ha JIKapchKi 3aco0M, MO METa0OII3YIOThCS
CYP2C19, nHa ¢oHi Takoro pexumy JIKyBaHHS MOke OyTH OUIBII BHpaX€HHM, 1 3a MallleHTaMu
MPOTArOM 3-J€HHOTO NEePioAy BHYTPIIIHHOBEHHOIO BBEACHHS Mpenapary Ciif MUJIbHO CTEXUTU LI0JI0
PO3BUTKY HEOQKaHUX SBUIIIL.

Hiazenam. CynyTtHiii nepopainbHuii npuiiom 30 Mr e3omenpasoiny NpU3BOJIUB /10 3HIKEHHS KIIPEHCY
cyocrpary CYP2C19 niazenamy Ha 45 %.

@enimoin. Ilpu cynmyTHbOMY mepopalibHOMY 3acTocyBaHHI 40 Mr e3omMemnpaszony Ta (eHITOiHY
MiHIMalbHa KOHIIEHTpalisd (eHITOiHy y Mmja3Mi KpoBI XBOpPHMX Ha emiiencito 3pocraia Ha 13 %.
PekoMeHyeTbCS KOHTpOJIIOBATH KOHIIEHTpalito (eHITOiHYy y Iula3Mi Ha TOYaTKy Tepaii
€30MeNpa3ojIoM Ta NpH il MPUIUHEHHI.

Bopuxonaszon. 3actocyBanus omernpazony (40 Mr onuH pa3 Ha 100y) cipuduHsII0 3pocTaHHS Cmax Ta
AUC; Bopukonazoiry (cyoctpary CYP2C19) na 15 % ta 41 % BiamoBigHO.

Bapgapun. Tlpn cynmyTHROMYy TiepopaibHOMY 3acTocyBaHHI 40 MI e30Memnpas3olly maiieHTaMu, sKi
npuiiManu Bap@apuH y paMKax KIIHIYHOTO JOCIIPKEHHS, Yac 3CIAaHHS KPOBi 3aUIIABCA y MeXax
IHTEpBay JOMYCTUMHX 3HadYeHb. OJHAK y TMOCTMAPKETHMHTOBHM MepioJg Ha (OHI 3aCTOCYBaHHS
MEPOPATTLHOTO €30MeNpas3oyly Oyl Big3HA4YeHI KUTbKa OKPEMHX BHUMAAKIB KJIHIYHO 3HAYYIIOTO
nigumenass MHB (MibkHapogHe HOpMai3oBaHe BITHOIICHHS) MPH CYMYyTHbOMY 3aCTOCYBaHHI ITHX
npenapariB. PekoMeHIyeTbcss MPOBOAWTH MOHITOPMHT Ha TOYATKy Ta HAMPUKIHIII CYMTYTHBOTO
3aCTOCYBaHHS €30MeIpas3oiy Ta BapdapuHy a0 HIIMX KyMapUHOBUX MOXITHUX.

Knoniooepenw. Pesynbpratn ominku dapmakokiHeTnuHoi (PK) / dpapmakoaunamivnoi (DJ1) B3aemomii
MDK KJomigorpeneM (HaBaHTaxkyBajibHa ao3a 300 Mr / miaTpuMyBajibHa jA03a 75 Mr Ha J00y) i
e3oMenpasosioMm (repopaibHo 40 Mr Ha 100y), OTpUMAaHI Mij] Yac MPOBEIECHHS JOCIIDKEHb 32 Y4acTiO
3I0POBUX JTOOPOBOJIBIIB, MOKA3aIM 3HIKEHHS €KCIO3HUIlll aKTUBHOTO METaboJIITy KIOMIAOTPETo B
cepenuboMy Ha 40 % 1 3HIDKEHHS MAaKCUMAJIbHOTO TIOKa3HUKA 1HTr10yBaHHSA (1HIyKOBaHOI
anerosuuandocdarom [AJID]) arperarii TpoMOOIHKTIB B cepeiHboMy Ha 14 %.

[lig dyac mnpoBeAeHHA MOCTIDKEHHS 3a YYacTIO 3J0pOBUX JOOPOBOJBIIB, KOJIU KIIOMIJOTPENb
3aCTOCOBYBaBCS Pa3oM 13 e30Merpa3oJioM 1 areTwicaninuioBoto kucioroio (ACK) y dikcoBaniit
koMOiHamii 703 (20 mr + 81 Mr BifMOBIIHO) y MOPIBHSIHHI 3 3aCTOCYBAHHSAM KJIOMIAOTPENIO Y BUIIISIII
MOHOTeparii, Bii3HA4YaI0Csd 3HWKEHHS €KCIO3HIlii aKTUBHOTO METa0OoJITy KIOMJOTPeo Maike Ha
40 %. Ognak MakcuMaibHi piBHI iHri0yBaHHA (iHayKoBaHOi AJ[®) arperariii TpoMOOIUTIB y LIUX 0Ci0
Oynu OJHAKOBUMH B TPYII 3aCTOCYBAaHHS KIIOMIJOTPENIO K MOHOTEpamii 1 B Ipyli 3acTOCYBaHHS
KIomigorpento pasom 3 ezomenpaszoioM i ACK. B xozi cmocTepekHUX Ta KITIHIYHUX JOCTIIKEHb
OTPUMAHO CyIepeuHBi JaHi o0 KIiHiyHUX nposBiB i€ OK/D/] B3aemoii 3 TOUKU 30py 3HAYHUX
CepleBO-CyAMHHUX sBUII. OJHOYAaCHOTO 3aCTOCYBAaHHS €30MENpa3oily 1 KIOMIJOrpeito HeoOXiTHO
YHHUKATH.

Lunocmaszon. Omenpasol, sk i e3oMenpasod, € iHrioiropom CYP2C19. V 310poBux 1006poBOIBIIB Y
X011 MepeXpecHOro AOCIIIKEHHS 3aCTOCYBaHHS OMENpa3oiy B /1031 40 MI IPU3BOIMIIO 10 3pOCTAHHS
Cmax Ta AUC mmnocta3zony BigmoinHo Ha 18 % Ta 26 %, a 01HOTO 13 HOTO aKTHBHUX META0OIITIB —
Ha 29 % Ta 69 %.

Luzanpuo. CynyTHili nepopanbHui mnpuiioM 40 Mr esomemnpaszony 1 LU3anpuay y 3I0pOBHUX
JIOOpPOBOJIBIIIB MPU3BOAMB JI0 30UIBLICHHS IUIOLI M1 KPUBOIO 3aJ€KHOCTI KOHIEHTpalii BiJ dacy
(AUC) Ha 32 %, a mepiogy HamiBBuUBelCHHs (ti2) — Ha 31 %, ajne 3HAYYIIOTO TMiIBUIICHHS
MaKCHMaTbHOI KOHIICHTpAIIii IU3anpuIy y miia3Mi KpoBi Bi3HaueHO He Oyno. HeBenuke moaoBKeHHs



inTepBasty QTc, mo Big3Hauanocs NpU 3aCTOCYBAHHI IM3ANpUAY OKpEeMO, HE 30UTbIIYBAJIOCS NpU
3aCTOCYBaHHI ITU3ANPHUAY Y KOMOIHAIIIT 3 €30Menpa3oioMm.

JocmipkyBaHi Jikapcbki 3aco0u 6e3 KIIHIYHO 3HAYYIIOT B3a€MOJIiT

Amoxcuyunin abo xinioun. Byno ToOkKa3aHO, IO €30MeNpa3oi KIIHIYHO 3HAJyIe HE BIUIMBAB Ha
(hapMaKOKIHETHKY aMOKCUIIMITIHY a00 XiHiTUHY.

Hanpoxcen abo pogexoxcud. TIpoTaroM KOPOTKOYACHHUX JOCIHIIKEHb CYMYTHBOTO 3aCTOCYBaHHS
€30MeNpa3oiy 3 HalPOKCEHOM abo podeKOKCHOOM kOIHOT (PapMaKOKIHETHIHOT B3aEMO/IIT TOMIYEHO
He OyII0.

Bnaue inwux nikapcokux 3aco0ie Ha papmakoKinemuxy e30Menpazony

Ezomenpazon wmerabonisyerbcs CYP2C19 T1a CYP3A4. CynytHe mnepopanbHE 3aCTOCYBaHHS
ezomenpazony Ta inriditopy CYP3A4 knaputpominmuay (500 mr nBidi Ha m00y) IPHU3BOIWIO 0
noaBoeHHst  ekcro3unii  (AUC) e3zomenpazonmy. CymyTHe 3acTOCYBaHHS —€30MEIpa3oily Ta
koMOiHoBaHoro iHrioiropy CYP2C19 ta CYP3A4 moke mpU3BOAUTH JIO 3pPOCTAaHHS EKCIO3MIIIT
ezomenpazony Outbie HiK yaBidi. [Hri6itop CYP2C19 ta CYP3A4 Bopukonazoun 36uipmryBas AUCT
omernpa3zoiry Ha 280 %. Kopekitist 1031 e3omMenpa3oiny He 3aBX/I4 MOTpiOHA B TakuxX cuTyarlisax. OgHak
BOHAa MOXe€ OyTH HEOOXIJHOIO I MAI€HTIB 13 TSDKKUMM IMOPYIIEHHSMU (YHKIIT MEYIHKU Ta Yy
BHUIIA/IKaX, KOJIH MOKa3aHe JJOBTOTPHUBAJIE JIIKYBaHHSI.

Jixapcoki 3acobu, ski inoykyroms akmugnicms CYP2C19 ma/abo CYP3A4

[Ipenapatu, 3natai crumymoBatd CYP2C19 yn CYP3A4 abo oOuaBa 1i ¢epMeHTH (Taki SK
pudamMninuH Ta 3BIpoOiii), MOXKYTh 3HM)KYBaTH KOHIIEHTpallili €30Mernpa3ojly y CHpOBAaTIi KpOBi
BHACIIJIOK MTOCHJICHHS HOTO METa0O0III3MYy.

Ocobnueocmi 3acmocy8ants.

VY pasi Oyab-sIKUX TPUBOKHUX CUMITOMIB (TaKMX SIK 3HaYHE HemependayyBaHe 3HID)KEHHSI MacH Tiia,
nepioguyuHe OJIFOBaHHS, qucdaris, reMareMe3nc abo MejeHa) Ta PH IMiI03pl Ha BUPa3Ky IUTYHKA YU
npu i HAABHOCTI CNiJl BUKIIOYATH 3I0SKiCHE 3aXBOPIOBAHHS, OCKUTbKH E3oHexca® Moxe
MPUXOBYBATH CUMIITOMH Ta 3aTPUMYBATH BCTAHOBJIEHHS J1arHO3Y.

LInynxoso-kuwikosi ingexyii

Tepamis ITIII nemto 30iMbITy€e PU3HK IMUTYHKOBO-KUIIKOBUX 1H(MEKITIH, TakKuX K 1HQEKI1, 3yMOBICHI
Salmonella ta Campylobacter (nuB. po3ain «®apmako uHaMIKa).

Bcemokmysanua eimaminy Biz

E3zomenpazon, sk 1 Bci mpemapatu, IO OJOKYIOTH CEKpEIil0 KHCIOTH, MOXXE IPUTHIYYBATH
BCMOKTYBaHHs BitaMiHy Bi, (mianokoOanaminy) BHACHIZOK Tirmo- 4m axyuoprigpii. Ile cmig matu Ha
yBa3l IpH JIIKYBaHHI MAI[I€EHTIB 31 3HKCHUM 3allacoM BITaMIHY y OpraHi3Mi abo (akTopamu pHU3UKY
MOTIPIIIEHOTO BCMOKTYBaHHsI BiTaMiHy B12 pu noBroTpuBatiii Teparii.

Kombinayia 3 inwumu nikapcokumu 3acodoamu

He pekoMenayeTbcs 3acTOCOBYBaTH €30MEIpa3osl OJHOYACHO 3 ara3aHaBipoM (AMB. pO3Mil
«B3aemonis 3 IHIIUMHU JIKapCbKUMHU 3aco0aMy Ta 1HINI BHAM B3a€MOJi»). SIKIO 3acTOCyBaHHS
koMOiHanii atazanaBipy 3 II1I1 BBaxkaeThCcsi 000B’I3KOBUM, PEKOMEHIY€ETHCSI MUIBHO CHOCTEpIraTH 3a
MAIiEHTOM Ta MIBUIIUTH 103y arazaHaBipy no 400 mr y moegnansi 31 100 Mr putoHaBipy; A03y
ezoMmenpazony 20 Mr nepeBUIllyBaTH HE CIiI.

Ezomenpazon — iuriditop CYP2C19. Ha mouarky Ta HampuKiHI Tepamii €30Memnpa3zoioM CIif
BpaxoBYBaTH MOXJIMBICTh B3a€MOJII 13 mpemnapatamu, 1o meradonizytotscss CYP2C19. Binznaueno
B3a€MOJIII0 MDK KJIOMIZOTPENIeM Ta OMeNpa3ojioM (AMB. po3aul «B3aemomis 3 HIIMMM JIIKAPCHKUMHU
3acobamu Ta 1HIII BUIU B3aeMoii»). KiiHidyHa 3HAUYIIICTh 1i€i B3aeEMOJIl TOYHO HE BU3HadeHa. He
PEKOMEHAYEThCA OJHOYACHO 3aCTOCOBYBATH €30MEMNPa30Jl Ta KIOMiOTPeb.

Linomacuiemisn

Bumnanku Tspkkoi rimomarxieMii Big3Havyanucs y nmamieHTis, ski npuiiManu IT1I1, Taki six e3oMemnpason,
IPOTATOM IOHAWMEHINIE TPhOX MICALIB, a Y OUIBIIOCTI BUNAAKIB — MPOTIAroM poky. I'imomarHiemis
MOK€ MaTH CEpHO3HI MpOSBU, Taki SK BTOMa, TETaHisd, NENIpid, CyAOMH, 3amaMOpPOUYEHHS Ta
[IUTYHOYKOBA apUTMIis, aje iX pPO3BUTOK MOXKe OyTH TMOCTYMOBUM Ta JIMIIATHCS HEMOMideHUM. Y
OUIBIIOCTI MALI€HTIB 13 TIMOMAarHiEMi€l0 CTaH MOKpAIIyBaBCs MICHIS 3aMICHOI Tepamii MarHieM Ta
npunuHeHHs 3actocyBanHs 1111

Jlnst marieHTiB, JUid SKUX MependavaeThcsi TPUBAIMKA Kypc JIiKyBaHHA abo siki mpuiimatots IITIT i3
JUTOKCMHOM YM TpernapaTaMi, 3JaTHUMHU CHOPUYHHATH TIIOMarHieMito (HampuKiIaa 3 JlypeTHKaMu),




JOLUIBHUM MOXe OyTH BHMIpIOBaHHS PiBHA MarHito nepea mouatkoM Tepamii ITIIT Ta mepioandHO
MPOTATOM JIIKYBaHHS.

Puszux sunuxnenns nepeiomis

ITIT, oco6auBO MpH 3aCTOCYBaHHI Y BUCOKHUX J[03aX Ta MPOTATOM TPUBAJIOro repionay (>1 poky), memio
MIIBUIYIOTh PU3HUK IIEPEIOMY CTErHA, 3aIl sICTKA Ta XpeOTa, MePeBaKHO y MAIlI€HTIB JIITHHOTO BIKY YU
3 iHmWUMH ¢GakTopaMu pHU3UKY. Pe3ynmpTat OrNIAOBHUX AOCHDKEHb CBimdarh, mo I MoxyTh
MIZABUIYBATH 3arajibHuil pusuk repernomiB Ha 10—40 %. [lesskoro Miporo 1ie MiABUIICHHS MOXKE OyTH
3yMOBJIEHO iHIIMMHU (pakTopamu pu3uky. [lamieHTiB, SKi MAlOTh PU3UK OCTEONOPO3Y, CIII JIKyBaTH
BIJIMOBIIHO JI0 YMHHUX KIIHIYHUX PEKOMEHAIlI; TaKOX iM CIIil OTPUMYBATH HAJICKHY KUIBKICTB
BiTaminy D Ta KxainbIito.

1liococmputi wKipHull Yep8oHUll 6084aK

3acrocyBanns II1I1 moB’sa3yr0Th i3 AyKe PIAKICHUMH BHITAJKaMH PO3BHUTKY IMiArOCTPOTO MIKIPHOTO
YEepBOHOTO BOBYAKa. SIKIIO BUHHKAE YPaXCHHS, OCOOJIMBO Ha MAUISHKAX, IO 3a3HAIOTh BILUIMBY
COHSIYHOTO CBITJIA, 1 11€ CYHNPOBOKYETbCSA apTPAJTI€l0, MAllEHTy MOTPIOHO HErailHO 3BEPHYTHUCS 10
JTiKaps, SIKUil po3risHe HeoOXiTHICTh IPHIMHEHHS 3aCTOCyBaHHs npenapaTy E3onexca®. BunukneHHs
MIATOCTPOro IIKIPHOTO YEpPBOHOTO BOBYAKa y MAIiEHTIB MiJ yac nonepeanboi tepanii [T migsumrye
PHU3UK HOro po3BUTKY Ipu 3actocyBaHHi iHmmX II1IT.

Bnnue na pezynemamu nabopamopnux ananizie

[TigBumeni piBHi CgA MOXYTh 3aBa)kaTH JIarHOCTHIl HeHpoeHJOKpuHHUX nyxiauH. 11lo6 mporo
YHUKHYTH, CIIiJi TAMYACOBO MPHUITUHUTH 3aCTOCYBAHHS €30MeINpa3oily MOHAHMEHIIE 3a 11Tk JHIB 10
BuMiproBaHHs piBHS CgA. Skmio piBai CgA Ta racTpuHy HE HOPMAI3yBaJHCh ITCIS MTOYaTKOBOTO
BUMIPIOBaHHS, CJI1J IPOBECTH NOBTOPHI BUMIpIOBaHHS uepe3 14 nHiB micns BiaMinu jgikyBanss IT1I1.
OmuH ¢uakoH mpemnapaTy MICTUTh MEHIIEe | MMOJIb HaTpiro, TOOTO JIKApCHKHUI 3aci0 MPaKTHYHO
BUIBHUII Bi HaTpitO.

3acmocyeanns y nepioo éazimmocmi abo 200y8arHs 2pyooro.

JlaH1 0710 3aCTOCYBAaHHSI €30MENpa30Jly B TEPioJ] BariTHOCTI oOMexeHi. [lemo Oiibina KUTBKICTh
JTAaHUX CMIAEMIOJIOTIYHUX JTOCTIKEHb 3aCTOCYBaHHS palleMIdYHOT CyMilIl OMemnmpa3oidy B TeEpioj
BariTHOCTI CBIAYUTHh MPO BIACYTHICTh PHU3UKY BPODKEHUX Bad Ta (HETOTOKCUYHOTO BIUIMBY.
JlocmipkeHHsT Ha TBapHUHAX HE BUSBHIIM IMPSIMOTO YU OTOCEPEAKOBAHOTO IWIKIUIMBOTO BIUTMBY HA
eMOpioderanbHUI PO3BUTOK.

JlaH1 10CTiPKEHB PalleMIYHOT CYMIIlll y TBAPUH HE CBITYATh MPO OE3MOCEPEAHIN YU OMOCePEIKOBAHUI
NIKUTMBUHA BIUIMB HA BariTHICTh, IIOJIOTM Y TMICISAMOJIOTOBHHA PO3BUTOK, TOMY IpH3HAYaTH
EzoHekcy® BariTHUM KiHKaM CJIifl 3 00epeKHiCTIO.

Hani ctocoBHO BaritHuX XiHOK (Big 300 mo 1000 BumamkiB BariTHOCTI) BKa3yOTh Ha BiICYTHICTb
ManbpopMaTHBHEX e(EeKTiB a00 TOKCHYHOTO BIUIMBY €30MENpa3oily Ha CTaH IUioja / 370pOB’S
HOBOHAPOKCHOT TUTHHHU.

Pesynmprati nmocni/pkeHb Ha TBapHHAX CBIMYATh IMPO BIACYTHICTH MPSAMOi YHM OIMOCEPEIKOBAHOI
HIKITMBOT /Ti1 Tpenapary Ha penpoAyKTHBHY (YHKIIIFO 32 PaXyYHOK HOTO TOKCUYHOTO BILJIMBY.
ConyBaHHS TpyUIIO

Heginomo, 4u mpoHUKae €30Merpas3ol y TpyaHe Mosioko. JIoCIipkeHb 3a yuacTro JKIHOK, SIKi TOJYIOTh
IpyULIO, He MpoBoAMIocs, ToMy E3onekcy® He citijl 3aCTOCOBYBATH B TI€pioJi FOyBaHHS TPYIIO.
DepTUIbHICTh

Pesynprat AocmipkeHb paleMidyHOi cyMmillli OMENpa3oily Ha TBapUHAaX BKa3ylOTh Ha BIICYTHICTh
BILTUBY OMEMPa30iy Ha GepTUIIBHICTD Y pa3i MepopaibHOTO 3aCTOCYBAaHHS Mpemnapary.

30amuicms énausamu Ha WEUOKICMb peaxyii npu KepyeawHi asmompaHcnopmom abo HuWUMU
MexXanizmamu.

E3omenpa3zon BUsIBIsS€ MIHIMAJbHUI BIUIMB Ha 37aTHICTh KEPYBAaTH TPAHCIOPTHUMHM 3acobamu abo
MPALIOBATH 3 IHIIUMHU MexaHi3MaMu. [ToBimoMisieTbest mpo Taki HeOakaHi peakilii, IK 3araMopoUeHHS
(HeyacTo) 1 HEUiTKiCTh 30py (Hewacto) (muB. po3ain «[loGiuni peakmii»). Skmio Taki po3nagu
CIIOCTEPIraloThCs, MalieHTaM He CIiJ KepyBaTH TPAHCHOPTHUMHU 3acO0aMM Ta MPAIIOBATH 3 IHIIUMHU
MeXaHi3MaMH.



Cnoci6 3acmocysanns ma 0o3u.

03YBaHHS
Llopocni
AnmucekpemopHna mepanisi y pazi HEMOJICIUBOCIT NEPOPATLHO20 3ACHOCYBAHHS
[MamienTam, sIKi HE MOXXYTb NpUHAMATH JKapChKUH 3acid MepopaibHO, MOKHA BBOJUTH Ipernapar
napeHtepaibHo y 1031 20—40 mr oquH pa3 Ha 100y. Jlo3a ais mamieHTiB i3 peduIroKCHUM e30¢arirom
cranoBUTh 40 Mr ouH pa3 Ha A00y. Jlo3a s mamieHTiB, MO OACPKYIOTh CHMITTOMAaTHYHE JTIKYBaHHS
pedutroKcHOT XBOpOOH, cTaHOBUTH 20 MT OJIMH pa3 Ha J100y.
[Ipu mikyBaHHI BHpa30K INUTyHKA, 3yMOBJIeHHMX 3actocyBanHsaM HII33, 3BuuaiiHa m03a CTaHOBHTH
20 Mr omumH pa3 Ha A00y. Jlns 3amoOiraHHs BHpa3kaM NUTyHKa Ta JIBAaHAALSATHIIANO! KHIIKH,
3ymoBiieHHM Tepariero HI133, mamienTam rpynu pu3uKy Npru3HAYaroTh JiKapCchKui 3aci6 y 1031 20 mMr
OJIH pa3 Ha J100y.
3a3BUyail JIIKyBaHHS 3a JOMOMOTOIO JIIKAPCHKOTO 3aco0y JIsl BHYTPIIIHBOBEHHOTO BBEIEHHS €
KOPOTKOTPHUBAIMM, TAIIEHTIB CJ1J TIEPEBOJAUTH Ha TEpOpajbHE 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00y
SIKOMOTA TIBHU/IIIE.
Kopomxompueane niompumanns ecemocmasy ma npog)inakmuxka nosmopHoi Kpogomeui y nayicHmie
niciss  eHOOCKONIYHO20  JIKV8AHHA — 20CMPOI  Kposomeui BHACNIOOK  8UpPA3KU  WLIYHKA — abo
08aAHAOYAMUNATLOT KUUKU
[Ticnst TepaneBTHYHOT €HIOCKOMII rOCTPOi KPOBOTEU1 BUPA30K HITyHKA a00 ABaHAALATUIIANOI KUIIKA
BBOJATH 80 MT JIIKapchbKOTO 3aco0y y BUIIIsAL O0tocHOT 1H(Y31i TpuBaiicTio 30 XBHINH, MICIS YOTO
MIPOJIOBXKYIOTh BBEIEHHS Mpenapary HUISIXOM TPUBaiIOi BHYTPIIIHHOBEHHOT 1H(Y31i 31 MIBUIKICTIO
8 Mr/ron BpooBx 3 mHIB (72 TOAMH).
[Ticnst mapeHTepanbHOTO JIIKYBaHHS TEPAIil0 CIIiJI MPOJOBKHUTH 32 JOTIOMOTOI0 MEepOpalIbHUX 3aC001B,
10 PUTHIYYIOTh KUCIIOTHY CEKPEIIilO.
Cnocib 3acTocyBaHHs
[HCTpYKIIIT 13 MPUTOTYBAHHS BIIHOBJICHOTO PO3YMHY HABEACHI Y HaHOMY po3auti HukYe («[HCTpyKIii
13 3aCTOCYBaHHsI, BAKOPUCTAHHS Ta yTUII3aIlii (Y BIAMOBITHUX BUIIAIKAX)).
In’exyii
Jlo3a 40 mr
5 MJT BIJHOBJICHOTO PO3YMHY (8 MI/MJI) BBOISATH Yy BHTJISAII BHYTPIIIHROBEHHOI 1H €K1 TPUBATICTIO
HIOHaMeHIIe 3 XBUINHMU.
Jlo3a 20 mr
2,5 M abo TOJIOBMHY BIAHOBJIICHOTO PO3YMHY (8 MI/MJI) BBOJATH y BUIJIAII BHYTPIIIHROBEHHOI
1H’ €Ki TPUBAIIICTIO MIOHAMeEHIIIe 3 XBUIMHU. HeBUKOpUCTAaHUN PO3YHMH YTHII3YIOTb.
Inghysii
J1o3a 40 mr
BinHnoBieHwuii po34nH BBOAATH Y BUTIISAI BHYTPIIIHBOBEHHOT 1H(DY31i TpuBamicTio 10-30 XBUIMH.
Jlo3a 20 mr
[TonoBuHY BIIHOBJEHOTO PO3YMHY BBOJISATH Y BUTJISAAI BHYTPIIHBOBEHHOI iH(Y3ii TpuBamictio 10—
30 xBunuH. HeBuKopuCTaHUI pO3YHH YTUTI3YIOTb.
Bostocna y103a 80 mr
BinHnoBnenwuii po34rH BBOJATH Y BUTIISAII BHYTPIIHBOBEHHOT 1H(DY311 mpoTsirom 30 XBUIIMH.
Jlo3a 8 mMr/rox
BigHoBneHM po3uMH BBOJATH Y BUIJISII TPUBAIOT BHYTPIIIHBOBEHHOT 1H(Y311 mpoTarom 71,5 roaunu
(po3paxoBaHa MBUAKICTH 1H)Y31i 8§ MI/To/; TEpMiH NPUAATHOCTI BITHOBIEHOTO PO3YHMHY BKa3aHUH Y
po3auni «TepMiH IPUIATHOCTI»).
THopywenns ¢ynxyii HUpox
Jl5ig marieHTiB i3 mopymeHHsIM (QYHKIII HUPOK KOPEKIis J03u He € HeoOximHow. OCKUIBKH JOCBij
3aCTOCYBAaHHSl TpenapaTry Mali€eHTaM 13 TSDKKOIO HHPKOBOIO HEJOCTAaTHICTIO OOMEXKEHHWH, TakuM
narieHTaM MpU3HavaTH JIKapChKUi 3aci0 cinil 3 00epexHICTIO (IUB. po3ail «DapMaKOKIHETHKAY).
Topywenus @yHxyii nevinku
I'EPX: mamieHTaM i3 JIETKUMH a00 MOMIPHUMH TMOPYIICHHAMHU (QYHKIIT MEYiHKH KOPEKI[isl 03U He
notpiOHa. IlamieHTam 13 TSKKUMU TOPYHICHHAMH (YHKIII TMEYIHKHM HE CIiI IepeBUILYBaTH
MakcumanbHy 103y Ezonexcu® 20 mr (nus. poszin «DapMaKkoKiHETHKA).
Bupasku, 1o KpoBOTOYaTh: Malli€eHTaM i3 JETKUMHU a00 MOMIPHUMHU HMOPYIIEHHSAMH (QYHKIIT MEYiHKH




KOPEKIis J03M He NOTPiOHA; Ul MALI€HTIB 13 TSHKKMMU TMOPYIICHHSMH (YHKII MEYiHKH MiCIs
BBEJICHHS TIOYAaTKOBOI GOMIOCHOI 103M jiKapchkoro 3aco0y Ezonekca® 80 mr mojaibine BBeICHHS
npenapary y BHIVISIII TPUBAIOi BHYTPINIHHOBEHHOI iH(QY31i 31 MBUAKICTIO 4 MI/TOJ TPOTATOM
71,5 roguHu MOke OyTH JOCTaTHIM (IUB. po3aiT «DapMaKOKIHETHKAY).
THayienmu nimuvo2o 6iKy
Kopekuist 1031 He noTpiOHAa.
Jimu

O3YBaHHS
Himu sikom 1—18 pokis
Ak 3acib6 Ons npucHiuemHs WIIYHKOBOI ceKkpeyii, V pazi Koau NepopanrbHuili Npuuiom Hnpenapamy
HeMOMCIUBUL
[MamienTam, sSIKi He MOXYTh IPUAMATH MpENapaT MepopaIbHO, B paMKax Mepioy MOBHOTO JIKyBaHHS
I'EPX Mo>kHa BBOJIUTH Tpenapar napeHTepajbHO OJUH pa3 Ha 100y (7031 BKa3aHi y TaOuuIli 2).
3a3BHUyail JIKyBaHHS €30MENpa30joM JJisi BHYTPIIIHbOBEHHOI'O BBEJEHHS Ma€ TPUBATH HEIOBIO, 1
MAIIEHTIB CI1J] IEPEBOAUTH Ha MEpOpaIbHUM MPUIOM JTIKapChKOTO 3ac00y sSIKOMOTa IIBHULIE.

Taomus 2
PexoMeH10BaHi1 103U €30MeNpa3oily JUisl BHYTPIIIHbOBEHHOTO BBEJCHHS
BikoBa rpyna JlikyBaHHSI €pO3UBHOTO PEIIFOKCHOTO CumnromMaTuyHe JiKyBaHHS
e3odarity I'EPX
1-11 pokiB Maca Ttina <20 kr: 10 mr ouH pa3 Ha 100y | 10 Mr onuH pa3 Ha 700y
Maca Tina >20 xr: 10 a6o 20 Mr oauH pa3
Ha 100y
12—18 pokiB 40 mr onuH pa3 Ha 100y 20 Mr ouH pa3 Ha A00y

Crocib 3acTocyBaHHS

[HCTpYKIIIT 13 MPUTOTYBAHHS BIIHOBJICHOTO PO3YMHY HABEACHI y JaHOMY po3auti HuxYe («IHCTpyKITii
13 3aCTOCYBaHHsI, BAKOPUCTAHHS Ta yTUII3aIlii (Y BIAMOBITHUX BUIAIKAX)).

In’exyii

J1o3a 40 mr

5 MJT BiZHOBJICHOTO PO3YHMHY (8 MI/MJI) BBOISATH Y BUIJIAI BHYTPIIIHROBEHHOI 1H €KIIIT TPUBATICTIO
HIOHaMeHIIe 3 XBUJINHHU.

Jlo3a 20 mr

2,5 M abo TOJIOBMHY BIAHOBJIICHOTO PO3YMHY (8 MI/MJI) BBOJATH y BUIJIAII BHYTPIIITHROBEHHOI
1H’ €K1 TPUBAJIICTIO IMIOHAKWMeEHIIIe 3 XBUJIMHU. HeBUKOpHCTaHWI pO3YHH yTUITI3YIOTh.

Jlo3a 10 mr

1,25 M7 BIAHOBIEHOTO PO3YHHY (8 MI/MIT) BBOASTH Y BUIJISII BHYTPIIIHHOBEHHOT 1H’ €KIIiT TPUBATICTIO
mjoHaliMenIIe 3 XBUiInHU. HeBUKOpUCTaHUN PO3YUH YTHIII3YIOTh.

Inghysii

Jlo3a 40 mr

BinHnoBieHwuii po34nH BBOASTH Y BUTIISAII BHYTPIIIHBOBEHHOT 1H(PY311 TpuBamicTio 10-30 XBUIMH.
Ho3a 20 mr

[TonoBHHY BiJHOBJIEHOTO PO3UYMHY BBOJSATH y BUIJISA1I BHYTPIIIHbOBEHHOT iH]Y3ii TpuBaicTio 10-30
XBWIMH. HeBUKOpHUCTaHUN pO3YMH YTUITI3YIOTb.

Hoza 10 mr

UBepTh BIIHOBJIEHOTO PO3YMHY BBOJATH y BUIJISLII BHYTPIIHBOBEHHOI iH(]Y31i TpuBamictio 10-30
XBWIMH. HeBUKOpHUCTaHU PO3YMH YTUITI3YIOTb.

Inempykyii' i3 3acmocy8anis, UKOPUCMARHI Ma Ymunizayii (v 6i0no8ioHUX 6Uunaokax)

Ilepen 3acTocyBaHHSAM BiJHOBJICHHUN PO3UMH CIIiJ] Bi3yaJbHO OTJISHYTH Ha HasBHICTh YaCTOK Ta 3MIHU
3abapBieHHs. CiiJ] BUKOPUCTOBYBATH JIMIIE MPO30puil po3unH. Po3uMH mnpu3HadeHUd Juiie st
OJTHOPa30BOT'0 3aCTOCYBAHHS.

HeBukopucTanuii po34rH CIIiji yTUIi3yBaTH BIAMOBIIHO 10 MICIIEBHX BUMOT.

Po3umn ans i1 ek mo 40 mr

lotytoth po3umH g iH’ekuii (8 wmr/mu), gomaroum 5 ma 0,9 % mHarpito xmopunpy s




BHYTPIITHLOBEHHOT'O 3aCTOCYBaHHs JI0 (piakoHa e3omernpazony 40 mr.

BinnoBneHwmii po34uH AJis1 1H’ €KIIiid po3opuii Ta 6e30apBHUIA 200 TPOXH KOBTYBATOTO KOJIBOPY.
Pozunn ans iHdy3iii o 40 mr

ToTytoTh po3uuH s iHQY3ii, PO3UMHAIOYM BMICT OJHOTO (prakoHa ezomerpazoiy 40 mr y 100 mu
0,9 % xmopuay HaTpitO Ui BHYTPIITHLOBEHHOTO 3aCTOCYBaHHSI.

Posunn ans iHdy3iii o 80 mr

FoTytoTh po3unH st iHDY31iH, pOZUYMHIIOUN BMICT IBOX (hiakoHIB e3oMmemnpa3zoiy mo 40 mry 100 mu
0,9 % xnopuay HATPIIO I BHYTPINTHHOBEHHOTO 3aCTOCYBaHHS.

BigHoBnenuii po3uuH uis iH]Yy3iit mpo3opuii Ta 6e30apBHUIT a00 TPOXH KOBTYBATOTO KOJILOPY.

Jimu.
3acTOCOBYIOTh AITSAM BIKOM Bim | poky sk 3acid Ui aHTHCEKpPETOpHOI Teparii y pasi, Koiu
MIEPOPAILHUN ITPUIOM MperapaTy HEMOKIUBUN.

Ilepeoo3ysanns.

JlocBig HABMHCHOTO TIEpPE03YBAHHS Ha JIaHUW Yac ayxe ooMmexxkeHuil. CHUMITOMaMH, 110 BUHUKAIU
BHACJ1IOK NepopaibHOMy npuiiomy 031 280 Mr, Oyiau mposiBU 3 00Ky HUTYHKOBO -KUILIKOBOTO TPAKTy
Ta cnadkicTb. PazoBuii nepopanbHuil npuiiom 80 Mr e3oMernpa3oily Ta BHYTPIIIHbOBEHHE BBEICHHS
308 mr e3omenpazonly MPOTATOM 24 TOAWH HACTIAKIB HE crpuduHsM. CrenudiuHuii aHTUIOT
HeBimoMmuil. E3oMenpazon 3HaYHMM YMHOM 3B’SI3y€ThCS 13 OUIKAMHU IJIa3MHM KPOB1 1 TOMY IOTaHO
BHBOJUTHCS 3a JOTMOMOror0 miamizy. Sk 1 y pa3l Oyap-SKOTO Tepelo3yBaHHS, CIiJl HaJaTH
CUMITOMATUYHE JIKYBaHHS Ta BXXKUTHU 3araJIbHUX MIATPUMYIOUHX 3aX0/IIB.

Io6iuni peakuii.
Cepen HebakaHUX pEakIlid, sKi HAWYacTie 3YCTPIYAaOThCSA I 4Yac NPOBEACHHS KIIHIYHUX
JOCIIIJKEHD 1 B TEPIOJ MICISAPEECTPAIIMHOTO 3aCTOCYBaHHS Tpemnapary, — TOJOBHUK Oilb, OUTh y

YKUBOTI, Jiapes Ta HynoTa. [Ipodins O6e3neku € oqHAKOBUM IS PI3HUX JIIKapChKuX (HOpM IMpemnapary,
MOKa3aHb, BIKOBUX TPYI Ta MOMYJAIINA mamieHTiB. Jlo303anexHX HeOaKaHUX PEaKIlid BUSBICHO HE
Oyrno.

HwxuenaBeneni HebaxkaHi peakifii Oyiu BHSBJICHI a00 MIAO3PIOBATUCA Yy MpOrpami KITHIYHUX
JOCTIIKEHb €30MeIpa3oJly Ipy HOro nepopaibHOMY UM BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI, a TAKOX
i 4ac MOCTMapKETHHIOBOTO CIOCTEPEKEHHS 3a MEpOopalibHUM 3aCTOCYBaHHSAM Mpemnapary. Peakiii
PO3IOAIEHO 3a YaCTOTO0: ayKe yacto (>1/10); wacto (>1/100 — <1/10); neuacto (>1/1000 — <1/100);
pinko (=1/10000 — <1/1000); ayxe pinko (<1/10000); yacToTa HeBimoMa (HEMOXKJIMBO BU3HAYHMTH 32
HasiBHUMU JAHUMH).

3 b6oky kposi ma nimgpamuynoi cucmemu:

pIOKO: JIEHKOIICHIs, TPOMOOIIUTOTICHIS,

Ty’Ke PIIKO: arpaHylOLUTO3, TAaHIIUTOTICHIS.

3 6oky imyHHOI cucmemu:

pIAKO: peakuii Tinep4yyTiINBOCTI, HAPUKIIAA Tapsuka, aHTIOHEBPOTUYHHI HAOPSK Ta aHa(iIaKTUYHI
peaKIIii/oxK.

3 boky memabonizmy ma xap4yeamHs:

HedacTo: nepupepuyHuil HaOpsIK;

PIAKO: TIMOHATPIEMIS,

4acTOTa HEBIZIOMA: TiMoMarHieMist (IuB. po3aut «OcoOIuBOCTI 3aCTOCYBAaHHS»); TSDKKA TOMAarHieMis
MOXK€ KOpEeNIoBaTH 13 TinokaiblieMieto. ['imomarHiemis TakoX Moke OyTH TMOB’s3aHa 3
rinoKanieMiero.

3 6oky ncuxixu:

HEYacTo:. OE3COHHS,

PIIKO: @XHUTallis, CIUTyTaHICTh CBIZIOMOCTI, IeNpecis;

TyXe P1IKO: arpecis, TraJrolHaLi.

3 boky Hepsosoi cucmemu:

4acTO: FOJIOBHUI OB

HEYacTo: 3allaMOPOYEHHS, TapecTe3is, COHIMUBICTD,

PIIKO: OPYIIEHHS! CMaKOBUX BITUYTTIB.



3 6oky opeanis 30py:

HEYaCTO: HEUITKUH 3ip.

3 6oy opeanis cyxy ma pisHosau:

HEYacTO: BEPTHUTO.

3 6oky opeanie OuxanHsi, 2pyOHOL KIIMKU Ma cepedOCmiHH5L:

pinko: 6poHXOCHa3M.

3 boky mpasHoi cucmemu:

9acTo: OUTh y *KHUBOTI, 3a1op, Jiapesi, METeOpPU3M, HyI0Ta/OIOBaHHS, 3QI03HUCTI TOJIMK THA MITyHKA
(moOposikicHi);

HEYacTO: CyXICTh y POTI;

PIIKO: CTOMATHT, MUTYHKOBO-KHIIIKOBHIA KaHUI03;

94acTOTa HEB1IOMA: MIKPOCKOIYHHUI KOJIIT.

3 boky eenamobiniapnoi cucmemu:

HEYacTO: MIBUILIEHHS PIBHS MEUIHKOBUX ()EPMEHTIB;

PIIKO: TENATHUT 13 KOBTSHUIICIO YU O€3 Hef;

IyXe pIIKO: TEeYIHKOBAa HEJOCTaTHICTh, €HIedaonarii y MalIEHTIB 13 TONEpPeIHbO HASIBHOIO
XBOPOOOIO MEUIHKHU.

3 60Ky wKipu ma niOWKIipHOi KIimKOSUHU:

4acTO: PeaKIlii y Miciii BBeJeHHSI ™,

HEYacTo: JepMaTHUT, CBepOIXK, BUCHUII, KPOTIMB’ SIHKA,

piako: ajomerlisi, pOTOUyTIUBICTS;

oyxe pinko: momimMopdHa eputema, cuHApoM CriBeHca — J[PKOHCOHA, TOKCHUYHUU emigepMaabHUN
HEKpOJII3;

yacToTa HEBIOMa: MIATOCTPUM IIKIpHUN 4epBOHMH BoBYak (auB. po3aul  «OcoOnuBoCTi
3aCTOCYBaHHS).

3 60Ky cxenemHoi MycKyiamypu ma CnoyyHOi MKAHUHU:

HEYaCTO: TIEPEJIOMU CTETHA, 3am’IcTKa abo xpedra (auB. po3ain «OcoOIMBOCTI 3aCTOCYBaHHS»);
PIOKO: apTpaITisi, MiaJris;

JTy’Ke PIAKO: M S30Ba CJIa0KICTh.

3 60Ky HUPOK ma ce4o8UOINbHOI cUCeMu:

JTy’KE PIAKO: IHTEPCTUIIAIBHUN HE(QPUT; y NSAKHUX IMAIIEHTIB CIIOCTEpiraigacss HHPKOBA HEJIOCTAaTHICTb.
3 60Ky penpodykmusHoi cucmemu ma MOJLOYHUX 3AT103:

JTy’KE PIAKO: TIHEKOMACTIs.

3azanvhi poznaou ma peaxyii y micyi 66e0eHHS.

PIAKO: HE3AyKaHHS, MOCUJICHE TIOTOBUALICHHS.

*Peakuii y MICIli BBEICHHSI CIIOCTEPIraucsl epeBaXHO Y JIOCHI/PKEHH] 13 3aCTOCYBaHHIM BHCOKHX J03 HpOTSIroM 3 0
(72 ronun).

HeoGopoTHi nopylieHHs 30py Bil3HAYaIKCs Y HOOJUHOKUX BUIAJKaX y KPUTUYHO XBOPHX MAllIEHTIB,
K1 OTPUMYBAJIM OMEMNpa3oJ (palemar) y BUTJISAl BHYTPIIIHBOBEHHOT 1H €Ki, 0COOIMBO Y BUCOKHUX
7103aX, 0JIHAK IPUYMHHO-HACIIAKOBHH 3B’ 130K HE BCTAHOBJICHUH.

Llosioomnenns npo nobiuni peaxyii

I[Ticns BUXOMy JiKapChKOTO 3aco0y Ha PUHOK BaXKJIMBO MOBIIOMIIATH Npo MoOiuHi peakuii. Lle nae
3MOTY 3/1iCHIOBATH MOHITOPUHT CIIBBITHOLIECHHS KOPUCTH/PU3UK 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00y.
Jlikapsim Ta (hapManeBTaM CiiJi HOBIZOMIIATH Ipo Oy/ib-sKi MOOIYHI peakiiii.

Ilediampuuna nonynayis

PannomizoBaHe BigkpuTe MDKHApOJHE JOCHIIKEHHS OYylIO TPOBEACHO 3 METOK  OLIHKH
(apMakOKIHETUKH 0araTopa3oBOr0 BHYTPIIIHBOBEHHOTO 3aCTOCYBAaHHS €30MENpa3oily MPOTAroM
4 mHIB TIpM BBEJIECHHI OJUH pa3 Ha o0y y mireii Bikom Big 0 1o 18 pokiB (AuB. po3mdin
«DapmakokiHeTHKa»). Bchoro m0 ominku Oe3neku 3aco0y Oyino 3amydeHo 57 maifieHTiB (8 mitedt y Biii
1-5 pokiB). Pe3ynbTatu y3romxyBaiucs 3 BiloMUM NpodiieM 6e3MeKn e30Menpasoiy, 1 HOBUX 3arpo3
Oe3reli MalieHTiB BUSBIEHO HE OYIIO.




Tepmin npuoammuocmi.

2 poxu.

Tepmin 36epicanns nicisi npueomyeanusi pozuyuny: Oyna TPOJEMOHCTpPOBaHA XiMiuHA Ta ¢i3HyHA
CTaOUTBHICTh B YMOBAaX 3acTOCyBaHHs BIpoJioBk 12 roxud npu 30 °C. 3 Touku 30py MikpoOioJorii,
HPOIYKT CJi/1 3aCTOCYBATH HETaiHO.

He 3actocoByBatu mpemnapar micist 3aKiHueHHsI TEPMIHY MPUIATHOCTI, BKa3aHOTO Ha yIaKOBIII.

YmoBu 30epiranns.

30epiratu B OpuTiHaNIBbHIN ynakosii mpu temneparypi He Bumie 30 °C.

@nakoHH MOXKYTh 30epiraTuch 0e3 BTOPMHHOI YMAKOBKM TMiJ Ji€l0 3BUYAHHOTO KIMHATHOTO
OCBITJICHHS 10 24 TOJUH.

30epiraTtu y HEOCTYITHOMY JUISI JIITEH MiCIIi.

Hecymicuicmo.
Hanuii mikapchbkui 3acid He Ciil 3acTOCOBYBaTH 3 IHIIMMHU JIKAapChbKUMHU 3aco0amu, OKpIiM

3a3HaueHuX y po3aun «Crocid 3acToCyBaHHS Ta JO3W.

YnakoBka. [To 10 mun y ¢naxoni. ITo 1, 5 ado 10 ¢nakoHiB B mauni (BUpOOHULTBO 3 MaKyBaHHS
in bulk ¢pipmu-Bupo6Huka Jlaboparopioc Hopmon C.A, Icnanis).

Kareropis Bignycky. 3a penenrom.
Bupoonuk. AT «Dapmak».

Micue3Haxoa:KeHHsI BAPOOHHMKA Ta Oro aapeca Micus MPoOBaKeHHS AislIbHOCTI.
VYkpaina, 04080, m. Kui, Byn. Kupunisceka, 74.

JlaTa octanHboro neperJsiay. 22.04.2022.
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