BpaxoByroun 0co0IMBOCTI 3aKOHOJABCTBA 3 PEECTpAILlii JIIKAPCHKUX 3ac00iB B YKpaiHi, 3aTBEPIKEHI
MiHicTepCTBOM OXOPOHHM 3A0POB’ ST YKpaiHU IHCTPYKITIT ISl MEAMYHOTO 3aCTOCYBaHHSI JIIKAPCHKUX
3ac00iB, 3apeeCTPOBAHUX B YKpaiHi, MOXKYTh €O BiAPI3ZHATHUCS BiJl YUHHUX 1HCTPYKILIN 10
3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Slkmo Bam ctano BigoMo mpo BUHUKHEHHsI MO014HOT peakilii y Bac abo 6:mm3bKkoi mroauHau, abo mpo
BUIAJIOK BIACYTHOCTI e(eKTy BiJ Oynb-SKOTo 3 MPOAYKTiB KomnaHii Actpa3eHeka, OyIb Jlacka,
nosizomre 1po e 10 TOB «Actpa3eneka Ykpainay y 0JMH i3 HaBeJIleHHX HIKYe crioco0iB. Lle
MO>KJIUBO 3aiicHUTH 3a TenedgoroM: +38 050 382 99 89 abo eneKTpPOHHOO MOMITOIO

PatientSafety. Ukraine@astrazeneca.com Takos, Bl MOKETE [TOBIJIOMUTH HaM JaHy iHpopMaIlito 3a
nocwiaHHaM: https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/amp-
form.html (BuGepiTh MOBY Ta OIIifO- IOBIJOMHUTH MPO MOOIUHY PEAKIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This is
possible by phone: +38 050 382 99 89 or by e-mail PatientSafety.Ukraine@astrazeneca.com Also, you
can tell us this information at: https://contactazmedical.astrazeneca.com/content/astrazeneca -
champion/en/en/amp-form.html (select a language and an option "report an adverse reaction").

3ATBEPIKEHO
Haxa3 MinicrepcTBa 0XopoHn

310pOB’s1 YKpaiHu

25.05.2021 Ne 1032

PeecTpaniiine mocBigueHHst
Ne UA/2534/02/01

3MIHA BHECEHO
Haxa3 MinicrepcTBa 0XxopoHn
310poB’sl YKpainu
15.12.2022 Ne 2268

IHCTPYKIIA
JJIS1 MEIUYHOI0 32CTOCYBAHHA JTiKapPCHhKOIo 3aco0y

HEKCIYM
(NEXIUM)

Cknao:

oitoua peuo8uHa’ e30MeNnpasoll;

1 TabneTka, BKpUTa IIJIIBKOBOIO OOOJOHKOIO, MICTHUTH €30MENpa30jy MarHilo TpPUTIApaT, UI0
BinoBigae 20 Mr e30Menpasony;

OONOMIJNCHI peyosuny’. TIIIEPOJT MOHOCTEapar, TIAPOKCHUIIPOMIIENION03a, TIIPOMeNo3a, Marxito
cTeapar, METaKpWIaTHUI comoiimep (TUIl A), LIer0JI03a MIKPOKpHUCTaIiuHa, napadiH CHHTETUYHMA,
MakporoJ, rosicop6at 80, KpOCIOBIJIOH, HATPiIO cTeapuiiymapar, IyKop chepudHuii, TaabK, TUTAHY
niokcun (E 171), Tpuetuniurpar;

OapBHUKH: 3aJ1i3a OKCUJT uepBOHYBaTo-kopuuHeBwHii (E 172), 3anmiza okcun xxostuii (E 172).

UA-4108 Approved January 2023


mailto:PatientSafety.Ukraine@astrazeneca.com
https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/amp-form.html
https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/amp-form.html
mailto:PatientSafety.Ukraine@astrazeneca.com
https://contactazmedical.astrazeneca.com/content/astrazeneca%20-champion/en/en/amp-form.html
https://contactazmedical.astrazeneca.com/content/astrazeneca%20-champion/en/en/amp-form.html

Jlikapcbka ¢opma. TabieTku, BKpUTI ITIBKOBOKO 000JIOHKOIO.
OchosHi  hi3uxo-XimiyHi 6nacmueocmi. CBITIO-pOKEBA, OBaJIbHA, JBOOIMYKJIA, BKPUTA ILTIBKOBOIO

. A
000710HKOO0 TabJeTka 3 BigouTkoMm 20 mG 3 ogHOr0 OOKY Ta EH 3 1HIIIOTO OOKY.

dapmakoTepaneBTHYHA Ipyna. 3acoOu JUIs JTIKYBaHHS ENTUYHOT BUPA3KH Ta racTpoe3odareanbHOl
pedurokcHoi xBopoou. [HTi6iTopu nmpoTonHoi mommnu. Kox ATX A02B CO5.

Dapmaxonoziuni enacmugocmi.

Dapmaroouramixa.

E3omenpazon € S-i3omMepoMm omenpazony, SKUHA 3MEHIIYE CEKPELil0 KHCIOTH y LUIYHKY 3aBISKU
criennGivHOMY, HAMpaBJICHOMY MeXaHi3My aii. BiH € crnenudiyHuM 1HTI6ITOPOM MPOTOHHOI IMOMITH
(ITTIT) mapieranpHUX KITHH. R- Ta S-i30Mepu oMenpazoiry NposBIISIOTH MOAIOHY (hapMaKoAMHAMIYHY
AKTUBHICTb.

Mexani3Mm aii

E3omenpa3on — ne cinaOka OCHOBA, 110 KOHIEHTPYETbCS Ta MEPETBOPIOETHCS HA aKTUBHY (hopMy B
Jy’Ke KUCIIOMY CEPEJIOBHII CEKPETOPHUX KaHAJBIIB MapieTaIbHUX KINTHH, e iHrioye pepment HK'-
AT®-a3y — IpOTOHHY MOMITYy — Ta IPUTHIUYE K Oa3albHY, TaK 1 CTUMYJIbOBAHY CEKpPELI0 KUCIOTH.
DapmakonnHamiyHi edekTu

[Ticns 3acrocyBanHs 20 ta 40 Mr esomemnpaszoiy NEpOpaIbHO MOYATOK il JIKAPCHKOTO 3aco0y
CIIOCTEPITaeThCsl BIPOAOBK ofHiel roguuu. [licis moBTOpHOTO 3acTOCOBYBaHHS 20 MI' €30METpa3oiy
OJIMH Pa3 Ha A00y MPOTAroM I’ATH JHIB Ha II'SITUH JIeHb CepellHs MAaKCUMallbHA CEKpeLis KUCIOTU
HiCJIsl CTUMYJISIIIT EHTaraCTpUHOM 3HWXKYeTbes Ha 90% mpu BUMipIOBaHHI depe3 6—7 ToauH micis
IpUHOMY OCTaHHBOI J103H JIIKAPChKOI'0 3ac00y.

Uepes 1’Th JAHIB 3aCTOCYBaHHS e30Mernpasony B jo3ax 20 mr ta 40 Mr mepopajbHO y MAIli€HTIB 3
CHMIITOMATHYHOIO ractpoe3odareanbHorw pediokcHow xBopodow (I'EPX) nporsirom 24-roguHHOro
nepiofy piBeHb BHYTPIIIHBONLTYHKOBOTO pH BHIE 4 minTpuMyBaBcs B cepeHbOMY mpoTsroM 13 Ta
17 rogun BiamoBigHO. YacTka MAIi€HTIB, y AKUX Micis OpuiiomMy e3omenpaszony B no3i 20 mr pH
HUTYHKA MiATpUMYBaacs Ha piBHi Oinbie 4 mpotsrom 8, 12 ta 16 roauH, ctanoBuiIa BianoBiaHo 76%,
54% ta 24%. BianoBigHi 4acTKH MpU 3aCTOCYBaHHI e3oMerpa3ony B 1031 40 mr cranosuiu 97%, 92%
Ta 56%.

3a ponomororo AUC sk onocepeKoBaHOro Mapamerpa KOHILIEHTpaLii JIKapChKOro 3aco0y y miia3Mi
KpoBi OyJO MPOJEMOHCTPOBAHO 3AJECKHICTH MIDK MPUTHIYEHHSM CEKpeIlli KHUCIOTH Ta BMICTOM
€30MeIpa3oiy B IJIa3Mi.

[Ipu 3acrocyBanH1 e3oMernpa3zony B 1031 40 mr mpubinusHo 78% mamieHTiB 13 pedIOKCHUM
€30(hariToM oJIy’KyIOTh 4epe3 YOTUPH THXkKH1, 93% — depe3 BiCIM THKHIB JIIKYBaHHS.

Uepes oauH THXKJIEHBb 3aCTOCYBaHHS €30MeNpas3oiy B 1031 20 Mr 1Biui Ha 700y pa3oM 3 BIANOBITHUMU
aHTHOioTHKaMu prOIM3HO y 90% MallieHTiB CrocTepiraeThes ycmimHa epaaukaiis H. pylori.

[Ticnst epaaukaiiiiiHoi Tepamii MPOTATOM OJHOTO THXKHS HEMae MOTpeOM y MoJaibllii MOHOTEparii
AQHTHCEKPETOPHUMH JIIKApCBKUMHU 3aco0aMu sl €()EeKTUBHOTO JIIKYBaHHS BHMpa3Kd Ta YCYHEHHS
CUMITOMIB y MAIlI€HTIB 13 HEYCKJIaJHEHUMHU BUpa3KaMU JABaHAALUATUIIANIO! KUIIKH.

VY paHIOMi30BaHOMY, MOJBIHHO CIIIIOMY, IUIale00-KOHTPOIBOBAHOMY KJIIHIYHOMY JTOCHIJIKEHHI
TMAIIEHTIB 13 €HJOCKOMIYHO JIOBEJIEHOI0 KPOBOTEUECIO MENTUYHOT BUpasku kiacy la, Ib, Ila uu IIb (9%,
43%, 38% Ta 10% BinnosinHo) 3a doppecToM paHAOMI3yBaJld O TPyl 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y Hekciym, pozuun mis ingysii (n = 375), abo minamne6o (n = 389). Ilicist eHAOCKOMIYHOTO
reMocTasy naii€HTaM BBOAMIU abo e3oMernpa3oin y A031 80 Mr y BUINISAI BHYTPIIIHbOBEHHOI 1HDY3ii
TpuBaiicTio 30 XBWIMH 13 TOJANBIIO TPUBAJIOKO 1H(Y3i€I0 31 MBUAKICTIO 8 MI/TOAMHY abo0 Manedo
npotsirom 72 tonuH. Ilicims mo4aTkoBOTO 72-TOMWHHOTO TEPIOAY BCIX TAIlIEHTIB TEPEBOIWUIN Ha
BIJIKpUTUH TepopalibHUM MpuiioM Jikapcbkoro 3acody Hekciym y m03i 40 mr npotarom 27 1HIB Ams
MPUTHIYCHHS KUCIIOTHOI cekpertii. YacToTa moBTOpHOI KpoBOTEeYi mpoTsiroMm 3 ai6 cranoBmia 5,9% y
rpymi npuitomy Hekciymy ta 10,3% y rpymi npuitomy minane6o. Yepes 30 quiB micis Tepartii yactoTa
MOBTOPHHUX KPOBOTEY y Tpymi mpuiiomy Hekciymy Ta mnare6o ctanoBuia BianosigHo 7,7% Tta 13,6%.
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VY mepiof niKyBaHHS aHTHUCEKPETOPHUMH JIKAPCHKUMU 3aco0aMu piBHI TaCTPUHY B CHPOBATII KPOBI
3pOCTalOTh Yy BIANOBiAb Ha 3HIDKEHHS cekpemii kuciaotu. PiBenbp xpomorpaniny A (CgA) Takox
3pOCTa€ BHACIIIOK 3MEHIIEHHS KHUCIOTHOCTI NUIYHKOBOro coky. Uepe3 mimBuiieHHs piBHA CgA
MOXJIMBUH BIUIMB Ha pe3yJbTaTH J1a0OpaTOPHUX [OCTI/KEHb 3 BHSABICHHS HEHPOCHIOKPUHHHX
MyXJIMH. 3TiAHO 3 OIMyOIIKOBaHUMHM JaHUMH IOHalMeHIe 3a 5—14 nHiB 10 BuMiproBaHHs piBHAI CgA
HEOOXIJTHO MPUITMHUTHU 3aCTOCYBaHHs 1HT10iTOpiB MpoTOHHOI oMnu. Lle no3Bonuts piBHIO CgA, skuit
MOXe OyTHM XHOHO IMJIBHMINCHUM IICJIA JiKyBaHHs iHTiIOiTOpamu mnpoToHHoi mommnu (IITIT),
MOBEPHYTHCS JI0 Jiarna3oHy HOPMaJbHUX 3HAYEHb.
[Tix wac nmoBroTpuBayioi Tepamii €30MenpazoyioM SIK y JIITeH, Tak 1 B JOPOCIHX CHOCTepiraiocs
301IBIICHHS KiTBKOCTI eHTepoxpomMadinononionux kmitua (enterochromaffin-like cells (ECL)), sike,
MOYJIMBO, OYyJI0 CIpUYMHEHE IMIBUIIECHHIM CHPOBAaTKOBHX piBHIB Tractpuny. Lli pesynbratu
BBAXKAIOTHCS KIIHIYHO HE3HAUYILUMH.
Ha ¢oni noBrorpuBanoro gikyBaHHS aHTUCEKPETOPHUMH JIIKaPCHKUMHU 3ac00aMH BiA3HAYAIOCS JIESKE
3pOCTaHHS YacTOTH YTBOPEHHS NUTYHKOBHX INIAHIYJSIpHHX KicT. Taki 3MmiHH € (i3ionoriyHum
HACJIIIKOM BUPAXEHOTO MPUTHIYEHHS CEKpelii IITYHKOBOTO COKY; BOHH € JOOPOSKICHI 3a MPUPOIOI0
Ta MUHAIOTh MICJIS 3aBEPIICHHS JIIKYBaHHS.
3MEHIIEHHS! KHCJIOTHOCTI LUIYHKOBOTO COKY 13 OyIb-IKHX NpPUYHMH, Y TOMY 4YHCIi BHACTIIOK
3aCTOCYBaHHS 1HTIOITOPIB MPOTOHHOI MOMIM, MPU3BOAWTH 1O 30IIBIICHHS y LUIYHKY KIJIBKOCTI
OakTepiii, 1m0 3a3BUYail TPUCYTHI y NLIYHKOBO-KMIIKOBOMY TpakTi. JlikyBaHHs iHriGiTOpamu
IPOTOHHOI MOMIIM MOXKE JEIl0 30UIbLIYBAaTH PU3MK IIIIYHKOBO-KMIIKOBHUX 1H(EKIilH, 3yMOBJIECHUX,
nanpukian, Salmonella ta Campylobacter, i y rocmitami3oBaHuUX MaIli€HTIB, MOXIJIHBO, TaKOX
Clostridium difficile.
Kniniuna eekTuBHICTh
Y BOX MAOCHIDKEHHSX 3 PAHITUAMHOM $K AaKTUBHHUM KOMIIapaTopoM OyJo IOKa3aHO Kpaury
e(eKTUBHICTh JIIKapchKoro 3aco0y Hekciym y JiKyBaHHI IITYHKOBHX BHPAa30K y TAIi€HTIB, SKi
3aCTOCOBYBAJIM HECTEPOiqHI MpoTU3anaibHi Jikapebki npenapatu (HII3II), B Tomy umcni cenekTuBHi
iHribiTopu nukiookcurenasu-2 (LOI-2).
VY 1BOX HOCHIKEHHSX 3 Iulanebo sk KommapaTopa Oyia IMpoAEMOHCTpPOBaHa Kpaila eQeKTHBHICTb
Jikapchkoro 3aco0y Hekciym y mpodimakTuii BHpa3oK IITyHKA Ta JBAHAMISATHIAIOI KUIIKH Yy
narieHTiB (Bikom > 60 pokiB Ta/abo 3 yke HasBHOIO BHPa3Kol0), siki 3actocoByBanu HII3II, B Tomy
yucyi cenekTuBHi iHri0iTopu LIOI-2.
iTH
VY nmocipkeHHi, mpoBeeHoMy 3a yuactio aiteit 3 TEPX (Bikom Big < 1 10 17 pokiB), siKi OTpUMYBau
JIOBroTpUBaiie JiKyBaHHs iHriOiTopamu nportonnoi mommu (ITIIT), y 61% mitelr cnocrepiranacs
rinepria3igs ECL-KJIITUH HE3HAYHOTO CTYTEHs, KJIIHIYHA 3HAYUMICTh SKO1 Oyjia HEBIIOMOIO; PO3BUTKY
aTpo(iuHOro racTpUTy ad0 KapLUUHOITHUX MYXJIMH HE BIMIYanocs.
Dapmaxokinemuxa.
BcMokTyBaHHSA
E3omenpaszon HeCTIMKUH y KHUCIOMY CEpeOBHINl, TOMY JJs IEPOPAJIbHOTO 3aCTOCYBAHHS
BUKOPUCTOBYIOTh T'PaHYJHM 3 KHUIIKOBOPO3YMHHUM IOKPUTTSAM. B yMmoBax in VIVO nuire He3HauHa
yacTMHA €30MENpa3oily IMepeTBoproeThcsi Ha R-i13omep. Jlikapcbkuil 3acid mBHIKO abcopOyeTbes:
MaKCHUMajibHa KOHLIEHTpAllisl B IUIa3Mi KpPOBI JOCATAa€ThCS uepe3 1—2 TOAMHM Micas Npuiiomy.
AGcomoTHa 010/10CTYITHICTh €30MEIpa3oily MICIsl OJHOPa30BOro npuiioMy no3u 40 Mr cTaHOBHUTH
64% 1 3pocTae 1o 8§9% mnpu mOACHHOMY MpHioMi 0MH pa3 Ha 100y. s no3u 20 Mr e3oMemnpasoiy
1l MOKa3HUKU CTaHOBIIITE 50% 1 68% BiAMOBIIHO.
[Tpuiiom ki yNOBUIBHIOE Ta 3HUXKY€E BCMOKTYBAaHHSI €30MENpPa3oily, IpoTe 1€ ICTOTHO He BIUIMBAE Ha
JII0 €30MENpPa3oiy Ha BHYTPIIIHHOIUTYHKOBY KHUCIIOTHICTD.
Posnonin
Bupaxenunii 06’emM po3noiiiay MpHu piBHOBAXXKHIM KOHILIEHTpalii y 3J0POBHUX J0OPOBOJIBLIB CTAHOBUTH
npubsmzno 0,22 n/kr macu Tina. E3omenpason Ha 97% 3B’ A3yeThbes 3 OLIKaMu TJ1a3MU KPOBI.
biorpancdopmartist
E3omenpa3on MOBHICTIO MiAlaeTbes MeTabosi3My 3a ydacTio cucteMu nurtoxpomy P450 (CYP).
OcHoBHa yacTHHA METa0OJI3My €30MeTpa3oiy 3aleXuTh Bi mosiMopdHoi i3opopmu CYP2C19, ska
BIJIMIOBiIa€ 3a YTBOPEHHS TIAPOKCH- Ta JE3METHUIMETa0oNITiB e3oMmenpa3ony. MeTaboni3M 4acTHHH,
3
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0 3aJuIImIacs, 3ade3neuyeThes 1Hmow crenudigaoo izohopmoro, CYP3A4, ska BignmoBigae 3a
YTBOPEHHS €30MEMPa3oil CyIb(POHY, OCHOBHOI'O META0OMITY, IKHI BUSBISETHCS B IJ1a3M1 KPOBI.
BuBeneHHs

[TapameTpu, HaBeIeHI HUXKYE, B1I0OOpaXKaroTh B OCHOBHOMY XapakTep (papMaKOKIHETUKH Y MALli€HTIB 3
aktuBHUM (hepmenToM CYP2C19, y skux MeTaboi1i3M BiJI0yBAETHCS IIIBUIKO.

3aranpHUIl TUTa3MOBUI KIIIPEHC CTAHOBHUTH NpUOMM3HO 17 n/rox micis OJHOPAa30BOTO MPHIOMY
Jikapcbkoro 3aco0y Ta mnpubauzHo 9 s/rom — micas  OGaraTtopasoBoro mpuiiomy. Ilepion
HaMiBBUBEICHHS 3 IUIa3MH KPOBi CTAaHOBUTH NMPHOIM3HO 1,3 TOAWHU MPU CUCTEMAaTHYHOMY MpHUiOMI
JiKapchbKOTO 3aco0y OAuH pa3 Ha J00y. E3omenpaszon MOBHICTIO BUBOAWTHCS 13 TUIA3MH KPOBI MiXk
npuiioMamu, 1 TeHJICHIIIT 0 HOro HaKOIMMYEHHsI B OPraHi3Mi IIPH 3aCTOCYBAaHHI OJIMH pa3 Ha 00y He
CIIOCTEPIraeThCsl.

OCHOBHI MeTa0OITH €30MeMNpa3oily He BIUIMBAIOTH HAa CEKPEIil0 KHUCIOTH NUTYHKOBOTO COKy. Ilpm
NepoOpaLHOMY 3aCTOCYBaHHI e3omernpa3ony a0 80% 03u BHUBOIAWTHCS Yy BUIJISAII METaOONITIB 3
Ceuero, peliTa BUBOJUTHCS 3 eKamisiMUA. Y cedi BUABISIETHCSL MeHIIE 1% HEe3MiHEHOTo €30Mernpa3oly.
JIiHIHICTh/HENIHIHHICTD

dapmakoKiHETHKA €30MeIpa3oily JOCIiKyBaacs y pas3i 3aCTOCYBaHHS JIIKapChKOTO 3acO0y B J103aX
10 40 mr aBivi Ha 100y. [lnoma, oOMexeHa KpUBOIO 3aJI€KHOCTI KOHIICHTpALii JIIKapchbKOTro 3aco0y B
I1a3Mi KpoBi BiJ 4yacy, 30UIbLIYyETbCA NPU MOBTOPHOMY MpHiioMi e3omemnpasony. Lle 30iibiieHHs €
JI0303aJICKHUM Ta MPH3BOIUTH 10 HENIHIMHOTO 3pOCTaHHA CHiBBiTHOMmMEHHs «103a — AUC» micns
MOBTOPHOTO 3aCTOCYBaHHS JIiKapchbkoro 3acoOy. Lls 3ayiexHicTh Big 4Yacy Ta JO3M 3yMOBJICHA
3HIDKEHHAM MeTa00J1i3My MEepIIOTro MPOXOHKEHHS Ta CHCTEMHOTO KIIIPEHCY, MOKJIMBO, IIOB’I3aHUM 13
npurHideHas M gepmenty CYP2C19 ezomenpazonom Ta/abo ioro cynbhoHMeTadomiTom.

Oco06JMBI IPYIU NAllI€HTIB

Tloginvni memabonizamopu

[Tpubnuzno 2,9 + 1,5% nacenennss He Mae ¢ynkuionansHoro depmenty CYP2C19 i Ha3uBaerbes
MOBUTBHUMH MeTa0oJi3aTopaMu. Y Takux 0cid MeTa0oJi3M e30Merpa3oiry, HMOBIPHO, KaTali3yeThCs
nepeBakHo CYP3A4. [licns G6aratopa3zoBoro 3acTOCyBaHHS €30Menpa3oiy y 1031 40 Mr oauH pa3 Ha
o0y cepeHs IJIoMIa Il KPUBOKO «KOHIIEHTPAIlisS B IIa3Mi KpoBi — "acy Oyna npubmm3Ho Ha 100%
BUIIOI0 Yy MOBUIBHUX MeTaboii3aTopiB, HiX y oci0 i3 ¢yHKkuioHansHUM (epmentom CYP2CI19
(mBHakux merabomizaropiB). CepenHs MakcHMajibHa KOHIIEHTpAllisl y IJ1a3Mi KpoBi Oysia mifBUIIEHA
npubsmzHo Ha 60%. Li gaHi He BUMararTh 3MiH y J03yBaHHI €30MeNpa3oy.

Cmamp

[Ticnss oxHOPa30BOro 3acTOCYBaHHS e30Memnpaszony B 1031 40 Mr cepenHs IUIOma MiJ KPHBOIO
«KOHIIEHTpAIIisl B TUIa3Mi KPOB1 — 4ac» y *KIHOK nmpubau3Ho Ha 30% BuIia, HIX y YOIOBIKIB. 3aJIeKHOT
BiJ] CTaTi Pi3HMILI HE BiJA3HAYAETHCS MPHU MOBTOPHOMY 3aCTOCYBaHHI JIKapChKOro 3aco0y OJUH pa3 Ha
no0y. i qani He BIUIMBAIOTH HA I03YBAHHS €30MENPa3oiy.

THopywenns ¢ynxyii nevinxu

MeTtab0:113M €30Menpa3oily y Mali€HTIB 13 JIESTKUMU a00 MOMIPHUMHU MOPYLIEHHSIMH (QYyHKIIT IEUIHKH
MOXe OyTH HOpYUIEHMM. Y NAaIl€HTIB 13 TSHKKUMM MOPYIHIEHHSAMH (YHKIII MEeYiHKH LIBHIKICTh
MeTaboMi3My 3HUXKYEThCS, BHACHIIJOK 4YOro IUIOIIA TMiJl KPUBOIO 3aJIe)KHOCTI KOHLEHTpAaLii
€30MeIpa3oiy B IJIa3Mi KPOBi Bijl yacy 3pocTae BABiUi. TOMy MakcHMaibHa J103a JIIKAPCHKOTO 3ac00y
JUISL TAIIEHTIB 3 TSDKKMMM TOPYLIEHHSAMHU (yHKLII MEYiHKM HE MOBMHHA NepeBuiyBatu 20 M.
E3omenpa3zon abo Horo OCHOBHI METAa0OJITH HE BUSBISAIOTH TEHJEHLII 10 HAKONMYEHHS Npu
3aCTOCYBaHHI OJIMH pa3 Ha J100Y.

THopywenns ¢hynxyii Hupox

He npoBoaunocs gociipkeHp 3a y4acTiO TAIlI€HTIB 31 3HIKEHOI (QYHKINE HUPOK. OCKUTBKYA HUPKHU
BI/JIMIOBIJJAIOTh 32 BUBEACHHS METa0OMITIB €30Menpa3oily, ajleé He 3a BUBEIEHHS OCHOBHOI CIIOJYKH,
3MiH MeTaboJI13My €30MEeNpa3oily y Mali€HTIB 13 NOPYIIEHHAM (YHKIIT HIPOK HE OYIKYEThCS.
Hayienmu nimubo20 8iKy

Metabo:1i3M e30Menpasoiry He3HAYHUM YHHOM 3MIHIOEThCS Y Talli€HTIB JITHROTO BiKy (71-80 pokiB).
Himu sixom 12-18 poxie
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[Ticnst mMOBTOPHOTO 3aCTOCYBaHHS e30Menpa3ony B 1031 20 mr ta 40 mr 3aranpHa excriosuis (AUC) Ta
4ac JI0 JOCATHEHHS MAaKCUMAaJbHOI KOHIEHTpAIii JIIKapChbKOro 3aco0y y mia3Mi KpoBi (tmax) Y JiTel
BikoM 12-18 pokiB Oynu cxoxxkumu 31 3Ha9eHHIMH AUC 1 tmax y JOPOCIIHX Y pa3i 3aCTOCYBaHHS 000X
7103 €30MEeNpa3oy.

Kuiniuni xapakTepucTuKH.

Iloxazanns.

HekciyMm, Ta0ieTku, BKPUTI ILIIBKOBOIO OOOJOHKOK, IMOKA3aHi JIOPOCIHMM MAIli€eHTaM TpPH TaKUX
CTaHax:

["acrpoesodareansua pedurrokcHa xBopoda (I'EPX):

- IIKyBaHHS €PO3UBHOTO peduIroKCc-e30QariTy;

- IOBrOTpUBAJe JIKyBaHHS MAIIEHTIB 3 BUIIKYBaHUM €30()ariToM 3 METOIO 3aro0iranHs peuuanuBy;

- CHMIITOMAaTHYHE JTIKyBaHHs racTpoe3odareanbHoi pedurokcHoi xBopoodu (I'EPX).

Y moeaHaHHI 3 BIAMOBIAHMMHU aHTHOAKTEplaJbHUMHU JIIKYBAIBHUMHU 3aco0amMu Uil epaauKartii
Helicobacter pylori Ta:

- TiKyBaHHs BUPa3KH JBaHaIIATHIIAIOI KUIIKK, 3ymoBienoi Helicobacter pylori, ma

- 3an00iraHHs PelUIUBY MENTHYHUX BUPA30K Yy TALlEHTIB 3 BUpa3kamu, 3ymoBieHumu Helicobacter

pylori.

[TamienTH, siKi MOTPEOYIOTh TPUBAIOTO 3aCTOCYBaHHS HECTEPOIIHUX MPOTU3ANAIBHUX IPErapariB
(HIT3I):

- 3arO€HHSI BUPA30K IUTyHKA, 3yMOBIeHUX 3actocyBanHam HII3IL;

- mpodTAKTUKA BUPA30K MUTYHKA Ta JBAHAAISITHITATIOl KUK, 3yMOBIIeHUX 3actocyBanHsM HII3II, y
MAI[IEHTIB, SIK1 HAJIEXKATh JI0 TPYIU PUBHKY.

JlikyBaHHs cuHapoMy 3oiutiHrepa — Enicona.

Hexkciym, TabaeTKu, BKPUTI MIIBKOBOI OOOJOHKOIO, MOKA3aHi JIITAM BIKOM Bif 12 pPOKiB OpH TaKUX
CTaHax:

I"actpoesodareansHa pedurokcHa xBopoba (I'EPX):

- IIKyBaHHS €PO3UBHOTO peduItoKCc-e30QariTy;

- IOBIOTpUBAJe JIKyBaHHS NAIliEHTIB 3 BUJIIKYBaHUM €30(ariToM 3 METOI0 3aro0iraHHs peLUnBY;

- CHMIITOMAaTUYHE JIIKYBaHHS racTpoe3odareabHoi pedatokcHoi xBopoodu (I'EPX).

VYV noenHaHHI 3 aHTUOIOTMKAMU MU JIIKYBaHHI BHUPA3KU JBAHAIUATUNAIO! KHUIIKHA, 3YMOBIIEHOI
Helicobacter pylori.

Ilpomunokaszanns.

[TigBumeHa 4yTIMBICTH OO JIIOYOI PEUYOBHMHH, 3aMIlIEHUX OeH3MMina3oiiB abo 10 Oynap-iKoi 3
JIOTIOMIP)KHUX PEYOBHH, NTEPEepaxoBaHuX y po3ai «Ckiam.

E3omenpason He ciijl 3acTOCOBYBAaTH OJAHOYACHO 3 HendiHaBipoM (AuB. po3aun «B3aemonis 3 iHIIMMH
JTIKapChbKMUMHU 3aC00aMHM Ta iHIII BUIH B3aEMO/Iii»).

B3aemodia 3 inwumu nikapcoKumu 3acovamu ma inuwii 6uOu 63aEmo0iil.

Bruis e3omenpa3zony Ha dhapMaKOKIHETHKY 1HIIMX JIKAPChKUX 3aC001B

Ineibimopu npomeasu

BinMivanacs B3aeMojiis oMemnpazonly 3 JesKMMHU 1Hri0iTopamu mnporeazu. KiiHiuHa 3HAYUMICTH Ta
MEXaHi3MHU TaKWX 3apeeCTPOBAHMX B3a€MOJil He 3aBkau Bimomi. [limBumieHi piBHi pH mutyHKOBOTO
COKY B NEpioj JIIKYBaHHS OMEIPa30JIOM MOXYTh 3MIHIOBAaTH BCMOKTYBAaHHS 1HT10ITOpIB NMpOTEasH.
[HI1 MOXKITMBI MEXaHI3MH B3a€MOIIi MOJIATAI0Th Y pUrHiyeHHi aktuBHocTi CYP2C19.
[ToBimomisiocss, MmO TP CYNMyTHROMY 3aCTOCYBaHHI 3 OMEIpa30joM pIiBHI ara3aHaBipy Ta
Hen(iHaBipy B CHPOBATIl KPOBI 3HM)KYBAIUCS, TOMY iX CYIYTHE 3aCTOCYBAaHHS HE PEKOMEH[YETHCH.
[Ipu cynmyTHROMY 3acTOCyBaHHI omemnpasoiy (40 mr onuH pa3 Ha 100y) pa3om 3 atazanaBipom 300
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mr/putoHaBipoM 100 Mr y 310pOoBHUX ITOOpPOBOJBIIIB €KCHO3UIlIS aTa3aHaBIpy ICTOTHO 3HMIKYBajacs
(3nauenHss AUC, Cmax Ta Cmin 3MEHIITYBaIHCS NPUOIM3HO HA 75%). 30UIbIICHHS 103U aTa3aHaBipy 110
400 Mr He KOMIICHCYBAJIO BIUIMBY OMENpA30Jly Ha EKCIO3WIliI0 ara3aHaBipy. [Ipu cymyTHbOMY
3acTrocyBaHHI oMenpasony (20 mr Ha 100y) 3 arazanaBipom 400 mr/putonaBipom 100 mr y 310poBUX
JTOOPOBOJIBIIIB BiIMIYAIOCs 3HMKEHHS €KCIo3ullii arazaHaBipy mnpubmu3Ho Ha 30% mNOpiBHSHO 3
EKCIIO3HIII€I0, BIIMIYCHOIO TIPH 1110iIcHHOMY 3actocyBaHHi 300 Mr arazanaBipy/100 mMr putoHaBipy 6e3
omernpaszony B 103i 20 mr Ha n100y. CynyTHeE 3acTocyBaHHs oMenpasony (40 Mr Ha 100y) MPU3BOANIO
1o 3menmenns cepefnix 3HaueHb AUC, Cmax Ta Cmin HendinaBipy Ha 36-39%, a cepenHi 3HaYCHHS
AUC, Cmax Ta Cmin (papmMakosoriuHo akTUBHOTo MeTabomiTy M8 3HmkyBanucs Ha 75-92%. Uepes
noAiOHICTh (papMakoaMHAMIYHUX e(eKTiB Ta (PapMaKOKIHETMYHHUX BJIACTHBOCTEH OMENpasoly Ta
€30MeIpa3oy HE PEKOMEHAYEThCS 3aCTOCOBYBAaTH €30MEMpPAa30sl OJHOYACHO 3 ara3aHaBipoMm (JIuB.
po3ain «OcoOIMBOCTI 3aCTOCYBaHHS»); CYIyTHE 3aCTOCYBaHHS €30MemNpa3ony 3 HesdiHaBipoM
npoTHIokasane (auB. po3ai «IIpoTunokasanH).

Y xomi cymyTHbOI Tepamii omemnpaszoioMm (40 mr Ha n00y) Ta cakBiHaBipoMm (y IO€IHaHHI 3
PHUTOHABIPOM) MOBIIOMJISIIOCS, IIO PIiBHI CakBiHaBipy B cupoBaTii Kposi 3poctanu (80-100%).
JlikyBanHst omemnpazonom y a03i 20 mr Ha n00y HE BIUIMBAJIO Ha EKCIIO3WINIO JapyHaBipy (Y
NO€AHAHHI 3 PpUTOHABIpOM) Ta ammpeHaBipy (y TO€AHAaHHI 3 puToHaBipoMm). JliKyBaHHS
e3omenpaszoioM y no3i 20 Mr Ha 00y HE BIUIMBAJIO Ha €KCIO3UIII0 aMIpeHaBipy (y MO€IHAHHI 3
puToHaBipoM Ta 0e3 Hboro). JlikyBaHHs omemnpaszoioM y 1031 40 mMr Ha no0y He BIUIMBAlIO Ha
EKCIIO3HIIi0 JIOMiHaBIpy (Y MOEIHAHHI 3 PUTOHABIPOM).

Memompexcam

Y neskMx TAaIi€HTIB CIOCTEpiragocs MiABUINEHHS pIBHIB METOTPEKCaTy TMpU CYIMyTHbOMY
3acTOCyBaHHI 3 iHTiIOITOpaMu mpoToHHOi momnu. [Ipyu mpu3HaueHHI METOTpEKCcaTy y BHCOKHX J103aX
CJI1JI PO3TJISTHYTH MO>KJIMBICTh TUMUYACOBOI BIIMIHU €30MEMNpPa3oy.

Taxponimyc

[Tpu cymyTHROMY 3aCTOCYBaHHI €30MEIPa30Iy MOBIIOMIISIIOCS PO 30UIBIICHHS PIBHS TaKPOIIMYyCy B
cupoBartii kpoBi. [IoTpiOHO TPOBOAUTH MOCUICHUN MOHITOPUHT KOHIEHTPAIlli TAKPOIIMYCY, a TaKOX
¢byHKIiT HUPOK (KIIIpeHC KpeaTuHiHY); PU HeOOX1THOCTI — BIIKOPUTYBATH JO3YBAaHHS TaKPOJIIMYCY.
Jlikapcoki 3acobu, 6cMOKMYBaHHs AKUX 3anexcums 8i0 pH

3MEHIICHHS! KHUCJIOTHOCTI NIIYHKOBOTO COKY IIJI Yac JIKyBaHHS €30MENpa3oioM Ta IHIIMMHU
aikapcekuMu 3acob0amu rpynu IIIIT moxe 3HMWKyBaTH a0o MiJABHUILYBaTH aOCOPOIII0 JIKapChKUX
3ac001B, BCMOKTYBaHHS SIKUX 3alexuTh Bl pH nutyHkoBoro Bmicty. SIK 1 y BHUNAAKy 3 IHIIMMH
JIKapCbKUMHU 3aco0aMM, L0 3MEHIIYIOTh BHYTPIIIHBOLUTYHKOBY KHCIIOTHICTh, aOCOpOLis Takux
JTKapChKUX 3aC001B, K KETOKOHA30J1, ITPAKOHA30J1, & TAKOX EPJIOTUHIO, MOKE 3MEHIITYBaTHUCS, TOJII SIK
BCMOKTYBaHHsI TaKuX JIKapChbKUX 3ac00iB, K AUIOKCHH, MOXKE MiJBHIIYBAaTHCS MiJ 4ac JIKYBaHHS
ezomenpasoioM. CymyTHe 3acTocyBaHHsS oMmenpaszony (20 mMr Ha 100y) Ta JAUTOKCHUHY Y 30POBHX
JOOPOBOJIBIIB MiIBUILYBAIO 010A0CTYNHICTh TUTOKCHHY Ha 10% (y IBOX 13 JECATH TOCITIIKYBaHUX
oci6 — mo 30%). Pigko peecTpyBauCsi BHITAJKH TOKCHYHOCTI, CIPHYMHEHOI 3aCTOCYBaHHSIM
nurokcuny. IIpote ciin goTpuMyBaTucs 00€peKHOCTI MPU NMPU3HAUEHHI BUCOKUX 103 €30MEINpa3oiy
namieHTaMm JITHbOro BiKy. HeoOX11HO NOCUINTH KIIIHIYHUM JIIKApChKUA MOHITOPUHT AUTOKCUHY.
Jlikapcoki 3acodu, wo memabonizyromocs 3a yuacmio CYP2C19

Ezomenpazon € inriditopom CYP2C19, ocHoBHOrO ¢depmMeHTy, 10 MeTaboii3ye e30Memnpasol.
BignosigHo, mpu komOiHaIii e30Menpa3oiy 3 JIKapChbKUMHU 3aco0amMu, IO MeTaboJi3yroThcs 3a
yuactio CYP2C19, takumu sk Jia3zenam, OUTAIONpaM, iMimpamiH, KJIoMinpamiH, (EHITOiH TOmIo,
KOHIIEHTpalli HUX JIKapChKUX 3ac00iB y IUIa3Mi KPOBI MOXXYTh 3pOCTaTH Ta MOK€ BHHUKHYTH
notpeda y 3MeHIeHH1 ix go3u. Lle, 30kpema, ciif MaTu Ha yBasi, KOJIM €30MeNpa3oil MpU3HaYaeThCs
JUISL 3aCTOCYBAHHS B PEXHMI «3a MOTPEOOIO».

Hiazenam

CynyTHe 3acToCyBaHHS €30MeINpa3oiay B 1031 30 Mr mpu3BOIMIIO JI0 3HM)KEHHS KJIIpEHCy Jia3enamy,
cyoctpaty CYP2C19, na 45%.

Denimoin

[lpu cymyTHROMY 3acCTOCYBaHHI e30Mernpa3oiy B 7031 40 Mr y MamieHTIB 3 €MiJIeTcielo BiaMidamocs
3pOCTaHHs MiHIMaIbHOI KOHIEHTpalii ¢eHiToiHy B Iuia3mi KpoBi Ha 13%. Pexkomenayerbcs
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KOHTPOJIIOBATH PiBeHb (DEHITOIHY B IJIa3Mi KpOBI Ha MOYATKY Teparrii e30Menpa3ojioM abo y pasi ii

BIJIMIHH.

Bopukonason

3acrocyBanHs omenpaszony (40 mr onuH pa3 Ha n00y) 30umbmTyBanio Cmax Ta AUC: BOpHKOHA301Ty

(cyoctpaty CYP2C19) Ha 15% Ta 41% BianoBiaHo.

Hunocmaszon

OmMermnpaszon, a Takox e3omMenpaszon AitoTh sk 1HTIOITopu CYP2CI19. VYV Xomi mepexpecHoro

JOCTIPKEHHS 3aCTOCYBaHHS OMeIpa3oiry y 1031 40 Mr 370pOBUM JTOOPOBOJBISAM MMiABUNTYBAIO Cmax

ta AUC mmocrazoiny Ha 18% Ta 26% BiAMOBIIHO, a OJHOTO 3 HOTO aKTUBHUX MeTabomiTiB — Ha 29%

Ta 69% BiAIOBIIHO.

Luzanpuo

VY 310poBUX TOOPOBOJIBIIB MPU CYIMyTHROMY 3aCTOCYBaHHI 3 e3oMernpasojioMm (40 mr) mioma i

KPHUBOIO 3aJIS)KHOCTI KOHIICHTpaIlil nu3anpuay B mia3mi kposi Bix yacy (AUC) 3pocrana Ha 32%, a

nepiof] oro HamiBBUBeIEHHS (t/2) 3pocTtaB Ha 31%, ane 3HAYHOTO 3POCTAHHS MAKCHUMAJIbHOTO PIBHS

U3anpuay B IUIa3Mi KpoBi He crmocrtepirayniocs. HesHaunoro monosxkeHHs iHTepBany QTC, sike

crocrepirajgocs MNpU MOHOTepamii LMU3aNpuioM, IMPU CYIMYTHBOMY 3aCTOCYBaHHI IU3ANpHAY 3

€30MeIPa30JIoM HE BiaMidanocs (JIUB. TaKOXK po3ist «OcoOIMBOCTI 3aCTOCYBAHHSI»).

Bappapun

VY KIIHIYHOMY JTOCIIHKCHHI OyJI0 MOKa3aHo, 0 MPHU CYIyTHROMY 3aCTOCYBaHHI €30MeNpasoiy B 1031

40 mr y mamieHTtiB Ha (oHI Tepamii BappaprHOM Yac KOaryJsiii 3ajuilaBcs y MPUHHATHUX MEKax.

OpHak y micispeecTpariiiHoMy Mepioji MOBLIOMIISIIOCS MPO ACKiIbKAa OKPEMHUX BHITAJKIB KIIIHIYHO

3HAYYIIOrO MiJABUILIEHHS 1HACKCY MIXXHAPOAHOrO HOpMaiizoBaHoro cmiBBigHomeHHs (MHC) min gac

CYIyTHBOTO 3aCTOCYBAaHHS IMX JIIKAPCHKUX 3ac00iB. PEeKOMEHIOBaHO MOHITOPHMHT Ha TOYATKy Ta

miciIsl 3aKIHYEHHS CIUIBHOTO 3aCTOCYBaHHS €30Menpa3oiy Ha (oHi Tepamii BappaprHOM YU IHIIUMH

MOXITHUMH KyMapuHYy.

Knoniooepenw

Pesynbratn apmakokinetnunoi (®K)/bapmakogunamiunoi (PJ]) B3aemomii MikK KIiomigorpeaeM

(HaBaHTa)XyBaJbHA 103a 300 Mr/miaTpuMyroua 103a 75 Mr Ha 100y) 1 e30Menpa3osioM (IepopaabHO

40 mr Ha 700y), OTpMMaHi y XOJi TPOBEICHHS IOCTI/DKEHb 3a YYacTIO 3JI0POBUX JTOOPOBOJIBIIIB,

MOKa3ajl 3HUKEHHsI eKCHO3MII aKTUBHOTO MeTalouniTy Kiomigorpento B cepeanbomy Ha 40% i

3HM)KCHHSI MaKCHMAaJIbHOTO TIOKa3HWKa iHriOyBaHHs [iHmykoBaHoi ageHosunHaudochaTom (AD)]

arperariii TpoMOOIIUTIB B cepeqHboMy Ha 14%.

[lin wac mpoBeAeHHS MOCTIKEHHS 3a Yy4YacTIO 3/I0POBHX JIOOPOBOJIBIIIB, KOJM KJIOMIAOTPEIb

3aCTOCOBYBABCSI pa3oM 3 €30MempaszoiioM i anerwicaninuioBoio kuciotoo (ACK) y dikcoBaniii

koMOiHamii 103 (20 Mr + 81 Mr BINOBIAHO) Y MOPIBHSAHHI 13 3aCTOCYBaHHSAM KJIOMIIOTPENIO Y BUTJISAL

MOHOTepaIii, Biq3HAYaIOCs 3HIKEHHS €KCIO3MIll aKTUBHOTO METa0OMITy KJIOMIAOTPENo Mailke Ha

40%. Onnak, MaKCUMalbHI piBHI iHTi0yBaHHs (iHAyKOoBaHoi AJ[®D) arperamii TpOMOOIUTIB y IIUX 0Ci0

OynM OJHAaKOBMMHU B TPYIMi 3aCTOCYBAaHHS KJIOMIJOTPENI0 SIK MOHOTepamii i B TPyMi 3aCTOCYBAaHHS

KJIOMIOTpeITio pa3om 3 ezomerpasoiiom 1 ACK.

VY croctepexHHX 1 KIHIYHUX JOCHIHKEHHAX OTPUMAHO CYNEpewInBl aHi 00 KIIHIYHUX acIleKTiB

OK/®J] B3aemoiii €30MeIpa3oly CTOCOBHO BEJTMKUX CEPLEBO-CYAMHHUX MOAIN. K 3ar001KHUN 3aX1]

CYMyTHBOTO 3aCTOCYBAaHHSI €30MEIPa30Jly Ta KIOMIAOTPET0 HEOOXiTHO YHUKATH.

Hocnidacysani nikapcvki 3acodu 06e3 KNiHIYHO 3HaAYYuoi 83a€MOo0ii

Amoxcuyunin i Xinioun

byno BigmiueHo, 110 €30Menpa3osl HE YMHUB KIIHIYHO 3HAUYIIOrO BIUIMBY Ha (apMaKOKIHETHUKY

AMOKCHIIIIIIHY a00 XiHITUHY.

Hanpoxcen abo poghexoxcud

[TpoTsaroM KOPOTKOYACHHUX TOCIIHKEHb CYITyTHHOTO 3aCTOCYBAHHS €30MEMPa30ly 3 HAIPOKCEHOM 200

podexokcrndboM k0aHOT (hapMaKOKIHETUYHOI B3a€EMO/I11 MOMIYeHO He OyJIo.

BruuB iHIMX JiKapchbKUX 3ac00iB Ha JapMaKkOKIHETUKY €30MeNpa3ony

Jlikapcoki 3acobu, axi npueniuyioms akmugnicms CYP2C 19 ma/abo CYP3A4

E3omenpaszon Metabomizyerbess 3a jomomororo ¢epmentiB CYP2C19 ta CYP3A4. Cynythe

3acTocyBaHHs e3omemnpasony Ta iHrioiropy CYP3A4 xnapurpominuny (500 mr iyl Ha 100Yy)

npu3BOAUTH 0 NoaBoeHHs ekcrosullii (AUC) ezomemnpa3zony. CymyTHE 3aCTOCYBaHHS €30MEMPa30Iy
7
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ta komOiHoBaHoTO 1HTIOITOpY CYP2C19 Ta CYP3A4 MOXe mpu3BeCTH 0 OUTBII HIXK JTBOKPATHOTO
3pocTaHHs ekcrno3ulii ezomenpasony. Iuriditop CYP2C19 ta CYP3A4 BopukoHa307 MPU3BOAUB 110
nigsumenas AUC, omemnpazony Ha 280%. Kopekitis 7031 e30Menpasoity, K mpaBujio, He MOTpiOHA B
Oyab-aKiil 3 mux cutyaniil. OgHaK CliJ PO3MNIAHYTH MHUTAHHS MPO KOPEKII0 JO3M ISl Malli€HTIB 3
TSOKKUM TTOPYIICHHSM (DYHKIIIT TIEUIHKY Ta y pasi, K0 MOKa3aHOo JOBrOTPUBAJIC JIKYBaHHS.
Jlikapcoki 3acodu, wio indykyioms akmusenicmo CYP2C19 ma/abo CYP3A4
Jlikapcbki 3acobu, mo iHAYKYHTh akTuBHICTE CYP2C19 a6o CYP3A4 (taki sk pudaMIinuH Ta
3Bip00iii), MOXXYTb MPU3BOJAUTU A0 3HIDKEHHS PIBHIB €30MEINpPa30y y CHUPOBATIl KPOBI HUIAXOM
INPUCKOPEHHS MIBUAKOCTI HOro MeTadbomi3my.

imu
JlocmikeHHs J1iKapehbKoi B3a€MO/1ii IPOBOMIIMCS TIJIBKH 32 YYaCTIO TOPOCITHUX.

Ocobueocmi 3acmocy8anns.

[lpu HasBHOCTI OyIb-SKUX TPUBOXKHHX CHUMITOMIB (HANPHUKIA[, TaKMX SK 3HAYHA Oe3MpUYMHHA
BTpaTa Macu Tisa, nepioguuHe OnroBaHHS, Aucdaris, OIIOBaHHS 3 JOMIIIKaMH KpOBi abo MeseHa), a
TaKOXX NMPU HASBHOCTI BHPA3KH IUIyHKAa a00 MpH Mij03pi Ha HEl MOTPIOHO BUKIIOYMTH HASBHICTH
37I0SIKICHOTO HOBOYTBOPEHHS, OCKUIBKM JiKyBaHHsS HekciyMOM MoO)ke MpHU3BECTH A0 3TJIaJKyBaHHS
CHUMIITOMATHKH 1 BI/ICTPOYHUTH BCTAHOBJICHHS JIIarHO3y.

Hoszocmpokose 3acmocy8ants NiKapcbKo2o 3acody

[TamienTH, K1 NPUIMArOTh JTIKAPCHKUN 3aCi0 MPOTATOM TPUBAIOTO Mepioay (0COOIMBO MAIiEHTH, SIKi
OTPUMYIOTh JIIKyBaHHS OiJIbIIIe POKY), TOBUHHI 1epe0yBaTH i peryJIsipHUAM HATJISIO0M JIiKapsl.
Jlikysanns 3a nompe6oio

[MamienTH, sxi npuitMatots Hekciym 3a moTpe6oto, TOBUHHI OyTH MPOIHCTPYKTOBAHI MPO HEOOXITHICT
3B’s13aTHCS 31 CBOIM JIiKapeM MpH 3MiHI XapaKTepy CUMIITOMIB.

Epaouxayin Helicobacter pylori

[Ipu npusHaveHHi e3omenpasony s epaaukanii Helicobacter pylori cinin BpaxyBaTu MOXIHBICTH
JIKapChbKUX B3a€EMOJIN MK yciMa KOMIIOHEHTaMH MOTpidHOI Tepamii. KnapuTpoMiliH € MOTYyXKHUM
iribiTopom CYP3A4, ToMy npu mpu3Ha4eHHI MOTPiHHOI Teparmii mamieHTaM, sKi OTpUMYIOThH 1HIII
JiKapchKi 3acobu, mo meradomizyrorbes 3a yuyacTio CYP3A4 (manpukiaa uusanpui), HEOOXiTHO
BPaxOBYBaTH MO>JIMBI TPOTUIIOKA3aHHS 1 B3aEMO/II1 KJIAPUTPOMIIIMHY 3 IUMH JIIKAPCHKUMH 3aCO0aMH.
LInynxoso-kuwixosi ingexyii

3acTocyBaHHs 1HT10ITOPIB MPOTOHHOI MOMIM MOXE JAEUIO MiJIBUIIUTH PU3MK PO3BUTKY LLTYHKOBO-
KUIIKOBHX iH(DekIii, Takux sk Salmonella ta Campylobacter (muB. po3ain «®apmakoanHaMika).
Bcemoxkmyesanns eimaminy Bi2

E3omenpa3on, sk 1 Bci JIIKApChKI 3aco0M, siKi OJOKYIOTh CEKpelil0 KHUCIOTH y LUIYHKY, MOXeE
3MEHIIIyBaTH BCMOKTYBaHHsS BiTaMiHy Bi2 (miaHokoOamaMiHy) BHACHiIOK PO3BUTKY Trimo- abo
axjopriapii. Ile cnig BpaxoByBaTH y pa3i NMPOBEACHHS JOBIOCTPOKOBOIO JIIKYBAaHHS MAIlEHTIB 31
3HUKEHUMHU 3armacamMu BiTamiHy Bi2 B opradisami a0o mnarmieHTiB 3 (akTopaMu pPHU3HKY IIO0A0
3HM)KEHOT'0 BCMOKTYBaHHs BiTaMiHy Bio.

T'inomacniemia

[Ipo TsaxKy ¢opMy TrinmomarHiemii MHOBITOMIISUIOCS Yy MAIll€HTIB, sSKi OTPUMYBAIM JIIKYBaHHS
iHridoitopamu nporonHoi nommnu (II1I1), Takumu gk e3omenpazosi, IIOHANMEHIIE MPOTITOM TPHOX
MiCsIiB, a y OUIBIIOCTI BUNAJAKIB — HPOTAroM pPOKY. MOXYyThb CHOCTEpiraTucsi Cepio3Hi NposBU
rimoMartiemii, Taki ik BTOMa, TE€TaHis, IENIpii, CyJOMH, 3allaMOPOUYCHHS Ta MITYHOYKOBA apUTMIs,
ajie Il CUMIITOMU MOXYTbh PO3IOYaTHCS HEMOMITHO 1 IX MOYKHA MPOMYCTUTH. Y OUIBLIOCTI BHUIAJKIB
CTaH TMAlll€HTIB, y SKHUX CIOCTepiraigacs TillOMarHieMis, MOKpallyBaBCs IMICIS 3aMICHOI Teparnii
MarHieMm i npunuHeHHs jdikyBanHs IT1I1.

[IMono mari€HTiB, fKi, K OYIKY€TbCSA, OyIyTh 3HAXOMUTHUCS HAa TPUBAJIOMY JIKyBaHHI, a0o0 II0J0
NAI€HTIB, SKI OTpuMYIoTh JikyBaHHs IIII1 cymicHO 3 TUTOKCMHOM abo0 JiKapChKUMHU 3ac0o0aMH, IO
MOKYTh CIIPUYMHUTH PO3BUTOK TiMIOMarHieMii (Hampukiaj 3 JlypeTUKaMH), MEIUYHUM IpalliBHUKAM
CJIiJl PO3TJSHYTH NHUTAaHHS NMPO BHU3HAYEHHS DIBHIB MarHito mepea mouyaTkoM JjikyBanHsa IIIIT Tta
NEePIOJMYHO MPOTITrOM Teparnii.

Puzux sunuxknenmns nepenomie
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[HTi6iTOPH MPOTOHHOI MOMITH, OCOOJIMBO MPHU 3aCTOCYBaHHI Y BEJIMKUX J03aX Ta MPOTITOM TPUBAJIOTO
JikyBaHHA (> 1 poky), A€AKOI0 MIpOI0 MOXKYTh ITiJIBUIIYBAaTH PU3HK IEPEIOMYy CTErHa, 3aIl sICTKa Ta
xpeOTa, MEepeBaXHO y MAIEHTIB JIITHHOTO BIKY a00 3a HasBHOCTI IHmMUX (hakTopiB pu3uKy. JlaHi,
OTPUMaHI y XOJi CIIOCTEPEXKHHUX IOCITIKEHb, CBIAYaTh MPO T€, L0 IHT1OITOPHM MPOTOHHOI MOMIIH
MOXXYTb ITJIBHIIYBAaTH 3arajbHui pu3uk nepenomiB Ha 10-40 %. Jleski BUMMAIKK TaKOTO 301IbIIICHHS
KUJIBKOCTI TEpesloMiB MOXKYThb OyTH TOB’si3aHi 3 iHIIMMHU (akTopamu pusuKy. IlarienTu 3 pu3uKoM
PO3BHUTKY OCTEONOPO3y IIOBUHHI OTPUMYBAaTH JIKYBaHHS BIAMOBIAHO JO JIIOYMX KITIHIYHHX
pEKOMEH Al Ta aJIeKBaTHY KIJIbKICTh BiTaMiHy D 1 KambIlito.

1liococmpuii wikipnui yuepgonuti eosuax (I111I49B)

IIpu 3acTocyBanHi iHTi0iTOpiB NMpoTOHHOI mommu Bumaaku [TIIIYB O6ymu myxe pigki. Y pasi nosiBu
ypakeHb, OCOONMBO Ha BIAKPUTHX COHIIO MAUISHKAX IIKIpH, 1 SKII0O BOHU CYNPOBOIKYIOTHCS
apTpairi€ro, NAIllEHT IOBMHEH HEraHO 3BEPHYTUCS 3a MEIUYHOI0 JOIOMOrOK, a MeIWYHHM
NpaliBHUK MOBUHEH PO3TJISIHYTH MUTAHHS MPO NPUIUHEHHS NpUHOMY JliKapchkoro 3aco0y Hekciym.
Pozutok IMIIIYB micns jgikyBaHHS OJHHMM 3 1HTIOITOPIB MPOTOHHOT MOMIU MOXE 30UTBIIUTH PUHK
nossu [THIYB npu 3acTocyBaHHi iHIIUX 1HT10ITOPIB MPOTOHHOT IIOMITH.

Kombinayia 3 inwumu nikapcokumu 3acobamu

CyMicHe 3acTOCyBaHHsI €30MEMpa3oily 3 aTa3aHaBIPOM HE PEKOMEHIYEThes (IUB. po3ain «B3aemois 3
IHIIMMH JTIKQpCbKUMH 3aco0aMy Ta 1HIII BHJIM B3aeMOJiN»). SIkmo komOiHamii arazaHaBipy 3
1HT10ITOPOM MPOTOHHOI MOMIIM YHUKHYTH HEMOXKJIMBO, PEKOMEHAYETHCS PETEIBHO KOHTPOIIOBATH
KIIIHIYHUHA CTaH MAIliEHTIB, a TAaKOX MiJBUIMUTH 103y arazanaBipy a0 400 mr 31 100 mr putoHnasipy;
103y e3oMenpaszony 20 Mr mepeBUIyBaTH HE CITIT.

E3omenpaszon € inriditopom CYP2C19. Tomy Ha moyarky abo miJ 4Yac 3aKiHUYEHHS JIKyBaHHS
€30MeIpa30JIoM CIIiJl MaTH Ha yBa3i MOXIIMBICTh B3aEMO/IIi €30Menpa3oiy 3 JIKapChbKUMHU 3aCO0aMH,
MeTaboumi3M SKUX TpoxoauTh 3a yuacTio CYP2C19. B3aemois criocTepiraeTbes MixK KIIOMIIOTPENEM i
esomenpazoioM (auB po3ail «B3aemonis 3 IHIIMMH JIKApCHhKUMHU 3aco0aMu Ta I1HOI BUIA
B3aemojiit»). KiliHiuHa 3HAYUMMICTh Ii€l B3aeMOJIi 3aIMIIAEThCS HEBH3HAYCHOW. SIK 3amoODKHUMN
3axiJ CyIyTHHOT'O 3aCTOCYBaHHS €30MENPa30JTy Ta KJIOIMIIOTPEITI0 HEOOXITHO YHUKATH.

[Tpu3navaroun e30Menpason sl 3aCTOCYBaHHS B PEXKUMI «3a TOTPeOOIOY», y 3B’ SI3KY 3 KOJIMBAHHIMHU
KOHIIEHTpAIlId €30Menpa3oily B IUIa3Mi KPOBI CJiJi BpaXOBYBaTH HACTIJAKH B3a€MOJIIi JIIKAPCHKOTO
3aco0y Hekciym 3 iHIIUMH JIKapChKUMU 3aco0aMu, AUB. Po31ia «B3aemomis 3 1HIIMMU JTIKAPCHKUMHU
3aco0amu Ta iHIII BUAHM B3aEMOIIIN.

Tsonexi wikipui no6iuni peaxyii (SCARS)

VYV 3B’A3Ky 3 JIKyBaHHSM €30MEIpa30JioM MOBIIOMIISIIOCA NPO YK€ PIAKICHI BHUIAIKH TSKKUX
mkipaux mobiynux peakuid (SCARS), BkIrouHO 3 eputemoro Oaratodopmuoro (EM), cunapomom
CriBeaca — J[xoHcona (SJS), Toxcuunmm emigepMaabHuM Hekpomizom (TEN) Ta peakmiero Ha
JikapchKuit 3aci0 3 eozuHodimiero Ta cucreMaumu cumnromamu (DRESS), sixi MoxkyTh HecTu 3arposy
KHUTTIO.

[TaienTn MaroTh OyTH TOIH(OPMOBAaHI MPO MOXKIIMBI O3HAKM Ta CHUMITOMHM TSKKUX IIKIPHUX
noGiunux peakmin EM/SJS/TEN/DRESS i moBuHHI HerailHO 3BepTaTHCS 3a KOHCYJIBTAIIEI0 IO CBOTO
JiKaps y pasi MosiBU Oy/Ib-sIKUX XapaKTepPHUX O3HAK a00 CUMIITOMIB.

VY pasi nosiBM 03HAK Ta CUMITOMIB TSDKKUX IIKIPHUX peakiii moTpiOHO HEraiHoO MPUIMHUTH IPUHOM
€30MeIpa3oly Ta HaJaTH JI0JJaTKOBY MEIUYHY JOMOMOTrY/3a0€3MeUnuTH peTeabHUH KOHTPOJIb CTaHy
TMali€exTa.

He noTpiOHO MOBTOpHO NpH3HAYATH JiKapchkuii 3aci6 namientam 3 EM/SIJS/TEN/DRESS.

Caxaposza

Jlanwuii nikapchbKuii 3aci0 MICTHTH caxapo3sy.

1 TabreTka, BKpUTA MJIIBKOBOIO 000JIOHKOO, 10 20 MI' MICTUTB 28 MT caxapo3u.

[TamieHTamM 3 PIAKICHOI  CMAJKOBOIO  HEMEPEHOCHUMICTIO  (DPYKTO3H, TITFOKO30-TalaKTO3HOIO
ManbalOcopOiriero abo caxapas3o-130MaNbTa3HOIO HEAOCTATHICTIO HE CHiA MpUiMaTH 1eH JIIKapChKHUi
3acib.

Bnnue na pezynomamu nabopamoprux 0ocniodxcens

UYepes minBuiieHHs1 piBHA XpoMorpaHiny A (CgA) MOXIUBUI BIUIMB Ha PE3yJbTaTH J1a00OpaTOPHUX
JOCIIJIKCHb 3 BHUSBJICHHS HEHPOSHIOKPUHHUX MyXJuH. 1100 YHHUKHYTH TaKOTO BIUTHBY, JIIKYBaHHS
€30MeIpa30joM MOTPIOHO MPUIMHUTH IOHAWMEHINe 3a 5 JHIB 0 BUMiptoBaHHs piBHIB CgA (auB.
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posmin «®apmakoauHamika»). SIKmio micis mepmoro Bu3HaueHHS piBHI CgA Ta TacTpuHy HE
MOBEPHYJIUCA 10 pedepeHTHOro miama3oHy, aHali3 HEOOXiTHO TOBTOpPHUTH 4Yepe3 14 nHIB micis
3aBEPILCHHS JIIKYBaHHS 1HT101TOPOM MTPOTOHHOT TTOMITH.

Bmicm nampiio

B onHiii TabneTIii bOTO JIKAPCHKOTO 3ac00y MICTUThCS MeHIe 1 MMoub Hatpito (23 Mmr), ToOTO HOro
MO>KHA BB2XKaTH TaKHMM, [0 HE MICTHTh HATPIIO.

3acmocysanus y nepioo eazimnocmi abo 200y8aHHA 2pyO0io.

BaritHicTb

Ha meii yac Hemae mOCTaTHBOI KUIBKOCTI KIIHIYHHMX JaHUX MPO 3aCTOCYBAHHS JIIKAPCHKOTO 3acoly
Hexkciym mig gac BaritHOCTI. JlaHi emigemMionoriyHux AOCHIHKEHb 3aCTOCYBAaHHS PalEMidyHOi cyMili
OMENpPa30Jly B MEpioJl BariTHOCTI CBiYaTh MPO BIJACYTHICTh PU3UKY BPOKEHUX BaJl PO3BUTKY Ta
TOKCHYHOTO BIUTUBY JIIKAPCHKOTO 3ac00y Ha TIiA. Y JOCIIPKEHHSIX €30MEeNpa3oiy y TBapuH He Oyio
BUSIBJICHO TMPSMOTO YW ONOCEPEIKOBAHOIO IIKIJJIWBOIO BIUIMBY Ha eMOpioHAJIbHMI/(eTaapHul
PO3BHUTOK. Y JOCHIPKEHHSX paleMiuyHoi CyMiln Ha TBapuHaxX HE OyJi0 BHSBICHO MPSMOTO YU
OIIOCEPEIKOBAHOIO MIKIUIMBOTO BIUIMBY Ha MEpPeOir BariTHOCTI, IMOJIOTH Ta MOCTHATAILHUHA PO3BUTOK.
Cri 3 00epeKHICTIO TPU3HAYATH JTIKAPCHKUH 3aCi0 BariTHUM JKiHKaM.

[TomipHa KUIBKICTh TaHUX CTOCOBHO BariTHUX iHOK (Bix 300 mo 1000 BUIIaaKiB BariTHOCTI) CBIAYNTh
PO BIACYTHICTH PH3UKY BPOJUKEHUX BaJl PO3BHTKY a00 TOKCHYHOTO BIUIMBY €30MEIPa30y Ha CTaH
IUIO/TY/3710POB’ S HOBOHAPOKEHOT TUTHHH.

PesynbraTi mocnmipkeHh Ha TBapuWHAX CBigYaTh MPO BIJACYTHICTH MPSIMOi YM OIOCEPEIKOBAHOI
HIKI/UIUBOI i JTiKapchbKoro 3aco0y Ha penpoayKTHUBHY (YHKIIIO 32 paxyHOK HOro TOKCHYHOTO
BILJIUBY.

I"'ogyBaHHS TPYIIIO

HeBimomMo, un e30Menpa3oi MPOHUKAE y TPYJHE MOJIOKO JIFOAWHU. [H(popMaIii mpo HACTiIKK BILTHBY
€30MeNpa3ojly Ha HOBOHAPO/KEHUX/TPYIHUX JiTed HemocTtaTHhO. FE3zomempasonm He Ciif
3aCTOCOBYBATH ITiJ1 4ac TOTyBaHHS I'PYIIO.

DepTUITLHICT

PesynbraTi AOCHIPKEHb palieMiyHOi CyMIiIll OMEINpa30jiy Ha TBapHHAX BKa3ylOTh Ha BIJICYTHICTb
BITUBY OMENPa30iIy Ha PEepTUIBHICTD Y pa3l MepopaibHOro 3aCTOCYBAHHS JIKapChKOT0 3aco0y.

30amuicmy énaueamu Ha WEUOKICMb peakyii npu KepyeauHi aemompaHcnopmom abo iHuwuMu
MeXaHizmamu.

E3omenpaszon 4MHWTH HE3HAYHHWI BIUIMB HA 3JIaTHICTh KEPyBaTH TPAHCIOPTHHMH 3acobamMu abo
NpPaIOBaTH 3 IHIIUMHM MexaHi3MaMu. [IoBioMIIseThCs Mpo Taki MOOIYHI peakiii, IK 3aaMOpPOYEHHs
(medacto) 1 HeWiTKICTh 30py (piako) (muB. po3ain «[loGiuni peakiii»). Skmo Taki posnagu
CIIOCTEPITaloThCsl, MAIliEHTaM He CIIiJ] KepyBaTH TPAHCIIOPTHUMH 3aco0amu abo MpaIfoBaTy 3 IHITUMH
MeXaHI3MaMH.

Cnoci6 3acmocysanns ma 0o3u.

203 YBaHHA

[lopocni
T'acmpoeszoghazeanvra pegpnroxcna xeopooda (I'EPX)

- JlikysanHs epo3ueno2o peghniokc-esogazimy

40 mr ouH pa3 Ha 700y IpOTATroM 4 THXKHIB.

[TamienTam 3 HEBWIIKYBaHUM e30(]aritoM abo CTIMKMMH CUMITOMAaMH PEKOMEHIYETHCS JTOAATKOBO
3aCTOCOBYBATH JIIKAPCHKUI 3aci0 MPOTATroM 4 THKHIB.

- Jlosecompusane nikyeanHs nayicHmie 3 GUNIKY8aAHUM e30(azimom 3 Memoro 3ano0ieanHs peyuousy:
20 Mr oauH pa3 Ha 100y .

- Cumnmomamuute 1iKy8anHs ecacmpoesoghazeanvroi pegarokchoi xeopoou (I'EPX)

Jlo3a s mamieHTiB 6e3 e3odarity ctaHoBUTh 20 MI OJIMH pa3 Ha 100y .
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Sxmo micns 4 TYOKHIB JIIKYBaHHS KOHTPOJIIO HAJ CUMITOMAMH JIOCSATTH HE BAAJIOCS, MAIIEHTY CIiJ
MPOUTH JoAaTKoBe 0OcTexeHHs. [licis 3HUKHEHHS CUMITOMIB JUISI X MOJMANBIIOTO KOHTPOIIIO MOXKE
Oytu goctatHiM 3actocyBaHHs 20 mMr oawH pa3 Ha 100y. [Ipm HEOOXiTHOCTI MOXKHA TEPEeUTH Ha
IpUHOM JIIKapCHKOTO 3ac00y B PEeXUMIi «3a MOTPe0O0I0», TOOTO 3aCTOCOBYBATH JIKApChKUN 3aci0d 1o
20 Mr oMH pa3 Ha 100y. He pekomMeHay€eThes 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y «3a MOTpeOOoIo» I
MOJAJBIIOTO KOHTPOJIIO 32 CHMIITOMAaMH TAIllEHTaM 3 PU3UKOM PO3BUTKY BHUPA30K IIIIYHKA Ta
JIBAaHAIIATHIIAION KAIIKH, K1 TpuiiMarots HIT3I1.

V' kombinayii i3 6i0nosionumu anmubaxmepiaibHUMU JIIKYBATbHUMU 3aco0amu 01 epaoukayii
Helicobacter pylori ma

- IIKY8AHHA 8UPA3KU 08anaoyamunanoi kuwxu, cnpuyunenoi Helicobacter pylori, ma

- 3anobicanHs peyuougy NenmuyHux 8UPA3oK y nayicHmie 3 supaskamu, symoerenumu Helicobacter
pylori:

20 mr Hekciymy 3 1 r amokcummiiny ta 500 Mr KiIapuTpOMIIIMHY, 3a3HA4Y€HI JIIKaApChKi 3aco0u
3aCTOCOBYIOTH JIBidi Ha 100y MPOTITroM 7 THIB.

Tayienmu, axi nompedyioms mpueano2o 3acmocy8anHs HeCmepoiOHUX NPOMU3ANATLHUX NPenapamis
(HII3I)

- JIikyeanHs upazox wiyHka, 3ymoenenux sacmocyeanuim HII3II:

3BHYaiiHa 1032 cTaHOBUTH 20 MT OfMH pa3 Ha 100y. TpuBamicTh JNiKyBaHHSA CTAHOBUTH 4—8 THKHIB.

- [lpoghinakmuxa eupazox wiiyHKa ma 08aHAOYAMUNALOL KUWKU, 3yMosieHux 3acmocysanuam HII311,
Y nayienmis, AKi HanexHcams 00 SpYnu pUsUKy:

20 Mr onuH pa3 Ha 100y .

Jixysanns cunopomy 3onnineepa — Ennicona

PexomennoBana mouaTkoBa Jo03a Jikapchkoro 3aco0y Hekciym cranoButh 40 Mr aBiui Ha 100y. Jami
03y JIKAPCHKOTO 3ac00y KOPHUTYIOTh I1HAWBIIyalIbHO; JIIKYBaHHS TPUBAE TaK JOBro, SIK I[bOTO
BUMAararoTh KIIHIYHI MOKa3aHHSA. Buxonsuu 3 HasgBHUX KIIHIYHUX JAHUX, Yy OLIBIIOCTI MAalli€HTIB
KOHTPOJIb CTaHy MOK€ OyTH IOCATHYTHH npu no3ax Bix 80 mo 160 mr ezomemnpasoiny Ha 100y. Skio
103U mepeBuIyoTh 80 Mr Ha 100y, 03y CIi PO3ALTUTH 1 3aCTOCOBYBATH ABidl HA J00Y.

Ocobnusi epynu nayienmis

Topywenns Hupkosoi ynkyii

[TamienTamM 3 HOpYLIEHHSM HUPKOBOI (YHKLII KOpEKIis 103U He MoTpiOHa. Yepe3 oOMekeHICTb
JIOCBIy 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y TMalli€HTaM 13 TSHKKOK HUPKOBOIO HEJOCTATHICTIO MpHU
JIKyBaHHI TAKMX MALI€HTIB CIiJ JOTPUMYBATUCS 00epekKHOCTI (IUB. po3ain «DapMaKOKiHETHKAY).
Topywenns neyinkogoi hynkyii

[TamieHTamM 3 MOpPYIIEHHSAM IEYiHKOBOI (YHKIIi BiJ] JIETKOrO JO TOMIPHOTO CTYIHEHS TSKKOCTI
KOpeKLisl J03M He MoTpiOHa. MakcumasibHa [03a Jikapchbkoro 3aco0y Hekciym [uisi maiieHTiB 3
MNOPYUIEHHSAM MeUYiHKOBOI (YHKII{ TSHKKOTO CTYIEHs HE MOBHHHA nepeBHilyBaTH 20 Mr (AMB. pO3Zil
«DapMaKOKiHETHKA).

llayienmu nimnvo20 8iKy
[TamienTam JITHHOTO BIKY KOPEKIIis JO3M JiKapChKOro 3aco0y He moTpiOHa.

Jitn

Himu sixom 6i0 12 pokis

T'acmpoeszoghazeanvra pegpnoxcna xeopooda (I'EPX)

- JlikysanHs epo3uenoeo peghriokc-esopazimy:

40 mr oguH pa3 Ha 00y IpoTAroM 4 THXKHIB.

[TamienTam 3 HEBWIIKYBaHUM e30(]aritoM abo CTIMKMMH CUMITOMaMH PEKOMEHIYETHCS TOIATKOBO
3aCTOCOBYBATH JIIKAPCHKUIL 3aci0 MPOTATOM 4 THIKHIB.
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- Jlosecompusane nikyeanHs nayicHmie 3 GUNIKY8AHUM e30¢hazimom 3 Memoro 3ano0ieanHs peyuousy:.
20 Mr oauH pa3 Ha A00y.

- Cumnmomamuune 1iKy8anHs ecacmpoesoghazeanvroi pegarokchoi xeopoou (I'EPX)

Jo3a s namieHTiB 6e3 e3ogarity ctaHoBuTh 20 Mr oguH pa3 Ha A00y. Skmio micns 4 THXXHIB
JIKyBaHHS KOHTPOJIIO HaJl CUMITOMAaMU JOCSTTH HE BJAJIOCS, MAILIEHTY CIiJ HTPOWUTH JOIATKOBE
oOctexxeHHs. [licis 3HUKHEHHS CUMNTOMIB JJIS iX MOAAJBIIOTO KOHTPOJIO MOXKE OYTH JOCTaTHIM
3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y B 1031 20 Mr oMH pa3 Ha J100Y.

Jlikysanns supasku osanaoysmunanoi kuwiku, cnpuuunenoi Helicobacter pylori
[Ipu BuOOpiI BiamoBiAHOI KOMOiIHOBaHOI Tepamii ciiJi BpaxoByBaTH OQIIiiHI 3araJibHOJEpKaBHI,
perioHaibHI Ta MICHEBI peKOMeHamii moa0 OakTepianbHOI PE3UCTEHTHOCTI, TPUBAJIOCTI JIIKyBaHHS
(3a3Buyaii 7 aHiB, aje iHoAl 10 14 AHIB) Ta HAJIEKHOTO 3aCTOCYBAaHHS aHTHOAKTEPIaTbHUX JIIKAPChKHUX
3ac00iB. JIikyBaHHS IOBUHHO MPOBOAMTHUCS M1 HATJIAAOM (haxiBLIs.
PexoMenaaiii 1010 103yBaHHs JIIKApPChKOr0 3ac00y

Maca Tina JlozyBaHHs

3040 kr |Y komOinHamii 3 aBoma aHTuOioTHKamu: Hekciym 20 mr, amokcumwiia 750 mr i
KJIApPUTPOMILIMH 7,5 MI/KT MacH Tijia — BCl JTIKapChKi 300U 3aCTOCOBYIOTh OJJTHOYACHO
1Ba pa3u Ha 700y MPOTATOM OJHOTO THXKHSL.
> 40 xr Y komOiHamii 3 gBoma aHtuOiotmkamu: Hekciym 20 mr, amokcumwilH 1T i
KiapuTpoMinH 500 Mr — BCi JIiKapchKi 3aCO0M 3aCTOCOBYIOTH OJTHOYACHO JIBa Pa3d HA
100y MPOTSTOM OJHOTO THIKHSL.

Himu eixom 0o 12 pokis
Hexkciym, TabneTku, BKPUTI TUTIBKOBOKO OOOJIOHKOIO, HE CJIiJT 3aCTOCOBYBATH JITSAM BiKOM 110 12 poKiB,
OCKIUIBKHM JaHi MIO/I0 TAKOTO 3aCTOCYBaHHS BI/ICYTHI.

Cnocib 3acTocyBaHHS

TabneTky cnil KOBTAaTH LU0, 3alMBalOud piguHOK. TalneTku He Ciij po3kKOByBaTH abo
noapiOHoBaTH. [l MamieHTIB, SKI BiAYyBalOTh TPYIHOII MPU KOBTAHHI, TAOJETKH MOXHA TaKOXK
PO3YMHUTH Yy MOJIOBUHI CKJISTHKM HEra3oBaHoi Boau. He ciiij 3acTocyBaTH iHIII PiAMHUA, OCKIIBKU BOHH
MOXYTh PO3UYMHUTH KHUIIKOBOPO3YMHHY O0OJOHKY. Po3mimaTtu g0 posmagy TaOJeTOK, Micis 4Ooro
piAMHY 3 TpaHyJaMH CIiJ BUIUTH Bifpazy abo mpotsrom 30 xBuivH. HamoBHUTH CKJISTHKY BOOIO
HAIOJIOBUHY, PO3MIIIATH 3JIMIIKY 1 BUnuTH. He ciin po3:xoByBaTH ab0 1MoApiOHIOBATH I'paHyJIH.

Jnis mariexTiB, SKI He MOXYTh KOBTAaTH, TaOJETKU CIIiJl PO3YMHUTH B HETa30BaHiil BOJ1 1 BBECTH yepes
NUTYHKOBUI 30HA. BaXXIMBO peTenpbHO MEPEeBIpUTH TPUAATHICTH OOpaHOro INIpHIA Ta 30HAA.
IHCTpyKILIT 111010 MIATOTOBKU Ta BBEJIEHHS JIIKaPCHKOT0 3acO00y Yepe3 30H]] HaBECHI HUXKYE.

Beeoenns nixapcvkoeo 3acody uepes wiaynkosuii 30H0

1. IToMicTiTh TabNETKY y BIAMOBIAHUI MIIPHUIL 1 HAOEPITh B MIIPULL TPUOIU3HO 25 MII BOIU Ta OJIM3BKO
5 M moBiTps. st n1eskux 30HIIB MOXe OyTH MOTpiOHE PO3BEACHHS JIIKApChKOTro 3aco0y B 50 M
BOJIU /IS TOTO, 100 YHUKHYTH 3a0MBaHHS 30H/1a TpaHyIaMu TaOJIeTKH.

2. Bigpasy modmHaiTe CTPYUIyBaTH IINPHUI] MPOTATOM NPUOIM3HO 2 XBWIMH JUII PO3YMHEHHS
TaOJIETKHU.

3. Tpumaiite mWpHIl HAKOHEYHUKOM BrOpY i IEPEKOHANUTECS Y TOMY, 110 HAKOHEYHHK HE 3a0HMBCH.

4. ITix’enHaiiTe MNpuI 0 30H/a, IPOJOBXKYIOUM YTPUMYBATHU IIIPULL CIPSIMOBAHUM BIOpY.

5. Crpycith mmpuIl Ta TEepeBEpHITH HOro HAKOHEYHHWKOM mMoHM3Y. HeraitHo BBenmith 5-10 mn
PO3YMHEHOTO JIIKapchbkoro 3aco0y y 3oHA. [licisg BBeOEHHS MOBEpHITh IINPULl B TONEPEIHE
MOJIOKEHHS 1 CTpPYyCiTh (WIMpHUI] MNOTPIOHO YTPUMYBaTH HAKOHEYHUKOM Bropy Il YHUKHEHHS
3a0MBaHHS HAKOHEYHHKA).

6. [lepeBepHiTh MMPUI] HAKOHEYHHKOM BHHU3 1 BBediTh mie 5-10 mu mikapcbkoro 3aco0y B 30HI.
[ToBTOPITH 1110 MPOLIEAYPY 10 TOBHOT'O BUIMIOPOKHEHHS IITIPUIIA.

7. HabepiTh y mmpuil 25 M1 BOAK Ta 5 MJI MOBITPS Ta MOBTOPITH MYHKT 5, AKIO NOTPiOHO, 11100 3MUTH
ocaj, 10 JTUIIKBCA y mmpuii. s Aeskux 30H11B MoTpiOHO Habupatu 50 M1 Bou.
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Himu.

Hexkciym, TabneTku, BKpUTI IUTIBKOBOIO 000JIOHKOIO, HE CIIiJT 3aCTOCOBYBATH JIITSAM BIKOM 110 12 poKiB,
OCKUJTBKH JIaHi MO0 TaKOTO 3aCTOCYBAaHHS BIJCYTHI.

3acTOCOBYIOTH AITSM BIiKOM BiJl 12 pOKIB IPH TaKKUX MMOKa3aHHSIX:

L'acmpoesogpazeanvna pepriokcna xéopoba (I'EPX)

- TIKyBaHHS €pO3UBHOTO peditokc-e3odarity;

- IOBrOTPHBAJIC JIIKYBaHHsI MAIIEHTIB 3 BIIKYBaHUM €30(ariToM 3 METOIO 3ar00IraHHsI PEeLUIUBY;

- CUMIITOMATHUYHE JIIKyBaHHS ractpoe3odareaibHoi peduitokcHoi xBopoou (IEPX).

VY mnoenHaHHi 3 aHTUOIOTHMKAMHM MpH JIKYBaHHI BUPAa3KW JBAaHAAUATUIANOI KHIIKH, 3yMOBJIEHOL
Helicobacter pylori.

Ilepeoo3ysanns.

Ha meii wac maHi moA0 HaBMHCHOTO MEpeO3yBaHHS Iyke oOMexeHi. CHMITOMH, ONMHUCAaHI MpH
pUoOMi JIiIKapCchKoro 3aco0y B 1031 280 MI, BKIIOYAIW CUMIOTOMH 3 OOKY NITYHKOBO-KHIITKOBOTO
TPakTy Ta cnabkicTh. PazoBuil mpuiioMm e3oMenpaszony B 1031 80 MI HE BUKIMKAB JKOJHUX HETaTUBHUX
HaciakiB. CnenudiuHuid aHTUIOT HeBioMuid. E3oMernpasosn 3HaYHUM YMHOM 3B’SI3YEThCS 3 OLIKaMu
IUIa3MHA  KPOBi, TOMY BHBEJICHHS 3a JOIMOMOIOK Jiamizy He 3HayHe. SIK 1 mpu Oynab-skomy
nepeao3yBaHHi1 CIij] HalaTH CUMIITOMATHYHE Ta 3arajibHe MiITPUMYIOoUe JIIKyBaHHS.

Hoo6iuni peakuii.

Pesome npoghinto 6esnexu

Cepen TX MOOIYHHMX peakiiid, siIKi HAMOIIBII YacTO 3yCTPIUAIOThCA MiJ Yac MPOBEACHHS KIIHIYHUX
JNOCTIKCHb (a TakoX Yy Tepioj MiCAAPeECTPaIlifHOTO 3acTOCYBaHHS JIKApChKOrO 3acoly),
BIIMIYaIOThCSl TOJIOBHUUM Oinb, OLIb y JKHUBOTI, niapes i HyaoTta. Kpim Toro, mpodins Oesneku
3aCTOCYBaHHS JIKapChKOTO 3aco0y € OJHAKOBHM Ui DPI3HHX JIKApChbKUX (OpM, MOKa3aHb IS
MPU3HAYCHHS JIIKYBaHHS, BIKOBUX TPyN Ta MOMYJSALii mamieHTiB. J[0303al1eKHUX MOOIYHUX pPEaKIIii
BUSIBJICHO HE OYJI0.

Tlepenix nobiunux peaxyiil y ¢hopmi maoauyi

Hwx4e 3a3HaveHi moOivHI peakilii Ha €30Menpa3oil, BAHUKHEHHS SKUX PEECTPYBAIH 200 IMi03PIOBAIIH
i 9ac KIIHIYHUX JTOCIIPKEHb JIIKApChKOTrO 3ac00y Ta B MICISPEECTpalliifHUiA Mepiosl 3aCTOCYBaHHS
JikapchKoro 3aco0y. JXKomHa 3 peakiiid He BUSBUIACS JI0303aJICKHOI0. Peakinii HaBeIeHI BiAMOBIIHO
JI0 4acTOTH iX BHHHUKHEHHS: ayxke yacto (> 1/10); gacto (Bim > 1/100 mo < 1/10); mewacro (Bim >
1/1000 mo < 1/100); piako (Bix > 1/10000 mo < 1/1000); ayxe pinko (< 1/10000); wacTtora HeBigoMa
(He Moke OYTH OIliHEHA HA OCHOBI HAsIBHUX JIAHUX).

Knac cucreM 1 oprasis YacroTa [To614H1 peakiii
3 0oky KpoBi Ta jJimbaruynoi  |Pigko JlelikoreHisi, TpOMOOIIUTONIEH1S
CHUCTEMH Jlyxe piko ATpaHyJI0LUTO3, HAHLIUTONIEHIs
3 00Ky IMyHHOI CHCTEMU Pinxo Peak11ii rinepuyTInBOCT1, HAIPUKIA]
ITMXOMaHKa, aHIOHEBPOTHYHUM HAaOpsK Ta
aHa(IIaKTUYHA PeaKIis/IIoK
3 60Ky OOMiHY pEe4OBHUH Ta Heuacro [Tepudepuynnii HaOpsK
Xap4yBaHHS Pinxxo ['inonaTpiemis
Yacrora ['inomarHieMis (auB. po3ai «OcoOnuBOCTI
HEeB1JJOMa 3aCTOCYBaHHs»); TsHKKa (popma rimomarsiemii
MOYKE KOPEIIOBATH 3 TMOKAJIBIIEMIEIO.
['imomarniemist TakoX MOKe OyTH OB’ s3aHa 3
FMOKaJIIEMIEI0
3 OOKY TICUXIKH Heuacto be3coHHs
Pigko 30y5KEeHHS, CIUTYTaHICTh CBIIOMOCTI, JIETIpecist
Jlyxe piko Arpecisi, ramonuHanii
3 00Ky HEPBOBOI CHCTEMHU YacTto ["onoBHUM O171h
Heuacro 3amamMopoyeHHs, mapecTesis, COHJIUBICTb
Pinko [TopymeHHsl cMaky
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3 00Ky OopraHiB 30py Pinko HeuiTkicTh 30py
3 OOKy OpraHiB clyxy Ta Heuacro Bepturo
IBHOBaru
3 00Ky IMXalbHOI CUCTEMH, Pinxo bponxocna3m
OpraHiB IPyIHOT KIIITKH Ta
CepeIOCTIHHS
3 00Ky IIUTYHKOBO-KHIIIKOBOro  (HacTo bis1b y )KMBOTI, 3a110p, Jiapesi, METCOPU3M,
TPaKTy HY/10Ta/0JII0BaHHS, 3aJI03UCTI TOJIMNH JHA
nuTyHKa (0OpOSKICHI)
Heuacro CyXicTh y poTi
Pinko CTOMATHUT, NUTYHKOBO-KMIIIKOBUI KaHAUA03
Yactora MIiKpOCKOITIYHUN KOJIT
HEBizoMa
3 OOKy NEYiHKH Ta HeuacTo [TinBuIICeHHS PiBHS NEYiHKOBHUX (DePMEHTIB
PKOBYOBHUBIIHUX [IUIAXIB Pinko [enatuT 3 )KOBTSIHHUILEIO a00 0e3 Hel
Iyxe pigko [TeuinkoBa HEIOCTATHICTh, eHIIeaonaTisa y
MAIIEHTIB 3 YK€ HASBHUMU 3aXBOPIOBAHHIMH
MEYiHKU
3 0OKy HIKipH Ta MiIIKIpHOT Heuacto €pMaTHT, CBEPOIXK, BUCHUII, KPOIIMB’ AHKA
T TKOBHHIL Pinko AJionielrisi, CBITJIOYYTIIUBICTh
Jlyxe pinko Eputema 6araropopmua (EM), curapom
Crisenca — J[xoncona (SJS), TokcuyHU#I
enigepmanbauii Hekpouiz (TEN), peakiis Ha
mikapchbKui 3aci0 3 eo3uHODLTIEIO TA
cucremuumu cumnromamu (DRESS)
Yacrora [TinrocTpuii MIKipHUN YEPBOHHUI BOBYAK (JIMB.
HEeBizoMa

0311151 «Oco0JIMBOCTI 3aCTOCYBAHHS»)

3 00Ky OIOPHO-PYXOBOi CUCTEMHU
Ta CIIOJYYHOI TKAHUHU

Heuacto

[TepenoMm crerna, 3am’sictka abo xpeOTa (1IuB.
031151 «Oco0JIMBOCTI 3aCTOCYBAHHS»).

CUCTCMH

Pinko ApTpaiiris, MiaJris
YIKE PLIKO M’s130Ba cl1a0KICTh
3 00Ky HUPOK Ta CeYOBUIUIBLHOI Jlyxe piako [HTepcTuiabHU HeQPUT; y NESIKUX MAIlEHTIB

0JTHOYACHO MTOBIIOMIIIETLCS TIPO HUPKOBY
HEIOCTAaTHICTD

3 OOKY PenpoOyKTUBHOI CHCTEMHU
Ta MOJIOUHUX 3aJ103

Jlyxe pinko

I'iHexoMacTis

3aranbHi po3naau

Pinko

He311y>1<aHH;1, IOCHUJICHC HOTOBI/I,Z[iJ'IeHHH

Tosidomnenns npo nioospiosani nobiuHi peaxuyii

BaxnuBo TOBIAOMISATH TPO  MiA03pIOBaHi
3aCTOCYBaHHs JiKapcbkoro 3aco0y. lle nae 3Mory 3paiiicHioBaTH Oe3nepepBHUNM  MOHITOPHHT
CHIBBIJHOIIEHHS! KOPUCTB/PU3HK 3aCTOCYBaHHS JIIKapChKOro 3aco0y. CreriaiicTi y raiy3i 0XOpOHH
3710pOB’sl 3000B’s13aH1 MOBIIOMIISTH MPO Oy/b-AKi BUMAAKW MiJO3PIOBAHUX MOOIYHUX PEAKIINA depes

HalllOHAJIbHY CUCTEMY 3BITHOCTI.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranus.

no0i4H1

peaxiii

30epiratu npu Temneparypi He Butie 30 °C. 306epiraTi y HEIOCTYITHOMY JIs JITEH MiCIIi.
306epiraTu y OicTepi 3 METOIO 3aXUCTY BiJl IPOHUKHEHHS BOJIOTH.

YnakoBka.

[To 7 Tabnerok y Gmictepi; mo 1 abo mo 2 Gmictep y KapTOHHIN KOpOOIIi.

UA-4108 Approved January 2023

y HicuspeecTpaliiHuii  mepiof



Kareropis Bignmycky.
3a perenTom.

BupooHuk.
Actpa3eneka Ab/AstraZeneca AB.

Micue3naxoa:keHHs1 BAPOOHMKA Ta aJpeca Micls NPOBAKeHHS HOro AislIbHOCTI.
['epryneseren, Conepran’e, 151 85, Lrenis/Gartunavagen, Sodertalje, 151 85, Sweden.

Jlata ocTaHHBOTO meperiasay. 15.12.2022
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