BpaxoByroun 0co0JIMBOCTI 3aKOHOAABCTBA 3 PEECTPAIIii TIKAPChKHUX 3ac001B B YKpaiHi, 3aTBEpHKECHI
MiHiCTepCTBOM OXOPOHH 310pOB’sl YKpaiHU IHCTPYKLIT A1 MEAUYHOTO 3aCTOCYBaHHS JIKAPChKUX
3ac00i1B, 3apeecTpOBaHUX B YKpaiHi, MOXKYTb JEIIO BiIPI3HATHUCS BiJl YNHHUX THCTPYKIIIH 10
3aCTOCYBaHHSA JIKapChKUX 3ac00iB, 3apeecTpoBanux B €C.

Sxmo Bam craio BitoMo npo BUHUKHEHHS MO001YHOT peakiii y Bac abo 6mu3bpkoi moauau, abo mpo
BHITQJIOK BIJICYTHOCTI €()eKTy Bij Oyab-sIKOTO 3 MPOYKTIB KoMIaHii Actpa3eHeka, Oy/ib jJacka,
nosizomre 1po e 10 TOB «Actpa3eneka Ykpainay y 0uH 13 HaBeJeHUX HUXK4Ye crioco0iB. e
MO>KJIMBO 3/iiicHATH 32 TenedoHomM: +38 050 382 99 89 abo eneKTPOHHOO MOIITOO

PatientSafety. Ukraine@astrazeneca.com Takok, B MOKETE [TOBIIOMUTH HaM AaHy iH(GopMaliio 3a
nocuiaHHAM: https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/amp-
form.html (BuGepiTh MOBY Ta OIIIif0- IOBIJOMHUTH PO 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 0XopoHun

310pOB’s1 YKpaiHu

25.05.2021 Ne 1032

PeecTpaniiine mocBigueHHst
Ne UA/2534/02/02

3MIHAU BHECEHO
Haxa3 MinicrepcTBa 0XxopoHn
310poB’sl YKpainu

15.12.2022 Ne 2268
IHCTPYKIIA
JJIS1 MEIUYHOI0 32CTOCYBAHHA JTiKapPCHKOro 3aco0y
HEKCIYM
(NEXIUM)

Cknao:

oitoua pe1o8uHa’ e30MeNnpasoll;

1 TabneTka, BKpUTa IIJIIBKOBOIO OOOJOHKOIO, MICTHUTh €30MENpa30y MarHilo TpPUTIApaT, LI0
BiZnoBigae 40 Mr eoMenpasony;

OONOMIJNCHI peyosuny’. TIIIEPOJT MOHOCTEapar, TIAPOKCHUIIPOMIIENION03a, TIIpPOMeNo3a, MarHito
cTeapar, METaKpWIaTHUI comoiimep (TUIl A), LIer0JI03a MIKPOKpHUCTaIiuHa, napadiH CHHTETUYHHA,
MakporoJ, rosicop6at 80, KpOCIOBIJIOH, HATPiO cTeapuiipymapar, IyKop chepudHuii, TaabK, TUTAHY
niokcun (E 171), tpuetuniurpar;

OapBHUKH: 3aJ1i3a OKCHUJT YepBOHYBaTo-KopuuHeBwii (E 172).

Jlikapcbka ¢dopma. TabiieTku, BKpUTI IUTIBKOBOIO 0OOJIOHKOIO.
Ocnogni izuxo-ximiuni enacmugocmi.:
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pO’KeBa, OBaJIbHA, ABOOITYKJIA, BKPUTA IUIIBKOBOIO 000J10HKOIO TabneTka 3 Bigbutkom 40 MG 3 oxHOTO

OOKy Ta 3 IHIIOTO OOKY.
y EI Y

dapmakoTepaneBTHYHA rpyna. 3aco0M s JIIKyBaHHS MENITUYHOI BUPA3KH Ta racTpoe3odareanbHOl
pedmokcHo1 XxBopoou. [HribiTopu nporonHoi mommu. Kox ATX A02B CO05.

Dapmakonoziuni eracmugocmi.

Dapmaxoounamixa.

E3omenpa3zon € S-i3oMepoMm omenpazoily, KU 3MEHILIY€E CEKPELil0 KHUCIOTH y LUIYHKY 3aBISKH
cneuniyHOMyY, HampaBiieHOMY MexaHi3Mmy nii. Bin € cnenmdiyHuM iHTiGITOPOM MPOTOHHOI MOMITH
(ITIIT) mapieranpHuX KMTHH. R- Ta S-130Mepu oMerpasoiy HIposBIISIOTE MOAIOHY hapMaKoIuHAMIYHY
AKTUBHICTb.

MexaHi3m aii

E3omenpazon — ne cinabka OCHOBa, 110 KOHIIGHTPYETHCS Ta MEPETBOPIOETHCS HA aKTUBHY (hopMy B
Jy’K€ KHCIIOMY CEPEIOBHMILI CEKPETOPHUX KAHAIBIIB MapicTaabHUX KITHH, ¢ iHrioye pepment H'K'-
AT®-a3y — IpOTOHHY MOMITY — Ta IPUTHIUYE K Oa3albHY, TaK 1 CTAMYJIbOBAHY CEKPEIiI0 KUCIOTH.
®PapmMakoarHamiuHi edhekTu

[Ticnst 3acrocyBanns 20 ta 40 Mr esomMemnpaszoiy NEpOpaTbHO TOYATOK il JIKAPCHKOTO 3aco0y
CIIOCTEpIraeThCsl BIPOAOBXK OnHIeT roquuu. Ilicias nmoBTopHOro 3acrocoByBaHHs 20 MI €30MeNpa3oiy
OIIMH pa3 Ha J00y MPOTIATrOM II'SATH JHIB Ha II'SITUH JIeHb CEepelHs MaKCHMallbHA CEKpPeLis KUCIIOTH
MICHsT CTUMYJIALIT MeHTaracCTpUHOM 3HIXKYeThbes Ha 90% mpu BuMiproBaHHI uepe3 6—/ roauH micis
NpUHOMY OCTaHHBOI JTO3H JIKapPCHKOTO 3ac00y.

Yepes3 1’ATh HIB 3aCTOCYBaHHs e3o0Memnpasony B jo3ax 20 mr ta 40 Mr nepopanbHO y MAlLli€HTIB 3
CHMIITOMATHYHOK TracTpoe3odareanbHor peduirokcHor xBopobor (I'EPX) nporsirom 24-roguHHOro
nepiofy piBeHb BHYTPIIIHbONILTYHKOBOrO pH BuIle 4 miaTpuMyBaBcs B cepeHbOMY IpoTaroM 13 Ta
17 ronuu BiamoBigHO. YacTka Mamli€eHTIB, y SIKUX MIiCHA mpuioMmy e3omenpasony B 1o3i 20 mr pH
[UTyHKa TiATpUMYBaacs Ha piBHi Ouibiie 4 npotarom 8§, 12 ta 16 roauH, cTaHOBUIIA BIAMOBIIHO 76%0,
54% Tta 24%. BignoBigHi 4aCTKH MPH 3aCTOCYBaHHI e30Mernpaszony B 1031 40 mr cranoBuim 97%, 92%
Ta 56%.

3a nomomoroo AUC sk omocepeaKoBaHOTO Mapamerpa KOHIEHTpAIlil JIKapChKOTo 3aco0y y Tuia3Mi
KpoBi1 OyJI0O MPOJEMOHCTPOBAHO 3aJIeKHICTh MDK IPHUTHIYEHHSAM CEKpelii KHUCIOTH Ta BMICTOM
€30MeNnpasoiy B IIa3Mi.

[Tpu 3actocyBanHi e3omenpazony B 1031 40 mr npubmuszHo 78% mnamieHTIB 13 pequItOKCHUM
€30(ariToM oJIy>KyI0Th 4epe3 YOTUPU THUXkHI1, 93% — dyepe3 BICIM TH)KHIB JIIKYBaHHS.

Yepes oMH THXKJIEHb 3aCTOCYBAaHHS €30MeIpa3oiy B 71031 20 Mr /1Biuil Ha 100y pa3oM 3 BiJNOBITHUMHU
aHTHOI0THKaMU TpubIM3HO Y 90% mNalieHTiB crocTepiraeThes ycmimHa epaaukaiis H. pylori.

[Ticnsa epaaukaniiiHoi Teparii NPOTATOM OJHOTO THXKHS HeMae MOTpeOM y MoAajibluiii MOHOTEeparii
AQHTHCEKPETOPHUMHU JIIKapCHbKUMHU 3aco0amMu Il €(pEKTUBHOTO JIIKyBaHHS BUpPa3KU Ta YCYHEHHS
CHUMIITOMIB y MAaLlI€HTIB 13 HEYCKJIQAHEHUMH BUPa3KaMH JIBaHAATHIIATIO] KUIIKH.

Y paHIOMi30BaHOMY, MOJBIMHO CIHINOMY, IUIale00-KOHTPOIbOBAHOMY KIIIHIYHOMY JIOCIIJKEHHI
MAIi€HTIB 13 €HJIOCKOMIYHO J0BEICHOI0 KPOBOTEUEIO NENTUYHOI BUpa3Kku Kiacy la, Ib, Ila uu IIb (9%,
43%, 38% Ta 10% BinmoinHO) 3a dDoppecToM paHAOMI3yBalld O TPy 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y Hekciym, po3uun mis iHdysiit (n = 375), abo mmamne6o (n = 389). Ilicis eHIOCKOIMIYHOTO
reMocTasy nauieHTaM BBOAWIM abo e3oMmenpa3oi y 1031 80 Mr y BUIUIAI BHYTPIIIHbOBEHHOT 1H)Y3ii
TpuBaiicTio 30 XBUIMH 13 MOJATBIIOK TPUBAIOK 1H(PY3i€I0 31 MBUIKICTIO 8 MI/ToAMHY abo 1anedo
npotsiroM 72 ronxuH. [licng moyaTkoBoro 72-rOAMHHOTO MEpPioAy BCIX MAlLlI€HTIB MEPEBOAMIM Ha
BIIKpUTHI mepopanbHUM MpHuiioM Jikapcbkoro 3aco0y Hekciym y no3i 40 mr mpotsarom 27 QHIB AJis
NPUTHIYEHHS] KUCIOTHOI cekperii. YacToTa MOBTOPHOI KpoBOTEUi MpoTsAroMm 3 n1i6 craHoBuia 5,9% y
rpymi npuitomy Hekciymy ta 10,3% y rpymi npuiiomy mare6o. Uepes 30 quiB micis Tepartii yactoTa
MOBTOPHUX KPOBOTEY y TpyIi npuitomy Hekciymy Ta rutanedo craHoBuia BinosigHo 7,7% Ta 13,6%.
VY nepion diKyBaHHS aHTHCEKPETOPHUMH JIIKAPCHKUMHU 3aco0aMH PiBHI TaCTPUHY B CHPOBATIIl KPOBI
3pOCTalOTh Yy BIANOBiAb HAa 3HIDKEHHS cekpemii kuciaoTu. PiBeHp xpomorpaniny A (CgA) Takox
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3pOCTa€ BHACIIIOK 3MEHIIEHHS KHUCIOTHOCTI NUTYHKOBOro coky. Uepe3 mimBuimieHHs piBHA CgA
MOXJIMBUH BIUIMB Ha pe3yJIbTaTH Ja0OpaTOPHUX IOCTI/KEHb 3 BHSBICHHS HEHPOCHIOKPUHHHX
MyXJIMH. 3T1AHO 3 OMyOJIIKOBaHUMHM JaHUMU IOHaiMeHIe 3a 5—14 nHiB 10 BuMiproBaHHs piBHI CgA
HEOOXIJTHO MPUITMHUTHU 3aCTOCYBaHHS 1HT10iTOpIB MpoToHHOI oMnu. Lle no3BomuTth piBHIO CgA, sxkuit
MOXe OyTH XHOHO IMJIBHMINCHWM ITiCJIS JiKyBaHHs iHTiIOiTOpamu mpoTtoHHoi mommnu (IITIT),
MOBEPHYTHCS JI0 Jiarna3oHy HOPMaJbHUX 3HAYEHb.
[Tin ywac moBroTrpuBajoi Tepamii €30Menpa3oyioM SK y JiTed, TaKk 1 B JOPOCIHX CIIOCTEpIraiocs
30UIBIICHHS KUIbKOCTI eHTepoxpomadinononionux kiitun (enterochromaffin-like cells (ECL)), sxe,
MOYJIMBO, OYyJI0 CHpUYMHEHE IMIABUIIECHHSIM CHPOBAaTKOBHX piBHIB ractpuny. Lli pesyneraru
BBAXKAIOTHCS KIIHIYHO HE3HAUYIIUMHU.
Ha ¢oni noBrorpuBanoro gikyBaHHS aHTUCEKPETOPHUMH JIIKaPCHKUMHU 3ac00aMH BiA3HAYAIOCS JIESKE
3pOCTaHHS YacTOTH YTBOPEHHS NUTYHKOBHX TJIAHIYJSIpHHX KicT. Taki 3MmiHHM € (i3ionorigyHum
HACJIIIKOM BHUPAXEHOTO MPUTHIYEHHS CEKpelii IITYHKOBOTO COKY; BOHH € JOOPOSKICHI 32 MPUPOIOI0
Ta MUHAIOTh MICJIS 3aBEPIICHHS JIIKYBaHHS.
3MEHIIEHHS! KHCIOTHOCTI LUTYHKOBOTO COKY 13 OyIb-KMX HpPUYHMH, Y TOMY 4YHCIi BHACTIIOK
3aCTOCYBaHHS 1HTIOITOPIB MPOTOHHOI TOMIHM, MPU3BOAWTH N0 3O0LIBIICHHS y NUIYHKY KIIBKOCTI
OakTepiii, 1m0 3a3BUYail NPUCYTHI y NLIYHKOBO-KHUIIKOBOMY TpakTi. JlikyBaHHsS iHriGiTOpamu
IPOTOHHOI MOMIM MOXXE€ JEII0 30UIbLIYBAaTH PU3MK IIIIYHKOBO-KMIIKOBHUX 1H(EKIiH, 3yMOBJIECHUX,
nanpukian, Salmonella ta Campylobacter, i y rocmitamxi3oBaHHX MaIli€HTIB, MOXJIHBO, TaKOX
Clostridium difficile.
Kniniuna eekTuBHICTh
VY BOX MAOCHIDKEHHSX 3 PAHITUAMHOM $K AaKTUBHHUM KOMIIapaTopoM OyJo IOKa3aHO Kpaury
e(eKTUBHICTD JIIKapchKoro 3aco0y Hekciym y mikyBaHHI NIITYHKOBHX BHPa30K y TAIli€HTIB, SKi
3aCTOCOBYBAJIM HECTEPOiqHI MpoTU3anaibHi Jikapebki npenapatu (HII3II), B Tomy umcni cenekTuBHi
iHribiTopu nukiookcurenasu-2 (LOI-2).
VY 1BOX HOCHKEHHSX 3 Iulanebo sk KommapaTopa Oyia IMpoAEMOHCTpPOBaHa Kpaila eQeKTHBHICTb
Jikapchkoro 3aco0y Hekciym y mpodimakTwii BHpa3oK IITyHKA Ta JBAHAMISATHUNAIOI KUIIKH Yy
namieHTiB (Bikom > 60 pokiB Ta/abo 3 yke HasBHOIO BHPa3Kol0), siki 3actocoByBanu HII3II, B Tomy
yrcyi cenekTuBHi iHri0iTopu LIOI-2.

iTH
VY nocnimpkenHi, mpoBeneHoMy 3a y4actio aiteid 3 TEPX (Bikom Big < 1 1o 17 pokiB), siKi OTpUMYBaIH
JIOBroTpUBaie JiKyBaHHs iHriOiTopamu nportonnoi mommu (ITIIT), y 61% miteir cnocrepiranacs
rinepria3igs ECL-KJIITUH HE3HAYHOTO CTYTEHs, KJIIHIYHA 3HAYUMICTh K01 Oyjia HEBIIOMOIO; PO3BUTKY
aTpo(iuHOro racTpUTy ab0 KapLHUHOIIHUX MYXJIMH HE BIMIYanocs.
Dapmaxokinemuxa.
BcMokTyBaHHSA
E3omenpazon HeCTIMKUI y KHUCIOMY CEpelOBHINl, TOMY JJsi IEPOPAJIbHOIO 3aCTOCYBAHHS
BUKOPUCTOBYIOTh T'PaHYJHM 3 KHIIKOBOPO3YMHHUM IOKPUTTSAM. B ymoBax in VIVO nuire He3HauHa
YacTHHA €30MeINpa3ojly MepeTBoproeTbess Ha R-13omep. Jlikapcekuil 3aci® mBHIKO aOCcOpOyeThCS:
MaKCHUMajibHa KOHLIEHTpAllil B IUIa3Mi KpOBI JOCSATA€ThCs uepe3 1—2 TOAMHM Micas Npuiiomy.
AGcomoTHa 010/I0CTYITHICTh €30MEIpa3oily MICIs OJHOPa30BOro npuiioMy 1o3u 40 Mr cTaHOBHUTH
64% 1 3pocTae 1o 8§9% npu mOACHHOMY NpHioMi 0IMH pa3 Ha 100y. s no3u 20 Mr ezomemnpasoiny
1l TOKa3HUKU CTaHOBIITE 50% 1 68% BIAMOBIIHO.
[TpuiioM 1K1 yNOBUIBHIOE Ta 3HUXKY€E BCMOKTYBAHHS €30MENpPa3oily, IpoTe 1€ ICTOTHO He BIUIMBAE Ha
JII0 €30MENpa3oily Ha BHYTPIIIHBOLIUTYHKOBY KHUCIIOTHICTD.
Posnonin
Bupaxenunii 06’emM po3noiiiy MpH piBHOBAXKHIM KOHIIEHTpalii y 3J0POBHUX J0OPOBOJIBLIB CTAHOBUTH
npubsmzno 0,22 n/kr macu Tina. E3omenpason Ha 97% 3B’ A3yeTbes 3 OLIKaMu T1a3MU KPOBI.
biorpancdopmartist
E3omMenpa3on MOBHICTIO MiANaeTbes MeTaboni3My 3a ydacTio cucreMu mutoxpomy P450 (CYP).
OcHoBHa yacTHHA MeTa0OIIi3My €30Merpa3oiy 3aleXuTh Bif moniMopdHoi i3opopmu CYP2C19, ska
BIJIMIOBiIa€ 3a YTBOPEHHS TIAPOKCH- Ta JE3METUIMETa0OMITiB e3oMmemnpa3ony. MeTaboi3M 4acTHHH,
[0 3ajumImIacs, 3ade3neuyeThest 1HImow crenudiuno izodhopmoro, CYP3A4, ska BigmoBizae 3a
YTBOPEHHS €30MEMNpPa3ol CyJIb(POHY, OCHOBHOI'O META0OMITY, IKHI BUSABISETHCS B IJ1a3M1 KPOBI.
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Busenenns
[TapameTpu, HaBeIeHI HUXKYE, B1IOOpaKarOTh B OCHOBHOMY XapakTep (apMaKOKIHETUKH Y MALli€HTIB 3

aktuBHUM (hepmenToM CYP2C19, y ssknx MeTaboI1i3M BiI0yBAETHCS IIIBUIKO.

3aranpHUIA TIa3MOBHH KIIIPEHC CTAHOBUTH MPUONM3HO 17 1/TOA mTicis OJHOPA30BOTO MPUIOMY
Jikapcbkoro 3aco0y Ta mnpubauzHo 9 s/rom — micas  OGaraTtopasoBoro mpuiiomy. Ilepion
HaMiBBUBEICHHS 3 IUIa3MHU KPOBI CTaHOBHUTH NMPHOIM3HO 1,3 TOAMHU MPU CUCTEMaTHYHOMY MpUHOMI
JKapChKOTO 3aco0y oJMH pa3 Ha 100y. E3omenpaszos MOBHICTIO BUBOAMTHCS 13 IJIa3MH KPOBI MiXK
npuiioMaMu, 1 TEHACHIIT 0 HOro HaKOMUYECHHS B OPraHi3Mi MpW 3aCTOCYBaHHI OJUH pa3 Ha 100y HE
CIIOCTEPIraeThCsl.

OCHOBHI MeTa0OIITH €30MEeMNpa3oily HE BIUIMBAIOTh HA CEKPEIiF0 KHCIOTH IUIYHKOBOTO COKy. Ilpm
MepopabHOMY 3acTOCYBaHHI e3omerpa3ony A0 80% 103 BUBOIWTHCS Yy BUIIISAII METaOONITIB 3
cedero, pellTa BUBOAUTHCA 3 (pekanisiMu. Y ceul BUSABIAETHCS MeHIle 1% He3MIHEHOro e30Menpasoy.
JIiHIHICTh/HENIHIHHICTD

dapmakoKiHETHKA €30MeIpa3oily JOCIiKyBajlacs y pa3i 3aCTOCYBaHHS JIIKapChbKOTO 3ac00y B J103aX
1o 40 mr nBivi Ha 100y. [1noma, oOMexeHa KpUBOIO 3aJI€KHOCTI KOHIICHTpALii JIIKapChbKOTro 3aco0y B
I1a3Mi KpoBi Bil 4acy, 30LIbIIY€EThCS NMPH IMOBTOPHOMY IpHiiomi e3omenpasoity. Lle 30uibiieHHs €
JI0303aJIKHUM Ta MPHU3BOJUTH 10 HENIHIMHOTO 3pOCTaHHA CHiBBiTHOMmEHHs «103a — AUC» micns
MOBTOPHOTO 3aCTOCYBaHHS JIiKapchbkoro 3acoOy. Lls 3ayiexHicTh Big 4Yacy Ta JO3M 3yMOBJICHA
3HIDKEHHAM MeTa00J1i3My MEepIIOTo MPOXOHKEHHS Ta CHCTEMHOTO KIIIPEHCY, MOKJIMBO, TIOB’I3aHUM 13
npurnideHss M gepmenty CYP2C19 ezomenpazonom Ta/abo ioro cynbhoHMeTadomiTom.

Oco0auBi rpyny NaIieHTiB

Tloginvni memabonizamopu

[Tpubnuzno 2,9 + 1,5% nacenennss He Mae ¢ynkuionansHoro depmenty CYP2C19 i Ha3uBaeTbes

MOBUTBHUMH MeTa0oJi3aTopaMu. Y Takux 0Cid MeTadoii3M e30Merpa3oiry, HMOBIPHO, KaTali3yeThCs

nepeBakHo CYP3A4. [licns G6aratopa3oBoro 3acTOCyBaHHS €30Menpa3oiy y 1031 40 Mr oauH pa3 Ha

o0y cepeHs IJIoMIa Il KPUBOKO «KOHIIEHTPAIlisS B IJIa3Mi KpoBi — "acy Oyia mpubmm3Ho Ha 100%

BUIIOI0 Y MOBUIBHUX MeTabomizaTopiB, HDK y ocid i3 ¢ynkuionansnum ¢epmentom CYP2C19

(mBuakux meradomizaropiB). CepenHs MakCUMaibHa KOHIICHTpALs Y TU1a3Mi KpoBi Oylia ImigBUIIeHA

npubsmzHo Ha 60%. Li gaHi He BUMararoTh 3MiH y JJ03yBaHHI €30MeNpa3oy.

Cmamp

[Ticnss oxHOpa30BOro 3acTOCYBaHHS e30Memnpaszony B 1031 40 Mr cepenHs IUIOmA MiJI KPHBOIO

«KOHIIEHTpAIIisl B TUTa3Mi KPOB1 — 4ac» y *KIHOK mpubau3Ho Ha 30% BuIa, HIXK y YOIOBIKIB. 3aJIeKHOT

BiJ] CTaTi Pi3HMILI HE BiA3HAYAETHCS MPHU MOBTOPHOMY 3aCTOCYBaHHI JIKapChKOro 3aco0y OJIUH pa3 Ha

n00y. i qani He BIUIMBAIOTH HA I03YBAHHS €30MENpPa3oiy.

THopywenns ¢hynxyii nevinku

MeTtab0:113M €30Menpa3oily y Mali€HTIB 13 JIESTKUMHU a00 MOMIPHUMHU MOPYUIEHHSIMH (QYyHKIIT IEUIHKH

MOXe OyTH HOpYUIEHMM. Y NAaIll€HTIB 13 TSKKUMM MOPYIIEHHSAMH (QYHKLII MEeYiHKH HIBHJIKICTh

MeTaboMi3My 3HUXKYEThCS, BHACHIIJIOK 4YOrOo IUIOIIA IiJl KPUBOIO 3aJIe)KHOCTI KOHLIEHTpaLii

€30MeIpa3oiy B IJIa3Mi KpoBi Bij yacy 3pocTtae BABiui. ToOMy MakcHManbHa J103a JIIKAPCHKOTO 3ac00y

JUISL TAIIEHTIB 3 TSDKKMMM TOPYLIEHHSAMH (yHKIII MEeYiHKM He MOBMHHA mepeBuiryBatu 20 Mr.

E3omenpa3zon abo Horo OCHOBHI MeTAa0OJITH HE BUSBIAIOTH TEHJEHLII A0 HAKONMYEHHS Npu

3aCTOCYBaHHI OJIMH pa3 Ha J00y.

THopywenns ¢hynxyii Hupox

He npoBoaunocs gociikeHpb 3a y4acTIO TAIIEHTIB 31 3HIKEHOI (PYHKITIEI0 HUPOK. OCKITBKH HUPKU

BI/IMIOBIJJAIOTh 32 BUBEACHHS METa0ONITIB €30Menpa3oily, ajleé He 32 BUBEIEHHS OCHOBHOI CIIOIYKH,

3MiH MeTaboI13My €30MeNpa3oily y NAIlEHTIB 13 HOPYIIEHHAM (YHKIIT HUPOK HE OYIKYEThCS.

Hayienmu nimuvo20 8iKy

Metabo:1i3M e30Menpa3oiry He3HaYHUM YHHOM 3MIHIO€THCS Y TaIli€HTIB JITHROTO BiKy (71-80 pokiB).

Himu sixom 12-18 poxie

[Ticist moBTOpHOTO 3acTOCYyBaHHS e3oMenpa3ony B 1031 20 mr ta 40 mr 3aransHa excnio3uuis (AUC) ta

4ac JI0 JOCATHEHHS MaKCUMAaJbHOI KOHIEHTpallii JIIKapchKOro 3aco0y y mia3Mi KpoBi (tmax) Y JiTel
4
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BikoM 12-18 pokiB Oynu cxoxxkumu 31 3HaUeHHIMH AUC 1 tmax y JJOPOCIIHX Y pa3i 3aCTOCYBaHHS 000X
7103 €30MEeNpa3oy.

Kuiniuni XxapakTepucTuKH.

IHloka3zanns.

HekciyM, Ta0yeTku, BKPUTI ILIIBKOBOIO OOOJOHKOK, IMOKA3aHi JIOPOCHHMM MAIli€eHTaM OPH TaKUX
CTaHax:

["actpoe3odareanpua pedirokcHa xsopoda (I'EPX):

- IIKyBaHHS €PO3UBHOTO peduIrOKC-e30(ariTy.

TpuBase JiKyBaHHS MICJIsI BHYTPIIIHBOBEHHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3acO0y I MPODITaKTHKA
pEeUIUBY KPOBOTEYI 3 MENITUYHUX BUPA3OK.

JlikyBanHsi cuaapomy 3ointinrepa — Emmicona.

HekciyMm, TabiieTKy, BKPUTI IUIBKOBOIO OOOJIOHKOK), ITOKA3aHl AITSIM BIKOM Bif 12 poOKiB IPU TaKUX
CTaHax:

["actpoesodareansHa pedurokcHa xsopoda (I'EPX):

- TIKyBaHHS €pO3UBHOTO pedirokc-e30dariTy.

Ipomunoxazanns.

[TigBuimena YyTIWBICTH 1O JAiI0Y0i PEYOBHMHH, 3aMIlICHUX OCH3MMIiJa3omiB abo 110 Oyab-iKOi 3
JOMIOMI)KHUX PEYOBHH, NIEpPEepaxoBaHuX y po3aii «Ckiam.

E3omenpason He ciiji 3acTOCOBYBATH OJHOYACHO 3 HeN(iHaBIpOM (IUB. po3ain «B3aemois 3 iHIMMHU
JTIKApCHKMMH 3aCO0aMM Ta 1HII BHIU B3aEMOJIIN»).

B3aemooia 3 inmumu nikapcokumu 3acodoamu ma inuwii 6uOu 83a€moo0ii.

Brne e3omenpasony Ha hapMaKkOKiHETHKY 1HIUX JIKAPCHKHUX 3ac00iB

Ineibimopu npomeasu

Binmivanacs B3aemozisi oMenpaszoiy 3 ACIKUMH iHTriOiTopamMu mpoteasu. KiiHIYHA 3HAYMMICTH Ta
MEXaHI3MHU TaKUX 3apeeCTPOBAHUX B3aeMOAiN He 3aBxkau Bigomi. [linBuineHi piBHi pH mutyHKOBOTO
COKY B NEpioj JIIKYBaHHSI OMEIpPa30JIOM MOKYTh 3MIHIOBaTH BCMOKTYBAHHS 1HT10ITOpIB MpOTEasH.
[HI11 MOXKITMBI ME€XaHI3MH B3a€MO/IIT OJIATaI0Th y NpUrHiyeHHi aktuBHocTi CYP2C19.
[ToBimomisiocss, 1O TPU CYNyTHROMY 3aCTOCYBaHHI 3 OMEMNpa3ojoM piBHI ara3aHaBipy Ta
Hen(iHaBipy B CHPOBATIl KPOBI 3HM)KYBAJIUCS, TOMY iX CYNYTHE 3aCTOCYBAaHHS HE PEKOMEH[YETHCH.
[Ipu cynmyTHROMY 3acTOCyBaHHI omemnpasoiy (40 mr onuH pa3 Ha 100y) pa3om 3 atazanaBipom 300
mr/putonasipom 100 Mr y 370poBHX J00pPOBOIBIIIB €KCIO3MIsS ara3aHaBipy iCTOTHO 3HMKyBallacs
(3HaueHHs AUC, Cmax Ta Cmin 3MEHITyBaJIHCS PUOJIN3HO Ha 75%). 301IbIICHHS 103U aTa3aHaBipy JI0
400 Mr He KOMIIEHCYBAJO BIUIMBY OMENpa3ojly Ha €KCHO3MLiI0 aTa3aHaBipy. [Ipu cymyTHbomy
3acTocyBaHHI omernpazony (20 mr Ha 100y) 3 atazanaBipom 400 mr/putonasipom 100 Mr y 310poBHUX
JOOPOBOJIBIIIB BIAMIYAIOCS 3HM)KEHHS €KCMO3uIii aTa3aHaBipy npuOiamu3Ho Ha 30% mHOpiBHIHO 3
SKCIIO3UIII€10, BIIMIYEHOIO TpH moJeHHOMY 3actocyBanHi 300 mr arazanaBipy / 100 Mr putoHaBipy
6e3 omenpazony B 1031 20 mr Ha n00y. CymyTHe 3acTocyBaHHs omemnpaszony (40 mr Ha 100y)
npu3BOIIIIO J10 3MeHIeHHs cepenHix 3HaueHb AUC, Cmax Ta Cmin HendiHaBipy Ha 36-39%, a cepenni
3Ha4eHHA AUC, Cmax Ta Cmin (hapMakoI0TriyHO akKTUBHOTO MeTabomiTy M8 3HmxyBanucs Ha 75-92%.
Yepes noaiOHicTh (hapmMakoaUMHaMIYHUX €(PEeKTiB Ta (papMaKOKIHETUUHUX BJIIACTUBOCTEH OMeEIpa3oiy
Ta €30MeNpa3oily He PEeKOMEHY€EThCS 3aCTOCOBYBATH €30MEMPAa30Jl OJIHOYACHO 3 aTa3aHaBipoM (IMB.
po3ain «OcCoOIMBOCTI 3aCTOCYBaHHS»); CYNMyTHE 3aCTOCYBaHHS €30MENpa3oily 3 HendiHaBipoM
nportunokasane (auB. po3ain «[IpoTunokazanas).

VY xomi cynyTHbol Teparmii omenpasoiom (40 mr Ha mo0y) Ta cakBiHaBipoM (y TO€IHAHHI 3
PHUTOHABIpOM) MOBIIOMJISIIOCS, IIO PiBHI CakBiHaBipy B cupoBaTii KpoBi 3pocrtamu (80-100%).
JlixyBanHs omenpa3oiiom y no3i 20 mMr Ha a00y He BIUIMBAJIO Ha EKCIO3WINIO JapyHaBipy (y
NOENHAHHI 3 pHUTOHaBipoM) Ta ammnpeHaBipy (y moeqHaHHi 3 puToHaBipom). JlikyBaHHS
e3oMenpaszoioM y 11031 20 Mr Ha 100y He BIUIMBAJO Ha €KCHO3MIII0 ammpeHaBipy (y MOE€IHAHHI 3
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puToHaBipoM Ta 0e3 Hboro). JlikyBanHs omemnpazosnioM y 1031 40 mr Ha 00y HE BIUIMBAJIO Ha
€KCIIO3UIII0 JOMiHAaBIpy (Y MOEIHAHHI 3 PUTOHABIPOM).

Memompexcam

Y JesdkuX TAIli€HTiB CIOCTEpirajiocs IMiJIBUIIEHHS pPIBHIB METOTPEKCaTy IMpH CYIMyTHbOMY
3aCTOCYBaHHI 3 1HTiI0iTOpamMu MPOTOHHOI moMmmu. [Ipu mpu3HAYEHHI METOTPEKCaTy y BHCOKHX J103aX
CJIiJ] PO3TIISTHYTH MOKJIMBICTD TUMYACOBOI BiIMIHU €30MENPa3oIy.

Takponimyc

[Tpu cymyTHROMY 3aCTOCYBaHHI €30MEIPa30iy MMOBIIOMIISIIOCS PO 30UIBIICHHS PiBHS TaKPOIIMYyCy B
cuposarii kpoBi. [loTpiOHO MPOBOANTH MOCUICHUN MOHITOPUHT KOHILIEHTPAIIl TAKPOIIMYCY, a TAaKOXK
byHKIII1 HUPOK (KJIIpEeHC KpEeaTHHIHY); TPH HEOOX1THOCTI — BIIKOPUTYBATH JI03YBAaHHS TAKPOJIIMYCY.
Jlikapcoki 3acobu, 6CMOKMYBAHHS AKUX 3anedcums 6i0 pH

3MEHILEHHS! KHCIOTHOCTI HIUTYHKOBOTO COKY MiJ Yac JIKyBaHHS €30MENpa3ojioM Ta I1HIIMMHU
aikapcekuMu 3acobamu rpynu IIIT moxe 3HMWKyBath ab0 MiABHILYBAaTH aOCOPOLII0 JIIKAPCHKUX
3ac00iB, BCMOKTYBaHHS SIKHUX 3aJIeKHUTh Biag pH muIyHKoBOro BMicTy. SIK 1 y BHUMAIKy 3 IHIIUMHU
JTIKapChKUMHU 3ac00amMH, [I0 3MEHIIYIOTh BHYTPIIIHBOLUTYHKOBY KHCIIOTHICTh, a0OcopOuis Takux
JTKapChKUX 3aCc001B, K KETOKOHA30J1, ITPAaKOHA30J1, @ TAKOXK €PIOTHHI0, MOYKE 3MEHIITYBaTHUCS, TOJII SIK
BCMOKTYBaHHsI TaKuX JIKapChKUX 3ac00iB, SIK JAUTOKCHUH, MOKE IIiIBUIIYBAaTHCS MiJ 4ac JIKyBaHHS
ezomenpasoioM. OgHoyacHe 3acTocyBaHHs omernpazony (20 mr Ha 100y) Ta AUTOKCUHY Y 3/I0POBUX
JTOOPOBOJIBINB MiABUIIYBAIO 0iogocTynHIicTh qurokcuny Ha 10% (y IBOX i3 IECSATH TOCITIIKYBaHUX
oci6 — 1o 30%). Pigko peecTtpyBanucsi BHIAAKU TOKCHYHOCTi, CIIPUYMHEHOI 3aCTOCYBAHHSIM
nurokcuny. [Ipore ciix goTpuMyBaTucs 00€peKHOCTI TPU MPU3HAUYEHHI BUCOKUX J03 €30MENpa3oiy
namieHTam JiTHBOro BiKy. HeoOXiIHO MOCHINTH KIIIHIYHU JTIKApChKUI MOHITOPUHT JUTOKCUHY.

Jlikapcoki 3acodu, wo memabonizyromocs 3a yuacmio CYP2C19

E3omenpazon e inriditopom CYP2C19, ocHoBHOro (epMeHTy, mo MeTabomi3ye e30Memnpasod.
BinmoBigHo, mpu komOiHaIii e3oMmenpa3ony 3 JIKapCchbKUMHU 3aco0amu, IO MeTaloli3yIoThCs 3a
yuactio CYP2C19, takumu sk Jia3zenam, OUTAJIONpaM, iMinpamiH, Kiominpamid, (eHiToiH ToIo,
KOHIEHTpalli IUX JIKapChKUX 3ac00iB Yy IMIa3Mi KpPOBI MOXYTh 3pOCTaTH Ta MOXXE€ BUHUKHYTH
norpeba y 3MeHIIeHHi iX go3u. Lle, 30kpema, i MaTH Ha yBa3i, KOJH €30MEeINpa30il MPU3HAYAEThCS
JUTSI 3aCTOCYBAHHSI B PEXKHUMI «3a MOTPEOOIO».

Hiazenam

CynyTHe 3acTocyBaHHS €30Mernpa3oiay B 7031 30 Mr mpu3BOAMIIO J0 3HM)KEHHS KJIIpEHCy Aia3enamy,
cyocrpaty CYP2C19, na 45%.

Denimoin

[Tpu cynyTHROMY 3aCTOCYBaHHI €30Menpa3zoiy B 7031 40 Mr y MaIi€eHTIB 3 €MUIETICIEI0 BIAMIYaIoCs
3pOCTaHHs MiHIMalbHOI KOHIEHTpalii (¢eHiToiHy B Iuia3mi KpoBi Ha 13%. Pexkomenayerbcs
KOHTPOJIIOBAaTH PiBeHb (DEHITOTHY B IUIa3Mi KpOBI Ha MOYATKY Teparii e3oMenpas3oioM abo y pasi ii
BIJIMIHH.

Bopukonason

3actocyBaHHa omenpaszony (40 mr onuH pa3 Ha J00y) 30unbiIyBano Cmax Ta AUC: BOpUKOHA301y
(cyoctpary CYP2C19) Ha 15% Ta 41% BiamnoBiaHo.

Hunocmaszon

Omenpaszon, a Takox e3zomenpaszon nioTh sk 1Hrioitopu CYP2C19. V xoai mnepexpecHOro
JOCIIJKEHHSI 3aCTOCYBaHHS OMenpa3oiy y 1031 40 Mr 370poBUM JA0OPOBOJIBISM MiABUILYBAIO Cmax
ta AUC munocrazony Ha 18% Ta 26% BiANmOBIIHO, @ OJHOTO 3 HOT0 aKTHBHUX MeTa0oiTiB — Ha 29%
Ta 69% BiAMOBIIHO.

Luzanpuo

VY 310poBHUX MOOPOBOJBIIB MPH CYIMyTHROMY 3acCTOCYBaHHI 3 e3omemnpasonioMm (40 Mr) ruioma mifg
KPUBOIO 3aJICKHOCT1 KOHIIEHTpaIlli mu3anpuay B tuiazmi KpoBi Bix dacy (AUC) 3pocrana Ha 32%, a
nepion Horo HamiBBUBeneHHs (t)2) 3poctaB Ha 31%, aje 3HAYHOrO 3pOCTaHHS MaKCHUMAaJIbHOTO PiBHS
U3anpuay B IUIa3Mi KpoBl He crmocrtepiranocs. HesnauHoro mopoBxkeHHs iHTepBainy QTc, sike
CHOCTepirajocs MpH MOHOTepamii LU3ampuoM, HpPU CYNMyTHbOMY 3acTOCYBaHHI LM3alpuay 3
€30MeIPa3ojIoM He BiaMidanaocs (JUB. TaKOXK po3it «OcoOIMBOCTI 3aCTOCYBAHHS).

Bapgapun
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VY kIiHIYHOMY JOCTIKEHH] 0YyJI0 MOKa3aHo, 110 MPU CYITyTHROMY 3aCTOCYBaHHI €30MENpa3oiny B 1031

40 mr y mamieHTiB Ha (oHI Tepamii Bap(aprHOM 4Yac KoaryJsiii 3ajJUIIaBcs y NPUHHATHUX MexKax.

Opmnak y micisipeecTpaliifHoMy Tepiol MOBIAOMIISIOCS MPO JEKUIbKAa OKPEeMHUX BHITQJIKIB KIIIHIYHO

3HAYYIIOTr0 MiJBUIICHHS 1HAEKCY MIXKHApOJHOro HopMaiizoBaHoro criBBigHomeHnHs (MHC) mix yac

CYIyTHBOTO 3aCTOCYBAaHHSI LIMX JIIKAPCHKUX 3aco0iB. PeKOMEHJO0BaHO MOHITOPUHI Ha MOYATKy Ta

miclis 3aKiHYEHHS CHUIBHOTO 3aCTOCYBaHHS €30Mernpa3oily Ha ¢oHi Tepamii BaphapuHOM 4M IHIIMMHU

MOXITHUMH KyMapuHy.

Knoniooepens

Pesynbratn dapmakokinernunoi (PK) / papmakonunamiynoi (/) B3aemomii Mix Kiomigorpeaem

(HaBaHTaXKyBajgbHa 103a 300 Mr / miaTpuMyroda g03a 75 Mr Ha 100y) i e30Menpa3oiioM (epopaabHO

40 mr Ha n00y), OTpHMaHi y XOAl MPOBEIEHHS IOCIIIHKCHb 332 Y4YacTIO 3J0POBHUX JTOOPOBOJIBIIIB,

NOKa3aJld 3HW)KEHHS EKCIIO3ULIT aKTUBHOIO MeETaloJiTy Kiomijorpento B cepegHboMy Ha 40% 1

3HW)KCHHSI MAaKCUMAaJIbHOTO TIOKa3HWKa iHriOyBaHHs [iHmykoBaHoi aneHosuHaudochatom (A/1D)]

arperartii TpoMOOITUTIB B cepeqabomy Ha 14%.

[Tin wac mpoBemeHHs IOCIIIHKCHHS 3a Yy4YacTIO 3J0POBHUX JOOPOBOJIBINB, KOJIM KIIOMIIOTPENb

3aCTOCOBYBABCSI Pa3oM 3 €30MerpasojioM 1 aneruicaminumioBoro kuciotor (ACK) y dikcoBaHii

koMmOiHarii 103 (20 mr + 81 Mr BiINOBIIHO) y MOPIBHSAHHI 13 3aCTOCYBAaHHIM KJIOMIIOTPEIIO y BUIIIAII

MOHOTEpaIii, Biq3HAYaIOCs 3HM)KEHHS €KCIO3MIIl aKTUBHOTO METa0oJiTy KIOMIAOTPENo Maike Ha
40%. Onnak, MaKCUMalbHI piBHI iHTiOyBanHA (iHAyKOoBaHoi AJ[®) arperamii TpoMOOIIUTIB y IUX OCi0

Oynu OJHAaKOBMMHU B Tpymi 3aCTOCYBaHHSs KJIOMIJIOTPEIII0 SIK MOHOTeparii 1 B Tpymi 3aCTOCyBaHHS

KJIOITi IOTpeITio pazoM 3 e3omenpasoiom i ACK.

VY crnocTepexHUX 1 KIHIYHUX JOCTIIPKEHHAX OTPUMAHO CYNEepewInBl JaHl 010 KIIIHIYHUX aCIeKTiB

OK/D]] B3aemo/1ii €30Menpa3ory CTOCOBHO BEIIMKUX CEPIIEBO-CYIMHHUX MO, SIK 3amo0iKHAN 3aXin

CYIyTHBOTO 3aCTOCYBAaHHSI €30MEIPa30Jly Ta KJIOMIIOTPEI0 HEOOXiTHO YHUKATH.

Hocnidocysani aikapcobki 3acobu 6e3 KIiHIYHO 3HaA4YWoi 83aEMO0ii

Amoxcuyunin i XiniouH

Byno BigmideHo, 1m0 €30Menpa3osl HE YWHUB KITIHIYHO 3HAYYNIOTO BIUIMBY Ha (apMaKOKiHETHKY

AMOKCHIIIIIIHY a00 X1HITUHY.

Hanpoxcen abo pogexoxcud

[TpoTsaroM KOPOTKOYACHHUX JTOCIIHPKEHb CYITyTHHOTO 3aCTOCYBAaHHSI €30MENPa30ly 3 HAIPOKCEHOM a0o

podexokcnboM x01HOT (hapMaKOKIHETHUHOI B3a€EMO/1ii TOMIYEHO HE OYII0.

BrnuB iHmmx gikapchbkux 3aco0iB Ha (hapMaKOKIHETHKY €30MEeNpa3oiy

Jlikapcoki 3acobu, axi npueniuyioms akmusnicme CYP2C19 ma/abo CYP3A4

E3omenpaszon wmerabomizyerbess 3a pomomororo ¢epmentie CYP2C19 Tta CYP3A4. CymnytHe

3acTocyBaHHs e3oMmenpaszony Ta iHrioitopy CYP3A4 kmaputpominuny (500 mr asidi Ha J100y)

OpU3BOJUTE 10 1oaABoeHHA ekcrios3ullii (AUC) e3omenpazoiny. CymyTHE 3aCTOCYBaHHS €30MeNpa3oiy

ta koMmOiHoBaHoro iHri0iTopy CYP2C19 Tta CYP3A4 Moke npusBecTd A0 OUIbII HIK JABOKPATHOTO

3pocTaHHs ekcrno3uuii ezomenpasony. Iuriditop CYP2C19 ta CYP3A4 BopuKOHa30 MPU3BOAUB 10

nigsunieaas AUC: omenpazony Ha 280%. Kopeknis 1031 e30Menpas3oy, sk MpaBuiIo, He MOTpiOHA B

Oyab-aKii 3 mux cutyauiil. OfgHaK CliJ] PO3MNIAHYTH MUTAHHS MPO KOPEKIo T03M IS Mali€HTIB 3

TSOKKUM MOPYIIEHHAM (YHKIIIT IEUIHKHU Ta y pasi, SKIIO MOKa3aHO JOBFOTPUBAJIE JTIKyBaHHS.

Jikapcoki 3acobu, wo indykyroms akmugnicme CYP2C19 ma/abo CYP3A4

Jlikapceki 3acobu, mo iHAyKyroTh akTuBHICTE CYP2C19 a6o CYP3A4 (taki sx pudamminuH Ta

3Bipo0iit), MOXYTb MPU3BOJAUTU A0 3HIDKEHHS PIBHIB €30MEINpPa30jy y CHUpPOBATIl KPOBI LUIIXOM

IIPUCKOPEHHS IBUJKOCTI Horo MeTadomizmy.

Limu

JocmikeHHs TiKapChKO1 B3a€EMO/I1T TPOBOIAIIUCS TIJTBKH 32 YUACTIO TOPOCTHUX.

Ocoobnueocmi 3acmocy8amnnsi.

[Ipu HasBHOCTI OynIb-SKUX TPUBOXKHUX CHUMNTOMIB (HAaNpHUKIa[, TaKUMX SK 3HAYHAa Oe3MpUYMHHA
BTpaTa Macu Tila, nepioguyHe OnroBaHHS, aAucdaris, 6ar0BaHHS 3 AOMIINIKaMU KpoBi abo MelneHa), a
TaKOX MpPHU HAsSBHOCTI BUPa3KM LUTyHKa a00 MpH MiJlo3pi Ha Hel MOTPiOHO BUKIIOYMTU HAasBHICTH
37I0SIKICHOTO HOBOYTBOPEHHSI, OCKUIBKM JIIKyBaHHS HekciyMOoM MoOXe MpU3BECTH 10 3IJIaJKyBaHHS
CHUMIITOMATUKH 1 BiICTPOYUTH BCTAHOBJIEHHS JI1arHO3Y.
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Hoezocmpokose 3acmocysants NikapcbKko2o 3acody

[TamienTH, SKi IpUAMAIOTh JIKApPCHKUN 3aci0 MPOTATOM TPUBAIOTO Mepioay (0COOIMBO MALi€HTH, SKi
OTPUMYIOTH JIIKyBaHHs OUTbIIIE POKY), IOBUHHI epeOyBaTH Mij] PETYJISIPHUM HATJISIAOM JIiKaps.
Jlikyeanns 3a nompe6oio

[TamienTn, sixi npuitmMaroTh Hekciym 3a motpe6oto, moBUHHI OyTH MPOIHCTPYKTOBAHI MPO HEOOX1THICT
3B’A3aTHCS 31 CBOIM JIIKapeM IMPH 3MiHI XapaKTepy CUMIITOMIB.

Epaouxayin Helicobacter pylori

[Ipu npusHaveHHi e3omenpasony s epaaukanii Helicobacter pylori ciin BpaxyBaTu MOXIHMBICTH
JTIKapChKUX B3a€MOJII MK yciMa KOMIIOHEHTaMH MOTpidHOI Tepamii. KnapuTpoMinuH € moTy)XHUM
iari6itopom CYP3A4, Tomy npu mpu3HayeHHI TMOTPIMHOI Tepamii maiieHTaM, sSKi OTPUMYIOThH 1HIII
JiKapchKi 3acobu, 1mo merabomizyrorbes 3a ydacTio CYP3A4 (manpuknan nuzampui), HEOOXiTHO
BpPaxOBYBAaTH MOJKJIMBI MPOTHIIOKA3aHHS 1 B3a€EMO/I11 KJIAPUTPOMIIIMHY 3 IIUMH JIIKAPCHKUMH 3aCO0aMH.
LInynkoso-kuwiko8i ingexyii

3acTocyBaHHs 1HTIOITOpPIB MPOTOHHOI MOMITH MOJKE JIEHIO MiABUIIUTH PU3UK PO3BUTKY ILTYHKOBO-
KUIIKOBHX iH(Dekii, Takux sk Salmonella ta Campylobacter (nuB. po3ain «®apmakonuHaMikay).
Bemoxkmyesanns simaminy Bio

E3omenpaszon, sk 1 Bci JIIKAPChKi 3aco0M, sKi OJOKYIOTh CEKpELild KHUCIOTH y LUIYHKY, MOXeE
3MEHIIYBaTH BCMOKTYBaHHsS BiTaMiHy Bi2 (1liaHokoOaiaMiHy) BHACHiJIOK PO3BUTKY Timo- abo
axyopriapii. Ile ciig BpaxoByBaTH y pasi MPOBEIEHHS JOBMOCTPOKOBOTO JIIKYBaHHSI IMAIIEHTIB 3i
3HIDKEHUMH 3amacamu BiTaMiHy Bi2 B opranismi a0o mnamieHTiB 3 akTopaMyd pPHU3UKY IIOJO
3HIDKEHOTO BCMOKTYBaHHs BiTaMiHy Bio.

T'inomaceniemia

[Ipo TskKy GopMmy rimoMarHieMii TMOBIAOMIISUIOCS Yy TAIIEHTIB, SKi OTPUMYBaIM JIIKyBaHHS
inribitopamu mporornoi mommu (ITII1), TakuMH SK €30Menpas3oj, IIOHAWMEHIIE IPOTATOM TPHOX
MiCsIiB, a y OUIBIIOCTI BUOAAKIB — MPOTATOM POKY. MOXYThb CHOCTEpIraTucsi Cepho3Hi NpOsSBU
rinomMarHiemii, Taki sk BTOMa, TeTaHis, JIEINipii, CyZIOMHU, 32IIaAMOPOYEHHS Ta ILTYHOYKOBA apuTMis,
aJie Il CUMIITOMH MOXYTbh PO3IOYaTHCS HEMOMITHO 1 IX MOKHA MPOITYCTUTH. Y OUIBIIOCTI BHUITAKiB
CTaH INAIlI€HTIB, Y SKHUX CcCIIOCTepiranacs TillOMarHieMis, MOKpallyBaBcs IICis 3aMICHOI Tepamii
MarHieMm i npunuHeHHs JikyBanus [T1I1.

[[lomgo mariieHTiB, fKi, K OYIKY€TbCA, OYyAyTh 3HAXOJUTHCS Ha TPUBAJIOMY JIKyBaHHi, a0o 1010
NAIEHTIB, SKI OTpUMYIOTh JikyBaHHs II1I1 cymicHO 3 TUTOKCHHOM abo0 JIKapChKUMHU 3acO0aMH, IO
MOXYTb CIIPUUYMHUTH PO3BUTOK TiMOMarHieMii (Hampukiag 3 AlypeTHKaMH), MEJUUYHUM IpalliBHUKaM
CNIJl PO3IJSHYTH NMUTAaHHS NP0 BHU3HAUEHHS pIBHIB MarHito nepen nodatkoMm ikyBaHHs IIIII Ta
NEepiOMYHO MPOTATOM Teparlii.

Pusux eunuknenns nepenomis

Iuribitopu MpOTOHHOI MOMIH, OCOOIUBO MPH 3aCTOCYBAHHI Y BEIMKHX J103aX Ta MPOTATOM TPUBAJIOIr0
aikyBaHHS (> 1 poky), A€sKO0 MIpOI0 MOXYTb IiJIBUIYBaTH PU3MK MEPEIOMYy CTETHa, 3am’scTKa Ta
XxpeOTa, mepeBaXHO Yy MAIllEHTIB JIITHBOI'O BiKy a00 3a HasBHOCTI 1HIIMX (akTopiB pu3uKy. [laHi,
OTpUMAaHI y XOJ1 CHOCTEPEKHUX AOCIIIKEHb, CBIIYATh MPO TE, 110 1HrIOITOPH MPOTOHHOI MOMIH
MOXYTb MiIBUIITYBaTH 3arajbHuil pu3uk nepenomiB Ha 10-40 %. Jleski BUnajgku Takoro 30UIbLICHHS
KUIBKOCTI TEepeoMiB MOKYTh OyTH NOB’si3aHl 3 IHIIUMHU (akTopaMu pusuky. llamieHntu 3 pusnkom
PO3BUTKY OCTEONOpPO3y TOBHHHI OTPUMYBAaTH JIIKyBaHHS BIANOBIAHO JO JIIOYMX KIIHIYHUX
PEKOMEH/Iallii Ta aleKBaTHY KIJIbKICTh BiTaMiHy D 1 KaJblIIifo.

ITiococmpuii wikipruti yepsonuii sosuax (I1LLIYB)

[Tpu 3acTocyBaHH1 iHr101TOpiB MpoTOoHHOI nomnu Bunaaku [TIIIYB O6ynu nyxke piaki. Y pasi nosBu
ypakeHb, OCOOJMMBO Ha BIAKPUTHX COHIIO MAUISHKAX IIKIpH, 1 SKIIO BOHU CYNPOBOKYIOTHCS
apTpairi€lo, TAIi€HT IMOBHHEH HETailHO 3BEPHYTHCS 3a MEAWYHOK JOMOMOTOI0, a MEIWYHHN
NpaliBHUK MOBUHEH PO3IJISIHYTH MUTAHHS MPO NPUIUHEHHS NpUHOMYy JiKapchkoro 3aco0y Hekciym.
Pozeurox [MIIIYB micns nikyBaHHS OJHUM 3 1HTIOITOpPIB MPOTOHHOI MOMIM MOXE 30UIBIIUTH PU3UK
noseu [THIYB npu 3acTocyBaHH1 iHIIKX 1HT10ITOPIB MPOTOHHOT MTOMIIH.

Kombinayia 3 inwumu nikapcoxumu 3acobamu

CyMicHe 3acTOCyBaHHS €30MeNpa3oily 3 aTa3aHaBipoOM HE peKOMEHAYEThbCs (AMB. po3ain «B3aemois 3
IHIMAMU JIIKAPCHhKUMM 3aco00amMu Ta 1HIIN BHAM B3aeMOJiNW»). SIkmo komOiHaIii aTa3zaHaBipy 3
1HT10ITOPOM NPOTOHHOI MOMITM YHUKHYTH HEMOJXJIHMBO, PEKOMEHAYETHCS PETENBbHO KOHTPOIIOBATU
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KJIIHIYHUNA CTaH MAIl€HTIB, @ TAKOX MIABUIIMTH 103y atazaHaBipy 10 400 mr 31 100 Mr putroHasipy;
103y ezoMenpasony 20 Mr nepeBUILyBaTH HE CIi.

Ezomenpazon € inriditopom CYP2C19. Tomy Ha mouaTky abo mix dYac 3aKiHYCHHs JIIKyBaHHS
€30MeIpa30JIoM CIIiJi MaTH Ha yBa3li MOXIIMBICTh B3a€EMOJIi €30Menpa3oiy 3 JIKapChbKUMHU 3ac00aMH,
MeTabo1i3M AKUX MpoxoauTh 3a yuacTio CYP2C19. B3aemoist ciocTepiraeThess Mi>k KJIOIIIOTPEIEM 1
esomenpaszoioM (auB po3ain «B3aemonis 3 IHIMMH JIKapChKUMHU 3aco0aMu Ta IHII BUAH
B3aemoiit»). KiliHiuHa 3HaYUMMICTh M€l B3a€MOJIi 3aIMINAEThCsl HEBU3HAYCHOW. SIK 3amoOiKHUN
3axij CyNyTHBHOTO 3aCTOCYBAaHHS €30MENpa3oily Ta KJIOMiIOTPeto HeOOXiAHO YHUKATH.

[Tpu3Havaroun €30Menpason sl 3aCTOCYBaHHS B PEKUMI «3a TOTPeOO0I0», y 3B’SI3KY 3 KOJIMBAHHSIMHU
KOHIICHTpAIlii €30MeINpasojy B IIa3Mi KPOBI CIIiJI BPaXOBYBAaTH HACTIIKH B3a€MOJII JIIKAPCHKOTO
3aco0y Hekciym 3 iHIIUMU JIIKQpCHKUMH 3ac00aMu, AWB. PO3AuT «B3aemMois 3 iHIIMMHU JTiIKapCHKUMHU
3aco0aMH Ta 1HIII BUIHA B3aEMOIIID.

Tswexi wikipui nobiuni peaxyii (SCARS)

Y 3B’S3Ky 3 JIKYBaHHSIM €30MENpPa30jioM MOBIIOMIISIIOCA MPO yKe PIAKICHI BHUIIAIKHU TSKKUX
mKipHux mod6iunux peakimii (SCARS), BkiItouHO 3 eputemoro Oaratodopmuorw (EM), curmpomom
Crienca — Jxoncona (SJS), ToxcuuHuM emigepManbHUM Hekpomizom (TEN) ta peakmiero Ha
JiKkapchKuit 3aci0 3 eozuHodimiero Ta cucteMaumMu cumnromamu (DRESS), siki MOKyTh HECTH 3arpo3y
KUTTIO.

[Tamientn MaroTh OyTH TOIH(OPMOBAaHI MPO MOXKIMBI O3HAKM Ta CHUMITOMH TSKKUAX IIKIPHUX
no6iunux peakitiii EM/SJS/TEN/DRESS i noBHHHI HEraifHO 3BEpTATUCS 3a KOHCYJIbTAIIEIO 10 CBOTO
JiKaps y pasi nosiBu OyIb-sSIKHX XapaKTEPHUX O3HAK 200 CHMIITOMIB.

VY pa3i nosiBM 03HaK Ta CHMOTOMIB TSDKKUX HMIKIPHUX PEaKIii MOTPiOHO HEraiHO MPUITMHUTH MPUKHOM
€30MeTpa3oay Ta HAJaTH JIOJATKOBY MEIUYHY IOIOMOTY/3a0€3MEUNUTH PEeTeIbHUI KOHTPOJIb CTaHy
[ari€eHTa.

He motpiOHO MOBTOpHO NpU3HAyYaTH JiKapchbkui 3aci6 marientam 3 EM/SJS/TEN/DRESS.

Caxaposza

Jlanwii mikapchbKui 3aci0 MICTHTH caxapo3y.

1 TabGneTKa, BKpHUTA ILTIBKOBOK 000710HKOI0, 110 40 Mr MicTuTh 30 Mr caxaposm.

[TamieHTaM 3  PIAKICHOI  CIAJIKOBOIO  HEMEPEHOCUMICTIO  (DPYKTO3H, TITFOKO30-TaTaKTO3HOIO
MajababcopOIliero abo caxapa3o-i30MajJbTa3HOK HEIOCTATHICTIO HE CJIiJ] MpUMMATH e JIIKapChbKun
3acib.

Bnnue na pezynomamu 1a6opamopHux 00cuiodiceHsb

Uepes nmiaBuieHHs piBHS XpomorpaHiny A (CgA) MOXIMBUN BIUIMB Ha Pe3yJIbTaTH Ja0OPAaTOPHUX
JOCTII)KeHb 3 BUSBICHHS HEHUPOCHIOKPUHHMX MyxXJMH. [1[00 YHUKHYTH Takoro BIUIHBY, JIKyBaHHS
€30MEeNpa3ojoM NOTPIOHO NMPUIMHUTH LIOHAWMEHIIE 3a 5 JHIB 0 BUMIptoBaHHS piBHIB CgA (auB.
po3nin «®apmakomuHamikay). SIkmo micias mepmioro Bu3HaueHHs piBHI CgA Ta racTpHHY He
MOBEpHYJIUCA 10 pedepeHTHOTO /iana3oHy, aHaldi3 HEOOXiJHO MOBTOPUTH uepe3 14 mHIB michs
3aBepILEHHs JIIKyBaHHs 1HI101TOPOM MPOTOHHOI IIOMITH.

Bmicm nampiio

B oaniit TabneTii 1boro JiKapchbkoro 3aco0y MiCTUThCS MeHIIe 1 MMoib HaTpiro (23 mr), ToOTO Horo
MO>KHa BBaYKaTH TaKUM, 110 HE MICTUTh HATPIIO.

3acmocysanns y nepioo sazimuocmi abo 200y8aHHs 2pyooi0.

BaritHicTbh

Ha meii yac HeMae JOCTAaTHBOI KUIBKOCTI KIHIYHUX JIAHUX TPO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y
Hexkciym mig gac BariTHOCTI. JlaHi emigemMionoriyHux AOCHIKEHb 3aCTOCYBAaHHS PalEMIduHOi cyMmilli
OMETpa3oily B Mepioj BariTHOCTI CBIIYaTh MPO BIJACYTHICTh PU3HMKY BPOIKEHUX BaJ PO3BUTKY Ta
TOKCHYHOTO BIUTUBY JIIKAPCHKOTO 3aC00y Ha M. Y JOCIIPKEHHSIX €30MEeNpas3oiy y TBapuH He Oyiio
BUSIBJIEHO TMPSMOTO YU OIOCEPEIKOBAHOIO UIKIUIMBOIO BIUIMBY Ha eMOploHanbHUI/eTanbHui
PO3BUTOK. Y JOCHIPKEHHSIX paleMiuHoi CyMilll Ha TBapuHaX He OyJi0 BHSBICHO MNPSMOrO YU
OTIOCEPEIKOBAHOTO IIKITMBOTO BIUIMBY Ha Mepedir BariTHOCTI, MOJOTH Ta TIOCTHATAIbHUA PO3BUTOK.
Crin 3 00epexHICTIO MPU3HAYATH JTIKapChKUH 3aci0 BariTHUM XKiHKaM.
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[TomipHa KUTBKICTh TaHUX CTOCOBHO BariTHUX iHOK (Bix 300 mo 1000 BumagkiB BariTHOCTI) CBIAYNTH
PO BIJICYTHICTh PU3HKY BPO/KEHUX BaJ PO3BUTKY a00 TOKCHMYHOTO BIUIMBY €30MEIpa30ily Ha CTaH
TUTO/TY/3710POB’ ST HOBOHAPOKEHOT TUTHHH.

PesynbraTi mochipkeHb Ha TBapuWHAX CBiqYaTh MpPO BIJICYTHICTh NPSAMOi YU OMOCEPEAKOBAHOL
IIKITMBOIT i1 JIIKaQpChKOTO 3aco0y Ha penpoayKTUBHY (YHKIIIO 3a PaxyHOK HOr0 TOKCHYHOTO
BILIHBY.

[CopyBaHHS rpyIIIO

Hesimomo, uu e3oMemnpason MPOHUKAE y TPYAHE MOJOKO JoAuHH. [HpopMarii npo HACHIIKH BILTUBY
€30MEeNpa3ojy Ha HOBOHAPO/KEHUX/TPYIHUX JiTeld HemocTtaTHhO. E3omempason He cCiuia
3aCTOCOBYBATH I1iJ] YaC TOYyBaHHS TPYIIO.

DepTUIIBLHICT

Pesynbrati mocimimkeHb pareMidHoi CyMillll OMENpa3oly Ha TBapuWHAxX BKa3ylOTh Ha BIJICYTHICTh
BIUIMBY OMENPa30ily Ha GepTHIIBHICTD Y pa3i HEpOPAIIbLHOTO 3aCTOCYBAaHHS JIKApPCHKOTO 3ac00y.

30amuicme enaueamu Ha WEUOKICMb peakyii npu Kepy8aHHi aA8MOmMpAHCNOpmMom abo THuUMU
Mexarnizmamu.

E3omenpa3on 4nHWTH HE3HAYHHWI BIUIMB HA 3/IaTHICTh KEPyBaTH TPAHCIOPTHUMHU 3aco0amu abo
MpaIfoBaT 3 IHIMUMU MexaHi3Mamu. [ToBimomisieTbcsl IPO Taki MOOIUHI peakiii, sIK 3armaMOpOYCHHS
(Hewacto) 1 HewiTKicTh 30py (pimko) (mamB. posmin «IlobGiuni peakmii»). SKmo Taki pozianu
CIIOCTEPITraloThCsl, MAlliEHTaM HE CIIiJ] KepyBaTH TPAHCIIOPTHUMU 3aco0amu a0 MPaIoBaTH 3 IHIIUMHU
MeXaHi3MaMH.

Cnocio 3acmocysanna ma 0o3u.

AO?’YBaHHfl

[lopocni
T'acmpoeszogpazeanvua pegpnoxcna xeopoba (I'EPX)

- Jlixyeanns epozusnoco pegpnioxc-ezogpazimy

40 mr oguH pa3 Ha 700y IpOTATOM 4 THXKHIB.

[TamienTam 3 HEBWIIIKYBaHHM e€30(]aritoM ado CTIMKUMH CHUMIITOMaMHU PEKOMEHIYETHCS JOIATKOBO
3aCTOCOBYBATH JIIKAPCHKUH 3aCi0 MPOTATOM 4 THKHIB.

Tpusane nikysanHs nicis 6HYmMpilHbO8€HHO20 3ACMOCYBAHH IIKAPCLKO20 3ac00y 0N NpopinaKkmuKu
peyuousy Kpogomeui 3 NeNMUYHUX BUPA3ZOK:

40 Mr oauH pa3 Ha 00y MPOTATroM 4 THKHIB MICJS BHYTPIIIHLOBEHHOI'O 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y 1 MpOo(IAKTUKY PELUIUBY KPOBOTEUI 3 MENTHUYHUX BUPA3OK.

Jlikysanns cunopomy 3onnineepa — Ennicona

PexomenoBana moyaTkoBa J03a Jikapchbkoro 3acody Hekciym cranoButh 40 mr aBiul Ha 100y. Jami
03y JKAapChKOTO 3aco0y KOPUTYIOTh I1HAMBIAyallbHO; JIKYBaHHS TPUBA€ TaK JOBro, SK I[bOTO
BUMAaralmTh KJIIHIYHI TIOKa3aHHSA. Buxonsuu 3 HasBHUX KIIHIYHMX JaHUX, y OLIBIIOCTI MAaIl€HTIB
KOHTPOJIb CTaHy MOXe OyTH AocATHyTu# npu no3ax Bifg 80 mo 160 mr ezomenpazony Ha A00y. Skio
11034 TiepeBUITy0Th 80 Mr Ha 100y, 103y CJIiJI PO3AUIMTH 1 3aCTOCOBYBATH JIBi4l HA J100Y.

Ocobausi epynu nayienmis

Topywenns nHuprogoi ¢pynkyii

[TamieHTamM 3 MOPYIICHHSM HUPKOBOI (YHKIII KOPEKIlis J03u He MoTpiObHa. Yeped oOMeEKeHICTh
JIOCBIJTy 3aCTOCYBaHHsI JIIKAPCHKOTO 3aco0y Malli€HTaM 13 TSDKKOKO HHUPKOBOIO HEIOCTATHICTIO MpPHU
JIKYBaHHI TaKHMX MAI[IEHTIB CITiJ] TOTPUMYBATHCS 00EPEIKHOCTI (IUB. po3i «DapMaKkOKiHETHKAY).
Topywennsa neuinko6oi ¢ynxyii

[TamieHTamM 3 TOpYLIEHHSAM TNE4YiHKOBOi (YHKIIT BiJl JETKOro J0 MOMIPHOTO CTYIEHS TSKKOCTI
KOpEeKLlisg 703U He MoTpiOHa. MakcumanbHa J03a JiKapchkoro 3aco0y Hekciym [uid marieHTiB 3
MOPYIIEHHSM MEY1HKOBOI (DYHKIIT TSKKOTO CTyIEHS HEe MOBHHHA nepeBulyBatu 20 Mr (JUB. po3/il
«DapMaKOKiHETHKAY).
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llayienmu nimuvo2o 8iKy
[TamieHTam JITHHOTO BiKY KOPEKIIis JO3M JiKapChKOro 3aco0y He moTpiOHa.

Hitu

Himu sixom 6i0 12 pokis

T'acmpoeszoghaceanvua pegpnoxcna xeopooba (I'EPX)

- Jlixyeanms epozusrnoco peioxc-ezoghpazimy:

40 mr oguH pa3 Ha 700y IPOTATOM 4 THXKHIB.

[Tamientam 3 HEBUJIIKyBaHUM e30(daritoM abo CTIHKMMU CHMIITOMaMHU PEKOMEHIYETHCS JI0JIATKOBO
3aCTOCOBYBATH JIIKAPCHKUH 3aci0 MPOTATOM 4 THXKHIB.

Himu eixom oo 12 pokis
Hexkciym, TabneTku, BKPUTI IJTIBKOBOK 00OJOHKOIO, HE CJIiJT 3aCTOCOBYBATH JITAM BiKOM 10 12 poOKiB,
OCKIUJIBKHM JaHi II0/I0 TAKOTO 3aCTOCYBAaHHS BiJICYTHI.

Cnocib 3acTocyBaHHS

TabmeTrky ciia KOBTAaTH IIJIOK0, 3alHMBalOYd piauHOI0. TabneTku HE CIiJl pO3KOByBath abo
noapiOHIoBaTH. [l MamieHTIB, AKI BiAYyBalOTh TPYIHOII NMPH KOBTAHHI, TAOJETKH MOXKHA TaKOXK
PO3YMHHUTH Yy MOJIOBUHI CKJISTHKM HEra3oBaHoi Boau. He ciij 3acTocyBaTH iHIII PiAMHHA, OCKIIBKUA BOHH
MOXXYTh PO3YHHHUTH KHUIIIKOBOPO3UYMHHY O0O0JIOHKY. Po3MimaTtu 10 posmamy TabJIeTOK, MICHs 4Ooro
piIMHY 3 TpaHyJIaMu CIiJi BUIHUTH Bigpa3y abo mporsrom 30 XxBuinH. HamoBHUTH CKIISIHKY BOOO
HAIOJIOBUHY, PO3MIIIATH 3aJUIIKK 1 BUIUTU. He citig po3koByBaTn abo moapiOHIOBATH TPaHYIIH.

J171s maii€eHTiB, SKi HE MOXYTb KOBTAaTH, TAOJIETKU CJi1 PO3YMHUTH B HETa30BaHil BOJ1 1 BBECTH 4epes
NUTYHKOBUH 30HJ. BaXXIMBO peTenpbHO NEPeBIpUTH MPUAATHICTH OOPAHOTO IIMPHIIA Ta 30HIA.
[HCTpYKIIIT 111010 MiATOTOBKH Ta BBEJIEHHS JIIKAPCHKOT0O 3aCO0y 4Yepe3 30H]] HaBEICHI HUKYE.

Beedenns nixkapcokoeo 3acody uepes wiynkosuii 30H0

1. ITomicTiTh TaONETKY Yy BiAMOBIAHUIA MITPHUIL 1 HAOEPITH B MIMPUI] TPUOIU3HO 25 MIT BOJU Ta OIU3BKO
5 mut noBiTps. st meskux 30HAIB MOKEe OyTH MOTpiOHE pO3BEIEHHS JIIKAPCHKOTO 3acoly B 50 mu
BOJIU JIJIs TOTO, 00 YHUKHYTH 3a0MBaHHs 30H/1a I'paHyIaMu TaOJIETKH.

2. Bigpasy moyMHaiiTe CTPYUIyBaTH LINPHUI] MPOTATOM HNPUOIM3HO 2 XBWIMH Ui PO3YMHEHHS
TaOJIeTKHU.

3. Tpumaiite mWIpHIl HAKOHEYHUKOM BTOpY i IEPEKOHANUTECS Y TOMY, 110 HAKOHEYHHK HE 3a0HMBCH.

4. I1ix’ enHaiiTe MNpUIl O 30H/1a, TPOJOBXKYIOUM YTPUMYBATHU IIIPULL CIPSIMOBAHUM BIOpY.

5. Crpycith mmpuIl Ta TEepeBEpHITH HOro HAKOHEYHHWKOM MoHM3y. HeraitHo BBenmith 5-10 mn
PO3UMHEHOT0 JIIKapchbkoro 3aco0y y 3oHA. [licis BBeIEHHS MOBEpHITh IMIIPUL B TONEPEAHE
MOJIO)KEHHS 1 CTpPyCiTh (IIMpHUI] MHOTPIOHO YTPUMYBaTH HAKOHEYHUKOM Bropy Uil YHUKHEHHS
3a0MBaHHs HAKOHEYHHKA).

6. IlepeBepHiTh MMPHUI] HAKOHEYHUKOM BHHU3 1 BBeAiTh mie 5-10 mu jikapcbkoro 3aco0y B 30HI.
[ToBTOPITH 1110 MPOLIEAYPY J10 TOBHOT'O BUIMOPOKHEHHS LITPUIIA.

7. HabepiTh y mmpuil 25 M1 BOJIM Ta 5 MJI MOBITPS Ta MOBTOPITh MYHKT 5, SKIO NMOTPiOHO, 11100 3MUTH
ocaj, 10 JTUIMKBCA y mmpuii. s aeskux 30H11B noTpioHO Habupatu 50 M1 Boju.

Himu.

Hexciywm, TabneTku, BKpUTI MUIIBKOBOIO 00OJIOHKOIO, HE CJTi/I 3aCTOCOBYBATH JITSAM BIKOM 710 12 pOKiB,
OCKUTBKH JIaHI1 IOJI0 TAKOTO 3aCTOCYBaHHS BiJICYTHI.

3acTOCOBYIOTH JITSIM BIKOM Bifl 12 pOKiB IPpH TaKUX MOKa3aHHIX:

L'acmpoesogazeanvna periokcna xéopoba (I'EPX)

- JTIKyBaHHS €pO3UBHOTO pedirokc-e30(dariTy.

Ilepeoo3ysanns.

Ha meii wac maHi 11070 HaBMHCHOTO MeEpPEO3yBaHHS Jyke oOMmexeHi. CHMITOMH, ONMHMCaHI HpU
npuiioMi JIikapchkoro 3aco0y B 7031 280 Mr, BKJIIOYAIH CHMITOMH 3 OOKY HUTYHKOBO-KHIIIKOBOTO
TpakTy Ta cinabkicTe. Pa3zoBwuii npuitom ezomenpasony B 7031 80 MI He BUKJIMKAB KOJHUX HETaTUBHUX
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HaciakiB. CnenudiyHuid aHTUA0T HeBimoMuid. E3oMernpa3on 3HaYHUM YMHOM 3B’ S3y€EThCS 3 OLTKaMu
IUIa3MHA  KPOBi, TOMY BHBEJICHHS 3a JOIMOMOIOI0 [ianizy He 3HayHe. SIK 1 mpu Oynab-skomy
nepe03yBaHH1 CITiT HaJIaTH CUMITTOMATHYHE Ta 3arajibHE MATPUMYIOUE JTIKyBaHHS.

Iloo6iuni peakuii.

Pestome npogpinio 6esnexu

Cepen Tux NMOOIYHUX peaKIlii, sKi HAHOUIBII YacTO 3yCTPIYArOTHCS i Yac MPOBEACHHS KIIHIYHUX
JNOCTIKeHb (a TakoX Yy mepiof HlCJISIpCGCTpaLIH/IHOFO 3aCTOCYBaHHS JIIKAPCHKOTO 3acoly),
BIIMIYAaIOThCSl TOJIOBHUUH Oinb, OiNb y JKMBOTI, niapes i HymoTa. KpiM Toro, mpodins Oesneku
3aCTOCYBAaHHsS JIIKAPCHKOTO 3ac0o0y € OJHAKOBHM I PI3HHMX JIKapChbKUX (OpM, MOKa3aHb s
NpU3HAYCHHS JIIKYBaHHS, BIKOBUX TPYIl Ta MOMYJIALIN marieHTiB. /{0303ane)HUX MOOIYHUX peaKiii
BUSIBJICHO HE 0YJI10.

Ilepenix nobiunux peaxyiu y popmi mabauyi

Hwxue 3a3HaveHi moOiuHI peakilii Ha €30MeIpa3oil, BHHUKHEHHS IKUX PEECTpYBaIA a00 Mi03pIOBaAIN
i yac KJIIHIYHHUX JOCIIIKEHb JIIKApChKOTo 3ac00y Ta B MICISApEECTpaliifHui Mepio]l 3aCTOCYBaHHS
Jikapcbkoro 3aco0y. JKomHa 3 peakiiii He BUSBHIIACS 10303aJIeKHOI0. Peakilii HaBe[eH1 BiAMOBIIHO
JI0 YacTOTH X BHHUKHEHHS: ayxe 4acto (> 1/10); wacto (Bixm > 1/100 mo < 1/10); Heuwacto (Big >
1/1000 mo < 1/100); pimko (Bix > 1/10000 mo < 1/1000); ayxe piako (< 1/10000); qacToTa HeBigoMa
(HEe MO’Ke OYTH OIlIHCHA HAa OCHOBI HASIBHUX JAHUX).

Knac cucrem i opranis Yacrora [ToGiuHi peakii
3 00Ky kpoBi Ta niMpatuynoi  |Pigko JletikoreHisi, TpOMOOIIUTONIEHIS
CUCTEMHU YK€ PIIKO ATpaHyJIOIUTO3, HAHIIUTOICHIS
3 00Ky IMyHHOI CHUCTEMU Pinxo Peakiiii rinepuyTIIMBOCTI, HAIPUKIIAT
ITMXOMaHKa, aHTIOHEBPOTHYHUI HAOPSK Ta
aHadiIaKTHYHA PeaKIlisl/IIoK
3 00Ky OOMiHY pEe4OBHH Ta HeuacTo [epudepuyannii HaOPsIK
Xap4yyBaHHS Pinko ['imoHaTpieMis
YacroTa ['inmomarHiemis (auB. po3ain «OcoOmmuBoCTi
HEeBiJ0Ma 3aCTOCYBaHHS»); TSOHKKA (popMma rimomMarHiemii
MOYKE KOPEIIOBATH 3 T1MOKAIBI[IEMIEIO.
["imomarHieMist TAKO>X MoOXe OyTH IOB’s13aHa 3
CIIOKAIIEMIEIO
3 OOKY MICUXIKH Heuacto be3coHHs
Piako 30y JUKEeHHs, CITYTaHICTh CBiIOMOCTI, Ienpecist
yKe PLAKO Arpecis, TaqOLUHALi
3 60Ky HEpBOBOI CHCTEMHU Yacro ["os10BHMI O1)1b
HeuacTo 3anamMopoYeHHsI, MapecTe3isi, COHJIUBICTh
Pigko [lopyeHHs: CMaKy
3 OOKy OprasiB 30py Piako HeuiTKicTb 30py
3 00Ky OpraHiB CIIyXy Ta Heuacro Bepturo
1BHOBAaru
3 00Ky ITUXallbHOI CUCTEMH, Pinxo bponxocnasm
OpraHiB IpyIHOI KIIITKH Ta
CepEOCTIHHS
3 00Ky IIUTYHKOBO-KUIIKOBOTO  [Hacrto binb y )KUBOTI, 3a10p, Jiapesi, METEOPH3M,
TPaKTy Hy10Ta/0I0BaHHS, 3aJI03UCT] TIOJIIMH JTHA
HUTYHKA (10OpOsIKiCHI)
Heuacto CyXicTb y poTi
Piako CTOMAaTUT, IUTYHKOBO-KHIITKOBHH KaH/I1103
Yacrora MikpOoCKOMYHUIN KOJIT
HEeBizoMa
3 OOKy MEUiHKH Ta Heuacro [TigBuIICHHS PiBHS EYiHKOBUX (PEPMEHTIB
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PKOBUOBUBIIHUX IIUISAXIB Pinko ["emaTuT 3 )XKOBTAHUIIEIO 200 O€e3 Hel
Jlyxe pinko [TeuinkOBa HEJOCTATHICTh, EHIE(AIONATIs y
Malli€HTIB 3 )K€ HASBHUMHU 3aXBOPIOBAaHHSIMH
MEYiHKU
3 60Ky IHKlpI/I Ta HlI[H.IKlpHOl He‘-{aCTO epMaTI{IT, CB‘ep6i)K, BI/ICI/'IH, KpOHI/IB’S'IHKa
TITKOBMHI Pinko AJIoTientis, CBITIOYYTIUBICTh
Jlyxe piako Eputema 6ararodopmua (EM), cuaapom
Crienca — J[xoncona (SJS), Tokcuunui
ermigepmanpanii Hekpoutiz (TEN), peakmist Ha
TiKapchKuid 3aci0 3 €03uHOGLTIE0 Ta
cucremuumu cumnromamu (DRESS)
Yacrora [TinrocTpuii MKipHUIA YSPBOHUI BOBYAK (IUB.
HEeBiOMa

03111 «OCcO0JIMBOCTI 3aCTOCYBAHHS)

3 00Ky OIOPHO-PYXOBOi CUCTEMHU
Ta CIIOJYYHOI TKAHUHU

Heuyacto

[Tepenom crerna, 3am’sicTka abo xpeoTa (IuB.
0371171 «OCOOIMBOCTI 3aCTOCYBAHHS).

CHCTCMH

Piako IApTpairis, Miaaris
Jly>xe piako M’s130Ba cJ1a0KICTh
3 OOKy HHPOK Ta Ce4OBHALIBHOI |/lyxe pLIKO [HTepcTuiaibHui HeQPUT; y NSSIKUX MAII€HTIB

0JIHOYACHO MMOBIIOMJIIETHCS PO HUPKOBY
HEIOCTATHICTD

3 00Ky penpoOAYKTUBHOI CUCTEMHU
Ta MOJIOYHUX 3aJ103

Jlyxe pinko

I'iHexoMacTis

3aranbHi po31aau

Pinko

Hesmys>xaHHs, TOCUJICHE TOTOBHILJICHHS

[logioomnenns npo nidosproeani nobiuni peaxyii

BaxnmBo mMOBIIOMIIATH TPO  MiO3pIOBaHi

noOivyHI  peakuii y miciasgpeecTpaliiHuil mepion

3aCTOCYBaHHs JIKapchkoro 3aco0y. lle mae 3mory 3maificHOBaTH Oe3lepepBHUN MOHITOPHHT
CIIBBIIHOIICHHS KOPUCTH/PU3UK 3aCTOCYBAHHS JIKapchkoro 3acoly. CremiaiicTa y ramy3i OXOpOHH
3I0pOB’sl 3000B’A3aH1 MOBLAOMIISTH HPO Oy/b-SKi BUMAAKHU MiJ03PIOBAHUX MOOIYHMX peakiiil uepes

HAI[IOHAJILHY CUCTEMY 3BITHOCTI.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranns.

36epiratu npu Temneparypi He Butie 30 °C. 306epiratu y HeIOCTyTHOMY JUISl IIT€H MiCITl.
30epiratu y Omictepi 3 METOIO 3aXUCTY BiJl IPOHUKHEHHS BOJIOTH.

YnakoBka.

ITo 7 Tabnerok y Guictepi; mo 2 GicTepu y KapTOHHINA KOpOOIIi.

Kareropis Binmycky.
3a peuenrtom.

BupoOnuk.

Actpa3eneka AB/ AstraZeneca AB.

Micue3naxoa:keHHs1 BAPOOHHMKA Ta aJpeca Miclsl NPOBAKeHHS HOro IisliIbHOCTI.
['epryneseren, Conepran’e, 151 85, llIsenis/ Gartunavagen, Sodertalje, 151 85, Sweden.

JlaTta ocTaHHBOTO Neperasay. 15.12.2022
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