¥ Hapopna anTeka

IHCTPYKUIA

AN MEAMYHOro 3aCTOoCyBaHHSA J1IKapCbKOro 3acob6y

OMEHAKC®
(OMENAX®)
Cknap:
Airo4ya pedyoBmHa: omeprazole;
1 pnakoH MiCTUTb OMenpaso/y HaTpilo, ekBiBaneHTHO oMenpas3ony 40 mr;

AOMOMIKHa pe4yoBMHa: HaATpIto rigpokcua.

Jlikapcbka cpopma. NopoLlwoK ANs po3uUnHy AN iH'eKUin.

OCHOBHI pi3nKo-XiMiYHIi B1acTuBOCTI: NniodinizoBaHmnii nopowok Bia 6inoro ao
Mamxe 6inoro Konbopy.

dapMmakoTepaneBTU4YHa rpyna.

3acobn ansa nikyBaHHA MNenTUYHOI BMpasKM Ta racrpoesodareanbHoi
pedItoKCHOI XBopobu. IHri6iTopn npoToHHOro Hacoca. Omenpa3son. Kog ATX
A02B CO1.

dapMaKoIoridHi B/1acTUBOCTI.
QapmakognHaMika.

OmMenpa3son, paueMiyHa CyMil ABOX €HAHTIOMEepiB, 3MEHLUYE CeKpeLuito CONAHOI
KUCNOTM Yy WJYHKY 3aBASKM MeXaHi3My Haa3BMYaWHO CrpssMOBaHOI
Aaii. OMenpason iHribye cekpeuito COASAHOI KUCAOTU Y LWAYHKY LWIAXOM
cneumdiyHoro BMIMBY HA MPOTOHHMM HACOC B MapieTanbHUX KJiTUHAX.
MpenapaT npu 3acTtocyBaHHi 1 pa3 Ha [oby pie wBuMako Ta 3abesnedye
KOHTPOJ/Ib W/IAXOM O6O0pPOTHOrO MPUrHIYEHHS CceKkpeuii COMAHOI KWUCOoTKU
LLJTYHKOBOIO COKY.
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OMenpas3on € cnabkow OCHOBOK, siIKa HaKOMUYYETbCS Ta NEepeTBOPIOETLCS B
aKTUBHY GOpMYy Yy BKpanh KWUCIIOMY cepefoBULLi BHYTPIWHbOKAITUHHUX
KaHanbUiB MapieTanbHUX KNITUH, Ae BiH NpurHivyye ¢epmeHt HY, K*-AT®asy
(npOoTOHHMK Hacoc). Len edekT Ha 3akOYHOMY eTani npouecy dopMyBaHHSA
CONSAHOI  KWUCMOTW LWWIYHKOBOrO COKY € [A0303aleXHUMM Ta 3abe3snevye
BUCOKOoedEeKTUBHE MPUTrHiYeHHS K 6a3anbHOi, TakK i CTUMYNbOBAHOI cekpeuii
COJIAHOT KMUC/IOTU HEe3aNexHo Big Tuny CtuMynsauii.

Yci dapMmakoaAMHaMIiYHi edeKTM MOXHa MOSACHUTU BMJIMBOM OMENpas3osly Ha
CeKpeuito COMAHOI KUCOTW.

Brninive Ha cekpewyito COIAHOI KUC/I0TU Y LLJTYHKY

BHYTpilLHbOBEHHE BBeAEHHS oMenpasonly  CNpUYMHAE  A0303anexHe
NPUrHIYEeHHSs ceKpeuil CONAHOI KUCMAOTU Yy LWAYHKY AoaAuHW. Ong Toro wob
BiApa3y aHanoriyHo 3HU3UTU BHYTPILWHbLOLWAYHKOBY KWUCNOTHICTb, WO
OOCAraeTbCAd MNOBTOPHMMKM Ao03aMum  npenapaty no 20 ™Mr nepopanbHO,
PEKOMEHAYETbCA HK nepwa J[o3a BHYTpPilWHbOBEHHe BBedeHHA 40 w™r
npenapaty. LUe npu3BoanTb A0 HEramHOro 3HWXXEHHS BHYTPIiLHbOLIYHKOBOI
KMUCNOTHOCTI Ta MOAanbLOro YTPUMAHHA LUbOr0 MOKA3HMKA 3HUXXEHHA B
cepeaHbOMy Ha 90 % npoTAroM 24 roauH sIK NicAs BHYTPILWHbOBEHHOI iH €KL,
TaK i NicNsa BHYTPILWHbOBEHHOI iHY3il.

MpUrHiyeHHsa cekpeuii CONSHOI KMCOTKM NOB'A3YETbCS 3 MNJOLWE Ni4d KPMBOKO
«KOHUeHTpauisa- 4ac» (AUC) omenpasony Ta He 3anexuTb Big (aKTUYHOI
KOHUEHTpauii omenpasony B naa3Mi KpoBi Ha AaHUW MOMEHT 4yacy.

Mig yac nikyBaHHs OMenpas30/IOM He BiA3HAa4YeHO O3HaK Taxidinakcii.
Briins Ha H. pylori

H. pylori noB’s3aHa i3 pO3BMTKOM BMPa3KoOBOi XBOpPobW, y TOMY 4YuChi
BMPA3KOBOI XBOpOobW ABaHaguUATMNANOI KUWKKM Ta WAyHKa. H. pylori €
OCHOBHMM (PaKTOpPOM pO3BUTKY ractputy. H. pylori pa3oMm i3 CONSIHOW
KMUC/IOTOK LWYHKOBOIFO COKY € OCHOBHMM (PakTOPOM PO3BUTKY BMPA3KOBOI
XBopobu. H. pylori € OCHOBHUM (aKTOPOM PO3BUTKY aTpodiyHOro racTpuTy,
LLIO aCOUIOETLCA 3 NiABULLEHUM PU3MKOM PO3BUTKY pakKy LUAYHKA.

Epaaunkauia H. pylori 3a ponomoroi oMenpasosnly Ta MPOTUMIKPOOHUX
npenapaTiB MNoB’dA3aHa 3 BUCOKWUMW PIBHAMW 3arO€HHsS i TpuBanoi peMicii
BMPa3KOBOI XBOPOO M.

IHWI epekTy, rnoB’sa3aHi 3 NPUrHiYEHHSIM ceKpeLlii CO/ISTHOI KNC/10TU Y LUJTTYHKY

Mig 4Jac nikyBaHHA aHTUCEKPETOPHMMU MnpernapataMnu CUPOBATKOBWUMN pPiBEHb
racTpUHY MiABULLYETbCA Y BiAMNOBiAb HA 3HUXEHY CeKpeuitd KNCOTU. TakKoxX Yy
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3B'AA3KY 3i 3HMXKEHOK LAYHKOBOK KWUC/OTHICTIO MNiABULLYETLCA piBEHb
xpoMorpaHiHy A (CgA). lMNigeuweHHSa piBHS CgA MoXe 3aBagunTn 0O6CTEXEHHIO
Ha HeMpOeHAOKPUHHI NyxanHu. MoBiAOMNSANOCS, WO NiKyBaHHSA iHribGiTopamu
NPOTOHHOrO Hacoca noTpibHO NpuNUHUTK 3a 5-14 AHiB A0 BM3HaudeHHs CgA.
Bu3HayeHHsa cnig NnoBTOPUTU, AKLWO PiBHI HE HOpManilyBanmca A0 UbOro yacy.

36inbweHHa uncna ECL-kniTMH, noB’d3aHe, MOXNMBO, 3i 36inblUEHHAM
CUPOBATKOBOIO pPiBHSA racTpuHy, CMOCTEPIraeTbCA AK Yy AiTeN, TaK i y AOPOCIUX
nig 4yac TpMBanoro nikyBaHH4a oMenpasosioM. BeaxatoTb, WO Ui AaHi HE MaloTb
KNiHIYHOrO 3HaYeHHs.

Mig 4ac TpuBanoro Kypcy nikyBaHHA MNOBIiAOMIANOCA MNpO Aewo MigBULLEHY
4YaCTOTY MOSIBM 3a/1030BUX KICT Yy WAYHKY. Lli 3MiHM € (i3ionoriyHMM Hacnigkom
BUPaXEHOro TMpUrHiYeHHsa cekpeuii COoNMaHOI KWUCNOTW;, Uen npouec €
AobposiKicHUM i, BiporigHo, 060pOTHUM.

3HMXEHHS KNCNOTHOCTI LWAYHKOBOIo COKy 6yab-aAKnMMn 3acobamum, BKAKOYHAKOUN
iHri6iITOpM NPOTOHHOI NOMNM, 36iNblIyE KiNbKiCTb 6akTepin y LWAYHKY, WO
3a3BMYan NPUCYTHI Y WIYHKOBO-KULWKOBOMY TpakTi. JlikyBaHHSA npenapaTtamu,
O 3HMXYIOTb KMUCOTHICTb, MOXE NPU3BECTU A0 Aelo NiABULEHOro pU3NKY
PO3BUTKY iHpeKuin LLITYHKOBO-KULLIKOBOIO TPpakKTy,
cnpuunHeHnx Salmonella Ta Campylobacter.

dapMmaKoKiHETHKA.

MepenbauyBaHuin 06’eM po3noainy y 3a0poBux p[06poBONbLIB CTAaHOBWUTb
npmnbnmsno 0,3 n/kr macu Tina. OmMenpason Nnpnban3Ho Ha 97 % 3B'A3YETbLCA 3
6inkamMu nna3mm Kposi.

OMenpa30n NoBHIiCcTIO MeTabonisyerbca cuctemoto umtoxpomy P450 (CYP).
OcHOBHa 4acTMHa WnWoro MeTaboniamy 3anexuTb Big  NonaiMopdHO
eKcnpecoBaHoro CYP2C19, BiAMOBiA4A/IbHOIO 3a YTBOPEHHA
rigpokciomenpasonly, OCHOBHOro Metabonity pe4yoBmHU y nnasMmi Kposi. PewTa
3anexXuTb BiA iHWOI cneuundidHoi i3odopmn (CYP3A4), BignosiganbHOI 3a
YyTBOPEHHSA oMenpasony Ccynb@oHy. BHacnigok BWUCOKOI CNOPiIAHEHOCTI
omenpa3sony i3 CYP2C19 iCHyYye MOXNMBICTb KOHKYPEHTHOro MPUrHidYeHHd Ta
MeTaboniyHoi MiXNnikapcbkoi B3aemoaii 3 iHwuMn cybctpatamn CYP2C19.
OaHak yepes He3HaYHy crnopigHeHicTb i3 CYP3A4 oMenpa3os He Ma€ 34aTHOCTI
00 NpUrHiyeHHs MeTaboniaMmy iHwmx cybctpaTtis CYP3A4. KpiM Toro, omenpasor
HEe YWHUTb rasbMiBHOI Aii Ha OCHOBHI pepmeHTn CYP.

MpunébnusHo y 3 % npeactaBHUKIB €eBponeoigHoi pacn Ta y 15-20 %
NnpeACTaBHUKIB  MOHrosioigHoi pacum  dyHKuioHanbHUn depmeHt CYP2C19
BiACYTHIN; 1X BIAHOCATb A0 TaK 3BaHUX NOBiNIbHUX MeTabonizatopis. Y unx ocib
MeTaboniamM oMenpasosly, MOX/MBO, KaTani3yeTbCA MepeBaXHO (epMeHTOM
CYP3A4. lMicna noBTOPHOro npm3HavyeHHs oMmenpasony y Ao3i 20 Mr 1 pas Ha
noby cepeaHe 3HaveHHs AUC y nosinbHMX MeTabonizatopie y 5-10 pasis
b6inbwe, HiXX B 0Ci6, AKi MawTb @QYyHKUiOHanbHUn depmeHT CYP2C19 (y
WwBMAKNX MeTtabonizatopiB). CepeaHi MakcMManbHi KOHUeHTpauii y nia3sMi



¥ Hapopna anTeka

KpoBi 6ynn Takox 6inbw BUCOKI — y 3-5 pasiB. OgHak Ui pe3ynbTatun He
BMJIMBAOTb Ha A03YBaHHSA OMenpas3osy.

3aranbHUM NAA3MOBUN KJipeHC cTaHoBuTb npubnusHo 30-40 n/rog nicng
pa3oBoi A03u. Nepioa HaniBBMBeAEHHS OMenpasosy 3 nja3Mu KpoBi 3a3BM4Yan
MeHwWwe 1 roguMHu gaK nicng pasoBoro, Tak i Nicng NOBTOPHOMO 3aCTOCYBAHHA
npenapaTy 1 pa3 Ha Aoby. OMenpa3on MOBHICTO BMBOAUTLCS 3 Maa3Mu KpPOBi
MiXK npurnoMaMm o3 6e3 TeHaeHUii 40 HaKONMYEHHS NPU MOro 3aCToCyBaHHi 1
pa3 Ha poby. Maimxe 80 % p[o3m omMenpasony BWMBOAUTBCS Yy BUrNAA4i
MeTaboniTie i3 ceyelo, a pewTa — i3 dhekaniasMu, NnepeBaxHo LWASXOM cekpeLii
3 XXOBUIO.

AUC omMenpa3ony 36inbWwy€eTbCa Npy NOBTOPHOMY 3aCcTOCyBaHHi npenaparty. Le
36inblIEHHS 3aNeXUTb Big 403U NpenapaTy i 3abe3neuye HeniHinHY 3aneXHiCTb
AUC Big 0o3u nicnsg noBTOPHOrO 3aCTOCYBaHHS rnpenapaTty. Taka 3aseXHiCTb
Bi4 4acy Ta A03M 3yMOBJIEHA 3MEHLUEHHSIM npecuctemMHoro metaboniamy Ta
CUCTEMHOr0 KAipeHCy, WO, MOX/NBO, CMPUUYMHEHO MPUrHIYEHHAM (epMeHTy
CYP2C19 omenpa3sonoM Ta/abo nmoro metabonitamm (Hanpuknag cynbdOHOM).
He 6yno BusiBneHo, wob 6yab-akuin i3 meTtaboniTiB BNAMBaB Ha ceKpeuito
CONSAHOI KUCNOTU LWNYHKOBOIO COKY.

layieHTn 3 NopyLIEHHSIMW DYHKLIV MEYIHKN

MeTaboniam omenpasony B MAUIEHTIB i3 MOpPYWEHHAMU QYHKLIA Ne4diHKn
CMOBiIbHEHMI, WO nNpu3BoaAUTb A0 36inbweHHs AUC. [pu 3acToCyBaHHiI
omenpas3ony 1 pa3 Ha noby 6yab-saKoi TEHAEHLUIT A0 HAKOMUYEHHS npenapaTy
He cnocTepiranocs.

layieHTn 3 NopyLieHHsIMN yHKLIN HUPOK

dapMaKoOKiHETUKA OMenpas3osy, Yy TOMY 4YUCAi CUcTeMHa 6ioaoCTynHICTb Ta
LUBUAKICTb BUBEAEHHS, Y NAUIEHTIB 3i 3HMXEHOK HUPKOBOK GYHKLIEWD He
3MIHIOETbLCA.

layieHTn 1iTHLOro BIiKYy

LLBnakictb MmeTaboniamy omenpasosny y NauieHTiB NiTHbOro Biky (75-79 pokiB)
AEeL0 3HMXEHa.

KniHiuyHi XapaKTepucTuKm.

lNMoka3aHHHA.

OmeHakc® ansa BHYTPiLUHbOBEHHOIO  3aCTOCYBaHHS nokasaHuii €K
anbTepHaTMBa NepopasibHil Tepanii Npy HUXYe3a3HauYeHMUX MoKa3aHHSX.

Hopocni

— JlikyBaHHA BUpPa3KM ABaHAAUATUMNANOI KULIKMN.
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- MpodinakTnka peunameis BUpa3Kn ABaHAAUATMNANOI KULLIKN.
- JlikyBaHHA BMpPa3Ku LWIYHKA.
- MNpodinakTnka peunamsis BMPa3Kn LWIYHKA.

- Y kombiHauii 3 BignoBigHMMM aHTMBIOTMKaAMKN anga epaawvkauii Helicobacter
pylori (H. pylori) npn Bupa3kosin XxBopobi.

- JlikyBaHHS BMWpPa3KW LWNYHKA i ABaHaAUSATMNANOI KULIKW, MNOB’A3aHOI i3
3aCTOCYBaAHHSIM HECTepoiaAHUX NpoTmu3ananbHuUxX npenapatis (HIM3M).

- lpodinakTMka BUpPa3KWN LWIIYHKA i ABaHaAUATMNANOI KULWKK, NOB’A3aHOI i3
3acTocyBaHHAaM HIM3MM y nauieHTiB KaTeropii pusuky.

- JlikyBaHHs pedntokc-e3odarity.
— TpuBane nikyBaHHSA MauUi€EHTIB 3 HEAKTUBHUM pedntokc-e3odaritom.
- JlikyBaHHS CMMNTOMaTMYHOI ractpoe3odareanbHoi pedtoKCHOI XBOpobu.

- JlikyBaHHS cnHapomy 3oaniHrepa-EnnicoHa.

lNMpornnoka3aHHs.

MiagBMweHa 4yTAMBICTb A0 OMenpasony, 3amiweHumx 6eHsmmigasonis abo Ao
6yab-5KOi 3 AOMOMIXKHUX PEYOBUH.

OMenpaszon, €K i iHwi iHri6itopn npoTtoHHoro Hacoca (IMNMH), He cnia

3actocoByBatn 0OAHOYACHO 3 Heﬂ(biHaBipOM. OaHovacHe 3acTocyBaHHSA 3
aTasaHaBipOM NMpoTuUnoKasaHe.

B3aemMogpgis 3 iHLWMMMU NliKapCbKMMM 3acobamu Ta iHLWIi BuAgN B3aEMOZIN.

BriinsB omenpasosny Ha papMaKkoKIiHETUKY iHLNX JliIKapCbKuX 3acobiBs

JlikapcbKi 3acobu, BCMOKTYBAHHS SKUX 3a/1€XXKUTb Big pH wwnyHKa

MpuUrHiyeHHsa WAYHKOBOI ceKkpeuil nig Yyac NikyBaHHA OMenpa30/iOM Ta iHWWMK
npenapatamu rpynun IMH Moxe 3HMXyBaTW abo nigsuwysBatn abcopbuito
NikapcbkKnx 3acobiB, BCMOKTYBaHHS SSIKMX 3a5eXUTb Big pH wnyHka. Ak iy pasi
3aCTOCYBaHHS 3 iHWKWMK NpenapaTtamMu, WO 3MEeHLWYTb BHYTPILWHbOLWI/TYHKOBY
KMCNOTHICTb, abcopbuis Takux npenapaTtiB, SK KETOKOHA30/, iTpakoHas30/, a
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TAKOX €epsIoTUHI6, MOXe 3MeHLWYyBaTUCH, ToAi $SK BCMOKTYBaHHS TaKuX
npenapartiB, $SK OWIOKCUMH, MOXe niaBuWyBaTUCA Nig 4ac JiKyBaHHS
oMmenpasonoM. OgHo4vacHe 3actocyBaHHA oMenpaszony (20 mr Ha goby) Ta
ANTOKCUHY Y 340p0BUX A406poBobLUIB NiaBULLYBano 6i040CTYNHICTb ANTOKCUHY
Ha 10 %.

HendeiHasip, atasaHasip

Mna3moBi piBHI HendiHaBipy M aTaszaHaBipy 3HUXYHKOTbLCA MpU OLHOYACHOMY
3aCTOCYBaHHI 3 oMenpas3osioM.

OpgHo4vacHe npu3HayeHHs oMenpasony (40 mMr 1 pa3 Ha Aoby) 3HMXKYBano
cepeaHio ekcnosuuito HendiHaBipy npmbnn3Ho Ha 40 %, a cepeaHs ekcno3unuis
dapMakonoriyHo akTuBHoro mMetabonity M8 3HmxyBanacs npnbnansHo Ha 75-
90 %. B3aemogiss Takox Moxe 6yTn obyMoBsieHa MPUrHIYEHHSM aKTUBHOCTI
CYP2C109.

OaHouacHe 3actocyBaHHsA oMmenpasony (40 mr 1 pa3 Ha goby) Ta aTasaHaBipy
B Ano3i 300 Mr/ pwuToHaBipy B Ao03i 100 mr y 3a0poBux A06poBOMbLIB
NPU3BOAUIO A0 3HMXKEHHS Ha 75 % ekcno3uuii aTazaHasipy. lMigBULWeHHS A03u
aTasaHasipy A0 400 Mr He KoMneHcyBaso BMJMB OMeNpasosly Ha eKcno3umuito
aTasaHasipy. OgHo4acHe 3acTtocyBaHHs oMenpa3sony (20 mr 1 pas3 Ha poby) 3
aTaszaHasipoMm y po3i 400 w™r/puTtoHaBipoM y pgo3i 100 Mr y 340poBUMX
AobpoBonbUiB NMpM3BOANAO A0 3HMXEHHSA npubnnsHo Ha 30 % ekcno3uuii
aTasaHaBipy NOpPiBHAHO 3 aTasaHasipoM B 103i 300 mMr/putoHasipoM B A03i 100
mMr 1 pa3 Ha poby.

LIMrokcuH

OpgHo4vacHe nikyBaHHs oMmenpas3onoM (20 Mr Ha poby) Ta AWUFOKCUMHOM Y
300poBux aobposonbuiB 36inbwysano 6iog0CTynHICTb AUrokcmHy Ha 10 %.
Pioko peecTtpyBanuca BUMAAKM TOKCUYHOCTI, CRPUYMHEHOI 3acCTOCYyBaHHSAM
AONroKCuHY. [lpoTe cnig A[OTpuMyBaTUCA 06epeXHOCTi Mnpu  NpU3HaYeHHi
BUCOKMX A03 OMenpasosly nauieHTaM niTHboro Biky. HeobxigHO nocunutu
TepaneBTUYHUIN NiIKAPCbKUN MOHITOPUHI AUTOKCUHY.

Knonigorpenb

Y xoai pocnigaxeHb knonigorpesnb (HaBaHTaxyBasbHa pos3a - 300 mr 3
HaCTyrnHoOW A030t0 75 Mr Ha poby) y Burngaai MoHoTepanii Ta 3 oMernpasosioM
(80 Mr ogHouacHo 3 kJsonigorpeneM) 3acTtocoByBasn NpoTaroM 5 gHis. Mpu
OAHOYACHOMY 3aCTOCYBaHHi Knonmigorpento W OMenpasosly eKcrnosuuis
aKTUBHOro MeTtaboniTy knonigorpesnto 3HmMxXyBanacsa Ha 46 % (aeHb 1) i Ha 42
% (peHb 5). CepegHe NpuUrHidyeHHs arperauii TpoM6ounTiB 3HMXYBanNocs Ha 47
% (uepe3 24 rognHun) i Ha 30 % (aeHb 5), Konu knonigorpesnb i oMenpason
3aCTOCOBYBanM pasoM. Y Xxoai NpoBeAeHHS iHWoro JAocnigkeHHs 6yno
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NOKas3aHo, WO MNpPUMOM KJOMigOrpentd Ta OMenpasosly B Pi3HUM 4ac He
nepeLwkKoaxas iX B3aEMoAii, Wwo, NMOBIPHO, CMNPUYNHEHO iHriBytoUnM edekToM
omenpa3sony Ha CYP2C19. CynepeunuBi AaHi WOAO0 KAIHIYHUX MNpoOSABIB UI€l
dapmakokiHeTn4YHOI/dhapMmakoanHaMivHoi (OK/D]) B3aeMopii 3 TOUKU 30py
OCHOBHUMX CepLeBO-CYAMHHUX 3axBoptoBaHb 6ynn 3apeecTpoBaHi B Xxoai
npoBefeHHS AOCNIAXEHb.

IHLWI nikapcbki 3acobu

BCMOKTYBaHHS MOCakKOHa30/y, epnoTuHiIby, KeTOKOHa30/y Ta iTpakoHa3ony
3HAYHO 3MEHLWYETbLCSH i, OTXKe, KNiHiYHa edPeKTUBHICTb MOXe nocnabnoBaTucs.
Cnig yHUKaTV 0AHOYACHOro 3aCTOCYBaHHS 3 MOCAKOHA30/10M i epNOTUHIOOM.

JlikapcbKi 3acobu, 1o MeTabonisyrTbcsa 3a yyactio CYP2C19

OMenpa3on € noMipHuUM iHri6itopom CYP2C19, ocHOBHOro ¢epMmeHTy, Lo
MeTabonizye omMenpason. TaknMM 4UYMHOM, MeTaboniaM CynyTHiIX niKapCbKux
3acobiB, WO TakoXx MeTabonisytoTbca 3a ydacTtio CYP2C19, Moxe
3MeHLWYyBaTUCH, a CUCTEeMHa ekcno3muia umx 3acobie - 36inbwyBaTUCA.
Mpuknagom Takux npenapaTiB € R-BapdapuH Ta iHWI aHTaAroHicTn BiTamiHy K,
LM0CTa30/1, gia3enam i PeHiToiH.

PesynbTaTn p[ocnigXeHb Yy 3400poBMX [06pOBOMbLIB  MPOAEMOHCTPYBanm
HasBHiCTb OK/®/[] B3aemoaii MiX knonigorpeneMm (HaBaHTaXxyBasibHa Ao3a -
300 mr/poboBa nigTpuMyBanbHa Ao3a — 75 Mr) Ta omenpasosnoM (80 mr Ha aoby
nepopasbHO, TO6TO A03a, SKa B 4 pa3un nepeBuLlyE CTaHAapTHY Ao60By A03Y),
WO npu3BoAMaAa A0 3MEHLWEeHHS eKCrno3uvuii  akTMBHOro Metabonity
Knonigorpento B cepeHboMy Ha 46 % Ta 3MeHLWEeHHS MaKCUManbHOI iHribyoyoi
aii (AQ®-iHaykoBaHOi) arperauii TpombounTiB B cepegHbOMy Ha 16 %. Ak
3anobixkHWUM  3axia HeobXigHO  YHMKaTM  OAHOYACHOrO0  3acCTOCYBaHHS
oMenpasosly Ta Kiaonigorpento.

Buxogaum 3 pesynbTaTiB 0O4HOrO0 paHAOMi30BaHOro (ase He3aBepLleHoro)
aocnigkeHHs (nopiBH0OBaNocsa NikyBaHHA niauebo Ta oMenpasosnoM y aosi 20
Mr MauieHTIB, AKi nikyBanucs Ksonigorpenem Ta KMUCNOTOHO
aueTuncaniuMnoBo) Ta HepaHaoMi3oBaHUX post-hoc aHanisiB gaHux 3
BEJIMKUX paHAOMI30BaHUX AOCNIAXKEHb i3 KNiHIYHUX BUXOAIB, BiACYTHI byab-AKi
CBiAYEHHS NPO MiABULLEHHSA PU3MKY NATOMOMNYHUX CepUeBO-CYyANHHUX BUXOAIB
Ha TNi OoAHOYACHOro 3actocyBaHHA knonigorpento Ta IMNH, y TOMy 4wuchi
es3omMenpasony.

Paa pocnigXeHb NpoAEMOHCTpPYBasn Cynepeynnsei pesynbTaTu Woao Toro, ym
NiIABULLYETbCA PU3KMK CepUeBO-CYAUHHUX TpoMboeMboniyHuX HBuL, SKLWO
NauieHT OTpUMYE Knonigorpens pasomM i3 IMNH.
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Y xoai gocnigXeHHs 3a y4vacTio 340poBuX A06pOBO/MbLLUIB, Y SKOMY BMBYANuU
3aCTOCyBaHHA Knonigorpento pas3oM i3 KoMbiHauiewo aueTuncaniymnosa
KMCNoTa Ta e30Menpasosi MOpPIiBHAHO 3 KJOMiAOrpeneM y MOHOPEeXUMI,
BiA3Ha4yanu 3HMXEHHS eKCrno3unuii akTMBHOro Metabonity Kionigorpento Mmamxe
Ha 40 %. NpoTe MakCcuMasbHa iHribytoua akTUBHICTb Woao (ATO-iHAYKOBAHOI)
arperauii TpombouuTiB y umx oci6 6byna oaHakoBow Yy rpynax, Ae
npunManu_knonigorpens OKpeMo Ta kKnonigorpens y  KombiHauii 3
aueTuncaniunMnoBo  KUC/MOTOK Ta  e30MenpasosioM, Wo, HaneBHe,
MOSICHIOETbCA OJAHOYACHUM BBeAEeHHSM HU3bKOI 403U aueTusicaniynnoBol
KMUCNOTMW.

L{nnocrason

Y xogdi nepexpecHOro AoCniAXeHHs BBeAeHHs omenpasony B [o03i 40 wmr
340poBUM A06pOBOLLSAM NiABULLYBANO MaKCMManbHY KOHUeHTpauito Ta AUC
umaocrtasony Ha 18 % Ta 26 % BianoBigHO, @ OAHOr0 3 MOro aKTUBHUX
mMeTaboniTiB — Ha 29 % Ta 69 % BignoBigHO.

DeHITOoIH

MOHITOPUHI KOHUeHTpauii @eHiToiHy B nnaa3Mi KpoOBi pPeKOMEHAYETbCSH
NpoOBOAMTM MNPOTArOM nepwmx 2 TWUXHIB NiCNg noyatky JiKyBaHHSA
oMenpas3osoM; i y pasi, aKkwo 6yno npoBedeHO KOpeKuito A03M EHITOIHY,
MOHITOPUHI Ta nojasjblly KOpekuito A03M npenapaTty HeobXigHO NpoBOAUTMU
nicng 3akiHYeHHS NiKyBaHHSA OMEenpas3osioM.

HeBigomuii mexaHiam

CakBiHasip

OnHovacHe  3aCTOCyBaHHA  OMenpasofsly 3  CakBiHaBipoOM/pUTOHaBipOM
npun3Boamno Ao 36inbleHHs piBHA CakBiHaBipy B nia3sMi Kposi NpmbansHo Ao
70 %, Wwo acouitoBanocs 3 HasexHow rnepeHocuMicTio y BIJT-iHpikoBaHMX
NauieHTIB.

Takposnimyc

Mpu ogHOYaCHOMY 3aCTOCyBaHHiI oMenpasoy nosiaoMNanocs npo 36inbleHHS
piBHA TakponiMycy B cupoBaTui KpoBi. [MoTpibHO npoBoAUTUM MNOCUNEHUI
MOHITOPUHI KOHLEHTpauii TakposiMycy, a TakoX @QYHKUiiT HUpoK (KjipeHc
KpeaTuHiHY) i Npy HeObXiAHOCTI BiAKOpUryBaTu A03YBaHHSA TaKpoiMycCy.

MoBigomnan0ca Npo NigBULLEHHS PiBHA MeTOTpeKcaTy Yy AeaKUX Naui€eHTIB npu
OAHOYACHOMY MNpPUNOMI 3 iHribiTopaMm NPOTOHHOro Hacoca. 3a HeobXiaHOCTI
3aCTOCYBaHHA METOTpeKcaTy Y BMCOKMX A03axX CMif pO3rnsgHYTW NUTaHHA npo
TMUMYaCoBY BiAMiHY OoMernpa3ony.
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BriauvB iHWunX ikapcbKux 3acobiB Ha papMakKoKiHETUKY OMErnpas3osay

IHri6itTopyu CYP2C19 ta/abo CYP3A4

Ockinbku oMmenpason Metabonizyerbcs 3a gonomoroto ¢pepmentiB CYP2C19 Ta
CYP3A4, npenapaTu, WO, K BiAOMO, NpUrHivytoTb akTueHicTb CYP2C19 abo
CYP3A4, abo obox depmeHTiB (Taki 9K KIapUTPOMIiLMH Ta BOPWUKOHA30/),
MOXYTb MPU3BOAUTM A0 3POCTaHHSA pPiBHIB OMenpasofnly B CUpoBaTuUi KpPOBi Yy
pe3ynbTaTi YMNOBiIIbHEHHSA WBMAKOCTI wnoro MeTtaboniamy. OpagHodacHe
3aCTOCYBaHHS BOPWKOHA30/My npu3Boamio [0 6inbw HiXK  ABOPa3oBoOro
3pOCTaHHsA ekcno3uuii omenpasony. OcKinbKM BUCOKI [03M oMenpasony
nepeHocunucsa aobpe, Kopekuis 4031 oMenpasony, K npaBuio, He NoTpibHa.
OaHak cnig po3rnsHyTU NUTAHHA NMPO KOPEeKUito 403K ANS NaUiEHTIB 3 TAXKO
NMe4vyiHKOBOK HeAOCTAaTHICTIO | Y pa3i, AKLWO0 NoKa3aHo TpMBane NikKyBaHHA.

Omenpa3on 4YacTkoBo MeTabonizyerbcs Takox CYP3A4, ane He nNpuUrHidyye uemn
depmeHT. TakuM YMHOM, OMenpas3on He BrIMBAE Ha MeTaboniam npenapartis,
wo MeTabonizytoTbcss CYP3A4, TakuX SIK LMKAOCMOPWH, NiAOKaiH, XiHiAWH,
eCcTpagion, epuTpoMiunH Ta byaecoHia.

IHaykTopu CYP2C19 1a/abo CYP3A4

MpenapaTwn, wWo, K BiAOMO, iHAYKYOTb akTUBHICTb CYP2C19 a6o CYP3A4, abo
o0b6ox depMeHTIB (Taki gk pudamniumH Ta 3Bipobit), MOXYTb NPU3BOAUTU A0
3HUXEHHS piBHIB OMenpasosly B CUPOBATLi KPOBi y pe3ynbTaTi NPUCKOPEHHSA
LUBMAKOCTI noro metabonismy.

Ocob6nMBOCTiI 3aCTOCYBaHHS.

Mpy HasgBHOCTI 6yAb-sIKOro TPUBOXHOrO CUMNTOMY (Hanpukiaz 3HA4YHOI
MWUMOBINBbHOI BTpaTM Macu Tina, nNepioaAnYHO NOBTOPKOBaAHOro 60BaHHS,
avncdarii, kKpuBasoro 6ntoBaHHA abo MeneHu) Ta npu nigo3pi abo npwm
HadABHOCTI BMpPas3KM LWAYHKA HeObXiAHO BWKJIOUYUTU 3M0SKICHI  MYyXJSINHMU,
OCKiIbKW JiKYBAaHHA MOXE 3MEHLWUTU BUPAXKEHICTb CUMMTOMIB i 3aTpuMmaTu
NOCTAHOBKY AiarHo3y.

Yy 340pPOBUX AobpoBonbLUiB BiA3Ha4anacs
dapmakokiHeTnyHa/dhapMakoanHaMiyHa  B3aEMOAiA  MiX  KnonigorpeneM
(HaBaHTaxyBanbHa gosa — 300 mr/poboBa nigTpuMmyBanbHa fo3a — 75 mr) Ta
omenpasonoM (80 Mr Ha poby nepopanbHO, TO6TO A03a, siIka B 4 paswu
nepeBULLYE CTaHAApPTHY JAEHHY [03Yy), WO npu3sBoauia A0 3MEeHLUEHHS
eKcno3uuii akTMBHoro mMetabonity knonigorpento B cepeHbOMY Ha 46 % Ta
3MEHLWEeHHA MakcuManbHoi iHribytouoi gii  (AOA®-iHaykoBaHoi) arperauii
TpoMbouuTiB B cepeaHboMy Ha 16 %.
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OaHo4acHe 3acToCyBaHHS aTasaHasipy 3 iHribiTopamMmm NpPOTOHHOrO Hacoca He
peKOMeHAYETbCA. SAKwo KoMbiHauii aTasaHaBipy 3 iHri6iTOpOM MNPOTOHHOrO
Hacoca He MOXHa YHUKHYTU, pPEeKOMeHAYETbCA peTesibHUM  KAiIHIYHUI
MOHITOPUHI (Hanpukag BipyCHe HaBaHTaXeHHs) Yy NoeAHaHHI 3i 36iNbLUEeHHSM
[03n aTasaHasBipy Ao 400 mr Ha 100 Mr puToHaBsipy; Ao3a OMernpasosly He
NoBMHHA nepesuwyBaTtn 20 Mr.

OMenpason, §K i BCi NikapcbKi 3acobu, WO NPUrHiYYyOTb CeKpeuitd COoMsAHOI
KUCNOTU LWJYHKOBOr0O COKY, MOX€ 3MEeHWMUTNU BCMOKTYBAHHS BiTaMiHy
Bi> (uiaHkobanamiHy) uepe3 rino- abo axnoprigpito. Lle cnig BpaxoByBaTu
nauieHTaM 3 Kaxikcieo abo pakTopamMu pM3nKy WOAO0 3HUXKEHHS BCMOKTYBaHHS
BiTaMiHy B12 npu gosroTpusBanin Tepanii.

OmMenpa3zon € iHri6itopm CYP2C19. Ha nouatky abo npu 3aKiHYeHHi NiKyBaHHS
OMenpasosioM HeOobXiAHO PO3rAsSHYTU MOXJMBICTb B3aEMOAIl 3 NiKapCbKUMU
3acobamn, wo MeTabonizyoTbcs 3a ydacTtio CYP2C19. Bsaemogis
CMOCTepiraeTbCa MiXK Knonigorpenem Ta oMmenpasosioM. KniHidyHa 3HauyywicTb
Li€l B3aeMoAii 3anMWa€ETbCa HesaAcHow. Ak 3anobixkHui 3axig HeobxiaHo
YHUKATN 04HOYAaCHOro 3aCTOCyBaHHA OMenpas3ony i kaonigorpento.

JlikyBaHHS iHri6iTopaMn NPOTOHHOrO HAcoca MOXe Mpu3BecTU A0 AeLlo
NiABULWEHOrNO0 pPU3MKY  PO3BUTKY iHGEKUIN TpaBHOro TpakTy, TakKux
K Salmonella Ta Campylobacter.

AK i npyn 6yab-siKOMYy AOBrOCTPOKOBOMY NiKyBaHHi, 0co6aMBO KoM nepiog
NiKyBaHHS OMenpa30/iI0M nepeBuLLYE 1 pik, NauieHTM NOBUHHI nepebyBaTtu nig,
perynsipHuM Harnsaom.

€ f[aHi, Wo Tepanisa iHribitopamMn NpPpOTOHHOro Hacoca Moxe 6yTu nos’a3aHa 3
HeBeNMKUM 36iNblIEHHSAM pU3MKY NepesioMiB, acoUinOBaHNX 3 OCTEONOPO30M.

OaHaK B IHWMX CXOXWMX AOCNIAKEHHAX NiABULWEHHS Takoro pu3nKy He 6yno
BUABJIEHO.

Y pocnig)XeHHAX i3 3aCToCyBaHHAM OMenpasosly Ta esoMenpasony (BKaYyarum
ABa BiAKPUTI LOBroCTpPOKOBI AOCNIAXKEHHS 3a y4acTio ocib BikoM Big 12 pokiB)
He 6yno BUSBNEHO 3B'a3Ky Mix npunoMom IMNH Ta nepenomamu, cnpnynHeHUMH
OCTEeOonopoO30M.

He3Baxxatouu Ha Te, o NPUYNHHO-HACNIAKOBUM 3B'30K MiX
oMenpas3osioM/e30MenpasosioM Ta OCTeoNoOpOTUYHMM MnepesioMoM He 6yB
AOBeAEeHNN, TMauieHTaM 3 pPU3UKOM MpPOrpecyryoro OCTeornoposy uu
OCTEONOpPOTMYHOro rnepesioMy noTpibHO pekoMeHAyBaTU BiAMNOBiAHE KAiHIYHE
CMOCTEpPEeXeHHA 3rigHO 3 AiIlYMMU KNIHIYHUMKU pekoMeHaauiaMu ans uboro
CTaHy.
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3acTtocyBaHHSA y nepioa BaritTHOCTi abo roayBaHHSA rpyaaro.

EdekTuBHicTb Ta 6e3neka 3acToCyBaHHS OMenpasosly BariTHUM  He
BCTAHOBJ/IEHI, TOMY npenapaT He pPeKOMeHAYETbCA npu3HadaTu Yy nepioq
BariTHOCTI.

OMenpas3on BUAINSAETbCS Y FpyAHE MOJIOKO, ajie Moro BMJIMB Ha AUTUHY
HEeBiAOMUI, TOMY HE PEKOMEHAYETbCA 3aCTOCOBYBaTW MpenapaTt Yy nepioa
roAlyBaHHSA rpyaato.

34aTHICTb BIJINBATU HAa LUBUAKICTb peakuii rnpu KepyBaHHi aBTOTpaHCropToM
abo iHWUMY mexaHiaMamu.

ManonMoBipHO, WO OMenpason BMJAMBAE Ha 34aTHICTb  KepyBaTu
aBTOTpaHCcNoOpToM abo iHWMMKM MexaHizMamu. MoXyTb chocTepiraTucsa Taki
Heba)kaHi peakuii Ha 3acToCyBaHHSA npenapaTty, $K 3anamMOpPOYeHHSs |
NOpYLEHHA 30pYy. AKWO TaKi po3naan CnocTepiratTbCs, NAUIEHTN He MOBUHHI
KepyBaTu aBTOTPAHCMNOPTOM abo iHWNMMKU MeXaHi3MaMu.

Cnocib 3acrocyBaHHsI Ta 4O3M.

Jo3yBaHHA

A/lbTepHaTmnBa rnepopasibHin Teparnii

MauieHTam, ANg gKuUX nepopasbHa dopMa npenapaty € HENPUUHATHOR,
pEKOMEeHAYTb  3acTtocoByBaTM OMeHakc® 40 wMr 1 pa3 Ha pnoby
BHYTPILWHbOBEHHO. MauieHTam i3 CUHAPOMOM 3onniHrepa-EnnicoHa
pekoMeHZoBaHa nMoyaTkoBa Ao3a npenapaty OMeHakc®, sKy BBOASATb
BHYTPIilWHbOBEHHO, CcTaHOBUTb 60 Mr Ha noby. Moxe BUHUKHYTU noTpeba y
6inbLw BMCOKUX noboBunx Ao3ax, TOMY A03Y cnig nigbupatun
iHOMBiAyanbHO. AKWo Ao3a nepesuwye 60 Mr Ha noby, ii cnig po3ginuTm
NOpPiBHY Ha ABi YaCTWUHM Ta NpuUnUMaTK 2 pasn Ha oby.

OmMeHakc® cniag BBOAUTU BHYTPILLHbOBEHHO Y BUrnsai iHgy3ii npotarom 20-30
XBWIUH.

Mpy BHYTPIWHBLOBEHHUX (H'EKLIAX BMICT KOXHOro @aakoHa omenpasony
poO3unHATb ¥ 10 Ma ctepunbHoi Boan (abo 0,9 % po3umnHi HaTpito xs0puay)
ansa in‘ekyin. 3aci6 y Burnagi BHYTPILWHbOBEHHOI iH'eKUil cnig BBOAUTU
NOBiINBbHO (NPOTAroM 5 XBUAKUH).
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IHCTpYKLUIig Woa0 BiAHOBNEHHS NpenapaTty nepea BBeAeHHAM

YBeCb BMICT KOXHOro (nakoHa cnig po3unmHuTn npmbnumsHo B o6’emi 5 Mn, a
noTiM Bigpa3y X po3sectn B 06’emi no 100 mn. HeobxigHO BUKOpUCTOBYBATH
0,9 % po3unH xnopuay HaTpito abo 5 % po3unH rnwoko3n. CtabinbHICTb
oMenpasony 3anexuTb Big pH po3unHy ans iHdy3ii, TOMy Ans po3BeAeHHS He
CNnig 3aCTOCOBYBATU iHLWWMAN PO3YMHHUK abo iHWY MOro KinbKiCTb.

liaroroBka

1. 3a ponomorow wnpuua Biabepitb 5 MA po3unHy ana iHQys3ii 3i
CTaMiNiniTpoBoi NAAWKK abo Miwka ansa iHpysil.

2. Jopante uen ob6'em po dnakoHa 3 niodinizoBaHMM OMENpPasoniomMm,
peTenbHO nNepeMiwanTe, NepeKoHaBWMWUCb, WO BeCb npenapaTt
PO34YMHUBCH.

3. BigbepiTb po3unMH oMenpasosny Hasag y wnpuu.
4. NepeHeciTb po34nH Y MiWoK abo NaswKy Ang iHdy3ii.

5. MosTopiTb eTann 1 - 4, wWob nepekoHaTUCS, WO yBecb 06'eM oMenpasony
nepeHeceHo 3 ¢1akoHa B MiwokK abo naswky ans iHya3ii.

ANbTEPHATUBHUKI METOA MiArOTOBKN PO3YUHY A1 iHQY3ikh B €1acTUYHOMY
KOHTekHepi

1. [1IBOCTOPOHHIO rONKYy-nepexigHMK npueaHanTe A0 iH'€EKUinHOI MeMbpaHu
MilKa Ansa iHgy3il. TMigknodiTe iHWKWW KiHeub FoaKW A0 ¢diakoHa 3
nioginizopaHMM oMenpas3osioM.

2. Po3uunHiTL cybCcTaHUito oMenpasony WASXOoM npoKadyBaHHS iHPY3iMHOro
PO34YMHY Brnepea-Hasag MiXK MilWKOM ang iHdy3ii i ¢py1akoHOoM.

3. lNepekoHanTecsa y TOMy, WO BeCb NpenapaTt pO34YMHUBCA.

OTpuMaHuu pO34MH HeobxigHO BMKOpUCTaTKH ans npoBeAeHHS
BHYTPIilWWHbOBEHHOI iHDY3ii npoTsarom 20-30 XBUIUH.

Byab-a9kun  HeBMKOpUCTaHUN Nikapcbkui 3acié abo Biaxoan noTpibHO
yTunisyBaTu BiAMNOBIiAHO A0 MiCLEBUX BUMOTr.

lMopyLeHHs1 pyHKUIii HUPOK
Kopekuisa o3n He noTpibHa A4 NauieHTiB 3 NOpPYyLWEHHAMN PYHKLUIN HUPOK.

lMopyLweHHs1 PyHKUIN neviHku
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[N nauienTiB i3 NOpYyLWEHHSAMU DYHKLIM NeYiHKKU MOXe BUSABUTUCS AOCTaTHbOK
nobosa aosa npenapaty 10-20 mr.

lavuieHTn niTHboro Biky (> 65 pokiB)

Kopekuisa o3m He noTpibHa An4 NauieHTiB NiTHLOrO BiKY.

Hitn

JlocBig 3acToCcyBaHHs OMenpasosly AN BHYTPILWHbOBEHHOrO BBeAEHHS B
neaiaTpuUuHiM NpakTuui obMexeHuni, ToOMy npenapaT He Chig nNpu3HadaTu Uin
BiKOBI KaTeropii navuieHTiB.

lMepepgo3yBaHHs.

IHdopMauia Nnpo Hacnigkn nepeno3yBaHHA OMenpasony B N0ANMHU obMexeHa.
OnucaHi BMnNagKku 3acTocyBaHHSA npenapaTy B Ao3ax Ao 560 mr; Takox 6ynu
OTpMMaHi OKpeMi NOBIAOMMIEHHA NPO NepopasibHe 3aCTOCyBaHHA O4HOPA30BUX
003 oMmenpasony, wo gocsaranm 2400 mr (y 120 pasiB Buwe 3BUYANHOI
pEKOMEHA0BAHOI A03W). 3apeecTpoBaHi BUMAagKW HyaoTu, 6110BaHHS,
3anamMopoyeHHs, 6010 Yy XWBOTI, Aiapei Ta ronosHoro 605t0. TakoX B
NOOAUMHOKMX BUMNagKax MNOBIAOMMIANOCA MNpO anaTiio, Aenpecito i CnayTaHICTb
CBiAOMOCTI.

OnucaHi cmmnToMn 6ynM TMMYacoOBMMM | MOBIAOMMEHb MPO CEPMO3HI HacnigKn
He Haaxoawno. WBnAKICTb BUBeAEHHA npenapaTy He 3MiHoBanacs (KiHeTuka
nepworo nopsaaky) 3i 36inbweHHaM [o3 npenapaty. Y pasi HeobxiaHOCTi
NPOBOAATL CUMMTOMATUYHE JTiIKYBaHHA.

Mpn npoBeAeHHi KNIHIYHUX [O0CNiAXEeHb 3acTOCOBYBa/IM BHYTPILWHbOBEHHE
BBEAEHHA npenapaTy B Ao3ax A0 270 Mr BNpoaoBX o4HOro AH4A ta Ao 650 mr
npoTtaroMm 3 [AHIB, WO He npu3Besnio A0 NOSABU XOAHMUX [A0303a/IeXKHUX
HebaXkaHUX peakuin.

Mo6i4yHi peakuyii.

Hanuactiwmmm nobiyHMMM peakuissMn € ronosHun 6inb, 6inb y XnBoTi, 3anop,
Aiapesi, MeTeopu3M Ta HyaoTa/6ntoBaHHA.

3 6oky cucremun KpoOBi: NaHUUTOMeHis, Nenkonenis,
arpaHysouuTtos, TpoMbouuToneHis.
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3 60Ky IMyHHOI cucTemMm: peakuii rinepuyyTamMBocCTi (aHMIOHEBPOTUYHNIN HAbPpSK,
rapsiuka, aHainakTM4yHUI LWOK).

MeTabosiuHi rnopyLieHHs: TiNOHATPIEMIA; FiNOMArHieMis; TsXKa rinoMarHiemis
MOXe MNPU3BECTU A0 rinoKasnbLieMIil; rinOMarHieEMia MoXe TakK0oX CMPUYUHUTKU
rinoKaniemito.

3 60Ky rnicuxikmn: 6e3COoHHSA, 36ya)XeHHs, CnayTaHICTb CBiAOMOCTI, Aenpecis,
arpecisa, rantounHauii.

3 60Ky HepBOBOi CUCTEMM: FONOBHUA 6inb, NigBULLEHE NOTOBUAINEHHS,
BEPTUIro, cnabkicTb, COHAUBICTb, NepeaHENPUTOMHUIN CTaH, NOPYLUEHHS CHY,
3aNnaMoOpoOYEHHS, NapecTesis, NoOpyLEeHHS CMaKy.

3 60Ky opraHiB 30py: HeJiTKiCTb 30pY.
3 60Ky opraHiB c/lyxy: BepTUro.
3 60Ky AuxasibHoi cuctemMu: 6pPOHXOCMNasM.

3 60Ky TpaBHOro TpakTy: piapes, 3anop, 6inb y xuBoTi, abaoMiHanbHUM 6inb,
HyaoTa, MeTeopu3Mm, 61t0BaHHSA, CyxiCTb Yy poOTi, CTOMATUT, KaHAMAO3
LWISYHKOBO-KULWKOBOIrO TPaKTy, MIKPOCKOMIYHUMA KONIT, NOPYLIEHHS CMaKoBUX
BiAYYTTIB.

3 6oky renarobiniapHoi  cuctemMu: NIABULLEHUN  piBeHb  MNEYiHKOBUX
depMeHTiB, NeviHKoBa HeAOCTaTHICTb, eHuedanonaTia y nauieHTiB 3
iICHYIOUMMWN 3aXBOPIOBAHHAMM NEYiHKM, renaTuT i3 XoBTaHuuUero abo 6e3 Hel.

3 60Ky wWwkKipn: pepMmatnt, cBepbix, BUCUNAHHSA, KPOMWB'AHKA, anoneuis,
doTouyTnmeictb, MynbTUHOpPMHa eputema, cuHAapoMm CriBeHca-[>KOHCOHa,
TOKCUYHUIN enigepManbHunit Hekponi3 (TEH)

3 60Ky KICTKOBO-M’S130B0Oi cucTemMu: Mianria, aptpanris, cnabkictb M'a3iB.

3 60Ky Ce4dyoBUAIZIbHOI cUCTEMU: iHTepCTUUianbHUM HedppuT, HUPKOBA
HeAOCTaTHICTb.

3 60Ky pernpodyKTUBHOI CUCTEMU: TIHEKOMACTIS.

3ara/sibHi po3siaav Ta peakuii y MICTi BBEAEHHS rpernapaty: HedJiTKiCTb 30py,
He34Yy>XaHHS, rapsiuka, rnocuneHe noToBmaineHHs, nepndepnyHnin Habpsk.

Y NOOAMHOKMX BMNaZAKax NOBiAOMMANOCHA NPpo HEOOOPOTHE NOPYLUEHHS 30pY Y
TAXXKOXBOPUX nauieHTiB, AKi oTpuManu omenpason y BUrNAAI
BHYTPIilWHbOBEHHOI iH'eKUii, 0cObNMBO Yy BenNMKMX p[o3ax, ase MNpPUYUHHO-
HacniAKOBMW 3B'30K He BCTAHOB/EHUN.
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TepMiH NpnAaTHOCTI. 2 POKWU.

YMoBM 36epiraHHs.

36epiratn npu TemnepaTtypi He Buwe 25 O°C B opwuriHanbHIN ynakoBL,i.
36epiratn B HEAOCTYNHOMY ANS AiTEN Micui.

TepMiH 36epiraHHs NOPOLLKY MiCNs BiAKPpUTTSA: A0 24 roAvH Npu TeMnepaTypi
He BuLe 25 °C.

TepMiH nNpuUAATHOCTI BiAHOBIOBANILHOIO PO34YMHY: A0 4 TroAvH npu
TeMmnepaTtypi He Buue 25 °C.

HecyMicHicrTb.

MpenapaT He cnig 3MiwyBaTWU 3 HWKMMKM NiKapCbKMMM 3acobamu, Kpim
3ragaHnx y posgaini «Cnocib 3actocyBaHHS Ta A03U».

YnakoBKa.

Mo 1 pNakoHy 3 MOPOLWIKOM Y KapTOHHIM kKopobui.
KaTteropia Bignycky. 3a peuenTtoMm.

Bupo6HuMK.

OEMO C.A. ®apmacbioTikan IHgacTpi.

Micue3Haxog>xeHHA BUPO6GHMKA Ta aapeca Micua nNpoBaA)>XeHHS Moro
AiANbHOCTI.
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