Ckian

Oitovya peuyosuHa: omeprazole;
1 ¢prnakoH MiCTUTH OMemnpa30/ly HaTPilo eKBiBaJIeHTHO oMelnpa30iy 40 Mmr;

OONOMIJCHI peuoB8uHU: MaHIT, JUHATPIIO edeTaT, METJIIOMiH, HaTpiio 0icynbdiT, HaTpito
rigpokcum.

JIikapcbKa ¢dpopMma

[TopomuIok fAjig po34YuHY OJId iH’€KITIN.

OcHo8HI (pi3uKo-xiMmiuHi 8s1acmueocmi: 6ina 41 npakTu4yHO Oina miodinizoBaHa Maca
ab0 ITOPOIIIOK.

®apMaKoTepaneBTUYHA Irpymna

3acobu OJid niKyBaHHS IMENTUYHOI BUPa3KMU Ta racTpoe3dodareanbHol pedIIoKCHOL
xBopoOu. Iuribitopu nmpororHol momnu. Kog ATX A02B CO1.

®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.

MexanisMm nmil

Owmenpa3sosi, palleMidHa CyMill IBOX €eHaHTiOMepPiB, 3MEHIIIy€E CEKPEIlif0 CONMSHOL
KHMCJIOTH y IIJIYHKY 3aBASKU MeXaHi3My crelndidyHo crpsMoBaHOl Ail. OMenpa3on
iHriOy€e ceKpellito CONMSTHOI KMCJIOTH Y HUTYHKY IIJIIXOM CIIeIudiuHOT0 BILJIUBY Ha
IIPOTOHHY IIOMIIY y Iapi€eTaJbHUX KJIiTUHaX. [IpenapaT nmpu 3aCTOCyBaHHI OOWH pa3 Ha
noOy mi€e MBUOKO Ta 3a0e3medyye KOHTPOIb IIJITXOM 0O0OPOTHOTO IIPUTHIYEHHS CeKpelril
COJISTHOI KUCJIOTH IIJIYyHKOBOTO COKY.

Owmenpa3soi € c1abK0H OCHOBOIO, IKa HAKOIINYYETHCS Ta IEPETBOPIOETHCS B aKTUBHY
¢dopmy y BKpall KHUCJIOMY CEPEHOBUII BHYTPIIIHbOKIITUHHUX KaHAJIbI[iB ITapi€TaJIbHUX
KJIiTWH, ge BiH mpurHiuye depment HY, KT-AT®asy (mpoTonna nmomma). Lieii edexT Ha
3aKJII0YHOMY eTali npornecy ¢GopMyBaHHS COJISHOL KUCJIOTH IIJIYyHKOBOTO COKY €
mo303aJie’KHUM Ta 3abe3neuye BUCOKOe(peKTUBHE NPUTHIYEHHS sIK 0a3alIbHOl, Tak i
CTUMYJIbOBAHOl CEKpeIlil COJITHOI KMCJIOTH, He3aJIe’KHO Biff TUNTY CTUMYJISIIil.

dapMakKoguHaMiuHi edeKTHu




Yci papmakoguHaMiyHi epeKTH MOXKHA IIOSICHUTH BIUIMBOM OMEIIPA30Jly Ha CEKPEIIiio
COJISTHOL KUCJIOTH.

Bnaue Ha cekpeuito coaAHOI Kucaomu y WAYHKY

BuyTpiniHEOBEHHE BBEOEHHS OMENPa30Jly CIPUYMHSIE 00303aJ/IeXXHe IIPUTHIYeHH S
CceKpellil COIsTHOl KUCIOTU YV IUIYHKY TIoauHu. [[71g Toro 11100 ogpa3y 3MeHIIUTH
PiBEHb BHYTPIMIHBOIITYHKOBOI KMCIIOTHOCTI aHAJIOTiYHO 3HUKEHHIO, 1110 JOCSATaEThCS
3aCTOCYBaHHSM IOBTOPHUX 03 IIpelapary no 20 Mr repopajibHO, PEKOMEHIYETHCS SIK
Iepila go3a BHYTPIIIHbOBEHHE BBedeHHs 40 Mr nipenaparty. Lle cipuyuHsie HeraHe
3MEHIIIeHHS PiBHSA BHYTPIIIHBOUITYHKOBOI KMCJIOTHOCTI 3 ITOOAIbIIIUM YTPUMaHHSIM
LILOTO ITOKa3HHWKAa 3HUXKEHHS B cepengHboMy Ha 90 % npoTtsaroMm 24 roguH K HiCId
BHYTPIIIHbOBEHHO] iH’€KIIil, TaK i Mic/Ig BHYTPIilIHLOBEHHOI iHQY3il.

[TpurHideHHs CeKpellil COITHOl KMCJIOTHU OB I3YETHCA 3 IIJIOIIEIO ITifi KPHUBOIO
«KOHIIeHTpallisl y m1a3Mi KpoBi — dac» (AUC) omenpas3oiy i He 3aIeKUTh Bif
(pbakTHYHOI KOHIIEHTPAIlil OMenpa30ily y IJla3Mi KPOBi Ha JaHUN MOMEHT 4acy.

[Tig yac nmiKyBaHHSI OMENPa30JIOM He Bil3HAa4YeHO O3HaK Taxidimakcii.
Bnaus Ha H. pylori

H. pylori moB’si3aHa i3 po3BUTKOM BHUPa3KOBOI XBOPOOU, B TOMY YUCIIi BUPA3KOBOI
XBOPOOM OBaHAMIISITUIIAJIOl KMIIKY Ta INIyHKa. H. pylori € ocHOBHUM (paKTOpoM
PO3BUTKY I'aCTPUTY.

H. pylori pa3oM i3 CONISTHOIO KMCIOTOIO IIIJIYyHKOBOT'O COKY € OCHOBHHUM (paKTOPOM
PO3BUTKY BUPa3K0OBO1 xBopoOu. Takoxk H. pylori € oCHOBHUM (PaKTOPOM PO3BUTKY
aTpo(ivHOTrO TaCTPUTY, IO aCOILIIOETHCS 3 ITIABUIIEHUM PU3UKOM PO3BUTKY paKy
IIJTyHKa.

Epapukatist H. pylori 3a OIOMOTr0i0 OMeIPa30jly Ta IPOTUMIKPOOHUX ITpenaparTiB
3YMOBIIIOE€E BUCOKMM PiBEeHb 3aTOEHHS i TpUBaJly PEMicCit0 BUpa3KOBOI XBOPOOU.

THwi e(pekmu, no8’s13aHi 3 Npu2HiYeHHAM ceKpeuil CONAHOI Kucaomu y WAYHKY

Ilig yac nmiKyBaHHS aHTHUCEKPETOPHUMHU IIpelapaTaMi CHUPOBAaTKOBUH PiBEHb FaCTPUHY
MIIABUINYETHCA YV BIANOBIAL HAa 3HUXKEHY CEKPELlil0o KUCIIOTU. TaKoX y 3B’A3KY 31
3HUIKEHOI0 IIJIYyHKOBOI KUCJIOTHICTIO IMiABUIIYETHCSA PiBeHb XxpoMorpaHiny A (CgA).
[TinBumienHs piBHS CgA MOXe 3aBafluTH 00CTEXXKEHHIO Ha HEMPOEeHOOKPUHHI ITyXJIUHU.
[ToBimoMisiniu, 110 JIIKYBaHHS iHTiGiTOpaMu IMIPOTOHHOI IIOMITHA MOTPiOHO MPUITUHUTH 3a
5-14 pgHiB 1o Bu3HayeHHs CgA. Bu3HayeHHs CJIi] IOBTOPUTHU, SAKIIO PiBHI HE
HOpPMaJIi3yBaJIuCs OO0 LILOT0 Yacy.



30inbmenHsa KinbkocTi ECL-KITiTHH, TOB's13aHe, MOKJIMBO, 3i 30iJIbIIIeHHAM
CUPOBATKOBOI'O PiBHA raCTPUHY, CIOCTEPIraeThCs SIK y OiTeu, TaK 1 y JOPOC/IUX IIifl 4ac
TPUBAJIOTO JIIKyBaHHS OMeIlpa30JioM. BBaxkaroTh, 1110 1Ii JaHi He MalTh KJIIHIYHOTO
3HAYEeHHS.

ITig yac TpuBasoro KypcCy JIiKyBaHHS IIOBIDOMIIAJIN IIPO OELI0 HiABUIIEHY YaCTOTY
MMOSIBY 3a@JI030BUX KiCT y HUTYHKY. Lli 3MiHu € (izionoriyHuM HaCJIigKOM BUPazKeHOT0
MIPUTHIYEeHHS CeKpellil COJISTHOI KUCIIOTH; 11ed mpoliec € moOposKicCHUM i, BiporigHo,
00OPOTHUM.

3HUKEHHS KMCJIOTHOCTI IIJTYyHKOBOT'O COKY OyIOb-IKUMU 3aco0aMu, BKIIOUAI04YUu
iHri0iTOPHU MPOTOHHOI MOMITH, 30iNTbIIy€E KiNTbKiCTh OAKTEpPil y IIJIYHKY, III0 3a3BUYall
MIPUCYTHI Y IUTYHKOBO-KUIIIKOBOMY TpPakKTi. JIikyBaHHS mpelapaTaMy, 110 3HUXKYIOTh
KHMCJIOTHICTB, A€ell0 HiABUIIY€E PU3UK PO3BUTKY iHPEKIIN HITYHKOBO-KUIIIKOBOTO
TpakTy, cupuduHeHux Salmonella Ta Campylobacter.

dapmakoKiHemukKa.
Pos3nonin

[TepegbayyBaHUil 06’€M PO3IOAITY CTaHOBUTHL Ipubnu3Ho 0,3 1/Kr Macu Tina.
Omernpa3os npubnusHo Ha 97 % 3B’sI3yeThCs 3 OimKaMu IJ1a3MU KPOBI.

MeTabo0J1i3M Ta BUBEOEHHS

Owmenpas3oJ1 TOBHICTI0O MeTaboi3yeThcsa cucteMoro rmutoxpomy P450 (CYP). 'onoBHUM
YUHOM MOTro MeTaboJIi3M 3ajIekKUTh Bif mmosriMmopdHo ekcrapecoBanoro CYP2C19,
BiITIOBiganbHOTO 3a YTBOPEHHS T'iApOKCioMeITpa30ily, OCHOBHOTO MeTabomiTy y mia3Mmi
KpoBi. PelliTa 3anexuTs Bif iHII01 crienudgiynoi isodpopmu (CYP3A4), BiamoBimanbHOI
3a YTBOPEHHS OMEIPa30Jly CyibpoHy. Hepes3 BUCOKY CHOPiITHEHICTh OMEeIpa30y i3
CYP2C19 icHye MOXKJIUBICTh KOHKYPEHTHOTO IIPUTHiIYeHHS Ta MeTabosiuHo1
MiXKMeOuKaMeHTO0301 B3aeMopil 3 inmumMu cyoctpatamu CYP2C19. OgHak yepes
He3HauyHYy cropigHeHicTh i3 CYP3A4 oMmenpa30i1 He Ma€ 30aTHOCTI 40 IPUTHIYEHHS
MeTabomni3aMy iHmux cyoctpatiB CYP3A4. KpiM Toro, oMenpa30Jji He IPUTHiIYy€E OCHOBHI
depmenTu CYP.

[MTpubnu3Ho y 3 % mpencTaBHUKIB €BpoOIeoigHol pacu Ta y 15-20 % mpencTaBHUKIB
MOHTO0JI01AHO1 pacu pyHKIioHanbHUMN pepmeHT CYP2C19 BigcyTHIN; 1IX BITHOCSTE OO0
TaK 3BaHUX «MOBiIbHUX MeTabosizaTopiB». ¥ 1mux ocid MeTtaboi1i3M oMemnpas3oiy,
MOKJIMBO, KaTali3yeThCs nepeBakHo pepmernToMm CYP3A4. ITicist HOBTOPHOTO
3aCcTOCyBaHHS oMenpas30iy y mo3i 20 Mr oguH pa3 Ha 0o0y cepeqH€E 3HaUEeHHS TIJIOMIi
mig kpuBoio AUC y «noBinbHUX MeTabosizaTopiB» y 5-10 paziB 6isnbiie, HiK B 0Ci0, gKi
MaioTh pyHKIioHanbHUM hepMeHT CYP2C19 (y «mBuAaKUX MeTabosi3aTopiB»).
CepenHs MakKcUMaJlbHa KOHIIEHTPAIlisl y Ij1a3Mi KpoBi Oyjia TaKo>K BHUIIOIO y 3-5 pa3ziB.



OpHaxk 11l pe3yabTaTy He BIJIMBAIOTh Ha HO3yBaHHS OMeNnpa30ily.
Busepgenusa

3aranbHUM I1JITa3MOBUM KJIipeHC CTaHOBUTDL Tpubnu3no 30-40 n/rop micsis pa3oBoi
mo3u. [lepion HamiBBUBEOEHHS OMEIIPa30Jly 3 IJla3MM KPOBi 3a3BUYall MeHIIle OOHiel
TOOVHMU SK MIiCJIA pa30BOro0, Tak i MiCJis IIOBTOPHOTO 3aCTOCYBaHHS IIpenapaTy OOuH
pa3 Ha mo6y. OMeIpa30J MOBHICTIO BUBOOUTHCS 3 IJTa3MHU KPOBi MixK IIpuiioMaMu [03
0e3 TeHOeHIlil ;o HaKONMMYeHHs ITPU MOTro 3aCTOCYBaHHI OoOuH pa3 Ha mo0y. Matixke 80
% mo3u oMeIpa30Jly BUBOOUTHCS Y BUTJISINI MeTaboIiTiB i3 ceyelo, a pemita — i3
dbekanisiMu, mepeBaxkHO IIIITXOM CEKpeIlil 3 XK0BYIO.

AUC omenpa3sony 30iNbIIyETHCS IIPU MTOBTOPHOMY 3aCTOCyBaHHi. Lle 30inbineHHS
3aJIeKUTh Bifl 4O3U IIpenapary i 3abe3neuye HeniHiWHY 3anexHicTs AUC Big go3u
Iicjist MOBTOPHOTO 3aCTOCyBaHHs. Taka 3ajleXHICTh Bifl 4aCy Ta HO3U 3yMOBJI€Ha
3MEHIIEeHHSIM IIPEeCUCTEMHOTO MeTab0JIi3aMy Ta CUCTEMHOTI'O KJIipeHCY, 1110, MOXKJIUBO,
CIpuYrHeHO npurHidveHHsM pepmenty CYP2C19 omemnpa3onom Ta/abo 1#oro
MeTaboniTamMu (Hanpuknazn cynbdoHom). He Oymo BUSBIIEHO, M0 IKUUCH i3
MeTaObOoJIiTiB BIJIMBAaB Ha CEKPELil0 CONSTHOI KMCIOTH LIJTYHKOBOTO COKY.

Oco06uBi rpynu MallieHTiB

ITauieHmu 3 nopyweHHAMU (PYHKUilU neviHku. MeTab0J1i3aM oMenpa30J1y y HalliEHTiB i3
MMOpYyIIeHHSIMHU GYHKIIIHN ITeYiHKM CIOBiIbHEHUH, 1110 TPU3BOAUTH 10 30inbiieHHst AUC.
[Tpu 3acTocyBaHHiI OMeIlpa30ily OOUH pa3 Ha o0y KOMHOI TeHAEHIIil 0 HaKOTIu4YeHHs
ImperapaTy He CIIOCTEePiraaocs.

INauienmu 3 nopyweHHAMU PYyHKUiU HUpokK. PapMaKOKiHETHKa OMENpPa30Jly, y TOMY
YHCIi cucTeMHa 0i0lOCTYIHICTh Ta IIBUAKICTh BUBEOEHHSI, V MAIli€HTIB 3i 3HUKEHOIO
HUPKOBOIO (QDYHKIII€I0 HE 3MIHIOETHCH.

ITauienmu aimHvo2o eiky. [IIBUOKiCTE MeTabos1i3My oMeIpa30iy V MallieHTiB TiTHHOTO
BiKy (75-79 pOKiB) melio 3HMUKEHA.

IToxa3aHHSA

Omenpa3on AcTpa O BHYTPIIIHBOBEHHOT O 3aCTOCYBaHHSA ITOKa3aHUU JOPOCIIUM SK
aJbTepHaATHBA IIepopasbHii Teparil:

OJIsA J'IiKy'BaHHﬂ BHUPaA3KHU JIBaHaJII_IHTI/IHaJ'IOi KHUIITKHY,

ot TpodiTaKTUKY PEelUONBIB BUPA3KU OBaHAMIIITUIIATIOl KUIIIKY;

I J'IiKYBaHHH BHUPA3KU HIJIYHKA;

01t MpodiTaKTUKY PEelUONBIB BUPA3KU LIITYHKA;



y KoMOiHallil 3 BimnoBigHUMU aHTUOIOTUKAaMM ISl epapukalil Helicobacter pylori

(H. pylori) mipu Bupa3KoBilt XBOpPoOi;

e IS JIIKYBaHHS BUPA3KU IUIYHKA i ABaAHAAIATUIAIOL KUIIIKY, ITIOB 13aHOI i3
3aCTOCYBaHHSIM HECTEPOIOHUX ITpoTu3ananbHuxX npemnapatis (HI13II);

e 15 MpO(iTaKTUKM BUPA3KM IIJIyHKA 1 ABaHAAUATUIIANIO] KUIIIKY, TOB’I3aHO0] i3
3actocyBaHHaM HII3II, y maifieHTiB KaTeropil pu3ukKy;

e [IJI JMiKyBaHHS pediiiokc-e30¢ariry;

e [IJISI TPUBAJIOTO JIIKYBaHHS ITAIliEHTIB 3 HEAKTUBHUM pedIIioKc-e30(ariToMm;

e IJISI JIIKYBAaHHSI CUMIITOMATHUYHOI racTpoe3odareasnbHol pedIioKCHOI XBOPOOH;

e [JId JIIKyBaHHS CUHAPOMY 30JUIiHrepa — EmnmicoHa.

HpOTHHOKaSaHHH

[TigBuIleHa YyTJIMBICTh MO OMENPA30J1y, 3aMilleHuX 0eH3uMima30iiB abo mo OyOb-siKo1
3 OOIOMIXKHUX PEYOBHUH.

Owmenpa3sorn, sK i iHmri iHribiTopu npotorHoi mommu (ITIIT), He ciifg 3acTOCOBYyBaTH
omHO4YacHO 3 HesndiHaBipoMm Ta aTa3aHaBipoM (OuB. po3min «B3aeMomis 3 iHIIMMU
JIIKapChbKUMHU 3ac00aMU Ta iHIIM BUOM B3aEMOIiN»).

B3aemonisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMH Ta iHIIi BHIH B3a€EMOIil

Bnaus omenpaszony Ha apmMakokKiHemuky iHWux AiKapcvkux 3acobis

JIikapchbKi 3aco01, BCMOKTYBaHHS SIKMX 3aJIeKUTH Bifg pH IIIyHKa

[TpurHideHHs IUTYHKOBOI CEKpellil I Yac JiKyBaHHS OMeINIpa30JIOM Ta iHITUMHU
npenapaTtamu 3 rpymnu II1TT Moxke 3HMKYBaTU abo migBuIryBaTH abcopoOiiito
JIiKapChbKUX 3aCc00iB, BCMOKTYBaHHS SKUX 3a/IeKUTh Big pH mnyHKa. AGcopO1iist Takux
IIperapariB, SK KETOKOHA30J1, iTpaKOHAa30J1, epJIOTUHIO, MOXKe 3MeHIIIyBaTHUCH, a
BCMOKTYBaHHS TaKUX IIpelaparis, IK JUTOKCUH, MOXKe MiIBUIIyBaTUCS i 4yac
JIIKyBaHHS oMeIlpa30sioM. [ToBigoMIIsiiocs, 1110 OHHOYaCHE 3aCTOCYBaHHS OMeEIIpa30Jly
(20 Mr Ha moOy) Ta AUTOKCUHY ITigBUIIyBasio 6iomocTymHicTh oUrokcuHy Ha 10 %.

HeagiHasip, ama3aHasip

[Tma3moBi piBHI HeN@iHaBipy Ta aTa3aHaBipy 3HUXKYIOTECSA IIPU OOGHOYACHOMY
3aCTOCyBaHHI 3 OMeIpa30JIoM.

OmHOYacHe 3aCTOCyBaHHS OMeITpa30iy i HelldiHaBipy NpoTUIIOKa3aHe.

OmHouyacHe NpuU3HavYeHHs oMmemnpa3ony (40 mr 1 pa3 Ha 0o0y) 3HUXKYE CEPEOHIO
eKcrno3uiliro HendiHaBipy npubnu3uo Ha 40 %, a cepegHsT eKCIO3UIIist
dbapmakooriuHo aKTUBHOTO MeTabosiTy M8 3HUXKyeThCsA TpubIu3Ho Ha 75-90 %.



B3aeMmopist TakoK MoxKe OyTH 3yMOBJIeHa IIPUTHiYeHHsAM akTuBHOCTI CYP2C19.
OmHOYacCHe 3aCTOCyBaHHs OMeIIpa30Jly 3 aTa3aHaBipoOM IIPOTUIIOKA3aHe.

OnmHouacHe 3acTocyBaHHs oMemnpa3ony (40 mr 1 pa3 Ha goOy) ¥ aTa3aHaBipy y Oo3i
300 Mr abo puToHaBipy y mo3i 100 Mr mpu3BOAMUIIO [0 3HUKEHHS Ha 75 % eKCHOo3ullil
aTtasaHagipy. [linBuiieHHs 003U aTa3aHaBipy Ao 400 Mr He KOMIIEHCY€E BIIJIUBY
OMeIpa30Jly Ha eKCIO3UIlil0 aTa3daHaBipy. OgHOYaCHe 3aCTOCyBaHHS oMenpa3ony (20
Mr 1 pa3 Ha mo0Oy) 3 aTa3aHaBipoM y mo3i 400 mr a6o puToHaBipoMm y mo3i 100 mr
MMPU3BOOUTH IO 3HUKEHHS Mpubnau3Ho Ha 30 % eKcrno3ullil aTa3aHaBipy MOPiIBHSHO 3
aTtasaHaBipoM y mo3i 300 mr abo puToHaBipoMm y mo3i 100 mr 1 pa3 Ha goOy.

JIu20KCcuH

OpHouacHe JIiKyBaHHS oMeIlpa30yioM (20 Mr Ha mo0Oy) Ta JUTOKCUHOM 30iJblIye
6iomocTymnHicTh gurokcuHy Ha 10 %. Pigko peecTpyBanucs BUIIaJKU TOKCUYHOCTI,
CIIPUYMHEHO] 3aCTOCyBaHHAM OUTOKCUHY. [IpoTe ciig goTpuMyBaTuCs 00€pexKHOCTi
IIPU IIpU3HAaYEeHHi BUCOKUX 103 OMENpPa30J1y IallieHTaM JiTHbOTro BiKy. HeobximHo
IIOCUJINTU TepalleBTUYHUU JIIKapChKUU MOHITOPUHT JUTOKCHUHY.

Kaonidoepenw

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI KJIOIIiZOTPEIO0 Ta OMENpa30y eKCIIO3HUIlisd
aKTHBHOTO MeTaboJIiTy KIOMioTpento 3HUXKY€EThCS 3 1-T0 1o 5-i1 meHb 3 46 % o 42 %.
CepenHe IpUTHiYeHHS arperatlii TpoMOOIUTIB 3HUXKYETHCSA 3 1-T0 o 5-11 meHb 3 47 %
mo 30 %, AKIo KJIOIMiZorpesib i oMennpa30Jl 3aCTOCOByBaTu pa3oM. [IpuitoMm
KJIOMiJOTPEJII0 Ta OMEIIPa30Jly V Pi3HUM Yac He IMepemKoaXKaB 1X B3a€MOil, 1110,
iMOBiIpHO, CIPUYHUHEHO iHTiIOiTOPHUM BOIMBOM oMernpa3oiy Ha CYP2C19. [Tani niomo
KJIiHIYHUX OPOSBiB IIi€l papMaKOKiHETMYHOI/papMaKOOAUHaMi4HO]l B3a€EMOZil CTOCOBHO
OCHOBHUX CEPILEBO-CYIVHHMUX 3aXBOPIOBAHb CYII€PEYJINBI.

THwi anikapcovki 3acobu

BcMokTyBaHHS IIOCAKOHA30Ily, epIOTUHIOY, KETOKOHA30J1y Ta iTpaKOHAa30/Iy 3Ha4YHO
3MEHIIYETHCS, OTXKe KIiHiuHa epeKTUBHICTb MoxKe IocabmoBaTucs. Crif yHUKaTH
OOHOYAaCHOTO 3aCTOCyBaHHS 3 ITIOCAKOHA30JIOM i epJIOTUHIOOM.

JIikapchKi 3acobu, 1110 MeTabo1i3yioThcst 3 yudacTtio CYP2C19

Owmenpa3sorn € noMmipuuM iHriéitopom CYP2C19, ocHOoBHOTO (hepMEHTY, 1110 MeTaboIi3ye
oMeInpa30J. TakuM 4MHOM, MeTabo0JIi3M CYIyTHIX JIiKapChKHUX 3ac00iB, 1110 TAKOXK
MeTabomi3yroThcs 3 yuacTio CYP2C19, MokKe 3MEHIITYBAaTUCS, a CUCTEMHA €KCIIO3UIIis
X 3aco0iB — 30inmbiryBaTuCs. [IpuKnagoM Takux npernapartiB € R-Bapdapus Ta inmri
aHTaroHictu Bitaminy K, mimnocra3on, giazenam i ¢peHiTOIH.



Pe3ynbTaTy OOCITiAXKEHDb Y 300POBUX TOOPOBOJIBIIB ITPOAEMOHCTPYBAIN HASIBHICTh
(apmakokiHeTHYHOl/PapMaKOOUHAMIUYHOI B3aEMOil MiXK KJIOIIiZOTrpeIeM
(HaBaHTaXyBaibHa A03a — 300 Mr / mo6oBa migTpUMyBajbHa A03a — 75 Mr) i
oMmenpa3sosioM (80 Mr Ha go0y mepopaibHO, TOOTO A03a, SKa B 4 pa3u IIePEBUIIYE
CTaHOApPTHY AeHHY O03Y), 110 IPHU3BOAMIa A0 3MEHIIEeHHS eKCII03HUIlil aKTUBHOTO
MeTaboJIiTy KJIOIMigorpennio B cepeaHboMy Ha 46 % Ta 3MEeHIIIeHHSI MaKCHUMaIbHOl
iHribiTopHoi mii [iHmykoBaHOl ameHo3unaudocdharTom (AOP)] arperatiii TpoMOOLIUTIB Y
cepenuboMy Ha 16 %. K 3amobizkHUM 3axia, MOTPiOHO YHUKATHU OJHOYACHOTO
3aCTOCYBaHHS OMENpPa30JIy Ta KJIOMimorpeJtio.

[IpoTe 3anuumIaeTsCsd HE3PO3YMIJIUM, AKe KJIIHIYHe 3HaYEeHHs MOXKe MaTu g
B3aeMopis. BincyTHi Oyab-gKi CBiZUYeHHS PO MiABUIIEHHS PU3UKY ITaTOJIOTiYHUX
CepleBO-CYOUHHUX BUXOMIB Ha TJIi OMHOYACHOI'0 3aCTOCYBaHH Kiionigorperto Ta II1I1,
y TOMY 4YUCJIi €30MeInpa3oily.

Pspm oOcepBalliitHUX OOCIiOXKEeHb ITPOAEeMOHCTPYBAIU CyIIepeYIuBi pe3ysIbTaTH 1040
TOTO, UM ITiABUNIYETHCS PU3UK CEPLIEBO-CYANHHUX TPOMOOEMOOJTIUHNX SIBUII, STKIIIO
alieHT OTPUMYE KiIomigorpesnsb pa3oM i3 II1I1.

[Tpu 3acToCcyBaHHi KJIoIigorpesito B KoMOiHallil 3 alleTHUIICaIiluI0BOI0 KMCIOTOI0 Ta
€30MeIpPa30JI0oM MOPiIBHAHO 3 MOHOTEpPAITi€I0 KIOHigoTrpesieM Big3Hadalau 3HUKEHHA
€KCIIO3UIlil aKTUBHOTO MeTaboJIiTy Kinonimorpesnio maiixke Ha 40 %. IIpote
MaKCHMallbHa iHTibiTopHa akKTuBHIiCTh momo (AT®-iHgykoBaHOI) arperariiii
TPOMOOILIMTIB ¥ IMX 0Ci0 Oysla OMHAKOBOIO ¥ TpyIllax, Ae IpuiiMau KJIOoIligorpesb
OKpeMO Ta y KOMOiHallil 3 alleTUJICaIiI[IOBOIO0 KMCJIOTOI0 Ta €30MeIpa3ojioM, 1110,
HalleBHe, MOSICHIOEThCS OOHOYACHUM BBEIEHHSIM HU3bKO1 JO3U alleTHUJICAJIIINIIOBOL
KHCJIOTH.

IHunocmason

ITpu BBenmeHHi oMmenpa3oiy B 7031 40 MI migBUIIYETHCA Cmax Ta AUC nuiocTta3oiy Ha
18 % Ta 26 % BigmoBigHO, a OOHOI0 3 MOr0 aKTUBHUX MeTaboIiTiB — Ha 29 % Ta 69 %
BIOIIOBIOHO.

deHimoiH

MoOHITOPHUHT KOHIIEHTpallil (eHITOIHY Y IJIa3Mi KPOBi pEKOMEHAYETHCS IIPOTATOM
IepLInX OBOX TUIKHIB ITiCJISg IOYATKY JIIKYyBaHHS OMEIIPa30JioM; 1 y pa3si, SKII0 03y
(eHiTOIHY KOpUTYyBaIu, MOHITOPUHT Ta MOMAJIbIIy KOPEKIIil0 03K IIpenapary
HeOoOXigHO MPOBOAUTHU MiC/Is 3aKiHYeHHS JTiIKyBaHHSI OMeNpa30JIOM.

HesBigoMuii MexaHi3M

CakeiHasip



OpmHO4YacHe 3aCTOCYBaHHS OMeNpa30ily 3 CaKBiHaBIpOM/PUTOHABipOM IPU3BOLUIIO OO
30inbIIIeHHS PiBHIB cakBiHaBipy y mia3Mi KpoBi mpubnu3Ho mo 70 %, 1110 acollitoBanocs
3 HaJIe2KHOI0 nepeHocuMicTtio y BlJI-iH(piKoBaHUX IaIli€HTIB.

Takpoaimyc

[Tpu ogHOYaCHOMY 3aCTOCYBaHHiI OMeITpa30/1y MOBiAOMIISIIU PO 30iIbIIIeHHS PiBHSA
TAaKpPOJIiMyCy B CUPOBAaTIIi KPOBi. [TIoTpiOHUM ITOCUIEHNN MOHITOPUHT KOHIIEHTPAIIil
TaKpoJriMycy i pyHKIII HUPOK (KJIipeHC KpeaTHHiHY), a y pa3i HeobxXigHOCTI —
KOPUT'YBaHHSA OO3YBAaHHS TaKPOJIIMYCY.

Memompekcam

[ToBimomiisAIy PO HiABUILIEHHS PIBHS METOTPEKCaTy y OesAKUX IallleHTiB Ipu
OOHOYACHOMY ITPUMOMI 3 iHTibiTOpaMu IPOTOHHOI ITOMITH. 3a HEOOXigHOCTI
3aCTOCYBaHHS METOTPEKCATy Y BUCOKUX [03aX CJIi PO3TIAHYTU NUTaHHS IIPO
TAM4YaCOBY BiIMiHy OMeIIpa30iy.

BryuB iHIIMX JTiKapchbKUX 3aCc00iB Ha hapMaKOKiHETUKY OMenpa3ojy

Ineibimopu CYP2C19 ma/abo CYP3A4

Ockinbku oMeIrpa3oi MeTabomi3yeTbcs 3a mornoMmoroio ¢pepmeHTiB CYP2C19 i CYP3A4,
ImpenaparTH, 1110 TpUrHiuyioTh akTuBHICTE CYP2C19 a6o CYP3A4 (Taki sk
KJIaPUTPOMILIMH Ta BOPUKOHA30JI), MOXKYTh CIIPUUYHUHSATHA 3POCTAHHS PiBHSA OMeIpa30ly
B CUPOBATIIi KPOBi Yy pe3ybTaTi YIIOBiIbHEHHS IIIBUIKOCTI or0 MeTaboiamy.
OpmHouYacHe 3aCTOCYBaHHS BOPUKOHA30JIy IIPU3BOAUIIO OO0 OiIBII Hi2K ABOKPATHOTO
3pOCTaHHS eKCIT03ullil oMernpa30ity. OCKiTbKY BUCOKIi IO3W OMeITpa30ily
ImepeHoCunucs goope, KOpPeKIlid 031 OMeNnpas3o0ily, siK IpaBujio, He moTpiOHa. OgHak
CJIi PO3TJISHYTHU NUTAHHSA PO KOPEKIIiI0 J03U OJIF MalliEHTIiB 3 TAXKKOIO II€9iHKOBOIO
HEeOOCTAaTHICTIO 1 Yy pa3i TpUBaJjoro JjIiKyBaHHS.

Omenpas3oi 4acTKOBO MeTabomni3dyeTbest Takoxk CYP3A4, ane He NIpUTHiuye 1ekn
depmenT. TakuMM YMHOM, OMENpPa30JI He BIJIMBA€ Ha MeTab0JIi3M Impemnaparis, 1110
MeTabomnizyoTbcst CYP3A4, Takux SIK IIUKJIOCIIOPHUH, JIiMOoKalH, XiHImWH, eCcTpamion,
€pUTPOMIIIUH Ta Oy[deCoHi.

Inoykmopu CYP2C19 ma/abo CYP3A4

[Ipemapaty, 110 iHOYKYIOTh akTuBHICTE CYP2C19 a6o CYP3A4 (Taki gK pudaMITiliiH Ta
3Bip006ili), MOXKYTh CIIPUYUHSITU 3HUXKEHHS PiBHS OMeITpa30Jly B CUPOBATIII KPOBi y
pe3ynbTaTi MPUMIBUAIIEHHS MO0T0 MeTab0oJ1i3My.

Oco00/1MBOCTi IIOI0 3aCTOCYBaHHSA



[Tpu HasABHOCTi OyOb-IKOTO TPHUBOXKHOTO CUMIITOMY (HampuKJIag 3HaYHOI MUMOBITbHOI
BTPATU MacCH Tina, repioguyHoro O6roBaHHs, gucdarii, KpuBaBoro 6s1r0BaHHS ab0
MeJIeHH), @ TaKOXK ITPY HasSBHOCTI BUPA3KHU LITYHKA abo Mimo3pu Ha BUPA3KY IIIyHKA
HeOoOXigHO BUKIIOYUTHU 3MOSAKICHI ITyXJIMHU, OCKITbKY JIIKYyBaHHS MOK€e 3MEHIIIUTH
BUpaXEeHICTh CUMIITOMIB 1 3aTpUMaTU BCTAHOBJIEHHA OlarHo3y.

OpgHO4YacHe 3dCTOCYBaHHA OMEIIPa30JIy 3 aTa3aHaBip0M IIPOTUIIOKA3aHe.

OpmHouyacHe 3aCTOCYBaHHS aTa3aHaBipy 3 iHribiTopamMu IpOTOHHOI ITIOMIIU HE
peKoMeHOyeThCs. AKIo KoMOiHallil aTasaHaBipy 3 iHriGiTOpoM IIPOTOHHOI ITOMITU HE
MOXKHa YHUKHYTH, PEKOMEHOYETbCSA PETENbHUN KITIHIYHUN MOHITOPUHT (HallpUKIIaz
BipyCHe HaBaHTaXKeHHS) y MOENHAaHHI 3i 30iIbIIIeHHSAM 03U aTa3daHaBipy Ao 400 Mr Ha
100 Mr puTOHaBipy; mO3a OMeIpa30/y He ITOBHHHA ItepeBuIryBaTu 20 Mr.

Omernpa3os AcTpa, 5K i BCi JTlikapchKi 3aco0u, 1110 TPUTHIYYIOTh CEKPELIiI0 COJISTHOI
KHMCJIOTHY IIUTYHKOBOTO COKY, MO2K€ 3MEHIINTU BCMOKTYBaHHS BiTaMiHY B,
(mianHokoOamaMiHy) yepes rimo- abo axnoprigpiro. Lle ciig BpaxoByBaTH ITalliEHTaM 3
Kaxekciew abo ¢pakTopaMy PU3UKY 3HUKEHHS BCMOKTYBaHHS BiTaMiHy B12 npu
OOBTrOTPUBAJIiY Teparrii.

Omenpa3zorn € inribitopom CYP2C19. Ha nouaTky a6o y pa3si 3akKiHU4eHHS JIiKyBaHHS
OMeITPa30JIoM HeOoOXigHO PO3TAISIHYTH MOXKJIUBICTh B3a€MOii 3 TiKapChbKUMU
3acobamu, 1110 MeTaboi3yoTecs 3 yuyacTio CYP2C19. B3aeMopmiss cnocTepira€Tbest Mizx
KJIOIimorpeneM Ta oMenpa3osoM. KimiHidyHa 3HaYyIIiCTh IIi€l B3a€EMOil 3a/TUIIAEThCA
HesICHOI0. K 3amo0i>KHUM 3axifl, MOTPiOHO YHUKATH OOHOYACHOTO 3aCTOCYBaHHS
OMeIpa30J1y 1 KJIOHigoTrpestto.

JIikyBaHHS iHTi6iTOpaMu TPOTOHHOI ITOMIIU JEI0 HiTBUIIYE PU3UK PO3BUTKY iHMEKIIIH
IIJTYyHKOBO-KUIIIKOBOT'O TPaKTy, TakKux AK Salmonella Ta Campylobacter.

He BUKOpPUCTOBYNTE, SKILO Y Bac ajeprisg Ha oMenpas3oi. OMenpa3os Moxe
BUKJIMKATU CEPHO3Hi MIKipHi peakiiil. CUMIITOMN MOXKYTh BK/II0OYaTH: TOYEPBOHIHHSA
IIKIpY; IyXUPi; BUCUII. fKIIO Y BaC BUHUKJIA aJjiepriyHa peaxliis, IPUINHITh
BUKOPUCTAHHS Ta HEralHO 3BEPHITHCS 3a MEAUYHOIO JOIIOMOTOI0.

Y nauienTis, aKi npuumManu II1I1, BKIO4aodu OMeIpas30sl, YIPOOOBXK IIOHaWMeHIe 3
MicCsII1iB BUHMKAJIa TSXKKa rinomMarHiemMis (y 6imbmiocTi BUIamkKiB rimomaruiemii xBopi
3aCTOCOBYBAJIU ITpemapaT npubin3Ho nmpoTsarom 1 poky). 'imoMaruiemis moxe
NPOSBISATHUCS TAKUMHU CEPHO3HUMU CUMIITOMaMHU, IK BTOMJIIOBaHIiCTh, TeTaHis,
OeJipii, cyooMu, 3alaMOpPOY€eHH, IIJIYHOYKOBa apuUTMisda. ['imoMartieMisas TakoxK MOXKe
IpoTikaTu 0€3CUMIITOMHO i MOXKe OyTH BYaCHO He fiarHOCTOBaHa. Y OiJbIIOCTi
MaIliEHTIB IIPOSIBYU TillOMarHieMil 3HMKAIOTh i CTaH HOPMAaJIi3yE€ThCA MiCIs
3aCTOCyBaHHS{ IIpenapariB MarHito ta BigMminu ITIIT.



Y mailieHTiB, SKUM IIJIaHYETHCS TpuBae 3acTtocyBanHs IT1I1 a6o cymicHe
3aCTOCYBAHHS OUTOKCUHY YU iHIIUX JIIKapChbKUX 3aC00iB, IKi MOXYTb CIPUYUHUTH
3MEHIIIeHHSI BMiCTYy MarHiio (HanpukJiag, OiypeTuKiB), HeoOXigHO BU3HAYaTH
KOHIIEHTpPAllil0 MarHito y CUpoBaTILi KPOBi J0 mo4yaTKy 3acTtocyBaHHsd IIII1 Ta
IepPiOgUYHO IPOTATOM JIIKYBaHHS.

ITITI, oco6mBO IpU 3aCTOCYBaHHI ¥ BUCOKUX H03aX i MPOTATOM TPUBAJIOro 4Yacy (>1
POKY), melo MiABULIYIOTh PU3UK IepenoMiB xpebTa, KiCTOK 3all’siCTKa Ta CTeTHa,
0COOJIMBO y JIIOIEN JTITHBOTO BiKY i Ipu HasIBHOCTI (paKTOPiB pU3UKYy. 3rigHO 3
oOcepBauiHuMu gociigxkeHHasaMH, [T MOXKyTh TiABUIIUTYA 3arajlbHUN PU3UK
nepenoMiB Ha 10-40 %. YacTKOBO 11e MOKe OyTH IIOB’sI3aHO 3 iHIIMMU paKTopaMu
pu3uky. [laiieHTy 3 pU3UKOM PO3BUTKY OCTEONOPO3Y IIOBUHHI OTPUMYyBaTHU OOIIOMOTY
BIAIIOBIOHO OO YMHHUX KJIIHIYHUX PEeKOMEHOalliil Ta 3aCTOCOBYBaTH BiTaMiH D i Kanbilin
Y PEKOMEHI0BaHUX [03ax.

[MTigrocTpui mKipHUY yepBoHUM BoBUakK ([TI1TYB)

3actocyBanHs II1I1 iHOOl Moxke cupuunHaTU noaBy [IITYB. [Ipu mossi MKipHUX
ITPOSIBiB, 0COOJIMBO Ha MiJITHKAaX, SIKi IMigisirajiy BIIJIUBY COHSIYHOTO BUNIPOMiHIOBaHHS i
CYIIPOBOIXKYIOTHCS apTpasrieto, Ciig HerauHo 3BEePHYTUCS OO JIiKaps Ta PO3TJISHYTH
MOXKJIMBICTH IIPUIIMHEHHS 3aCTOCyBaHHA oMenpa3oiy. HasaBHicTs Bunagkis [11ITYB B
aHaMHe3l, KUY PO3BUBABCS IIICJIsI 3aCTOCYBaHHA Ipenapary, HiABUIIYE PU3UK [I0SABU
[1IITYB npu 3acTtocyBaHHi inmux ITTI1.

IMTopymieHHS GYHKIII HUPOK

TocTpuu TyoynoiaTepctutiianbauii Hehput (I'TIH) cmocTepiraBcs y nalli€eHTiB, AKi
MIpUNMaI OMeIpa3oJ, i MoXKe BUHUKHYTH B OyOb-sIKUM MOMEHT IIif Yac Teparii
oMeripa3osioM (ouB. po3mgin «ITob6iuHi peakilii»). F'ocTpuit TyOynoiHTEPCTUIIaTbHUMN
HedpUT MOKe IPOorpecyBaTy 40 HUPKOBOI HEJOCTAaTHOCTI.

[Tpu migo3pi Ha I'TTH ciig OpuOuHUTH IPUNOM OMENpPa30Jly Ta HeralhHO PO3MoYaTU
BIIIOBigHE JIIKYBaHHS.

Bnoius Ha PEIVIIETATH HaﬁopaTOpHI/IX OOCIIOXKEHb

[TinBuieHHs KoHIeHTpallii CgA MoxKe BOJIMBATH Ha Pe3yIbTaTH 00CTEXKEeHb IJIs
BUSIBJIEHHSI HEMPOEHIOKPUHHUX NMyXJIuH. 100 3amobirtu TakoMy BIJIUBY, HEOOXimMHO
TAMYaCOBO IPUNUHUTHU IPUNOM OMeIpPa30Jly 3a O OHIB OO0 IPOBEeOeHHS OOCIIOXKEeHHSI
KoH1leHTpallil CgA. Ao piBHi CgA i racTpruHy He TOBEPHYJIMCS B Iialla30H
€TaJIOHHUX 3Ha4Y€eHb IIICJII I04YaTKOBUX BUMIpPIOBaHb, BUMIPIOBaHHS IIUX ITOKA3HUKIB
CJIif TIOBTOPUTH 4Yepe3 14 OHIB micisa NpUNIMHEHHS 3aCTOCYBaHHSA IIpelapary.



[NamieHTH, siKi 3aCTOCOBYIOTH OMEITPAa30JI IPOTSITOM TPUBAJIOT0 nepiomy (0ocobIuBO
KOJIM Tepiof iKyBaHHS TpuBa€ Oinbire 1 poKy), MIOBUHHI 3HAXOOUTUCS ITifT
PEeryasspHUM MeOUYHUM HarIsagoM.

Lle# mikapcbkui 3acid MicTuTh MeHile 1 MMonb (23 Mr) / go3y HaTpito, TOOTO
NPaKTUYHO BiJIbHUH Bif HaTpilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.

IocmigKeHHS BKa3ylOTh Ha BilCyTHICTh HeOazkKaHOTO BIIJIMBY OMEIIPa30JIy Ha
BariTHiCcTh ab0 30POB’S mI0oda / HOBOHAPOMXKeHol guTuHu. OMerpa3os1 AcTpa MOXKHa
3aCTOCOBYBAaTHU y IIepiof BariTHOCTI.

Owmenpas30y IPOHUKAE y TPYOHE MOJIOKO, IIPOTE PU3UK BIJIMBY HAa OUTHUHY €
MaJIOMMOBIPHUM, SKIIIO MaTHU 3aCTOCOBYE JIiKapChKUM 3acib y TepalleBTUYHUX H03aX.

30amHicmb enausamu Ha weudkKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuUMu mMexaHiamamu.

ManouMoBipHO, 110 OMenpa30s1 ACTpa BIIJIMBa€ Ha 30aTHICTh KepyBaTHU
TPaHCIIOPTHUMM 3acobaMu abo ITpallloBaTHU 3 MexaHidaMaMu. MOXYTh CIIOCTEpPIiraTucs
TakKi HebOaxKaHi peakilil Ha 3aCTOCyBaHHS JIiKapChKOro 3aco0y, K 3allaMOpPOYeHHS i
OPYIIEHHSA 30PY. AKI0 3’ ABISI0THCSA TaKi po3jlafy, MMalleHTU He [IOBUHHI KepyBaTu
TPAHCIOPTHUMHU 3acobaMu abo ITpalffoBaTH 3 iHIIMMHU MeXaHi3MaMMu.

Cmocid 3acTocyBaHHsI Ta 03U

Io3yBaHHS

AsbmepHamuea nepopaavHili mepanii

[MamierTaM, Os SKUX IepopaibHa ¢popMa IpemnapaTy € HEIPUNHSATHOIO,
PEeKoOMeHYyIOTh 3acTocoByBaTu OMenpa3oi Actpa 40 mr 1 pa3 Ha Oo0y
BHYTPIIIHBOBEHHO. [[J1g MaLli€eHTiB i3 CHHOPOMOM 30JIJIIHrepa —

Enmicona pekoMeHOgoOBaHa IT0YaTKOBa BHYTPIIlIHbOBEHHA [103a JIIKapChbKOT0 3aC00y
ctaHoBuTh 60 Mr Ha J00y. Moxke BUHUKHYTH IToTpeba y OifbIll BUCOKUX HOOOBUX
oo3ax, TOMY DOo3Y CJIif migbupaTu iHguBigyanbHO. fAKINO mo3a mepeBuinye 60 Mr Ha
moOy, 11 ciTig po3minmuTu MOPiBHY Ha 2 YAaCTUHHU Ta BBOOUTHU 2 pa3u Ha mooy.

JlikapcbKu# 3acib ciii 3aCTOCOBYBATH JIUIIIE BHYTPIIITHBOBEHHO i HE MOXKHAa BBOOUTU
OyOb-IKUM iHIIUM IIIJISIXOM.

Po3uymH HeoOXimHO BUKOPUCTATH OOpa3y ITicJig IPUTOTyBaHHS, ajie He Ii3Hillle Hixk
yeped 4 roguau. Po3Begenul po3und OMenpa3ony AcTpa He MOKHa 30epiratu y
XOJIOOUIbHUKY. HeBUKOPUCTAaHUU PO3YUH CIIi SHUIIUTH.



BigHOBIEHHS IpemapaTy nepej BBeOeHHSIM

ITpu 8HyMpiwHbOBEHHUX IH’ €KUIsAAX BMICT KOKHOTO0 (pitakoHa OMenpa3ony AcTpa, 1o
MicTuTh 40 Mr oMeIrnpa3oiy, po3unHATH B 10 MJI cTepUIbHOL BOOU M iH’€KIliti. 3acid
Yy BUTJISIAI BHYTPIITHLOBEHHO] iH’€KIIil CJIiI BBOOUTH ITOBIJILHO (IIPOTATOM 5 XBUJIHH).

IIpu eHympiwHb08EHHUX iH(PY3isAX BMICT KOKHOT0 ¢pyiakoHa OMenpa3oiny AcTpa, 1o
Mictuth 40 Mr omenpa3oiy, BigHoBIOBaTA B 10 Mit i goBogutu mo 100 M 0,9 %
PO3YMHOM HaTpiio xmopuny abo 5 % po3uuHoOM rioKo3u. CTabiIbHICTE OMEeIpa3oiry
3anexXuTh Big pH po3uuny ons iHdy3il, ToMy O pO3BedeHHs He CIIif
BUKOPUCTOBYBATH iHII PO3YMHHUKM ab0 iHIII 1X KiJTbKOCTI.

[IpemapaT y BUTJISANI BHYTPIIIIHbOBEHHO] iHPY3il BBOoauTHU IpoTaroM 20-30 XBUIUH.

Po3uymH HeoOXigHO BUKOPUCTATH OApa3y ITiCJig IPUTOTyBaHHS, ajie He Ii3Hillle Hixk
yepe3 4 roguHu. Po3BeeHni pO3YNH OMEIPa30Jjly He MOXKHa 30epiratu y
XOJIOOUJILHUKY.

Bynb-sikuii HEBUKOPUCTAHUM ITPOAYKT abo Bigxomu MOTPiOHO yTUIi3yBaTH BilIIOBIMHO
IO MiCIIeBUX BUMOT.

Oco011Bi KaTeropil maljieHTiB

ITopyweHHA ¢pyHKUIU HUPOK
Kopekilisi mo3u He nMoTpiOHAa IMallieHTaM i3 mopyueHHsIMU QYHKITIN HUPOK.
ITopyweHHAa pyHKUIU nediHKU

[MamienTaM i3 mopylieHHAMU GYHKIIN ITeYiHKM MoxKe OyTHU IOCTaTHHOIO M0OO0OBa [J03a
JlikapcbKoro 3aco0y 10-20 mr.

ITauieHmu aimHvo20 8iKy (>65 pokKia)
Kopexk1ist mo3u He moTpibHa malieHTaM JIiTHBOTO BiKY.
Iimu.

ITocCBig 3aCTOCyBaHHS OMENPa30J1y OJisi BHYTPIIIHEOBEHHOT'O BBEIEHHS Y IediaTpU4Hiu
IMPaKTHUIli 0OMeXXeHUM, TOMY He CJIil IpUu3HavaTH JTiKapChKul 3acib 1iil KaTeropii
TAIliE€HTIB.

Ilepeno3yBaHHs

IndopMaliiss Tpo HACHTIOKY IIepeao3yBaHHs OMEIPa30Jly y JIIOOuHU oOMexkeHa. bynu
OIMCaHIi BUIafgKU 3aCTOCYBaHH IIpelapaTy B go3ax 40 560 MrI; TakKoXK OTpuUMaHi



OKpeMi MOBiOMJIEHHS PO epopaibHEe 3aCTOCYBaHHS OOHOPa30BUX 403 OMEIIPa30iy,
10 mocsiranu 2400 mr (y 120 pa3siB Bullle 3BUYalHOl pEKOMEHA0BAHO1 K/IiHIYHOI JO3K).
3apeecTpoBaHi BUNaaKu HyOOTH, OJIIOBaHHS, 3allaMOpPOYeHHs, 00JII0 y XKUBOTI, miapei
Ta TOJIOBHOTO 00J1t0. TAaKOXK Y ITOOAMHOKUX BUIIaAKaX ITOBiIOMIISIIIN IIPO araTilo,
HeIIpecito 1 CIJIyTaHiCTh CBiOMOCTI.

OnucaHi cuMniToMu OyIM TUMYaCOBUMH, TTOBIMOMJIEHDb ITPO CEPHO3HI HACTigKU He
Hanxopuo. [IIBUAKicTe BUBEOEHHS He 3MiHIOBaacs (KiHeTHUKa MepIIoro NopsaaKy) 3i
30iyIbIIIeHHSM [03 IIperapary.

Y pa3si HeoOXigHOCTI CJIim MPOBOAUTY CUMIOTOMAaTUYHE JTiIKyBaHHS.

ITpu nipoBeneHH] KIIIHIYHUX OOCIIAXKEeHb 3aCTOCOBYBAJIM BHYTPIIHEOBEHHO IIpernapaT y
po3ax mo 270 Mr BIPOOOBXK OOHOTO AHA Ta A0 650 Mr mpoTAroM TPhOX OHIB, IO HE
ITPU3BEJIO [0 MOSBU XKOOHUX I0303aJIeKHUX HeOaXKaHUX peakllii.

ITo6iuni edpexTHn

HavuacTimumu nobivaumu peaknisMmu (1-10 % mallieHTiB) € rojioBHUM 0inb, 6inb y
KUBOTI, 3aI0p, miapesi, METEOPU3M Ta HYH0Ta/0II0BaHHS.

ITig yac mpoBeaeHHS KIIHIYHUX OOCIIiAXKEeHb OMEIIPa30Jly Ta B IMiCIApeeCTPaLiiHun
nepion Oynu BUSIBIIEHI HUK4Ye3a3HaveHi HeOaXkaHi peakilii Ha miKapCcbKuUM 3acib.
Kopnne 3 saBuilll He OyJI0 BU3HAHO [0303aexXHuM. HebakaHi peakirii, 3a3HaueHi
HUXK4Ye, KI1aCUu(}iKyIOThCS 3a Y4aCTOTOIO Ta 3a CUCTeMaMH OpraHiB. HacToTy
BH3HA4YalOTh BIAMIOBIAHO OO TaKUX KaTeropiu: gyxe 4dacto (=1/10), vacto (Big =1/100
no <1/10), seyacTto (Big =1/1000 go <1/100), pigko (Bixg =1/10000 go <1/1000), myxe
pigko (<1/10000), yacToTa HeBigoMa (He MOXKHa OLIIHUTU Ha OCHOBI HaIBHUX OJaHUX).

3 60Ky Kpoei ma aimpamuuyHoi cucmemu: pPigKo: JIEUKOMIeHiss, TPOMOOIIMTONEHisT; OyXKe
PiOgKO: arpaHyJIOLUTO3, HaHIUTOIIEHIiA.

3 60Ky iMyHHOI cucmemu: PigKO: peakllii TrimepyYyTIUBOCTi, HAaIIPUKJIIad rapsydka,
QHTiIOHEBPOTUYHUY HAOPSK Ta aHadiIaKTUYHI peakilii/IIokK.

3 60Ky 06MiHY pedoB8UH MaA Xap4yy8aHH: PiIKO: TilTOHATPIEMIS; OyXKe PimKo:
rimomMarHieMisi, Ts2KKa rilloMarHi€eMisi, 110 MO2Ke IIPU3BECTHU [0 TiIOoKalbllieMil;
rimoMarHieMisi MOxe TaKOXK CIIPUUYMHUTHU TillOKaIieMito.

3 60Ky ncuxiku: He4acTo: 0€3COHHS; PigKo: 30ymKEeHHsI, CIIyTaHiCTh CBimMOMOCTI,
Oemnpecis; myKe pigKo: arpecis, raaioirHalil.

3 60Ky Hepsosoi cucmemu: 4aCTO: TOMOBHUM Oiflb; HEYACTO: 3allaMOPOYEHHS,
IapecTe3isi, COHJIUBICTh; PiAKO: IIOPYIIEHHSI CMaKYy.



3 60Ky opaaHie 30py: PigKO: HEYITKICTH 30PY.
3 60Ky opaaHis cayxy ma pieHosaz2u: He4aCTO: BEPTUTO.

3 60Ky Ouxa/nvHOI cucmemu, op2aHie 2pyOHOI KAIMmKU ma cepedoCmiHHS: PigKo:
OpPOHXOCIIa3MHU.

3 60Ky mpasHo20 mpakmy: 4acTo: Oifib ¥ XKMBOTi, 3a10p, Aiapesi, METEOPU3M,
HynoTa/0/IIoBaHHs, IOMinu GyHOaIbHUX 3a103 (HOOPOsIKiCHI); pimKo: CyXiCTh y pOTi,
CTOMAaTUT, KaHOUI03 LIJIYHKOBO-KUIIIKOBOI'O TPAKTY, MiKPOCKOIIIYHUY KOJIIT.

3 60Ky nediHKU ma #co8408uB8i0HUX W/A5AXi8: HeYacCTO: MiABUIIIEHUN pPiBeHb MeYiHKOBUX
(bepMeHTiB; pimKo: remaTuT i3 XKOBTsIHUIEI0 a0 0e3 Hel; AyXKe pimKo: ImediHKoBa
HEeOOCTaTHICTh, eHlledasionaTia y NallieHTiB 3 HaABHUMU 3aXBOPIOBAaHHSIMU IIE€YiHKMU.

3 60Ky wKipu ma nidwkKipHOi KAIMKOBUHU: HEYACTO: IEPMATUT, CBepOiK, BUCHUTI,
KPONIUB STHKA; PiOKO: aJomelis, GoToYyTIuBiCTh; OyXKe PigKo: MyIbTU(OPMHA
eputeMa, cuHapoM CriBeHCca — [[2)KOHCOHa, TOKCUYHUMU ellifflepMajibHUY HEKPOJIi3
(TEH); gyacToTa HeBigoMa: HiATOCTPUH IIKiPSIHUNM BOBYAK.

3 60Ky ckesilemHo-M’ 30801 cucmemu: He4acTo: IIepeioMu CTerHa, 3am’icTka abo
xpeOTa; pigKo: apTparis, Mianris; gyKe pigKo: M’sg30Ba C/1abKiCThb.

3 60Ky HUPOK ma ceuosulinbHOI cucmemu: PioKo: iHTepcTUllianbHUM HeppuT;
HeBigoMmo: TyOynoiHTepCTHUlliaTbHUM HeQPUT (3 MOKIIUBUM IIPOTrPEeCyYBaHHSIM [0
HUPKOBOI HEIOCTATHOCTI).

3 60Ky penpo0yKmueHOi cucmemu ma MO/04YHUX 3d/103: OyXKe PimKo: TiIHeKOMacCTis.

Po3nadu ma peakuii y micmi eeedeHHs1 npenapamy: He4acTO: He3OyKaHHS,
nepudepudHU HaOPSK; PigKO: ITOCUIeHE TTIOTOBUIJIEHHS.

Y nmooguHOKUX BUMNaKaX ITOBiOOMJISIN IPO HEOOOPOTHE TOPYILIEHHS 30PY Y
TS2KKOXBOPUX IAIIE€HTIB, IKi OTpUMaJId OMENpas30Jl y BUTJISAAl BHYTPIIIHEOBEHHOL
iH’eK11il, 0cOOIUBO y BEJIMKUX [03aX, ajle IPUYUHHO-HACIiIKOBUM 3B 130K He
BCTAQHOBJIEHUMU.

ITogi0oMaeHHA npo ni0o3prosaHi NnobiuHi peakuii.

[ToBimoMneHHs Mpo MOOIYHI peakilil Imicisg peecTpaltiil TiKapChbKoro 3acody Mae
BaXJIMBe 3Ha4yeHHA. lle ma€ 3MOry IpOBOAUTU MOHITOPUHT CHiBBiIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHIi ITbOT'0 JIiIKapChKOIro 3aco0y. MeouyHuM Ta
dbapmaleBTUUHUM IIpalliBHUKaM, a TaKOX IallieHTaM abo iXx 3aKOHHUM
IMpeAcTaBHUKAM CJIifl ITOBIHOMIISITH IIPO YCi BUIIaAKY ITiMO3pIOBaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMaTHU30BaHy



iHpopMaLiiHy cucTteMy 3 (papMaKOHarasagy 3a nocuaaHHAM: https://aisf.dec.gov.ua.
TepMiH NpHIaTHOCTI

2 pokwu (3 maTu BUPOOHUIITBA hopMu in bulk).

YMoBHu 30epiranus

36epiraTtu B opuriHajabHil yIIaKOBIli B HEJOCTYIIHOMY IJI AiTel MicIli mpu
TeMIiepaTypi He Buie 25 2C.

TepMiH IPUAATHOCTI BIHOBIEHOTO PO3YMHY: A0 4 TOOUH IIPU TeMIlepaTypi He BUIIIE
25 °C.

TepMin 30epiraHHs MOPOUIKY TiCJIA BiIKPUTTS: 00 24 TOOUH.

3 MikpoOiooriyHOl TOYKHU 30PY JIiKapChKuM 3acid HeoOXimHO BUKOPUCTOBYBATHU
HeraHO, OKpiM BUNAIKiB, KOJIU BiIHOBJIEHHS IIpelapaTy BimOyBa€eThCS B
KOHTPOJILOBAHUX Ta aCEelITUYHUX YMOBaX, MiATBEPAKEHUX BalifalliiHUMU METOOaMU.

HecymMmicTHiCcTB

[le# mikapcbKui 3aci® He ciim 3MilnlyBaTH 3 iHIIMMHU JIiIKapChbKUMHU 3acobaMu, KpiM
3ramaHux y po3mini «Crmocib 3acToCyBaHHS Ta MO3U».

YnakoBka

ITo 1 a6o mo 10 ¢pmakoHiB y KapTOHHIM KOPOOIIi.
KaTeropis Bignycky

3a peLenTom.

BupooHHK

TOB «<ACTPAO®APM» (makyBaHHA i3 ¢popmu in bulk: larpayH KOticiHb
dapmacsioTtikan Ko., JIto., Kutaticbkka HaponHa Pecmy6iika).

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisIILHOCTI.

Ykpaina, 08132, KuiBcbka 00611., KueBo-CBATOMIMHCHKUM P-H., M. BUIITHEBE, BYII.
KwuiBcheka, 6.



