NMHCTPYKIMA
10O MEJUITMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Hexcuym

Perucrpanuonnbiii Homep: IT N013775/01
Toprosoe HanmMeHoBaHue: Hekcuym
MexayHapoaHoe HEMATEHTOBAHHOE HAUMEHOBAHME: 330MeNpa3o

JlekapcTBeHHas popma: TaOICTKU, TOKPHITHIE 000T0YKON

Cocras
Opana Tadserka, HOKPLITas 000J109K0M, 20 MI' CO/Iep:KuT:

Hopo mabnemku: Oeticmsyrouiee seulecmso — 330MeNpa3oyia MarHus Tpuruapar 22,30 mr

(cootBeTcTBYeT 20 MI' 330MENPA30JIa); BCHOMO2AMENbHble gewecmsd — TIUIEPUIMOHOCTEapaT

40-55 1,70 wmr, runpomno3a 8,10 mr, rumpomemno3a 5,00 mr, maraus creapar 1,20 wr,
METaKpUJIOBOM M JITakpuiaoBod kucioT comosmmep (1:1) 35,00 wmr, uemtono3a
MUKpokpuctajumaeckas 273,00 mr, momucopdbar 80 0,62 mr, kpocrnoBuioH 5,70 mr, HaTpus
creapuidymapar 0,57 mr, caxaposa, cepuyeckue rpaHyibl (caxap, chepuueckue TpaHyIIbl)
(pazmep 0,250-0,355 mm) 28,00 mr, Tanbk 14,00 mr, tpusTuamuTpat 10,00 mr.

Obonouxa mabnemxu: gcnomozamenbHuvle seutecmsa — runpomernioda 12,00 mr, makporon 3,00

MT, KpacuTelnb >keneza okcul kpacHblil (E 172) 0,06 mr, kpacurensb sxeneza okcuna xentsil (E

172) 0,02 mr, tutana auokcuf (E 171) 2,90 mr, napadun 0,20 mr.

Opana TadseTka, NOKpPbITas 000/1049K0M, 40 MI colep:KuT:

AHopo mabnemku: Oelicmgyrowee sewecmso — 330MemNpazona marHus Tpuruzapatr 44,50 mr

(COOTBCTCTByeT 40 mr 330Menpa3ona); ecnomozamellbHble eewecnmea — TIIALNCPUIIMOHOCTCApAT

40-55 2,30 wmr, rumposoza 11,00 mr, runpomemno3a 8,80 mr, marHus creapar 1,70 wr,
METaKpWJIOBOM W  JITaKpwioBod kuciaor comoimumep (1:1) 46,00 wmr, memtrono3a
Mukpokpuctamuaeckas 389,00 mr, momucop6ar 80 1,10 mr, kpocnoBugon 8,10 mr, Harpus
creapuingpymapar 0,81 mr, caxaposa, chepuueckue rpaHyisl (caxap, chepudeckue TpaHyIibl)
(pasmep 0,250-0,355 mm) 30,00 mr, Tamsk 20,00 mr, TpudTHmEATpaT 14,00 MT.

Obonouxa mabnemxu: gcnomozamenbHuvle seutecmsa — runpomernioda 17,20 mr, makporon 4,30

MT, KpacuTenb jxene3a okcuna kpacubiii (E 172) 0,45 mr, tutana muokcun (E 171) 3,80 wr,

napa¢us 0,30 mr.



Onucanue

Tabnerku 20 Mr: mpoioaroBaTast 1BOSIKOBBITYKJIasi TaOJIE€TKa CBETIIO-PO30BOTO I[BETA, MOKPHITAs

A
00601104KO#, ¢ 011HOM cToponsl TpaBupoBka 20 MG, ¢ apyroii cropons: — EH

Tabnerku 40 wr: MpoaoJroBaras JABOSKOBBIITYKJIAs TadyeTKa PO30BOI'0 1BCTA, ITOKPbLITAsA

A
060I104KO1, ¢ 01HO# cTOpoHE! rpaBupoBka 40 MG, ¢ apyroit cropous: — El.

dapmakoTepaneBTHYecKasi IPYINNA: Xelle3 KelyJKa CEKPElHUI0 MOHWKAIoUIee CPEICTBO —

IIPOTOHHOI'O HACOCa HHIHOUTOP
Kox ATX: A02BCO05

dapMaKoJIOTHYECKHE CBOCTBA

dapMaKoIUHAMHUKA

D30Menpa3oil SBISETCA S-M30MEPOM OMENpaszoyia U CHUXKAET CEKPEIUIO COJSHON KHUCIOTHI B
KeJyJIKe MyTeM Creln(puIeckoro MHruOUpoBaHUs MPOTOHHOM MOMIIBI B HapUETAIbHBIX KJIETKaX
xenmynka. S- M R-u3omep owmemnpasona 007alalOT  CXOJHOW  (hapMaKoAMHAMHUYECKOM
AKTUBHOCTBIO.

Mexanuszm oeticmeus

D30Menpa3ot ABISAETCs CIadbIM OCHOBAHUEM, KOTOPOE MEPEXOANUT B aKTUBHYIO (POPMY B CHIIBHO
KHCJIOH Cpejie CeKPETOPHBIX KaHAIbLIEB MapUeTabHBIX KJIETOK CIM3UCTON 00OJOUYKH KeTyIKa U
MUHTHOUpPYET MpOTOHHYI0 momiy — ¢epment HY/K'-AT®a3zy, npd 5TOM MPOUCXOIUT
MHTHOMpOBaHKE KaK 0a3ajJbHOM, TaK U CTUMYJIMPOBAHHON CEKPEIH COJITHON KUCIIOTHI.

Brnusanue na cekpeyuio conanoul KUCIOMbL 8 HcenyoKe

JleiicTBre 330Menpa3oiia pa3BUBaeTCs B TeueHue | yaca nocie nepopajibHoro npuema 20 Mr uim
40 wmr. [Ipu exenHeBHOM mpUeMe Mpernapara B TedeHue S5 aHel B g03e 20 Mr OJMH pa3 B CYTKH
CpelHsis MaKCUMallbHAsi KOHLEHTPALUs COJITHOM KHUCIIOTHI MOCJI€ CTUMYJISILIUHM [TEHTAaraCTpUHOM
cHikaercs Ha 90% (mpu M3MEpeHMH KOHIIEHTPALMU KUCIOTHI Yepe3 6-7 4acoB MOcie MmpueMa
npemnapara Ha 5-il IeHb Tepanum).

Y manueHToB ¢ Tractpo’3odareanbHor peduirokcHo Oonesnpto (I'DOPB) w  Hammumem
KJIMHUYECKUX CUMIITOMOB 4epe3 5 JHEW eXeJHEBHOrO MepopajbHOTO MpHeMa 330Memnpa3oia B
no3e 20 mr wim 40 Mr 3HaYeHHUE BHYTPHOKETY104HOTO pH BbIle 4 MOAAEPKUBATIOCH B TCUCHHUE,
B cpenHeM, 13 u 17 yacoB u3 24 yacos. Ha ¢one npuéma 33omenpazona B 1o3e 20 Mr B CyTKH

3HaueHue BHYTpHKedyaouHoro pH Beime 4 nogaepxuBaioch He MeHee 8, 12 n 16 yacoB y



76%, 54% wn 24% mnauueHToB, cOOTBEeTCTBEHHO. [l 40 mMr s3omenpazona 3TO COOTHOUIEHUE

cocrasigeT 97%, 92% u 56%, COOTBETCTBEHHO.

BrisBiiena Koppensius MeXIy KOHIGHTpalnuedl mnpenapata B IUla3Meé M HHTHOMPOBaHUEM
CEKpEIMH COJSHOM KHCIOTHI (s OIICHKM KOHLEHTpaluu wucnonb3oBainu mnapamerp AUC
(TUTOIAIb IO KPUBOM «KOHIICHTPALIHS — BPEMS»)).

Tepanesmuueckuil 2¢hghexm, docmueaemvlil 8 pe3yibmame UHSUOUPOBAHUS CeKpeyul COJIAHOU
KUcaiomaoi

[Ipu nmpueme npenapara Hexcuym B no3e 40 mr 3axuBieHue pediatokc-330haruta HaCTynmaeT
npubnau3uTesnbHo 'y 78% mauueHtoB uepe3 4 Henmenu Tepanud Uy 93% — depe3 8 Hezenb
TEpaIuu.

Jleuenne mnpenapatom Hekcuym B mo3e 20 mr 2 paza B CyTKM B KOMOMHAIMH C
COOTBETCTBYIOIIMMU AHTUOMOTHKAMM B TEYEHHE OJHOM HeAeIN NPUBOJUT K YCIEIIHON
spaaukaiuu Helicobacter pylori npubmausurensto y 90% nanneHTos.

[TatiuenTaM ¢ HEOCTIOKHEHHOM SI3BEHHOW O0JIE3HBIO MOCTIE HEACIBHOTO 3PAJUKAIIMOHHOT0 Kypca
He TpeOyeTcsl Mocienyromeil MOHOTEpanuy IpenapaTaMy, MMOHIDKAIOIIMMHU CEKPEIHIO Kele3
JKEeMyJIKa, 1Sl 3a’KUBJICHUS SI3Bbl U YCTPAHEHUS CUMIITOMOB.

OddexTuBHOCTh Mpenapara HekcuyM mpu KpOBOTEUEHUU U3 TMENTUYECKOM S3BBI OblIa MOKa3aHa
B HCCIIEJIOBAHUU y TAIMEHTOB C KPOBOTEYCHHEM U3 TMENTHYECKON S3BBI, MOATBEPKICHHBIM
HH/I0CKOITMYECKH.

Hpyeue a¢hghexmul, ceazannvle ¢ uHeUOUPOBAHUEM CEKpeYUlU CONSAHOU KUCIOMbL

Bo BpeMms nedeHus mpenapaTaMu, HOHMXKAIOIMIMMH CEKPELUIO KEeJe3 KEIyJKa, KOHLUEHTpauus
racTpuHa B IUIa3M€ IOBBIIIAETCS B PE3yJbTaTe CHWKEHUS CEKpelMH KHUCIOThl. BcneactBue
CHIDKEHHS CEKPEIIMU COJISTHON KHCIIOTHI MOBBIIIAETCS KOHIIEHTpalus xpomorpannna A (CgA).
[ToBwimenue konneHTpanuu CgA MOXKET OKa3bIBaTh BIHMSHHE Ha Pe3yJIbTaThl 00CIeI0BaHUMN ATIs
BBISIBJICHUST HEMPOIHJOKPUHHBIX omyxojei. it mpenoTBpalieHuss JaHHOTO BIUSHUS TEParuio
MHTHOUTOpaMU MPOTOHHOIN MOMITBI HEOOXOAMMO MPHOCTAaHOBUTH 3a 5-14 nHeN 10 mpoBeneHus
uccnenoBanust kKoHreHTpanuu CgA. Ecim 3a sTo Bpemst xoHneHTparmst CZA He BepHYJach K
HOPMaJIbHOMY 3HAY€HHUIO, UCCIIEJOBAHUE CIIETyET IOBTOPUTD.

VYV nereil 1 B3pOCIHBIX MALMEHTOB, JIUTEIBHOE BpeMs MOJIy4YaBLIMX 330MENPa3oil, OTMEUAETCA
yBEJIMUEHUE KOJIMYEeCTBa HSHTEpoXpoMadGUHONOTOOHBIX KIIETOK, BEPOSTHO, CBSI3aHHOE C
MOBBILICHHEM KOHIIEHTpAIMHU TacTpuHa B IiazMe. KIuHNYecKoi 3HAUMMOCTH JTaHHOE SIBIICHHE
HE MMeEET.

VY nanueHToB, IPUHUMAIOIIUX MIPenapaThl, MOHWKAIOIIUE CEKPELIHIO JKee3 JKely/iKa, B TeUECHUe

JJIUTCIIBHOIO IPOMCXKYTKa BPEMCHHU, 4Yalll€ OTMCYACTCA 06pa3013aH1/1e KEJIC3UCTBIX KHCT B



Kemyake. OTH  sABICHHA OOYCIOBIEHBI (U3UOJOTMYECKUMHU M3MEHEHUSIMH B pe3yJbTaTe
BBIPQKEHHOTO WHTUOMPOBAHUS CEKPELMU COJSHOM KUCIOTHl. KHCTBI 10OpOKayecTBEHHBIE U
MOJBEPraroTcs 00paTHOMY Pa3BUTHIO.

[IpruMeHeHHEe JEKapCTBEHHBIX IIPENaparoB, IOAABISIOMINX CEKPELHI0 COJSIHOM KHCIOTHI B
KelyJIKke, B TOM 4YHCJIE, MHTUOMTOPOB IMPOTOHHOW IIOMIIBI, CONPOBOXIACTCS YBEIUYEHUEM
CONCpKAaHUS B JKEIyJIKe MHKPOOHOH (Iopbl, B HOpPME NPHUCYTCTBYIOUICH B >KEIIyJI0YHO-
KUAIIeYHOM TpakTe. [IpuMeHeHne WHTHOMTOPOB MPOTOHHOW IOMITBI MOXET MPHUBOAMUTH K
HE3HAUUTEJIbHOMY YBEJIMYEHUIO pUCKa MHQEKIMOHHBIX 3a00J€BAHUN JKENTy10YHO-KHILIEYHOTO
TpakTa, BbI3BaHHBIX Oakrtepusmu poxa Salmonella spp. u Campylobacter spp. u, y
TOCIUTAIM3UPOBAHHBIX MAlUEHTOB, BeposTHO, Clostridium difficile.

B xozxe 1Byx npOBeNEHHBIX CPAaBHUTEIbHBIX UCCIEIOBAHUM C paHUTUIMHOM Npenapatr Hekcuym
nokaszajl Jy4ilyro 3((EeKTUBHOCTh B OTHOLICHUM 3aKUBJICHMS $3B JKEIyAKa y HalMEHTOB,
NOJYYaBIIMX HECTepOUIHbIE IpoTUBOBocHanuTenbHble mnpenapartsl (HIIBID), Bxmrouas
CEJICKTUBHBIC HHTHOUTOPBI IIUKII0OKcUTreHassl-2 (1JOI'-2).

B xome nByx wucciemoBanmii mnpenapar Hexcuym mokazanm BBICOKYIO 3((eKTHBHOCTH B
OTHOIIEHUM MPOQUIAKTUKUA $3B JKEJIyJAKa M JBEHAJUATUIIEPCTHONW KHIIKK Yy HalMEHTOB,
nonyyasmux HIIBII (Bo3pactHas rpymma crapme 60 eT W/WiaM ¢ NENTHYECKOW sI3BOM B

aHaMHe3e), BKJIF0Yast CeeKTUBHBIC HHTHOUTOPHI [[OI-2.

DapMaKOKHHETHKA

Abcopbyus u pacnpedenenue

D30Memnpa3osl HEYCTOMUMB B KHUCIOW cpele, MOITOMY JUIsl TEpOpalbHOrO IPUMEHEHUs
HCIIONIB3YIOT TaOJETKH, cojAepiKalllue TpaHyjbl IpernapaTa, 000J04YKa KOTOPBIX YCTOWYMBA K
JICHCTBUIO HKEITYJOYHOTO COKa. B ycioBusx in VIVO iuIIb HE3HAYHUTEIbHAS YacTh I30MeIpa3oia
npespamaercs B R-uzomep. Ilpenapat 6picTpo abcopbupyeTcs: MakCUMaibHasi KOHLIEHTPAIHs B
mIa3Me JocThraercs dyepe3 1-2 waca mocie mnpuema. AOCoOmOTHas OHOIOCTYITHOCTH
’30MerpasoJia Mocie OTHOKpaTHOTO nmpueMa 10361 40 Mr coctaBmsieT 64% u Bo3pactaet 10 89%
Ha (oHEe eXeTHEeBHOro NpHemMa OJUH pa3 B CyTKd. Jlng mo3er 20 Mr s3omenpasona 3TU
nokazarenn coctaBisitoT 50% u  68%, coorBercTBeHHO. OO0BEM pacrpeleleHuss mpu
PAaBHOBECHOW KOHIIEHTPAIMH Y 3JI0POBBIX JIIOJICH cOCTaBiseT npuOau3uteabHo 0,22 /KT Macchl
Tena. I30Memnpasoi CBA3bIBaeTCs ¢ Oemkamu mia3mMel Ha 97%.

[Tpuem muIM 3amMensieT U CHUXKAET BCACBIBAHUE 330MENpa30ja B JKEIYJKE, OJHAKO 3TO HE
OKa3bIBACT CYILIECTBEHHOTO BIIMSAHUSA Ha 3(PPEKTUBHOCTH MHTUOMPOBAHUS CEKPELUH COJSTHOMN

KHCJIOTHI.



Memabonusm u sxckpeyus

D30Menpa3oil MmoABepraeTcss MeTaboM3My ¢ ydacTheM cucTeMbl nuroxpoma P450. OcHoBHas
4acTh METaOOJIM3UPYeTCsT MNpPU YYacTUU CHEIU(PHUECKOro MOIMMOpP(HOro u3zodpepMeHTa
CYP2C19, ipu sTOoM 00pa3yroTcs THAPOKCUIMPOBAHHBIE U JACCMETHIIMPOBAHHBIE METAOOIUTHI
330Mernpasofia. Metabosn3M ocTaBIieics yacTu ocymectBisercs nzopepmentom CYP3A4; npu
3TOM o0Opa3yercsi Cynb(pOnpor3BOIHOE 330MENPA30IIa, SBISAIOLICECS OCHOBHBIM METaOOIUTOM,
OIIpEEIIIEMBIM B IIJIa3ME.

[TapameTpsl, NpUBEICHHBIE HUXKE, OTPA)XKArOT, B OCHOBHOM, XapakTep (apMaKOKUHETHUKU Y
MAIMCHTOB C MOBBIIICHHON aKTHBHOCTHIO n3odepmenta CYP2C19.

OOt KIMMpeHe cOCTaBIsIeT MPUMEPHO 17 J1/4 mocie OJHOKPaTHOTO IpueMa rpernapara u 9 /4
— 1§ocie MHOrokparHoro npuema. Ilepuon mnomyBbiBeneHust cocraBiaser 1,3 uaca npu
CUCTEeMAaTUYECKOM IMPUEME OJHH pa3 B CyTKHU. [Llmomaas moa KpuBOi «KOHIICHTPAIUS — BPEMs»
(AUC) Bo3pactaeT mpu MOBTOPHOM MpreMe 330Mmernpasoina. Jlozo3aBucumoe yBenuueHrne AUC
IIpYU IOBTOPHOM IIPHUEME 330MeEIpa30Jia HOCUT HEJIMHENHBIN XapaKTep, YTO ABJISETCS CIEICTBUEM
CHIDKEHHSI MeTa0oNM3Ma MpPHU «IEPBOM IPOXOXKIECHUM» Yepe3 TEeUeHb, a TAKKe CHUKCHHUS
CUCTEMHOTO KIIUPEHCa, BEPOSTHO, BbI3BaHHOTO HHruOupoBaHuem wuszopepmenta CYP2CI19
330MEMPA30JI0M H/UIIH €ro Cyib(ponpon3BoaHbIM. [Ipu exeHEBHOM IpueMe OJIMH pa3 B CYTKU
730MEeNpa3oi MOJHOCTHIO BBIBOJAMUTCSA W3 IUIa3Mbl KPOBH B NEPEPBIBE MEXKAY NMpHEMaMH U HE
KyMYJIUpYeT.

OcHOBHBIE METAa0OIUTHI H30MEIPa30ia HE BIUSAIOT HA CEKPELMIO KelyTouyHoW Kuciotsl. Ilpu
nepopaibHOM NpuMeHeHuH 10 80% 1035l BBIBOJUTCS B BUJE META0OJIMTOB C MOUYOM, OCTaJIbHOE
KOJIMYECTBO BBIBOAMUTCS ¢ dekanusmu. B Moue oOHapyxkuBaercs meHee 1% HEU3MEHEHHOTO
’30Menpasoa.

Ocobennocmu hapmakoKuHemuKy 8 HeKOMopslX 2PYNNAX NAYUeHmo8

[Tpubnusurensno y 2,9+1,5% HaceneHus: cHHMXKeHa akTHUBHOCTh u3zogpepmenta CYP2CI9. V
TaKUX MalMEeHTOB MeTa0O0JIU3M 330MENpa3zoiia, B OCHOBHOM, OCYIIECTBISETCS B pe3yjbTaTe
nercteust CYP3A4. Ilpu cucremarnueckom npueme 40 mMr 330Menpasosia OHOKPAaTHO B CYTKH
cpeanee 3HaueHue AUC nHa 100% mnpeBbllIaeT 3HaYEHHE HTOTO MapaMeTpa y MAaIMEeHTOB C
NOBBIIIEHHONH akTUBHOCThIO H3odepmenta CYP2C19. Cpennue 3HaueHHs MaKCHMAaJIbHBIX
KOHIEHTpAlui B IJla3Me y NAaIleHTOB CO CHM)KEHHOM aKTUBHOCTHIO M30()€pMEHTAa MOBBILICHBI
npuom3uTeNnbHO Ha 60%. YKa3zaHHbIE 0COOCHHOCTH HE BIUSIOT HA J03Yy M CIIOCO0 IPUMEHEHUS
330Menpasoa.

VY manueHToB moxuioro Bo3pacrta (71-80 mer) merabonmu3M 330Menpazoyia He MpeTepreBacT

3HAYUTEILHBIX U3MECHCHHUH.



[Tocne ogHokpaTHOTrO MprueMa 40 mr 33omernpazona cpeanee 3Hauenne AUC y xenmus Ha 30%
IIPEBBINIAET TaKoBOE y MykuuH. IIpu exeqHeBHOM mpueMe Ipernapara OJWH pa3 B CYTKH
pasnnumii B (hapMaKOKMHETHUKE Y MY>KYMH M JKCHIIIMH HEe OTMEYaeTcsl. YKa3aHHbIe 0COOCHHOCTH
HE BJIMSIOT Ha JI03Y U CO0c0o0 MPUMEHEHUS 330Menpasoa.

Y [anuMeHTOoB C JIETKOM H YMEPEHHOH [E€YEHOYHOM HEJOCTaTOYHOCThIO MEeTaboIu3M
’30MeMNpa3zoia MOKET HapyllaThCsA. Y MAlMEHTOB C TSKEJIOM MEeYEHOYHOM HEIO0CTATOYHOCTBIO
CKOpOCTh MeTa0oJM3Ma CHWKEHA, YTO MPUBOAMUT K yBenuueHHio 3HaueHuss AUC mis
330Menpasoia B 2 pasa.

Nzydenue ¢hapMakOKMHETHKH Y TMALMEHTOB C MOYEUHOI HEJOCTaTOYHOCTHIO HE MPOBOAUIIOCK.
[Tockonpky 4Yepe3 MOYKM OCYLIECTBIISIETCS BBIBEJIEHHE HE CAMOI0 330MeNpas3ojia, a €ero
MeTaboJIMTOB, MOXKHO IOJjaraTb, 4To METa0O0JIM3M 330MEINpa3oyia y HAlUEHTOB C IOYEYHOU
HEJOCTATOYHOCTHIO HE U3MEHSETCSI.

VY nereit B Bo3pacte 12-18 ner mocne moBtopHoro mpuema 20 mr m 40 mr szomemnpasolia
3HaueHue AUC u Bpems JOCTH)KEHUS MaKCUMaJbHOM KOHILIEHTpaluu (tmax) B IIa3Me KpOBU

ObuTH cXx0o1HbI co 3HaueHus MU AUC 1 tmax y B3pOCIIbIX.

Iloka3zanus K NPUMEHEHHIO
I'acTpo3szodareanbHas peduirokcHas 60/1e3Hb
e JIeYEHHE HPO3UBHOIO pediitokc-330paruta
e JUIMTENBbHOE IOJJEP/KUBAIOIIEE JICUCHHE I10CIIE 3aKUBJIECHUS JPO3UBHOIO pedIroKc-
a30¢arura i Mpe1oTBPALICHUS peluaBa

® CHUMIITOMAaTHYECKOE JIEYeHUE TacTpol30dareaibHON pedIOKCHON 00Ie3HN

SI3BeHHAs1 60J1€3HD JKETYAKA U IBEHATNATHIEPCTHONH KHIIKH
B cocraBe KOMOMHHPOBAHHOH Tepanuu

e JIeUeHHE SA3BbI ABEHAIATUTICPCTHON KUILIKH, accolmupoBanHoii ¢ Helicobacter pylori

e mpodUIaKTHKA PEIUANBOB MENITHYECKOH I3BbI, acconuupoBanHoi ¢ Helicobacter pylori
JuTebHAs KUCJIOTONOAABJAIONIAS TePanusi y NAIUEHTOB, NMepPeHecInX KPoBOTeYeHne
W3 NMeNnTHYecKoii si3BbI (MOc/ie BHYTPMBEHHOr0 NMPHMEHEHHsSI NMPenapaToB, MOHMKAIOIINX

CeKpeNHIo JKeJie3 JKeayaKa, I NPOPHIAKTHKH PelnnBa)

IMauuenTsl, fauTeabHo npuaumaromue HITBIT
® 3aKUBJICHUE SA3BBI JKEIyAKa, CBA3aHHOM ¢ nmpuémoM HIIBII

® 1podUIAKTUKA S3BBI XKENMyJIKa M JBEHAIIATUIIEPCTHONW KHUIIKH, CBS3aHHOH C MPUEMOM



HIIBII y maniueHTOoB, OTHOCAIIUXCS K TPYIIIE pUCKa

Cunapom 3o/uiMHrepa-JiJMCOHA WM JPYyrue COCTOSIHUSI, XapaKTepu3yloluecs
NAaTOJOTUYeCKOH TrunepceKkpenueil :xeile3 »Kedyaka, B TOM 4HcjIe, HIMONATHYeCKasi

rurnepceKpenus.

IIpoTuBONOKa3aHMSA

[ToBbIIIEHHAsT YyBCTBUTEIBHOCTD K 330MEIPA30Ily, 3aMEIIEHHBIM OCH3UMHIA30JIaM WIIN JPYTHUM
UHIPEANEHTaM, BXOAAIIMM B COCTaB IpernapaTa.

HacnencrBeHHas HemepeHOCHMMOCTh (PYKTO3bI, IIIIOKO30-TTaKTO3HAs MaybabcopOIus wiu
caxapa30-M30MaJIbTa3Hasl HEJOCTaTOYHOCTb.

Jerckuii Bo3pact 10 12 ner (B CBS3M C OTCYTCTBHEM JaHHBIX 00 3(QQEKTUBHOCTH WU
0e30macHOCTH TNPHMEHEHUs Npernapara y IaHHOW TPYIIbl MAlMEeHTOB) M JETCKHW BO3pPacT
crapuie 12 et mo qpyruM MoKa3aHusM KpoMe ractpodsodareaibHoi pedIoKCHOM 00Ie3HH.
D30Menpa3zon HE JOJDKEH MPUHHMAThCd COBMECTHO C aTa3aHaBUPOM U HEI(PHUHABHPOM (CM.
paznen «B3anmozenicTBre ¢ APYrUMU JIEKAPCTBEHHBIMHU CPEACTBAME).

C OCTOPOKHOCTBIO — TsAKEIaA IMoUY€YHasd HEAOCTATOYHOCTDh (OHLIT IMPUMCHCHMU L OI‘paHI/I‘IeH).

IIpumenenune npu 6epeMEeHHOCTH U B IEPUO/I TPYAHOI0 BCKAPMJIUBAHUS

B Hacrosimiee Bpems HET JOCTaTOYHOTO KOJIMYECTBA JaHHBIX O INPUMEHEHUH Ipernapara
Hekcuym BO Bpemsi OepeMeHHOCTH. Pe3ynbTaTbl 3SHUAEMHOJIOTMUYECKHX —HCCIIeOBaHUN
OMEIpa3oia, TMPEACTABIAIONETO CO00M paleMHUYecKyl0 CMeCh, IMOKa3aJid OTCYTCTBHE
(EeTOTOKCHYIECKOTO NSHCTBYSI WIIH HAPYIICHHS Pa3BUTHS TUIOAA.

[Tpu BBeneHUM 330Menpa3oiia KUBOTHBIM HE BBISBICHO KaKOr0-1MO0O0 MPSMOro WM KOCBEHHOTO
OTPHIIATEILHOTO BO3JEHCTBHUS Ha pa3BUTHE >MOpHOHA WM Iuloja. BBeneHue pareMudeckoit
CMeCH TMpermapara TakKKe He OKa3bIBAIO KaKOro-JIMOO OTPUIATETbHOTO BO3JCHCTBUS Ha
’KHBOTHBIX B TIEPHOJT OEPEMEHHOCTH, POJIOB, a TAKXKE B TIEPUO]T TIOCTHATATBHOTO Pa3BUTHSL.
Haznauate npenapaTt OepeMeHHBIM ClIelyeT TOJIBKO B TOM CiIydae, KOTAa OKuaaeMasi mojb3a JUis
MaTepH MPEBbIIIAET BOZMOXKHBIA PUCK IS TUIOJA.

He w3BecTHO, BBIIENACTCS JH D30MENPa3oll C TPYAHBIM MOJOKOM, IO3TOMY HE CJeIyeT

Ha3Ha4dath npemnapaTt HekcnyM Bo BpemMst KOPMIIEHUS TPYABIO.

Cnocod npuMeHeHHus U 103bl

BuyTps. TabneTky ciexyer mporiaTrbiBaTh LEIMKOM, 3aluBasi KUJIKOCTHIO. TaOJmeTKu Henb3s



pa3KeBbIBATH WU IPOOUTH.

Jl1 manMeHToB ¢ 3aTPyJHEHUEM TJIOTaHUS MOXKHO PacTBOPSTH TaOJETKU B IOJIOBHHE CTaKaHa
HEra3supoBaHHOM BOJbl (HE CIIEAYeT HCIOJb30BaTh JPYrHE JKUIAKOCTH, TaK KaK 3alllUTHas
000J104Ka MUKpPOTPaHyJ MOXKET pacTBOPUTHCS), pa3MEIInBasi A0 pacnajeHusi TabJIeTKu, moclie
Yero B3BECh MUKPOTPAHYJI CJIEyeT BBIIUTH cpa3dy Wiu B TedeHue 30 MUHYT, MOCJe Yero CHOBa
HAaIllOJIHUTh CTAaKaH BOJOM HAIlOJIOBUHY, pa3MellaTh OCTaTKW M BbIOUTb. He cuexyer
pa3KeBbIBaTh WIH APOOUTH MUKPOTPAHYJIBL.

Jl1s manueHToB, KOTOpbIE HE MOTYT IJI0TaTh, TAOJETKU CJIEAYET PACTBOPSITH B HETa3MpPOBAHHOU
BOJIC U BBOJUTH Yepe3 HA30TacTpajbHBIM 30HA. BaxkHo, 4TOOBI BBIOpAHHBIE IIIPUIl U 30H]
HNOAXOIWIN JJIsl BBIIIOJIHEHUS JTAaHHOW NpoLeaypbl. YKa3aHHMs N0 IOJATOTOBKE M BBEJIEHUIO
IpernapaTa 4yepe3 Ha3oracTpasibHbIN 30H] NPUBEICHBI B pasneine «BpeneHue mpemnapara uepes

HaSOFaCTpaJ'ILHHﬁ 30HIO».

B3pocable u netu ¢ 12 jert

I'acTpo3szodareanbHas peduirokcHas 60/1e3Hb

Jleuenue po3uBHOTO pediarokc-330darura: mo 40 Mr oMH pa3 B CyTKH B TeUCHHE 4-X HE/IENb.

PeKOMeHI[yeTCH JOTIOJTHUTEIILHBIN 4-x HEJICIbHBIN KypC JICUCHUA B ClIy4dasaX, KOrJga IIOCIIC

IEPpBOro Kypca 3aKUBJICHUC aso(parma HC HACTyNacT, UJIN COXPAHAOTCA CUMIITOMBIL.

JIMTeIbHOE TOAACPKUBAIOIICE JTICUCHUE MOCNIE 3aKUBIICHUS 3PO3UBHOI0 pedIIrokc-330(]arura

JUIS IpeAOTBpalleHNs penuanusa; 1mo 20 Mr OIWH pa3 B CYTKH.

CumMmnromaTryeckoe jeueHue racrposzodareanbHon peduirokcHoi 6one3Hu: 20 Mr oJuH pas B

CYTKHM — nanueHTtam 6e3 33odaruta. Ecinu nocne 4-x HeJenb JeUeHusl CUMIITOMBI HE MCYE3al0T,
cleyeT MpPOBECTH JOIMOJHUTEIbHOE oOcienoBaHue nanueHrta. [locie ycrpaHeHHs] CHMIITOMOB
MOXXHO TIEPEHTH Ha pexuM NpuéMa Mpernapata «Ipu HEOOXOAUMOCTH», T.€. NPUHUMATH
npemapat Hekxcuym mo 20 mMr oaMH pa3 B CYTKM NpU BO30OHOBICHMHM CHUMITOMOB. Jlis
nanrentoB, npuHuMaronx HIIBIT u oTHOcsAmuXcs K rpyImine pucka pa3BUTHUS SI3BbI JKETy/Ka
WM  JIBEHAJUATUIIEPCTHOM KHIIKHA, HE PEKOMEHIYETCAd JICYCHHE B PEKUME P

HEOOXOIUMOCTHY.

B3pocabie

S3BeHHas 00J1€3HDb KeJTYAKA U IBEHAANATHIIEPCTHOM KMIIIKH

B cocTraBe koMOMHMpPOBaHHO# Tepanuu a5 spaaukanuu Helicobacter pylori



e JieucCHME SI3BbI JBEHAIIATUIICPCTHON KHIIKH, accormupoBannoii ¢ Helicobacter pylori:
npenapar Hekcuym 20 wmr, amokcummummH 1 r u knaputpomunud 500 mr. Bcee
npernapaTsl IPUHUMAIOTCA [1BA pa3a B CyTKU B TeueHue 1 Henenu.

e mpoduIakTHKa PEIMAMBOB MENTUYECKUX 5I3B, accounupoBanHbix ¢ Helicobacter pylori:
npenapat Hekcuym 20 mr, amokcumumH 1 r u knaputpomuuuH 500 mr. Bcee
npernapaTsl IPUHUMAIOTCS [1BA pa3a B CyTKU B TeueHUE | Henenu.

JiuTeIbHAS KHCJI0TONOAABISIONIAS Tepanusl y NalUeHTOB, NMepeHeclInX KPoBOTeYeHue
U3 NeNTUYeCKOoil fA3BbI (M0c/ie BHYTPUBEHHOI0 NMPUMeEHEHHs NMPenapaTroB, MOHHKAKIIUX
CEeKPelHI0 JKeJle3 JKeJyAKa, 151 NPOPUIAKTUKH peluIuBa)

[Ipenapar Hekcuym 40 mr 1 pa3 B cyTku B TeueHue 4 HeJeNb MOCIe OKOHYaHUSI BHYTPUBEHHOU

TEpalnu MnperapaTtamMu, MOHMKAIOIHUMU CCKPCLUTIO KCIIC3 KCITY KA.

IHauuenTsl, AauTeapH0 npuHuMarome HITBIT
® 3a)XMBJICHUE A3BBI JKeNyJaKa, cBszaHHOM ¢ mpuémom HIIBIIL: mpemapat Hekcuym 20 mr
i 40 Mr ofuH pa3 B CyTKH. JJTUTETHHOCTD JICUSHHS COCTABISIET 4-8 Heaelb.
e [pOoQMIAKTUKA SI3BbI JKENyJKa M JIBEHAJUATUIIEPCTHON KHIIKU, CBSI3aHHOM ¢ NMpUEMOM

HIIBII: npenapar Hexcuywm 20 mr win 40 Mr oauH pa3 B CyTKH.

Cocrosinns, CBA3aHHBIE ¢ NATOJOTHYEeCKOH IHIepCceKpenneil xemes3 KeJayaKa, B TOM 4Hcie,
CHHAPOM 30//IMHIepa-JJINCOHA H HAMONAaTHYeCKAs THIePCeKpenns

Pexomennyemas HauanbHas no3a — npenapaT Hexcuywm 40 mr 1Ba pasa B cyTku. B nanpHeiiem
J03a mnoalOupaeTcs HWHAMBUAYAIbHO, JUIMTEIBHOCTh JIEUEHHUS ONpENeNseTcs KIMHUYECKON
KapTUHOMU 3a0oseBaHus. MmeeTcst onbIT npuMeHeHHs IpenapaTta B go3ax g0 120 mr 2 pasa B

CYTKH.

[ToueyHasi HeJOCTATOYHOCTB: KOPPEKIHUs J03bl Npenapara He TpeOyercs. OgHAKO, OMBIT
IIpUMEHEHNs npernapata HekcmyM y DanuMeHTOB C TSKENOW IMOYEYHOHW HEIOCTATOYHOCTBIO
OTPaHUYEH; B CBSI3M C 3TUM, NPH Ha3HAUYCHHUHU Tperapara TaKuM HalueHTaM cielyeT coOIro1aTh

OCTOPOXKHOCTH (cM. pazaen «DapMaKOKUHETHKA).

IleyeHoYHAsT HEIOCTATOYHOCTBH: NPHU JIETKOM W YMEPEHHOM NEYEHOYHOM HEZO0CTaTOYHOCTH
KOppeKIusi J03bl TMpemapata He Tpedyercsa. Jlis TaIMEHTOB C  TSHKEIOW MEYeHOYHOUH

HCAOCTAaTOYHOCTBIO MaKCUMaAJIbHAaA CYTOUYHAs J03a HC NJOJI’)KHA IMPCBLIIATD 20 mr.



IMauueHTHI MOKUJIOTO BO3PACTA: KOPPEKIUS T03BI IpenapaTta He TpeOyeTcs.

BBenenne npemnapara uepes3 Ha30FaCTpaJ'[bHLII71 30H

Ilpu nasnauenuu npenapama uepes HA302acMpPanrbHbIN 30HO

1.

[TomectuTe TabneTKy B LINPHUILL M 3aMOJHUTE IIIPULL 25 MJT BOABI U TPUOITU3UTEIHEHO
5 mu Bo3ayxa. st HEKOTOPBIX 30H0B MOKET MOTPEOOBATHCS pa3BeeHUE IpenapaTa
B 50 MJ nuTheBOM BOABI JUISI TOTO, YTOOBI MPEJOTBPATUTH 3aCOpPEHUE 30HJA
rpaHyJiaMy TabJIETKH.

Hemennenno B36onaTaiiTe mImpuil B TEYCHUE IPUMEPHO JIBYX MUHYT JJIsS PACTBOPEHHUS
TaOJIETKH.

Jlep>kuTe MIpUIl HAKOHEYHUKOM BBEPX U YOCTUTECh, YTO HAKOHEYHHUK HE 3aCOPHIICS.
BBeauTe HaKOHEYHUK LINPULA B 30H], IPOJOJIKAsA YACPKUBATh €r0 HAIPaBJICHHBIM
BBEPX.

BeTpsixaute mmpuil v mepeBepHUTE €ro HAKOHEYHUKOM BHU3. HemeneHHo BBeauTe
5-10 mu pacTBOpeHHOro mpemnapata B 30HI. [locie BBeaeHHS BEpHUTE IINPHI] B
MpekHee MOJIOKEHWE U B30OoNTaiTe (LIMpPHULl TOJDKEH yIepPKUBATbC HAKOHEYHUKOM
BBEPX JUIsI U30€KaHUS 3aCOPEHUST HAKOHEUHUKA).

[lepeBepHuTE MINPUIT HAKOHEYHUKOM BHU3 W BBeauTe eme S5-10 mi mpemapara B
30H1. [loBTOpUTE NaHHYIO OlEpalyio, MoKa MNpUIl He OyAeT MycT.

B cnydae ocraTka yacTtu mpemnapaTta B BUAE OCaJKa B IIMPHUIE 3aMOJHUTE WIPUIL 25
MJI BOJBI U 5 MJI BO3JyXa M MOBTOPUTE OIEpaAllMU, ONMCAHHbIE B MyHKTE 5, 6. Jlns

HEKOTOPBIX 30H0B JIJISl TOU LIETTH MOXKET MOHAT00UThCst SO MIJI MUTHEBOM BOJIBI.

ITo0ouyHOE nelicTBHE

Hixe MNPUBCACHBI HCKCIATCIBHBIC PCAaKIMK, HC 3aBUCAINIUC OT PCEKHUMaA JO3HUPOBAHUS

npemnapara, OTMCUCHHLIC B XOJ€ KIMHHUYCCKHUX I/ICCJ'IG)IOBaHI/Iﬁ U IIpu MNOCTMAPKETHHIOBOM

MPUMEHEHWH Tpenapara.

YacToTa HEXKENATeNbHBIX PEaKIUil MPUBEICHA B BHJE CIEAYIONICH Tpajallii: OYCHb YacTo
(>1/10); wacto (>1/100, <1/10); newacto (>1/1000, <1/100); penxo (=1/10000, <1/1000); oyeHb
peaxo (<1/10000).

Co cmoponbl Kodicu u NOOKONCHBIX MKAHEU

Heuacmo. ACpMaTuT, 3y, Cblllb, KPAIIMBHHUIIA,

Peoxo: anonenusi, poroceHCUOMTH3AITNS,

Ouenv peodxo: MynbTHGOpMHAs d3putema, cuHapoMm CruBeHca-/[PDKOHCOHA, TOKCHYECKUUH



SMHUACPMAIBHBIA  HEKPOJIN3, OCTPbIH TE€HEPATIM30BAHHBIM  AK3aHTEMATO3HBIM  MYCTYJIE3,

JICKapCTBEHHAS CHIMb ¢ Y03uHOMuUIneit u cuctemMubiMu cumntoMamu (DRESS-cunapom).

Co cmoponbl ckelemuo-MblueYHoU U COeOUHUMENbHOU MKAHU

Peoxo: aptpanrus, Mmuanrus;

Ouyenwv pedxo: MbITIIEUHAs CIIa00CTb.

Co cmopoHbl HepeHOU cucmembl

Yacmo: ronoBHas 00Jb;
Heuacmo': TonoBOKpyKeHHE, MAPECTE3UH, COHINBOCTD;

Peoko: napyiienue Bkyca.

HapymeHuﬂ ncuxuxKu

Heuacmo: 6ecconnunna;
Peoxo: nenpeccusi, BO30yXIeHUE, 3aMEIIATEIBCTBO;

Ouenb peoko: TALTIONUHALIK, arPECCUBHOE TIOBE/ICHHE.

Co CImMOpPOHbL cheﬂVOOHHO'KumeqHOZO mpaxkma

Yacmo: 6076 B )KUBOTE, 3aI10p, TUAPEsi, METEOPU3M, TOIITHOTA/PBOTA;
Heuacmo: cyxocTb BO pTY;
Peoxo: ctoMaTuT, KaHAUI03 KETyI0OYHO-KUIIIEYHOTO TPAKTA;

Ouenb pedxko: MUKPOCKOIMMYECKUH KOJUT (ITOATBEPKIEHHBIH TMCTOJIOTMUYECKH ).

Co CIMOPOHbL NeYeHU U WC@ﬂU@@bl@Oaﬂmux I’ZVI’}’ZEZZ

Heyacmo: noBbIlIeHNE aKTUBHOCTH «II€UEHOUHBIX» (DEpMEHTOB;
Peoko: renatur (c xxentyxou unm 6e3);
Ouenv pedko: TIEYCHOYHAS] HEJIOCTATOYHOCTH, dHIIe(DAToNaTus y MAleHTOB C 3a00JIeBaHUIMHI

ICYCHMU.

Co cmopoHnbl nOI08bIX OP2aAH08 U MOJOYHOU JHCele3bl

OueHb peoKo: THHEKOMACTHS.

Co cmoponwt kposu u JzuMd)amuquKod cucmensvl

Peoko: nelikonieHus, TpOMOOIIMTOIICHNUS,



Ouenb peoko: arpaHyIoOUUTO3, MAaHIUTONECHUS.

Co cmopoHbl UMMYHHOU cCUCHeMbl

Peoxo: peakuuu runepyyBCTBUTEIBLHOCTU (HAIpUMeEp, JUXOpPaJKa, aHTMOHEBPOTUYECKUIl OTEK,

aHaduIaKTHYECKas peakiys/aHaPUIaKTUUECKHH MTOK).

Co cmoponvl OblxamenbHol cucmembl, Op2aH08 2pYOHOU KIemKU U CPe0OCH e

Peoko: 6ponxocmnasm.

Co cmopoHbl noyeK U Mo4esbleo0suux nymeu

Ouenb pedko. UHTEPCTHIINATBHBIA HEPPUT.

Co CMOPOHbL Op2ard 3PEHUA

Peoko: HeueTKOCTh 3peHHUs.

Co CMOPOHbL obmena eseuecme U numaHuA

Heuacmo: nepudepuueckue oTeKH;
Peoxo: runonatpuemus;
Ouenv pedko: TUTIOMAarHWEMHUs], TUIOKAIBIIEMHUsI BCJEICTBHE TSDKEIOH THIIOMAarHMEMUH,

TUIIOKAJIUMEMHUA BCICACTBUC THIIOMArHUCMHU.

Obwue paccmpoiicmsa

Peoko: Henomoranue, NOTIUBOCTb.

Ilepeno3upoBka

Ha nHacTtoAmmuii MOMEHT OIMCaHbl KpaillHE pEeAKHE Cllydau YMBIIIJICHHON IepeJO3UPOBKH.
[lepopanbHblii pueM 330Menpazonia B Ao3e 280 mr compoBoxkiaaics oOmieil ci1abocTbio U
CUMIITOMaMHU CO CTOPOHBI >KEIyJIOYHO-KHUIIEYHOro Tpakra. PasoBsiii mpuem 80 mr mpenapara
HekcuyMm He BbI3BIBaT KakuX-TMOO OTPHUILATENBHBIX IOCIEACTBUH. AHTHIOT 330MEINpas3ona
HEM3BECTEH. 30MEMNpa3oyl XOPOLIO CBA3bIBAETCA € O€IKaMM IUIa3Mbl, IOITOMY JHMAIHU3
manosd¢exrused. [lpu nepeno3npoBke HEOOXOAUMO MPOBOIUTH CUMIITOMATUYECKOE U 001Iee

MNOAACPIKUBAIOIICC JICHCHUC.

B3anmopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CpeCTBAMH



Bausnue a3omenpazona na ghapmaxoxunemuxy opy2ux JeKapcmeeHHvlx npenapamos

CHMKEHUE CEKpEeIMM COJSHOM KHCIOTHI B JKEIyAKe Ha (OHE JICYEHHUS 330MENpa3’ojioM U
JPYTEMH UHTUOUTOpPAMH TPOTOHHON MOMITBI MOKET MPUBECTH K CHH)KCHUIO WM TOBBIIICHUIO
abcopOLuu mpenaparoB, BCacblBaHWE KOTOPBIX 3aBUCHUT OT KHUCIOTHOCTH cpelbl. [lomobHo
JpYTUM IIperapaTaM, CHUKAIOIIUM KHUCIOTHOCTh JKEIYJIOYHOIO COKa, JIEUEHHE 330MENpPa30IoM
MOYET TPUBOJIUTH K CHIDKCHHIO abCcOopOIMM KETOKOHA30Ja, MUTPAKOHA30Jla W IPIOTUHHUOA, H
MOBBIIIIEHUIO a0COPOIMH TaKUX MPErnapaTroB, Kak AUrokcuH. COBMECTHBIN pUeM OMerpas3oia B
no3e 20 Mr oIuMH pa3 B CyTKH W JUTOKCHHA TIOBBIIIAET OMOJOCTYIMHOCTh AurokcuHa Ha 10%
(OMOIOCTYITHOCTh TUTOKCHHA MOBbIIIANach Ha BenuduHy A0 30% y IByX U3 JECATH MALUEHTOB).
bbulo mokaszaHo, YTO OMEINpa3oyl B3aWMOJAEUCTBYET C HEKOTOPHIMH aHTUPETPOBUPYCHBIMU
npenaparaMiu. MexaHu3Mbl U KIMHUYECKOE 3HAYEHUE ITUX B3aMMOJCHCTBHII HE BCeraa
U3BECTHBI. YBenuueHue 3HaueHus pH Ha QoHe Tepamuu omenpa3ojoM MOKET BIMATH Ha
BCACBIBAHUE AHTUPETPOBUPYCHBIX IpenaparoB. Takke BO3MOXKHO B3aMMOJECHCTBUE HA YPOBHE
uzopepmenta CYP2C19. Ilpu coBMECTHOM MPUMEHEHMH OMENpa3oja U  HEKOTOPBIX
AHTUPETPOBHUPYCHBIX MPENApaToB, TAKMX KaK aTa3aHaBHp W HeJI(PUHABHUP, Ha (OHE Teparnuu
OMENpPa30JIoM, OTMEYAeTCsl CHUKEHHE MX KOHUEHTpaluuu B cbiBOpoTKe. [lostomy wux
OJTHOBPEMEHHOE NPUMEHEHHe He pekoMeHayeTcsa. CoBMecTHOe MpUMeHeHne omenpaszona (40 mMr
OJIMH pa3 B cyTkH) ¢ arazaHaBupoMm 300 mr / putonaBupom 100 mMr y 310pOBBIX TOOPOBOJIBIIEB
OPUBOJWIIO K CYIIECTBEHHOMY YMEHBIIEHHIO OMOJOCTYMHOCTM ara3aHaBupa (IUIOIIaAb MOJ
KPHBOH «KOHIIGHTpAIlUsi — BpeMs», MakcuManbHas (Cmax) u wMuHumaibHas (Cmin)
KOHIIEHTPAIlUU YMEHbIIANUCh MPUOIU3UTEIBHO Ha 75%). YBenuueHue A03bl aTazaHaBUpaA [0
400 Mr HE KOMIIEHCHPOBAJIO BO3/ICUCTBHS OMENpa3oJia Ha OMOIOCTYIMTHOCTh aTa3aHaBUpa.

[Ipy ogHOBpEMEHHOM NMPUMEHEHHWU OMENpa3oyia U CaKBHHABHpa ObLIO OTMEUEHO IOBBIIIEHUE
KOHIIGHTPAllUM CaKBUHAaBHpPAa B CBHIBOPOTKE, MNPU NPUMEHEHUU C HEKOTOPBIMU JIPYTUMHU
AHTUPETPOBUPYCHBIMU MpenaparaMd HMX KOHIEHTPALMs HE MEHsUIach. YUWTBHIBAs CXOJHbIC
dbapmMakokHETHYECKHEe W (apMaKOJUHAMUYECKHE CBOMCTBAa OMEMNpaszoja M 230MENpas3oiia,
COBMECTHOE TNPUMEHEHHE H30MENpaszoja ¢ aHTUPETPOBUPYCHBIMU IperapaTaMmy, TaKUMHU Kak
aTa3zaHaBUP U HEJI(PUHABUD, HE PEKOMEHIYETCS.

O3omenpazon unrubupyer CYP2C19 — ocHOBHOM u30(pepMEHT, YYacTBYIOLUIUMH B €ro
metabonu3me. COOTBETCTBEHHO, COBMECTHOE IPUMEHEHHE 330Merpas3oja ¢ JpYyruMHU
npenapatamMi, B MeTaboim3Me KOTOphIX npuHuMaer yyactue uzopepment CYP2C19, rakumu
KaK Juasernam, [MUTAIoNpaM, HMUIIPAMHUH, KJIOMUIIPaMUH, JEHUTOUH U JP., MOKET MPUBECTH K
MOBBIIICHUIO KOHUEHTPALMI 3THUX MpernapaToB B IUIa3Me€, 4YTO, B CBOK O4YEpEelb, MOKET

notpedoBaTh CHUXKEHUS 103bl. OO0 3TOM B3aMMOJAEHCTBHM OCOOEHHO Ba)KHO MOMHHTH IMpU



NpUMEHEeHUHU mpenapata Hekcuym B pexume «mmo HeoOxomumoctu». [Ipu coBMecTHOM mpueme
30 mr »3oMenpasona M auasenama, KOTOpbIi sBisieTcst cyoctpatom uzodpepmenta CYP2C19,
OTMEYAETCs CHIDKCHHE KIMpeHca quazenama Ha 45%.

[Ipumenenue »53omemnpazona B Jo3e 40 Mr mnOpUBOAWIO K MOBBIIIEHHIO OCTaTOYHOMN
KOHIEHTpaluu (eHUTOMHA y MalUEeHTOB ¢ 3nujencueid Ha 13%. B cBs3u ¢ aTUM pekomeHayeTcs
KOHTPOJIMPOBATh KOHIICHTPAaLUU ()EHUTOMHA B IJIa3Me B HaYaje JICYSHHUS H30MEIPa30IoM U Mpu
€ro OTMEHE.

[Tpumenenue omenpasoina B go3e 40 Mr ofuH pa3 B CyTKU MPUBOJMIIO K YBEIMUYEHUIO IUIOMIA TN
NoJ KpPUBOM «KOHLEHTpauuss — Bpemsi» U Cmax BopukoHaszona (cyOcTpaT wuzodepmeHta
CYP2C19) na 15% u 41%, cOOTBETCTBEHHO.

CoBmecTHbli TipueM BapdapuHa ¢ 40 mMr s3oMernpasosia HE TPUBOAUT K WU3MEHEHHUIO BPEMEHU
KOAryJisIUM Y TMalueHTOB, [UIMTENhHO NpuHUMaromux Bapdapud. OIHAKO co00IIaIoch o
HECKOJIbKUX CIIy4asX KIMHHUYECKH 3HauyuMoro mnoBbimieHHs uHaekca MHO (mexmyHapomHoe
HOPMaJIM30BaHHOE OTHOILEHUE) MPU COBMECTHOM IPUMEHEHMM BapdapuHa U 330MEIpa3olia.
Pexomennyercs xontponupoate MHO B Hayasie U IO OKOHYaHMHM COBMECTHOTO INPUMEHEHHUS
330Menpasoia u BaphaprHa UK IpyruxX IPOU3BOJHBIX KyMapHHa.

[To pesynbTatam HCCIeIOBaHUNA OTMEUYEHO (papMaKOKHMHETHYECKOe/(hapMaKoIMHAMHUYECKOE
B3aUMOJICCTBUE MEXIY KIOMUAOTpesioM (Harpy3ouHas no3a 300 Mr u mojaiepKuBaroias 103a
75 wr/cyt.) m 33omemnpazosnioM (40 Mr/cyT. BHYTpb), KOTOpOE€ HPHUBOJUT K CHUKEHUIO
HKCMO3MLMU AaKTUBHOTO MeTabonuTa kionujaorpena B cpeaHeM Ha 40% W CHUXKEHHIO
MaKCUMaJIbHOro MHruOupoBanus AJ[P-MHIyIMPOBAaHHON arperaiuy TpOMOOIMTOB B CpEAHEM
Ha 14%.

Knununueckast 3Ha4MMOCTb 3TOTO B3aUMOJIEHCTBUS HE sicHAa. B MpoCneKkTHBHOM HCCIeI0BaHUH Y
NalMEeHTOB, NOJYYaBIINX [U1ale00 WM oMenpasoln B 1o3e 20 MI/cyT. OTHOBPEMEHHO € Tepanuen
KJIOMUAOTpeNIoM U anetwicanuumioBoil kucinotod (ACK), m npu aHanmmze KIMHUYECKUX
MCXOJI0B MacCIITa0HBIX PaHAOMU3HPOBAHHBIX MCCIENOBAaHUI HE OBLIO MOKAa3aHO MOBBIICHUS
pHUCKa CeplIeYHO-COCYAUCTHIX OCJIOXKHEHHM MpU COBMECTHOM NPUMEHEHUHU KIIOMUJOorpena u
MHTUOUTOPOB MPOTOHHOM MOMITBI, BKIIFOYAsk H330MEIPa3ol.

PesynbraThl psina HaOIrOAATENBHBIX MCCIEIOBAHUNA MPOTHBOPEUUBBI U HE JAIOT OJHO3HAYHOTO
OTBETa O HAJWYMHM WJIM OTCYTCTBHM IOBBIIIEHHOTO pUCKA TPOMOO3MOOINYECKUX CEplIeyHO-
COCYAMCTBIX OCIIO)KHEHUH Ha (pOHE COBMECTHOTO MPUMEHEHHs KIIOMMUJOTpesia U WHIHOUTOpPOB
IPOTOHHOM MOMIIBI.

[Ipy mnpuMeHEeHUH KJIOMUAOTpeNa COBMECTHO C (DUKCUpOBaHHOM KomOuHammed 20 wmr

a3omenpazoiia 1 8§81 mMr ACK skcmo3uius akTHBHOTO MeTa0OHMTa KIIOMUIOTPENa CHU3HMIACH



noutd Ha 40% 1O CpaBHEHHIO C MOHOTEpAaINUeld KIOMUAOrPEIOM, MPU 3TOM MaKCHUMAJIbHbBIE
ypoBHU WHTHOUpOBaHUs A J|D-uHIyIIHMPOBAaHHOW arperaiu TPOMOOIIMTOB ObLITH OJTMHAKOBBIMH,
4TO, BEPOSITHO, CBSA3aHO ¢ ogHOBpeMeHHbIM IpreMoM ACK B HU3KOIT 103€.

[Ipumenenue omenpaszona B g03e 40 mMr npuBoawiio K yBenundaennro Cmax u AUC (tutomaay noa
KPUBOI «KOHIIEHTpaIusi — BpeMsi») muiocTta3ona Ha 18% u 26%, COOTBETCTBEHHO; ISl OJHOTO
U3 aKTUBHBIX META0OIUTOB IIMJIOCTA30J1a YBEIHMYEHHE cOCTaBHIIIO 29% 1 69%, COOTBETCTBEHHO.
CoBMecTHBIN npueM nuzanpuaa ¢ 40 Mr 33zomenpasona NPUBOAUT K IMOBBIIICHUIO 3HAYEHUN
(bapMaKOKMHETHUECKUX MMapaMeTPOB IU3anpuaa y 310poBbix g00poBoibleB: AUC — Ha 32% u
nepuoja nonyBbiBeaeHusa Ha 31%, oqHaKO MakCUMalbHAs KOHLEHTpPALUs [IU3aNpuaa B Iia3mMe
IIpU 3TOM 3HAYUTENBHO He M3MeHsercsa. HesnauutenbHoe ynnuHenue uHtepBana QT, xotopoe
HaOJIIOAJI0Ch TPU MOHOTEpAlMH IM3ANpHIOM, NpH J00aBiIeHMH mpernapara Hekcuym He
YBEIMUYMBAIOCH (M. paszen «OcoObie yKazaHHs»).

[Tpu 0THOBPEMEHHOM MPUMEHEHHH H30METPa30iia U TAKPOJIUMyca ObLIIO OTMEUYEHO MOBBIIICHUE
KOHIIEHTPAIlUU TAKPOJIMMYCa B CHIBOPOTKE KPOBH.

Y HEKOTOpBHIX MAIlMEHTOB OTMEYajH IOBBIINICHWE KOHIEHTpAIlMM METOTpeKcara Ha (oHe
COBMECTHOT'O IPUMEHEHHUS ¢ MHTUOUTOpaMHU TPOTOHHOM momribl. [Tpu mpruMeHEeHUU BBICOKUX /103
METOTpEKcaTa CIIeIyeT pACCMOTPETh BOBMOXKHOCTh BPEMEHHON OTMEHBI 330MEIpa3oa.
[Ipemapar HekcuyM He BBI3bIBAaCT KIMHUYECKH 3HAUYMMBIX H3MEHEHHUH (papMaKOKHHETUKU
aMOKCUIIWJIJTMHA U XMHHUIUHA.

HccnenoBanust MO OLIEHKE KPAaTKOCPOYHOIO COBMECTHOTO TNPUMEHEHHUS 330Menpa3oyia U
HanpoKceHa Wi podekokcrda He BBISIBIIIM KIMHUYECKH 3HAYUMOTO (hapMaKOKMHETHYECKOTO

B3aUMOICHUCTBUSI.

Brnusanue nexapcmeennvix npenapamos Ha hapmakoKuHemuKy 330 Menpazona

B meraGomm3me 330Mmenpazona npuHHMaioT ydactue uszodepmentel CYP2C19 u CYP3AA4.
CoBMecTHOE NPUMEHEHHME 330Menpaszona ¢ kiaapurpomunuHoM (500 mMr 2 pasa B CyTKH),
KoTopblii uHrHOupyer uzopepment CYP3A4, npuBoaut k yBenuueHuto 3HaueHus AUC
a3oMemnpazoia B 2 pa3a. CoBMeCTHOE TPUMEHEHHE 330Menpas3ojia U KOMOWHMPOBAHHOTO
unrudutopa wuzopepmentoB CYP3A4 u CYP2C19, Hanmpumep, BOpPUKOHA30JIa, MOMKET
NPUBOAUTH K Oosiee ueM 2-x KpaTHOMY yBennueHuio 3HaueHuss AUC mns s3omernpaszona. Kak
NpaBUJIO, B TaKUX CIIydasx He TpeOyeTcss KOPpEeKIMH J03bl 330Memnpasona. Koppekuus 1036l
»30Menpasoia MOXKET MOTPeOOBaThCS y MAIIMEHTOB C TSHKEIbIM HapylleHHeM (pyHKIUY EeYeHU U
IpU AJTUTEIBHOM €0 IPUMEHEHUH.

JlexapcTBeHHble npenapartbl, nHaynupytomue nzopepmentsl CYP2C19 u CYP3A4, takue kak



pudaMOuIMH W TpenapaTsl 3Bepo00si MPOIBIPSABICHHOIO, NMPU COBMECTHOM MPUMEHEHUHU C
H30MEIPa30JI0M MOTYT MPUBOAUTH K CHUKEHHUIO KOHIICHTPALIMK 330MEIpa3oja B Mia3Me KpoBU

3a CUYCT YCKOPCHUA MeTaboI13Ma 930MCIIpa3oia.

Oco0ble ykazaHus

[lpy Hamuuuu JIOOBIX TPEBOKHBIX CHMOTOMOB (HAampuMep, TakuX Kak 3HaYMTelIbHas
CTIIOHTaHHAsl MOTEPsI MAacChl Tela, MOBTOPHAs PBOTA, AUC(arus, pBoTa ¢ MPUMECHIO KPOBU WU
MeJIeHa), a TaKXKe IPU HAJTMYUK A3BbI JKeTyAKa (WIK IPU HOJ03PEHUU Ha A3BY JKEIyKa) CIeayeT
UCKJIIOUUTh HAJINYME 3JI0KAYECTBEHHOI'O HOBOOOPA30BaHUS, MOCKOJIBKY JICUEHHE IPernapaTroM
Hekcuym MoXeT npuBecTH K Crila)kKMBaHUIO CUMIITOMATUKU U OTCPOYUTH TOCTAaHOBKY JIMarHo3a.
B peaxux cnyyasx y DalUEeHTOB, MJIUTEIBHOE BpEMs MPUHUMABIIMX OMEINpPa3oi, IpU
THCTOJIOTUYECKOM MCCIIEIOBAHUN OMONTATOB CIM3UCTONH OOOJIOUKU Tesa KETyJKa BbISBIISICS
aTpo(HUUECKUil racTpHur.

[TanenThI, MpUHUMAIOIIKE TIPEnapaT B TEYEHUE JUTUTEIBHOTO neproia (ocoOeHHo Ooee roja),
JIOJIKHBI HAXOAUTHCS O] PETYJIIPHBIM HA0JII0/IEHUEM Bpaya.

[TaumenTsl, npuHMMarouiye mpenapar HekcuyM «mo HEOOXOIUMOCTH», JOJDKHBI OBITH
IPOMHCTPYKTUPOBaHbBl O HEOOXOJUMOCTH CBSI3aThCSI CO CBOMM BpayoM IpH HU3MEHEHUHU
xapaktepa cuMnToMoB. [IpuHMMas BO BHHMMaHue KojeOaHUs KOHLEHTPALMM 330Melpas3ojia B
I1a3Me MpU Ha3HAYEHUU TEpaIluu «I110 HEOOXOAMMOCTHY, CIIEYET YUYUThIBaTh B3aUMOJICHCTBHE
npemnapara ¢ ApyruMH JIEKApCTBEHHBIMU CPEICTBaMHU (CM. pasjen «B3aumopaelcTBue ¢ ApyrumMu
JIeKapCTBEeHHbIMM cpeAcTBaMu»). [lpu HazHaueHum mpenapara Hekcuym ans spaaukaiuu
Helicobacter pylori gomkHa yIuTHIBATECS BO3MOYKHOCTH JIEKAPCTBEHHBIX B3aMMOIACHCTBHUI TS
BCEX KOMIIOHEHTOB TpOWHOW Tepanuu. KiapuTpoMULIMH SBISETCS MOIIHBIM HHTUOMTOPOM
CYP3A4, nosroMy mnpu Ha3HaYCHUM 3paJMKALUOHHONW Tepamnuu MalueHTaM, MOJy4arolluM
Jpyrue mpemnapatsl, Metabonusupytommecs ¢ ydactueM CYP3A4 (mampumep, nu3anpun),
HEO0OXO0JUMO YUUTHIBATh BO3MOKHBIE TPOTUBONOKA3aHUS U B3aUMOACHCTBUS KIIApUTPOMHUIIMHA C
ATUMH JIEKAPCTBEHHBIMU CPEJICTBAMHU.

Tabnerku mnpemnapara HekcuyMm comepxar caxapo3y, IOITOMY OHH IPOTHBOIOKA3aHbI
HalMeHTaM C  HacJeJCTBEHHOH HENEepeHOCUMOCThIO  (PPYKTO3bI, TIIIOKO30-TaJaKTO3HOM
ManbaOcopOIMelt uiu caxapa3o-u30MaibTa3HOW HEAOCTATOYHOCTHIO.

[To pesynpTaTam wucciaegoBaHUN OTMEYEHO (hapMaKOKHHETHYECKOe/(hapMaKoIMHAMHYECKOE
B3aMMOJEMCTBHE MEXAY KiIonuaorpenaoM (HarpysouHnas no3a 300 Mr m nojgaepuBaronias 103a
75 wr/cyr.) m 330MmenpazoinoM (40 Mr/cyT. BHYTpPb), KOTOpPO€ MPHBOAMT K CHI)KEHUIO

9KCMO3ULUU K aKTUBHOMY MeTabonuty kionuporpena B cpeaHeM Ha 40% U CHHXKEHUIO



MakcuManbHOro MHruOupoBaHuss AJID-uHIyIIMPOBaHHOW arperanyud TPOMOOITUTOB B CPEIHEM
Ha 14%. Iloatomy crnenyer wu30erarb OJHOBPEMEHHOTO MPUMEHEHHS H30MeEmpaszoia |
KJonuaorpena (cM. paszaen «B3anMoeicTBre ¢ IpyrUMHU JIGKAPCTBEHHBIMU CPEACTBAME ).
OtpaenbHble HAOMIOAATEIbHBIE HCCIIENOBAaHUS YKa3bIBAIOT HA TO, YTO TEparus MUHTUOUTOpAMU
MPOTOHHOM TOMIIBI MOXXET HE3HAYUTEIBHO IMOBBIIIATH PHUCK CBSA3AHHBIX C OCTEONOPO30OM
MEPETIOMOB, OJTHAKO B IPYTUX MOJAOOHBIX HCCIICIOBAHUSIX MOBBIIICHUE PUCKA HE OTMEYCHO.

B panaoMu3upoBaHHBIX, TBOMHBIX CIENBIX, KOHTPOJIUPYEMBIX KIMHUYECKHX HCCIICTOBAHUIX
OMeIpa3oyia W 330MeNpa3oiia, BKIKOYAs JIBa OTKPBITHIX HMCCIEAOBAHUSA JUIUTEIHHOW Teparuu
(bonee 12 mer), He ObLIa TOATBEPXKICHA CBSA3b IIEPEJIOMOB Ha (OHE OCTeormopo3a C
MPUMEHEHUEM HHTHOUTOPOB MPOTOHHOW TTOMITHI.

XOTs MPUYNHHO-CJICICTBEHHAS CBS3b MPUMEHEHHS OMETIPa30y1a/330Menpa3oia ¢ mepeJoMaMu Ha
doHe ocreomopo3a HE YCTAaHOBIIEHA, MAlMEHThl C PHUCKOM pPa3BUTHSA OCTEONOPO3a WM
NepeIoMOB Ha €ro (oHE JODKHBI HAXOIAUTHCS TMOJ COOTBETCTBYIOIIUM KIMHHUYECKUM

HaOJIIOEHUEM.

Biausinue Ha CMOCOOHOCTD K YupaBJICeHUIO TPAHCIOPTHBIMHU CPEACTBAMHA H MEXaHU3MaMHU
B cBsa3u ¢ TEM, YTO BO BpEMA TCpaluu HOpernapaTomM HCKCI/IYM MOTYT Ha6J'IIOI[aTBC}I
TOJIOBOKPYKCHUEC, HCYECTKOCTL 3PpCHHUA U COHJIMBOCTDL, CICAYET CO6J'IIOI[3TB OCTOPOXHOCTE IIpU

YIIPaBJICHUU aBTOTPAHCIIOPTOM U IPYTUMH MEXaHU3MaMHu.

dopMa BbINIYCKa

Tabnetku, MOKpbITEIE 0005104K0#, 20 MT 1 40 Mmr.

[To 7 tabnerox B amOMUHUEBble OmUCTephbl, mo 1, 2 mnu 4 Onucrepa ¢ MHCTPYKIHMEH IO
IIPUMEHEHHUIO B KAPTOHHYIO MTA4YKy ¢ KOHTPOJIEM IIEPBOIO BCKPBITHS.

ITpu ynakoBke OOO «Actpa3eneka UHnactpus», Poccns:

[Io 7 Ttabnerok B alOMHHHEBBIE ONHMCTEpHl, MO 2 WM 4 OnucTepa ¢ HMHCTPYKIMEH IO

IIPUMEHEHHUIO B KAPTOHHYIO MMAYKy ¢ KOHTPOJIEM IIEPBOTO BCKPBITHA.

YciaoBus XxpaHeHUs
[Tpu temneparype He Bbime 25 °C, B OpUTHHAIBHOHN YIIaKOBKE, B MECTaxX, HE OCTYIHBIX JUIS

neTei.

Cpox rogHocTu

3 rona.



He npuMeHsTh 0 HCTEYEHUH CPOKA FOJHOCTH, YKa3aHHOTO Ha YITaKOBKE.

YcaoBus ornycka

OTnycKaroT 1Mo peLernTy.

HaumeHoBaHMe M OpUIANYECKHH aapec jAep:karejs (BJjagejblia) PerdcTpPalMOHHOIO
Y0CTOBepeHUs

Actpa3eneka Ab, SE-151 85 Coneprainbe, llIBenus

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

IlpousBoaurennb, ¢acoBMk (MepBHYHAsA YIAKOBKA), YHNAKOBHIMK (BTOPHYHAA
(moTpeduTENIbCKAs) YIAKOBKA) M BbIMYCKAIOIIMIT KOHTPOJIb Ka4ecTBa

Actpa3eneka Ab, I'aprynaBaren, 151 85 Coneprainbe, [lBenus

AstraZeneca AB, Gartunavagen, 151 85 Sodertalje, Sweden

HaumeHoBaHue, ajpec OpPraHuU3alUH, YNOJHOMOYEHHOH jJepikaTejieM WJIH BjajebleM
PEerucCTPAIMOHHOIO Y/IOCTOBepPeHHs JIEKAPCTBEHHOr0 IMpenapara [Jsi MeIUIHHCKOI0o
NpuMeHeHHsl HA MPUHATHE NPeTeH3Ui 0T MoTpeduTeIsI:

[TpencraButenbctBo Komnanuu Actpa3eneka FOK Jlumuren, BenukoOpurtanus, B . Mockse

1 000 «Actpa3enexa ®apMacbIOTUKATI3»

123100, r. Mockga, 1-it KpacHorBapaeiickuii mpoesn, a. 21, ctp. 1, atax 30, komuarts 13 u 14
ten. + 7 495 7995699

dakc + 7 495 7995698

Hekcnym — ToBapHbIi 3HaK, COOCTBEHHOCTD IpyNIbl KOMIaHUH AcTpa3eHeka.
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