COOTBETCTBYET ZKCINEPTHOMY OTYETY
ot 23.05.2025 N2 13101

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

OmpxeHuKc®

PerncrpannoHHblii HOMep:
Toprosoe HaumeHnoBanue: OMKeHUKC” .
MexayHapoaHoe HeMATEeHTOBAHHOE WM I'PYNIIUPOBOYHOE HAUMEHOBAHHME: OMENPA30Jl.

JlekapcTBeHHasi popma: Karcybl KHIIEYHOPACTBOPUMBIE.

CocraB

OaHa Kancysa CoaepsKuT:

Heticmsytowee sewjecmso: oMernpa3oil cyocranuusg-nemieTsl 8,5 % — 235,290 mr, coaepxaiue
omernpazoi — 20,000 mr.

Bcnomoeamenvuvie  sewecmea: Hatpus  (docdar nByzamenieHHbld — 2,750 wr, HaTpus
naypuicynbdar — 2,850 mr, makto3sl MOHOTHApAT — 8,160 Mr, KyKypy3HBIH KpaxMa/ManucOBBIH
kpaxman — 12,240 wmr, mannuton — 42,630 wmr, caxapoza — 74,260 Mr, rumpomerniosa
(TuapoKcunponuIMeTHIeuIono3a) — 19,370 Mr, nponwieHraukoiabr — 5,760 Mr, HaTpus
ruapokcua — 0,400 Mr, MeTakpuIOBOM KUCIOTHI conoaumep aucnepeus (L30D) (B nepecuere Ha
TBepaoe BemiecTBo) — 41,360 mr, monucop6ar-80 — 0,990 mr, turana muokcua — 1,980 wr;
HeTHWIOBBIM cnupT — 2,540 Mr; kamcynbl TBepable kenaTuHOBble Ne 1 (TUTaHa AHUOKCUI —
1,3333 %, kpacutens conHeuyHbldt 3akaT xenTsid [E110] — 0,4418 %, xxenatun — qo 100 %) —

76 wmr.

Onucanue
TBepabie xenatuHOBBIE Karcynbl Ne 1 opanxkeBoro nseta. CoaepKumoe Karcyl — chepudeckue

[IeJUIETHI OT OEJIOro 0 MOYTH OeIoro IBeTa.

dapmakoTepaneBTHYECKasi TPYNIA: CPEACTBA JUIs JICUSHHs KUCIOTO3aBUCUMBIX 3a00JI€BaHMIA;
IPOTHBOSI3BEHHBIE CPEACTBA M CpEACTBA JJS JIEUEHHUs TacTpos3odareanbHoil pedaroKCcHON
6one3nu (I'OPB); uHrUOUTOPHI MPOTOHHOTO Hacoca.

Kon ATX: A02BCO1.

DapMaKoJIOrHYecKue CBOHCTBA

Dapmakoounamuxa
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Owmemnpa3zon sBisieTcst ¢1abbiM OCHOBaHWEM. KOHIIEHTpUPYETCsl B KUCIOH Cpele CeKPeTOPHBIX
KaHAJIbLIEB MMaPHETAIBHBIX KJIETOK CIM3UCTON OOOJIOUKHU JKEIy/Ka, aKTUBUPYETCSI U HHTUOUPYET
nporoHHelii Hacoc — (epment HY/K'-AT®a3zy. OkasblBaeT [10303aBUCHMOE JEHCTBUE Ha
MOCIIEAHUM 3Tall CUHTE3a COJIIHOM KUCIIOTHI, yTHETAeT Kak 0a3albHyI0, TAK U CTUMYJIMPOBAHHYIO
CEKpPEeLHI0, HE3aBUCUMO OT CTUMYJIUPYIOLIETo (hakTopa.

Brusanue na cekpeyuio sceny0ouHo20 coka

[Tocne mnepopanbHOrO NpPUMEHEHUs omenpaszoja | pa3 B CyTKHM NPOUCXOIUT ObICTpoe U
3¢ (pexTUBHOE CHUXKEHHE THEBHON M HOYHOW CEKpELUHU COJITHON KUCIOTHI, KOTOPOE JOCTHTaeT
MakcUMyMa B TeUEHHE 4 JHEN JIeUEHUs.

VY naunueHToB C SA3BEHHOM OOJIE3HBIO JABEHAALATUIEPCTHOM KUIIKKM MHpuMeHeHue 20 wmr
OMeETIpa30Jia BbI3bIBAET YCTOWYMBOE CHIKEHUE 24-4acOBOM JKeTyJOUHOM KUCIOTHOCTU HE MEHEe
yeM Ha 80 %. IIpu 3TOM CHMKEHHE CPEIHE MaKCUMaJIbHOW KOHIIEHTPAIlMU COJITHOW KHUCIIOTHI
MocJie CTUMYJISIIUM TieHTaracTpuHoMm Ha 70 % mocturaercst B TeueHue 24 vacos. ExemHeBHbIN
nepopaibHblii  mpuemM 20 Mr  omMemnpaszojia y  HAIMEHTOB €  S3BEHHOM  OO0JIE3HBIO
JBEHAIIIATUIIEPCTHON KUIIKU TOJJIEPKUBAET 3HAYEHHE KHUCIOTHOCTH Ha ypoBHe pH >3, B
cpenHeM, B TeueHue 17 yacos.

CrerneHp yrHeTeHHs] CEKpPELMM COJISHOM KHUCIIOThI MPONOPLMOHAIbHA IUIOUIAAM IOJ KpPUBOMI
"xonneHtpamus-pems” (AUC) omemnpaszosa W He MPONOPIHOHATIbHA JICHCTBUTEIBHON
KOHIIEHTpAllMHU [Ipenapara B KpOBH B IAHHBIA MOMEHT BPEMEHU.

Heticmeue na Helicobacter pylori

Owmernpason in Vitro okaseiBaer OakTepunuaHoe aevicteue Ha Helicobacter pylori. Dpanukanus
Helicobacter pylori mpu mnpuMmeHeHHH oOMenpa3oja COBMECTHO C aHTHOAKTEPHAIbHBIMH
CPEACTBaMHU CONPOBOXAAETCSI OBICTPHIM YCTPAaHEHUEM CHUMITOMOB, BBICOKOW CTENEHbIO
3QKUBJIEHUS 1€()EKTOB CIM3UCTON OOOJOYKH >KENTyTOYHO-KMIIEYHOTO TPaKTa U JJIUTEIbHOM
pemuccueil sA3BEeHHOW OO0JIE3HM, YTO CHUXKAET BEPOSTHOCTh TaKUX OCIOXKHEHUH, Kak
KpPOBOTEUEHMSI, U TaK ke 3P (HEKTUBHO, KaK U MOCTOSTHHAS MOJICPKUBAIOIIAs] TEpaIHsl.

Lpyaue 3¢pgpexmui, céazannvie ¢ uHeUOUPOBAHUEM CEKPeYUU CONAHOU KUCIOMbL

V¥ nanmeHToB, NPUHUMAIOUINX NIPENapaThl, IOHWKAIOIINE CEKPELIUIO JKEJIE3 Kelly/lKa, B TEUEHHE
JUINTETILHOTO TIPOMEXKYTKa BPEMEHHM, dYallle OTMedaeTcsi oOpa3oBaHHE >KEJE3UCThIX KHUCT B
xenyake. Kuctbl 1oOpokadyecTBEHHBIE U MPOXOJAAT CaMOCTOSITENIbHO Ha (OHE MPOJOIIKEHUS
Tepanuu. OTH SBIEHHS OOYCJIOBIEHBl (DU3HONIOTMYECKMMHU HW3MEHEHHSIMH B pe3yJibTaTe
MHTUOMPOBAHUS CEKPELIH COJITHON KUCIIOTHI.

CHMIKEHHE CeKpeLUU COJITHON KUCIOTHI B XKEJNyAKe MOJ AeHCTBUEM MHIHMOUTOPOB MPOTOHHOTO

HacoCa NN APYTruX CHUKAIOINX KUCIIOTHOCTD KEITyJAKa CPEACTB, IPUBOJUT K ITOBBIMICHUTIO POCTA
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HE3HAYUTEIILHOMY YBEIIMYCHHIO PUCKA PA3BUTHS KUIICYHBIX MH(EKILNI, BHI3BAHHBIX OaKTEPHIMU
poxa Salmonella spp. u Campylobacter spp., a y rocnuraiu3upoBaHHbIX MAI[HCHTOB, BEPOSITHO,
takxe Oaxtepueit Clostridium difficile.

Bo Bpewmst jeueHHs mpenapaTamu, MOHWKAIOUIMMHU CEKPEIHIO JKElle3 JKeIyIKa, KOHIICHTPAIUs
racTpvHa B CBIBOPOTKE KPOBH MOBBINIAETCS. BeneacTBue CHUKEHUS CEKPELIUU COISTHOM KHCTIOTHI
HOBbIIIACTCS KOHIEeHTpauusi xpomorpanuHa A (CgA) B miasme KpoBu. [loBbiieHue
koHIeHTpanuu CgA B Iu1a3Me KpOBU MOXKET OKa3bIBaTh BIIMSIHAE HA PE3YJIbTAThl 00CIEIOBAHUN
JUI  BBISIBJIICHUS HEHPOIHIAOKPHHHBIX omyxoyiel (cm. pazmen «OcoObie ykazaHus»). Jls
NPEOTBPALICHUS JAHHOTO BIMAHUS TE€PANUI0 MHTMOUTOpaMH MPOTOHHOTO HAacoca HEOOXOIMMO
NPUOCTAaHOBHUTh, KaK MHUHUMYM, 3a 5 JHEH [0 TPOBEACHUS HCCICIOBAHUS ONpPEIACIICHHS
koHreHTpanun CgA B 1uiazme kpoBu. Ecnu yepe3 5 nmHeit konnentpauuu racrpuna u CgA B
IUIa3Me KPOBH HE BEPHYJIMCh K HOPMAIbHBIM 3HAYCHUSM, MCCICOBAHUE CIICIYET TOBTOPUTH
yepe3 14 mHei mocne npekpanieHus IpUMEeHEHUsT OMETpa3oia.

VY nereit 1 B3pOCIBIX MAIMEHTOB, [UIUTEIEHO MPUHUMABIINX OMEIPa30J, OTMEYAIOCh YBEITHUCHHE
KOJINYECTBA JHTEPOXpPOMapPUHONMOTOOHBIX KIETOK, BEPOSTHO, CBS3aHHOE C YBEIHUYCHHEM
KOHIICHTPAIlUM TaCTPUHA B CHIBOPOTKE KpOBHU. KIIMHWYECKO# 3HAYMMOCTH JTAaHHOE SIBJICHUE HE
uMeeT.

DapmakoKkunemuka

Pacnpeoenenue

Owmenpa3zon abcopOupyeTcst B TOHKOW KHIIKE, 0ObIYHO B TeueHue 3—6 yacoB. buonoctynHocts
1ocJie TpueMa BHYTPb cocTaBisieT npuoOamsutensHo 60 %. [lpuem mnumu He BIHsEeT Ha
OMOOCTYITHOCTh OMENpa3oa.

[Toxazarenb CBA3BIBaHUS OMeEIpa3ojia ¢ OeIKaMu IUIa3Mbl COCTaBiseT Okoio 95 %, obbem
pactipenenenus cocrasiuset 0,3 j/kr.

Memabonusm

Owmenpazosl MOJHOCTBIO MeTabonu3upyercss B niedeHn. OCHOBHBIE (DEPMEHTHI, yYacTBYIOIIHE B
nporecce meradomusma, CYP2C19 u CYP3A4. OO6pasyromuecss MeTabOIUTHI — CYIb(OH,
CyTbpUI W THUAPOKCH-OMEIPA30] — HE OKA3bIBAIOT 3HAYMTEIILHOTO BIMSHUS Ha CEKPEIUI0
COJITHOW KHUCJIOTHI.

OOmmii mnasmeHHbll KkimpeHc coctaiser 0,3-0,6 a/muH. BromocTymHOCTH omemnpazoina
yBEIHUYMBACTCS MPUOTU3UTENBHO Ha 50 % TpU MOBTOPHOM TpUEME MO CPABHEHHUIO C MPUEMOM
Pa3oBOil 103BI.

Ixckpeyus

[Tepuox momyBeIBeieHus coctapisieT okoio 40 MmuHyT (30-90 MunyT). Okono 80 % BBIBOAUTCS B
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BUIC MeTa00JIUTOB MMOYKaMH, a OCTaJIbHasl 4aCTB — KUIIEYHHUKO

Ocobvble epynnsl nayuenmos

He orMedeHO 3HAYMTETHHBIX H3MEHEHUH OMOOCTYITHOCTH OMEIpPa30iia Y MOXKWIBIX MAllHeHTOB
WM y TAlMCHTOB C HapyIIEHHOW (YHKIHMEH MoYeK. Y MalMeHTOB C HApyUICHHOW (QyHKIHEH
MEYCHU OTMEYaeTCsl yBelIHueHue OWOJOCTYIHOCTH OMENpasoia W 3HAYUTEIbHOE yMEHbIIECHUE
IJIa3MEHHOTO KIIMPEHCa.

IToka3zanus k NPUMEHCHUIO

[penapar OmmxeHnkc® M0Ka3aH K IPUMEHEHHIO Y B3POCIBIX, HOJPOCTKOB U jieTeil B Bo3pacTe OT
2 jier.

Bspocnvie:

. sI3Ba JIBEHA/IATUTIEPCTHOMN KUIIIKH,

. SI3Ba JKEIYJIKa;

. aCCOLIMUPOBAHHbIE €  Tepamued  HECTePOUIHBIMU  MPOTHUBOBOCHAIUTEIHHBIMU

npenapatamu (HIIBIT) s3BbI ¥ 5p03uH JKeNTyAKa U ABEHAANATUIICPCTHON KHUIIKH;
. spaaukamnus Helicobacter pylori npu  si3BeHHON ©Oosie3Hn (B KOMOWHAIMU €

COOTBETCTBYIOIIEH aHTHOAKTEpUAIbHON Tepanueil);

. pediokc-330¢harur;

. CUMITOMAaTH4ecKas ractpol3odareanbHas pedaokcaas 6onesnb (I'OPB);
. JUCTICTICHSI, CBSI3aHHASI C TIOBBIIIICHHON KUCIIOTHOCTHIO;

. CUHAPOM 30JUTMHTepa-DIIIIUCOHA.

Lemu u noopocmxku:

Jetu crapuie 2 jet ¢ maccoii Tesna He MmeHee 20 Kr:
. pedmtokc-330¢harur;

. cumnromarudeckas ['OPB.

I[eTI/I crapuie 4 nern MMOAPOCTKH:

. s3Ba JIBEHAIIIATUTICPCTHOW KUIIKH, Bei3BaHHas Helicobacter pylori.
IMporuBonoka3aHust
. THIIEPYYBCTBUTEIBHOCTD K OMEIPa30lly, 3aMEIIeHHBIM OCH3MMUIa301aM HITH K JTI000MY

M3 BCIIOMOT'aTCIbHBIX BEIICCTB, BXOISAIIMX B COCTAB IIpEIapara,

. OJTHOBPEMEHHOE TPUMEHEHHUE C IPITOTHHHUOOM, TTO3aKOHA30JIOM;
. JIETCKUI BO3pacT 10 2 JIET;
. JIETCKUH BO3pACT cTapiie 2 JIeT MO JAPYTUM IMOKa3aHUSAM, KpoMe JieueHHUs pedIIroKc-

s30¢aruta u cumnromatuieckoir [ OPb;
. JETCKUM BO3pacT crapiie 4 JeT Mo APYruM TOKa3aHWsAM, KPOME JICYeHHsS pedIIroKc-

a30(arura, cumnTomarnueckoi ['DPB u s3BBI JBEHAIIIATUIIEPCTHON KHINKH, BBI3BAaHHOU
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. HEMEePeHOCUMOCTh (DPYKTO3bI, NePUIUT caxapa3bl/M30MalbTa3bl, TIFOKO30-TalaKTO3HAsI
MababcopOoIus;
. HETEPEHOCUMOCTb JIAKTO3bI, ASDUIIHUT JIAKTA3bI.

C 0CTOpPOXKXHOCTHIO

[leyeHouHass HEOCTATOYHOCTh, OCTEONOPO3, OEPEMEHHOCTh, HAJIMUKUE TPEBOXKHBIX CHUMIITOMOB
(3HAYUTENBHOE CHM)KEHHE MACChl TeJla, pBOTA, PBOTA C IPUMECHIO KPOBH, HAPYILICHHUE TJIOTAHMUS,
M3MEHEHUE MBETA Kaja (IerTreo0pa3Hblil cTymn) u ap.) (cM. pazaen «Ocolble ykazaHus»), 1eGuiur
BuTamMuHa Bi» (unanokoOanamMuHa); a Takke OJHOBPEMEHHOE MPUMEHEHHE CO CIEAYIOIIUMU
npenaparaMu: aTa3aHaBUp (1032 oOMerpasosia He JO0JKHA mpeBblmarh 20 Mr B CYTKH),
HeNn(UHABUP, KIOMHIOTPEN, AUTOKCHH, dPJIOTUHHO, KETOKOHA30J, HTPAKOHA30JI, TI03aKOHA30,
BapdapuH WM JPyTrHe aHTaroHWCTHl BUTamMuHA K, numocraszon, quasenam, EHUTOMH, a TaKKe
JIpyrue Inpenapatsl, MeTabonusupyronmecs B medeHu c¢ ydactuem uzodepmenta CYP2CI19,
CaKBHHABHp, TAKPOJIMUMYC, METOTPEKCaT, KIAPUTPOMUIIMH, BOPUKOHA30J, pUDaMITHIINH,
npenaparbl  3Bepo00si MPOABIPABICHHOTO (cM. pazaen «BzaummonelcTBue ¢ IpyruMu

JICKAPpCTBCHHBIMHA CpCI[CTBaMI/I))).

IIpumeHeHnne npu 6epeMEHHOCTH U B NEPUO/l TPYIHOT0 BCKAPMJINBAHUS

[Ipy npuMeHEeHUM oOMerpa3oyia B PEKOMEHIYEMBIX [03aX HE BBISBIEHO HEOJIaronpusTHOTO
NecTBUS Ha 370pOBbE OEPEeMEHHOM >KEHIIMHBI, IUI0Ja WM HOBOpOXXIeHHOro. Ilpemapat
OMKeHHKC® MOKET MPUMEHATHCSA BO BpeMsl 6EPEMEHHOCTH.

OmMenpas3on IpOHUKAET B IPYAHOE MOJIOKO, OJHAKO MPU MPUMEHEHUH €T0 B TePaleBTUUYECKUX

J103aX BO3JICHCTBHEC HA pe6eHKa MaJIOBECPOATHO.

Cnocod npuMeHeHHns U 103bl

Buytps. Karcynbsl npuHrMaoT 00BIYHO YTPOM, MPEANOYTUTENBHO PAa3AEIbHO OT €J1bl, TJI0Tal0T
LEJIMKOM, 3alMBasi OJOBUHON cTakaHa Bojbl. CopepKUMOe KarcCyJibl HEIb3s pa3KeBbIBaTh WIN
u3MenbyaTh. B 0COOBIX ciydasx, NMpH 3aTPyJHEHUU TJIOTAHUS, COAEPKUMOE KarCyibl MOcCie
BCKPBITHSI MOYKHO CMEIIaTh CO ClIerka MOJKUCIEHHON XKUAKOCThIO (COK, HorypT). [Tonmyuennyto
CYCIIEH3HI0 HE00XO0IMMO UCIO0JIb30BaTh B TedeHne 30 MUHYT. YTOOBI OBITH YBEpEHHBIM B IpUEMeE
MIOJIHOM J103bI, PEKOMEH/YETCSl 3TOT )K€ CTaKaH 3aIl0JIHUTh HAIlOJIOBUHY JKUJKOCTHIO, B300JITaTh
Y BBIIUTb.

B3pocnvie

A36a 0seHadyamunepcmuou KUWKY

[Tpu obocTpeHun A3BEHHOW OOJIE3HU JBEHAALATUIIEPCTHON KUIIKU PEKOMEHAYETCS MPUHUMATh
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CHUMIITOMOB. Y OOJIBIIMHCTBA MALIMEHTOB 32)KMBIICHUE SA3BBl HACTYIAET B TEUCHUE 2 HEJIEIb.
Ecnu B TeueHue 2 HeIEb IOJIHOE 3aKMUBIICHUE A3Bbl HE HACTYIIAET, 3AKUBJICHUE JOCTUTAETCS IIPU
MOCIEAYIOLEM 2-HeIeTTbHOM MIpUeMe Mpenapara.

[TaruenTam ¢ sI3BEHHOI 0OJIE3HBIO JBEHAAATUIIEPCTHON KHINKH, MalO BOCIHPHUUMYHBON K
JiedeHuto, 00bIYHO HazHavaroT npemnapar 40 mr (2 xancynsl) | pa3 B CyTKH; 3a)KHBJICHUC SI3BBI
OOBIYHO HACTyNAaeT B TE€UEHUE 4 HENENb.

s npogmiIakTUKKY PELUIMBOB MAlMEHTaM C SI3BEHHON 0O0JIE3HBIO IBEHAIIATUIIEPCTHON KUILIKU
— 10 mr 1 pa3 B cyTku (HEOOXOIUMO MPUMEHSTH KarcyJbl, coaepxamue 10 Mr omenpasona). B
citydae HeOOXOAMMOCTH 7103y MOXKHO yBeNnU4uTh 10 20—40 Mr (1-2 karcysibl) B CyTKH.

A36a sncenyoxa

[Tpu o6ocTpeHny I3BEHHON O0JIC3HU XKelTyIKa PpeKOMEH TyeMas 103a Iperapara cocrtapisieT 20 Mmr
(1 xamcyna) 1 pa3 B cytku. [Ipenapar oOecneunBaeT OBICTPOE YCTPaHEHHE CHUMIITOMOB. Y
OOJBIIMHCTBA MAIIMEHTOB U3JIEYCHHUE HACTYaeT B TeueHue 4 Henenb. B Tex cinyuasx, korja nocine
IIEpPBOro Kypca IpremMa Ipernapara MoJIHOe 3aKUBJIEHUE HE HACTYIaeT, Ha3HA4aloT TIOBTOPHBIN 4-
HEZENbHBIN KypC JIEYEHHUsI, B TEUEHUE KOTOPOrO JJOCTUTAETCS 3a’KUBJICHUE.

[TaruenTam ¢ A3BEHHOM OOJIE3HBIO JKETMYyJIKa, MalO BOCHPUHUMYHBOM K JIEYCHHIO, OOBIYHO
Ha3zHayaroT npenapaT 40 mr (2 kamcynsl) 1 pa3 B CyTKH; 3aKUBIEHHE OOBIYHO JOCTUTAETCSA B
TE€YeHUE 8 HEJeINb.

Jns npoduinakTHKU pEelUIMBOB IMalMEHTaM C S3BEHHOW OOJIE3HBIO Kelly/JKa PEKOMEHIYIOT
npuHUMaTh npemnapar B no3e 20 mr (1 xarncyna) 1 pa3 B cytku. B ciayuae HeoOxoaumocTu 103y
MO>KHO yBennuuTh 70 40 mr (2 kamcynsl) 1 pa3 B CyTKH.

Accoyuuposannvle ¢ mepanueii HeCmMepOUOHLIMU NPOMUBOBOCHATUMETbHBIMU NPEnapamamu
(HIIBII) 513661 u 3po3uu scenyoka u 08eHaA0yamunepCmHol KUUKY

IIpn nHammuum HIIBII-accomuupoBaHHBIX $3B JKENyAKa, IBEHAILUATUIIEPCTHOM KHILKU WU
racTpOAyOJE€HAIbHBIX OPO3HAX Y MALIMEHTOB ¢ pogoinkarouiericsa repanuert HIIBII nnu nmocae ee
IpeKpalleHus: pekoMeHayemas a03a oMmenpasona cocraiger 20 mr (1 kamncyna) 1 pa3 B cyTkH.
Kypc neuenus — 4 negenu. J{ns nmauueHToB, y KOTOPHIX HE HACTYNHJIIO 3a)KUBJICHHUE S3BBI, KypC
MO>ET OBITh TIPOJJICH €1lle Ha 4 HeJleH.

Jist ipopunakTUKK S3BEHHO-DPO3UBHBIX MOPAKECHHUH JKETyAKA U JBEHAANATUTIEPCTHON KUIIIKH,
cBs3aHHbIX ¢ ipuemoM HIIBII, pekomennoBannas no3a — 20 mr (1 karcyna) B CyTKH.
Opaouxayus Helicobacter pylori npu sizeéennou 6onesnu (6 kombunayuu ¢ coomeemcmsyrowen
anmubaxmepuaibHo mepanueti)

Peorcumul apaouxayuu Helicobacter pylori npu sizeennoit bonesnu

TpexKOMIIOHEHTHAs cXeMa JICUCHUS:
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B CyTKHU B TeueHue 1 Hezpenu;

— omenpazod 20 mr, merponuaazon 400 mr (wm tuauaazon S00 mr) u kinaputpoMuiH 250 mr
OJIHOBPEMEHHO 2 pa3a B CyTKU B TeueHue 1 Henenu;

— omernpasod 40 mr 1 pa3 B cyTkH, a Takke amokcumuuiud 500 Mr u merponuaazon 400 mr no
3 pa3a B CyTKH B TeUcHHE 1 HElIeH.

JIBYXKOMIIOHEHTHAs cXeMa JCUCHHUS:

— omenpazos 40—80 mr u amokcunuiiH 1500 Mr exxeTHEBHO (7103 CIIeyeT AeIUTh Ha YacTH) B
TE€YeHHE JABYX HeNenb. Bo BpeMs KIMHUYECKMX HCHBITAHUN MPUMEHSUIM aMOKCHLIIW/UIMH B
cyTouHoit no3e 1,5-3 r, omenpazon 40 mr 1 pa3 B cyTku u kinaputpomuiini 500 mr 3 pa3a B CyTKH
B TEUCHUE 2 HEECb.

Jns obecrieyeHUs] TOTHOTO 3a)KUBIICHUS JalibHEHIee JieUeHWEe MPOBOAUTh B COOTBETCTBUU C
PEKOMEHIANUSAMH B MIOAITYHKTAX «SI3Ba IBEHAIATUIIEPCTHON KUK U «SI3Ba JKeIyIKay.

B Tex ciydasix, Korja mociie npoxoxaeHus Kypea JieueHus tect Ha Helicobacter pylori ocraercs
MOJIOKUTEIHHBIM, BO3MOKEH OBTOPHBIN KypC JI€USHUSI.

Pecgprioxc-230pacum

Pexomenyemas nosa cocrasisietr 20 mr omenpasona (1 xancyna) 1 pa3 B cytku. Kypc neuenus —
4 nenenu. J{7s MAIMEHTOB, Y KOTOPBIX HE HACTYITHIIO U3JICUEHHE 332 CPOK MIEPBOTO Kypca JICUeHUS,
KypC MOXeT ObITh NPOJUIEH el Ha 4 HeJleNH.

[Tpu Tsxenoit hopme pedirokc-330darura pekoMenayemas j103a coctabisieT 40 Mr (2 Karcyibl)
1 pa3 B CyTKH; KypcC JICUCHHSI COCTABIISIET 8 HE/IENb.

Jlnist moiep KMBaroIeld Tepanuy y MAlMeHToB ¢ pediIrokc-330(paruToM peKkoMeHayemas 103a
omernpasona coctaBiser 10 mr 1 pa3 B cyTku (HE0OOXOAMMO MPUMEHSATH KaIlCyJibl, COAEpIKaIlne
10 mr omemnpasona). [Ipu HeoOXOTUMOCTH 1032 MOXeT ObITh yBenumdeHa no0 20—40 mr (1-2
KarcyJssl) 1 pa3 B CyTKH.

Cumnmomamuyeckas 2acmpodazogazeanvhasn pegnoxcuas bonesnv (I'OPb)

Pexomennyemas pgo3a cocraBiser 20 wmr omemnpasona (1 kamcynma) 1 pa3 B CyTKH.
TepaneBruueckuii >p(deKT MOXKET AOCTHraThCs TMpH exenHeBHOM poze 10 wmr (mpu
HEOOXOIMMOCTH MPHUMEHSIOT KarlcyJiibl, coxepkamue 10 Mr omenpasosna), IO3TOMY BO3MOXHA
UH/IMBUyallbHAsi KOPPEKTUPOBKA J03bI.

Ecnmu cumMnTomMBbl coxpaHsIoTCs 1ociie 4 Heenb JiedeHns B 03¢ 20 M oMenpasola exXeIHeBHO,
TO TpeOyeTCs TOMOTHUTEIIBHOE 00CIeIOBaHNE TTAI[MEHTA.

Hucnencus, cesazannas ¢ nogblUEHHOU KUCTIOMHOCMbIO

Jnist obneryenus 6osei u/uiam ycTpaHeHHs OLIyIIeHU I AUCKOM(OpPTa B MUTACTPaIbHOM 001acTH,
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3 deKT MOoKeT TocTurarhes npu fo03e 10 Mr 1 pa3 B CyTKH, TOTOMY JICYSCHHE MOKHO HAYMHATh C
3TOH 11036l omemnpazona. Ecinu nocne 4 Henenb nedeHus (omenpaszon 20 mr 1 pa3 B CyTKM)
CUMITOMBI HE HCYE3aI0T, PEKOMEHAYETCS IOMOJHUTEIbHOE 00ClIeJOBaHNE MAIlUEHTA.

Cunopom 3onnuneepa-nnucona

Jlo3a ycraHaBiIMBaeTCsl MHAMBUIYaIbHO. JIedeHne MpoIoikaloT 0 KIMHUYECKUM MOKa3aHUsAM
HACTOJIBKO JIONTO, HACKOJIBKO 3TO HeoOXoaumo. Pexomenayemas HauyanpHas go3a — 60 mr (3
KaIiCyJibl) OJUH pa3 B CyTKu. [Ipu HeoOXxoauMocTu 103y yBenuunBaroT 10 80—120 mr (4—6 karcyin)
B cyTku. Jlo3y Gonee 80 Mr ciaeayeT pa3aenuTh Ha 2 Ipuema.

Jemu u noopocmku

Peghnrokc-330¢pacum u cumnmomamuueckas ' OPB

Jetsim B Bo3pacTte crapiie 2 JeT ¢ Maccoil Tena 6omnee 20 KT peKOMEHI0BaHHAs 033 COCTABIISIET
20 mr 1 pa3 B cytku. [Ipu HeobxonumocTu 103a MOXKeT ObITh yBenudeHa 10 40 mr 1 pa3 B CyTKH.
Kypc neuenust npu pedurtokc-s3odarute — 4—8 Heenb, pU CHMITOMATHYECKOM JICUEHUH U3KOTH
¥ OTPBDKKH KUCIbIM Tipu [ DPB — 2—4 nenenu. [Ipu coxpaHeHWU CUMIITTOMOB CITYCTsI 2—4 Helenu
MAalKUEHTY TPpeOyeTCs AOMOIHUTEIBHOE 00CIeIOBaHNE.

A36a 0senaoyamunepcmuotl kuwiky, evizéannas Helicobacter pylori

[Ipu BbIOOpPE COOTBETCTBYIOIICH KOMOMHHPOBAHHOW Tepaluu HEOOXOAMMO YYUTHIBATH
opuIMabHbIE MECTHbIE W HalMOHAJIbHbIE pPEKOMEHJAIMM, Kacaroluecs OakTepuaibHON
PE3UCTEHTHOCTH, JTUTEILHOCTD JieueHus (Yale Bcero 7 JHel, HO MHOT/Ia MOXKET MOTPe00BaThCs
10 14 nHeil) u COOTBETCTBYIOIINE aHTHOAKTepUaIbHbBIE CPEACTBA.

Tepanuio He00OX0AMMO NMPOBOAUTH MO HAOIIOACHUEM CIICIUATTUCTA.

I[J'IH JIeTen crapuie 4 ner PCKOMCHAYCTCA CICAYIOIIas CXeMa JICHCHUA:

Macca Tena Cxema JieueHHuH

15-30 kr | Omenpazosn 10 Mr, aMOKCUIIMIUIAH 25 MI/KT U KIapUTPOMULIUH 7,5 MI/KT.

Bce npenapaTsl IPUHUMATD 2 pa3a B CyTKH B TCUCHUC HCACIINU.

31-40 xr | Owmemnpa3on 20 Mr, aMOKCULIMIIIHH 750 MI' ¥ KJIapUTPOMULIUH 7,5 MI/KT.

Bce npenapaTel npruHUMAaTh 2 pa3a B CyTKH B TEUEHUE HECIIH.

> 40 kr Owmenpazon 20 mr, amokcuipuuivH | r u kimaputpomunuH 500 mr. Bee

npenaparsl IPUHUMATh 2 pa3a B CYTKH B TEUEHHE HEJIEIH.

Ocoobie cpynnul nayuenmos
Tayuenmoi ¢ Hapywenuem hyHKkyuu novex

I[J'I}I MalMCHTOB C HAPpYUICHUCM (1)YHKI_II/II/I IMMOYCK KOPPCKIUA 03Bl HC Tpe6yeTcsi.
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Ilayuenmul ¢ Hapywenuem QynKyuu neveru

VY mamueHToB ¢ HapymieHHeM (PYHKIUHM TeYeHH OMOJIOCTYIHOCTb M TEPHOJ TOTYBBIBEICHHS
OMeTpa3oyia M3 IUIa3Mbl yBelnuuuBaercs. B cBs3u ¢ 3tum jo3a mo 10-20 mMr (MakcumanbHas
cyTouHas 703a 20 Mr) sIBJISIETCS JOCTaTOYHOM.

Tayuenmsi noscunozo 6ospacma

J171s manmeHToB MOXKUIIOT0 BO3pacTa KOPPEKIUs 10361 He TpeOyeTcs.

ITob6ouHoe neiicTBHE

Hwuxe npusenensl mobounsie 3h(eKThl, He 3aBUCAIINE OT PeKUMa JO3UPOBAHUS OMEIPa30ia,
KOTOphlE OBLIM OTMEYEHBl B XOJ€ KIMHUYECKUX HCCIEAOBAHMUNA, a TaKxke IpHU
MOCTPETUCTPALIMIOHHOM NIPUMEHEHHH.

YacroTra HeXeNaTeIbHBIX PEaKINi KITacCU(pHUIIMPOBaHA B COOTBETCTBUH C peKOMeHIamusiMu Bee-
MHUPHOW OpraHW3alyy 3IpaBOOXpaHeHHs: o4yeHb 4acto (>1/10), gacto (=1/100, mo <1/10),
Hevacto (>1/1000, vo <1/100), peako (>1/10000, Ho <1/1000), ouens peako (<1/10000), gvacrora
HEU3BeCcTHA (Ha OCHOBAHUU UMEIOIINXCS JAHHBIX OLEHUTh HEBO3MOXKHO).

Hapywenus co cmoponvt  kposu u Jzumd)amuueacoﬁ cucmembl . pedko - JICIZKOHCHHH,

TpOMGOHHTOHCHI/Iﬂ; OY€Hb pedko — arpa”HyJjionuTro3, IaHIUTOIICHUAA.

Hapywenus co cmoponvl uMMYHHOU cucmembl: pedKo — PEaKUUU THIEPYYBCTBUTEILHOCTH
(Hanpumep, JUXOpAJIKa, AHTMOHEBPOTHYCCKUHT OTeK, aHaumakTHYECKas
peakius/aHauIaKTHIECKUH TITOK).

Hapyuwenus MemaboaumMa_u_NUMAaHus. pedko — TUIIOHATpUEMUS, Hacmoma HeUu38ecmHa —

TUIIOMAarHucEmMus, THUIIOKAJIbIITMEMUA BCJIICICTBUC TSDKEIION TUIIOMarHu€Mumn, rurioMarHueMus
MOKET aCCOUUPOBATHLCA C TUIIOKaJIUEeMUeH.

Hcuxuyeckue HapyweHus: Heuacmo — OECCOHHUIA; pedko — BO30YXKACHHE, CIIyTaHHOCTh

CO3HaHMS, IENIPECCUST; OUEHb PeOKO — arpeccusi, TaJUTIOIMHALINY.

Hapywenus co cmopoubl HepsHOU cucmemvl. 4acmo — TOJIOBHAs 60.]'[1); Heuacmo —

TOJIOBOKPYKCHHE, ITApECTE3Usl, COHIIMBOCTD, pedko — HapyYHICHUC BKYyCa.

Hapywenus co cmoponbl opeana 3penus. pedko — HCUYCTKOCTD 3pUTCIILHOTO BOCIIPUATHAL.

Hapywenus co cmoponst opeana ciyxa u Jla6upuHma: Hedacmo — BEPTUTO.

Hapywenus co cmoponuwi ObIXAmMEnbHOU cucmemsl, opcaros ZDVOHOIZ KiemkKu u cpe()ocmeuuﬂ:

peoko — OPOHXOCTIa3M.

}KQJZV()OHHO'KUWQQHble Hapyweru:Aa.:. dacmo — 0ollb B JKHUBOTC, JOUApCss, MCETCOPU3M,

TOILIHOTa/pBOTA, 3aI0p, TOOPOKAUECTBEHHBIE JKEIE3UCThIE MOJIMIIBI B KETYJKE; peOKO — CyXOCTh
CIIM3UCTOM OOOJIOUYKH TMOJIOCTH PTa, CTOMATHUT, KAHIUAO3 KEIyJO0YHO-KUIIEYHOTO TPaKTa,
yacmoma Heu3eecmua — MUKPOCKOITMYECKUI KOJIUT.

Hapywenusa co cmopoHbl _neyenu u OfceﬂQQGbZSOC)ﬂH/H/DC nymei. Heuacmo — TIOBBIIICHHUC
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O4Y€Hb pedko — IICYCHOYHAasA HCAOCTAaTOYHOCTD, 3HLI€(1)aHOHaTI/I$I Yy NaguCeHTOB C 3a00J1eBaHUSIMH
IICYCHU.

Hapywenus co cmoponsl koorcu u NOOKOJICHbIX MKAHEU. HEeYacmo — ACpMaTuT, KO>KHBIN 3yA,

KO)KHasi ~ Cblllb, KpAalMBHULA, pedko — anoneuus, (GOTOCEHCHUOWNIM3alus, OCTPbIH
TeHEPATM30BAHHBIM JK3aHTEMATO3HBIA MYCTyJe3, JICKapCTBEHHAs CHIb C 303WHOGHINEH U
cucreMubiMu cumnromamu (DRESS-cunapom); ouens pedko — mynbTH(OpMHaAs sputTema,
cunapom CtuseHca-/[)KOHCOHA, TOKCUYECKUN AUAEPMAIIbHBIN HEKPOJIN3; YaACMOma Heu3eecmua
— mojocTpas KoxHas kpacHas Bodanka (IIKKB).

Hapyuwenus co cmoponbl Mlee‘tHOZZ, CKeNemHOU U COCOUHUMETbHOU MKAHU . HeYaACmo — nepeiaom

Oenpa, KOCTEHM 3alsiCThsi U IO3BOHOYHMKA, peoko — apTpalrus, MHAITUS, OYeHb PeoKO —
MblLIeYHast c1a00CTb.

Hapywenus co cmoponwl nouex u Moyegbl8o0auux nymeti: peoko — AHTEPCTULIMATbHBINA HEPPUT,

PUCK  pa3BUTHS  OCTPOro  TYOyJOMHTEPCTHIHAIBLHOTO  Hedpura (C  BO3MOXKHBIM
MPOTPECCUPOBAHUEM IO TMOYCUHON HEIOCTATOYHOCTH); YACMOMA HEeU38eCmHd — SPEKTHIIbHAS
TUCHYHKITHS.

HapymeHuﬂ CO CmoOpOHbl DenDO()VKI’I’ZMGHOﬁ CUCmemMbl U _MOJIOYHbIX JiCele3. OUYEHb pedko —

THHEKOMACTU.

Obwue Hapywienusi U peakyuu 8 Mecme 66edeHus:. Heyacmo — TepudepuyecKue OTEKH,

HEJIOMOT'aHUE,; peoKo — yCUIIEHUE MOTOOTICIICHUSL.

Coobmanocs 0 ciaydasx oOOpa30BaHMs >KEJIE3UCThIX IIOJUIOB B JKEJIyJKE y NAalUeHTOB,
NPUHUMAFOIINX JIEKaPCTBEHHBIE MTPETIapaThl, MOHIKAIOIINE CEKPEIIUIO KeIle3 JKEITyIKa, B TCUCHHE
JUTUTEIIEHOTO TIPOMEXYTKa BpeMeHH. [lommibl JoOpoKadyeCTBEHHBIC, TPOXOIST CaMOCTOSATEIBHO
Ha (poHE MPOJOIKEHHSI TepaTUH.

Ecnu ntobvie uz ykazauuwvix 6 uHCmpykyuu nobouyHulx 3¢ghexmos ycyeyonaromes, uiu Boi
3amemunu arodvie opyeue noboynvie IQgheKkmol, He YKA3aHHble 8 UHCMPYKYUU, cooduiume 0o

Imom epauy.

Ilepeno3upoBka

PazoBsie epopanbHbIe 10361 TpreMa oMernpasoia 10 400 MT He BBI3BIBAIN KAKUX-JIMOO TSHKEITBIX
cumnroMoB. Ilpm mnpueme B3pocmeiMu 560 Mr  omempazona oTMedanach  yMEpEeHHas
UHTOKCHUKaiusA. IIpu yBennueHMH 03B CKOPOCTh JIMMHUHALMU IIperapara He HM3MEHsIach
(KMHETHKa MepBOro Mopsika), crenupuieckoe JeueHre Ipyu TOM He TPeOOBaIOCh.

Cumnmombi: TOIOBOKPYKEHHE, CIyTAHHOCTh CO3HAHUS, amnaTus, rojoBHas OOJb, JuJaTalus

COCY/IOB, TaXUKap/us, TOIIHOTA, PBOTA, AUapesi, METEOPU3M.
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JKCIIydKa, HA3HAYCHUEC aKTUBUPOBAHHOT'O YIJIA; reMOJUalin3 HEAOCTATOYHO 3(1)(1)CKTI/IBCH.

Crnenuduyueckuii aHTHIOT HEU3BECTCH.

B3aumopeiicTBHe ¢ JPYTMMH JIEKAPCTBEHHBIMH CPeACTBAMH

Bnusnue omenpazona na papmaxoxuHemuxy opy2ux 1eKapCmeeHHblX npenapamos

CHMKEHUE CEKPEeLUUU COJSHOW KHCIOTHI B JKEIyAKE HPU JCUYCHHH OMENPa3ojioM M JPYTHMHU
MHTUOUTOPaMH IPOTOHHOTO HACOCA MOKET MPUBECTU K CHMKEHHIO MJIH MTOBBIIIEHUIO abcopOoLuu
JPyTUX MIPErnapaToB, BCAChIBAHUE KOTOPBIX 3aBUCUT OT KUCIOTHOCTH CPEJIbI.

[TomoGHO 1pyruM mpenaparaMm, CHUXAIOIIUM KHCIOTHOCTh JKEIyAOYHOTO COKa, JICYCHHE
OMEIPA30JIOM MOXKET MPHUBECTH K CHIDKCHHIO BCAChIBaHUS KETOKOHA30J1a, WTPAaKOHA307a,
[I03aKOHA30J1a M 3pJOTUHUOA, a TakXKe IOBBIIICHUIO BCAChIBAaHMS TaKHUX IpenapaTroB, Kak
nurokcud. COBMECTHBIM mIpueM omernpaszoia B Jo3e 20 MI OAMH pa3 B CYTKH U JUTOKCHHA
MOBBIIIAET OMOJAOCTYTHOCTh MUrokcuHa Ha 10 % (6MOJ0CTYNMHOCTh JUTOKCHHA MOBBIIIANIACH HA
BennunHy 10 30 % y 20 % nanuentoB). OMHOBPEMEHHBIN IPUEM OMENpPa3ojia ¢ 3PIOTUHUOOM
WIN T103aKOHA30JI0M IIPOTHBOIOKa3aH (cM. paszzen «IIpoTuBonokasanus»). beuio nmokasaHo, 4ro
OMEIIPa30J1 B3aUMOJIEHCTBYET ¢ HEKOTOPBIMHM aHTUPETPOBUPYCHBIMH IpenapaTamMu. MexaHu3Mbl
Y KJIIMHUYECKOE 3HAaYEHUE dTUX B3aMMOJICHCTBHI HE BCETja U3BECTHBI. Y BeIMYEeHHE 3HadeHus pH
Ha ()OHE TepaIruy OMETIPa30JI0M MOKET BIHMSTH Ha BCACBIBAHNE aHTHPETPOBUPYCHBIX MPETIApaTOB.
Taxoke BO3MOXXKHO B3auMojieiictBue Ha ypoBHe uzodpepmenta CYP2C19. Ilpu coBmecTHOM
IPUMEHEHUU OMEeNpa3oJia U HEKOTOPhIX AHTUPETPOBUPYCHBIX MPENapaToB, TAKMX KaK aTa3aHaBHP
U HenduHaBHp, Ha (HOHE TEpalmMK OMENpPa30JIOM OTMEYAETCS CHIKEHHE WX KOHIICHTPAlUuu B
CBIBOPOTKE. B CBSI3W ¢ 3TUM COBMECTHOE NPUMEHEHHE OMEINpa3ojia C aHTHPETPOBHPYCHBIMHU
npenapaTamy, TAKUMH KaK aTa3aHaBUp M HeI(QUHABUD, HE PEKOMEHYeTCH.

[Ipr ogHOBpEMEHHOM NMPUMEHEHHWH OMENpasoyia U CaKBUHABUpPA ObUIO OTMEYEHO IMOBBIIICHUE
KOHIICHTPAllM CaKBHHABHUpPa B CHIBOPOTKE, TPU TNPHUMEHEHUH C HEKOTOPBIMH JIPYTHMH
AHTHPETPOBUPYCHBIMH TIpETIapaTaMyu MX KOHIIEHTPAIHSI HE MEHSJIACh.

Owmenpazon uarudupyer CYP2C19 — ocHoBHOI n30¢pepMeHT, yHaCcTBYIOIIUI B €r0 METa00oIM3Me.
CoBMecTHOE NPUMEHEHHE OMeNpasoyia ¢ APYTMMHU IpernaparaMi, B MeTa0oJH3Me KOTOPBIX
npuHuMaet ydactue uzodepment CYP2CL9, takumu kak auazenam, Bapdapun (R-Bapdapun)
WIN IPyTHE aHTaroHUCTHI BuTamuHa K, peHNTONH 1 IIII0CTa30I1, MOYKET IPUBECTH K 3aMEITICHUIO
MeTaboM3Ma 3TUX IpenaparoB. Pekomenayercs HaOmo1eHNe 3a MalueHTaMu, IPUHUMAIOIINMHU
(eHUTOMH W OMeNpa3oyl, MOXET NOTpeOOBaThCS CHUXKEHHE J03bl (eHuTomHa. OpHaKo
COITyTCTBYIOIIIEE JICYCHUE OMEMPA30JIOM B CYTOUHOH j03e 20 Mr He BIHSET Ha KOHIICHTPALUIO

¢deHuTOMHAa B IUIa3ME€ KPOBH Yy TMAlMEHTOB, UIMTEIbHO MpUHUMaromMx mnpenapar. [lpu
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ButamuHa K, He00X0 MM MOHUTOPHHT MEKIYHAPOJHOTO HOPMAITM30BAHHOTO OTHOIIICHUS; B PsI/IC
CIIy4aeB MOXKET MMOHAI00UThCS CHUKEHHE JTO3bI Bap(papruHa WIH JPYroro aHTarOHNCTa BUTAMUHA
K. B 10 %€ BpeMsi COmyTCTBYIOIIEE JICYEHUE OMENPa300M B CYyTOUHOM J103€ 20 MI HE TPUBOJIUT
K U3MEHEHUIO BPEMEHU KOaryJiluy y MalueHTOB, JUINTEIbHO MPUHUMAIOIINX BaphapuH.
[Tpumenenue omenpa3zona B 103¢ 40 Mr OAMH pa3 B CyTKH IPUBOANIO K yBenu4eHUI0 Cmax 1 AUC
nuiocrazona Ha 18 % u 26 %, COOTBETCTBEHHO; JJISI OJHOIO M3 AKTHBHBIX METa0OJIMTOB
MJIOCTA30J1a yBeJIMYeHUe cocTaBuiio 29 % u 69 %, cCOOTBETCTBEHHO.

[Io pesynabTaram wHcciaeaoBaHUN OTMeuUeHO (apMaKOKHMHETHYeCKoe/hapMaKoJuHAMUYECKOe
B3aUMOJICUCTBUE MEXIY KIONUAOrpesioM (Harpy3ounas o3a 300 Mr u mojaepKuBaroias 103a
75 mr/cyT.) u omernpa3osioM (80 MI/CyT. BHYTPh), KOTOPOE MPUBOAMT K CHUKCHHIO SKCTIO3UIIHH K
AKTUBHOMY METa0OJHUTY KJIOMUIOrpena, B cpenHeM, Ha 46 % U CHIKEHUIO MaKCHMalIbHOTO
uHruoupoBanusa AJld-uHayIMPOBaHHOM arperaiuu TpoMOOIIMTOB, B cpeaHeM, Ha 16 %.
Knunnyeckass 3HAUMMOCTh 3TOTO B3aUMOAECHMCTBUSL HE sicHA. [IOBBIIEHME pHCKA CEPACYHO-
COCYJIUCTBIX OCJIOKHEHHH TPU COBMECTHOM IPUMEHEHHUM KJIOMUAOTpEIa W HMHTHUOUTOPOB
MPOTOHHOTO HAacoca, B TOM 4YHCIE OMeNpa3oja, He ObUIO MOKa3aHO B MPOCHEKTHBHOM
PaHJIOMU3UPOBAHHOM HE3aBEPIIEHHOM HCCIEIOBAaHUU C ydacTueM Oonee 3760 mamueHTOB,
MOJTyYaBIIUX IUIanebo wim omenpasoil B go3e 20 Mr/cyT. OZHOBPEMEHHO C Teparmen
KJIOMMJIOTPEJIOM U aneTuiacanuuuioBoil kucinoroi (ACK), 1 He moATBep:KI€HO JOMOJIHUTEIbHBIM
HEPAaHJOMH3UPOBAHHBIM aHAIM30M KJIMHUYECKUX HCXOJOB MACIITAOHBIX MPOCHEKTUBHBIX
pPaHIOMU3UPOBAHHBIX HCCIenoBaHuM ¢ yuacTruem Oonee 47000 manueHToB.

Pesynbrarsl psiga HaOMIOAATENBHBIX UCCIEAOBAHUI MTPOTUBOPEUYUBHLI U HE JIaIOT OJIHO3HAYHOTO
OTBETAa O HAJIWYUU WIU OTCYTCTBHH TOBBIIIEHHOTO PHUCKA TPOMOOIMOOIMUYECKUX CEpPIACHHO-
COCYAMCTBIX OCIIOKHEHUH Ha (POHE COBMECTHOTO MPUMEHEHHUS KIOMHUIOTpeNia U WHTHOUTOpPOB
MIPOTOHHOT'O Hacoca.

[Ipy npUMEHEHHH KJIOMUIOrpesa COBMECTHO C (UKCHUpoBaHHOW KomOuHanumed 20 mr
a3omenpazoina u 81 mr ACK skcno3uiius K akTUBHOMY METaOOJIHUTY KIIOMMJIOTPENia CHU3UIIACh
noutu Ha 40 % 1O CpaBHEHHIO C MOHOTEpANUEW KJIOMHAOTPEIOM, IIPU 3TOM MaKCUMaJIbHbIE
ypoBHU UHTHOUpOBaHus A J|D-uHIyHpPOBAaHHOW arperaiu TpPOMOOIIMTOB OBLITH OJTMHAKOBBIMH,
YTO, BEPOSITHO, CBSI3aHO ¢ 0iHOBpeMeHHbIM nipreMoM ACK B HU3KOM 1103€.

Omenpaszon He BiAMSET Ha MeTaboJIM3M IMpernapaToB, MeTaOOJIM3UPYEMBbIX H30(epMEHTOM
CYP3A4, Takux Kak LHUKJIOCIOPUH, TUAOKAWH, XWHUIUH, OSCTPATUON, DJPUTPOMHUIUH H
OyJnecoHus.

He BbIsIBIECHO B3aMMOACHCTBHS OMEMpa3ojia CO CICAYIOIMHMMH TpenapaTaMu: aHTaIUuaHbIC

cpenctBa, KodewH, TeopWUTHH, S-BapdapHH, NHPOKCHKAM, JUKIOPEHAK, HAIPOKCEH,
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METOTPOJIOJI, IIPOTIPAHOIIOIN M STAHOI.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

[Ipr 0JHOBpEeMEHHOM MPUMEHEHUH OMENpa3oja W TaKpoJUMyca ObLIIO OTMEUYEHO IOBBILICHHUE
KOHIICHTPALMHU TaKPOJIMMYCa B CBIBOPOTKE KPOBH.

Y HEKOTOPBIX MAIMEHTOB OTMEYaIl HE3HAYUTENIbHOE MOBHIIICHNE KOHLIEHTPALUU METOTpeKcaTa
Ha ()OHE COBMECTHOTO MPUMEHEHHUS C MHTMOMTOpAMU MPOTOHHOro Hacoca. Ilpu Ha3HaueHuu
BBICOKMX 703 METOTpeKcaTa CIEIyeT PacCMOTPETh BO3MOKHOCTh BPEMEHHOTO IMPEKPALICHUS
IpreMa oMernpasoia.

Bausinue nexapcmeenHuvlx npenapamoe Ha GapmakoKuHemuKy omMenpazond

B merabomm3me omenpaszona ydactByroT uzodepmentel CYP2C19 u CYP3A4. CoBmecTHOE
npuMeHeHue omernpasona u uHruoutopoB m3odepmentoB CYP2C19 u CYP3A4, takux Kak
KJIAPUTPOMHILIMH U BOPUKOHA30JI, MOKET IMPUBOJUTH K MOBHIIICHUIO KOHIIEHTPAIIUU OMEIpa3osia
B IUIa3Me€ KPOBHU 3a CYeT 3aMelyIeHHs Meraboiu3ma omerpa3oia. CoBMECTHOE NpUMEHEHHeE
BOPUKOHA30jJla M OMeNpa3oja MNpUBOAUT K Ooyiee 4eMm JByKpaTHOMy YyBenuuenutro AUC
oMmemnpasona. B cBsf3M C Xopomled NEpeHOCUMOCThIO BBICOKMX JI03 OMEIpa3oJia, Ipu
HETPOJIOJDKUTEIbHOM COBMECTHOM MPHMEHEHHHM YKa3aHHBIX IIpPerapatoB He Tpedyercs
KOPPEKLHHU 03Bl OMETpa3oJia.

CoBMeCTHBIH MpHEM OMEIpPa30oia ¢ aMOKCHULWIIMHOM HWJIM METPOHUIA30J0M HE BIIMSET Ha
KOHLEHTPALMIO OMEINPa30Jia B I1a3Me KPOBH.

JlexapctBenHble Tipenapatsl, HHAynupytomue nzopepmertel CYP2C19 u CYP3A4, takue kak
pudaMIuIMH ¥ OpenapaTsl 3Bepo00si MPOJABIPSABICHHOTO, NMPH COBMECTHOM MPHUMEHEHHH C
OMEIPA30JI0M MOTYT MPHUBOAMTH K CHWKEHHIO KOHLEHTpAIMU OMelpa3ojia B IUIa3Me KPOBH 3a
CYeT yCKOpeHus MeTadosin3mMa oOMenpasosa.

Oco0ble ykazanust

[Tpu Hanuuuy T0OBIX TPEBOXKHBIX CUMIITOMOB Yy MAlMEeHTa (HapUMep, TaKUX KaK 3HAYUTEIbHAs
CIIOHTaHHAs MOTepsl MacChl Teja, MOBTOPHAs pBOTA, AUC(harus, pBoTta ¢ NPUMEChIO KPOBU WU
MeJleHa), a TaKXKe MPH HATMYHUH S3BBI JKeTyAKa (W IPU TIOJ03PEHUN Ha S3BY KETy/IKa) CIeIyeT
UCKJIIOYUTh HAJIMYUE 3JI0KAaYECTBEHHOTO HOBOOOpPA30BaHUS, IMOCKOJIbKY JIEUEHHE OMENPa30ioM
MOYKET MPUBECTH K CTIIAKMBAHUIO CUMIITOMATUKU U OTCPOUYUTH MOCTAaHOBKY JIMAarHo3a.

He pexomenayercsi oJHOBpeMEHHOE NpPUMEHEHHE OMENpaszoyia ¢ TaKUMHU HpenapaTamu, Kak
aTa3zaHaBUP U HEIPUHABHP.

[To pesynpTaTam wucciaeAoBaHUN OTMEYEHO (hapMaKOKHHETHYIECKOe/(hapMaKOIMHAMUIECKOe
B3aMMO/IEICTBHE MEXAY KIONHUIOrpesoM (Harpy3ouHas go3a 300 Mr u nmojaepkuBaromias 103a
75 mr/cyTt) u omenpa3zonoM (80 Mr/cyT BHYTph), KOTOPOE MIPUBOAUT K CHHKEHHIO SKCIIO3UINH K
aKTUBHOMY MeETa0OoJIUTy Kjomuaorpena B cpeaHeM Ha 46 % M CHIKEHHIO MaKCHMAaJbHOIO

uHruouposanusa AJld-unaynmpoBanHoi arperaiuu TpoMOOIMTOB B cpeHeM Ha 16 %. [Toatomy
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

«B3aumozeiicTBue ¢ APYrUMH JICKApPCTBEHHBIMH CPEJCTBAMU ).

OtnenbHble HAOMIOJATEIbHBIE MCCIIEOBAHUS YKa3bIBAIOT HAa TO, YTO Tepamus WHTHOUTOPAMHU
IPOTOHHOI'O HAacoca MOXET HE3HAYMTEeNbHO IIOBBIIATh PHUCK CBA3aHHBIX C OCTEOINOPO30M
[IEPEeIOMOB, OJJHAKO B APYTMX MOJOOHBIX UCCIIEIOBAaHUSX MOBBILLIEHUE PUCKA HE OTMEUEHO.

B paHmoMu3MpOBaHHBIX JBOMHBIX CIEMBIX KOHTPOJUPYEMBIX KIMHUYECKUX MCCIIEOBAHUSIX
OMeETIpa30Jia U 330MEIpa30Jia, BKIKYast 1Ba OTKPBITHIX UCCIIEI0BAHUS C JUINTEIbHOCTBIO TEPAIIUN
6onee 12 net, He ObliIa NOATBEPKJICHA CBSI3b MEPEIOMOB Ha (POHE OCTEONOPO3a C MPUMEHEHUEM
MHTUOUTOPOB IPOTOHHOI'O Hacoca.

XO0Ts MPUYNHHO-CJICICTBEHHAS CBS3b MPUMEHEHHS OMEIPa30a/330Menpa3oiia ¢ epeaoMaMu Ha
(doHe ocTeonopo3a HE yCTAHOBJIEHA, NAL[UEHTHI C PUCKOM Pa3BUTHS OCTEONOPO3a UJIU IIEPEIOMOB
Ha ero (oHe J0JKHBI HAXOIUTHCS M10J] COOTBETCTBYIOLIMM KIMHUYECKUM HAOIIOCHUEM.

VY nanueHToB, MOJy4yaBIIMX OMEMNPAa30Jl HAa HPOTSHKEHUM, KaK MHUHHUMYM, 3-X MecsLeB, ObLia
3apETUCTPUPOBAHA TsDKENAs TUIIOMAarHUEMHEsl, TPOSBIAIONIASICA TaKMMHA CHMIOTOMaMH Kak
YTOMJISIEMOCTb, Opell, Cy0pPOrH, FOJOBOKPYKEHHUE U HKEIyI0UYKOBasi apUTMUsL. Y OOJIbLIIMHCTBA
[AlMEeHTOB MMIIOMAarHUEeMusl KyUpoBaiach MOCIEe OTMEHbl HHTUOUTOPOB MIPOTOHHOI'O HAacoca U
BBEJICHUS MpenapaToB MarHus. Y NalMEeHTOB, KOTOPBIM IJIAHUPYETCs AUTEIbHAs Tepanus Win
KOTOPBIM Ha3HaueH OMENpa3oyl C JUTOKCMHOM WM JPYTUMH TpenapaTamu, CHoCOOHBIMHU
BBI3BIBATh THIIOMArHUEMHUIO (HAIpUMep, AUYPETHKH), CIEAYeT OLEHUTHh COAEp)KaHUE MarHus B
IU1a3Me KPOBH JI0 Hayasia Tepanuu 1 MepuoAndeck KOHTPOIUPOBATh €ro BO BPeMs JICUCHHUSI.
CornacHo pe3ysibTaTaM HaOMIOAATENbHBIX UCCIIEA0BAHUM, HHTMOUTOPHI IPOTOHHOM MOMIIBI MOTYT
MOBBIMIATh 00K puck nepenoma Ha 10-40 %. OnpeneneHHas CTENEHb TAKOTO TOBBIIICHUS
MOXET OBbITh O0O0yClIOBJIEHa JpyrUMHU (akTopaMu pucka. [lalMeHTsl ¢ PUCKOM pa3BUTHS
0CTE0NOopo3a JOKHBI IOJydaTh JICYEHHWE B COOTBETCTBUM C JEHCTBYIOIIMMHU KIMHUYECKUMU
PEKOMEHAANUSAMH M JOJDKHBI TOTPEOISITh JOCTATOYHOE KOJIMYECTBO BUTaMUHA D 1 KabIusl.
Owmenpa3oi, Kak M BCE JIEKAPCTBEHHBIE CPEICTBA, MOHMKAIOIIME CEKPELHUIO XKelle3 JKellyJKa,
MOYKET IMPHUBOJUTh K CHI)KEHHUIO BcachblBaHMs BUTaMHHAa Bi2 (umanoko6amamuua). O6 3ToM
HEOOXOMMO TIOMHUTH B OTHOIICHWH ITAllACHTOB CO CHIDKCHHBIM 3alacoM BUTamMHHa Biz B
opraHusMe Win ¢ (hakTopaMH pUCKa HapyIICHWS BCAChIBaHWS BHTaMUHA Biz mpH IIHMTENBHOM
TEpanuy OMENpPa3oJIoM.

VY nauueHTOB, NPUHUMABLIMX BHYTPh B TEUEHHE JUIMTEIHHOTO BpPEMEHM Mperaparsl,
MOHIIKAIOIIUE CEKPELIUIO XKeJle3 JKeNyAKa, Jalle 0TMe4aaoch 00pa30BaHUE JKEJIe3UCThIX KUCT B
Kenyake. OTH  SABJICHHUS OOYCIOBJIEHbI (U3UOJIOIMYECKHMU HW3MEHEHUSIMHU B pe3ysbTare
UHTUOMPOBAHUS CEKPELMHU COJSIHOM KUCIIOTHI M MOABEPraloTcsi 0OpaTHOMY pa3BUTHIO Ha (oHE

MMPOAOJIKCHUA TCPAIIU OMEIIPA30JIOM.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

MOMITBl WJIM JAPYTUX KHUCIOTOMHTHOWPYIOIIMX areHTOB MPHUBOJUT K TIOBBIIMICHUIO POCTa
HOPMaTbHOW MHUKPO(MIOPHI KHINEYHHKA, YTO, B CBOIO OYEpeIb, MOXKET MPHBOIUTH K
HE3HAYUTEIbHOMY YBEIMUEHHUIO PUCKA PAa3BUTHUS KUIIEUYHBIX MH(EKIUI, BEI3BAHHBIX OAKTEpUIMU
poxa Salmonella spp. u Campylobacter spp., a raxxe, Bepostro, 6akrepueii Clostridium difficile
y TOCMIUTAIU3UPOBAHHBIX MMAIIUEHTOB.

[TprMeHeHre HHTUOUTOPOB MPOTOHHOM TIOMITHI CBSI3aHO C KpaliHe PEAKUMU CIy4YasMU Pa3BUTHS
nogocTpoil kokHoU kpacHod Bomdanku (IIKKB). B ciyyae BO3ZHMKHOBEHHS MAaTOJIOTHYECKHUX
U3MEHEHUH KOXH, OCOOEHHO Ha OTKPBITHIX €€ Y4YacTKaX, COMPOBOXKIAIOUIUXCSA apTpajirue,
NALUEHTY CJEeIyeT He3aMEIJIUTENIbHO OOpaTUThCA 3a MEIUMLMHCKON NoMoliblo. Bpauy cienyer
paccMOTpeTh BOTpoc 06 oTMeHe TpenapaTta OMmxeHuKc®.

VY namuentoB ¢ [IKKB Ha done npeamiecTByomeld Tepanuid WHIHOUTOPOM MPOTOHHOM MOMIIBI
YBEJIMYEH PUCK €€ Pa3BUTHUA MPH MOCIEAYIONIeH Tepanuu IpYyruMH HHTHOUTOPaMH MPOTOHHON
TIOMITBI.

[ToBbimienue koHieHTpanuu xpomorpanuHa A (CgA) B 11asMe KpPOBH MOXET BIIHMATH Ha
pe3yNbTaThl UCCIETOBAHHM, TPOBOAUMBIX C I[EJIbIO TUATHOCTUKU HEUPOIHTOKPUHHBIX OIMYXOJIEH.
Bo usbesxaHue JaHHOIO BIMSHMS JledeHHe mpernapaToM OMKeHHKC® clepyeT MpeKpaTHTh He
MEHee 4eM 3a 5 iHei 10 onpeaesneHus koumenTpamu CgA (cM. paznen «DapMakonHAMUKa) B
miasme kposu. Eciau konnienTpanun CgA u racTpuHa B 1j1a3Me KpOBU HE HOPMaIM30BAJIUCH 110CIIE
HAYaJIbHOTO M3MEPEHMsI, CIEAYyET IPOBECTU KOHTPOJIBHOE HCCleN0BaHUE depe3 14 nHel mocie
MPEeKpaIeHHs JICYSHUs] HHTUOUTOPOM MPOTOHHOM MOMIIBI.

Bcnomozamenvnuie eeujecmea

Caxaposza

[penapar OmmxeHukc® COMEPKMT B CBOEM CcOCTaBe caxaposy. llanmeHTam ¢ peako
BCTpEYAIOLIeic HACIIEJICTBEHHOW HENEepeHOCUMOCThIO (PYKTO3bI, TIIIOKO30-TaJaKTO3HOM
MajgbabcopOrmen win JIeUIMTOM caxapa3bl-M30MalbTa3bl HE CIEAYeT MPUHUMATH OSTOT
npemnapar.

Jlaxmosa

[Ipenapar conxepxut nakro3dy. [lanmeHTam ¢ peako BeTpeyaroleldcs HacleICTBEHHOU
HENEPEHOCHUMOCTBIO TallakTO3bl, ACPHUIMTOM JIaKTa3bl JIOMaped WM TIII0KO030-TalaKTO3HON
ManbaOcopOIIMell He cielyeT MPUHUMAaTh 3TOT Mpenapar.

Kpacumenwv conneunwiii 3akam socenmuiti [E110]

[IpemapaT comepUT KpacuTedb COTHEUHBIN 3aKkaT kenThlii [E110], KOTOpbIit MOKET BBI3BIBATH

AVICPruiCCKUEC pCaKu.
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Bausinue Ha cOCOOHOCTH YNIPABJIATH TPAHCI opTHLIM't'be}EPé‘éﬁﬁTﬁMﬁﬁaﬁa” vel

OTCyTCTBYIOT JaHHBIE O BIIMSIHUM IIperapara Ha CIOCOOHOCTh YIPABJIATH TPaHCIOPTHBIMU
cpeacTBaMu U Mexanu3MaMu. OJHAKO, B CBSI3U C TEM, YTO BO BpEMsI TEPAIIK MOTYT Ha0JII0JaThCs
TOJIOBOKPY>KEHHE, HEYETKOCTh 3PEHHSI U COHJIMBOCTb, CIEAYyeT COOII0JaTh OCTOPOKHOCTH IpHU
yIpaBJI€HUU aBTOTPAHCIIOPTOM U MEXAHHU3MaMHU.

dopMa BbIIIYCKa

Karncynbl kuneunopactBopumsie, 20 Mr.

ITo 10 xarcyn B KOHTYpHOW SYEHKOBOW yMaKOBKE M3 IJICHKU MOJMBUHUIXJIOPUIHON U (OJIBIU
AJTIOMUHUEBOU NI€YaTHOMN JTaKUPOBAHHOM.

1,2,3,5, 8 wim 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK BMECTE C MHCTPYKLMEN 110 IPUMEHEHUIO B

Mavyke U3 KapToHA.

YcaoBus ornycka

OTITyCKarOT MO pelenTy.

YciaoBus XxpaHeHust
B cyxoMm, 3amMIeHHOM OT CBeTa MECTe NpHU Temneparype He Bbime 25 °C B OpUTrHHaIbHOU
yIaKoBKe (KOHTypHas siueiikoBasl yIakoBKa B MAUKe).

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTe.

Cpoxk rognocTu
3 roa.

He IMPUMCHATH ITOCJIC UCTCUCHUA CPOKA 'OJHOCTH, YKAa3aHHOI'O Ha YIIaKOBKE.

IIpousBoautens/PacoBmuK/Y NaKOBIIHK

000 «<MAKU3-OAPMAY», Poccus

Aopec mecma npouzeoocmea: r. MockBa, ABTOMOOMIIBHBIH 1poe3 [, 1. 6, cTp. 4.
HaumeHoBaHue U ajipec PUIMYECKOT0 JIHI[A, HA HMS KOTOPOT0 BHIIAHO PErHCTPAllMOHHOE
y10CTOBepeHHe

000 «<MAKU3-OAPMAY, Poccus

109029, r. MockBa, ABTOMOOUIIBHBIN TIPOE3I, 1. 6, CTp. 5.

Opranu3anusi, NPUHAMAKIIAS MPeTeH3UU

MockoBcKO€ IpeIcTaBUTENbCTBO KoMnaHuu «Xetepo Jlabe Jlumuren» (Muaus)
109029, r. MockBa, ABTOMOOUIIBHBIN TIPOE3I, 1. 6, CTp. 5.

Ten./akc: +7 (495) 981-00-88

e-mail: DrugSafety-Russia@hetero.com
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