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MEXAYHAPOAHOE HEITATEHTOBAHHOE HA3BAHUE

Owmenpazon/Omeprazole

2. KAYMECTBEHHBIN X KOJIMYECTBEHHBIN COCTAB

Kaxxnas xancymna comepur:

akmueHoe eewjecmeo omenpazon — 20 mr;

JlexapcTBEHHBIH IpenapaT COAEPIKUT caxapo3y, JIaKTo3y U kapMmyasud E122.
[TonHbIiA epeyeHb BCIIOMOraTeNIbHBIX BEIeCTB IPUBEIEH B paszeie 6.1.

Tepabie mpo3pauHble KeTaTHHOBEIE KaICyJIbl pasMepa «2», ¢ p030BOM KPHIIIKOH 1
OecuBeTHBIM TesloM, Haanuchio «OMEZ» Ha 00erX 4acTsX KarcyJibl.

3.JIEKAPCTBEHHAS ®OPMA

Kamncyns! kumeqnopactsopumsie 20 Mr

TBepabie nmpo3payuHkle KeTaTHHOBBIE KAIICYJIbl pasMepa «2», ¢ PO30BOM KPBILIKOH U
OecuBeTHBIM TesloM, Haamuceo «OMEZy Ha 06erx 4acTsax KarcyJsl.

4. KIMHUYECKHUE JTAHHBIE

4.1 IlokazaHusi K NPHMEHEHHIO

B3pocnvie:

Jleuenue A3BbI XKelly1Ka ¥ JBEHAILATHIIEPCTHON KUIIKH.

IIpoduiakTiKa pelyIMBOB SI3BbI JKEITyIKa U ABEHAIATUIIEPCTHON KHILIKH.
CumnTomaTryeckoe JiedeHre racTpoazodareatbHol pedIroKcHOH 601e3HN.
Jleuenne pedmoxc-330daruTa, a Takke MOAAEPKUBAIOLIAS TEPAIKS B IEPUO]
PEMUCCHUH.

OpO3MBHO-A3BEHHbIE IIOPAKESHHUS KEITYIKA ¥ JBEHAIATUIIEPCTHOM KUIIKH, CBI3aHHbIE
¢ npuemomM HIIBC, a Taxxke ux npoduiakTuka y naueHToB ¢ PUCKOM HX
BO3HUKHOBEHHSI.

OpO3MBHO-SI3BEHHbIE OPaXKEHHUSI eIy IKa U BEHAIATHIIEPCTHOM KHILIKH,
accouuupoBanHsle ¢ Helicobacter pylori (B cocraBe koMIuieKcHO# Tepanuu).
Cunzpom 3oiuHrepa — DIIIHCOHA.

Lemu:

Jletu ctapire 1 roxa u ¢ maccoii Tena He meHee 10 kr.

Jleuenue pedarokc-330darura.

CuMnTomMaTHYecKoe NEICHNE U3KOTH M PETYPrUTaLMK KUCIOTHI IIPH
racTpos3ogareanbHoi peduirokcHoi Gonesnu. JleTu crapiie 4 JeT U ¢ Maccoi
Tena >31 Kr (A7 Kancy1 KMIIeYHOPacTBOPUMEIX 20 Mr).

sI3BeHHas 00Je3Hb BEHANATUIIEPCTHOM KHIIKH, Be3BaHHas Helicobacter pylori (B
COCTaBe KOMIUIEKCHOM TeparuH).
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4.2 Pe:xxumM 103UpoOBaHHUSA U CIOCO0 npnmeﬂemm e A

4.2.1 PesxuM JI03UPOBAHMS £L33/7b-2022
PexomeHyeTcst npUHUMATh KarcyJibl yTPOM, JKellaTeabHo 0e3 MUy, 3arnuBas
HeOOJIBbIIMM KOJIMYECTBOM BOABI (HE pa3xeBbIBaTh). [larueHTs ¢ HapymeHUsIMuU
TJIOTaHMWS WA JETH MOTYT OTKPBITh KarcCyily U MPUHSITh COAEPKUMOE,
MpeBapUTENIbHO CMEIIaB ero ¢ HeOOIbIIUM KOJIM4YEeCTBOM HEra3upOBaHHOW BOJIbI HUIIU
craboKKCIIoM XuIKocTH ((PPYKTOBBIH COK, IOJOYHOE MIOPE) U 3aMKB HEOOIBILINM
KOJIM4eCTBOM BOJIbl. CrieyeT mpouH(GOpMUPOBATh NALMEHTOB, YTO CMELIMBAHUE
COZIEPXKUMOTO KAIICYJIBI C XHUIKOCTBIO HaZl0 IPOU3BOAUTH HENOCPEACTBEHHO UK HE
6osee yeM 3a 30 MHHYT JI0 TIpHUeMa JIEKapCTBEHHOTO cpeacTBa. CoaepKUMOe KarlCy bl
He JIOJDKHO TepeKeBbIBAThCS.

B3pocnvie:

S36a 0senadyamunepcmHol KUMKU.

®aza obocmpenus: 20 MI O/IMH pa3 B IeHb B TeUeHHE 2 HeJleNb, IIPU HEOOXOIUMOCTH
KypC JIe4eHHsI MOXKET ObITh yBelU4eH 110 4 Hezenb. [Ipyu ycTORUMBOCTH K IPOBOAMMON
Tepanuy BO3MOXHO yBelIMYeHHe 036l JJeKapCTBEHHOTO cpencTsa 10 40 Mr ouH pa3 B
NeHb.

Ipogunaxmuka peyuduea.: peKoMeH10Bana go3a 10 Mr ofuH pas B IeHb, IIPH
HeoOXOAMMOCTH 1033 MOXKET ObITh yBenuueHa 10 20-40 Mr ouH pa3 B ICHb.

H36a dicenyoka.

®asza obocmpenus: 20 Mr OJIMH pa3 B JIeHb B TeueHHE 4 HeJleNb, IPU HEOOXOAMMOCTH
Kypc JledeHus: MOXeT ObITh yBeluyeH 10 8 Hezlenb. [Ipy yCTOHUMBOCTH K POBOMMOM
Tepanuy BO3MOXKHO YBEIMYCHHE O3BI IEKAPCTBEHHOTO cpecTBa 10 40 Mr o/1uH pa3 B
JIEHb.

Tooodeparcuearowas mepanus: peKoMeHn0BaHa 103a 20 Mr o[iuH pa3 B IeHb, IPU
He0OXOAMMOCTH 1033 MOXKET ObITh yBenuueHa 10 40 Mr oiuH pa3 B I€Hb.
Dpozueno-azeennvie nopadcernusn XKT, evizeannvie npuemam HIIBC

20 Mr oJMH pa3 B JIeHb B TeueHue 4 HefleNb, IPU HEOOXOIMMOCTH KypC JIeUeHHU
MOXET OBITh YBEJUYEH 10 8 HEeZleTb.

Ipogunaxmuxa spo3usHo-a3eennvix nopadxicenuu KKT, evi3eantuvix npuemam HIIBC
B rpynme prcka (mamueHTsl crapiie 60 Jet, ¢ 1380 Xelyka Win
JIBeHAILATUIIEPCTHON KHUIIKH B aHaAMHe3e, XKeJly I0YHO-KHUIIeYHbIe KDOBOTEUEHHUS B
aHaMHe3e) peKOMEH/I0BaH IpHeM oMerpasosna B 03e 20 Mr OJIiH pa3 B JI€Hb.
Opaouxayus Helicobacter pylori

Pexomenyemas 103a omemnpasona cocrasisier 20 Mr 2 pasa B CyTku win 40 Mr 1 pa3s B
CYTKHU B TedeHHe 7 JHell B COUETaHNH C aHTHOAKTepHATBHBIMH cpeacTBaMu. Brioop
aHTUOAKTEPUAIIBHBIX CPE/ICTB OCYILECTBIIAETCS HHAMBUYAIBHO UL KaXXI0TO
MalyeHTa B COOTBETCTBUY C HAIIMOHAJIbHBIMY, PETUOHAIBHBIMA ¥ MECTHBIMU
JIaHHBIMM I10 PE3UCTEHTHOCTH U NPUHIUIIAMH JICUCHHUS.

Owmernpazon 20 Mr+ knapurpomuius 500 mr+ amokcunmuiae 1000 Mr 2 pasa B ieHb B
TeYeHHe HelEeIu UIIH

Owmenpazon 20 mr + knapurpoMuid 250 Mr (wu 500 Mr) + MeTpOHHAA30I 400 mr
(unu 500 mr wim TuHEAa30a 500 Mr) 2 pasa B IeHb B TCUCHHE HEETIH WA

Omernpason 40 mr 1 pa3 B aeHb 1 aMokcHIITHH 500 Mr + MeTpornaasoin 400 mr (1
500 mr wiu tuaugaszon 500 mr) 3 pasa B IeHb B T€YEHHE HC,HCJ'II/I
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Hid R
B cnyuae HeahdekTUBHOCTH Tepanuy BO3MOXKHO IIPOBEACHUE IIOBTOPHOTO Isypc% .,
Peghniokc-szo0¢hazum: 2397 B6-2021
®asza obocmpenus: 20 M OZIMH pa3 B IeHb B TeueHHe 4 HeJelb, IPU He00XO0IUMOCTH
Kypc JIe4eHHs] MOXKET ObITh yBEHYeH 0 8 HeJleNb. B TskeNbIX ciTydasx, a TakKe [pH
YCTOMYMBOCTH K IPOBOJUMOM Teparuy BO3MOXHO yBEJIMUEHUE A03bI JI€KapCTBEHHOIO
cpeactsa 10 40 Mr oquH pa3 B [IEHb.
Iloooepoicusarowjan mepanus: pekoMeHioBaHa 103a 10 Mr oquH pas B €Hb, IIpH
HEOOXOAMMOCTH /1032 MOXET OBITh yBesnndyeHa 10 20-40 Mr ofMH pa3 B JIeHb.
Cumnmomamuueckoe neuenue 2acmpo-330¢hazeanvHotl pe@niokcHol 6one3Hu
PexomeHyeTcst mpueM JieKapCTBEHHOTro cpeacTBa B 03¢ 10 - 20 Mr oiuH pa3 B JEHb.
ITpu oTcyTcTBUM ynydineHus mocie 4 Helelb Tepanuy B 103e 20 M peKOMEHI0BaHO
JIOTIOJIHUTENBHOE 00CcIeJoOBaHueE.
Cunopom 3onnuneepa-Onnucona
Jlo3a noaGupaeTcs HHANBULYATHHO B 3aBUCUMOCTH OT HCXOJHOTO YPOBHSI
XKEJTyIOYHOM CeKpeluy, 0ObIuHO HaunHas ¢ 60 Mr B cyTku. [Ipu HEOOXOAMMOCTH J103y
yBenu4uBaroT 10 80-120 Mr B cyTKH, B 3TOM Cilydae ee AeJAT Ha 2 mpuema. [Ipuem
JIEKapCTBEHHOI'O CPECTBA MPOAOIDKAETCS, IOKA COXPAHSIETCs MOTPEOHOCTD.
Hemu. Yicionb3yroTest CIEAYIONUE 103bI:
Hemu cmapwe 1 200a ¢ maccoii mena om 10 0o 20 k2 — 10 Mr ofuH pa3 B IeHb, IPH
HEOOXOIUMOCTH 71032 MOXeT OBITh yBeludeHa 10 20 M OJUH pa3 B J€Hb.
Hemu cmapwie 2 nem c maccoii mena 6onvue 20 k2 — 20 M OMH pa3 B €Hb, IIPU
HEe0OXOMMOCTH 71032 MOXKET ObITh yBenuueHa 10 40 Mr 1 pa3 B JeHb.
[Ipoo/KUTENBHOCTE JIeYeHUs IPU pedIIFOKC-330(arute cocTapiseT 4-8 Heens.
[IpoomKUTENPHOCTD JI€YEHH S TIPH racTpo-330(areansHol pedIroKcHOM 601e3H1
COCTaBIIsAET 2-4 HEJIENIU; €CIU U3JIedeHUe He ObUIO JOCTUTHYTO B TEYEHUE YKA3aHHBIX
CPOKOB CJIEAyET IIPOBECTH AOIOJIHUTEIBHOE 00CIIeI0BAHHKE.
Opaouxayus Helicobacter pylori 'y demeii u nodpocmkoe cmapuie 4 nem
Lemu cmapwe 4 nem c maccoii mena om 15 0o 30 kz: omenpaszon 10 mr +
AMOKCHLIMIUTAH 25 MI/KT Macchl Tejla + KJIApUTPOMHIIMH 7,5 MI/KT Macchl Tena 2 pasa
B JICHb B TEYECHHE HEJIEIIH;
Hemu cmapwe 4 nem ¢ maccou mena om 31 do 40 kz: omenpazon 20 mr +
aMOKCULMJUTHH 750 Mr + KJIapUTPOMHUIMH 7,5 MI/KT Macchl Tejia 2 pasa B IeHb B
TeYeHUe Helelu;
Lemu cmapwe 4 nem ¢ maccoit mena 6onee 40 xe: omenpaszon 20 Mr + aMOKCHIIUIUTUH
1000 mr + xnapurpomunus 500 Mr 2 pasa B IeHb B Te4eHHE HeJlelH.
Bri6op anTHOaKTepHaNbHBIX CPECTB OCYLIECTBIAETCS HHAUBUIYANBHO UIS KAXKIOTO
Nallie€HTa B COOTBETCTBUY C HALIMOHAJIbHBIMU, PETHOHAIBHBIMHA U MECTHEIMH
JaHHBIMH 110 PE3UCTEHTHOCTH U MPUHIUIIAMH JIEYEHHS.

4.2.2 Oco0ble rpynrbl NalMeHTOB

IIpumenenue y nayuenmoe ¢ napywienHou gynkyueii neyenu: y alueHToOB ¢ AaHHOMN
aTOJIOTHEH MOXKET BOSHMKHYTh HEOOXOAMMOCTh B CHIDKEHHMH 10351, TOCKOJIBKY
OMETIPa30JI SKCTEHCUBHO METabOIU3UPYETCs] IEUSHBIO U CKOPOCTH BBIBEIEHUS Y TAKHUX
NallMeHTOB CHIKEHA I10 CPAaBHEHMIO C MAlMEHTAMU C COXpaHHOW (QyHKIUEH eYeH .
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el =
CyrouHas 1o3a goykHa cocTaBiATh 10 - 20 Mr manueHTaMm ¢ TSDKEJIOH CTENeHBIO
M1aTOJIOTHH MIEYEHH. 2397 p-20212
[Ipumenenue y nayueHmos ¢ No4euHotl HedOCMAamMo4HOCHIbIO: HET HEOOXOIUMOCTH
WHIMBHIYaIbHOTO TIOA00pa O3B MALMEHTAM C TIOUEYHOM HEJOCTaTOYHOCTHIO.
[Ipumenenue y nayueHmos NOJNCUN020 603pacma: HET HEOOXOIUMOCTH
KOPPEKTHPOBATh 103y B 3aBUCHMOCTH OT Bo3pacta. OHaKo, OTME4eHa BO3MOXKHOCTb
HE3HAYMTETHHOTO CHIDKEHHS] CKOPOCTH BBIBEICHUS U MOBBILIEHHS OUOIOCTYTHOCTH
JIEKApCTBEHHOT'O CPEJICTBA y MALIMEHTOB MOXMUIIOT0 BO3pacTa.
Ecny nmaiyeHT 3a6bL1 IPUHATH ouepeHyto 103y OMes, clieqyeT NpUHATh KancCyily KaK
MOYXHO ckopee. OIHAKO eCIH TIOJIO0ILIO BpeMsI CIIEYIOLIEro NpremMa, He HyKHO
IPUHMMATH JBOMHYIO 03y LI BOCTIONHEHHs 3a0bIToM. Crie/lyeT MPOOIDKUTE PHeM
karcyn OMe3 COrJIacHO peKOMEHIOBAHHOMY PEXHUMY I03UPOBAHHU.

4.3 IlporuBonoOKa3aHusl

['MnepuyBCTBUTENBHOCTD K IEWCTBYIOLIEMY BEILECTBY, 3aMEIICHHbIM
OeH3UMMIA30J1aM WIIF JIF000MY M3 BCIIOMOTaTeIbHbBIX BEIECTB, BXOIAIINX B COCTAB
rnmpernapara.

JleTckuii Bo3pacT (Mnaame 1 roma, Macca Tejia MeHEe 10 kr).

Owmenpa3o, kak u apyrue WUIII, He no/mkeH Ha3Ha4aThCsi COBMECTHO C
Hel(hUHABUPOM.

4.4. OcoOble yKa3aHusl H Mepbl NPeI0CTOPOKHOCTH NP NMPHUMEHEHHH

[py HaTHuMK MOOBIX TPEBOKHBIX CUMIITOMOB (HalpUMep, 3HAUUTEIIbHA
HenpeiHaMepeHHas! oTepst Beca, TIOBTOPHbIE PUCTYTIBI PBOTBI, nucdarusi, pBoTa C
KPOBBIO, AaHEMHSI HIJIH MEJIEHa), a TAKKe NPU HaJTMIMH WK [IOZ03PEHHH Ha A3BY
KelyJiKa, He0OXOAMMO HCKIIFOUHUTh 37I0Ka4eCTBEHHYIO OIyXO0Jlb, TTOCKONBKY JICIEHUE
MOYET 00JIeruiTh CHUMIITOMBI U 3a/IepKaTh IOCTAHOBKY JMarHo3a. He pexoMeHIyeTcs
COBMECTHBII TIPUEM aTa3aHaBUpa ¢ MHTHOMTOPaMU MPOTOHHOIO HACOCa, TP
HeoOXOAMMOCTH TaKOM KOMOMHHUPOBAHHOM TEPAITUU PEKOMEHYETCS TINATEJIbHBIN
KITMHMYECKUH KOHTPONb (HaTpUMep, BUPYCHAsl Harpy3Ka) ¢ yBeIMIEHHEM H03bI
arasanaBupa 10 400 mr ¢ 100 Mr puTOHaBUpA: HE CNIEYET NPEBLIIATh CYTOTHYIO 103y
oMenpasona 20 Mr.

OMmerpa3oi, Kak U BCe JIeKapCTBEHHbIE CPEICTBA, OJIOKHPYIOIINE CEKPEIHIO COJISTHOM
KHCIIOThI, MOTYT CHIDKATh BCAChIBaHHE BUTaMUHA B (uuaHokoOanaMuH) BCJIEACTBUC
TUTO- U axXJIOPTUAPUH. DTO CIIEAYeT YIUTHIBATE MPH JUIMTENIBHOW Teparuu y
[alMEHTOB C HU3KOM MAcCO# Tesa WM C TOBBILICHHBIM PUCKOM CHIDKCHHA
BCAChIBAHMS BUTAMHMHA B2 UM, €ClIA HAOIIOAAIOTCS COOTBETCTBYIOIINE KIIMHUICCKHE
CUMIITOMBI.

Owmernpason siBnsiercs uaruouropom CYP2C19. B Havane uin KOHIE TEeICHUs
OMETpPa30JI0M HeOOXOIUMO YIUTBIBATH IIOTEHIUANBHYIO BOSMOXHOCTD
B3aMMOJICHCTBHS C IEKaPCTBEHHBIMH CPECTBAME, KOTOPbIE META00TH3UPYIOTCS Hepe3
CYP2C19. HabmonaeTcs B3auMOJIEUCTBHIE MEXIY KIIOUOIPEIOM U OMENPa3ojioMm,
KIIMHAYecKas 3HAYMMOCTh KOTOPOro He onpejeseHa. B kauecTBe MEphI
[PeI0CTOPOKHOCTH PEKOMEHTYeTCsl M30eraTh OIHOBPEMEHHOI'0 IPUMEHEHHUS
oMeInpasolia ¥ KJIonuaorpena.
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" belny nonry4yeHs! COOOIIEHUS O Pa3BUTUH CUMIITOMATHYECKON ¥ aCHMITTOMATHYECKOH
T'MITIOMarHUeMUY y NMallMeHTOB, IPUHUMAIOIIHX HHIHOUTOPEI MPOTOHHOI'O HAacoca Kak
MHHMMYM 3 MecsLa, B O0IbIIUHCTBE ciiydaeB nocie 1 roga Tepanuu. Cepbé3Hbie
MoOOYHEIE SIBICHUS BKIIFOUAIOT TETAHHUIO, ADUTMUIO, CYJOPOTU. BoNbIAHETBY= =
NalMEeHTOB TPeOOBAIOCH BBEIECHHE COJIEH MarHus U MpeKpallleHe MPUMEHEH)s
MHIMOUTOPOB IPOTOHHOTO HACOCA. 2397 B-2022
[TauenTsl, y KOTOPBIX IIAHUPYETCS AJUTENBHOE IPUMEHEHHE HHTHOUTOPOB
POTOHHOM IOMITBI UJIK COBMECTHOE IIPUMEHEHHE AUTOKCHUHA, WU IPYTHX
JIEKapCTBEHHBIX CPEICTB, KOTOPBIE MOTYT BbI3BATh CHIDKEHHE COJEPKAHUS MArHUS
(HampuMep, TMYpPETHKOB), HEOOXOAMMO OIpPENEIUTh KOHIIEHTPALUIO MarHus B
CBIBOPOTKE KPOBH [0 Hayaja IPUMEHEHNUs] HHTHOUTOPOB IIPOTOHHOM ITOMIIBI U
MEPUOUYECKU BO BpeMsl TPUMEHEHHSI.

VmeroTcst TaHHbIe O TIOBBIIIEHHH PUCKA BO3HMKHOBEHMS II€PEIOMOB IT03BOHKOB,
KOCTeH 3aIsICThsl, FOJIOBKU O€APEHHOM KOCTH NPEUMYILECTBEHHO Y MOXKHIIBIX
MaIHEeHTOB, a TAK)XXe NP HAJIMYMU NIpeapacnonararomux Gakropos. CorimacHo
MCCIIeJOBAHUSIM HHTHOUTOPEI IPOTOHHOTO HACOCA MOTYT YBEIMYUTE OOLIHI PHCK
nepenomMoB Ha 10-40 %. [TanuenTam ¢ pUCKOM pa3BUTHs OCTEOIIOPO3a CIELyeT
00ecnednTs aileKBaTHOE MoTpediIeHne BUTaMiHa D 1 KalbIys.

Brusnue na pesynomamst iabopamopruix ucciedo8anuil

[ToBpinteHHbIH ypoBeHb XpomorpanuHa A (CgA) MOXeT HCKaXaTh Pe3yJIbTaThl
aHaJIM30B IIPU POBEACHUH JUArHOCTUUECKOT0 00CIE€N0BAHMS C LIEIbIO BBISBICHHS
HEHPOIHIOKPHHHBIX OMyXoJel. UToObl H3GexkaTh ITOro, NPUMEHEHHEe HHIHOUTOPOB
MPOTOHHOH MOMIIBI CJIEAyeT NPEKPATHTh, KAK MUHUMYM, 3a TISTh JHEH 0 H3MepeHHUs
YPOBHS XpOMOIpaHHHA B CBIBOPOTKE KpoBH. Eciu ypoBenb CgA u ractpuHa He
BEPHYJIHCh K HOPMAJIbHBIM 3HAYEHHUSIM 10CIIE HAYaIbHOTO H3MEPEHHUS], ONPEIeIeHIe
YPOBH: XpOMOTIpaHHHA HEOOXOIUMO IPOBECTH MOBTOPHO 4Yepe3 14 nHel mocie
NpeKpaleHHs MpHeMa HHI'UOUTOPOB POTOHHOM IIOMITBI.

IIpumMeHeHre HHTMOUTOPOB MPOTOHHOTO HACOCA MOYKET HPUBOUTB K
HE3HAYUTEIIPHOMY yBEIIUYEHHIO PUCKa HH(EKIIMOHHBIX 3ab0eBanuii KK T,
BBI3BAHHOT0 OakTepusimu poza Salmonella spp. u Campylobacter spp.

[TanmenTsl, npuHUMaroIie IpenapaT B TeYeHUe JTUTETHHOTO eprHoa (0COGEHHO
Ooiee rosa), HOMMKHEI HAXOAUTECS TI0J] PEryISPHBIM HAGIIOAEHHEM Bpaya.

Ome3 20 MI comepKuT TaKTO3y, B CBSI3H C 9TMM TAIMEHTHI C BPOXKACHHOMN
HENEPEHOCUMOCTBIO rajlaKTo3bl, NehULUUTOM JlakTa3bl Jlamma u Mansabeopoimei
[IIOKO3BI-TallaKTO3bl HE TOJDKHBI HCII0NIB30BATh JaHHbIN Mpenapar.

Hapywenus ¢ynxyuu novex

Ocrtpsiii Ty6ynonnTepeTuumansubii Hedput (OTH) Habmonancs y HalUEeHTOB,
NIPUHUMAIOIIMX OMENPa30Jl, KOTOPBI MOXKET BOHUKHYTH Ha JIFOOOM 3Tarle Tepanyu
omenpasonoM (cM. pasaen «HexenarensHele peakiumy»). OcTpbIit
TyOyIOUHTEPCTUIIMANEHBINA HEYPUT MOKET HPOTrPECCHPOBATH 10 MOYEYHOH
HEI0CTATOYHOCTH.

INpu nonospennn na OTH crexyer npekpaTuth nprem oMenpasosna u
HE3aMEeUIUTEIbHO Ha4aTh COOTBETCTBYIOIIEE JIE€UEHHE.

4.5. BzaumoaeiicrBue ¢ APYTHMH J1eKAPCTBEHHBLIMH NPENAapaTaMH H APYrHe BUAbI
B3aHUMOJeHCTBUSA
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Omenpasoll, BO3EUCTBYsl Ha KUCIOTHO-NIENITUYECKUH (PaKTOpP, MOXKET BIUATH Ha
GUOIOCTYIIHOCTD JIEKAPCTBEHHBIX CPEICTB, BCAChIBAHHE KOTOPBIX 3aBUCUT OT pH,
TaK)Ke OMEeIpa3oJl MOXKET NPEeJOTBPaIlaTh Pa3pyIlleHUe TIPENapaToB, 1yBCTBUTEIBHBIX
K BO3IEHCTBHIO KMCIOTHI. [103TOMY, OTHOBPEMEHHBIN NPHEM Fl"ﬁpayxﬁi’i‘asona 78005}
KETOKOHA30J1a ¥ OMETPa3oia MOXKET PUBECTH K CHIKEHHIO CKQpOCTH BCACHIBAHUS
JIPYTHX JIEKAPCTBEHHBIX CPECTB. 23976-2022
OmMenpa3on OKa3bplBaeT yMEpEeHHOe MHIUOHpYolee IelCTBrUE Ha CYP2C19
(ocHOBHO# (hepMeHT, OTBeUArOLIHiT 3a MeTaboIi3M omenpasona). Takum oOpasom,
MeTab0JIM3M JIEKaPCTBEHHBIX CPEICTB, KOTOPhIE TAKXKE META0OIM3UPYIOTCS €
yuactieM CYP2C19 MoxeT ObITh 3aMeJIEH, YTO MOXKET IIPUBECTU K YCHIICHHUIO HX
KIIMHAYECKOTo neficTBUs (BapbapuH ¥ Jpyrie aHTaroHUCTH BuTamuHa K,
LAJIOCTA30J1, Jrasenam, (eHUTONH).

Tak xax omenpaszon merabonusupyercst CYP2C19 u CYP3A4, nasHayeHHEe CUIIBHBIX
WHIUOUTOPOB JAHHBIX (PepMEHTOB (HAaIpUMep, KIaPHTPOMHUIIMH ¥ BOPUKOHA30M)
MOXET NTPUBECTH K YBEIMYIEHUIO KOHIIEHTPALlMU OMeTpa3oiia B CBIBOPOTKE KPOBH.
OpHOBpEMEHHOE Ha3HaYEeHUE OMENpa3oJia ¥ BOPUKOHA30]1a MOXKET NPUBOAHUTH K
[IByXKPaTHOMY yBETMUYEHHUIO KOHIIEHTPAIMH OMETpa3onia B ChIBOPOTKE KpoBH. [Ipy
JUTATENTHHOM JICUSHUH, a TAKKe Y TMAIUEHTOB C TSHKENION eYeHOTHOH
HeJJ0CTaTOYHOCTHIO MOXeT MOTpeO0BaThCs KOPPEKIHS JO3bI.

JlexapcTBeHHbIe cpeactBa, nuaynupytomue CYP2C19 n CYP3A4 (manpumep,
pudaMIuLKH, 38ep060ii), TPH COBMECTHOM IPUMEHEHHH C OMENPa30jIOM MOTYT
TIPUBOJIMTH K CHIKEHHUIO KOHIIEHTPAIMK OMENpa3oiia B ChIBOPOTKE KPOBH.
[I1a3MeHHble KOHLEHTPAIMU HellpHHABMPA U aTa3aHaBUpa yMEHBIIAIOTCS IIPH
COIYTCTBYIOIIEM IIPUMEHEHHH OMEIpa3oJa.

O/HOBpeMeHHOe IPUMEHEHHE OMENpa3oa ¢ HelpHHABUPOM MPOTHBOIIOKA3aHO.
CoBMecTHBIH mpueM oMenpasona (40 Mr 1 pa3 B CyTKH) CHIDKAET SKCIIO3UIINIO
HendUHABMpA B CpeHEM IpuMepHo Ha 40 %, a papMaKoIOrHiecku akKTHBHOTO
metabonura HenbuHaBupa M8-z10 75-90 %. B3anmoaeHcTBre MOXKET OBITh CBA3AHO C
topmoxenrem CYP2C19.

BcacsiBaHue MO3aKOHA3011a, SPIIOTHHIOA, KETOKOHA30J1a U UTPAKOHA301a 3HAYUTEIBHO
CHIKAETCS, ¥, TAKMM 00pa3oM, KITMHu4YecKas 3 (eKTUBHOCTb MOXKET OBITh HapyIIeHa.
OJHOBPEMEHHOTO PUMEHEHHSI [103aKOHA3071a U 9PJIOTHHIOA ClIeTyeT n30eraTh.
Mexanusm neuzeecmen

Caxeunasup

OXHOBpEMEHHOEe TIPUMEHEHNE OMENpPa30ia ¢ CaKBUHABUPOM/PUTOHABMPOM IIPUBEIIO K
yBeTMYEHHIO KOHIEHTPALH B TTa3Me cakBuHaBupa 10 70 % TIpU XOpOLIeH
nepenocumoct y BUY-uHQUUHPOBaHHBIX MALIMEHTOB.

Taxponumyc

OpHOBpeMEHHOe IPMMEHEHHEe OMENpa3ojia MOXET YBEIMIUTh KOHLCHTPALHIO
TaKpOJIMMYCa B CBIBOPOTKE, YCHIICHHbIH MOHUTOPUHT KOHIIEHTPALMK TaKpOJIUMyCa, a
TaKKe QyHKIMK MoyeK (KIMPEeHC KpeaTMHUHA) N0JDKeH MPOBOAUTECS, U IIpHU
He0oOXOUMOCTH KOPPEKTHPYETCs T03MPOBKA TaKpOIUMYyCa.

Memompexcam

Korza MeTOTpeKcaT MPUMEHSIIOT C HHTHOUTOpaMy IPOTOHHOH TIOMITbI, Y HEKOTOPBIX
MaIHEHTOB YBEINUMBAETCS KOHIIEHTpAllUs MeToTpeKcaTa. IIpi BEICOKMX N03ax
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4.6. @epTHIABHOCTDH, 6€PEMEHHOCTD H JAKTALHSA

4.6.1 bepeMeHHOCTh

Pe3ynbTathl psiia ucciie10BaHUA MPOAEMOHCTPUPOBAIIN, YTO OMENPA30Jl HE OKa3hIBAET
HEeraTUBHOTO BO3ACHCTBUS Ha OEPEMEHHOCTh WU Ha 37J0pPOBBE
IUI0/1a/HOBOPOXKICHHOTO, B CBSI3U C YeM OMEIPa30Jl MOXKeT OBITh UCIIOJIB30BAaH BO
BpeMsi OepeMEeHHOCTH.

4.6.2 Jlaktauus

Owmernpa3on BIAENSETCs C TPYJHBIM MOJIOKOM, OJJHAKO MPH UCIIOJIE30BaHUH
PEKOMEHIOBaHHBIX TEPANeBTUYECKUX TO3UPOBOK HE OKa3bIBaeT HEraTUBHOT'O BIUSHUS
Ha peOeHka.

Hcnonp3oBanue omenpasoia BO BpeMsi 0epeMEHHOCTH U B TIEPHOL KOPMJIEHHUS TPy IbEO
BO3MOJKHO TOJIBKO I10CJI€ TIIATEIbHOM OLEHKH COOTHOIIEHMUSI TTOJIB3bI U PUCKA.

4.7. Biusinne Ha cIOCOOHOCTH YNPaBJISTh TPAHCIIOPTHBLIMH CPeICTBAMH H
padoTaTh ¢ MEXaHH3MaMH

Biusinue Ha ciocOOHOCTH BOXKICHUSI aBTOMOOHIISL M yTIPaBJICHUS] MEXaHU3MaMH:
npenapar B OOJBIINHCTBE CIIy4aeB He OKa3bIBA€T BIMSIHUSA HA CIIOCOOHOCTH BOXKICHUS
aBTOMOOWIIS ¥ YIIPaBIICHUs ABIKYIIIUMHECS MexaHu3MaMi. OTHaKO B PeAKUX CIIydasx
MOT'YT BO3HUKATh TaKue M0OOYHbIE peaKluu, Kak roJIOBOKPY)KEHHE, HApyIICHUs
3penus. [Ipy BOSHUKHOBEHUH MOJJOOHBIX HApYyLIEHUH MAMEHT AOJDKEH BO3EPIKAThCs
OT BUJIOB JI€SATENIBHOCTH, TPEOYIOIIMX MOBHIIIEHHOW TOYHOCTH M KOHLIEHTpaI[HeH
BHUMaHMSL.

4.8. HexxesaTesibHbIE peaKIHH

4.8.1. Pe3tome npoduis 6€30macHOCTH

HawnGonee gacTeiMu no6o4unbiMu peakiusimu (1-10 % manueHToB) sSBISIOTCS FOJIOBHAS
0o11b, 60K B XKUBOTE, 3aII0p, AUAPEs], METEOPH3M, TOLIHOTA, pBOTA. B pexux ciydasx
MOTYT BO3HMKATh CJIEAYIOLIME, 0ObIYHO 0OpaTUMbIE, TOOOYHBIE SIBICHHUS.

4.8.2 Pe3tome B popme TabGIHIbI HEXENATENbHBIX PEAKIIHH.

HacTora moGOYHBIX peakIUii IPUBE/IeHa B BUJIE CIEAYIOLIEN IPafaliii: OYeHb YacTo
(=1/10); wacto (>1/100, <1/10); newacto (>1/1000, <1/100); peaxo (>1/10000,
<1/1000); oyens penxo (<1/10000); Hen3BecTHO (4aCTOTA He ONpeieIeHa).
Kpoeemeopnas u numgpamuyeckas cucmemol: PeIKO: TEHKONEHUS,
TPOMOOLIUTONEHUS; OUY€Hb PEJIKO: arpaHyJIOLUTO3, IaHIUTOIICHHUS.

HmmyHnnas cucmema: pefKo: peakiuy TUIepUyBCTBUTEILHOCTH, HalIPHMeED,
JUXO0paZika, aHTHOHEBPOTHYECKHUH OTeK U aHAQUIAKTHYECKUE PEaKIIUHU/IIIOK.
Memabonuszm u numanue: peaKo: FrUNOHATPUEMHS; HEU3BECTHO: THIIOMAarHUeMHsl,
KOTOpAas B TSDKEJIBIX CIIyYasiX MOXKET MPUBECTH K TMIOKAIbIUeMHH. [ uioMarauemMus
TaKXXe MOXET OBITh CBSA3aHa C THITOKATHEMHEMN.

[cuxuueckue paccmpoticmea: HedacTo: GECCOHHHUIIA; PEAKO: BO3OYKIEHUE,
CIyTaHHOCTH CO3HaHMsl, IEIIPECCHS]; OUEHB PEJIKO: arpeccusl, FaJUTFOIMHALIMH.
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Hepenas cucmema: 9acto. TojloBHas 00J1b; HEYACTO: I"OJIOBOprj;I:eHI/Ie, COHJIUBOCTB,
MapecTe3uy; PeAKO: UCKaXKeHHUe BKYCOBBIX OLIyIleHuid. /5 0 7 £ -9 7 2
Opzanbel 3penus: peaKo: HEYETKOCTh 3PEHUS. | T
Opzanvl cnyxa u cucmema 1abupunma: HEYaCTO: BEPTHUIO.
Opaanvl Obixanust, 2pyOHOT KNemKu U cpedoCmeHus.: PeIKo: OpOHXOCTasM.
Kenydouno-kuuwieunvlii mpakm: 4acTto: 607b B )KUBOTE, 3a110p, AXApes, METEOPU3M,
TOIIHOTA, PBOTA, MOJIAIIBI XKeTyaKa (100pOKaueCTBEHHBIE); PEIIKO: CYXOCTh BO PTY,
CTOMATHT, ey JOYHO-KUIIEYHBIH KaHIUI03; HEU3BECTHO: MUKPOCKOMMYECKUH KOJIHT.
[enamobunuapuas cucmema: HeYacTo: TOBIIICHHE YPOBHs MEY€HOYHBIX PEPMEHTOB;
PEMIKO: TEMaTHUT C XKEITYXOH UK 6e3; OueHb PeKo: eYeHOUHas HeJOCTaTOUHOCT,
sHIIe(hANONaThs y MALUEHTOB C yXe CYIIECTBYIONUMHU 3a00IeBaHUAMH TIEIEHHU.
Kooica u noOKodCHas kKiemyamka: He4acTo: IepPMaTHT, 3y, Chblllb, KpalMBHULIA,
pezKo: anorenus, pOTOCEHCUOMITH3AINS; OUeHb PeaKO: MyIbTA(POPMHAs IpUTEMA,
curzpom CtuBeHa-/PKOHCOHA, TOKCHYECKUH SMUepPMATIbHBIM HEKPOJIH3.
KocmHo-muluieuHas u coeduHUumensHas mKany.: HedacTo: IepenoMbl 6eapa, 3arscTss,
MO3BOHOYHKKA; PEKO: apTPAJITHsl, CHAITHS; OYeHb PEIIKO: MbIIIeYHast Cl1aboCTs.
Touku u Moueewl8005ujue nymu: PEIKo: TyOyTOMHTepPCTUIIHATBHBIA HEPHUT (C
BO3MOYKHBIM [POTPECCHPOBAHUEM [0 IOYEYHOH HEJOCTATOYHOCTH).
PenpodyKmuenas cucmema u MOJOUHbIE Jiceile3bl. OUEHb PEIKO: THHEKOMACTHL.
Obujuie HapyuieHus 1 COCMOSHUE MECMA 86e0eHUA NTEKAPCMBEEHHO20 CPeOCmea:
HEYacTo: HeOMOraHue, neprudepruueckue OTeKH; PEIKO: MOBBIIICHHAs IOTIMBOCTD.

4.9. Ilepeno3npoBKa

CHUMIITOMaMH [epeI03UPOBKY SBIISIOTCA HapyIIeHUe 3peHNUs, COHJIUBOCTD,
BO30YyK/IeHHE, CITyTAHHOCTh CO3HAHMsI, FOJIOBHAs 6071b, TIOBBIIIIEHHE TIOTOOTAEIEHUS,
CYXOCTB BO PTY, TOLIHOTA, aPUTMHUS.

CriepUeCKOro aHTHAOTa He CYIIECTBYeT. JIeueHne CUMITOMAaTHIECKOE. B cBsizu C
TeM, 9TO 3HAYUTENIbHAS YacTh JIEKapCTBEHHOTO CPEJICTBA B IJIa3Me HaXOAUTCH B
CBS3AHHOM C GEJIKOM BH/IE, FTeMOAUAIN3 HEOCTATOYHO (P (PEKTHBEH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

dapmakoTepaneBTHYECKasi rpynna:

JlexapcTBeHHbIE CPEICTBA, IPUMEHIEMBIE JULS JIEUCHHS NENTUYECKON SA3BbI U
racTpodsodareansHOM pedmoKCHON OOoNe3HH. MHrubUTOpHI MPOTOHHOI'O HAcoCa.
Kon ATX. A02BCO1.

5.1 ®apMaKoAMHAMUYECKHE CBOWCTBA

OMemnpa3oil aKTUBU3UPYETCs B KUCIION CPeJie, npeobpasysick B IPOU3BOTHOE
cynbheHamuzia, KOTOpoe HeOOPaTUMO CBA3BIBAET H'K' - AT®-a3y, pepMEHTHYIO
chcTEMY, OOHAPY)KEHHYIO Ha CEKPETOPHOU MOBEPXHOCTH [aPUETANBHBIX KICTOK. Orto
6IIOKMpYET 3aKITI0UUTENbHbIN 3Tall TPAHCIIOPTa HOHOB Boziopo/a (ToCPeCTBOM
06MeHa Ha MOHBI KaJIus ), TAKAM 00pa3oM UHIUOMpPYsl CeKPELHIO KMCIOTBL. Omernpazon
CHUJKAeT ypoBeHb 6a3allbHOM M CTUMYJIMPOBaHHOU CEKPELMU B HE3aBUCUMOCTH OT
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" (OpPMBI CTHMYJIALHH. TTocre OJTHOKPATHOTO MpUEMa JIEKapCTBEHHOI'O CpeIlCTBa B}-I;yIpI:
NIeCTBHE HACTYIAET B TEUYEHHUE IIEPBOTO Yaca U MpojoinkaeTcs 24 Jaca, MaKCHMYM -
s dekra gocTuraercs yepes 2 yaca. Y GONBHBIX C S3BEHHON OONE3HBID ., . .,
JIBEHAIIATUIIEPCTHOMN KHUIIKU npueM 20 Mr omenpasona HOI[,ZIep)I(PIBaeT
BHYTpIkenynounbii pH > 3,0 en. B Tedenue 17 gacos. Ilociie nmpekpaiieHus mpueMa
JIEKapCTBEHHOT'O CPEJICTBAa CEKPETOPHAasi aKTUBHOCTD ITOJIHOCTBIO BOCCTAHABIMBACTCS
gepe3 3-5 CyTOK.

Bcenencrere CHIDKEHHS CEKpeLi KUCIOTh U BHY TPHXKEILy JOUHON KUCIIOTHOCTH
OMEMpPa3oil B 3aBUCUMOCTH OT JO3bI CHI)KAET/HOPMaJIU3y€eT KUCIOTHOE BO3/ICHCTBHUE
Ha MUILEBOJ Yy AllMEHTOB C racTpo33odarealbHON peQIrOKCHON OO0JIE3HEIO.

Bo Bpewmsi JieueHus: OMENpPa30ioM Taxuuiakcus He HabIroanack.

H. pylori accouuupyercs ¢ si3BeHHO 00JIe3HBIO0, BKITIOYAsS S3BY ABEHAILATHIIEPCTHOM
KUIIKY 1 xKenyaka. H. pylori siBiasieTcs ocHOBHBIM (pakTOpOM pa3BUTHs racTputa. H.
pylori BMecTe ¢ ey 1T04YHOM KHCIIOTO#H SIBJISIFOTCS. OCHOBHBIMU (haKTOpaMK pa3BUTHUS
A3BeHHOH 6one3nu. H. pylori siBnsieTcst OCHOBHBIM (DaKTOpOM pa3BUTHS
aTpo(pUIECKOro racTpuTa, KOTOPBII CBA3aH C MOBBIIIEHHEIM PUCKOM Pa3BUTHS paka
KelyaKa.

Opanukauus H. pylori omenpa3onoM i mpoTHBOMUKPOOHBEIMHE ITperapaTaMy CBs3aHa ¢
BBICOKHMH I10Ka3aTEJSIMU 3a)XUBJIEHUS U JUIUTEIBHOW PEMUCCHUEN SI3BEHHOU 00JIe3HH.
JIBoiiHas Tepamnus ObLIa MpoBepeHa U oKazajachk MeHee 3 PEeKTHBHOM, YeM TpOiHas
tepanus. OqHaKO, €e MOXKHO HUCIIOJIb30BAaTh B TEX CIIydasX, KOr/Ia HAIHYHue
TUIEPYYBCTBUTEIEHOCTH UCKIIFOYAET UCIIOIB30BaHUE 000U TPOMHOM KOMOMHALIUH.
Bo BpeMsi ATIMTENBHOTO JICYEHUS] OMETPA30JIOM HKEJTY0UYHbIE KUCTHI
PETUCTPHUPOBAIIUCE C HECKOJIBKO OOJbIIeH YaCTOTON. DTH H3MEHEHUS SBIISIOTCS
(pU3HONOTUYECKUM CIIEICTBUEM BBIPaXEHHOTO HHIHOUPOBAHKS CEKPELUH KHCIIOTHI,
SABJIAIOTCS 1OOPOKAa4eCTBEHHBIMH H, II0- BUIHMOMY, 00paTHMBIMH.

CHmKXeHue KUCIIOTHOCTH JKeITyOYHOrO COKa MPH IMPUMEHEHUH MHIHOUTOPOB
MPOTOHHOM ITOMIIBI YBEJIMYUBAET KOIUYECTBO JKEIYJOUHbIX OakTepuii, 00BIYHO
NPUCYTCTBYIOILIUX B XKEJIyI0YHO-KUILLIEYHOM TpakTe. JleueHue mpenapaTamu,
CHIDKAIOIIUMH CEKPELUIO KUCIIOTHI B XKeIyKe, MOXKeT IPUBECTH K ClierKa
MOBBILICHHOMY PUCKY K€Ly JOYHO-KUIIEUYHbIX UH(EKIUH, BBI3BAHHBIX OaKTEpHUSIMHU
poxa Salmonella spp. u Campylobacter spp., a y TOCIHTaTH3MPOBAHHEIX MAL[MEHTOB,
BO3MOXKHO, Takoke Clostridium difficile.

Y HEKOTOPBIX MAIllMEHTOB (KaK JeTel, Tak U B3POC/IBIX) IIPH JJIHTEILHOM JIUEHUH
OMeIpa30JioM Habro1aI0ch yBeaudyeHune konudectna kietok ECL, Bo3aMoxHO,
CBSI3aHHOE C MOBBILIEHHEM ChIBOPOTOYHOI'O YPOBHS racTpuHa. [lomyueHHble JaHHBIE
HE UMEIOT KIIMHUYECKOTO 3HAaYEeHHSI.

IIpuMeHeHne 1eKapCTBEHHBIX CPECTB, MOAABIISIOINX CEKPELMIO CONSHON KUCIIOTEHI,
COIIPSDKEHO C OTBETHBIM ITOBBILIEHUEM YPOBHS CHIBOPOTOYHOI'O I'aCTPHHA.

IIpu cHMKEHMH KUCTIOTHOCTH JKEIyI0YHOIO COKA yPOBEHb XpPOMOTpaHUHa A
TIOBBIILIACTCS, YTO MOXKET MCKaXKaTh Pe3yJIbTAaThl UCCIIEIOBAHUMA ITPH MMPOBEACHUN
JTMArHOCTHYECKOTO 00CIIeJOBAHMUS C 1IEJIBI0 BEISBIECHUS HEWMPOSHIOKPHUHHBIX
omyxojei. JlocTynHble onmyOIMKOBaHHbIE JaHHBIE MPEATIONAraoT, YTO IPHeM
MHITHOUTOPOB MIPOTOHHOM MOMITEI CJIEyET MPEKPATHTD B IIPOMEXYTKE OT 5 110 14 nHel
10 IJTAaHUpYeMOro usMmepeHus ypoBHsl CgA. DTo mo3BoIsieT HOPMaIM30BaTh YPOBEHb
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XPOMOTpaHUHa A 10 HOPMAaJBHBIX 3HAYeHHUH, KOTOpble MOFY T OBiTE=
JI0>KHOIIOJIOXKHUTENBHBIMH TIOCIIE TIPHeMa UHTUOUTOPOB IIPOTOHHOM ITOMITHI.
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5.2 ®apMaKOKUHETUYECKHUE CBONCTBA

Abcopbyus

OMernpa3osi HEyCTOWYUB B KMCIIOHN CpeJie ¥ TI09TOMY IIPUHUMAETCs BHYTPb B BUIE
KHIIEYHOPACTBOPMMBIX TPaHyII B Karcynax uix Tabnetkax. Omenpasoi ObicTpo
abcopbupyeTcsi, MaKCUMallbHas KOHIIEHTPALKS B MJIa3M€ JIOCTUTACTCs
npuGIM3UTENBHO Yepe3 1-2 Jaca moce nprema. BeackiBaHHE MPOMCXOIUT B TOHKOM
KUIIEYHUKE ¥ OOBIYHO 3aKaHUMBaeTcs B TeueHue 3-6 qyacoB. OTHOBpEMEHHBIN IPHEM
[UIIA He BIUSET Ha 6M0A0CcTymHOCTb. [locne mpreMa OJHOKPATHOW 103l OMENpa3oia
6HOOCTYIHOCTB cocTaBisieT okono 40 %, mocie MOBTOPHBIX /103 YBEIMINBACTCA 110
60 %.

Pacnpeoenenue. O6beM pacnpesielieHH st COCTABISET OKOJIO 0.3 n/kr maccsel Tena,
CBSI3BIBaHME C GeKaMy TIa3Mbl OMENpasojia CocTaBsieT oKoio 97 %.

Mema6onuzm. OMenpa3zolt MOJTHOCTHIO METabO0U3UPYeTCs TUTOXPOMOM P450 (CYP).
MeTabom13M JIeKapcCTBEHHOTO CPECTBA 3aBUCUT OT TOJMMOPYHOTO crenupuIecKoro
mzopepmenta CYP2C19, koTOpBIi OTBEYAET 32 o6pa3oBaHre OCHOBHOTO METabOHTa -
ruapoKcHoMenpa3osia. MeTabonu3M OCTaBILICHCs YaCTH 3aBUCHT OT Opyrou
crieruduueckoit uzopopmsl, CYP3A4, KOTOPEIH OTBEYALT 3a oOpa3zoBaHue
omMenpasosna cyibdoHna. M3-3a Toro, 4To OMenpaso KOHKpETHO HHTUOUpyeT
CYP2C19, cymecTByeT prCK MeTab0IMYECKOrO B3aUMONSHCTBHS MEXLY
OMeIpa30NioM U APYTMMH BElIeCTBaMH, METa00NIM3M KOTOPBIX CBSI3aH C CYP2C19.
Opuaxo B cBsi3u ¢ HU3kuM cpoactBoM k CYP3 A4, omenpason He UHTHOUpYET
meTtabonusM apyrux cy6oerparoB CYP3A4. Kpome Toro, Uit OMenpasosia XapakTepHO
OTCYTCTBHE MHIHOUpYIOIIEero 3 dexra OTHOCHTEIHHO OCHOBHBIX depmentos CYP.
Oxko1o 3 % npecTaBUTeNel eBPOIIEOUTHON Packl U 15-20 % ypoxkeH1ieB A3MU UMEIOT
CHIDKEHHYIO aKTMBHOCTH (ByHKIIMOHANBHOTO N30(epMeHTa CYP2C19, xoTophIX
HA3BIBAIOT «MEIJIEHHBIMH METab0IM3aTOpaMm», MeTaboIM3M OMeNpa3oia, BEpOsITHO,
POMCXOAUT NPEUMYIIECTBEHHO 3a CUET CYP3A4.

[Tociie OBTOPHOTO pa3oBoro nprema 20 Mr omenpasona B CyTKH, AUC (nnowmans 1o
KPUBOM «KOHLICHTPAIUA-BPEMS») Y «MEIEHHBIX MmeTabonu3aroposy Bele B 5-10 pas,
a cpenHss Cax B IIIA3Me KPOBH BbILLIE B 3-5 pas, YeM y CyOBbEKTOB UCCIIENOBaHMUS C
dyukumonansasM hepmentom CYP2CI9. DTH pe3ysbTaThl He BIUSIOT Ha BBIOOP
peXxuMa JO3UpOBaHHs OMeNpasoa.

Buigedenue. Tlepyro1 Moy BbIBEIEHHS OMENpa3oia 13 MiiasMbl KpOBH IIOCIIE PUEMa
OZHOKPATHOM /10351 X TIOBTOPHBIX /103 OOBIYHO COCTABIISET MCHBLIE 1 yaca.
OMenpa3o MOJHOCTBEO BBIBOMTCS U3 TLIa3Mbl KPOBH B IIPOMENKYTKAX MEKIY
[preMaMH JIEKapCTBEHHOTO CPE/ICTBa, 6e3 TeHASHIMH K KyMYJISIHIH, IOCIIe npuema
OJIHOKPATHOM CyTo4HO# 103b1. [Tourn 80 % MepopaIbHO MPUHSATON 103bI OMENpPa3oia
BBIBOJMTCS B METaBOIN3MPOBAHHOM BUJIE C MOYOH, OCTAJIbHASL HACTh - C KAJIOM, B

OCHOBHOM JKEITYE0TACICHUEM.

AUC omernpa3oiia yBeJIU4UBAETCS IIPH ITOBTOPHOM BBEJICHUH. DTO yBEeIUYEHHE
ABJISIETCS I0303aBUCHMBIM M IPUBOIHT K HenuHelHo# 3aucumoctit AUC 0T 10351
IIp¥ MHOTOPa30BOM NpUEME JIEKapCTBEHHOTO CPEACTBA. Taxast BpeMEeHHas M J1030Bast

3aBUCUMOCTBH SBJISIETCS CJIEACTBUEM CHUIKCHUA MeTa6qmd3Ma.,11pgl_ TIEPBOM
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" IPOXOJKIEHUH, a TAKKE CHIDKEHHEM CHCTEMHOTO KJIUPEHCa, BBI3BAHHOTO BEPOSTHO
TeM, YTO OMENPa30JI /UK ero MeTaboIUThI (HarpuMep, CyJIb(hOH) HHIHOHPYIOT
dbepment CYP2C19. Hu onun 3 MeTaboJIUTOB OMENpa3oia He BJIMSIET Ha cexpeumo
KeITyI0YHOU KUCJIOTHI. 2347 B-202 7
[leyenoynas HedocmamouHoOCMb.

Y nanueHToB ¢ qucyHKIHEH nmeueHn MeTaboIiu3M oMerpasoia HapyIaeTcs, 4To
npuBoauT K yBenudeHuro AUC. Omernpa3on He KyMyJIUPYeTCsl B OpraHu3Me IIpu
OJIHOKPaTHOM €)XeJJHEBHOM NPUMEHEHUHU.

Hapywenue ¢ynkyuu nouex.

Y GONBHBIX CO CHIDKEHHOM (yHKIHEH moyek hapMaKOKMHETHKA OMETPa30Iia, B TOM
YKCJIE CUCTEMHAasi OMOOCTYITHOCTh U CKOPOCTh BHIBEIECHHS, HE H3MEHSIOTCA.
layuenmuor nooicunozo eospacma. (75-79 net). Ckopocts MeTaboiu3Ma oOMernpasosa
YMEHBIIAETCS Y JIFOAEH MOXKUIIOTO BO3pacTa.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHp BcnoMorareibHbIX BEIECTB
MannuTon

JlakT03a MOHOTHApAT

Harpus naypuncynbsdar

besBonneIi nuHaTpus ruapodochat
Caxapo3sa

Caxaposa (25/30)

["'unpomensosa (6¢ps)

MetakpunoBoii Kuca0ThI comomumep Tuna C
Hartpus runpoxcun

Maxkporon 6000

OuuILeHHBIH TalbK

Turana nuoxcun (E 171)

Kenamunosas kancyna:
Bona

Merunnapaben (E 218)
ITponunnapaben (E 216)
XKenarun

Hatpus naypuncymnsdar
Kapmyasusn (E 122)

6.2. HecoBmecTumocTn
He npumenumo

6.3 Cpok rogHocTn
3 rona.

6.4. OcoOble Mepbl NPeIOCTOPOIKHOCTH NPH XpaHeHHH

T e n\’“"w 2y 1
(_.“S}E‘AE:A‘»(,cJC);“\,‘!“ ;
MUHUCTEPCTBOM 3[IPABOOXPAHEHNSA }
PECITVBJIMKHA BEJIAPYCH i
TEPCTBa 3APABOOXPAHEHHUS |

Peonrybanku Benapyes ! 11
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XpaHuTh pU TEMIepaType He Bhiie 25 °C B 3aIIMIIEHHOM OT CBETA U BJIar¥ MecTe.
239765-2022
6.5. XapakTep u coaepixaHHe NEPBHYHON YIAKOBKH
ITo 10 xancyn B aJFOMUHHUI/aTIOMUHUEBONM KOHTYPHOU STUEUKOBOM YITaKOBKe UITU B
amoMHHU/ amomMuHreBoM cTpurie. [1o 3 KoHTypHBIe STYeHKOBBIE YIAaKOBKH WA 3

CTpHUIIa BMECTe C HHCTPYKLUEH N0 METUIIMHCKOMY MPUMEHEHLIO TIOMEIIAIOT B MAUKy
U3 KapTOHA.

6.6 Ocobbie Mepbl NPEAOCTOPOKHOCTH NPH YHHYTOKEHHH HCII0JIb30BAHHOIO
JIEKAPCTBEHHOr0 NMpenapaTa M 0TX0/I0B, MOJYYeHHbIX M0CJ/Ie IPHMEHEeHHU
JIEKAPCTBEHHOT0 Mpenapara, u Ipyrue MaHHMYJISIHH ¢ TPenapaTom

HeT oco6bix TpeboBaHMit

YcnoBus ornycka

[To peuenty Bpaua

7. IEPXKATEJIb PETUCTPAIITMOHHOI'O YAOCTOBEPEHUSA

J-p Pepu'c JlaGoparopuc JItx, 8-2-337, Poan Ne 3, banbsipa Xuic, Xatinepaban,

Nupus, ten. +91 40 4900 2900, dakc +91 40 4900 2999, snexTpoHHas movra:
mail@drreddys.com

7.1 lpeacraBuTeib Aep:KaTe/isi periCTPALHOHHOIO Y10CTOBEPEHHsI
IIpemen3uu nompebumeneii Hanpaensms NO A0pecy:

Pecny6iuxa Benapych, [IpencrasurensctBo kommnanuu p. Pennu’c Jlaboparopuc
JIumuten (Pecy6muka Unnus) B Pecrry6muke Benapycs, yin. T:mupssesa-72, oduc
22,53, Ten. +375 17 336 17 24, 26, 28, daxc: +375 17 336 17 30.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S
No 10546/17

9. IATA IEPBUYHO PETUCTPAIIMM (TOATBEPKAEHUS

PETHCTPAIIMHU, TEPEPETUCTPALIAN)
22.02.2017 ——
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