MWHWUCTEPCTBO 3[IPABOOXPAHEHWSA POCCUNCKOWN ®EAEPALINN

MHCTPYKUMA
No MEANUMHCKOMY NPUMEHEHWIO NNEKAPCTBEHHOIO MPEMAPATA

Owmenpason
PerucTpaumoHHblii Homep: JM-006414
Toprosoe HaMmeHoBaHue: Omenpason.
MeXayHapogHoe HenaTeHTOBaHHOe WUNK rp: omenpasor.
TNekapcTBeHHas chopma: nvodunusat ans npmroroanenwa pacTeopa Ans UHY3uii.

CocTas

CoctaB Ha 1 ¢hnakoH

Heticmeyiouwjee sewjecmeo: omenpasona Hatpusi MoHoruapat 44,6 Mr B nepecdete Ha omenpason 40 mr
BcriomozamernbHble sewecmea: anHaTpus apetata auruapat 1,5 mr, Hatpusi rugpokeua go pH 10,5-11,0.
Onwucanue. Mopowok Unu nopuctas mMacca ot Genoro 4o Genoro ¢ XenToBaTbiM OTTEHKOM LiBeTa.

P! rpynna: xenes Xenyaka cekpeuuto noHwxkarwllee cpeacTBo - NPOTOHHOro Hacoca VIHI'VIGMTDP.
Kog ATX: A02BCO1.
cBoiCcTBa

®apmakoduHamuKa
Omenpa3son npeacTasnser coboit PaLeMUUECKyi0 CMECh ABYX SHAHTUOMEPOB, CHIKAET CEKPELMIO COMSIHOM KUCMOTLI B XKenyake 3a cyeT
CneunduIeckoro MHIMGMPOBAHMS MPOTOHHOTO HAcoCa B NapUeTanbHbIX KNeTkax CM3NCTon oGonoukm xenyaka. Mpy HasHaueHnn oauH pa3
B CyTKW npenapar GbICTPO AeiCTBYeT M GROKMPYET 3aKMIOYUTESNbHBIA 3Tan CEeKpPeLMn KUCMOThl B XKeNy/ke, HE3aBMCUMO OT MpUpoabl
pasgpaxuTens.
Owmenpa3on sBnseTcs cnabbiM OCHOBAHMEM, HaKaNIMBAETCA U NPEBPALLAETCA B akTUBHYIO (hOPMY B KICIION Cpeae CEKPETOPHBIX kaHarbLes
napueTarbHbIX KIETOK CIM3NCTON 0BONoYKM Xenyaka, rae WHMbupyet dhepmeHT H'/K - AT®dasy (NpOTOHHBLIN Hacoc).

BHyTpUBEHHOE BBEZIEHNE OMENpa3sona Bbi3blBAeT [0303aBUCMMOE MOAABMEHNE CEKPELMM COMSIHONM KUCOTLI B Xenyake yenoseka. [ns
[OCTVKEHNS! BbICTPOTO CHIWKEHWSI KUCMIOTHOCTU KENyAOYHOrO COKa PeKoMeHAYeTcsi BHyTpuBeHHoe BBefeHne 40 Mr omenpasona.
AHTVCEKPETOPHBIA 3PdEKT NoAAePKMBAETCS Ha NPOTSHXKEHUN 24 4acoB.
CTeneHb yrHeTeH1s CeKpeLnm CoNAHOI KUCMOTbI NPONopLMOHarnbHa NnoLaav Noj KpUBOW «KoHUEHTpaumus-spemsa» (AUC) omenpasona, Ho He
33BUCUT OT HEMOCPEACTBEHHO KOHLIEHTPaLUMN npenapara B nnasme KpoBu.

Bo Bpemsi Tepanu1 OMEnpasonom passuTUs Taxudunakcun He Habrioaanocs.
BnusiHue Ha Helicobacter pylori
Helicobacter pylori B codeTaHui C NOBbILIEHHOW NPOAYKLMEN CONSHOM KMCNOTbI SBNAETCS BakHbIM (PaKTOPOM B NaToreHese A3BeHHON

GorleaHn, BKIIO4as S3By Kenyaka M A3sy ABEHaAUATUNEPCTHOW KAWKW. H. pylori Tawke ABMAETCA MPUYUHON BOSHUKHOBEHUS racTpuTa,
B TOM 4nCe aTPOMHECKOro, KOTOPbIA CBS3aH C NOBBILIEHHLIM PUCKOM Pa3BUTWS paka xenyaka. Opaaukauus H. pylori B pesynstate
NPUMEHEHUsI OMENpa3ona B COYETaHUM C MPOTUBOMUKPOBHLIMM CpeAcTBaMi 0BEecnednBaeT ANUTENbHYIO PEMUCCUI0 MENTUYECKNX 538
W BbICOKME MOKA3aTeNN BbI3[OPOBMEHMUS NaLMEHTOB.
Hpyaue aghchekmel, ceszaHHbIe ¢ GIIOKUpPOBaHUEM CeKpeyuu COJSHOU KUCIombl

MpuMeHeH1e NekapCTBEHHBIX Mpenaparos, NOAABSIOLMX CEKPELIMIO COMSIHON KUCTOTbI B XKEMNy/AKe, B TOM YUCAE UHIMBUTOPOB MPOTOHHOMO
Hacoca, MPUBOANT K NOBLILIEHNIO POCTA HOPMANbHOA MUKPOMIIOPb! KULIEYHMKA, YTO MOXET MPUBOANTL K HE3HAYNTENbHOMY YBENUYEHMIO
pUCKa PasBUTUS KULIEYHBIX UHCDEKLWIA, Bbl3BaHHbIX GakTepusmu poga Salmonella spp. u Campylobacter spp., @ y rocnutanu3MpoBaHHbIX
nauueHToB, BeposiTHO, Takke baktepwei Clostridium difficile.

Mp¥ ANUTENLHOM MPUMEHEHNM OTMEYAETCS MOBBILIEHHAA YacToTa OGPAa30BaHNs KENEe3NCTbIX KUCT Xenyaka, YTo SBNseTcs huanonorm-
YECKUM CEACTBUEM BbIPAKEHHOTO UHIMBUPOBAHWS CEKPELIMN COMSIHOM KUCTOTbI, HOCUT A0BPOKAYECTBEHHBIN XapaKTep.

BCriencTeue CHINKEHUS CEKpeLI CONSIHOM KUCTIOTbI MOBBILIAETCS KOHLIEHTpaLWMs xpomorpaniHa A (CgA) B nnasve kposy. MoBbILLEHHE KOHLIEHT-
paumm CgA B nnasme KpOBU MOXET OKasbiBaTb BIMSHWE Ha Pesyrktartsl 0BCrefjoBaHMi ANs BLIABNEHNS HEiPOSHAOKPUHHLIX OnyXomned.
Y feTeit 1 B3POCHbIX NALMEHTOB, ANUTENLHO MPUHAMABLLMX OMENPasor, OTMEYanoch yBernMyeHe KommYecTsa SHTepOXpoMaddUHONONOGHBIX
KIETOK, BEPOSITHO, CBSI3aHHOE C YBENMYEHNEM KOHLIEHTPALIM FaCTPUHA B CbIBOPOTKE KPOBU. KIMHNYECKOI 3HAYMMOCTI AaHHOE SIBMEHNE HE MMEET.
®apmakoKuHemuka
PacnpedeneHue. O6bem pacnpeaeneHus y 3nopoBbix 4obposonbLes coctasnsiet 0,3 N/kr, CXoAHbI nokasaTens onpeensieTcs y nayueHTos
C MOYEYHOI HEJ0CTATOMHOCTBIO. Y MALMEHTOB MOXMIIONO BO3PACTA U Y NALMEHTOB C MEYEHOHHON HE0CTaTOMHOCTLI0 0BBbEM pacnpeaeneHms
HECKOMbKO CHIkeH. Omenpason cessbiBaeTcs ¢ 6enkamv nnasmbl NpubnuantensHo Ha 95 %.
Mema6onusm. Omenpason noaBepraeTcs MONHOMY MeTabonuaMy € y4acTem cuctemsl uutoxpoma P450 (CYP). OcHoBHasi 4acTb
MeTtabonuaupyeTtcs npu yyactum cneumdudeckoro nonumopcHoro nsogepmenta CYP2C19, koTopbiii oTBEYaeT 3a o6pasoBaHie OCHOBHOMO
MeTabonuTa - ruapokcuomenpasona. MeTabonuam OCTaBLIENCs 4YacTin ocyllecTsnsieTcs usothepmeHtom CYP3A4 ¢ obpasosaHuem ome-
npasona cynbgoHa. MeTaGonuTel He OKa3bIBAKOT BNSHUA HA CEKPELMIO COMSHOM KUCTOTLI B XKenyake.

MpuvmepHo 3 % esponeiiueB n 15-20 % xuTeneir A3uM WUMEIOT CHKEHME (DYHKUMOHANLHON akTuBHOCTU chepmerta CYP2C19
(«menneHHble» meTabonuaaTopsl), y Takux Nvu, Metabonuam omenpasona fnaeHeIM 06pasom npoucxogut ¢ ydactrem CYP3A4. Mocre MHOrok-
paTHbIX HasHayeHWi omenpasona B gose 20 mr B cyTku cpeaHss AUC 6bina B 5-10 pa3 Bblle Yy «MeANEHHbIX» MeTabonmaaTtopos, Yem
Y NnL C HopMarnbHoW akTueHocTelo CYP2C19. CpenHee 3HaueHMe MaKCMamnbHOW KOHLEHTpaLmu omenpasona B nnasme Tawke Gbino Bbilue
Y «MefneHHbix» MeTabonuaatopos B 3-5 pa3. OTv paanuuns He TPeGyloT KOPPEKLMN Pexvma [J03MpoBaHUs OMenpasona.
BbigedeHue. Tepuoa MonyBbIBEAEHUS MOCTIE BHYTPUBEHHOTO BBEAEHWUSI COCTABSIET 40 MUHYT U HE W3MEHSIETCS MPU ANUTENBHOM EHEHUN.
O6LumMiA  NnaameHHbIi  knupeHe coctasnsier 30 - 40 n/4 nocne opHokpaTHoro npuema. OMenpason MOMHOCTbIO BLIBOAWTCA W3 NNasmbl
B Te4eHMe CyTok rocrie ero BeeaeHusi. AUC omenpasona yBenuyMBaeTcsi npu MoBTOPHOM BBEAEHMU. OTO YBENMYEHUE HOCUT [0303aBUCHMBIN
XapaKTep 1 CBA3aHO CO CHIDKEHWEM BbIDAXKEHHOCTU d(hheKTa «MEepBOro MPOXOKAEHNS» YEPes NedeHb, BEPOSTHO, BbI3BAHHOMO MHMVGUPOBaHNEM
epmerta CYP2C19 omenpasonom wvnu ero metabonuramu.
Okono 80 % OT BHYTPUBEHHO BBEAEHHOI [03bl BLIBOAUTCS B BUAE METAaBONUTOB MOYKAMM, OCTamlbHasH YacTb - KULLIEYHMKOM.

Ocoﬁb:e nonynsyuu nauyuexmos

c neyenu. MeTabonmam omenpasona y MauueHToB C HapyLlIeHNeM yHKUMIA NEYeHN 3aMeAnseTcs, YTo

npmaoum K yaenvmeumm AUC. OpHaKo, Y 9TUX MauWEHTOB OMENpason He KyMyrvpyeT Mpu BBEAEHUN OBbIMHOM A03bl OAWH pa3 B CYTKM.
[NayueHms! ¢ HapyweHuem (yHKYuu roYex. Y nauueHToB C HapylueHueM (YHKUMM NoYek (hapMakokMHETVKa, BKIOYas CUCTEMHYIo
61OOCTYMHOCTb 1 CKOPOCTL BLIBEEHNS, OCTAETCs 6E3 U3MEHEHMIA.

Moka3aHMA K NpUMEHEHUI0

B Ka4ecTse ankTepHaTVBbl NepopansMoil Tepanui OMenpasonomM Npu HEBOSMOXHOCTY ee MPOBE/EHNS Y B3POCTbIX ANS NedeHs 1 npodu-
NaKTUKK CrieayIoLnX 3aGorneBaHmii U COCTOSHAUIA:
si3BeHHan bonesHb xenyaka;
si3BeHHasi 60ne3Hb ABEHAALATUNEPCTHON KULLKM;
9PO3NBHO-13BEHHBIE MOPAXKEHWUS XKENyaKa, CBA3aHHbIe C NPUEMOM HECTEPOMAHBIX MPOTUBOBOCMANMUTENLHBLIX NPenapaTos;
9PO3NBHO-13BEHHbIE NOPAKEHNS ABEHA/ILIATANEPCTHON KMULLIKM, CBS3aHHBIE C NPUEMOM HECTEPOU/HBIX MPOTUBOBOCTIANMTENbHBIX MPerapaTos;
- CTPecCoBble 513Bbl;
- cumnToMaTnyeckas ractpoasodpareansHasi pedriokcHas GoneaHs;
- pedniokc-93oaruT;
CUHAPOM 30nnuHrepa-OnucoHa;
npochunakTMka acnupaLnn CoAEpPXNMOro Xeny/ka B AblxaTenbHble MyT BO Bpemsi OBluei aHecTeanm (CMHAPOM MeHaenscoHa).
I'Ipomaonoxa:aum
NOBbILIEHHAA YyBCTBUTEMNBHOCTb K OMENpasony, APYrMM 3amellieHHbIM GeHsMMMaasonam unm ApyruM KOMMOHeHTaMm npenapara;
conyTcTeyloLiee NpUMeHeHne HenduHaBMpa, atasaHaBmpa, aprorMHuba 1 nosakoHasona;
- O/IHOBPEMEHHOE MPUMEHeHWe C npenapatamu 38epoBosi NPOALIPABNEHHOTO;
- OOHOBPEMEHHOE MPUMEHEHNE C KNapUTPOMULIMHOM Y MALNEHTOB C MEYEHOHHOI HeJ0CTaTOHHOCTbIO;
- BO3pacT [0 18 feT (OMbIT NPUMEHEHNsI OMenpasona Ans BHYTPUBEHHOTO BBEAEHWS Y [ETeil OrpaHuieH)
C OCTOPOXHOCTLIO
OcTeonopos, MeyeHouHasi HeAOCTAaTONHOCTb, AednuMT BUTamuHa B12 (umaHokoBanamuka), npu GepeMeHHOCTW, Nepuoa rpyaHoro
BCKapMnNBaHms.
OnHOBPEMEHHOE NPUMEHEHWe C KIOMMAOTPENoM, UTPaKoHa3onomM, BapdapiHoM, LMMOCTa30NoM, AnasenamoM, (heHUTONHOM, CakBUHa-
BUPOM, TaKpOMNMYCOM, BOPUKOHA30MIOM, PUGAMMULIMHOM, KNapUTPOMULIMHOM.
Hanuune creayiolmx «TPEBOXHBIX» CUMMTOMOB: 3HAYUTENLHOE CHIDKEHWE MacChl Tena, NOBTOPSIOLLAsACA PBOTa, PBOTA KPOBbIO (remate-
ME3NC), HapyLUeHue MoTaHus!, M3MEeHeHNe LBeTa CTyna (ferreobpasHelii CTyn - MeneHa).
n npun TM U B NEpuoA rpyaHOro BCKapMNUBaHUA

BepemerHocms
Pe3ynkTarhl UCCE0BAHMIN YKa3bIBAOT Ha OTCYTCTBUE HEGNAroNpuUsTHOrO BIMSIHWS OMenpasorna Ha TeyeHne GepeMeHHOCTH, 310poBbe Nnoaa
W HOBOPOX/EHHOTO pebeHka. OMEenpason MOXHO MPUMEHsITL Npu GepemMeHHOCTU.
[Mepuod epydHoz0 8ckapmiueaHusi
OMenpasor BbIAENSETCs C rpyAHbIM MOMOKOM. OHAKO MpU MPUMEHEHWN B TEPANeBTUYECKUX A03aX BO3AENCTBUE Ha pebeHka MarioBeposiTHO,
N03TOMY OMENpPason MOXHO NPUMEHSTL B NEPUOL TPYAHOTO BCKAPMIMBAHMA C OCTOPOXHOCTHIO.
Cnoco6 npumeHeHusi U A03bI
Omenpason BBOAUTCSH BHYTPUBEHHO KanenbHo B TeveHue 20-30 MuHyT. PacTeBop mpenapata pekoMeHAyeTcsi BBOAWTL Cpady Xe focne ero
npurotosnenus. [1o3bl NofoupaloTcs MHAVBKAYansHO, MHorla Tpebyetcs BeeneHne Goree BbICOKOW [103bl. ECNM BenmMuMHa CyTOHHOM A03bl
I'lpeEbILLIaeT 60 Mr, TO 033 AOMKHA ﬁbn'b paaqenena Ha [Ba npuiema.
P pU H HOCMU ee nposedeHus:
- NPV iaBEHHOV BONe3HI XenyKa, ﬂaEeHHOVI 60reaHn ABeHaALATUNEPCTHON KULLIKY (B T.4. ANs NponnakTVki PeLAVBOB) OMENpason BBOAST
BHYTPMBEHHO KanenbHo B A03e 40 Mr oguH pas B CyTKM;
- NPN 3PO3NBHO-I3BEHHbIX MOPAXKEHMAX KEryaka M ABEHAAUATUNEPCTHOM KMLIKW, CBS3aHHbIX C MPUEMOM HECTEPOWAHbIX MPOTHBO-
BOCNANUTENbHLIX NPEnapaToB, OMenpa3on BBOAST BHYTPUBEHHO KanenbHO B [o3e 40 Mr oauH pa3 B CYTKM;
npy CTPECCOBbLIX A3BaX OMENpPa3sosl BBOAST BHYTPMBEHHO KanenbHo B [o3e 40 Mr OAMH pa3 BCYTKW;
NP1 CUMMTOMATUYECKON racTpoa3odareansHor PedriokcHO GoneaHin 1 pedbriokc-a30darvTe OMenpasor BBOAST BHYTPUBEHHO KanenbHO
B Ao3e 40 Mr oauH pa3s B CyTKM;
npu cuHapome 3onnuHrepa-AnnncoHa HadanbHasi jo3a OMenpasona cocTaenseT 60 Mr B CyTkW BHYTPMBEHHO KanemnbHO; Mpn  Heobxo-
AMMOCTU Ao3y yBenuymsatoT Ao 80-120 mMr B CyTku, pasgenvs €€ Ha 2 BBeAEHUS.
MPOAOMKATENBHOCTL NMEYEHNsI B KaXKOOM Crlyyae OnpeaensieTcsi Bpaiom B 3aBMCUMOCTY OT COCTOSIHUS MauueHTa. Mocne OKOHYaHUs napeH-
TepanbHOi Tepanui Ansi NOAABNEHNs CEKPELMN COMSHOM KMCTIOThI PEKOMEHYETCA NPOBEAEHUE aHTUCEKPETOPHOI Tepaniu NepoparsHLIMK
1IeKapCTBEHHbIMM (hOpMaMy OMEnpasona (Hanpymep, OMenpason 40 M oAWK Pa3 B CYTKA B TeueHue 4 Hepenb).
Ans npogpr Ip: KUC020 CC 20 Xernydka e OblxameribHble Mymu 8o 8pems obuieli aHecme3uu (cuHOpom MeHderb-
COHa) OMenpa3on BBOAST HakaHyHe Ha Houb B 03e 40 M 1 MOBTOPHO HE MeHee YeM 3a 2 4aca [0 aHecTeau/onepauum B Ao3e 40 Mr.
Mpumererue 8 0c06bIX_cryyasx
HapyweHue yHKkyuu noyex
Koppekuusi no3bl He TpebyeTtcs.
HapyweHue yHKyuu nedeHu
Y NaUMEHTOB C HapyleHnem yHKLMN NeYeH OTMEYaeTCs Mol nepuoaa nonysbIBe/ omenpasona. B cBsian ¢ aTum Tepanes-
TMYeckasl 403a He [OMKHa npeBbiwatk 20 Mr B CyTKM.
[Moxunot eospacm
Y AWl NOXWMOro BO3pacTa CkopoCTb MeTabonuama oMenpasosfia CHKAETCs, OHaKO KOPPEeKUMM A03bl He Tpebyetcsi.
Mrempykuus no_npuzomosneHuio_uHghy3UuoHHo20 pacmeopa
VIH(y3MOHHDBI pacTBOp rOTOBUTCS NYTEM PacTBOPEHWst NMMOGUNM3NPOBAHHOTO nopoluka omenpasona B 100 mn 5 % pacTBopa AeKCTPO3bl
v B 100 mn 0,9 % pacteBopa HaTpusi xropuaa.
PacTsop omenpasona, NpUroToBMeHHbI C UCMONb3oBaHeM 5 % pacTBopa AeKCTPO3bl, [OMKEH BbiTe UCMOML30BaH B TeueHue 6 Yacos
npw xpaHeHn B xonoaunbsHuke (o1 2 ao 8 °C), ¢ ncnonbsosaHuem 0,9 % pacTBopa HaTpusi Xropuaa - B TedeHue 12 4acos npu xpaHeHun
B xonoaunbHuke (ot 2 fo 8 °C). MNepen BeedeHnem crneayeT y6eanTbCs B OTCYTCTBUM B PacTBOPE B3BELUEHHbIX YacTul,.
lMpuzomoenerHue
1. Habpatb B wnpuy, 5 Mn uHy3noHHoro pacTeopa W3 GyTbINKW UMK KOHTelHepa C pacTBOpUTEneM.
2. BBecTV MHGY3MOHHBIN pacTBOp BO hriakoH ¢ NModunuaatom omenpasona, TarenbHO nepemellark [0 NOMHOTo pacTBOPEHUs npenapata.
3. HaGpaTe B WNpUL PacTBOp OMenpasona W NepeHecTn ero B ByTbINKy WK KOHTEAHEpP C PacTBOpUTENeM.
4. TMosTopuTb Onepaumm 1-3 A0 Tex nop, noka Becb omMenpason He Gyaer nepeHeceH B GyTbinky WM KOHTEHEpP C pacTsOpUTEneM.
AnbmepHamueHbitl Criocob Mpu2omoeneHus Pacmeopos Ons UHGPY3ull 8 MA2KUX KoHmelHepax
1. [INsi NpUroTOBfIEHNs PACTBOPA CTIOMNb3YIOT [1BYCTOPOHHIOIO UMY-NEPEXOAHIK. BBECTU OAUH KOHELL STkl BO (IakoH C NIMO(MUM3aToM, 4pyrom
KOHeL| NPUCOEANHUTL K KOHTEiHepy C pacTBopuTenem.
2. PactBopuTb nuodunmsat omenpasona, npokavvBas pacTBOp ANA WHMY3UA Mexay KOHTEAHEepPOM U hriakoHOM.
3. Y6eauTbes, YTO NMOUNM3AT NOMHOCTBIO PACTBOPUNCS, MOCHE Yero OTCOEAMHUTL MYCTOM (hriakoH M yAanuUTL UMy W3 KOHTelHepa.




Mo6o4yHoe aencTBUE
[INsi OLEHKM YacTOTbl BCTPEYAEMOCTW MNOBGOYHBIX Peakuuii UCMONb3yKT Creaylolme KpUTepun, NpeanoxeHHsle BcemmnpHoii opraHusalmeit
3pasooxpaHerus (BO3): odeHb uacto (2 1/10), yacto (ot 21/100 go < 1/10), Hevacto (ot =1/1000 go < 1/100), peako (ot = 1/10000
Ao <1/1000), oyeHb peako (ot < 1/10000, Bknouasi OTAENbHbIE COOBLUEHMS), U YacToTa HeusBecTHa (MO MMEIOLWMMCA [aHHbIM ONpeaeniTh
YacToTy He MPECTaBNSETCH BO3MOKHBIM).
CO CMOPOHBI KOXU U MOOKOXHBIX MKaHeU: He4acmo - AEPMATHT, KOKHAS ChiMlb, KOXHbII 3y[, KpanMBHULA; PeOKO - anoneuys, peakumy goro-
UYBCTBUTENHOCTU; OYeHb PEOKO - MYNLTU(OPMHAsA 3pUTEMA, CUHAPOM CTUBEHCa-[IKOHCOHA, TOKCUHECKWI ONMAEPMAnbHbIA HEKPOMK.
Co cmopoHs! ol U coedl 0Ui MKaHu: He4yacmo - Nepenombl 6eapa, KocTel 3ansicTbs, NO3BOHKOB; PedKO - apTpantus,
MUanrus; odeHb PeOKo - MbllueyHas cnabocTb.
Co CMOpPOHbI HEPEHOLI CUCMEMBI: Yacmo - FONOBHas 60Ib; HEYacMo - FONOBOKPYXKEHWUE, NapecTeann, COHNUBOCTL; PedKO - HapyLLeHMe BKyca.
Hapyuwienusi ncuxuku: Hedacmo - GeCCOHHMLA; pedKo - MOBbILIEHHAs BO3GYAMMOCTb, arpecCMBHOCTb, HapyLUEHUe CO3HaHMWsi, Aenpeccusi,
ranmniounHaumnm.
Co CMOpPOHbI XKeydo4HO-KULLIEYHO20 MpaKma: Yacmo - abAoOMUHanbHasi 6onb, 3anop, Aapesi, METeopuUaM, TOLHOTA, PBOTA; PEAKO - CYXOCTh
BO PTy, CTOMATUT, raCTPONHTECTUHANBHBINA KaHAM03, MUKDOCKOMMYECKMIA KOMT.
CO CMOPOHbI NEYEHU U Xen4eebi8o0auWuxX mymedl: He4acmo - NOBbILLIEHWe aKTUBHOCTU «MNeYeHOUHbIX» hepMeHToB; pedko - renatut c/6e3
KENTyXu, HapyleHre yHKUMM Nevenu, aHuedanonatsi y naumeHToB ¢ NPEALWECTBYIOWNMIA THKENbIMA 3a60eBaHUAMN NEYeHU.
HapyueHusi co CMOpPOHbI 110/108bIX 0P2aHO8 U MOMIOYHOL XKEeme3bl: 04eHb PEOKO - TMHEKOMACTUS.
HapyweHusi co cmopoHbl Kposu u numgbamuyeckoll cucmembl: pedko - Nenkonexus, TPOMBOLUNTONEHNS; oYeHb Pedko - arpaHynoLmTos,
NaHLUTONEHMS.
HapyuweHusi co cmopoHbl UMMYHHOU CUCMeMbI: PeOKO - PeakLMi TNepHYBCTBUTENBHOCTU: aHTMOHEBPOTUYECKUIA OTEK, aHadunakTuieckas
peakums/aHatnakTUHeckUn LWOoK.
HapyweHusi co cmopoHbl ObixamesibHol cucmeMbl, op2aHos 2pyOHol Knemku u cpedocmeHusi: pedko - GpoHxocnasm.
HapyweHusi co CmMOpOHbI MOYEK U MO4YE8bIB0AAYUX Mymel: PeOKO - UHTEPCTULMANbHBIA HEPUT.
HapyuieHusi co CMOpoHbI Op2aHa Criyxa U NabUupUHMHbIE HAPYUWEeHUs: HeYacmo - BEPTUIo.
HapyuieHusi co CmMOpoHbI Op2aHa 3peHusi: PeOKO - HEYETKOCTb 3PEHNs.
HapyweHusi co cmopoHbl obMeHa sewjecme u numaHus: pedko - TUNoHaTPUEMWsi; Yacmoma HeuleecmHa - runomarduemus. Tshkenas
rUMOMarHMeMnsi MOXeT NPUBECTU K TUNOKaNbLUMEMAM U TUMOKANNEMIN.
O6wue paccmpoticmea U peakyuu 8 Mecme 88e0eHUSI: HEYacmo - HeOMOraHue; PedKO - NOBbILLEHHOE NOTOOTAENEHIE, NeprdepUIeckie OTekM.
Mepenosuposka
CUMMMOMbI: 20M0BOKDY)KEHNE, 3aTOPMOXKEHHOCTb, rOfoBHasi 60Mb, CMyTaHHOCTb CO3HAaHWS, AUMaTauus COCYAOB, Taxvkapausi, TOLIHOTa,
pBOTa, METEopU3M, napes.

ledeHue: cuMnToMaTnyeckoe. emoamania HeaoCTaTOYHO A heKTUBEH.
B3aMMOAEICTBME C APYIVIMY NEKAPCTBEHHLIMM CPeACTBaMM
BnusiHue omenpasona Ha ¢ y Opyaux Jo 8. Ci CeKpeLmMn CONsIHOM KICTOTbI B Xenyake
Ha (hoHe NeYeHIst OMENPA3NoM WA APYTUMM UHIUBMTOPAaMM NPOTOHHOTO HACOCA MOXKET MPUBECTM K CHKEHMIO MMM MOBLILIEHUIO BCACH!-
BaHWs [IPYIMX NEeKapcTBEHHbIX MPenaparos, MOfHOTA BCACKIBAHUS KOTOPbIX 3aBUCKT OT KUCTIOTHOCTU CPefkl.
Mono6Ho ApyrvM npenapaTam, CHKAIOLLNM KUCTIOTHOCTb HKENyO4YHONO COKa, NeYeHne OMEnpasorioM MOXET NPUBECTM K CHIDKEHMIO BCaCkIBaHMS!
n03akoHa3ona, JproTUHUGa, KETOKOHA30Ma, UTPaKOHa30mMa, U MOSTOMY MOXET BbiTh CHKEHA WX KIMHUYeckas addeKTUBHOCTb.
CoBMeCTHOe MpUMeHeHne omenpasona B [4o3e 20 Mr OAWH pa3 B CyTKM W [IUMOKCMHA NOBbIWIAET GUOAOCTYNHOCTL AurokcuHa Ha 10 %
(61ooCcTyNHOCTL  AMroKcUHa noBbiwanace Ha BennumHy A0 30 % y 20 % nauuwerTtos). O NpoOsBNEHWAX TOKCMYHOCTU AMIOKCWUHA
coobLanock peako. OfHako, HEOBGXOAUMO MPOSIBASATL OCTOPOXHOCTL MPU HA3HAYEHUN BLICOKMX [103 OMeNpasona NoXMUNbIM NauueHTam,
NPUHMMAIOLMM [IUFOKCUH. B 3TOM crydae naumeHTbl, NoMydaiolie Tepanuio AMFOKCUHOM [OMKHbl HaxXoAuTCsl MOA NMPUCTamNbHLIM
MEAMLIMHCKAM HaBnioaeHnem.
TPV COBMECTHOM MPUMEHEHM OMENpasona 1 npenaparos MHMGKUTopoB BIY-npoTeas, Taknx kak HerMHaBUP 1 aTa3aHaBup, OTMEHAETCS CHIA-
KEHNe UX KOHLIeHTPaLuM B nnasme kposu. MpuMeHeHre omenpasona B co! ¢ Hend pom 1 POM MPOTMBOMOKA3aHO.
Mp1 OOHOBPEMEHHOM MPUMEHEHUN OMenpasona M CakBuHaBMpa GbiNO OTMEYEHO MOBbILIEHUE KOHLEHTpaUUW CakBuHaBupa B nnasme
KpOBU NpubnuantensHo Ha 70 %, YTO COMPOBOXAANOCH XOPOLUEH NepeHOCUMOCTLI Y BUY-MHMUUMPOBAHHBIX NaLMEHTOB.
BbiNo OTMEYEHO CHUXEHWE aKkTUBHOCTW MeTabonuTa Knomuaorpena npu OAHOBPEMEHHOM Ha3HaueHWW Kronuaorpena u omenpasorna.
KnuHU4ecKoe 3HaueHm1e aToro B3auMOAECTBUS OCTAETCS HESICHBIM. B CBSA3N C 3TUM HE PEKOMEHAYETCS MPUMEHSITE OMENpasos B CoYeTaHum
C KIONMAOrpenom.
Owmenpason siBfsieTcs MHMGUTOpoM usochepmeHta CYP2C19, NoaToMy COBMECTHOE NMPUMEHEHMe omMenpasona C npenaparamu, B MetTabonuave
KOTOpbIX NPUHUMAET yyHacTue nsodepmeHT CYP2C19, Takumu kak BapdapyH 1 Apyrie aHTaroHUcTbl BuTamuHa K, umnoctason, Anasenam, eHu-
TOWH, MOXET MPUBECTU K YBENMHYEHWIO KOHLIGHTPALMIA 3TUX MpenapaTos B nnasvie KpoBW W MOTPeGOBaTb CHIKEHMS! A03bl.
PeKOMEH[1yeTCst KOHTPOb KOHLEHTPALNM (hEHUTOMHE B NNa3mMe KPOBM NPy COBMECTHOM Npueme (heHUTOMHa 1 OMenpasona; B psje Cryyaes
MOXET MoTpeGoBaTLCA CHINKEHWE [103bl (heHNTOMHA. B TO Xe BpeMsi, y NauMeHTOoB, ANUTENbHO NPUHUMAIOLLMX (DEHNTOUH, COBMECTHOE Mpu-
MeHeHue omenpasona B gose 20 Mr oguH pa3 B CyTKU HE BbI3bIBANO W3MEHEHWs! KOHLEHTPaUuK heHnTonHa B nnasme Kposw.
I'Ipw npUMEHeHUN omenpaaona nauueHTamu, nonyyaioLwyumy BapdapuH Unu [pyrie aHTaroHUCTb BUTamuHa K, Heobxoanm MoHuTopuHr MHO

YHapO/HOTo )BAHHOTO OTHOLLEHWS); B PSAe CrlydaeB MOXET NOHAAoBUTLCA CHIKeHWe A03bl BapdapuHa Mnu Apyroro
awTaroHucTa BMTaMMHa K. B T0 e Bpewmsi, y NauyneHToB, ANMTemNbHO NPUHUMAIOLLNX BapthapiH, COBMECTHOE NPUMEHeHUe oMenpasorna B 03e
20 Mr ofiviH pa3 B CYTK HE BbI3bIBAMO N3MEHEHUS BDEMEHM KOarynsiLun.
MpumeHeHre omenpasona B 03¢ 40 Mr OAMH pa3 B CyTKM MPUBOAMMO K YBENUHYEHMIO MaKCUManbHOIM KOHLEHTpaUuM 1 nnowaan noa
KPWBOW «KOHLIEHTpaLUs-BpeMs» LunocTasona Ha 18 % 1 26 %, COOTBETCTBEHHO; A4St OAHOIO U3 aKTUBHbIX MeTabonnToB LunocTasona ysenu-
yeHue coctaeuno 29 % u 69 %, COOTBETCTBEHHO.
Mpn COBMECTHOM MPUMEHEHUM OMenpasona 1 TakponMMyca GbiNo OTMEYEHO NOBbILIEHUE KOHLEHTPALMM TakponuMyca B nnasme Kposu.
HeobXoaMMO MPOBOANTL YCUMEHHBIA KOHTPOMb KOHLIEHTPALMKA TakponvMyca B Mfa3Me KpOBW, @ Takke KOHTPOSb MOYEHHON yHKLMM
(KNMPEHC KpeaTuHUHA) 1, NPU HEOBXOAMMOCTH, KOPPEKTVPOBATL [103bl TakPONMMYCa.
p1 COBMECTHOM MPUMEHEHUM METOTPeKCaTa C MHMMBUTOPaMN NPOTOHHON NOMIbI Y HEKOTOPLIX MaLMEHTOB HabnoAanock He3HaunTenbHoe
MOBbIWEHNE KOHLEHTPALNM METOTPEKCATa B Nna3me KPoBW. My feyeHnn BbICOKUMU A03aM1 METOTPEKCaTa CredyeT BpEMEHHO NpekpatuTh
npvem omenpasorna.
He BbISBNEHO BNMsHME OMenpasona Ha aHTauWaHble CPeAcTBa, KOeuH, XMHUAWNH, NUAOKANH, LNKMOCTOPUH, 3CTPAAMON, 3PUTPOMULIMH,
6ynecoHn, TEOPUNIMH, NMPOKCUKaM, AMKNOMEHaK, HaMpoKCeH, METONPOON, NPONPaHONoN, aTaHor.
BnusiHue nekapci )8 Ha b emuKy omenpasona. B meTtaGonuame omenpasona y4acTBylT M30(DEpPMEHTbI
CYP2C19 n CYP3A4. COBMeCTHOe npUMeHeHne omMenpasona 1 npenapaTos, KoTopble WHrbKpyoT nsodepmentel CYP2C19 n CYP3A4,
TaKux KaK KnapuTPOMMLMH, 9PUTPOMULINH U BOPUKOHA30M, MOXET BbI3BaTb MOBBLILIEHNE KOHLIEHTPALMK OMenpasona B nnasme Kposu 3a
cueT 3amesnenns Metabonuama omenpasona. CoBMECTHOE MpUMEHeHWe BOPMKOHa3ona v oMernpasona npusoauT k Gonee yem fsykpar-
HOMY yBenuueHnio 3HaueHns AUC Ans omenpasona. B CBsi3W C XOpoLUeil NepeHOCMMOCTBIO BbICOKMX [j03 OMenpasora, npu Hemnpo-
[IOMKATENBHOM COBMECTHOM MPUMEHEHNM YKa3aHHbIX MpenapaTos He TpeByeTcsi koppekunm A03sl omenpasona. Koppekuus Ao3el MOXeT
noTpe6oBaThCs Y MALUMEHTOB C TSHKENbIM HapyLeHNeM (YHKLUM NeYEeHU U NPU ANUTENLHOM €ro NPUMEHEHMUN.
TNekapcTBeHHble npenapatbl, MHAyuupyowme usocdepmeHtel CYP2C19 n CYP3A4, Takve kak pudamnuuuH v npenapatbl 3Bepobos
NPOABIPABNEHHOTO, NPU COBMECTHOM MPUMEHEHWM C OMEnpa3onioM MOTyT MPUBOANTL K CHKEHMIO KOHUEHTPaLMu omenpasona B nnasme
KPOBM 3@ CYET yCKOpeHusi Metabonuama omenpasona.
COBMECTHBIII MPUEM OMenpasona ¢ aMOKCALIMMNNHOM UMM METPOHWAA30MOM He BIIMSIET Ha KOHLEHTPaLMIO OMenpasona B nnasme Kposu.
Ocobble ykazaHusa
Mepen Ha4anom Tepaniu HeOGXOAMMO UCKITIOUNTL HanM4Me 3110Ka4eCTBEHHOMO npoLecca (0COBEHHO Npy s13Be Xenyaka), Tak kak NnedeHue,
Mackvpysi CUMNTOMATUKy (Hanpumep, Takve CUMNTOMbI kak: 3HaunTenbHas HempeaHamepeHHasi NoTeps Beca, peuuavBupyioliasi peoTa,
[Avcdarksi, pBoTa ¢ KPOBbIO UMK MefieHa), MOXKET OTCPOUMTL MOCTAHOBKY MPaBUMbHOrO AnarHosa. Omenpason, kak v BCe NeKkapCTBeHHbIe
cpefcTsa, 6rokMpytoLLMe CeKpeLMIo COMSIHOM KUCIOTbI, MOXET CHUXaTb BcacblBaHWe BUTaMuHa B12 (unaHokobanamuHa). 3To Heobxoammo
NPeayCMOTPETb Y MaLMEHTOB CO CHKEHHbIM BECOM Tena Mnu C akTopamu pucka B OTHOLIEHWM BCacklBaHMs BUTamuHa B12 npn
[10NFOBPEMEHHON Tepaniu.
Tsukenasi (hopma runomarHneMuu HaGmnioaanace y nauUeHTOB, MPOXOAVBLUMX fleYeHWe MHTMBUTOPaMK MPOTOHHOMO HAacoca, B TOM uucrie
0OMEnpasonom, B TeHeHMe kak MUHMMYM 3 MecsiLies 1 B GOMbLUMHCTBE Cry4aes Npu fieYeHnn B Tederme 1 rofa. OTMedanuck Takue nposisneHns
rUMoMarHMemMnn, Kak XpOHU4ECKas YCTanocTk, TETaHusi, CYAOPOTH, AEMMPHIA, FONIOBOKPYXKEHWE W HKerny[OUKOBbIE apUTMUK, OAHAKO, OHW MOTYT
HaYaTbCs MOCTEMNEHHO 1 OCTaTLCS HE3aMeUeHHbIMU. Y BOMbLUMHCTBA NaLMEHTOB rMMOMarHMemMuns ucdesana nocne [JonoHUTENLHOMo npuema
npenapaToB MarHusi U NpekpaiLeHus npuema MHMMGMTOPOB MPOTOHHOTO Hacoca. [INst NALMEHTOB, KOTOPLIM MOXET NOTPEeGOBATLCS ANUTENbHOE
fledeHre OMenpasonom WMk NPUHAMAIOLIMM UHIMGUTOPLI MPOTOHHOTO HACOCA COBMECTHO C [IUOKCUHOM MNK Mpenapartami, KoTopble MOryT
BbI3BaTb FMNOMArHMeMUIo (HaNpUMep, AMypeTMKamu), CrieayeT PacCMOTPETb BO3MOXHOCTb U3MEPEHMUS COOEPXaHNs MarHus nepea Haqanom
Tepanui UHMBUTOpPaMi MPOTOHHOTO HACOCa U MEPUOANHECKOTO KOHTPOMS BO BPEMsi MPOBEAEHWs NEYeHNs.
TpUMeHEHNe MHTVBUTOPOB MPOTOHHOTO HAacoca, OCOBEHHO MPW MX UCMOMNB30BaHMM B GOMbLUMX /033X W B TeHeHWe MPOLOMKMTENBHOMO nepuoaa
(>1 roa1a), MOXET MPUBECTU K YMEPEHHOMY NOBBILIEHUIO PUCKaA BOHUKHOBEHISI Neperioma Gefpa, 3amnsicTbst 1 Ten Mo3BOHKOB, OCOBEHHO Y NOKMITbIX
TI0Ae UK NPW HaNUuMU ApYruX W3BECTHbIX (HakTopoB pucka. MpoBeAeHHbIE WCCIEAOBaHWS NO3BOMNSIOT MPEANONOKUTL, YTO MPUEM AaHHBIX
npenapaToB MOXeT NoBbiCUTb 06WMIA puck nepenomoB Ha 10 - 40 %. B onpegeneHHoii cTeneHW MOBbIlLEHWE pucka MOXeT ObiTbh
CrefcTB/eM BOJECTBUA APYMX (hakTopos. MMaumenThl, NoABEPKEHHbIE PUCKY Pa3BUTMS OCTEONOPO3a, OMMKHbI MPOXOAWTL NEYeHne B COOT-
BETCTBAM C MPUMEHNMBIMIA KIMHUYECKAMI PEKOMEHAALMSMA 1 MPUHAMATL B HEOGXOAMMOM KOMMYecTBe Mpenapatbl BUTaMuHa D 1 kanbums.
BcrieacTere CHDKEHWS! CEKpeLMW CONSHOW KUCMOTbl MOBLILLIAETCA KOHUEHTpauusi xpomorpaduHa A (CgA) B nnasme kposu. [loBbilLeHve
KOHUEHTpaLwy CgA B nnasMe KpOBN MOXET OkadblBaTb BINSHUE Ha Pe3yrnsTaTbl OGCTIENOBaHMI /NS BbISBNEHUS HEMPOSHAOKPUHHBIX OMyXOned.
[insi NpefoTBpaLLEHNs AAHHOTO BAMSHIS HEOBGXOAUMO BPEMEHHO MPEKpPaTUTL MpUeM OMenpasona 3a 5 [JHeil A0 MPOBEAEHWUs WCCTIe[oBaHus
koHueHTpauun CgA.
TNeyenne WHIMBMTOpPamMM NPOTOHHOTO Hacoca MOXET MpUBECTU K ITelbHOMY Y pucka pasBUTUS MHMEKLIMOHHBIX
3ab0oneBaHNi XKenyaoHHO-KULIEYHOTO TPaKTa, BbI3BaHHbIX BakTepusiMu poja spp. u C: Spp., @ Y rocnuTanuanpo-
BaHHbIX MaLUWEHTOB, BEpOSTHO, Takke Gaktepuen Clostridium difficile.
Kak 1 npu BCex ANUTEmNbHbIX CPOKax fleveHnsi, B OCOBEHHOCTW, KOrAa Kypc nedeHus cocTasnsieT Gonee 1 roga, MauveHTbl [AOMKHbI
NpOXOANTL perynsipHoe o6cnesoBaHme.
Mo pesynkTatam uccrienoBaHMi oTMeHani OKIHETUYECKC aMUYecKoe B3aUMOIENCTBUE Mexay Knonuaorpenom (Harpy-
3o4Has gosa 300 mr v nopdepxusatolas aosa 75 mr/cyT.) u omenpasonom (80 Mr/cyT. BHYTPb), KOTOPOE MPUBOAWT K CHIDKEHMIO 3KCTO3ULIMN
aKTVBHOTO MeTabonuTa KIOMMAOIPena, B cpeaHeM, Ha 46 % 1 CHIKEHMIO MaKCUMAsbHOTO MHMMGpoBaHmus AD-UHAYLMPOBAHHON arperaumn
TpOMGOuMToa, B cpeaHem, Ha 16 %.[lostomy crneayeT usberatb OAHOBPEMEHHOMO MPUMEHEHUs) OMenpasona W Krnonuaorpena.
o T CpeacTBamMu, MexaHu3mMamm

Yunteiast npodwlnh He)«ena'renthlx peakuuil NekapcTBEeHHOro npenapata, crieayeT cobriofate OCTOPOXHOCTb MpW  ynpasneuu
TPaHCMOPTHBIMW CPEACTBAMU, MEXaHU3Mami, a Take MPU BbIMOHEHUM PaGOT, TPeGYIOLMX MOBLILIEHHON KOHLEHTPAUMN BHUMAHUS
1 BbICTPOTLI NCUXOMOTOPHBIX PeaKLii.
®opma Bbinycka
Jnocbunusat ans npurotoBneHust pacteopa Ans uHdysuid 40 mr.
40 mr geicTBylollero BellecTBa (B nepecyeTe Ha omenpason) Bo akoHbl BMeCTUMOCTbio 10 Mn M3 GecuBeTHOro npospaqHoro crekna,
repMeTNYHO YKYNOpeHHbIE MPoGKami Pe3HOBLIMM, 0GXaTble Konnaykamu anioMUHMEBBLIMI UM KOMBUHMPOBAHHBIMA.
1 nakoH ¢ MHCTPYKUMe MO NPUMEHEHUIO B Navke KapTOHHOW.
10 bnakoHOB C UHCTPYKLMEN MO NMPUMEHEHMIO B KOPODKe KapTOHHOIA.
[ins crauvoHapos:
- 50 hnakoHOB C paBHbLIM KOMMYECTBOM WHCTPYKLWIA MO NPUMEHEHUIO B KOPOGKE KapTOHHO;
- or 1 go 50 hriakoHOB C paBHbLIM KOMMYECTBOM WHCTPYKUWIA MO NPUMEHEHUIO B KOPOBKE KapTOHHOM.
Ycnosua xpaHenus
B 3aluviuieHHoM OT cBeTa MecTe npu Temnepatype He Bbilwe 25 °C.
XpaHUTb B HEOCTYMHOM ANs [eTeil MecTe.
Cpok rogHocTh
2 ropa. He npuMeHsTb MO UCTEYEHUN CPOKA FOAHOCTH.
Ycnosusa otnycka
OTI‘IyCKaIOT no peuenty.

enb/ 10 npereu:mu OT noTpeGurenen
I'IAO «Kpacq)apma» Poccus, 660042 Kpacuonpcmm Kpa, . Kpacnonpcm yn. 60 net OkTabps, 3.

Ten./dakc: (391) 204-14-77 / 261-17-44.

Mpou3BoaUTeNb roTOBOW NeKapCTBEHHOW (nepi y y (BTOP! (noTpe )
ynakoBka)

MAO «Kpacchapma», Poccusi, KpacHosipckuii kpait, r. KpacHosipek, yn. 60 net Oktsbps, 3a. 2/53.

BbinycKalowWwnit KOHTPOML Ka4yecTsa

MAO «Kpaccapma», Poccusi, KpacHosipckuii kpaii, . KpacHosipck, yn. 60 net OkTabps, 3a. 2/13.
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