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Jioav 3a60TATCA 0 Jloanax

WHCTpyKLMA NO NpUMEHeHWIo npenapara

Omenpa3on-AKPpUXUH®

PEMMCTPALMOHHbIA HOMEP: P N000768/01

TOPIrOBOE HA3BAHMUE: Omenpason-AKpuxuH

MEXXAOYHAPOOHOE HENMATEHTOBAHHOE HA3BAHUE: omenpason
JIEKAPCTBEHHAA ®OPMA: kancynbl

COCTAB

Ha ofHy Karncyny:

Owmenpason nennetbl, B TOM yncre omenpasona 20 Mr (aKTUBHOE BeLLEeCcTBO: oMmenpason 8,5 %,
BCroMoraTesibHble BelecTBa: MaHHUTON 17 %, caxaposa 27,33 %, HaTpua rngpodocdat (HaTpma pocdat
OBy3aMeLleHHbIN) 1,27 %, HaTpuAa naypuncynbdat 0,34 %, nakTo3bl MoHOruapat 3,4 %, KanbunAa kapboHaT
3,4 %, runpomensosa (rnmapoKcu-nponuIMeTUILenonosa) 8,75 %, MeTakpuioBoi KUCMOTbl U 3TUnakpunaTa
cononumep [1:1] 25 %, nponuneHrnnkone 0,81 %, anatundgTanat 2,5 %, ueTunoBbir cnnpT 0,75 %, HaTpuA
rnppokeng 0,15 %, nonncop6at-80 (TBMH-80) 0,3 %, NOBUAOH (MONNBUHMANUPPONUAOH) 0,26 %, TuTaHa
anokenpg, 0,18 %, Tanbk 0,06 %) — 235 Mr.

Kancyna TBeppan >xenatuHoBana (KOpnyc Kancynbl: TUTaHa anokeunp, 2 %, >kenesa okeng xxentbin 0,25 %,
»xenatuH oo 100 %;

KpbILLEYKA Karcysbl:

TuTaHa guokemnp, 0,5 %, xkenesa okeung xentoin 0,65 %, xkenesa okeng, YepHbin 0,41 %, nHourotuH 0,2086 %,
xxenatuH go 100 %) — 76 wmr.

OMUCAHMUE: Teepable xenaTnHOBbLIE ABYLBETHbIE Kancynbl Ne 1: KOpnyc >enToBaTo-KPEMOBOro useTa
C KPbILLEYKOWN TEMHO-3€E/1eHOro useTa.
Cogepsxumoe Karncyn — nennetbl OT No4TK 6en10oro 4o KpemoBaTo-6en10ro M xentosaTo-6enoro useTa.

OAPMAKOTEPANMEBTUYECKAA PYIMMA: xenes xenyaka CeKpeuuto NoHnXarollee CpeacTso —
NPOTOHHOrO Hacoca MHrIMeUTop.

KO[ ATX: A02BCO1

®APMAKOJIOT'MYECKUE CBOUCTBA

dapmakoguHamMuKa

MHrmbmuTop NPpOTOHHOIO HACOCA, CHUKAET KUCNOTOMPOAYKLUMIO — TOPMO3UT akTUBHOCTb H+/K+-AT®M-a3bl

B MapueTasnbHbIX KNEeTKax Xenyaka n 651I0KMpyeT TeM CaMbiM 3aKJTOUMTENBHYIO CTaANI0 CEKPELUN COMAHON
KucnoThel. [NMpenapart ABAeTCA NPOSIEKAPCTBOM M aKTUBUPYETCA B KUCIIOM CPeAe CEKPETOPHbIX KaHasbLeB
napmeTanbHbix KNeTok. CHvxaeT 6a3anbHyo 1 CTUMYNIMPOBAHHYIO CEKPELMIO HE3aBNCKMMO OT Npupoabl
pasgpaxkutena. AHTUCEKPETOPHBIN addeKT nocrne npuema 20 Mr HacTynaeT B TeYeHMe NepBOro yaca,
MakcuMyM — 4yepes 2 yaca.

MHrnbuposaHme 50 % makcumanbHOM cekpeuuun npogoskaetca 24 yaca. OQHOKPATHbIN NPUEM B CYTKU
obecrneumnBaeT 6bICTPOE U IPDEKTUBHOE YrHETEHNE OHEBHOM U HOYHOM XKETYOOYHOWN CEKpeLnn,
jocTurarollee CBOero MmakcuMyma 4epes 4 oHA nevyeHna 1 ncyesarollee K ucxoay 3-4 oHA nocrne OKOHYaHuA
npuema. Y nauneHToB C A3BEHHOM 60Ne3HbIO ABEHAALATUNEPCTHON KNLWKK Nprem 20 Mr omenpasona
nopaepXXmBaeT BHYTPVKENYAOYHbIN pH Ha ypoBHe 3,0 B TeveHue 17 yacoB. BcrneocTteune CHUXXEHNA cekpeunmn
CONAHOM KNUCNOThI NOBbILWAETCA KOHUEHTpauua xpomorpaHuHa A (CgA) B nnasme KpoBMu.

dapmaKOKUHeTUKa
Abcopbuma — BbicOKanA, MakCumMasibHaA KOHLEHTpauua B njasme KpoBu gocturaetca B TedeHue 0,5-3,5 u,
61opocTynHoCTb — 30-40 % (Npy NeYEHOYHOW HEAOCTaTOYHOCTUM BO3pacTaeT npakTuyeckn oo 100 %);



obnanan BbICOKOW NMMNOGUIBHOCTBIO, NPenapar /Ierko NPOHMKAET B NapueTasbHble KNETKN XXenynKa, CBA3b
¢ 6enkamm nnasmbl — 90-95 % (anbbyMUH 1 KUCMbIV anbgal-rnmkonpoTeuH).

Mepwop nonysbiBegeHna — 0,5-1 4 (Mpyn NEYEHOYHOM HeJoCTaTOYHOCTN — 3 4), KnnpeHc — 500-600 mn/

MWH. MpakTUYeCKM NOSHOCTLIO MeTaboNM3MpyeTCA B NeYeHU ¢ y4acTmem oepmeHTHom cuctemol CY-

P2C19, ¢ o6paszoBaHneEM HECKONbKNX MeETAB0NNTOB (TMAPOKCUOMENpPason, cynbuaHble U CyNbOHOBbIE
NpPon3BOAHbIE U ApP.), PapMaKOOrMyeck Heak TUBHbIX.

AsnaeTca nHrubmtopom nsodpepmenta CYP2C19. BoiBegeHue noukamm (70-80 %) u ¢ xenybto (20-30 %).
Mpn XpOHNYECKOI NOYEYHON HEAOCTATOYHOCTHM BbIBEAEHMNE CHUXAETCA NPONOPLMOHANBHO CHMXKEHWIO
KNMpeHca KpeaTUHUHA. Y NOXUbIX NaUMEHTOB BbiBeAEHNE YMeHbLUaeTCA, GOAO0CTYNHOCTb BO3pacTaerT.

NMOKA3AHUA K MPUMEHEHUIO

Bsapocnsie

* A3BEeHHAaA 60ne3Hb XXenyaka U ABeHaauaTMnepCcTHOM KULWKK (B T.4. MpodmnakTmka peunamnBeoB);

* pepniokc-asodarnT;

* cMHApoM 3onnvHrepa-OnnMCcoHa;

* CTPECCOBbIE A3BbI XXeNnyno4HO-KuLeyHoro Tpakta (XKKT);

* MOSIM3HOOKPUHHBINA aileHOMaTO3;

* CUCTEMHbIA MacTOLUTO3;

* ractponartua, o6ycnoBfeHHaA NpPMeMOM HECTEPOMHBIX NMPOTMBO-BOCNaNUTenbHbIX Nnpenapatos (HIBI-
ractponarus);

* apapmkaumA Helicobacter pylori y MHUUMPOBaHHbBIX MaLMEHTOB C A3BEHHOM BONE3HbIO Xeryaka u
ABeHanuaTUnepcTHOM KNWKKM (B cOCTaBe KOMOUMHMPOBAHHOW Tepanumny;

Hetn

* ractpoasohareansHanA pedniokcHaa 60ne3Hb y aeTen cTaplue 2 neT;

* A3BEeHHaA 60ne3Hb ABeHaaLaTUNEePCTHON KULWIKK, accoummpoBaHHana ¢ Helicobacter pylori (B coctase
KOMOVHMPOBAaHHOW Tepanuu), y aeten ctaplwe 4 nert.

NMPOTUBOMNOKA3AHUA

* NOBbILEHHAA YYBCTBUTENbHOCTb K OMENPasosy uin ApyrumMm KOMNOHEHTaM npenapara;

* OAHOBPEMEHHOE MPUMEHEHNE C IPNOTUHMOOM, MO3aKOHA3010M, HeNMHaABUPOM, NpenapaTtamm 3eepobon
NPOAbIPABIEHHOrO;

* COBMECTHOE NPUMEHEHNE C KNapUTPOMULIMHOM Y NAUMEHTOB C NEYEHOYHON HEAOCTATOYHOCTIO;

* penkue HacnencTBeHHble hOPMbl HENMEPEHOCUMOCTU NaKTO3bl, AePUUNT NakTasbl, caxapasbl/M3oMansTasbl,
rNIOKO30-ranakTo3HaA Manbabcopbumna, HeNepeHOCUMOCTb PPYKTO3bI;

« et Mnaglwe 2-x et n ¢ maccoii tena meHee 20 Kr (Npu neyveHnmn pednokc-a3odarmta, CMMNTOMaTUYECKOM
NIe4YEHNN NU3XKOTU U OTPbDKKN KUCBbIM NpW racTpo3asodareasbHon peditoKCHON 60M1e3HN);

» getn mnaguwe 4-x net nam ¢ maccon tena meHee 31 Kr (Npu nevYeHn A3Bbl ABEHA[LATUNEPCTHON KULLKW,
BbI3BaHHON Helicobacter pylori);

* DETCKNI BO3pacT A0 18 neT anA Bcex nokasaHuii, KpoMe ractpoasodhareansHom peditoKCHOM 601e3HU U
A3BEHHOW 60Me3HN ABeHaauaTUNepCcTHOM KULLKK, accoummpoBaHHon ¢ Helicobacter pylori.

C O0CTOPO>XHOCTBIO

MoyeyHasa n/mnu neyeHoUYHaA HEAOCTATOYHOCTb; OCTEONOPO3; 6EPEMEHHOCTb;

O[HOBPEMEHHOE NPUMEHEHWNE C aTa3aHaBUPOM ([03a omenpasona He A0/MKHa npesblwatb 20 Mr B CYTKN),
KNOMMAOrpPenom, UTPpakoHa3ooM, BaphapuHoM, LnnocTa3osioM, ouasenaMmom, PEHNTOMHOM, CAaKBUHABUPOM,
TakKpoMMYyCOM, KNapuTPOMULMHOM, BOPUKOHA30/10M, pUddamnmLMHOM;

Hannume «TPEBOXHbIX» CUMATOMOB: 3HAYMTESIbHOE CHUXEHME MacChl Tena, NoBTopALLanAcA pBOTa, pBoTa C
NPUMECHIO KPOBW, HApYLUEHWE rNoTaHuA, U3MEHEHNE LiBeTa kana (aerteobpasHblii cTyn); oemumTt BuTaMmmHa
B12 (umaHokobanamuHa).

MpumeHeHne npu 6epeMeHHOCT! U B Nepuos rpyAHOro BCKapManBaHus

PesynbTaThl UCCnenoBaHnii yKasblBaOT HA OTCYTCTBME HEGNAronpUATHOIO BIMAHMA HA TeYeHne
6epeMeHHOCTU, 300POBbE NI0AA U HOBOPOXAEHHOTO pebeHka. MNMpenapaTt Omenpas3on-AKpUXUH paspeLLeH aA
npYMeHeHnA Npu 6epemeHHocTM. OMenpason BblAeNAETCA C rpyaHbIM MONTOKOM. OQHaKo, NPy NPYMEHEHUN B
TepaneBTMYECKMX 003aX BO3OENCTBME HA pebeHKa ManoBepoATHO. MNpenapaT MoXeT NPUMeHATLCA B Nepuos,
rPyAHOro BCKapMIMBaHWA.

crnocobs NMPUMEHEHUA U OO3bl
BHyTpb, He pa3xeBbiBaTb. Kancynbl 06bI4HO NPUHUMAIOT YTPOM, 3anvMBanA HeGOoMbLUMM KONTMYEeCTBOM BOARI
(HenocpeacTBEHHO Nepes efoi Un Bo BpeMA npuema nuwu).

B3apocnbie
Mpwn obocTpeHnn A3BeHHON 6onesHn, pedntokc-asocarnte n HINBI-ractponatm — 20 Mr 1 pas B CyTKMW.



MaumeHTam ¢ TAXEeNbIM TeveHnem pednokc-asodarnta o3y npenapara Omenpason-AKpuxXvH yBenndmnBaroT
0o 40 mr 1 pas B cyTku. Kypc nedeHunA npu A3BeHHOM 601e3HM ABEeHaALaTUNEPCTHOM KNLWKK — 2-3 HeJenu,
npv Heo6XxoAMMOCTU — 4-5 Hepene;

npuv A3BEHHOM 60Ne3Hn Xxenyaka u asogarnte — 4-8 Hepenb.

MauneHTaM, pe3NCTEeHTHbLIM K NIe4eHMIO0 ApYrMMn NPOTUBOA3BEHHBbIMM NpenapaTtammn, OMenpason-AKpuUXmH
HasHayatoT no 40 mr/cyT. Kypc neyeHuna npu A3BEHHOM 60N1e3HM OBeHaALaTUNepPCTHOM KULWKW — 4 Hepenu, npu
A3BEHHON 60ne3Hn xenynka v pedokc-as3ocdarnute — 8 Heaenb.

Mpwn cnHpgpome 3onnuHrepa-OnnucoHa — 60 Mr/cyTKK; Npn HEOBXOAMMOCTU [03y yBenuumeatroT oo 80-120 mr/
CYTKWM (B 3TOM Cny4ae ee HasHayaloT B 2-3 npuema).

[na npocdmnakTnkmn peunaneoB A3BEHHON 6one3Hn — 20 mr 1 pas B cyTku. [na spagunkauum Helicobacter
pylori ncnonbaytoTt “TporiHyo” Tepanumio (B TedeHune 1 Hegenu: Omenpason-AKpuxmH 20 Mr, amOKCULMIVH 1

r, KnapuTpommuuH 500 Mr — no 2 pasa B cyTku; nnb6o Omenpason-AkKpuxmH 20 Mr, KnapuTpomMuumH 250 mr,
mMeTpoHmaason 400 mr — no 2 pasa B CyTKu;

nn6o Omenpason-AkpuxmH 40 mr 1 pas B CyTKK, amokcuumnnuH 500 mr n metpoHmgason 400 mr — no 3 pasa

B CYTKM) 1Nu “OBONHYO” Tepanumio (B TedeHune 2 Hepenb: Omenpason-AkpmxuH 20-40 Mr n amokeuumnivH 750
Mr — Mo 2 pasa B cyTku, Mmoo Omenpason-AkpuxmH 40 mr — 1 pas B CyTKM 1 KnaputpommuumH 500 mr — 3 pasa B
CYTKM unm amokenumnnui 0,75-1,5 r — 2 pasa B CyTKM).

Hetn

Mpwn racTpoasodpareansHon pedntoKCHOW 60Ne3HN y AeTen cTaple 2 neT ¢ maccoun Tena 6onee 20 kr
—no 20 Mr 1 pas B cyTKu. [1pn Heo6xoANMMOCTHM A03a MOXET ObITb yBenuyeHa Ao 40 Mr 1 pas B CyTKW.
MpooomKnTenbHOCTL NeyveHnna 4-8 Hepernb.

Mpwn A3BeHHON 601E3HN OBEHA[LATMNEPCTHON KUMKW, accounnpoBaHHom ¢ Helicobacter pylori, (B cocTaBe
KOMOBUHMPOBaHHOWN Tepanun) y aeten ctapwe 4 net: npenapat Omenpa3on-AKpuxuH npumeHaeTcA no 20 mr 2
pasa B AeHb B KOMOBMHaUMN C KNapUTPOMULVHOM N aMOKCULMIINIMHOM B TedeHne 1 Hepenw.
KnapuTpoMULUMH 1 aMOKCULIMSIMH MPUMEHAIOTCA B PEXMME 003MPOBAHNA COrNacHO MHCTPYKLMAM No
NPUMEHEHNIO yKa3aHHbIX NpenapaTos.

Y nauMeHTOB NOXXMIOro Bo3pacTa (cTapie 65 neT) Koppekuma gosbl He TpebyeTcA.

Y nauneHToB € MOYe4HOM HeJoCTaTOYHOCTBIO KOPPEKLUNA 003kl He TpebyeTcH.

Y nauneHToB € NMeYeHOYHOW HeJOCTaTOYHOCTbLIO MakcMmMasibHaA cyToyHaA ao3a 20 Mr.

NOBOYHOE AENUCTBME

YacToTa No60YHbIX 3hheKTOB KnaccumumpoBaHa B COOTBETCTBMN C peKoMmeHaaunamm BecemmpHom
opraHusaumn 3gpaBooxXpaHeHuna: o4eHb YacTo (=1/10), yacTo (=1/100, <1/10), HewacTo (=1/1000, <1/100), peako
(=1/10000, <1/1000), oyeHb peako (<1/10000), yacToTa Hem3BeCcTHa (MO MMEIOLUNMCA AAaHHbIM YCTAHOBUTb
YacTOTY BO3HUKHOBEHUA HE NPEACTaBAAN0Ch BO3MOXHbIM).

HapyLieHnsa co cTopoHbl KpoBU 1 MnMaTniecKon CUCTEMbI: PEOKO — NENKONEHNA, TPOMOOLMTONEHNA; O4EHb
penKo — arpaHynoumTo3, NaHUMTONEHWA; YacToTa HEM3BECTHA — 303UHOPUINA.

HapyLeHnsa co cTopoHbl UMMYHHOM CACTEMbI: PEOKO — PEaKLMN TMNepYyBCTBUTENBHOCTY (Hanpumep,
nmnxopajka, aHrMOHEBPOTUYECKUIN OTEK, aHadhmnakTMyeckana peakuma/aHapmnnak TM4eCKui LWok).
HapyieHnsa co cTopoHbl 0bMeHa BELLeCTB U MUTaHUA: PeAKO — TMNoHaTPUEMUA; YacToTa HEM3BECTHA —
rmnomarHmemMuma.

HapyiieHnsa ncuxmkn: He4acTo — 6€CCOHHULA; peaKo — BO30y>XaeHWe, CnyTaHHOCTb CO3HaHWA, Aenpeccus;
OYeHb PeaKo — arpeccua, rannuuHaumn.

HapyLeHnsa co cTopoHbI HEPBHOM CUCTEMbI: H4aCcTO — rofioBHaA 60/1b; HEYACTO — rO/IOBOKPY>KEHNE, NapecTe3unu,
COHNIMBOCTb; PEAKO — HapyLleHne BKyca.

HapyiieHnsa co CTOPOHbI opraHa 3peHUA: PeAKO — HEYETKOCTb 3PEHUA.

HapyiieHnsa co CTOpOHbI opraHa criyxa v NabupuHTHbIE HapPyLLIEHNS: HEYaCcToO — BEPTUrO.

HapyLeHnsa co cTopoHbI AbixaTesibHON CUCTEMbI, OPraHoB rpPyAHON KIETKU N CPeAOCTEHNA: PEAKO —
6poHxocnasm.

HapyliieHunsa co CTOPOHbI Xenya04YHO-KULLIEYHOro TpakTa: 4acTo — 60sb B XXMBOTE, 3anop, aMapesd, METEOpPU3M,
TOLLIHOTA, PBOTA; PEAKO — CYXOCTb BO PTY, CTOMATUT, KAHAMO03 XENyN0UYHO-KULWEYHOro TpakTa, MUKpPO-
CKOMUYECKUNI KONUT.

HapyLueHnsa co cTOPOHbI neYeHn n XKen4eBbiBOAALUMX MyTEN. HEHACTO — NOBbIWEHNEe aKTUBHOCTU “NeYeHOYHbIX”
hepMEHTOB; peaKOo — renaTuT (B T.4. C XXENTYXO0W); O4eHb PeaKO — NeYeHoYHaA HeA0CTaTO4YHOCTb,
3HUedanonaT1A y naumeHToB ¢ 3ab60neBaHNAMU NEeYEHN.

HapyLeHnnsa co cTopoHbl KOXXU 1 MOAKOXKHbLIX TKAHEN. HEHACTO — AepMaTuT, 3y4, CbiNb, KPanMBHMLA; PeOKo —
anoneuma, poToOHYBCTBUTENBHOCTD; O4EHb PEAKO — MySibTUopMHanA apuTema, cmHapom CTmBeHca-[)KoHCOoHa,
TOKCUYECKUIA annaepMasbHbIi HEKPONUS.

HapyLeHnnsa co cTOpOHbI CKENETHO-MbILLEYHOM N COEANHUTEIbHONM TKaHW: He4YacTo — nepenom 6eapa, KocTen
3anAcTbA U NO3BOHKOB; PeAKO — apTpanrma, Mmanrna; O4eHb peaKo — MbllleyHasa cnabocTb.

HapyLeHnsa co cTopoHbI MOYEK ¥ MOYEBBLIBOAALUMX MyTEH: PEOKO — UHTEPCTULMANBHBIA HEPUT.

HapyLeHnsa co cTopoHbI M0/10BbIX OPraHoB M MOJIOYHOM XXee3bl: 04eHb PEAKO — TMHEKOMACTUA.

O6Lyne paccTposicTBa n HapyLLEHUA B MECTE BBEAEHNA. PEAKO — HeLOMOraHme, nepmdepruyeckme oTeku;



HeYyacTo — yCU/IeHNe NOTOOTAENEHMA.
CoobLwanocb o0 cnyyasax 06pas3oBaHna XXenyao4HbIX raHayNAPHbIX KUCT BO BPEMA AJIMTENbHOMO fle4YeHunn
MHIrMbuTopamm NPOTOHHOrO Hacoca (CNneacTBMe MHIIMOMPOBAHNA CEKPELIMN CONAHON KUCNOTbl HOCUT
006pOKa4YeCTBEHHbIV 06paTUMbIN XapakTep).

NMEPEOO3UPOBKA

CuMnATOMBI: CNYyTAHHOCTb CO3HAHWA, HEYETKOCTb 3PEHMA, COH/IMBOCTb, CYXOCTb BO PTY, rofioBHaA 607b,
TOWHOTA, Taxukapauna, apuTMmA.

JleyeHune: cumnTomaTnyeckoe. lfemoguanva HegoCcTaTo4HO 3PEKTUBEH.

B3AUMOOENCTBUE C APYIMMU NEKAPCTBEHHbIMW CPEACTBAMMU

Mpn ogHOBPEMEHHOM MPUMEHEHUN C OMEeNpPas3osioM MOXEeT Habn[aTbCA YBENNYEHNEe NN CHUKEHVE
abcopbumm npenapatos, BUOJOCTYNHOCTb KOTOPbLIX B 60MbLUEN CTEMEHM onpenenAeTcA KNCNOTHOCTbIO
XeNyAo4YHOro coka (B T.M. 9pfoTMHMO, KETOKOHa30/1, UTPaKoHa30/1, N03aKoHa3o0/1, npenaparbl Xenesa

1 umaHokobanamuH).

Mpn ogHOBPEMEHHOM MPUMEHEHUN C OMEeNpPas3osioM MOXeT HabngaTbCA 3HAYUTENBbHOE CHUKEHUE
nnasMeHHOW KOHUEeHTpaunn atasaHaBsmpa v HenduHasmpa.

Mpn ogHOBPEMEHHOM MPUMEHEHUN C OMENPa30sIoM OTMeYaeTCA NOBbILWEHWe N1a3MeHHON KOHUEeHTpaumm
cakBuHasupa/puToHasupa 0o 70 %, npy 3TOM NEPEHOCUMOCTb NeveHna nauneHTamm ¢ BUY-uHdekunen
He yxygwaeTca.

BrnopocTynHOCTb AUroKcMHa npyv 0gHOBPEMEHHOM NpUMeHeHuM ¢ 20 Mr omenpasosa NoBbiWwaeTcA Ha

10 %. Cnepnyet cobnogatb OCTOPOXHOCTb NPV OAHOBPEMEHHOM MPUMEHEHUWN STUX NPENapaToB y MNOXUIbIX
nauneHToB.

Mpn ogHOBPEMEHHOM MPUMEHEHUN C OMEeNpPas3osiIoM BO3MOXXHO NOBbILEHWE NNa3MEHHON KOHLEHTpaunm

W yBenu4yeHve nepuopa nonysbiBeaeHna sapdapuHa (R-sapdapuH) nnm gpyrmx aHTaroHMcTos BUTaMmnHa
K, unnoctasona, gnasenama, PeHNTONHA, a TakXXe Apyrux npenapatos, MeTabonm3npyroLnXca B

ne4veHun nocpencTeom nsogepmerHta CYP2C19 (MoxeT noTpeboBaTbCA CHUXXEHME 003 3TUX NpenapaTos).
ConyTcTBytoLlee nevyeHne oMenpasosnioMm B CyTOUHOM fo3e 20 Mr NpMBOOUT K UBMEHEHMIO BPEMEHN
Koarynaumm y naunmeHToB, ANNTENbHO NPUHUMAaloLWMX BapdapuH, No3TOMY Npy NPpMMEHEeHUW omenpasona
nauueHTamm, nonydvatowmmm sapapuH unu gpyrue aHtaroHncTbl BUTammHa K, Heob6xoanMmo KOHTpoNuMpoBaTtb
MexxayHapogHoe HopManm3oBaHHoe oTHoweHue (MHO);

B pAAe cliyyaeB MOXeET MOHaA0bUTLCA CHKEeHMEe [03bl BapdapmHa unu gpyroro aHtaroHmcTa ButammHa
K. lNMpumeHeHne omenpasona B fose 40 Mr ogunH pas B CyTKU NPUBOANNO K YBENTUYEHNIO MAKCUMAbHOM
nnasmMeHHon KoHueHTpaumn n AUC unnoctasona Ha 18 % un 26 %, COOTBETCTBEHHO;

ONA OOHOro U3 aKTUBHbLIX METAboNNTOB LMnocTasona ysenndeHne coctasunio 29 % n 69 %, COOTBETCTBEHHO.
OpHoBpeMeHHOro NpMMEHeHVA KoNuaorpena u omenpasona crnenyeT nsberatb (PeKoMeHayeTcA
paccMoTpeTb afnibTepHaTUBHbIE CMOCOObl aHTUarperaHTHon Tepanumn), T.K. NP COBMECTHOM NPUMEHEHUN
CHMXXaeTCA NnasMeHHanA KOHUEeHTpauuA knonuaorpena Ha 46 % B NepBblil eHb NPUMEHEHUA, U Ha 42 %
Ha 5 AeHb NPpUMEHeHuA.

Owmenpason npyM 0gHOBPEMEHHOM NMPUMEHEHUN MOBbLILWAET MIA3MEHHYIO KOHLEHTPaLMIO TaKpoInumyca, Y4To
MOXeT noTpeboBaTb KoppeKuuu [o3bl.

B neprog KOMBUHMPOBAHHOrO sieYeHNA cnepyeT TwaTesbHO KOHTPOMPOBATb KOHLEHTPaLUMIo TakpoiMyca
B N1a3me KPoBU N (PYHKLMIO NoYeK (KNNPEeHC KpeaTUHMHA).

MHaykTopsbl nsogepmeHtoB CYP2C19 n CYP3A4 (Hanpumep, pudamnmumH, npenapaTbl 38epoboA
npogplpasneHHoro (Hypericum perforatum)) npy ogHOBpeMEHHOM NPUMEHEHMM C OMENPas30sioM MOy T
yBenmuymBaTb ero Metabosinam, CHUXanA Tem camMbIM ero KOHUEeHTpaLumio B nnasme.

Mpn coBMECTHOM MPUMEHEHUM MeTOoTpeKcaTa ¢ MUHrIMbuTopamy NPOTOHHOM MOMMbI Y HEKOTOPbIX NauneHToB
Habn[anoch He3HaYUTENbHOE NOBLILWEHWE KOHLEHTpauun meToTpekcarta B nnasme Kposu. MNpn neveHnu
BbICOKMMMW J03aMV MEeTOTpeKcaTa PeKOMEHAYETCA BPEMEHHO NpeKpaTuTb npuem npenaparta Omenpason-
AKPUXUH.

Mpn coBMecTHOM Npreme omenpasona ¢ KnapuTpoMmunHOM Man 3pUTPOMULMHOM B KPOBU MOBbIWLAETCA
KOHLeHTpauuA omenpasona.

OpHoBpemMeHHOE NpUMEHEHNE oMenpasona ¢ aMOKCULUMAIMHOM NN METPOHMAA30/10M He BNNAET

Ha KOHLUEHTpaunio oMmenpasona B KpoBu.

OnuTtensHoe npuMmeHeHne npenapata Omenpason-AkpuxmH B go3e 20 Mr 1 pas B CyTKU B KOMOMHaUMn

C KohenHoM, TeoPUNNNHOM, MMPOKCUKAMOM, OUKIO0EeHAKOM, HanmpPOKCEHOM, METOMPOI0IoM,
NPOMNpPaHoN0NoOM, 3TAHOSIOM, LIUKIOCMOPUHOM, NIMO0KAUHOM, XUHUANHOM N 3CTPagNoNoM He NpuBoaAMIIO

K N3MEHEHMI0 NX KOHLEeHTpauuu B nnasmve.

He oTMeyYeHO B3aMMOOencTBUA C OGHOBPEMEHHO NPUHUMAEMbIMU aHTauMaaMu.

OCOBbIE YKA3AHUA

Mepen Ha4anom Tepanun HEOH6XOAMMO UCKIOYNTL HanMyne 3110Ka4eCcTBEHHOro npouecca (0Co6eHHo nNpu A3Be
KeNyaka), T.K. ie4eHne, Mackupya CUMNTOMAaTUKY, MOXKET OTCPOYUTL NOCTAHOBKY NPaBUIbHOIO AMarHosa.
[MoBblweHne KoHUeHTpaunn xpomorpaHnHa A (CgA) B nnasme KpoBU MOXET OKa3blBaTb BANAHME



Ha pe3ynbTaTbl 06cneaoBaHnNin 4NA BblABIEHNA HEMPO3HOOKPUHHBIX onyxonen. [na npegoTepalleHma
OAHHOr0 B/IMAHMA HEOBXOAMMO BPEMEHHO MPeKpaTuTb NpuemM omenpasona 3a 5 gHen 4o NpoBeaeHusA
nccnenosaHnAa KoHueHTpaumn CgA.

lMpenapat cnegyeTt NpMHMMAaTb C OCTOPOXXHOCTBIO, ECNN MPUCYTCTBYET OAUH N3 CEAYIOWMX CUMMTOMOB UK
COCTOAHWNI: HANMN4YME «TPEBOXHbIX» CUMNTOMOB — 3HAYNTESIbHOE CHUXXEHNE MacChl Tena, NOBTOPALWAACA
pBOTa, pBOTA C MPUMECHIO KPOBU, HApyLUEHNE FMOTaHuA, UBMEeHEeHWe LiBeTa Kana (aerreobpasHblin CTyn).
MHrmbmuTopbl NPOTOHHOIO Hacoca, 0CO6EHHO NPV NMPUMEHEHUM Npenapara B BbICOKMX A03aX U NPpU AANTEIbHOM
npuMmeHeHnn (>1 roga), MOryT yMEpPEHHO NOBbIWAaTh PUCK NepeniomoB 6enpa, KOcTen 3anAcTbA M MO3BOHKOB,
OCOBEHHO Yy NMOXUIbIX MaUMEHTOB UMW NPW HANNYUN SPYrnx hakTopoB pucka.

Y nauneHToB, NONyYaBLINX OMENPA30/ Ha NPOTAXEHUN, KaK MUHUMYM, TPEX MecAueB Obina
3aperncTpmpoBaHa TAXenaa runoMarHmemMms, NPOABAAWAACA TAKUMU CUMITOMaMM1, Kak YTOMIAEMOCTDb,
6pen, Cyaoporun, rofloBOKPY>KEHVE U XeNnyoo4ykoBaa apuTtMuA. Y 60MblIMHCTBA NALMEHTOB rMnomMarHmemua
KynupoBasacb Nocsie 0TMEHbI MHIMOBUTOPOB MPOTOHHOIO HAcoCa U BBEAEHMEM NpenapaTos marHua. Y
NaumeHToB, KOTOPbIM NAIaHNPYETCA ONUTENbHAA Tepanua Nnmn KOTOPbIM Ha3Ha4YeH OMenpason ¢ AUroKCMHOM
WM Apyrumun npenaparamum, CnoCOOHbIMM Bbl3BaTb FTMNOMarHMemMmio (HanpumMep, AuypeTrKm), CreayeT OLUEHUTb
coaep>kaHue marHuA go Hayasna Tepanmm n NepMoanYeCcKn KOHTPOIMPOBATb ero BO BPEMA JIEYEHNA.
Owmenpason, Kak 1 Bce NeKapCTBEHHbIE CPEACTBa, CHMKAKLWNE KNCITOTHOCTb, MOXKET NPUBOOUTL K CHYDKEHMIO
BcacbiBaHMA BUTammHa B12 (unaHokobanamuHa). O6 3ToM HEO6XOANMO NMOMHUTL B OTHOLLUEHUW NAaLVEHTOB

CO CHVKEHHbIM 3anacom ButammnHa B12 B opraHmame nnm ¢ haktopamm pucka HapyLweHnA BCacbiBaHWA
BUTaMmnHa B12 npu pnutenbHon Tepanmn.

Y nauneHToB, NPUHUMAIOLLMX NpenapaThbl, MOHUXXAKOLWNE CEKPELIMIO XENe3 XEeyaKa, B Te4EHNEe ONTENbHOro
BPEMEHM, Yalle oTMeyaeTcA o6pas3oBaHme XenesncTbiX KUCT B XenyaKe, KOTopble NPOXoaAT CaMOCTOATENIbHO
Ha (boHe NPOoAO/KEHMA Tepanun. 3TN ABEHNA 06yCOBNEHbI (PU3NONOTNMYECKNMN N3MEHEHNAMN B
pesynbrare MHMOUPoOBaHA CEKPeLMn CONAHON KUCIOThI.

CHmKeHMe cekpeumnmn ConAHOM KNCMOTbI B XENyaKe Nnoa 0enCTBUEM MHIMOUTOPOB NPOTOHHOW MOMIMbl U
OPYrX KNCNOTO-UHIMOMPYOLWNX areHTOB NPUBOANT K MOBLIWEHNIO POCTa HOPMasibHOW MUKPOKIOpLI
KULEYHMKA, YTO B CBOKO OYepedb MOXET NPUBOAMTL K HE3HAYNTENIbHOMY YBEIMYEHMIO pUCKa pPa3BuUTUA
KULWEYHbIX MHGeKUnI, Bbi3BaHHbIX 6akTepmamm poga Salmonella spp. n Campylobacter spp., a Takxe,
BepoATHO, 6akTepui Clostridium difficile y rocnntannampoBaHHbIX MaUuNEHTOB.

BrnusaHune Ha crioco6HOCTb yripaB/iATb TPAHCMIOPTHLIMU CPeACcTBaMU, MexaHUu3Mamm

OTCyTCTBYIOT AaHHbIE O BANAHUM NpenapaTa Ha CnocobHOCTb yNpaBAATbL aBTOMOGUNEM WX APYTrMMU
mexaHuamamn. OgHako, B CBA3M C TeM, YTO BO BpeMA Tepanum MoryT HabnogartbCA rofloBOKPY>XeHMe,
HEeYeTKOCTb 3PEHUNA U COHNMNBOCTD, CrieayeT cobntoaaTb OCTOPOXKHOCTb NPW yNpasfieH aBTOTPaHCMOPTOM
Wnu Bo BpeMA paboTbl C MexaHn3mamu, TpebytoLLer NOBbILEHHOW KOHLEHTpauu BHUMaHNA 1 BbICTPOThI
NMCUXOMOTOPHbIX peakLmn.

®OPMA BbIlMYCKA

Kancynbl 20 mr.

Mo 10 kancyn B KOHTYPHYIO AYENKOBYIO yNakoBKy. 1, 2 Unn 3 KOHTYPHbIe AYENKOBbIE YNAaKOBKN BMeCTe
C VIHCTPYKUWEN NO NPMMEHEHUIO NOMELLAIOT B NayKy U3 KapToHa.

ycnoBuA XPAHEHUA
B cyxowm, 3awmieHHoM OT cBeTa MecTe, Npu TemnepaType He Bbiwe 25 °C.
XpaHnTb B HEAOCTYNHOM ANA AETEN MECTE.

CPOK IrogHOCTH
2 ropa.
He ncnonb3oBartb npenapart no UCTe4YeHnn cpoka rogHoCTMW.

YCJ10BUA OTMYCKA
Mo peuenTy.

NMPON3BOAUTENL/OPFTAHU3ALNA, MPUHUMAIOLLAA NPETEH3UN NOTPEBUTEJIEN

AKuUMoHepHoe 06wecTBOo «XMMUKO-thapmauesTudeckunin kombmHat «AKPUXUH», (AO «AKPUXWH>»), Poccua
142450, MockoBckaa obnactb, HormHckuin panoH, r. Ctapaa KynasHa, yn. Kuposa, a. 29.

TenedoH/hakc: +7 (495) 702-95-03.



