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MeXxpayHapoaHoe HenaTeHToOBaHHOe Ha3BaHue ([leAcTBylOULEee BelecTBO):
e J30Menpa3so

MonesHble CCbINIKMU:

LleHa B AHpekce lop3gpaB Ctonnyku Anpesb
Cocpeectp”™™ Bukunegna™t

PJIC VIDAL Mail.Ru Drugs.com®*™

dopmMa BbiNycKa:
tDopma BbllTyCKa, onucaHne n coctas

Tabnerkm KUALLUe4YHopacTBOpUMbIe, NOKPbITbIe nneHo4YHou 060s104KoM PO30BOro uBeTa, NpoagoaroeaTble,
OBOAKOBbIMYKbIE.

1 Tab.

b3omenpason 40 mMr

BcrnomoraTenbHble BewecTBa: METaKPUIOBOM KMCAOThI U 3TuNakpunaTa cononmmep [1:1] 30%, ancnepcms - 51.4 mr, Tanbk -
27.46 Mr, TpMaTUAUMTPAT - 16.46 Mr, runpomMennosa - 13.7 Mr, caxapHas Kpynka - 12.28 mr, marHua cteapat - 1.18 wmr,
runpono3sa - 4.34 mr, ravuepun moHocteapaT 40-55 - 2.64 mr, nonncopbaTt 80 - 0.66 Mr, LeNN0I03a MUKPOKPUCTaNINYeckas
- 365.18 mr, nosupaoH K-29/32 - 30 mr, makporos 6000 - 18 Mr, KpocnoBUAOH - 12 Mr, HaTpus cTeapuidymapaT - 1.2 mr.

naeHo4YHas obosnoyka: Onagpan Po3osbii 03B34285 (runpomennosa - 11.25 mr, TutaHa gmuokcup - 5.171 mr, makporon 400 -
1.125 Mr, KpacuTenb Xenesa OKCUA KpacHbIr - 0.45 Mr, kpacuTenb xenesa okcua xentoir - 0.004 mr) - 3 % (2-4 %).
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da pMaKoJsiornieckKkue CBOMCTBA:
®apmaKogMHaMHuKa

NHrnbuntop H-K*-AT®-a3kl, NpaBoBpaLLaloWwunii M3oMep oMenpasosa. CHUXAEeT CeKPeLMio CONAHON KUCNOThI B XKesyake
nyTem cneumn4eckoro MHrnbrnposaHMa NPOTOHHOINO HAacoCa B NapueTasibHbIX KneTKax. ABnasack cnabbiM OCHOBaHMEM U
nepexons B akTUBHYO POPMY B KNCON Cpefie CEKPETOPHbIX KaHaNbLEeB NapueTasibHbIX KNEeTOK CIN3NCTON 060/104KN
Xenyaka, akTUBMPYEeTCA U MHIMBUpyeT NPOTOHOBLIN Hacoc - epMeHT HY-K*-ATd-a3y. MHrubupyeT kak 6a3anbHylo, Tak 1
CTUMYJIMPOBAHHYIO CEKPeL Mo X/1I0POBOAOPOAHOMN (CONAHON) KMCOThI. [lencTBme HacTynaeT Yyepes 1 4 nocjie nepopasibHOro
npuema 20 mr nnm 40 mr. MNpu exxegHEeBHOM NpUMeHeHUN B TedeHne 5 gHen B fo3e 20 mMr 1 pas/cyT, cpefHAs MakCcMManbHas
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KOHLeHTpaLmMs X10pOBOAOPOAHON KNCAOThI NOCae CTUMYASALUN NeHTaracTpMHOM CHxaeTcs Ha 90%.
dapMaKOKMHETUKa

HeycTon4mBs B Kucnom cpege. In vivo nnb He3Ha4ynTesibHasa YacTb 330Mernpa3osia npespawaeTtca B R-nsomep. Mocne npuema
BHYTPb 6bIcTpo abcopbupyeTcs ns XKT. Cax B NJ1a3Me KpoBU fAocTuraeTcs yepes 1-2 4. AbcontoTHas 6MofoCTynHOCTbL Npu
MoBTOPHOM npueme B fo3e 20 mMr 1 pas/cyT - 89%. V4 - 0.22 n/kr. CBsA3biBaHMe ¢ 6enkamMu nnasmbl - 97%. MNoAHOCTbIO
MeTabonmM3npyeTcsa Npu y4acTum n3oepMeHTOB CUCTEMbI LMTOXpoMa P450. OcHOBHas YacTb MeTabonnsupyeTcs npu
yydacTum CYP2C19 c obpa3oBaHMEM rMAPOKCU- N EMETUIMPOBAHHbLIX MeTabonnToB 330Menpa3ona. MeTabonmsm ocTaBLencs
YacTu ocyliecTBaseTcs gpyrum nsogepmeHtTom CYP3A4; npu aToM obpasyeTcsa cynbhonponsBogHoe 330Mernpasona,
ABNSIOLLEECs OCHOBHbIM MeTabonToM, onpegensemsiM B naasme. Bce MeTabonnTbl hapMakosiOrM4eckn HeakTUBHbI. Y
MaLneHTOB C akTUBHbIM n3ogepmeHToM CYP2C19 (NauneHTbl C akTUBHbIM MeTabo/IM3MOM) CUCTEMHbIA KNNPEHC - 17 n/4
nocsie 04HOKPaTHOro NnpmemMa 1 9 /4 - Nocsie MHOroKpaTHOro npuema. Ty, - 1.3 4 Npyn cMcTeMaTUYECKOM NpnemMe B pexxnume
no3unpoBaHma 1 pas/cyT. AUC Bo3pacTaeT Ha (hOoHE MHOFOKpPaTHOro NnpnemMa (HennHernHas 3aBUCMMoCcTb 03bl 1 AUC npwu
cucTeMaTuyeckoM npueme, 4YTo ABASETCA CneACTBUEM CHMXKeHns MeTabonn3ma npu "nepsBoM NpPoxXoXKAeHUN" Yyepes neyeHsb,
a TaK>XXe CHUXXEHNS CUCTEMHOr0 KJIMPeHCa, Bbi3BaHHOIO MHrMbrnposaHueM gepmeHTa CYP2C19 330Menpa30/ioM u/mnm ero
cynboconepawmm metabonntom). He kymynupyeT. BoiBoantcs 0o 80% o3kl B BUae metabonmtoB novkamu (MeHee 1% -
B HEM3MEHEHHOM BufAe), 0OCTaslbHOE KOJINYECTBO - C XKeNYbio.

Y nauneHToB C HeakTUBHbIM MeTabonnsmom (1-2%) MmeTabosin3M 330Menpa3osia B OCHOBHOM OCYLLECTBISETCSA NpU y4acTum
n3ogepmenTa CYP3A4. MNpun cnctematmyeckom npueme B fose 40 mr 1 pas/cyT, cpegHasa AUC Ha 100% npeBbllwlaeT 3Ha4YeHne
3TOro napameTpa Yy NauMeHTOB C aKTUBHbIM MeTabonm3amoM. CpedHune 3HaveHuns C,y B NJ1a3Me y NaumeHToB C HEaKTUBHbIM
MeTab0/1M3MOM NOBbILWEHbI NPUBAN3UTENLHO Ha 60%.

Mpw TSXKENOoN NeYeHoYHON HeJ0CTAaTOYHOCTM CKOPOCTL MeTabo/IM3Ma CHUXKEHa, YTO COMpoBoOXAaeTcs yeenmdeHmem AUC B 2
pa3sa.

NMoka3aHusa K NpUMeHeHuUlo:

FacTpo3a3odareansHas pediokCHaa 60ne3Hb: 3P03UNBHbLIN pedItoKC-330haruT (nedYeHmne), NpodunakTuka peLunanBos y
nauneHToB C N3J1Ie4eHHbIM 330(aruToM, cuMnToMaTmn4yeckoe nevyeHue NIP6.

B cocTaBe KoMBMHMpPOBaHHOM Tepanuu: apaaunkaumna Helicobacter pylori, s13BeHHasa 6one3Hb ABeHaALATUNEPCTHON KULLKK,
accoummpoBaHHas ¢ Helicobacter pylori, npocdnnakTuka peunanea NenTUYECKNX A3B Y NaLMEHTOB C A3BEHHOW 60ne3HbIo,
accounmpoBaHHon ¢ Helicobacter pylori.

OTHOCHUTCA K bonesHaMm:

e Pednitokc-33o0darnTt

e 2330(harut

e d3BeHHasa 6one3Hb
e Sf3BeHHas 60ne3Hb ABeHaALATUNEPCTHOW KULLKKN

NMpoTuBONoOKasaHuA:

Mepunopn nakTauuu, NoBblLLIEHHas YyBCTBUTEJIbHOCTb K 330MernpomMa3sony.

Cnocob npuMeHeHus U [03bl:

MpuHMatloT BHYTpb. [o3a cocTasnseT 20-40 mr 1 pa3/cyT. NTeNbHOCTb NpYeMa 3aBUCUT OT NMOKa3aHWN, CXeMbl Jle4eHus,
3 (peKTUBHOCTN.

Mpwn TAXKEeNoN Ne4YeHOYHOM HeAOCTaTOYHOCTN MaKCMManbHas gosa - 20 Mr/cyT.

MobouyHoe peucrBue:
YacTo: ronoBHas 6onb, 6011 B XXUBOTE, Anapes, METEOPM3M, TOLLHOTA, pPBOTA, 3anop.

Peako: AepmMmaTuT, 3y, KpannmBHULaG, rOJIOBOKPYXXeHNE, CyXOCTb BO PTY.

NMpuMmeHeHue Npu 6epeMeHHOCTU U KOPMJIEHUM TPy A blo:
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[aHHble o 6e3onacHoCTH npMMeHeHNA 330Mernpasona npun 6EPEMEHHOCTVI OTCYTCTBYIOT. anIMEHEHI/Ie BO3MOXXHO B CJly4asx,
KOrga oXXmnaoaemMasd noJjib3a Tepanun gna MmaTtepu npesbillaeT BO3MO>KHbIN PUCK Aona ninoaa.

B IKCrNepumMeHTaslbHbIX NccJieJoBaHUAX Ha XXUBOTHbIX HE BblIAB/1EHO Kakoro-nnbo npaMoro nan KOCBEHHOro oTpuuaTesibHOro
BO34ENCTBUSA Ha pa3suTune 3M6pI/IOHa wnu nnona. BBegeHue paueMmn4eckoro BellecTBa TakXXe He OKa3bliBasio Kakoro-nnbo
oTpuyaTenbHOro BO34EMNCTBUSA Ha XXNBOTHbIX npun 6epeMeHHOCTVI, B nepunon poaos, a TakXXe B nepmo noCtHaTaJlbHOro
pa3BnTUA.

MpoTnBoNokKasaH B Nepunog fNakTauum.

Bsanmopencreue c APYrMmMn nekKapCrBeéHHbIMU CcpencCcrBamMmm:

MonaratoT, 4TO NPV OAHOBPEMEHHOM NMPUMEHEHUN BO3MOXKHO MOBbILIEHWE KOHLLEHTPALUMA B Naa3Me KPOBM N yCUSIeHMe
3(pheKToB MMUNPaMMHa, KIOMUNpaMuHa, umTansonpamMa.

MonaratoT, 4TO NpM OAHOBPEMEHHOM NMPUMEHEHUN BO3MOXKHO YMEHbLIEHNE KOHLIEHTPALUA B NMJa3Me KPOBU N KIIMHNYECKON
3P (PeKTUBHOCTN NTPaKoHa30J1a U KETOKOHa30/1a.

MNpu ogHOBPEMEHHOM NPUMEHEHMW C KNapUTPOMULUHOM ONMUCaH Cllyvyali 3HauynTensHoro ysenmyeHns AUC 33omMenpasona
BCJIeACTBUE YrHETEHUs1 ero MmeTabonnsma nof BAMSHUEM KIAapUTPOMULIMHA.

I'Ipvl oaoHoOBpeMEeHHOM NMpuUMeHeHU BO3MOXXHO MOBbILLIEHNE KOHLI,eHTpaLI,I/II7I B NMNJlasMe KpoBU Ana3enamMa u q’JEHVITOI/IHa, 4TO, No-
BNANMOMY, HE UMEET KJINHNYECKOro 3Ha4yeHus.

Ocobble yka3aHua U Mepbl NPefoCTOPOXKHOCTH:

OwnarHo3sbl
e bonesHb KpoHa
e bosn B XXMBOTE

e [acTput
e [napes

UcTouHuK: http://drugs.thead.ru/Emezol
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