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HUHCTPYKIUA
[0 MEAUIMHCKOMY HPHMEHEHHI0 Ipenaparta

YIKO30JI® (ULCOZOL®)

PerncrpanoHHBIN HOMeEp:
Toprosoe HazBanue: Yiaxozon®
MexayHapoJHOe HEN2TEHTOBAHHOE HA3BaHHE: OMENPa3oll

JlexapcTBeHHbBbIC (POPMBI: KAICYJIBI, JTAOQHWINA3AT 4JIsI INPUTOTOBICHUS pacTBOpa

' JUIS BHYTPHUBEHHOTO BBEICHHS

COCTAB

Kaorcoas xancyna cooeporcum:

AKTHBHOE BEIIIECTBO: OMENPA30JI - 20 MT.

BcnomoratenpHbIe BelleCTBA: CaxapHbBIE C(Ephl, HATpUs Jaypwuil Cynkdbar, HaTpus

rugpodocdar, MOHOTHIPAY JAKTO3BI, THIPOMENI03a, THIPOJI034, THIPOMEILIO3a
' dranar, muATHN ¢Tanar, KEJATHH, TUTAaHA JHOKCHJ, KpacUTENIb XKeje3a OKCHUI
YEPHBIN. '

Kaoicowiii  pnaxon ¢ nuogunuzamom  OnA npUcOMOseHUsA pacmeopa  Ons

EHYMPUBEHHO20 66€0EHUS/6 KOMNIIEKME C PACMBOPUMENeM COOEPHCUM.

dakoH ¢ aKTHBHBIM BEHIECTBOM: OMeNpa30.1 (B opMe oMenpazoiia Hatpus) — 40 Mr

- AMmnyza ¢ pacteopureneM: Makporoi 400, TMMOHHAs KHCIOTa, BOAA I HHBEKIIHMA

q.s. 10 M.

Onucanue
Kancynvi: TBepJble KCIATHHOBBIE KallCyJIbl, pasMep 2, KOpilyc - Oenoro IBeTa,

KPBIIICYKA — CCPOro 1BCTA, co;:xepmamne [IeJUIETHI OT O€eJIoro HO KCITOBATOI'O IIBCTA.

Jluogunuzam 0ns npueomoeieHus pacmeopa 0Jis 6HYMPUBEHHO20 66e0eHUA: DEIOoro

WJIM IIOYTH OEI0ro IBETA TMOPHIN3HPOBAHHAA Macca.

Pacmeopumens: ipo3paynas OeclBETHAS XHIKOCTb.
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Onucanue 60CNPOU3BEOEHHO20 pACMBOpa (20mM06020 NPOCYKmMa): HTPO3padHbINA

PacTBOP CJACTKA KCJITOBATOI'O IIBCTA.

dapMakoTepaneBTHYECKANA rpynmna: MIPOTUBOSA3BEHHOE CPEACTBO - IPOTOHHOIO

HAacocCa HHIHOHUTOP.

Koag ATX: A02BCO1

®APMAKOJIOTHTYECKHAE CBOUCTBA

(I)apMaKOHHHaMHKa. Owmenpazon unrudbupyer ¢epmenr H:, K+-ATd-azy

(<IIPOTOHHBIA HACOC») B MAapUETAIBHBLIX KJIETKAaX KEIyJAKa U OJOKUPYET TEM CaMbIM

3aKJIIOYUTENBHYIO CTAIUI0 CHHTE3a CONSHOM KUCIOTBL. OTO IPUBOIUT K CHMIKEHUIO
YPORBHS GasaIbHOH M CTUMYJIUPOBAHHOM CEKpELUM, HE3aBUCHUMO OT MIPUPOIEL]
pasgpaxuTend. Iloclie OJHOKPATHOTO MpHeMa Iperapara BHYTph JIEUCTBHE
OMeraBOJIa HACTyIlaeT B TEYEHHWE IEPBOrO 4aca u HpOI[OJI)KaeTCH B Teueuue 24
4acoB, MakCHUMyM d3(p(dexra AocTHraeTcs 4epe3 2 vaca. Y OOJNBHBIX C A3BEHHOU
0OJIC3HBIO ﬂBeHanuaTHnepCTHbﬁ KuInky npueM 20 Mr oMernpaszojia TOJACpKUBACT
BHYTpHKeIya0uHeld pH =3,0 B Teuenne 17 4acos. Ilocne npexpaineHus mpueMa .
Ipenapara CEKpeTOpHas aKTUBHOCTH IIOJIHOCTBIO BOCCTAHABIHUBACTCA 4Hepe3 3 — O
CYTOK. '

®apmakoxuuernka. [Ipu npﬁeme BHYTPh OMEIPa30jl OBICTpO abcopOupyercss u3

KEJIYIOYHO-KHIIEYHOI0 TpaKTa, MUK KOHIICHTPAIlMH B ILJIa3ME€ JOCTHUracTCs dYepes

0,5-1 gac. buogocTynmHOCTE CocTaBJIﬁeT 30—40%. CBsi3p ¢ OelKaMu IUIa3Mbl - OKOJIO
90%. Omemnpaszon MpakTHYCCKH [MOHOCTHIO METa0OJIM3UPYETCs B IIeUeHH. Ilepuon
nmonyBbeiBeaeHus — 0,5-1 vac. BeBogurcs noukamu (70-80%) u ¢ xemunio (20-30%).
Ilpy  XpoHHUECKOM MOYECYHOH  HEJOCTATOYHOCTH  BBIBEJICHHE CHIDKACTCS
IPOIIOPIMOHANBHO CHIDKCHHIO KIHPEHCa KPCaTHHHHA. Y TIOXKHIBIX IIAIIHCHTOB
BEIBECHME YMEHBIIAETCS, OHONOCTYIIHOCTh BO3pacTacT. IIpH  IEYeHOYHOM

HEZOCTATOYHOCTH OHOJOCTYIHOCTD — 100%, Iepuoa MOJIYBBIBEICHUS BO3pAacTacT A0

3 4acoB.

[IOKA3AHUS K IPUMEHEHUAIO

S3BeHHAas 00JIC3HE KCIIYAKA H ,HBGH&I[H&TPIHBPCTHOFI KHIIKH.
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Peduroxc-a30¢arur.

JPO3UBHO-SI3BCHHEBIC HOpa}I{eHHH XKeNnylIKa M JBCHAMIATHUIICPCTHOM  KHIIKH,
CBSI3aHHBIE C MPHEMOM HECTEPOHIHBIX IIPOTHBOBOCIAIUTEIBHBIX IIPEIapaToB
(HIIBII), ctpeccoBnie s3BEL.

OpO3UBHO-SI3BCHHBIC IIOPAKCHUS SKEIyAKa M JBCHAANATUIICPCTHOM  KMIIKH,
accoluupoBaHHEIE ¢ Helicobacter pylori (B COCTaBe KOMILJICKCHOM TEpAIIHm).
CuHapoM 3o/MHrepa — JJUIICOHA.

[IpodmiakTHKa MONafaHUI KACIOTO COAEPKUMOTO JKEIyIKa B IBIXaTeIbEbIEe IYTH BO

BpeMs 00IIeH aHecTe3ny (CHEAPOM MEHAEIbCOHA).

[IPOTAUBOIIOKA3AHWS

lloBpIIIEHHAA HYBCTBUTCIILHOCTDb K IIpCliapdly, IEeTCKUU BO3pPacCT, 6epeMeHHOCTB,

[IEPHO/T JJaKTAIlHH.

C O0CTOPO2KHOCTBIO — ITOUCYHAA /WM IeYeHOYHAas HCHAOCTATOYHOCTDE.

CIIOCOB IPUMEHEHMS M 1O3bI

Kancynot,

Bryrpb. Kancynsl cineayer npuHHMAaTh HE PA3KEBBIBAS, 3alKMBas HEOOJBIIMM
KOJIIitIeCTBOM KUJIKOCTH, HE3aBUCHMO OT IpHeMa 'HHﬁIH (OOBIMHO PEKOMEHIYECTCsI
- IIpUEM YTPOM IIEPEe]l €101 MIIM BO BpeMs IIpreMa nuinn). B caydae He'o6xo;1HM00'm

2-KpaTH01"0 aneMa BCYUCPHIOIO JO3Yy CJIICAYCT IIPUHUMATD IICPCH YKHHOM.

H36ennas 60ne3Hb 06EHAOYAMUNEPCMHOU KUWKY 6 paze obocmpenus — 110 20 Mr B
CYTKH B T€UCHHE 2-4 HEZICIb (B PE3UCTCHTHRIX cnytiaﬂx 10 40 Mr B CYTKH).

A36eHHaa 60ne3Hb JHcenyoKa 6 grase 000CmpeHUs U SPO3USHO-A3BEHHBLU 30 azum —
o 20-40 Mr B cyTKH B TeueHHe 4 —8 nenens.

OPO3UBHO-A36EHHIE  NOPANICCHUS  IHCENYOOYHO-KUWEYHO20 MPAKNG, Gbl36AHHDLE
NPUEMOM HIIBIT —110 20 MI' B CYTKH B TeucHHE 4 — 8§ HEACb.

Opaouxayus Helicobacter pylori — Ho 20 mr 2 pa3a B CyTKH B TE€UCHHE / THEH B
COUYETAaHMHU C aHTHOAKTEpHATIBHBIMU CPEICTBAMH.

[Ipomusopeyuousnoe nevyenue A36eHHOU O0Ne3HU JHCenyoxa u 12-nepcmuou Kumku —

110 20 MI' B CYTKH.




JICP-002587/07-060907
A

Hpomueopeuu()uenoe neqyenue pednioxc-szohazuma — 20 M B CYTKH B TEYEHHE
IUTUTEIBHOTO BPEMEHH (10 6 MECSIIIEB).

Cunopom 3onnunzepa-IOniucoHa — J03a MOAOHpaeTcs HHHHBﬁﬂyaﬂBHO B
3aBUCUMOCTH OT MCXOJHOTO YPOBHS KEJIYJIOYHOM CEKpeluH, OOBEMHO HauyuHas ¢ 60
MF B CyTKH. lIpun HeoOxoaumocTH 103y yBeanduBaroT 10 80 —120 Mr B CyTKH, B 3TOM

ClIydae ee AeJIIT Ha 2 IpHueMa.

Jluopunuzam _ona npuzomoencriua pacmeopa 01 6HYmpUBEeHHO20 88COCHUA.

[IpenapaT BBOAMTCS BHYTPHBEHHO OIMH Pa3 B CYTKHM B CIIydasx, KOI'ZIa 3aTpydHCH
IIeEpOpAILHEIA IIPUEM IIperapara.

JInopmwmzar pactBopstor B 10 Mn mpmiaaraemoro pactBoputens (1 ammyia). He

HCTIONB30BATH IPYTUE€ PaCTBOPUTEIIH!

[ IpuroToBnCHHBIN pacTBop CIIEAYET UCHOIB30BaTh B TCUCHUE 4 JacoOB.

BBomAT pacTBOp BHYTPHBEHHO MEIJICHHO 3a IEPHON HE MeHee 2.5 MHHYT CO
cKopOCbeo, HE HpeBLImanmeifI 4 MJI/MHH.,

IIpu  HeobOxoauMmocTH  HUH(QPY3HOHHOTIO BBE’:I[CHI'IH OMEIPA30ja  JUODHUIN3AT
pacTBOPSIOT B IPHJIAracMOM pAacTBOPHTENe H 3aTeM 1ob6aBsioT K 100 M
 (pusnosiorndeckoro pactsopa wid 5% JOEKCTpo3bl U NOPOBOIAT HHPY3HIO

(BHYTPUBEHHO KallellbHO B TeueHUue 20-30 MunHyT). [IpMroToBIE€HHEBINA pacTBOP MOXKET

XpaHUTHCS IIPH KOMHATHOM TeMIepaType He Goiee 12 gacos.
lIpu npopunaktuxe cuaapoma Meraenscora 40 Mr npemnapara BBOIAT 3a 1 dac Jo

onepauuy. B ciydae npoBeacHusa onepaumu 0ojee 2 4acoB 03y IIpenapara ClIeayeT

BBECTHU ITIOBTOPHO.

INOBOYHOE JEUCTBUE

Co CMIOPOHbL Op2cdHO6 nuweeaperusd. OJUuapd HJIM 3alH0p, TOHIIHOTa, PBOTA,

MeTeopu3M, OOJIb B KHMBOTIE, CYXOCTh BO PTY, HapyllIeHHS BKyCa, CTOMAaTHT,

TPAH3UTOPHOE IIOBBIIEHHE AKTUBHOCTH «(IIEYCHOYHBIX» (PEPMEHTOB B ILIa3Me; y
OOJIBHBIX C NPEIIIECTBYIOIUM TSDKEIBIM 3a00I€BaHUEM TIEYEHH — I'elaTuT (B T. 4. C
KEITYXOH), HapyILIeHHUE (PYHKIMHU IICUYCHHU.

Co cmoponvl Hepenoli cucmemvl: TOOBHAS 00JIb, TOJOBOKPYXEHHE, BO3OYKIEHHE,

COHJIMBOCTh, OECCOHHHIA, NapecTe3ud, AENpPeccusi, TaUNONUHANKUU (Y OONBHBIX C
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TSDKEIBIMA  CONYTCTBYIOIIMMH  COMATHYECKUMH  3a00JIeBaH#sIME), OOJIBHBIX C
IPEAIECTBYIOIIUM TsDKEJIBIM 3a00JIEBAHUEM IIEUEHH - SHIIE(DATIONATHS.

Co cmoponst 0nopHo-06u2amenbHO20 annapama.: MBIIEYHAs CIa00CTh, MHUAJITHI,

apTpaJIrus.

Co cmoponsl cucmemvl Kpogemeopenus:  NEWKOIEHHUS, TPOMOOITUTOIECHUS, B

OTAETBHBIX CIIyYasx — arpaHyJIOLUTO3, NaHIIUTOICHHUS.
Co cmoponbr kodICHbIX NOKPOBOE: 3YJ; PEAKO — KOXKHAS CHIIb, B OTJACIBHBIX CIIyYasix
— (hOTOCEHCHOMIM3ANKS, MYJIbTH(OPMHAA SKCCYJATUBHAS 3PUTEMA, AT,

Annepeuveckue peaxyuu: KpalBHUIA, aHTHOHEBPOTHUYECKHH OTEK, OPOHXOCIIA3M,

MHTEPCTHIHAIILHBIA HEQPUT U aHaPHIIaKTUUECKUM MIOK.

IIpouue: HapymeHWe 3peHHs, Nepu]epudecKue OTEKH, YCHIICHHE NTOTOOTIENICHH,

IMXOpajKa, THHEKOMACTHS; PEAKO — 0Opa3oBaHue JKEITYIOYHBIX TJIAHTYISPHBIX KUCT
BO BPEMs ANHUTCIBHOIO JICYCHHS (CIIEICTBHE HHrH6HpOBaHH51 CEKPCIIHU COJIHOM

KHCJIOTHI, HOCUT TOOPOKaYCCTBEHHBIH, 00paTHMEBIH XapaKTep).

IHEPEJO3HUPOBKA

Cumnmombl: HapyHICHHAE 3PEHHUS, GOHHHBOCTE, BO30YXJICHHE, CﬁyTaHHOQIL CO3HAHHUS
IOJIOBHAS 00JIb, IOBEIMIEHHE 1IOTOOTJIGJIGHI/I}I cyxocm BO PTY, TOIITHGTA, ADHUTMUSL.
CHeuH(queCKoro AHTUAOTA HE CYIIECTBYET.

ﬂeuenue - cuMnTomaruyeckoe. I'emonuanus — HenocTaTtouHo 3¢ HEKTUBEH.

B3AUMOJAENCTBUE C IPYTUMHU JEKAPCTBEHHBIMHA CPEJICTBAMM

J[IuTeIbHOE TIPUMEHEHHE omenpaszona B o3¢ 20 Mr 1 pa3 B CyTku B KOMOHHAIINH C
KoeHHOM, TEOGMIIMHOM, NHPOKCHKaMOM, IMKIO(DEHAKOM, HAMPOKCEHOM,
METOIIPOJIONIOM, ﬁponpaHononom, STAHONOM, IMKJIOCIOPHHOM, JTHIOKAMHOM,
XHHUJIMHOM M O3CTPaJMOJIOM HE NPHBOJMIO K H3MEHCHHIO MX KOHIIEHTDAIUH B
I1a3Me.

He oTMe4YeHO B3aUMONEHCTRHS C OJHOBPEMCHHO IIPUHUMAEMBIMI aHTAIUIaMH.
MomeTcHHmaTL abcopOLHIO 3(prOB IEHUINIUIMHA, COJIEH Kejle3a, HTPpaKOHa30JIa U
KETOKOHa3osna (oMempas3oj noseimaer pH kenynka). Seinssck MHrHOMTOpPOM
nuToxpoma P450, MoOXeT NOBBINATH KOHIEHTPALMI) M CHHXXATHh BHIBEJICHUE

Jas3enamMa, aHTHUKOAryJITHTOB HENPSMOTO NEHCTBHs, (PEHMTOMHA (JIEKapCTBECHHBIE

CPEICTBA, KOTOpbIE META0OIU3HUPYIOTCS B HEYEHH IOCPEACTBOM IMTOXPOMA
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CYP2C19), 4uTo B HEKGTOPHIX CIy4yasx MOXKET MOTPeOOBATh YMEHBIIEHHS 03 STHX
JICKAPCTBEHHBIX CPEJICTB. YCUIMBAET MHIHOHMpyIOmee JedCTBHE HAa CHCTEMY

'KPOBETBOPEHHMSI IPYTHX JIEKAPCTBEHHDBIX CPE/ICTB.

OCOBBIE YKA3AHUA

[lepen magamom Tepanmuu HEOOXOANMO HCKIIOYATH HATHYHE 3I0KAYECTBEHHOLO

rponecca (0COOCHHO NpHU sA3BE XKENYAKa), T. K. JIEUCHHE, MACKUPYSL CHMIITOMATHKY,

MOZKCT OTCPOYHUTD IIOCTAHOBKY IPAaBHUIILHOI'O JHArHO3A.

[Ipuem onHOBpEeMeHHO ¢ IMIEH HE BIUIET HA 3¢ PEeKTHBHOCTHL OMENDA30JIA.

Y OOJIBHBIX € TSDKENOH EYEHOYHOM HEAOCTATOUYHOCTHIO CYyTOYHAS 034 nperapara He

JIOJDKHA peBhIaTh 20 Mr.

©OPMA BBIITYCKA
Rancynet 20 me. Tlo 7 xancyn B Gimctepe u3 amomunns. Ilo 1, 2 wim 4 6imcrepa B
KapTOHHOH IIaYKe ¢ HHCTPYKIIUEH 110 NPHUMEHEHUIO.

JIqubwzwam 0I5t NPU2OMOGAEH U pacmeopa ons euympueeyuoeo 6eeoenus 40 me/

8 kommekme C pacmeopumeﬂeﬂs: Ilo 40 Mr Bo ¢uakonax u3 TEeMHOro crekia, Tam |
O.CIIA ¢ HakJIeeHHOM STHKETKOM, YKYIIOPEHHBIX PE3NHOBOI npo6XOH U 3aKaTaHHbIX
ATIOMHHHUEBBIM KoamayxoMm. [lo 10 MJI PaCTBOPHUTEISA B aMIIyJbl HEHTPAIHHOTO
crexia. PrakoH c JiHO(l)HJIH:aaTOM M aMIyJly ¢ pPacTBOPHUTEJICM NOMEINAOT B

KapTOHHYIO IIaYKy ¢ HHCTPYKIHEHN 10 MPUMEHEHHUIO.

CPOK I'OJTHOCTH

2 roga. He IpEMERATE 110 HCTEYCHUH CPOKA FOAHOCTH, YKa3aHHOIO HA VIIAKOBKE.

VCJIOBHUS XPAHEHUS

Cmmcok b. B cyxom, 3aiquImeHHOM OT CBETa B HEAOCTYIIHOM IUisl JeTeit MECTE, IIPH

TeMileparype He Bbime 25°C,

YCJIOBHSI OTIIYCKA U3 AIITEK

1lo péuenTy.
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Ha3Banue u aagpec M3roToOBHTES
JIaboparopuoc baro C.A.,

Beprapno ne Upuroiien, 248
1072, By:aHoc-Aiipec, ApPreHTHHA.
Ten.: (54 11) 4344-2000, 4344-2081

Hpencrapureancrso B Mockse:
119571 Mocksa, yn. 26 BakuHCKHX KOMHccapOB, 1.9, oduc 22-23.

Temn./pakc: (495) 980-66-03
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