MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCQH?ICKOI%I OEJIEPALIIN
uHeTPyKIms L COTIAl OBAHC
T10 MEJUITMHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOT'O TIPETTAPATA
PEBAMUTTHI KAHOH

PerncrpaunonHblii Homep:
Toprooe HaumenoBanue: Pebamunua Kanon
Me:xayHapoHOe HeMaTeHTOBAHHOE HAUMEHOBaHHe: peOaMHUITHL

JlekapcrBennasi popma: Tabi1eTKH, TOKPBITHIE TUNICHOYHOIH 000109KOH

COCTAB

1 TabieTKa, MOKPLITAS TJIEHOYHOW 000JI0UKON, COJIEPKUT:

oeticmeyioujee eeujecmeo. pedamunua 100,0 mr.

scnomozamenbhvle eeujecmea: KpaxMall KyKypy3HbIi 64,7 Mr, KpeMHHs THOKCUI KOJIJIOWIHBII
2,4 wmr, kpockapmetoza Hatpust 14,0 mr, numonHas kucioTa 2,3 Mr, MartHusi creapat 2,4 wmr,
ManHuTon 48,0 Mr, HaTpus naypuicynsdat 2,0 mr, mouaoH K-30 4,2 mr.

nienounas obonouxka: Omnaapait 20A28380 Oenwiii 8,0 Mr, B TOM YHCJE: THIPOMEII03a
(TMAPOKCUNPONMUIMETHIILEIUII003a) 2,7 MTI, THUIPOsI03a (TMAPOKCUTIPOIHIILIEIIII0I03a) 2,7 MT,

Tanek 1,6 Mr, TuTana quokcug 1,0 mr.

OIMMUCAHHUE
TabieTkn Kpyrible ABOSIKOBBIYKIIBIC, MOKPBIThIC IICHOYHOH 00OJI0YKONW OEIOr0 MM IOYTH
Oesoro usera. Ha nmonepeynom paspese moutu 6e1oro musera.

CDapmaKOTepaneBTuquKan rpymnma: raCTpornpoTCKTOPHOC CPCIACTBO

Kon ATX: A02BX14

®APMAKOJIOTUYECKUE CBOHCTBA

Dapmakoounamuxa

Pebamunua noseimaer coxaepxkanue npocrarnanauna E2 (PGE2) B ciusucroit xenymaka, u
noseimaer coxepxkanue PGE2 u GI2 B comepkumoM  kenymodHoro coka. OkasbiBaer
IIUTONPOTEKTOPHOE JIEHCTBHE B OTHOWICHUM CIM3MCTOM JKCIyAKa TpPH IOBPEXKIAFOIIEM
BO3JICHCTBMM 3TAaHOJIA, KHMCJIOT M ILIEJOYCH, alCTHICATUIMIOBOH KUCIOThL. CrnocoOCTByeT
aKTHBALIMK DH3MMOB, YCKOPSIONIMX OMOCHHTE3 BBICOKOMOJICKYJSPHBIX TJMKOMPOTEHHOB, |
MOBBILIAET COJEPKAHUE CIIM3M HA MOBEPXHOCTH CTEHKH sKenynka. CrocoOCTBYET yIydIICHHIO
KPOBOCHAOKEHHUS CIIM3MUCTOMN KejlyJKa, aKTHBU3UPYET ce OapbepHyIo (YHKIHIO, aKTHBH3UPYET
LIEJIOYHYIO CEKPELMIO JKellyJlKa, YCHIIMBACT Mpojindepalnio 1 0OMeH 3MUTETHAIBHBIX KIETOK
KEJyKa, OYMILACT CIIM3MCTYI0 OT THUAPOKCWIBHBIX PaJUKaJIOB W TOMABISET CYMEPOKCH/IBI,
MPOJIYIIMPYEMBIC  TTOJIMMOP(QHOANEPHBIMU  JIEHKOUMTAMU WM HEHTpohUIaMH B TMPHCYTCTBHU

Helicobacter pylori, 3amuimaer cim3ucTyio *kelryjaka OT MOPaKeHHs OaKTEPHSIMH, OKa3hIBAET
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racTpOIpOTEKTOPHOE  JIEHCTBHE IIPU  BO3ACHCTBMM  HaA anji/fCTYEé ;Lf‘léCTép;OHI['HBIMI/I
NPOTHUBOBOCHANUTENBHBIMU 1Tpenapatamu (HIIBIT).

Dapmakokunemuka

AbcopOuus npu mpueMe BHYTPE - Bicokast. [Tociie mprema B no3e 100 Mr Uk KOHLEHTPAILlUH B
m1azMe KpoBH (Crmax) TOCTHTAETCSA MPUOIH3HTENIBHO Yepe3 2 4 U coctaBisteT 340 ur/mi. [leproa
nonyseiBeenus (T12) paBen npubnusurenasHo 1,0 u. [ToBTOpHBIE TNpHEMBI IIpenapaTa He
NPUBOAAT K €ro Kymynsuuu B opranusme. ITpubamsurensHo 10 % npemapara BBIBOAMTCA
MOYKaMH, MPEUMYIIECTBEHHO B HeuzMeHeHHOM Buae. [Ipu mpueme B gosze 600 mr ymaercs
BBIZICTHUTD CJICBI THAPOKCHIMPOBAHHOTO METabOINTA.

B omnpiTax in vitro mokaszano, 4uto ot 98.4 % 1o 98,6 % npenapara cBsI3bIBAETCS OEITKAMU TUIa3MBI.

IMMOKA3AHUSA K IPUMEHEHUIO

SI3BeHHas 0OJIE3HB JKeTyAKa. XPOHHYECKHH TacTpUT C TOBBIMIEHHOHW KHCIOTOOOpa3yroue
GyHkuMen okemyaka B cTaAuMM  00OCTpEHUs, Hpo3UBHBIN  racTpuT. IIpenorBpamenue
BO3HUKHOBEHMSI TOBPEXACHUH cIU3UCTOM 000104KH Ha (OHE INpUEMa HECTEPOMUIHBIX
IIPOTHBOBOCTIAJIUTENILHBIX CPEICTB. MOXKET MCIIOIB30BaThCs B COCTaBE KOMOMHHMPOBAHHOM

Teparnuu.

ITPOTUBOITOKA3AHUSA K TIPUMEHEHUIO
— HWuauBuayanbHas HENEepPeHOCHMOCTh pedaMUITHIA WM APYTrUX KOMIIOHEHTOB Ipenapara.
— bepeMeHHOCTS.
— Ilepnon makrauum.

— Jeru B Bo3pacre 10 18 ner.

C OCTOPO)KHOCTBIO
Pexomenayercs cobmo1aTh OCTOPOKHOCTE TP MEPBOM Ha3HAYEHUH pebdaMUMiia MaueHTaMm ¢
TIOXKHUJIOTO BO3PACTa B CBA3M C BO3MOXKHOCTLIO BOSHUKHOBEHHUS TTOBBIIIEHHOW YyBCTBUTEIBHOCTH

K Tpenapary.

NPUMEHEHHE IIPM BEPEMEHHOCTH U B IIEPHOJ TIPYJIHOI'O
BCKAPMJIUBAHUS

BesonacHocTh mpuMeHeHus pebaMunuia B nepuoj OepeMeHHOCTH He Joka3aHa. He mpuMeHsTH
BO Bpems OepemeHHocTH. [Tockonbky pedaMuUTIMI TPOHWKAET B TPYAHOE MOJIOKO, CIENYeT
IIPEKPaTUTh IPYAHOE BCKAPMJIMBAHHME WIIM PEIIUThL BOTPOC 00 MCKYCCTBEHHOM BCKapMIIMBAHUH
pebeHka B cilydae HEOOXOAMMOCTH Ha3HAYeHWs MaTepu pebaMUNHUaa B TIEPHOI KOPMIICHHS

TPYBIO.

CITIOCOBb IPUMEHEHMU ST U JIO3bI
Buytps, o 1 Tabnerke 3 pasa B cyTku (yTpom, B 00e/1 M BEe4EpOM MM YTPOM, BEUEPOM U Tepe]l

CHOM, B COOTBETCTBHUH C 06pa30M KHU3HU nauneHTa), 3amuBas HEOOJBIIUM KOJIMYECTBOM
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xuakoctd. Kypc neuenust cocraBnsier 2 - 4 Heienu, B cilydade HCO6XOﬁHMOCTH,MO>K€;T OBITH
MPOJUIEH J10 8§ HEJelb. L o
[Tpenapat He o6agaeT 0cOOEHHOCTAMH JICHCTBUS NIPU TIEPBOM MTPUEME WIIK TIPH €T0 OTMEHE.
IIpn mpomycke mpueMa OIHOHW J103bl HEOOXOAWMO TPHUHSTH CIIEIYIOIIYIO 103y IIpernapara B

YCTaHOBJICHHOC BPEMs, HE CJIICAYCT IIPUHUMATD Y/IBOCHHYIO H03Y IIpCliapaTta.

IIOBOYHBIE PEAKIIUHA

Co cmopoHbl HeenydOUHO-KULLLe HO20 MpaKma: 3arnop, MCTEOPU3M, IUapesi, TOIIHOTa, pBOTa, 60JIb
B 00J1aCTH )KMBOTA, HAPYIIEHHE BKYCOBBIX OLIYLIEHHH, H3KO0ra.

Co cmoponvt nevenu: TIpU3HAKW AMCHYHKIHMHU TICUEHH, TIOBBIIICHHE CBIBOPOTOYHOM
IIIIOTAMUHOBOM  amaHuHamuHoTpaHchepassl  (AJIT) ©  CHIBOPOTOYHOM  IIIFOTAaMUHOBOM
acnaprataMuHoTtpanchepaswr (ACT).

Co cmoponbvl cucmemsl kpogemeopeHus: ICHKOIIEHHs, TPaHyJIOIUTOIICHUS.

Annepauueckue peakyuu: 3y, KOXKHas ChIlb, ’K36MaTO3HBIC BBICHITIAHMUS.

ﬂpyeoe: HapymIEeHHEC MCHCTPYaJIbHOI'O IHKJIA.

ITEPEJO3UPOBKA

CHUMOTOMBI INEpeo3UPOBKH PeOaMUINUIAOM HE ONMCAHBI, IO CETOAHSIIHEro JHsS CBEIEHUil o
clyyasix MpeIHaMepeHHO repe/lo3UpoBKH He 1ocTynano. Bo3MokHBI TOMIHOTA, pBOTA, 00Ib B
’KMBOTE, IMapes WIK 3a110p, roJIoBHas O0Jb.

Mepwbr no okazanuio nomowu. cnenudUYeckuil aHTUIOT Hen3BecTeH. B ciyuyae nepeno3npoBku

CIICAYCT NMPOMBITE KCIIYJIOK U MTPOBOAUTE CHMIITOMATHYCCKYIO TCPAITHIO.

B3AUMOJIEMCTBHUE C JIPYTUMHU JIEKAPCTBEHHBIMU CPEJCTBAMM

ITpu npumeHeHun pedaMuUMUAa B COCTaBE TPAAMIMOHHBIX CXEM TEparnuud MAlMEeHTOB C
nnduumposanrem Helicobacter pylori, 3¢ dekTHuBHOCTE 3paAUKALIMOHHON TEPAITUU TOCTOBEPHO
BO3pacTaer.

Peakuun B3aUMOJICHCTBUS C APYTUMHU JICKaAPCTBEHHBIMU CPEACTBAMU HE U3YUCHEI.

BJIMSTHUE HA CITOCOBHOCTb YITPABJISITh TPAHCIIOPTHBIMUA
CPEACTBAMU, MEXAHU3MAMMU

JeiicTBue mpenapata Ha CKOPOCTh NMCUXOMOTOPHBIX PCAKLMHA H/UIN CIIOCOOHOCTH YIPaBIATH
TPAHCIOPTHBIMU CPEJACTBAMM WJIM MEXaHM3MaMH He u3y4yeHo. B ciydae mpuema mpemnapara
CIIEIyE€T OCTOPOKHO OTHOCHTBCS K BOXKJICHHUIO aBTOMOOWISL M JPYTHM BHJAM IEATEIbHOCTH,

TpeOyIOLNX, MOBLIIIEHHON KOHIICHTPALITH BHUMAHUS.

®OPMA BBIITYCKA
TabseTku, MOKPBITHIE TIICHOYHOH 000s109K0M, 100 MT,
ITo 10 i 30 TabneTok B KOHTYPHYIO SYCHKOBYIO YITakoBKy w3 TuieHKH T[IBX/TIXT®D wim

MBX/MISMIBAX 1 ¢hoabru amtoMHHUEBOI 11€9aTHOM JIAKHPOBAHH O,
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[To 60 wim 90 Tabierok B OaHKY MOJMMEPHYIO IS JIEKapCTBEHHBIX cpejlcTB 3 MOMATHICHA
HU3KOTrO JABJIEHUS C KPBILIKOI M3 MOJUATHIICHA WIK NOJU3THIIeHTepedTaaTa c'Kanhkoﬁ W

TOJIMTIPONTHIICHA WITH TTOJTU3THIIEHA BBICOKOTO JIaBIICHHUS.

ITo 1 unu 3 KOHTYPHBIX TYEHKOBBIX YITAKOBKH WIJIM 110 | GaHKe MOJTMMEPHOMN JUTS JTIEKapCTBEHHBIX

CpEICTB BMECTEC C HHCTpYKHI{CP'I 11O IPUMCHCHHIO ITOMCIIAIOT B ITa4YKy M3 KapTOHA.

CPOKT'OJHOCTH
2 roaa.

He MPUMEHSTE ITOCJIE UCTCUYCHUSA CPOKA I'OJIHOCTH.

YCJIOBUS XPAHEHUS
[Tpu TemnepaType He Boile 25 °C.

XpaHUTh B HEAOCTYITHOM JUIs JIETel MecTe.

YCJIOBUA OTITYCKA

OTnycKaloT o perenty.

BJIAAEJIELL PETUCTPAIIUOHHOT' O YIAOCTOBEPEHUSA/OPTAHU3AILIUS,
INPUHUMAIOUIASI IPETEH3UU ITOTPEBUTEJIEN

3A0 «Kanondapma nponakurny, Poccus

141100, MockoBckas 06u1., [1lenxorckuit paiton, r. [l{enkoso, yn. 3apeunas, 1. 105.

Ten.: (495) 797-99-54, pakc: (495) 797-96-63.

DnexTpoHHbIH anapec: safety(@canonpharma.ru

ITonyuums 0ononnumenvhvie danHble 0 npenapame, HANPASUMb NPEMEH3UD HA €20 Kauecmeo,
bezonacHocme, coodWUMDb O HeHCeNAMENbIbIX IeKAPCMEEHHBIX PeAKYUIX MONCHO NO MeNePOony:
& (800) 700-59-99 (6ecnnaTnast nuHus 24 yaca) WK Ha caiite www.canonpharma.ru B pasaene
«ITonutnka B 061actu kauecTBa» - «be30MacHOCTh MperapaToBy.

MNMPOU3BOAUTEJIb

3A0 «Kanondapma mpogakiry

IIpouzeodcmeo 20moeotil 1ekapcmeerou (hopmol.

MockoBsckas o0, r.0. L{énkoso, r. Il{énkoBo, yi. 3apeunas, a. 105;

MockoBckas 0611, r.0. L[énkoso, r. ll[énkoBo, yn. 3apeunas, crp. 1055, . 12.

Ilepsuunas ynaxoska:

Mockosckas 001., r.0. Ll[énkoBo, r. IlléakoBo, yiu. 3apeunas, a. 105;

MockoBckas 0611, r.0. lllénkoBo, r. lllénkoBo, yi. 3apeunas, crp. 1055, k. 12.

Bmopuunas (nompebumenscras) ynakosxa:

Mockogckas 001., r.0. LI{énxoBo, r. Il[énkoBo, yiu. 3apeunas, a. 103;

Mockosckas 0611, T.0. lI{énkoBo, r. Il[énkoBo, yi. 3apeunas, crp. 1055, k. 12;

Mockosckas 06, r.0. lénkoBo, r. Il[énkoo, yi. 3apeunas, crp. 1055, k. 1.

Bbl”’VCKaIOM{Lll; KOHMpOJIb Kavecmed
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MockoBckas 001, r.0. L[é€nkoso, r. Il[€nkoBo, yin. 3apeunas, ctp. 1055, . 11.

Ten.: (495) 797-99-54, dakc: (495) 797-96-63.

www.canonpharma.ru

JlMpeKTop gernapTaMeHTa 110 peryIsiTOPHbIM
BOIIPOCAM, KIIMHUYECKUM HUCCIIEIOBAHUSAM U
paspaboTkam HOBBIX JIC

3A0 «KaHoH(papMa IpoaaKIIH»

@IBY

M3 PO

DKCHEPTHIAN OTYET

VIBHCTBUTEIEH IR NAHHONH

REPCHY JIOKYMEIT/
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