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(MOCNEOQBATENEHOCTE 0002)

COOTBETCTBYET 3KCTIEFTHOMY OTYETY

NMHCTPYKLMA
MO MEJJMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Moruieras® ®@opre

Perucrpannonnsiii HomMep:

Toprosoe HaumenoBanue: Motuseras® ®opre

MexkayHapoaHoe HeNaTeHTOBAHHOE WJIM IPYNINHPOBOYHOE HAMMEHOBAHUE: CHMETUKOH
JlexapcTBeHHas ¢popma: KancyJbl

Cocras

Ha | kancyny:

Oeticmgyoujee eeujecmso: CUMeTUKOH — 120,00 mr;

ecnomozamenvHule geugecmesa. xenatud — 50,60 mr, rmuuepos — 19,60 mr.

Onucanmne: OBalbHbIE Karcybl OT OECUBETHOrO O CJETKa JKEJNTOBATOro IBETa, C MPO3pauHOii

000J104KOI U OECLIBETHBIM, BSI3KUM, OMAJIECLUPYIOLUIMM COAEPKUMbBIM.

(I)apMaKOTepaﬂeBTH‘leCKaﬂ rpymma: npoime JICKapCTBECHHLIC NMpenaparbl AJid JICUCHUA
CI)YHKL[I/IOHEU'[BHBIX paCCTpOﬁCTB KEITYAOUHO-KUIIEYHOI'O TpaKTa.

Kon ATX: A03AX13.

®dapmakoI0ruyecKne cBoicTBa

Dapmarkoounamuka

CUMETHKOH — XMMHUYECKH WHEPTHBIN MOIMMEP METUIICHIIOKCaHa, COJepIKallUi okono 5% anokcuaa
KpPEeMHHMS.

CuMeTHKOH 00najaeT MEeHOracsuMMU M TMPOTHBOBCIEHUBAIOLIMMHU CBOMCTBAMH, 3HAYUTEIBbHO
YMEHbIIAET MOBEPXHOCTHOE HATSIKEHUE BOJbI U MOJCJILHBIX PAaCTBOPOB MOBEPXHOCTHO-aKTUBHBIX
BelecTB. Pe3ynprarbl SKCNEPMMEHTOB TIO TMEHOTAIICHWIO MPOJEMOHCTPUPOBAIM  TMOJHOE
paspylleHue MeHbl B TeueHue 3—6 CeKyHI NP J0O0aBICHUM JKUJAKOW CyCIEeH3MH CUMETHKOHA B
koHueHTpauuu 0,1 mr/miu. Huske 3TOro mopora mosHOro paspylieHHs IMEHbl HE MPOMCXOAUT. B
KauecTBE MIEHOTacUTeNsl CMMETUKOH Takke 3ddextuBen B koHueHTpauuu 0,1 mr/mi. Dtot adpdekr
qtces 6osee 24 yacos.

MexaHu3M JefiCTBUSI OCHOBaH Ha pacHpOCTPAHEHWH CUIIMKOHOBOHM JXMIKOCTH IO MOBEPXHOCTH
MJICHKM TeHbl, a TaKKe Ha JIOKaJbHOM HM3MEHEHHMH TOBEpXHOCTHOTO HATSHKEHHsS B 001acTH

KOHTaKTa. Takum 06p330M, MNPpOUCXOAUT 6BICTpBIﬁ APCHAX KUAKOCTHU, YTO CHOCO6CTByeT pa3pbIiBY
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BbIBOAWTBHCSA €CTCCTBCHHBIM ITYTEM.

DapmakoKuHemuka
Abcopoyus
CUMETMKOH — XWMMYECKM HWHEPTHOE BElIECTBO, (PU3MOJIOrMUYECKM HEaKTUBHOE M HE

BCACHIBAOIIIEECS B KEITYJTOUHO-KUIIIEYHOM TPaKTe

Pacnpeoenenue

HNudopmarus o pacnpeneseHu CMMETUKOHA Y YeJIOBeKa OTCYTCTBYET.
buompancgopmayus

HNudopmanus o metabosin3Me CUMETHUKOHA Y YeJIOBEKa OTCYTCTBYET.
Onumunayus

CHUMETHKOH BBIBOAUTCA C KaJIOM B HCU3BMCHCHHOM BUJC.

IToka3zanus K NpUMEHEHHIO
CumnToMaTuyecKoe JedeHue Mereopusma (M30bITOUHOrO razoodpa3oBaHUsi W B3AYTUSl JKUMBOTA),
CBSI3aHHOTO C pacCTPOMCTBaAMM CO CTOPOHBI KETYJOYHO-KUIIEYHOrO TpakTa - B TOM YHCIIE,

BBI3BAHHOIO ()YHKUMOHANIBHOM Jucrencue.

IIpornBonoka3anus
[loBbllIeHHAs YyBCTBUTENBHOCTh K CUMETUKOHY WJIM APYIMM KOMIIOHEHTaM Ipenapara, JeTCKUi

BO3pact 70 18 ner, KuueuHas HempoXoAUMOCTb.

IIpnvmenenne npu GepeMeHHOCTH U B MIEPHOA I'PYIHOr0 BCKAPMJIMBAHHUS
Knunnueckue naHHble 0 BO3EHCTBUM CUMETUKOHA MPU UCIOJIb30BAaHUM BO BpeMsi OEpEMEHHOCTH U

B [IEpHUOJ I'pyAHOI0 BCKapMJIMBaAHUSA OTCYTCTBYIOT.

CHUMETHKOH MOKHO NMPUHUMATh BO BpeMsl OEPEMEHHOCTH UJIM B MEPUOJ FPYAHOrO BCKApMIIMBAHUS
TOJBKO B TOM cllyyae, €CiIM MpeanojaraeMas Mojib3a Tepanuu Uil MaTepu MpeBbILIaeT
NOTeHIMAJbHbIE PUCKM JUIS DPAa3BUBAIOLIETOCS TMJI0/a/MIa/IeHIla, HAXOJSIIErocss Ha TpyJHOM
BCKapMJIMBaHWU, NPUHUMAsl BO BHUMaHUE TOT (PAaKT, YTO CUMETUKOH (PU3MOJIOTMYECKU HE aKTHUBEH

M HC BCACbIBACTCA B KCJTYJOYHO-KHILICYHOM TPAKTC.

CHMETHUKOH HE BBIACSAETCS C IPYAHBIM MOJIOKOM.
Eciu Bbl GepeMeHHBI MM KOpPMUTE TpyAblo, MM npexdrnosaraete, yto Bel Moram Obl ObITH
OepeMeHHOW, MM [aHupyere OepeMeHHOCTb, TO Meped NpPUMEHEHHWEeM  Mpenapara

Mortueras® ®@opre HE06X0UMO TIPOKOHCYIETUPOBATLCS C BPAHYOM.
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Cnoco6 npuMeHeHHUsl H 103bI

COQTBETCTBYET 3KCTIEPTHOMY OTYETY

Baytps. Ilpunumate no 1 kamcyne 3 pa3a B [€Hb Mocie NMpUeMa MHILM, 3anuBas HEOOJbLIMM
KOJIMUECTBOM BO/ibl. MakcrMalibHas CyTouHas j03a — He 6ojee 3-x kancyn (360 mr).

Ecnu nocne neuenus yiayullleHUME HE HACTYNAeT, UM CUMITOMbI YCYTyOJSIOTCS, WK MOSBISAIOTCS
HOBBIE CUMIITOMBI, HEOOXOAUMO MPOKOHCYJIbTUPOBAThCs ¢ BpauoM. [IpuMeHsiiTe npenapar TOJIBKO
COIJIACHO TE€M MOKa3aHMsAM, TOMY CHoco0y MPUMEHEHHMS W B TeX J03aX, KOTOpble yKa3aHbl B

MHCTPYKLIMH 110 TPUMEHEHHUIO.

IHobouHoe nelicTBHE

OTCyTCTBYIOT IOCTYMHbIE MJ1aLe00-KOHTPOIMPYEMbIE UCCIIEJOBAHUS C IOCTATOYHbIM KOJMYECTBOM
JTAHHBIX O HEeKeNaTebHbIX SBJICHUSAX U1 OTHOKOMIIOHEHTHOTO CUMETUKOHA.

YacroTa moOOYHBIX peakiuii mpuBe/ieHa B BUJIE ClIeAYIOlel rpajainuu: oueHb yacto (>1/10); vacto
(>1/100, <1/10); Heuwacto (>1/1000, <1/100); peaxo (>1/10000, <1/1000); ouens peaxo (<1/10000),
BKJIFOYasi OT/JIEJIbHbIE COOOLIEHUSI HEYTOYHEHHON 4acTOThl (4acTOTa HE MOKET OBbITh MMO/ICYMTAHA HA
OCHOBAHUU JIOCTYMHBIX IAHHbIX).

IlocTMapKEeTUHIOBBIE TAaHHBIE:

Hapywenus co cmoponbl sceny0ouHo-KumeyHo20 mpakma

Ouenwb pedxo: pBoTA.

Hapywenus co cmoponsl kodicu u NOOKONCHBIX MKAHET

Ouenv peoxo. AaHTMOHEBPOTHYECKMH OTEK, CbiMb, aljepruyeckue peakuud Ha KOMIOHEHTbI
npenapara.

Ecnu y Bac umerorcst mo6ounbie 3¢hhexThl, yKasaHHbIE B MHCTPYKLMH, WK OHU YCYTYOJISIIOTCS, UK
Bbl 3ameTniin nrobble apyrue noGoyHble 3QGEeKTbl, HE yKa3aHHbIE B MHCTPYKUMM, cOOOLIUTE 00

3TOM Bpauy.

Ilepeno3upoBka
Cnyvau nepeio3upOBKY HEU3BECTHBI.

B ciyuae nepeno3upoBKHM HEMEIJIEHHO 00paTUTECh 38 MEMLIMHCKOM MOMOIIBIO.

B3aumopeiicTBue ¢ APYruMM J1eKapcTBEHHBIMH CPEACTBAMH

Het mansbIX.

Oco0ble yrazaHus
HewuzgectHo.
Ecnu cuMOTOMBI COXpaHSIIOTCS WM yXYALIAIOTCS, WM €CJIU TOSBJISIOTCS HOBBIE CHMITTOMBI,

NauCHTbI OOJI2KHBI TPEKPATUTH UCITOJIb30OBAHUC TperiapaTta u 06paTI/ITLC$I K Bpauy.
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BLIGpaCBIBaﬁTe €ro B CTOYHbIC BOJbI UJIKN HA YJIULY. [TomecTute JICKAPCTBECHHOC CPEACTBO B MAKET U

MOJIOKHUTE B MYCOPHBIH KOHTEHHEP. DTH Mepbl IOMOTYT 3alUTUTh OKPYKAIOLLYIO Cpeay.

BinsiHue JiekapcTBEHHOIO Ipenapara Ha CIHOCOOHOCTh YHPABJIATH TPAaHCHOPTHBIMH
cpeacTBaMH, MeXaHU3MaMH

IIpenapatr He BiMAET Ha CMOCOOHOCTb YNPABJATH TPAHCIOPTOM WM 3aHUMaTbCd APYTUMHU
NOTEHUMATbHO OMACHBIMU BUJIAMM JESTEIbHOCTH, TPEOYIOLMMH MOBBIIIEHHONH KOHLEHTpaLuu
BHUMAaHUS U ObICTPOTHI ICUXOMOTOPHBIX pEaKLMid.

®opma BBIIYCKA
Kancynbr 120 mr.

ITo 10 xancyn B 6muctep u3 [IBX/TIBJIX/amomunus. [1o 2 unu 4 Gaucrepa B KapTOHHYIO MavKy

BMCCTC C HHCTPYKHHeﬁ no MCAUMUUHCKOMY NNPUMEHECHUIO.

YesoBus XxpaneHust
XpaHuThb Mpu Temmeparype He Boiwe 25 °C.

XpaHUTh B HEAOCTYIHOM JUIsl IETeil MecTe.

Cpok ronHocTu
3 rona.

He npuMeHsTE npenapar rnocie ucTeueHus Cpoka roqHOCTH.

VYenoBusg oTnmycka

OrnyckatoT Oe3 pelenra.

IpounsBogurenn

IIpouzsooumesnv 20mo6oil 1eKAPCMBEHHOU (OPMBI U BLINYCKAIOWIUIL KOHMPOJIb KAYecmea:
«Karanent ®panc betinxeitm CAy», 74 Pro Ilpuncunane, beiinxetiM, 67930, ®panius

«Catalent France Beinheim SA», 74 rue Principale, Beinheim, 67930, France

Opzanuzauus, 0cymecmeiaouan NepeudHy0 U 6MmopudHyI0 ynaKkoeKy:

«Karanent /xepmanu [lopunopd I'mOX», UlTaiinbaiimurpacce 1-2, 73614 Llopuaopd, ['epmanus
«Catalent Germany Schorndorf GmbH», Steinbeisstr. 1-2, 73614 Schorndorf, Germany

Jep:xaTeib perucTpalHoOHHOro yaoctoBepenusi / Opranusanus, NPUHAMAIIASA NPEeTEH3HH
OT moTpedunTeJIei

000 «JIxxeid THJI», Poccuiickas ®@enepaiius

121614, r. MockBa, BH.Tep.r. MyHULIMNaIbHbIA OKpyr Kpbuiatckoe, yi. Kpbuarckas, a. 17, k. 3
Ten. +7 495 726-55-55




