COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.08.2025 N= 20024

(NOCNEQCBATENEHOCTE 0002)

NHCTPYKIIUA
1O MEJUITMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O ITPEITAPATA

MoTtuieras® ®opre

PerucrpanuoHHbIii HOMep:

Toprosoe HanmenoBanue: Motueras® ®opre

MexayHapoaHOe HENIATEHTOBAHHOE WJIM TPYNIIMPOBOYHOE HAUMEHOBAHME: CUMETUKOH
JlekapcTBeHHast popMa: KarcCyJbl

Cocras

Ha | xancymy:

Oeticmayrowee seujecmso: cuMeTukoH — 120,00 mr;

ecnomozamenvHule ewjecmea. xenatu — 50,60 mr, caunepon — 19,60 wmr.

Onucanue: OBajgbHBIC KamcCyidbl OT OECIIBETHOTO IO CJIETKa >KEJITOBATOrO IBETA, C MPO3PAYHOM

000J104KOi 1 OECIIBETHBIM, BA3KHM, ONAJECUUPYIOLIIMM COACPKUMBIM.

dapmakoTepaneBTHYecKas IPyINNa: Mpovne JeKapCTBEHHBIE MTpenaparhl AJisl JICUCHUs
(GYHKIIMOHAJIBHBIX PACCTPONCTB JKETYI0YHO-KHUIIIEYHOTO TPAKTA.

Kon ATX: A03AX13.

dapMaKoJ10ru4ecKue cBoicTBa

Dapmaxkoounamuka

CUMETHKOH — XUMHYECKH MHEPTHBIN MOJIMMEP METUIICHIIOKCaHa, COJIepKaluii okono 5% auokcuaa
KpEMHHSL.

CuMeTukoH O00JIajaeT TEHOTAaCSIIMMUA M TPOTHBOBCIIEHHWBAIONIUMHU CBONCTBAMH, 3HAUYUTEIHHO
YMEHbIIIAeT MOBEPXHOCTHOE HATSHKEHHE BOJABI U MOJEIBHBIX PAaCTBOPOB MOBEPXHOCTHO-aKTHBHBIX
BellecTB. Pe3ynbrarbl AIKCHEPUMEHTOB [0 TEHOTAIIEHUI0 MPOAEMOHCTPUPOBAIN  IOJIHOE
paspylieHre TeHbl B TeueHUe 3—6 CeKyHJa mpu J00aBICHHUH >KHIKOW CYCIEH3WHM CHMETHUKOHA B
koHneHtparuu 0,1 mr/mu. Hmke 3TOro mopora MOJHOTO pa3pymIeHUs] MEHbI HE MPOUCXOTuT. B
Ka4eCTBE MEHOTACHUTEII CUMETHKOH Takke dddextuBeH B koHIeHTparuu 0,1 mr/mi. 3tot addexr
Tcd 6osee 24 4acos.

MexaHnusM JEUCTBUS OCHOBAaH HAa PacCHpPOCTPAHEHHM CHJIMKOHOBOM JKHUJIKOCTH IIO IIOBEPXHOCTH
IUICHKU TIEHBI, a TaKXe Ha JIOKAJTbHOM H3MEHEHHH IOBEPXHOCTHOTO HATSHKCHHSI B OONACTH

KOHTaKkTa. TakuM o0pa3oM, MPOUCXOAUT OBICTPBIA APEHaX KUIAKOCTH, YTO CIIOCOOCTBYET Pa3phbIBY


https://gastroscan.ru/handbook/145/15846
https://gastroscan.ru/handbook/144/955
https://gastroscan.ru/handbook/144/6366
https://gastroscan.ru/handbook/121/686#a03AX
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BBIBOAUTHCA CCTCCTBCHHLIM ITYTCM.

DapmaKkoKunemuxa
Abcopoyus
CUMETHKOH — XWMHYECKH WHEPTHOE BEHICCTBO, (HU3UOIOTMYECKH HEaKTHBHOE M HE

BCACBIBAIOIICECS B JKEIYIOYHO-KUIIIEYHOM TPAKTE

Pacnpeoenenue

Wudopmanust o pacnpeeIeHu CAMETHKOHA Y YeJI0BEKa OTCYTCTBYET.
Buompancpopmayus

Nudopmarus o MeTaboIM3Me CHMETUKOHA Y YeJI0BEKa OTCYTCTBYET.
Onumunayus

CHUMEeTHKOH BBIBOJUTCS C KaJIOM B HCU3MCHCHHOM BH/C.

IMokazanusi K NpUMEHEHN IO
CuMrnroMaTiuecKkoe JeueHne MereopusMa (M30BITOYHOTO Ta3000pa3oBaHUsI U B3AYTHUS JKHUBOTA),

CBsA3aHHOI'O C paCCTpOI\/'ICTBaMI/I CO CTOpPOHBI KCIYAOUYHO-KHIICYHOI'O TpaKTa - B TOM YHUCIIC,

BBI3BAHHOTO (DYHKIMOHANRHOW TUCIEIICHCH,

IIpoTuBONOKA3aHUSA
IloBbI1IeHHAS YYBCTBUTCIIbBHOCTh K CUMCTUKOHY HJIM APYI'MM KOMIIOHCHTAM IIpCIiapara, ,Z[@TCKI/II‘/JI

BO3pacT 10 18 jer, KuieyHast HEMpOXOIUMOCTb.

IIpumenenune npu 6GepeMeHHOCTH M B IEPUO/I IPYAHOI0 BCKAPMJIUBAHUSA
Knunnyeckue nanHbple 0 BO3AEHCTBUM CUMETHKOHA TP MCIOJIb30BaHUH BO BpeMsi OEpEMEHHOCTH U

B [IEpUOJ I'PYTHOTO BCKapMJIMBAHUS OTCYTCTBYIOT.

CHUMETHUKOH MOXHO MPUHUMATh BO BpeMsi OEpPEMEHHOCTH WIIU B TIEPUOJ TPYIHOTO BCKApMITUBAHUS
TOJBKO B TOM CJydae, €CJIM IpeanojaraemMas TIoJib3a Tepanuyd [Jii MaTepu IPEBBIIIAECT
MOTEHITMATBHBIC PUCKU JJIS Pa3BUBAIOIICTOCS IUI0a/MIIAJICHIIa, HAXOJSIIETOCsS Ha TPYIHOM
BCKapMJIMIBaHUM, IPHHUMAsE BO BHUMAaHHUE TOT (aKT, YTO CUMETHKOH (PM3UOJIOTHUECKUA HE aKTHBEH

1 HC BCACBIBACTCA B XKCIIYJOYHO-KUIIICYHOM TPAKTE.

CHMETHKOH HE BBIIEISAETCA C IPYAHBIM MOJIOKOM.
Ecnu Bpl GepeMeHHBI WM KOPMHUTE TPYIbl0, WM MpeArnosaraere, 4ro Bel moriu Obl OBITH
OepeMeHHOW, WIM TIUIaHupyeTe OepeMeHHOCTb, TO TMepe]] MNPUMEHEHHWEeM Iperapara

Mortuneras® dopre He06X0AUMO NIPOKOHCYILTUPOBATHCS C BPAUOM.


https://gastroscan.ru/patient/symptom/07/
https://gastroscan.ru/patient/disease/15/
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Cnoco0 npuMeHeHH s M 103bI

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BayTtps. [Ipunumate mo 1 kancyne 3 pas3a B JeHb IOCIE MpUEMa MUIIH, 3alUBas HEOOIBIINM
KOJIMYECTBOM BOJbI. MakcuManbHasi CyTouHas 103a — He 6osee 3-x karcya (360 mr).

Ecnu mocre nedeHust yiydiieHue He HACTYITAaeT, WJIM CUMIITOMBI YCYTYOJISIOTCS, HITH TOSIBIISTIOTCS
HOBBIC CHMITTOMBI, HCOOXOJMMO MTPOKOHCYJIETUPOBATHCS ¢ BpadoM. [IpuMeHsiiTe mpenapar TOIbKO
COTJIACHO TEeM TOKa3aHUsM, TOMY CHOco0y TPHMEHEHHS M B TEX J03aX, KOTOpPbIe yKa3aHbl B

MHCTPYKIHUU 110 IPUMEHEHUIO.

ITo0ouHOE nelicTBUE

OTCyTCTBYIOT HOCTYIHBIE TIAIIe00-KOHTPOIUPYEMBIE HCCISIOBAHUS C JJOCTATOYHBIM KOJHYECTBOM
JTAHHBIX O HEXKEATEeNbHBIX SBICHUSX IJI1 OTHOKOMIIOHEHTHOTO CUMETHUKOHA.

YacroTa moOOYHBIX peaKkiinii MPUBEICHA B BUJE CIEAYIONIEH Tpajanuu: o4eHb 9acto (>1/10); gacto
(>1/100, <1/10); meuacto (=1/1000, <1/100); penxo (=1/10000, <1/1000); ouens peaxo (<1/10000),
BKJTIOYAst OT/ICIbHBIC COOOIIEHUSI HEYTOYHEHHOM YacTOTHI (YaCTOTa HE MOKET OBITh IMOJICYMTaHA Ha
OCHOBAHUU JIOCTYIIHBIX JAHHBIX).

IlocTMapKETHHIOBEIC TAHHEIE:

Hapywenus co cmopoHul d1cey0ouHo-KueyHo20 mpakma

Ouenb pedxo: pBOTA.

Hapywenus co cmopoHbl Kodcu u N0OOKONMCHBIX MKAHel

Ouenv pedxo: aHTHOHEBPOTUYECKHH OTEK, ChbIllb, AIJIEPIMYECKHE PEaKIMW Ha KOMIIOHEHTHI
npernapara.

Ecnm y Bac umerorcs mo6ounbie 3 heKThl, yKa3aHHbIE B MHCTPYKIIMH, WU OHHU YCYTYOJISIIOTCS, UITH
Brb1 3ametmin nmoOble npyrue mobouHble d3QQeKTsl, He yKa3aHHbIe B WHCTPYKIMH, cOOOIIUTE 00

9TOM Bpayy.

Ilepeno3upoBka
Cnyyau nepeo3upOBKUA HEM3BECTHBI.

B ciydae nepeo3upoBKH HEMEAJICHHO O0PaTUTECh 32 MEAUIIMHCKON TTOMOIIBIO.

B3anMmopaeiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CpeICTBAMH

Het na"HbIX.

Oco0ble yka3anus
HewusBecTHo.
Ecam cuMnTOMBI COXpaHSIOTCS WIM YXYIIIAIOTCS, WJIM €CIH TIOSBISIFOTCS HOBBIE CHMIITOMBI,

MaUEeHTh! JODKHBI PEKPaTUTh UCIIOIb30BaHUE MIperapaTa U 00paTUTHCS K Bpauy.


https://gastroscan.ru/patient/symptom/06/
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Ecmu  nekapcTBEHHOE CpEACTBO MPHUIIIIO B HETQIHOCTD,' (Mg _I%E'“Ig&t I_lLoer ETI/I e

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BbIGpaCBIBaﬁTe €ro B CTOYHBIC BOJbI UJIM HA YJIWILY. ITomecTtute JICKApPCTBCHHOC CPCACTBO B IMMAKCT U

II0JIO)KUTE B MyCOPHBIN KOHTEHHEP. DTH MEPBI IOMOT'YT 3alIUTUTh OKPYKAIOLIYIO CPENY.

Bausinme JeKapcTBEHHOI0 MNpenapara Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHU
cpelcTBaMU, MeXaHU3MAaAMM

[Ipemapat He BIMAET HAa CHOCOOHOCTh YHPABIATH TPAHCIOPTOM WM 3aHUMATbCA JAPYTHMHU
MOTEHIMAJIbHO OMACHBIMH BHJAMH JESTEIBHOCTH, TPEOYIOIIMMHU TOBBIIICHHONH KOHIEHTpAaIUu
BHUMAaHHMS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIUil.

dopmMa BbIyCKA
Kancynsr 120 mr.

ITo 10 xancyn B 6muctep u3 [IBX/IIBAX/antomunns. 1o 2 unm 4 Gauctepa B KapTOHHYIO MAYKy

BMCECTC C I/IHCprKI_[I/IeI\/'I o MCIUIIUHCKOMY ITPUMCHCHUIO.

YciaoBus XxpaHeHus
XpaHuTh TIpU Temrneparype He Boiie 25 °C.

XpaHHUTh B HEIOCTYITHOM JUIsl I€TEH MECTE.

Cpok ronHocT
3 rona.

He npumMensaTh mpemnapar mnocie uCTe4eHus: CpoKa TOTHOCTH.

YcaoBus ormycka

OtnyckatoT 0e3 perenta.

IIpousBoauTenb

Ilpouszeooumens 20moeoii 1eKapcmeeHHoll hopmol U bINYCKAIOWUIL KOHMPOTb KAYecmea:
«Karanent ®panc beitnxeitm CA», 74 Pro [Ipuncunans, beitnxeitm, 67930, @panius

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

Opzanuzayus, ocyuiecmenaouas nePeUdHyI0 U 6MopuUiHyI0 YRaKkoGKy:

«Karanent J[>xepmanu [opaaopd ['m6X», [lltaitnbaiimrpacce 1-2, 73614 llopunopd, ['epmanus
«Catalent Germany Schorndorf GmbH», Steinbeisstr. 1-2, 73614 Schorndorf, Germany

Jep:kaTesb perucTpaluOHHOr0 yaocroBepenusi / Opranusanusi, NPUHUMAKIIASA NPeTEeH3UN
OT noTpeduTes el

000 «/IxeinTHJI», Poccuiickas ®enepanus

121614, r. MockBa, BH.Tep.I. MyHULIMNaNbHbINA OKpyT Kpbutarckoe, yiu. Kpsutarckas, 1. 17, k. 3

Ten. +7 495 726-55-55

buoOnuoreka nurepaTypbl 10 GYHKIIMOHAILHON IracTPOIHTEPOIOTUHN
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