COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 05.05.2026 N2 9043

VHCTPYKIIUS [0 MEJULIMHCKOMY PHMEREAiRS & T5 0014)

JIEKAPCTBEHHOI'O ITPEITAPATA
OKH

PerncrpanmonHblii HOMep:
Toprosoe nanmenoBanue: OKI1
MexnyHapoaHOe HEATEHTOBAHHOE MJIM IPYNIIMPOBOYHOE HAUMEHOBaHUe: KETOIpoheH
JlekapcTBeHnHasi popma: pacTBOp JUIsl IOJIOCKAHUS
Cocras
10 mu1 pacTBOpa COAEPIKUT:
Heticmsyrowee seugecmeo. kerorpoden nu3una (keronpoden au3uHoBast conb) 160,0 mr.
Bcnomozamenvuvie  sewjecmsea: rtimuuepon 85 %, 3TaHON, METWINAparuIpoKcuOeH30arT,
apoMaTH3aToOp MSTHBINA, JIEBOMEHTOJN, HATpPUs caxapuHar, Kpacutenb "Bepme ueptosa”
(OpmUIMaHTOBBIN 3€JIeHBIH ), HaTpus auruapodocdart, nomokcamep 407, Boga OUUIICHHAS.
Onucanue
IIpo3paudHblii paCTBOP 3€JIEHOTO LIBETA C XapaKTEPHBIM 3aI1aXOM MSTHI.
dapmakoTepaneBTHYecKas rpynna
[Tpoune npenapatsl Ui Je4eHus 3a00JIeBaHU TIOJIOCTH PTa
Kox ATX: AO1ADI11.
DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa
OxkassiBaer IIPOTUBOBOCIIAJIUTENBHOE, aHAJIbre3UpYyIoLLEee JEICTBHE. Wurubupys
nukiookcurenasy | u I Tuma, yrHeraer cMHTE3 MeAMaTOPOB BOCHAJIEHUS (IIPOCTArjaHIAMHOB,
TpomMOoOKcaHa u jp.). CtaOunuzupyer MeMOpaHbl JTU30COM U 3aJIEPKUBAET BBICBOOOXKICHUE
(bepMeHTOB, CIOCOOCTBYIOIUX Pa3pyLICHUIO TKaHEeW NMpu BocHaJeHUH. TOPMO3UT aKTUBHOCTh
HelrpoduinoB. O0nagaeT aHTUOPATUKMHUHOBONH aKTUBHOCTBIO.
[Ipenapar He o6s1amaeT aHTHOAKTEpUATIBLHBIM IEUCTBUEM.
DapmakoKkunemuxa
PazoBas ngoza 160 Mr mpuBOAMT K YypOBHIO mnpenapata B Mmiuazme MeHee 400 Hr/mui,
HEJ0CTaTOYHOMY JJISl CACTEMHOTO JIEHCTBHS.
Iloka3zaHus K NIPUMEHEHHIO
CumMmnromaTHyeckoe JIeYeHUE BOCTATUTENbHBIX 3a00JIeBaHUN BEPXHUX AbIXATEIbHBIX MyTeH -
TOH3WJIINTA (AHTHUHBI), JJApUHTUTA, (ApUHTHUTA; BOCHAIUTENBHBIX 3a00JIeBaHUN TOJOCTH pTa -
CTOMAaTHUTa, THHTUBUTA, TJIOCCUTA, aT, MAapPOJOHTONATHM, XPOHUYECKOTO TIapoJOHTO3a; B

Ka4ueCTBC aHAJIBI'CTUYCCKOI'0 CPECACTBA IIPU CTOMATOJOTMYCCKUX MaHUITYJIAIUAX.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
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(MOCNEOOBATENLHOCTL 0014)

IIporuBonokazanus

[ToBbIIeHHAasT YYBCTBHTEIBHOCTh K KETONPO(PEHy U JpyruM KOMIIOHEHTaM Ipernapata,
AUETWICAIMIWIOBOM  KUCIOTE WM JPYTMM  HECTEPOUIHBIM  IIPOTUBOBOCHAIMTEIbHBIM
npenaparam  (HIIBII), mnomHoe WM  HEMOJHOE COYETAaHHE OpPOHXHAIBLHOM  acCTMBI,
PELMIMBUPYIOLIETO TOJIMIIO3a HOCA MM OKOJIOHOCOBBIX TMMAa3yX U HENepeHOCUMOCTHU
anerwicanuuuiaoBoi kuciaotel u Apyrux HIIBII (B Tom uyncne B aHamHese), 1€TCKUUA BO3pacT
(mo 12 net), 6epeMeHHOCTH B cpoke Oonee 20 Heaelb.

C 0CTOpPOKHOCTHIO

OpO3UBHO-SI3BEHHBIE TMOPAXKEHUS JKEIYJOYHO-KUIIEYHOrOo TpakTra (obocTpeHue), 0OoJie3Hb
Kpona, JauBepTUKYIWUT, TeNTUYECKas 53Ba, reMopuius W JpYrue HApyIICHUs
CBEPTHIBAEMOCTH KpPOBH, XPOHHYECKas CepAedYHas HEI0CTaTOYHOCTb, OpOHXHAIbHAs acTMa,
MOXKHIION BO3pacT, 6epeMeHHOCTh (10 20-0i Heenn).

I[IpumeHeHnune npu 6epeMEHHOCTH U B MEPUO/I TPYIHOT0 BCKAPMJINBAHUS

He cnenyer mpumensars HIIBII xenmmunam c 20-0if Hemenu OEpEeMEHHOCTH B CBSI3U C
BO3MOKHBIM ~ Pa3BUTHEM MaJOBOJMS W/WJIM TATOJOTHH TMOYEK Yy HOBOPOXKICHHBIX
(HeoHaTaNbHasl Mo4YeyHas TUCHYHKIUSA).

[Ipumenenne mnpemnapara a0 20-0if Hemenu OEPEMEHHOCTH BO3MOXKHO TOJBKO TIOCTE
KOHCYJbTAallMd C BpadoM, €clid I[peanoyiaraemas Iojib3a s MaTepu I[pPEBbIIIAET
MIOTEHIMAJIBHBIN PUCK JUIS TUIOJA.

[TpumeHenue npenapara B epuo/l IpyAHOTO BCKapMIIUBAaHUS HE PEKOMEH IyEeTCSl.

Cnocod npuMeHeHus U 103bl

Jli1st monockaHus.

JIBa nonockanust B cyTku o 10 M1 pacTBopa Ha OJWH MPUEM.

10 M1 pacTBOpa cieyeT OTMEPUTH C MOMOILBI0 MEPHOT'O CTaKaHYMKA, BXOJSIIETO B KOMIUIEKT
YOaKoBKU (HAJIUTH pacTBOp 10 MeTku «10 ml», obo3HaueHHON Ha MEPHOM CTaKaHYHUKE),
pa3sectu B 100 M1 (1MOI0BHHA CTaKaHa) MUTHEBOM BOJIBI.

Jlnst BCKpbITHS (piIakOHA CHJIBHO Ha)KaTh CBEPXY Ha KOJIMA4YOK U MOBEPHYTh MPOTUB 4YaCOBOM
ctpenku. [locne npuMeHeHNs CHOBA IIOTHO 3aBEPHYTH KOJIIAYOK.

Ecnu mocne nedeHus yiaydllleHHWs HE HACTymaeT WM CUMIOTOMBI YCYTYONSIOTCS, WU
MOSIBJISIFOTCSL HOBbIE CUMIITOMBI, HEOOXOUMO MPOKOHCYJIBTUPOBATHCA C BpadoM. [Ipumensiite
npenapaTr TOJbKO COIJIACHO TEM IOKa3aHUsSM, TOMY CIOCOOY NMpUMEHEHHs M B TeX J03aXx,
KOTOpbI€ YKa3aHbl B UHCTPYKIUHU 110 TPUMEHEHHUIO.

ITo6ouHoe neiicTBHE

CooOuranock 00 04eHb PEIKUX CIydasX MECTHOTO pa3/IpakeHUs U aHTHOHEBPOTHYECKOIO OTEKa
(orek Ty0, JWIa, TOpjia WIM S3bIKa), OCOOCHHO y TAIMEHTOB C THIEPUYYBCTBUTEIBHOCTHIO K
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Crny4yan cucTeMHBIX TOOOYHBIX 3()(PEKTOB HEU3BECTHBI.

Ecnu mo0ble U3 yKa3aHHBIX B MHCTPYKIIMH HEXKENATENbHBIX peakuil yCyryOostoTcs, niu Bl
3aMEeTWJIH JIIOOBIE JpyTrHe HeKeNaTelIbHbIe peaklluy, He YKa3aHHbIE B HHCTPYKIMH, coo0ImuTe 00
3TOM Bpauy.

Ilepeno3upoBka

B nacrosimiee Bpems o cirydasix nepeno3upoBku npernaparom OKHM He coo61manocs.

CrnyualiHoe mporyiaThIBaHHE PACTBOPA HE BEET K CEPbE3HBIM MOCIECTBUSAM, T.K. pa3oBas 103a
JUIsL  TIOJIoCKaHusi cojepkuT 160 mr kerompodeHa JM3MHA, YTO COOTBETCTBYET J03€,
npeIHa3HAYCHHOM I IpreMa BHYTPb.

B3aumopeiicTBHe ¢ APYTUMH JIEKAPCTBEHHBIMH CPeACTBAMH

He BpIsiBICHO.

Oco0ble yka3anus

JuTensHOE MPUMEHEHHE MOKET BBI3BaTh PEAKIUH TOBBIIMICHHONH YyBCTBHUTEIHHOCTH. B 3TOM
cllydyae clelyeT MpeKpaTuTh IpPUMEHEHUE Ipenapara M I0A00paTh aJleKBaTHBIE METOJbI
JICUYCHUS.

[Tpy mpuMeHEeHUU BBICOKHMX 103 U JUTUTEIFHOM Kypce JICUEHHs, BCACHIBAIOIIMICS KeTonmpodeH
MOXET KOHKYPHpOBAaTh C JPYI'MMHU JICKQpPCTBEHHBIMH NperapaTamMH, HWMEIONIMMU BBICOKOE
CPOJICTBO K OCJIKaM IIa3MEI.

[IpemapaT comep>KUT MeETHINaparuapoKCuOeH30aT, KOTOPBI MOXET BBI3BATh AJJICPTHYECKHE
peakuuu (BKJIIOYas aJulepruyeckrue peakiuy 3aMeJIEHHOTO THIIA).

[Ipenapar comep>kuT HEOOJIBIIIOE KOJIMYECTBO ATaHoa (akoross), Menee yeM 100 mr Ha 10 mut.
[Ipenapat conepxut 21 Mr NOAUMNPONMIEHITIUKOINS (C MATHBIM apOMaTU3aTOPOM) B OJJHOM J03€
(10 mm), gto cooTBeTCTBYET 2,1 MI/™mII.

BinsiHue Ha cOCOOHOCTH YNPABJISITh TPAHCIIOPTHBIMH CPEACTBAMH, MeXaHU3MaMH
JlaHHBIX 00 OTPHIIATEIHFHOM BIIMSHUM TpenapaTa Ha CIIOCOOHOCTh YIPABISATH TPAHCIOPTHBIMH
CpeACTBAaMH W 3aHUMATbCA JPYTMMH TIOTEHIMAJIbHO OIACHBIMH BHAAMHU JESITEIHHOCTH,
TPeOYIOLUMMH KOHIIEHTPALUU BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUM, HET.

dopMa BbINIYCKa

PactBop a1 nonockanus 1,6 %.

[To 150 mu mpenapara Bo (py1akOH W3 MOJUATHIICHA BBICOKOW TJIOTHOCTH. DIIAKOH 3aKpPhIBAETCS
KPBIIIKOW U3 MOJIMMEPHOT0 MaTepualia, 3allluIIeHHON OT BCKPBITHS IETHMHU.

1 ¢nakoH B KOMIUJIEKTE C MEPHBIM CTaKaHYMKOM W3 TOJHMIPOINMIEHA W HMHCTPYKLUHUEH ™o

MCIUIUHCKOMY NPUMECHCHUIO B ITAYKC U3 KapTOHA.



YciaoBusi XxpaHeHust

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 05.05.2026 N= 3043

(NMOCNEOOBATENEHOCTE 0014)

ITpu Temneparype He Boiwe 25 °C.

XpaHUTh B HEJOCTYITHOM JIs1 ieTel MecTe!
Cpoxk rogHocT

3 rona.

He npuMeHATH 110 HCTEYEHUH CPOKA FOTHOCTH.
YcaoBus ornycka

OTtmyckaroT 6e3 perenra.

Buiajesien perucTpauMoOHHOI0 yI10CTOBEPeHUs
Jomne ®@apmaueytnun C.n.A., Utanus

Bua Can-Maptunro, 12-12/a, 20122 Munas.
IIpousBoauTenn

Jomne ®@apmaueytnun C.n.A., Utanus

Bua Kammio ou [Tuite - 67100 JI” AxkBuna.

Opraﬂu:sauuﬁ, NnpuHUMaruias mMpeTeH3uu oT l'[OTpeﬁl/lTe.]'lﬂ:

000 «Cu 3¢ Cu JITI»

115230, r. Mocksa, Bapiasckoe miocce, a. 47, kop. 4, 14 stax.

Ten./bakc: +7 (499) 311 67 71, e-mail: pharmacovigilance@cscpharma.ru.






