MHUHHUCTEPCTBO 3IPABOOXPAHEHUS POCCUICKOM ®EJEPALIUN

NHCTPYKIUA
IO MEJUIIUHCKOMY NTPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

Huaunon ®opro® (Indinol Forto®)

Perncrpanunonnoe ynocrosepenue: JII-002010 ot 20.02.2013r.

Toprosoe naumenosanue: Muaunoa ®opro®

I'pynnupoBoyHOe HAUMEHOBAHME: HHIOIKAPOUHOI

JlekapcTBeHHas1 (popma: Karcyibl

CocraB

1 kamncyJsa coaep:KuT

eticmeyrowee gewjecmeso:

NuponkapOunon (uatpunodn) — 0,200 r

Bcnomocamenvhule sewjecmea:

JAKTO3bl MoOHOTUApar (caxap ™ojouHblii) — 0,110 1, Kpaxman KyKypy3HBIH
MoaudummpoBanHeiii — 0,095 r, nemmrono3a Mukpokpucramminaeckas tTan 102 — 0,064
r, KapOOKCHMeTUIIKpaxman Hatpus (Hatpusa kpaxman rmkosar) —0,030 r, maraus
creapar — 0,001 r.

CoctaB Kancysbl: THAPOKCUTTPOTHUIMETHIIIEIUTION03a (Tunpomerniosa) — 10 100 %.
Kpacumenu: xopnyc xancynor: Turana quokcun, E 171 —2,0000 %.

Kpacumenu: kpviwika kancynol: KpacuTeIb COMHEYHBIN 3akaT xenThiil, E 110 — 1,0000
%, tTuta"a quokcua, E 171 — 1,0000 %.

Onucanme
Kancynsr Ne 0 ¢ kopirycom Gesoro meTa v KpPbIIIKOH OpaH)KEBOTO 1BETA.
ConepxuMoe KamcyJsibl - MOPOLIOK OT Oeloro A0 CBETJIO-XKENTOr0 HWIH CBETIO -

KOPHYHCBOI'O IIBCTA, C XapPaKTCPHBIM 3aIlaXOM.

dapmakoTepaneBTHYeCKasd TPYNNa: SCTPOT€HOBBIX PEUENTOPOB  MOAYJSTOP

CEJIEKTUBHBIN.

Kox ATX: G03XC

dapMaKoJ0rH4ecKue CBOMCTBA
NunonkapOuHON ~ SBISETCS  YHUBEPCAIBHBIM  KOPPEKTOPOM  TMATOJIOTHYECKHUX

TUINEPIUIACTUYECKUX TMPOIECCOB B TKAHAX MOJIOYHOM kene3bl. B ocHoBe
TepaneBTuYeckoro sddexra MumonakapOuHOIa JIEKUT €ro aHTHUAICTPOTEHHOE U
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anTunponudepatuBHoe  AeicTBUe. [ maBHBIM  cBoiicTBOM  MHponkapOuHoma
(MHTpUHONA) SBJISIETCSI €r0 CIOCOOHOCTh BBI3bIBATH M30UpATENbHYIO THOETh KIETOK
MOJIOYHOM JKeJIe3bl C aHOMAJIbHO BBICOKOM MPOJIU(EPaTUBHON aKTUBHOCTHIO.
NuponkapOuHONI MOAYIHPYET LHUTOXPOMHYIO CHUCTEMY TaKUM O00pa3oM, dYTO
oOpasyromasics uzopopma uroxpoma P450 - CYP1 A1 ruapokcuiiupyet 3cTporeHsl BO
2-M TIOJIOXKEHUH, ¢ 00pa3zoBanueM 2-rusipokcudctpoHna (2-OHEL).

[Toy4yeHHBI METa0OIUT SIBISIETCS] aHTATOHUCTOM PELIETITOPA SCTPOrE€HOB U OJIOKUPYET
€ro aKTUBALUI0 CAMHUMM JCTPOT€HAMH, a TaK)KE€ HMX OINACHBIMU MeTaOOIUTaMH, B
4acTHOCTH, l6-anbda-ruapokcudsctponoM (160-OHEL), gons kotoporo cpenu
METa0OJIUTOB CHIKaeTcsl. Tak MoJaBiseTcsl MHAYKIUS 3CTPOr€H3aBUCUMBIX T€HOB, U
KJIETKa TMepecTaeT IModay4yaTb YpPEe3MEPHYIO SCTPOT€H3aBUCUMYIO CTUMYJISLUIO.
NuponkapOWHON Takke OJIOKUPYET IPYrue CUTHAJbHBIE MEXaHU3MbI (HUTOKUHOBBIE),
CTUMYJIUPYIOIIUE IMATOJOTUYECKUN KIETOYHBIA POCT B TKAaHAX MOJIOYHOM JKEJE3BI,
MIOCPEJICTBOM ITO/IABJICHHSI CUTHAJIBHBIX KACKaJJOB OT COOTBETCTBYIOIIMX PELENTOPOB.
KypcoBoe mnpuMeHeHue mnpernapara CIOCOOCTBYET YMEHbBIIEHHIO WHTEHCUBHOCTH U
MCYE3HOBEHHUIO 00JIEBOrO CHHAPOMA B MOJIOUHOM KeJIe3€ MPHU LUKIMYECKOW MacTalruu
(MacToauHUN).

[Tpumenenne NnnonkapOrHoIa HE MPUBOAMT K YBEIMUEHHUIO MAcChl TEJA.

NHponkapOMHOI OTHOCUTCS K IPAKTUYECKU HETOKCUYHBIM BetecTBaM (LDsp>5 1/kr).

IHoka3aHus K NPUMEHEHUIO
[uknuueckass MacTairus, B TOM 4Hucie Ha (QoHe TOOpPOKAYECTBEHHOU THIEpILIa3uu
MOJIOYHOM KeEJE3Bl.

IIporuBonOKa3aHusA

[Ipumenenue npemnapata MPOTUBOMOKA3aHO MPU HAIMYUU JIIOOOTO U3 MEPEUUCTICHHBIX
HUKE COCTOSTHUU:

[ToBbilllIeHHAasT ~ YYBCTBUTEIBHOCTh K  HWHIOJKApOWHONY WM  JIIOOOMYy U3
BCIIOMOTATEILHBIX BEIIECTB Mpernapara.

HacnencTBenHass HEMEPEHOCHMOCTh JIAKTO3BI, JMCPHUIMT JaKTa3bl WM TIIFOKO30-
rajakTo3Hasi MajibaOCcopOIusl.

[Tepuon 6epeMEeHHOCTH U TPYAHOTO BCKaPMIIMBAHUS.

JleTckuii Bo3pact 110 18 jer.



IIpumeHenne npu GepeMEeHHOCTH U B MIEPUOJ TPYIHOT0 BCKAPMJIMBAHMS
[IpoTuBoNOKa3ano npuMenenue npenapara Muaunon ®@opro® B nepro 1 6epeMeHHOCTH
U TPYIHOI'O BCKapMIIMBaHUS.

Cnocod npumMeHeHMsI M 103bI
Bnytpsb, 2 pa3a B cytku no 200 mr. Cyrounas no3a mpemnaparta cocrasisieT 400 mr.
Kancynel npuHuMaroT nepen enou. JUIMTenbHOCTh Kypea JedeHust 6 MecsLeB.

Ilo0ouHoe eiicTBHE

Hapywenusi co cmoponvl nonogvlx op2ano8 u MOJOYHOU dicene3vl. HAPYIIECHUS
MEHCTPYaJIbHOTO LIUKJIA B BUJIE YJIMHEHUS WU YKOPOUEHHS.

Hapywenus co cmoponwl srceny0ouno-kuueuno2o mpakma. 00Jib B AIMUTACTPUU.
Jlabopamopnvie u uHCMpyMeHmMANbHble OaHHble: TIOBBIIIEHWE KOHUEHTpPaluu
TUPEOTPOMHOTO U (HOJUTUKYIOCTUMYIUPYIOIIETO TOPMOHOB, POJIAKTUHA U 3CTPaAHOIIA,
CHW)KEHUE KOHUEHTPALMK KpeaTHHUHA, Y03UHO(DUITHS.

Hapywenus co cmoponst obmena geujecme u numaHus: CHAXKEHUE MAcChl TeJa.

Ecnn moOble W3 yKa3aHHBIX B MHCTPYKLUHMHM HexenaTelabHbIX peakuui (HP)
ycyryoustoTcest, win Bel 3ametunu mo6sie apyrue HP, He yka3aHHbIE B MHCTPYKIUH,
cooOwume 00 ImMom epauy.

Ilepeno3upoBka

K BO3MOXHBIM CHMNTOMaMm NEPEAO3UPOBKH OTHOCUTCA TOLIHOTA, PBOTA, AUapes.
Cnenududeckuii aHTUI0T HeU3BecTeH. [Ipu mogo3peHnu Ha epe103uPOBKY Mpernapara
Nuaunon ®opro® peKOMEHIYETCs CAMITOMATHYECKAs TEPAITHSL.

B3aunmoaencrBue ¢ IpyruMHu JeKapCTBEHHbIMH CpeICTBAMU

NunonkapOrHON BIMSIET HA aKTUBHOCTH M30(epMeHTOB IuToxpoma P450, mostomy
cieayeT coOI01aTh OCTOPOKHOCTD MPYU COBMECTHOM ITPUMEHEHHH C JIEKAPCTBEHHBIMU
npenapaTaMu, B MeTa00JIM3Me KOTOPBIX YYaCcTBYIOT M30(DepMEHTHI 1uToxpoma P450
(HempsiMble AHTUKOATYJISIHTBHI, [JIFOKOKOPTUKOCTEPOUIBI, NepopaabHbIC
TUTIOTJIMKEMUYECKUE  CPEACTBA, AHTHAPUTMHYECKHE, IPOTHUBOIMUIIECIITHYECCKUE,
npernaparbl HANEPCTSHKHU, Mpenaparbl IOJOBBIX TOPMOHOB), TaK KaK MOXKET
MOTPeOOBATHCA KOPPEKIIUS UX JTO3HI.

Bausinme Ha CHocOOHOCTHL YHPABJIAATH TPAHCHOPTHBIMH CPeACTBAMHM M
MeXaHM3MaMu

Ucxons u3 ocobeHHOCTEN (hapMaKOJUHAMUKHN U MPO(UIIL HEXKeNaTeIbHbIX peaKIluii,
MaJIOBEPOATHO, 4TO npenapar Mumunon @opro® oKa3bIBAET BIMSHUE HA CIIOCOOHOCTH
YIPaBIATh TPAHCHOPTHBIMU CPEJICTBAMU U MEXaHU3MAaMHU.



dopMa BbINycKa:

Kancymnsr, 200 mr.

ITo 20 karcyn B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY U3 IJICHKU MOJMBUHUIXJIOPUIHOM
U (QoNpru aJlOMUHMEBOM TEYATHOW JIAKUPOBAHHOW WM (HOJIBTUM QIIOMUHUEBOM C
TEPMOCBAPUBAEMBIM ITOKPBITUEM.

ITo 60, 90 nnu 120 xancyn B 6aHKH HOJUMEPHBIE U3 MOJUATUIIEHA HU3KOTO JIABJICHUS C
JIaJKOW TOPJIOBUHOM, YKYIOPECHHBIE HATATHBAEMOW IUIACTUKOBOM KPBIIIKOM C
KOHTPOJIEM MEPBOTO BCKPBITHSI.

CBoOomHOE  TIPOCTPAaHCTBO B OaHKE  3amoOJHSAIOT  BAaTOW  MEIUIIMHCKOU
TUTPOCKOMUYECKON VI YIUIOTHUTENEM-aMOPTU3ATOPOM (KOoMIIEHCATOPOM)
CIIEHHAIBHBIM U3 MTOJUITUIICHA.

[To 3 unm 6 KOHTYPHBIX TYECHKOBBIX YITaKOBKH 110 20 KaICyJ1 WK Kaxayt0 OaHKY BMECTE
C MHCTPYKLHEN MO0 MPUMEHEHNIO TOMENIAIOT B MAYKy U3 KapTOHA.

Cpok rognocru:
2 roga. He mpuMeHsTh 1O UCTEYEHUHU CPOKA FOJHOCTH, YKa3aHHOTO Ha yIaKOBKE.

YcioBusi XpaHeHHs:
B cyxowm, 3amuiieHHOM OT CBE€Ta MECTE MpH TeMIiepaType He Bbiie 25°C.
XpaHUTh B HEJOCTYITHOM JIJISI AIETEU MECTE.

YcioBus oTIyCKA:
OtnyckaeTcs no peuenty.

IIpousBoauresb

AO «Mupakcbno®apmay

141401, Poccusa, MockoBckas 0051acTh, TOPOACKOW OKpYyr XHWMKH, TI. XHUMKH,
yi. Pabouas, 1. 2A, ctp.1.

Baagesen perucTpanMoOHHOrO yaoctoBepenusi/Opranu3anus, NPUHUMAKIIAA
NpeTeH3uN MoTpeduTe e
00O «AuuHo Pyc»

129110, Poccusi, r. MockBa, nipocniekT OIuMnuiickui, 1oM 16, ctpoenue S5, stax 3,
nomeieHue I
Tenedon: +7 (495) 502-92-47

E-Mail: info_rus@acino.swiss, safety rus@acino.swiss
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