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110 MEJMLIUHCKOMY NPUMEHEHUIO IIPEMTAPATA
(IACTOK-BKJIAJBIII IS TAITMEHTOB)
JETAJIOH® 140

HaumeHOBaHME JIEKAPCTBEHHOTI0 Npenaparas: JIECAJIOH® 140 (LEGALON® 140)

MesKIyHAPONHOE HENATEHTOBAHHOE Ha3BaHHE (MHH) COTJIACOBAHO
s MUHUCTEPCTBOM 3[PABOOXPAHEHNA {
CumubunuH (Silibinin) PECIIYBJIMKU BEJIAPYCh |

Hpnkas MunucrepcTsa 3ApaBOOXPAHEHH:
& ecnyﬁnéym Bena
O6mas XapaKTepHCTHKA on L, £ g@&r

Buemnnii BHJ KancyJibl
KopuureBbie TBEPIBIE KEIATHHOBBIC KANICYIIBI, pa3sMEp «I».

BHemHuii B COXEPKUMOT0 KAICyJIbl
[TopoIIOK XKENTOro IBETA

KavecTBEHHBIN M KOJIMYECTBEHHbIH COCTaB

Cocras: 1 xancyJia COIEpPXKUT:

Axmuenoe 6ewjecmso; pacTOPOIIIH IIATHACTOM IIIOJI0B IKCTPAKT cyxoit (36-44:1) - 173,0-186,7
Mr, SKBUBaIeHTHO 140 MI cHIMMapHHa (JIHOT), okeuBanentHo 108,2 Mr cunuMapuha
(BPXX/Tepm.®.) B pacueTe Ha CHINOHHNH.

Benomozamenviuie eeuyecmea.; nomacop6ar 80, MOBHIOH, MaHHUTOI, KapOOKCHMETHIIKpaxmall
Hartpus (THI A), Maraus creapar.

Obonouxa: TBepHas XKeJATHHOBAs Karcysa, pasmep «1», B coCTaB KOTOPO# BXOIMT: JKCJIATHH,
KPAaCHTENb Keye3a OKCHI KPacHbIH (E172), twtana auokcun (E171), HaTpus naypuncyibdar,
KPACHTENb Xelle3a OKCHIL YEPHBIH (E172).

JlekapcTBenHas gopma
Kancyner

INoka3aHusi K IPUMEHEHHIO

TOKCHYECKOe TTOPAKEHHE IIEYSHH: JUIA TIOJUIEPKUBAIONIEH TEpalny NalUeHTOB ¢ XPOHMYECKHMH
BOCHAIMTELHBIME 3a00JIEBAHUSIMH TICUEHH HITM [IUPPO30OM TICHEHH.

Ipumeuanue:

Jleuerne JIETAJIOH® 140 > peKTHBHO TONBKO B TOM CiIydae, €ClIM yCTPaHCHO BO3JEHCTBHE
TOKCHYECKOTO areHTa, BbI3BIBAIOIIETO TIOBPEKACHAE NICHeHH (HapuMep, AJIKOTOJIS).

JlaHHOE JIEKAPCTBEHHOE CPECTBO HE TOAXOMT JUIS IEUCHHS B CIIyHae OCTPOro OTpaBJICHHS.

Cnoco0 nmpuMeHEeHHS ¥ 10351

B oTCyTCTBHM IPYTHX YKa3aHHH, B3POCIBIM H JETAM CTapIIc 12 neT peKOMEHIYETCs IPHHUMATh
no 1 xamcyne 3 pa3a B CYTKH, YTO COOTBETCTBYCT 324.6 mr cumnmapuia (BOXX) uim 420
cimMapuaa (JIHOD). Kancynel cienyeT NMpornaTeiBaTe LCTHKOM, HE pazxeBbIBasd, 3anuBast
JOCTATOYHBIM KOJTHYIECTBOM XHUAKOCTH.

Her [OCTYNHBIX JaHHBIX B OTHOLICHWM WCTOJB30BAHUS Y TAUHEHTOB € oYeqHON
HEIOCTATOYHOCTBIO.

Henonwzosanue y Oemeti mnaowie 12 nem:

JlaHHOE JIEKapCTBEHHOE CPEJCTBO He NPEIHA3HAYCHO JUIs HCTIOB30BAHHUA y nere#t miaxue 12
JIET.

Cnocob npumereHus u ONUMENbHOCNb:
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JI71s TiepOPAIBHOTO HCIIONB30BAHMS; KATICYITBI CieyeT MpOTIaThIBaTh LETHKOM, HE pazKeBbIBas,
3anuBasg JOCTATOYHBIM KOJTHYCCTBOM XHUAKOCTH.

JMTENBHOCT Kypea JICUCHUA ONPEAC/ACT Bpat UHMBHIYATHLHO B 3aBHCUMOCTH OT XapaKTepa
1 ocoBGeHHOCTeH TeueHus 3a00JIeBaHNS.

I[IpoTHBONOKA3AHUSA
JIETAJIOH® 140 mpoTMBOIIOKa3aH JHOaMm C M3BECTHOR T'MIIEPUYBCTBUTEIBHOCTRIO K IUIOAAM
PACTOPOTIIIH [IATHACTOH, IPYTHM KOMIIOHEHTAM Nperapata wird BCIIOMOTaTeTbHBIM BEIECTBAM.

Mepbl NPeAOCTOPOKHOCTH H 0CO0bIC YKAZAHMS

JleueHue THM JICKAPCTBEHHBIM CPEICTBOM HE CILYXHT 3aMeHOM OTKa3a OT MpueMa BEIIeCTBa,
BBI3BIBAIOLIETO TOBPEXKACHHE EUCHH (HAIIPUMED, AJIKOTOJIB).

IIpx TOSBICHMH IIPU3HAKOB JKCITYXH (mpuoGpeTeHne KOXKeHd OTTEHKa OT CBETJIO-IKEJITOTO pi(e)
TEMHO-KEJITOTO, TIOXKEITEHHE GEIIKOB TIa3), HeOOXOAMMO TIPOKOHCYIBTHPOBATECS C BPAUOM.
Ipumenenue npenapama y Oemei:

He mMeeTcsi NOCTATOYHBIX MaHHBIX 00 dQQEKTHBHOCTH | 6e30MacHOCTH MCIIONB30BaHUsA
npenapara y aereil. IIpenapar He peKOMEHAYETCS IPUMCHATE ¥ netedt mutaqme 12 net.

BiaumoneiicTBHe ¢ JAPYrHMH  JIEKapCTBCHHBIMH cpeAcTBAMHM M JIpyrHe  BHABI
B3auMoaeiicTBHi
HewussectHO.

@ epTUALHOCTD, 0ePEeMEHHOCTD U JIAKTALMS

Her cBenenwit 00 ONBITe TPUMEHEHHS JAHHOTO mpenapara y GEpeMEHHBIX JKCHIIHMH.
MccneoBaHWH Ha JKHBOTHBIX HENOCTATOYHO B OTHOLICHWH H3ydCHHS PETPOTYKTUBHOH
TOKCHYHOCTH. [103TOMY NpUMEHEHHE IperapaTa BO BpeMs GepeMEHHOCTH HE PEKOMCHIYETCS.
Heu3BecTHO, BBLAEISIOTCS JIH aKTHBHBIC KOMIIOHEHTHI TIperapara 1 ux MeTabOoNUTEI B TPYAHOE
MOJIOKO HelOBeKa. PHCK Ul HOBODOXIECHHBIX/MJIA/ICHLEB HENB3s HMCKIHOYATh. TTosTomy
IPUMEHEHHE TPENapaTa BO BPEMsl KOPMIICHUS IPYJBIO HE PEKOMEHTYETCS.

JlaHHBIE WCCICNOBAHUI W3yYCHHsS BIMSHMSA aKTHBHBIX KOMITOHEHTOB Ha (GEepTHIHLHOCTH
HEIOCTATOYHBL.

BimsiHMe HA CHOCOGHOCTH YNPABJSTH ABTOMOOHIIEM WJIH IPYHMH MEXaHH3MaMH
IIpemapar He BIHSIET Ha CIOCOGHOCTH YIPABJIATE MEXaHHICCKAMH TPaHCIIOPTHEIMH CPEACTBAMH
¥ OGCITYI)KHMBATh JIBAXKYLIHECT MEXAaHHIECKIE yCTPOHCTBA.

IloOouHoe neficTBHE
KpHTepHH OLEHKH YacTOThI PA3BHTAS MOOOYHOH pEaKLnH JIEKapPCTBEHHOTO CPEZCTBA: OUCHB
gacto (> 1/10), gacro (> 1/100, <1/10), HedacTo (> 1/1000, <1/100), penxo (= 1/10 000,
<1/1000), ouens penxo (<1/10 000), HeM3BECTHO — HACTOTA HE MOXCT OBITH ONpeAeiicHa Ha
OCHOBaHMH UMEIOIUXCS TaHHBIX.

B pexux Cirydasx MOXKHO HaOJIONATh TAKHE n0604uHbIe IPPEKTEI:

JKeny0ouHo-KumeuHvie Hapywenus: peiko: JIETKas Iuapes,

Hapywenusi co CMOpOHbI UMMYHHOU —CUCMeMbl. OYEHb  PEIKO:  BOSMOXHEI peaKyu
THIIEPYyBCTBUTENIEHOCTH,

Hapywerus co cmopoHbl ObIXAMENLHOT CUCTEMBL, OP2AHOE ZPYOHOT KNemKU U CPeO0CmeHUs:
OY€HBb PEAKO: IHUCIHO3;

Hapywienus. co cmopoHbl KOJCU U NOOKOJICHBIX

PECITy s A PABOOX PA ;?E
IlepenosnpoBka Mpinkas m”_mc;mm UBEnapyer, A

[IpusHaKd WM CHMITOMBI MEPENO3HPOBKH OTPEBIHGHIT " TONA:0HG 2 RARS U CTPUPOBAHBL.

- wapyes,
OlHcaHHbIE BHIIE HEXeIaTeNbHbIe dBOEKTH MOTYT yCHIHBETECH: -
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CrenmatsEOoe TPOTHBOSIHE HEW3BECTHO. [IpH HEOOXOAMMOCTH, PEKOMEHIyeTCS NPUMCHATE
CHMITOMATHYIECKHE MEPBL. H IN=T

dapmakoTepaneBTHYECKAsl rpynna ’ 6 1 4 - 2 0 2 0
CpencTBa st JIeYeHUS 3a00IEBAHAH [ICUCHH, JIUTIOTPOIHBIC CPECTBA.
Kon ATX: A0O5BAO3

dapMaKoJIOTHIeCKHe CBOHCTBA

DapmaroOuHamuyecKue c60Ucmsda

AHTHTOKCHYECKOE JeHCTBHE CHIMMaprHa GBUIO MPOJEMOHCTPUPOBAHO B ONBITAX HA XXHBOTHBIX
C MCIIOJIb30BAHWEM MHOTOUYMCIIEHHBIX MOJETIEeH IOBPEKACHUS IEYCHH, HalpuMep, AlaMu
GienHol moraHkM (QaIOMIWHOM ¥ aMaHHTHHOM), & TAK)XE JIAHTAHOMJIAaMH, TETPaXJIOPHCTRIM
YTIIEpOJOM, TaJIaKTO3aMUHOM, THOLIETAMMHOM H IeNaTOTOKCHYHBIM BUPYCOM JIATYIIKH FV3.
Tepanepruuecknii >pdeKT CHIMMApHHA CBS3aH C HECKONBKUMH MCXaHW3MAMM JICHCTBUS:
Gnarogaps  CIOCOOHOCTH  CBS3BIBATH  CBOOOIHBIC — paauKalbl, CHIMMApHH obnanaeT
AHTHOKCHIAHTHON AKTMBHOCTBIO, OCTAHABIWBAs WM TPeJOTBpAIlas NaTO(HU3HONOrHYCCKHUH
TIPOLECC MEPEKHCHOTO OKUCIICHHMS JIMMHIOB, KOTOPBIH NPHBOMMT K Pa3pyICHAIO KICTOTHBIX
MeMOpan. KpoMe Toro, B yKe MOBPEXKIEHHBIX KIIETKAX IEUCHH CHIMMapHH CTUMYJIUPYCT CHHTE3
Genxa ¥ HOpMaamsyeT Merabomusm ¢ochommmuaos. OOMUM pe3yIbTATOM €ro JeHCTBHS
ABJISeTCs CTaGMIM3AIMs KICTOYHOM MeMOpaHbl, a TakxKe ociaabieHue IMO0 MpeIoTBPAIICHUE
[OTEpH BHYTPHKIETOUHOTO COEPYKMMOTO, HAXOMSIIErocs B PACTBOPEHHOM (popme (Hampumep,
TpaHCaMHHa3).

CHIMMApHH OFPaHWYKMBAET MOCTYIICHHE B KJIETKY ONPE/ISICHHBIX TeNaTOTOKCHIECKHX BEIICCTB
(s110B OJIETHOM TTOTaHKH).

CHIMMADHH aKTHBH3MpyeT OelKoBBIH CHHTe3 3a cdeT crumynsuuu PHK-momvMepassl I -
JNOKAIM30BAHHOTO B siEpe (epMeHTa. DTO MPHBOAMT K YCHJICHHOMY OOpa3OBaHHIO
pubocomansaoit PHK, 61arosaps 4eMy CTPYKTYPHbIE H (yHKIMOHAIBHBIE OCIKH (bepmeHTHI)
CHHTE3UpYIOTCS B OOJblleM KonudecTBe. B pesynbraTe IOBBINIACTCS — periapaTHBHAA
CIIOCOGHOCTE M PEreHepaTUBHBIN OTEHIMAN [IEYCHH.

YnakoBka
Ilo 10 xamcyn B IIBX/An 6nucrepe; 2, 3 win 6 GIHCTEPOB B KapTOHHOM NAYKE BMECTE C
HHCTPYKIIHEH 110 TPAMEHEHHIO.

YciaoBust XpaHeHUs
XpaHHTH B 3aIMIIEHHOM OT CBETA MeCTe, Ipy TemnepaType He Bbime 30°C.
XpaHuTh B HEAOCTYITHOM I ACTEH MECTE.

Cpox rogHocTH

5 Jer.

He npuMeHSTH IpemapaTr 10 HCTECUEHHIO CpoKa ToaHOCTH. llpemapar ¢ WCTEKIIMM CPOKOM
TOJHOCTH YHUUTOXAETCS B YCTAHOBJIICHHOM ITOPSIKE.

YciioBHS OTIyCKA H3 aNTEK
be3 penernta Bpada. OGmui CIIHCOK.
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Ecnu Bam cmanu u3eecmuyl Kakue-nubo HedicenamenpHvle peakyul, C8S3aHHbIE C NPUMEHEHUEM
npoOyKma KOMNAHUY, 6 M. Y. NPUMEHEHUEM 60 6PEMA GepeMeHHOCIU UL KOPMAEHUA 2pyovbio,
ubo BO3HUKWAUE 6 pe3yibmame MeOUYUHCKUX OWuUbOK, HeNnpagUIbHO20 NPUMEHEHUA,
3n0ynompebenus, nepedo3UpOBKU, NPUMEHEHUA HE 1O NOKA3QHUSAM UIU B8CLeOCMBUE BIUAHUA,
CBA3GHHO20 C NPOPECCUOHANLHOU U HeNPOpecCUOHANLHOT 0eAmeNbHOCbIO, no003pesaemou
nepedaueil UHPEKYUOHHO20 —G2eHma U omcymcmeuem I PexmusHoCmu,  a  Maxice
accoyuupyemvlie ¢ Oegexmom  Kauecmsa, neobxodumo coobuums 00 omom  AUYY,
OMBEMCMEEHHOMY 30 PApMAKOHAO30D, NO SNEKMPOHHOMY adpecy info.safety@mylan.com
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