IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

JIETAJIOH® 140

(LEGALON® 140)

Cknao:
ditoua pevosuHa: Cyxui €eKCTPaKT i3 IIJIOAiB PO3TOPOIII MIAMUCTOI (Silypbum marianum);

1 kancyna mictuth 173-186,7 Mr cyxoro eKCTpakTy 3 IJIOAIB PO3TOPOILIi IIaMucTol (Silybum
marianum) [36-44:1], mo Bignosigae 140 mr cunimapuny (DNPH), abo 108,2 mMr cunimMapuny
(BEPX/DAB) y nepepaxyBaHHi Ha cuibiHiH (DO3UMHHUK - €TUIIAIETAT);

donomidcHi pevoguHU: LEJIF0JI03a MIKPOKPUCTAIIYHA, KPOXMaJlb KYKYPYO3AHUY, HATPIO
KPOXMaJBIJIIKONAT (TUI A), HATPilo mMaypuicynbdaT, MarHilo cTeapaT, 3ajli3a OKCHUL
yepBoHui E 172, 3amiza okcup yopuui E 172, Tutany giokcup E 171, xenaTuH.

JIikapcbka ¢popma. Kamncynmu.

OcHogHi (i3uko-ximiuHi 81acmueocmi: TBepa XeJjlaTUHOBA Kallcysa po3Mipy 1. Kpuika
KOPHUYHEBOT'0 KOIOPY 6€3 MapKyBaHHS, KOPIIYC KOPUYHEBOTO KONIbOPYy 0e3 MapKyBaHHS.
BMicCT KallCynu - OQHOPIAHKM, CIIPECOBaHUM MTOPOIIOK KOPUUYHEBATO-2KOBTOT'O KOJIBOPY.

dapMakoTepaneBTHYHA rpyna. 3acodu, 1110 3aCTOCOBYIOTLCS [AJIS JTiKyBaHHS 3aXBOPIOBaHb
neyvinku. ['enaTOTPOIHI TpeapaTu.

Koo ATX A05B AQ3.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

3maTHICTL cumiMaprHY 3B’SI3yBATH Bi/lbHI pafiuKanu 3abe3meuye HOT0 aHTUOKCUOAHTHY aKTUBHICTb.
TakuM 4MHOM, ITepepPUBAETLCS a00 MMonepenXKyeThCs maTodizionoriynuil MpoIec mepeKucHOro
OKHCHEHH4 JIiMifiiB, 10 BiANIOBial0Th 3a PYWHYBAHHS KIIITUHHUX MeMOpaH. B ymKomKeHux
rernaToUUTaxX CUJIiMapuH CTUMYIIIOE CUHTE3 0iika Ta HoOpMalidye MeTtaboniaM docdomimifis,
YHACIigoK yoro cujiMapuH ctabinidye KniTuHHI MeMOpanu Ta 00Mexkye abo 3amobirae BTpaTi
PO3UYMHHUX KOMIIOHEHTIB (30KpeMa TpaHCaMiHa3) KJIiTUH nedinku. CUliMapuH rajabMye
IIPOHUKHEHHS Y KJIITHHY OesSKUX IellaTOTOKCUYHUX PeUOBUH (0TpyTH 61ifgoi morauku). CumiMapus
TIOCUITIOE CHHTe3 0iNKiB 3a paxyHOK crenudiynoi ctumynaiii PHK-nonimMepa3u A, ¢bepMeHTa, 110



3HAXOOUTHLCS B saapi. Lle mpu3BomuTh [0 MimBUIIEHOT0 yTBopeHHsT pubocomuux PHK, i oTxke, 0o
CTUMYJISALIi CHHTE3y CTPYKTYPHUX i GyHKITIOHaMbHUX GinKiB (pepMeHTiB). Y pe3ynbTaTi 4oro
IIOKpPAIy€eThCS BiTHOBHA 30aTHICTh i MPUCKOPIOETHCS PereHepalis KIiTUH IeYiHKY.

dapmakokiHemuxka.

AGcopO1is - HU3bKa Ta MOoBiNbHA (mepion HamiBabcopOiril - 2,2 roguHu), MeTab0Ii3yEThCS V MediHIIi
IIJITXOM KOH 'Iorallil, Iepiof HaliBBUBe#eHH] - 6,3 roguHu. BUBOOUTHCS ITepeBaXkHO 3 KOBYI0 Y
dbopmMi rIoKypoHifiB i cynbdaTiB. He KyMmynioe B opraHiami. Bif3Haya€eThCsI KUIIKOBO-TIEUiHKOBA
LAPKYJIALIS.

Kniniuni xapakKTepuCTHKH.

IToka3anns. TOKCUYHI ypakeHHd [T€YIHKU: [JId MiNTPUMYIOYO0ro JIiIKyBaHHS IIalli€HTiB 3
XPOHIYHUMU 3alaTbHUMHU 3aXBOPIOBAaHHAMU MeUiHKK ab0 IIMPO30M TEeYiHKMU.

IIpomunoka3aHHs. T'inep4yyTIUBICTH A0 IJIOMiB PO3TOPOIIIII IISMHUCTOL, A0 iHIIAX KOMIIOHEHTIB
npemnapary abo no Oyab-sSKO01 3 IOTIOMiXKHUX PEUYOBHH; TOCTPi OTPYEHHS Pi3HOI eTionoril.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma iHwi eudu e3aemoditl.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI CHUJIIMapuHy Y MaKCHMaJIbHO BEIMKHUX 403aX i MepopabHUX
KOHTpalleNTHBHUX 3ac0o06iB abo mpemnaparis, 10 3aCTOCOBYIOTHCS IIPY €CTPOTeH3aMiCHiil Tepartil,
MOXKJIMBe 3HUKEHHS e()eKTUBHOCTI OCTaHHIX. 3a paXyHOK IPUTHIYEHHS CUCTeMU 1uToxpomy P450
cuiMapuH TUM CaMUM Iicuioe eheKT OesSKuX TiKapchKux 3acobiB, a caMe: aHTHAIEPTiYHUX
nmiKapchKuX 3acobiB (hekcopeHaguH); rimoxonecTepuHEeMiYHUX JTiIKapChKUX 3ac00iB (T0BACTATHH);
aHTHUKOATYJISHTIB (KJIOmigorpesnb, BappapuH); aHTUIICUXOTUYHUX JIiIKapChKUX 3aco0iB (anmpo3oinam,
miasemnam, Jopa3enam); MPOTUTPUOKOBUX JTIKapChKUX 3aC00iB (KETOKOHA30I1); OesIKUX IIperapaTiB s
JIiIKyBaHHS paKy (BiHOIACTUH).

Oco06.1ueocmi 3acmocyeaHHsi.

JIikyBaHHS IIpellapaToM IIPY 3aXBOPIOBAHHAX MeYiHKU Oyme epeKTUBHIMIUM IIPU DOTPUMaHHI OiETH Ta
BiIMOBH Bif aJIKOTOJIIO.

Yepe3 MOXKINBUY €CTPOTeHNOAIOHNM e(eKT CuliMapuHy y MaKCUMabHO BEJIMKUX J03aX MOTO CJIif
3aCTOCOBYBaTH 3 00epeXkKHICTIO MallieHTaM 3 TOPMOHAJILHUMMU TIOPYIIeHHAMY (EHOOMEeTPio3, MioMa
MaTKH, KapLIXMHOMa MOJIOYHOI 3aJ103H, S€YHUKIB i MaTKM, KapLIMHOMa IIepeaMixypoBol 3aj103u). Y IuX
BUIIQ[IKax MOTpiOHa KOHCY/bTAllid 3 TiKapeM.

[Tpu nosiBi 03HAK KOBTSHUII (HAOYTTS MIKipOO BigTiHKY Bif CBiT/I0-2KOBTOT'O 0 TEMHO-3KOBTOTO,
IIOKOBTiHHS OinKiB oueit), He0OXiMHO TPOKOHCYIbTYBATUCS 3 JIIKapeM.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

Hani mopo epekTBHOCTI Ta 6€3MEeKK 3aCTOCYBaHHS IIpenapaTy y mnepiof BariTHOCTI abo rofyBaHHS
TPYAOIO BifCYTHI, TOMy MOT0 He CJIifi IpU3Ha4yaTy B LieH mepiof.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

He Big3Hauamnocs. Y pa3i BUHUKHEHHS y NallieHTa IIif Yac MpuioMy npenapaTy 0yab-Kux
BeCTUOYISIPHUX MOPYIIEHD CIIifi yTPUMaTHUCS Bifl yIIpaBIiHHS aBTOTPAHCIOPTOM abo po6oTH 3 iHIKUMU
MexaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

HopocmuM i mitam BikoM Bif 12 pokis mpuitmMatu mmo 1 xamncyri 3 pa3u Ha noby. Kancymnu ciin KoBTaTu
I[[IJIUMY, He PO3XKOBYIOYH, 3allMBATU AOCTATHHO KIIBKICTIO piguHu. Kypc JIiKyBaHHSA BU3HA4Ya€ JIiKap
iHOUBimyanmbHO, 3a71€3KHO Bif XapaKTepy i mepebiry 3axBopioBaHHS.

Himu. Hemae mocTaTHiX maHUX BiTHOCHO 3aCTOCYBAHHS IThOTO IIPEMapaTy [iTsSM, TOMY HOT0 He CIIif
3aCTOCOBYBATH IiTAM BiKOM 10 12 pOKIB.

Ilepedo3yeaHHsi.

Os3Haku Ta CHMIITOMM iHTOKCHKallil He crocTepiranucs. OnucaHi Huxk4e mobiuHi peakiyii MOXyTb
IIOCUJIIOBATHUCS.

Crneuudiuauii aHTUIOT HEBiGOMUM. PEKOMEHAYETHCS 3aCTOCOBYBATH CUMITOMATHAYHI 3aX0H.

ITob6iyHi peakuii.

KpuTepii omiHK# 4acTOTH PO3BUTKY 1MOOIYHOI peakiii T1ikapcbkoro 3acoby:

Ilyoice wacmo: = 1/10

Yacmo: = 1/100 - < 1/10

Heuacmo: =1/1000 - < 1/100

Pioko: = 1/10000 - < 1/1000

Lyoice pioko: < 1/10000

Hegidomo: YaCTOTYy BUIIAMKIB OLIHUTU HEMOXKJIIUBO

Jlikapcekui pemnapaT fo0pe mepeHoCUThCs. Pifko B OKpeMUX BUNaKax i Ipu iHAUBIAyanbHil
HiABHUINEHIN YyTIMBOCTI MOXKHA CIIOCTEPiraTu Taki mobiuxi epexTu:



3 60Ky TPaBHOT'O TPAKTYy: HyHOTa, OTI0BaHHS, OUCIIENCis, Iedis, Jerka miapes;
3 60Ky muXabHOI CUCTEMMU: 3aAUIIKa;
3 60Ky Ce4OBUIINBHOL cucTeMU: 30iMbIIeHHS Hiype3y;

3 60Ky IKipH i MKipHUX MPHUOATKIB: TOCUJIEHHS ayomelii, y MTOOAMHOKNX BUIIaIkaX MOXK/IMBI peakiril
rinepyyTAMBOCTI, BKIIOYAIOUM IIKipHI BUCHIIaHHS, CBEPOiXK;

iHIi: MyKe pigKo MOXKHA CIIOCTepiraTy IOCUIEHHS iCHYIOUUX BECTUOYISIPHUX MTOPYIIEHb.

[ToGiyHi peakiii TUMYacCOBi i 3HUKAIOTH IiC/Is MPUNMHEHHS IPUUOMY ITpernapaTy 6e3 3aCTOCyBaHHS
CIIelliaJIbHUX 3aXOMiB.

Tepmin npudamuocmi.

5 POKiB.

YmoBH 30epiranssi.

30epiratu npu TeMiepatypi He Buile 30 °C y HeIOCTYITHOMY [T AiTel MicCIIi.

YnakoBka.

[To 10 kamcyn y 6micTepi; mo 2 abo 3, abo 6 GricTepiB y KapTOHHiM KOPOOIIi.

Kareropis Bignycky. bes peiernra.

BupoOHHK.

MAJIAYC I'm6X/MADAUS GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIXKeHHs HOro Jis/IbHOCTI.

JlrorTixep mTpacce 5, 53842 Tpouicoopd, Himewunna/Lutticher Strasse 5, 53842 Troisdorf, Germany.

3asIBHHUK.

Biatpic Xenckea I'm6X / Viatris Healthcare GmbH



MiCI.l;e3HaXOJ];}KEHI-I5[ 3asiBHHKa.

JTrotTixep lItpacce 5, 53842 Tpoicomopd, Himeuunna / Luetticher Strasse 5, 53842 Troisdorf,
Germany.

SAxuw,o Bam cmaso 8idomo npo 6y0b-sKi nobiuHi peakuii, no8’a3aHi i3 3acmocy8aHHAM npodyKkmy
KOMNAHIi, y m. 4. 3acmocy8aHHsAM y nepiod sazimHocmi abo 200y8aHHs 2py00t, abo npo maki, w,o
BUHUK/U y pe3yabmami MeoOuyHux NnOMU10K, HENpasuabH020 3dCMOCYBAHH S, 3/108HCUBAHHS,
nepedo3yBaHHs, 83aeMo0ii 3 IHWUMU AIKAPCbKUMU 3acobamu yu 83aeMo0ii AiKapcvbkozo 3acoby ma
idici, 3acmocyB8aHHA He 3a NOKA3AHHAMU YU 8HACAIOOK 8NauBy, N08’13aH020 3 NpogheciliHow ma
HenpogecitiHow disinbHicMio, Ni003PBAHO nepedayveto iHPeKuiliHo20 azeHma 4u 8idcymHicmio
epbekmusHocmi, a makodxc acouitiosaHi 3 depekmom sikocmi, HeobxiOHO nogidomumu npo ue ocooi,
8i0noegidanbHil 3a papMakoHaza50, 3a eneKmpoHHOW adpecor infosafety.cis@viatris.com




