IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIETAJIOH® 140

(LEGALON® 140)

Cknao:
0ito4a peuosuHa: CyxXuii eKCTPAKT i3 MIOMiB PO3TOPOIIII IIMUCTOI (Silybum marianum);

1 kancyna mictuth 173-186,7 Mr cyXxoro eKCTpakTy 3 IJIOAIB PO3TOPOILIi IIaMucTol (Silybum
marianum) [36-44:1], mo Bignosigae 140 mr cunimapuny (DNPH), a6o 108,2 mr cunimMapuny
(BEPX/DAB) y nepepaxyBaHHi Ha cuiibiHiH (DO3UMHHUK - €TUIIAIETAT);

0ONOMIICHI peyoBUHU: LIe/II0103a MIKPOKPHUCTaTigyHa, KpOXMaJjlb KYKypPyO3sSHUM, HATPiio
KPOXMaJbIJIKONAT (TUI A), HaTPilo Taypuicyibdar, MarHio cTeapaT, 3ajli3a OKCHUJ YEPBOHUMU
E 172, 3ami3a okcupm yopuuu E 172, Tutany giokcun E 171, xenaTtus.

JIikapcbka ¢dopma. Kamncymu.

OcHogHi (i3uko-ximiuHi 81acmueocmi: TBepa XKelaTHHOBA Karcyna po3mipy 1. Kpuiika
KOPUYHEBOT'0 KOIbOPYy 0€3 MapKyBaHHS, KOPITyC KOPUYHEBOT0 KOJIbOPY 63 MapKyBaHHS.
BMmicT KallCynu - OQHOPIAHUM, CIIPECOBAaHUM ITOPOIIOK KOPUUHEBATO-KOBTOI'0 KOJILODY.

dapMaKoTepaneBTHYHA rpymna. 3acobu, 1110 3aCTOCOBYIOThLCS IJ1s1 JTiIKyBaHHS 3aXBOPIOBaHb
neyviHky. ['enaTOTPOIHI IpenapaTy.

Komg ATX A05B A03.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

3maTHICTL cuIiMaprHy 3B’SI3yBaTH Bi/lbHI pafiuKanu 3abe3meuye HOT0 aHTUOKCUOAHTHY aKTUBHICTh.
TakuM 4MHOM, ITepepUBaETLCS abo MmonepenXKyeThCs MaTodizionoriyuuil MpoIec mepeKucHOro
OKHCHEHH4 JiMifiiB, 1110 BiANOBial0Th 3a PyWHYBAHHS KIIITUHHUX MeMOpaH. B ymKomKeHux
remnaTouuTax CUJIiMapyuH CTUMYIIIOE CUHTE3 0iika Ta HOpMali3ye MeTtaboniaM docdomimifais,
YHACIigoK yoro cujiMapuH ctabinidye KniTuHHI MeMOpaHu Ta 00Mexkye abo 3amobirae BTpaTi
PO3YMHHUX KOMIIOHEHTIB (30KpeMa TpaHCaMiHa3) KJIiTUH NediHku. CuaiMapuH rajibMye
IIPOHUKHEHHS ¥ KJIITUHY OesSKUX IellaTOTOKCUYHUX PedOoBUH (0TpyTH 61ifgoi moranku). CuniMapus
IIOCUITIOE CHHTe3 OiNKiB 3a paxyHOK crenudignoi ctumynaiii PHK-noniMepa3u A, bepMenTa, 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'IoTallil, epion HamiBBUBeOeHHS - 6,3 TONUHYU. BUBOOUTHCSA IEepeBakHO 3 JKOBYIO y (popMi
TJIIOKYPOHIfiB i cynbdaTiB. He KyMymnioe B opraHi3mi. Bii3Haya€eThCsl KUIIKOBO-TIEYiHKOBA
LAPKYJIALIS.

Kniniuni xapakKTepuCTHKH.

INoka3anHsA. TOKCUYHI ypaXKeHHS NeYiHKY: OJd MigTPUMYUYO0ro JIiKyBaHHS IAlli€HTIB 3 XPOHIYHUMU
3araJibHUMHU 3aXBOPIOBAHHSMMU MEeYiHKK a00 I[MPO30M MEeUiHKH.

ITpomunoka3aHHs. I'inepyyTIUBICTE [0 IJIOAIB PO3TOPOIIIII IIISMUCTOI, 7O iIHIINX KOMIIOHEHTIB
npemnapaty abo 1o 6yab-SKO01 3 OTIOMiXKHUX PEUYOBHH; TOCTPi OTPYEHHS Pi3HOI €Tionoril.

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI CUIIMapyHy Y MaKCHMaJIbHO BEJIMKHUX [403aX i IepopabHUX
KOHTpalleNTHBHUX 3ac006iB abo mpemnaparis, 10 3aCTOCOBYIOThCS IIPY eCTPOTeH3aMiCHill Tepartil,
MOXKJIMBe 3HUKEHHS e()eKTUBHOCTI OCTaHHIX. 3a paXyHOK IPUTHIYEHHS CUCTeMU 1uToxpomy P450
cuiMapuH TUM CaMUM Iificuioe eheKT OesSKUX TiKapchKux 3acobiB, a caMe: aHTHAIEPTiYHUX
nmikapchKux 3acobiB (hekcopeHaguH); rimoxonecTepuHeMiYHIX JTiIKapChKUX 3ac00iB (T0BACTATHH);
AHTUKOATYJISHTIB (KJIOmigorpesns, BappapuH); aHTUIICUXOTUYHUX JIiIKapChKUX 3aco0iB (anmpo3oinam,
Iia3emnawm, Jopa3enam); IpOTUTPUOKOBUX JTiKapChKUX 3aC006iB (KETOKOHA30); OesKUX IIpernapariB gis
nmiKyBaHHS paky (BiHOIAacTUH).

Oco6 1ueocmi 3acmocyeaHHsi.

JIikyBaHHS MMperapaToM MIPY 3aXBOPIOBAHHSIX MeYiHKY Oyme eeKTUBHIIINM ITPY JOTPUMAHHI OiETH Ta
BiIMOBH Bif aJIKOTOJIIO.

Yepes MOXKIMBHUHM eCTPOreHIONiIOHNI eeKT culiMapruHy y MaKCUMaIbHO BEJIUKUX 03aX HOro CiIif
3aCTOCOBYBaTH 3 00€pexkKHICTIO MallieHTaM 3 TOPMOHAJIbHUMU TIOPYIIeHHAMU (EHOOMEeTPio3, MioMa
MaTK¥, KapLIXHOMa MOJIOYHOI 3aJ103H, S€YHUKIB i MaTKM, KapLMHOMa IIepeaMixypoBol 3a103u). Y IuX
BUIIQ[IKax MOTpiOHa KOHCY/bTAallid 3 TiKapeM.

[Tpu nosiBi 03HAK KOBTSHUII (HAOyTTS MIKipOO BigTiHKY Bif CBiT/I0-2KOBTOT'O [0 TEMHO-3KOBTOTO,
II0KOBTiHHS OinKiB 04elt), HeOOXiMHO IPOKOHCYIbTYBATUCS 3 JIIKapeM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.



IaHi momao eeKTUBHOCTI Ta Oe3MeKu 3aCTOCYBaHHS IIpelaparty y Mmepiof BariTHOCTI abo
TONyBaHHS I'PYLOIO BiICYTHI, TOMYy MOT0 He CJIifi IpU3HA4YaTy B LieU Nepiof.

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

He Bif3Hauanocd. Y pa3i BUHUKHEHHS y NallieHTa IIif 4ac IpuiioMy npenapaTry Oyob-IKUX
BeCTUOYISPHUX OPYLIEHD CJIifl yTPUMATUCS Bifi yIPaBIiHHS aBTOTPAaHCIOPTOM ab0 poboTH 3 iHIMKUMYU
MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

HopocmuM i miTssm BikoM Bifm 12 pokiB mpuitMaTy mo 1 KamcyJi 3 pa3u Ha no6y. Kamcymu ciin
KOBTATH LIUJIMMHU, He PO3KOBYIOYY, 3alIUBaTU JOCTATHLOIO KIJIBKICTIO pifuHU. Kypc niKyBaHHS
BM3Hayae JIiKkap iHAWBiAyanbHO, 3a/1e2KHO Bif XapaKTepy i epebiry 3aXxBOpioBaHHS.

Limu. Hemae mocTaTHIX JaHUX BiZTHOCHO 3aCTOCYBaHHA I[bOTO IIpenapary MAiTAM, TOMY MOT0 He CIIif
3aCTOCOBYBaTH HiTSIM BiKOM 10 12 pOKiB.

IIepedo3yeanHsi.

O3HakM Ta CUMIITOMHU iHTOKCHKaIlil He criocTepiranucs. OnucaHi HuK4Ye n00iYHi peakilii MOXKYTh
IIOCUJIIOBATHCH.

Crneuudiuauii aHTUAOT HeBigoMuli. PEKOMEHOYETHCS 3aCTOCOBYBATH CUMIITOMATHYHI 3aX0H.

ITo6iuni peakuii.

KpuTepii OlLIiHKY 4aCTOTH PO3BUTKY IMOGIUHOI peakilil TikapchbKoro 3acoby:

Lyoce yuacmo: = 1/10

Yacmo: = 1/100 - < 1/10

Hevacmo: = 1/1000 - < 1/100

Pioko: = 1/10000 - < 1/1000

Lyoice pioko: < 1/10000

Hegidomo: YaCcTOTy BUMAKIB OLIIHUTH HEMOXKJIIHBO

Jlikapcekui npemnapaT go0pe mepeHoCUThCs. Piko B OKpeMUX BUNIaKaX i Ipu iHAUBiAyanbHin
IiABUINEHIN YyTIXBOCTI MOXKHa CIIOCTEPIraTy Taki mobiuHi epexTu:

3 60Ky TpaBHOT'O TPaKTy: HyHoTa, 6/10BaHHS, IUCIIENCis, IIedis, Jerka faiapes;



3 00Ky IMXallbHOI CUCTEMHU: 3a[IUIIKa;
3 60Ky Ce4OBUIINBHOL cUCTEMU: 30iMbIIeHHS Hiype3y;

3 60Ky IIKipH i MKipHUX IPHUOATKIB: TOCUJIEHHS asomelii, y TOOAWHOKNX BUIIaikaX MOXK/IMBI peakilil
rinepyyTIMBOCTI, BKIIIOYAOUM IIKipHI BUCHIIaHHS, CBEPOiXK;

iHIIi: MyXKe pigKo MOXKHA CIIOCTepiraTy IOCUIEHHS iCHYIOUUX BECTUOYISIPHUX MTOPYIIEHb.

[ToGiyHi peakiii TUMYacOBi i 3HUKAIOTH IiC/Is MPUNMHEHHS IPUUOMY IpernapaTy 6e3 3aCTOCyBaHHS
CIlelliaJIbHUX 3aXOMiB.

Tepmin npudamHocmi.

5 POKiB.

YmoBH 30epiranss.

36epiratu mpu Temepatypi He Buite 30 °C y HeIOCTYITHOMY [JIs [iTel MicCIIi.

VnaxoBka.

[To 10 xamcyn y 6mictepi; mo 2 a6o 3, abo 6 GrmicTepiB y KApTOHHI#K KOPOOIIi.

Kareropis Bignycky. bes penenra.

BupoOHUK.

MAJIAYC I'm6X/MADAUS GmbH.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MIPOBadKeHHsI HOT0 Tis/IbHOCTI.

JliorTixep mTpacce 5, 53842 Tporicoopd, Himewunna/Lutticher Strasse 5, 53842 Troisdorf, Germany.

3asiBHHUK.

MEIA ®apma I'm6X eng Ko. KI'/MEDA Pharma GmbH & Co. KG.

Micue3HaxoaKeHHsI 3asiBHHKa.



Benmmrpacce 1, 61352 Bag Xom0Oypr, Himeuunna/Benzstrasse 1, 61352 Bad Homburg, Germany.



