NMPAUJIOXEHHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUSA MPOAYKT _ ol SR B TR e e e R

CARSIL 90 mg hard capsules ' €707 0L-06- 2005
KAPCHII 90 mg tebpau karncynm s irmssonsd)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska kancyna cbabpxka 163,6-225,0 mg cyx ekcTpakT ot 1jiojaoBe Ha 01 TpbH (Silybi mariani fructus
extractum siccum) (35-50:1), exB. Ha 90 mg cunumapuH, Kato cunuounud (HPLC).

[TomMoLHM BellecTBa: JIAaKT03a MOHOXMIPAT, MILIEHUYHO HULLIECTE U JP.

3a MBJIHUA CITUCHK Ha MMOMOIIHUTE BellecTBa, BXK. Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

TBbpaa kancyna
TBbpaa xenatuHoBa karncyina Ne 0; T4J10 - cBeT/IOKagABO; Karnaye - CBETIOKadsBoO.

KarncyitHo cbabpXKHUMO: IpaHyJIM ¢ OJIEJ0XKBIIT 10 KbJITOKA(DAB UBAT U c1ab crienuduueH MUpUC.
KarcyJiHoTo ChbaABpXKUMO MOXe [1a npueMe hopMaTa Ha KarcyJara.

4. KIUHUYHUA JAHHH
4.1 TepaneBTHYHH NOKA3AHUA

ToxkcuyHu yBpexXaaHUA HA YepHUS Apo0;

CbCTOSAHUA CJIEl MPEKapaH OCTbP XEeNaTuT;

XPOHHWYEH XEMAaTHUT C HEBUPYCHA €THOJIOTUS;

Crearo3a Ha YyepHHUA 1po0 (HEaIKOX0JIHA U aJIKOXO0JIHA);
B koMruiekcHaTa Tepanus Ha YyepHOApoOHa UMpO3a;

® [Ipo¢punakTuka Ha YEpHOAPOOHU YBpPEXJIAHUA TMPU MPOABLKUTENIEH NTPUEM HaA JIEKApCTBa, aJIkKOXOJI,
[MPYU XpPOHWYHA UHTOKCUKALMUA (B T.4. ¥ mpodecHOHATHA).

4.2 Jlo3upoBKa U HAYHH HA NMPHJIOKEHHE

Karncynure ce npyueMar rnepopasiHo ¢ J0CTaTb4HO KOJIMYECTBO TEYHOCT.

Bb3ipacTHu u aeua Haja 12-roaMmHa Bb3pacT

JleyeHueTo Ha TEeXKH YepHOAPOOHU YBpEXKIAaHUA 3al09Ba C J103a 1Mo 1 kancysa 3 mbTH JHEBHO.
[Ipu mo-jtexu U CpEeAHOTEXKKH Ciydau JO3UpoBKaTa € 1o | karcyJa 1-2 mbTH JAHEBHO.

3a rnpogunakTuka Ha XUMUYECKH UHTOKCHKALIMKM — 1-2 Kancyiu JHEBHO.

KypchT Ha nledeHue npoaniikasa He 1o-Majiko oT 3 Mecella.

Jleua nmoa 12-roanmHa Bb3ipacTt

HsaMa goctaTb4yHO KJIIMHWYHM JJaHHU 3a IMPpHITOXKCHHUCTO TIPpH ICLIA.

4.3 IlIporuBonoxazaHus

J CBpBXYYBCTBUTEIIHOCT KbM aKTUBHOTO UJTH HAKOE OT TIOMOILIIHUTE BEIECTBA;
# Jeua noxa 12-roguiuHa BB3pacT.

4.4 CrneunaJHu npeaynpexieHHs U NMpeanasHu MepKH Npu ynorpeda
[Topany BL3MOXEH €CTpOreHonoa00eH eekT Ha CUIIMMAapUH € HEOOXOAUMO J1a ce

MaUMEeHTH C XOPMOHAJIHM HapylieHus (EeHJ0OMeTpUOo3a, MHUOMA Ha Markara, {(Kﬁp HHﬂm Ha l"’b_p.[lﬂ'l‘&
SHYHULINTE U MaTKaTa, KAPLIMHOM Ha [pocTarara). B Lot 2 A B




JlekapcTBEHUST TPOAYKT CBABpPXA KAaTO TOMOIOHO BElIeCTBO MNIICHWYHO HUIISCTE, KOETO MOXe Ja
TIPEACTABNABA PUCK 32 BAOWIABAHE HA CHCTOSHUETO TP MALMEHTH C LIbONINAKUA (TTTYTECHOBA €HTEpONnaTs).
JlekapcTBEHHAT MPOAYKT ChABPXKA JakTo3a. Henmoaxoasm € mpu MAuUeHTH ¢ JIAaKTa3Ha HeNOCTaThYHOCT,
ranaKkTo3eM{s WIH TIIFOKO3EH/TATaKTO3¢H CUHAPOM Ha ManabcopOuus.

4.5 B3aumoaeilcTBHE ¢ APYIH JEKAPCTBEHH NPOIYKTH H ApPYrs GOpMH Ha B3auUMoOIeiicTBHE

ITpy cHbBMECTHO [IPHIIOXEHUE Ha CUHTHMAPHH U OPAJIHH KOHTPAUENTUBH H NPOJYKTH, KOUTO C€ M3IMONI3BAT
MPH €CTPOTEH-3aMECTUTENTHA TEPAIHS € Bb3IMOXKHO HaMANABaHe Ha ePeKTHTE Ha MOCSaHHTE.

CunumMapuH Moke Ja 3aciiy edeKTHUTe Ha iekapcTra kato: diazepam, alprazolam, ketoconazole, lovastatin,
vinblastin nopaau HHXUOUpAIOTO MY AelCTBHE BLPXY CUCTEMATA Ha LiuTOXpoM P 450.

4.6 bpemeHHoCT H KEpMEHE

ExciepyMEHTAIHUTE MPOYUBaHHUA NPK XXMBOTHH HE [10Ka3BaT NPAKO HIIM HENPAKO BpelHO Bb3jelicTBHE
BbpXY OpeMeHHOCTTa, eMOPHOHATHOTO/QETATHO Pa3BUTHE, PaXKOAAaHETO KWIH MOCTHATATHOTO pasBUTHe. [lo
BpeMe Ha OpeMEHHOCT W B NEpHOa HA KbpMeHe MOXE Ja Ce npuiara no MeAWLMHCKHM NOoKa3aHHg M axo
[10/13aTa OT NEHEHUE ¢ MPOAYKTa HAIXRBPJIA PUCKA 32 U104,

4.7 EdexTH BLPpXY ciocobHoCTTA 38 modupaie U paboTa ¢ MAIIHHY
Kapcun He noenusasa crnocodHoctTa 3a wogupade 4 pabora ¢ MauiuHu.
4.8 HexellaHH JeKapCTBeHH peaKkiHK

JlexapcTBEHUAT NPOAYKT HMA J00pa MOHOCHMOCT. PA1ko Morar aa ce HaOmoaaBaT CIEIHUTE HeXKelaHu
peaKLIMu:

HapyuleHHs Ha YXOTO ¥ BETPEIIHOTO YXO: PSAKO MOXE Aa ¢€ HabmoaBa 3acuBaHe Ha ChILECTRYBAILH
BECTHOYIAPHU HapYILICHUA.

CroMamHo YpeBHU HApYIIEHUA: TaJICHE, TUCTICTICUA, THAPUA.

HapyirieHus Ha KOXaTa ¥ NOJKOKHATA ThKaH: B eAWHWYHM CTy4Yad ca Bb3MOXKHH KOXKHH aJlepriyHH
peaKkLuy - cepbex, oOpuB.

HexenaHuTe peakLiMM ca NPEXOLHU ¥ NMpeMUHABAT Clied [TpeKpaTaBaHe NpueMa Ha NPOAyKTa.

4.9 Ilpexo3upane

Hama cso0leHusn 3a ciyyau Ha IpeAo3HpaHe.
Ipn MHIMACHTHO NMpHEMaHe Ha BUCOKA 103a € HEOOXOANMO J1a ce NpeAU3BRHKA MMOBPBIIaHe, CTOMAIHA
IPOMHBKA C [IpHEMaHE Ha AKTHBEH BLITIEH U CUMITOMAaTHYHO JISUEHKHE NMPU HEOOXOAUMOCT.

5. ®APMAKOQJIOI'MYHM CBOHCTBA
3.1 @apmakoaHHAMH4YHH CROMCTBA ,

(MapmakoTepaneBTHYHA rpyna: JlekapcTBeHH MPOOdYKTH 3a JedeHHe HA YepeH APOO, THTIOTPONTHH
ATC kon: AOSBAO3

Kapcun npuHannexu KsM rpynara Ha T. H. XeNaTolPOTEKTUBHH JiekapCTBeHU cpeacTsa. Chabpka
NeKapCTBEHOTO BEUIECTRO silymanin, koeTo e cMec oT 4 GIaBOHONMWUIHAHOBH W30MEPH: CHITMOUHUH,
U3OCUTMOMHUH, CHITHAHAHUH U CHJIIMKPHCTHH.

MexaHu3MBT Ha JCACTBME Ha [IPOAYKTA € BCE OlIE HEAOCTATHYHO H3ACHEH. Y
XeNaTONMpOTEKTUBHOTO AEHCTBHE HAa CHAMMapUH CE€ XBIXKH Ha KOMIECTUTHBHO B3a
penenTopuTe 32 CHOTBETHUTE TOKCUHM B XemarouwrTHara MeMbpaHa, KaTo MO TO3M
MeMOpaHoCTaOMITH3IXUpAILo JeHCTRHE,




CunuMapus nputexasa MeTaOOMMTHH U KIEThYHO-peryIupaiin eQekTH, KaTo peryidpa nepMmeabunurera
Ha KeThYHaTa MeMOpaHa, HHXHOUpa S5-THNMOOKCHTEHA3HMS ITHT, 0CO0eHO Ha neBkOTpHeH B4 (LTB4), a cuno
H Cé CBBp3Ba ChC CBOOOAHMTE pPEaKTUBHM KUCIOPOAHM pamukai. CTUMynIMpa CHHTE3a Ha IPOTEUHH
(CTPYKTYpHH ¥ QYHKUHOHAIHH) H POCPOMUNHIN B YBPEACHHUTE XEMATOUNTH, KATO [0 TO3W HAYHH YCKOPSABA
pereHepaTHBHUTE Tipollecu. JleHcTeuero Ha (NABOHOMAWTE, KbM KOWTO NPHHAANEKH CHIWMAPUH, CBIIO
TAKa Ce ABbJIXKH Ha TEXHUTE aHTHOKCHAAHTHH U NMOA0OPABALLIN MUKPOLUMPKYIauuata epekTd. KIHHUYHO Te3u
e(eKTH ce H3pa3dABaT B MopodpeHHe Ha CYOSKTHBHATa M OOEKTHBHA CHMITTOMAaTHKa M HOPMallU3MpaHE Ha
moxazarenure 3a OQYHKUHOHATIHOTO CBCTOAHME Ha 4YepHHS Apob (TpaHcaMWHa3W, raMarnoOynuH,
onnupyoun). Toea Boau a0 noaofdpsasaHe Ha 001MOTO CLCTOAHUE, HAMATIABAHE HA OMUIAKBAHMATA, CBBHP3aHH C
XpaHOCMMNIAHETO, @ NpPW NAUWEeHTH ¢ HAMAJIGHO YCBOABAaHE HA XpaHaTa BCIEACTBHE Ha HEPHOAPOOHO
3abonsaBaHe BOAM B0 noaobpsisaHe Ha afeTUTa U YBENIHYABAHE HA TEJIOTO.

5.2 @apMaKkoKHHETHUYHH CBOCTRA

Pe3opbuns: ciaen fNepopaiHo NMPUITOKEHUE CHIIUMAPKHH ce pe3opdupa OaBHO B CTOMAIUHO-YPEBHUA TPaKT.
[Toanara ce Ha eHTepoxenarania uMpkynauus. He kyMynupa.

Pasnpenenenune: npy uicnensanns ¢ *C Genazan cUMMOHHNH Hal-BUCOKH KOHLEHTPALMH CE YCTAHOBKBAT B
YepHHUA Ipod U ChbBCEM HE3HAYUTENHU KonH4ecTBa B 060pernuTe, 6emus 1pod, chpLIeTO ¥ APYTH OpTraHH.
MeTtabonusnm: Merabonusupa ce B 4epHHA Apo0 upes koHroorauua. Karo metradonutu B *oIbukara ca
OTKPHTH INIOKYPOHUAU 1 Cyndary.

Exckpeuns: BpeMero Ha nomyxuBoT € 6 h. Exckpetrupa ce riasHo upe3 xnmbukata (okono 80%) non
¢opMaTa Ha ITIOKYPOHUAHW M cyndaTv U B He3HATUTENHA cTeneH (okomno 5%) upes ypuHara.

5.3 IMpeaknuHRYHU JaHHHU 32 H€30NACHOCT

Kapcun npyHaINex¥ KbM Ipynara Ha MPakTHYECKU HETOKCHYHHTE BEIIECTRA.

He ce yctanosaBa NETAJIUTET NPH €JHOKPATHO TIEpOpaHo NpuinoxeHne #a go3u a0 2000 mg/kg T.M. BBpXY
MHUILKH H IUTbXOBE.

Cy6akytnara (90 AHH) TOKCHYHOCT, H3C€BaHa BbPXY MIBXOBE, TPETUPAHH TiepopanHo ¢ 1o3u 50, 200 u
1000 mg/kg T.M. He nokassa AaHHA 34 TOKCHYHM MPOMEHU B HU3CACABAHUTE KIMHUKO-TAOOpaTOpHM
rapaMeTpH ¥ B MOpGONIOTHUATa HA U3CIICIBAHUTE BBTPEMIHH OPTaHH.

Pesymratite ot Xpouuwydara (180 OHM) TOKCWYHOCT, U3CIEABaHA BBPXY IUIBXOBE W KYUYETd, TPETHPAHU
nepopanHo ¢ go3u 10, 50, 100 u 200 mg/kg, He Moxa3BaT XaHHH 33 TOKCHYHO AeHCTBHE.

Kapcun He nokaszsa AaHHH 3a €eMOPHOTOKCUYEH M TEpPATOreHEH eeKT NpH H3MUTBAHE BLPXY IIBXOBE,
TPETHPAHH MepopanHO npe3 Uenus recrauuodeH nepyon ¢ ao3u 1000 u 2000 mg/kg u 3aiiuu, TpetupaHu
nepopanHo ¢ no3a 100 mg/kg.

HaMa aaHHU 33 MYTarcHHO ACHCTBHEC MPH NEPOPANHO MMPHITOKEHHWE BLPXY NMibXxoBe B Jo3u 10, 50 u 200

mg/kg.
6. OAPMALLEBTUHYHHN JAHHH

6.1 CnHuchbk HA TOMOIMHKWTE BEUIECTBA
JlakT03a MOHOXHAPAT, MUKPOKPHCTAJIHA LieNyi103a; NIEHWYHO HULecTe; nosuaoH K25; nonucopbar 80;

CHJIMIIMEB JHOKCK, KoJlowaeH 0e3Bo/ieH; MAHUTOI;, KPOCTIOBUAOH; HATPUEB XHIAPOreH kapOOHAT; MarHe3uen
cTeapar.

6.2 HechLBMeCTHMOCTH
He ca u3BeCTHH.
6.3 Cpok Ha roasoct

5 (ner) roguHM.




6.4 CneunaaHu yC/IOBMA HA ChLXPaHEHHE
To3u nexapcTcBeH NPOAYKT HE U3HCKBA CIICUMATHH YCIIOBUSA HA ChXpaHEHHE.
6.5 [1auHu 3a ONaKOBKATA

o 6 xarcynu B 61ucTep OT TBRBPIO, He3uBeTHO Npo3pauHo PVC/amymuunero ¢onuo; mo 5 6mucrepa B
KapTOHEHA KYTHSA 3a€IHO ¢ JTHCTOBKA

6.6 CneunajaHn nNpeaNaiIHN MEPKH NPH H3XBLPJIRHE

Hsama crieuaTHy H3UCKBAHUA.

7. TNIPHTEXATEJ HA PAZPELIEHHETO 3A YIIOTPEBA

CODPAPMA Af

yn. Unuencko woce 16, 1220 Codus, brirapus

8. HOMEP HA PAZPEILIEHHUETO 3A YIIOTPEBA

Per. Ne 20020742/20.08. 2002

9. JATA HA IIBPBO PA3ZPEIIABAHE/IIOAHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

20.08. 2002/ 20.03.2008

10. JAATA HA AKTYAJTUIUPAHE HA TEKCTA

Anpun, 2025 r.




