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1. HME HA JEKAPCTBEHHA ITPOAYKT

CARSIL® caps.

CARSIL 90 mg hard capsules

KAPCH 90 mg TBBpau xancynu 7 UL T -
| | 3¥7LO 3

2. KAYECTBEH H KOITYECTBEH ChCTAB . y

Besika Kancyla chspxa 163,6-225,0 mg cyx excTpaxT oT mioziose Ha a1 Tpue (Silybi mariani fructus
extractum siccum) (35-50:1), exs. Ha 90 mg cHTEMapEH, Karo cunubrHKH (HPLC).

INomontHy BemecTBa: IAKTO32 MOHOXHIPAT, MISHHYHO HULIECTE H Jp.
3a TEHEA CIIHCHK HA [TOMOIIHNTE BEINECTBa, BK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Tebpoa xancyna.

Trepaa xeqaTHHOBA Kancyiaa Ne 0; TAIO - cBeTIOKa(ABO; Kamade - ceeTnoKadaso.

KancymHo ¢eIObpKHMO: TPaHyIH ¢ B1eJoK BT A0 #bAToKAdGIB UBAT U cnal cnenMdries MApUC.
KancynHoTo ChABPXKUMO MOKE Ja MpHeMe GopMaTa Ha Karcy/IaTa,

4. KIAHAYHHW TAHHW
- 4,1 TepaneBTHEIHN NOKAIANNAY

ToKcHIHM YBPEsKIaHMA Ha YepHHs Ap0D;

ChbeToAHMA cliel] IPEKapaH OCThD XCIIaTHT;

XpoHHUIeH XENATHT ¢ HEBHPYCHA €THOJIOIHS;

CreaTo3a Ha YepHHs Apod (HEATKOXOIHA B aIKOXOJHA);

B koMIUieKcHaTa TepanHs Ha YepHOIpoOHA 1Hpo3a,;

IlpodpunakTika Ha YepHOAPOOHH YBpeXAaHHA NMPH NPONB/KHTEISH IPHEM Ha JIEKapCTBa, AIKOXO,
IIpH XpOHHYHA HHTOKCHKALHA (B T.4. H npodecHoHaHa). '

* @ & o ¢ »

4.2 [Jo3EpopKa H HAYHH HA OPHJI0KEHHE

Kancynure ce mpueMar mepopanHo ¢ IOCTATBYHO KOJIHIECTBO TEUHOCT.

Buipacran H Aena 5aa 12-rognmnaa su3pacr

JleueHHETO Ha TeKKH YepHOAPOOHH YBpPEs(IaHHA 3aro4Ba ¢ 403a 110 1 Kancyna 3 IbTH JHEBHO. .
ITpu mo-ekH B CPeIHOTERKH CIyuan T03MPOBKATA € Mo 1 Kancyna 1-2 ObTH AHEBHO,

3a npoUIaKTHKA Ha XEMHYIECKH HHTOKCHKALHH — 1 -2 KanCy/IH JHEBHO.

KypehT Ha nedeHmne UpoAbliKasa He 00-MAaIKo O 3 Meceua.

Hdena moa 12-roquinHa BL3pacT

Hsva moctaThyHo }IMHWYHYE [aHHY 38 NPHIOKCHUETO NPH AELA.

43 TIpoTuBONOKAIAHHS

CBp'BX‘lyBCTB}fI‘eJ]}IOCT KBM aKTHBHOTO HJ'IH HAKOE OT HOMOﬂIHHTB BCIII‘ECTBa;
Jetia mon 12-rozuioHa 8B3pacT.

44 Crenmaxnnm npegynpeXIeHHS H NPEATA3HA MePKH npd ynoTpeba
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Tlopam BH3MOMEH ECTPOreHoNoN06eH edekT HA CHTMMApHH & HeoGXOMMMO /ia Ce TIPIIAra C BRUMAHHE NPH
HAUHEHTH ¢ XOPMOHAIHH HapyIleHHA (€HOOMETpHO3a, MHOMa HAa MaTKara, KapIMHOM Ha [BpAaTa,
AHYAMIIATE M MATKAaTa, KAPLUMHOM Ha [IpocTarara).

JlekapcTBEHHAT TPOAYKT CBHABPHKA KATO IIOMOMIHO BEINECTBO IMIEHHYHO HHINECTe, KOETO MOXe Ja
[PeCTABNAEE PUCK 32 BJIOIMIABAHE HA CHCTOAHHACTO TIPH NAUHEHTH ¢ LBONHAKHA (FTyTCHOBA CHTEPOIATHA).
JlexapcTBeHHAT MPOMYKT CHOBP)KA JaKTo3a. Hemonxonsin e Npu MAuMEHTH ¢ JIAKTa3Ha HEJI0CTATBHHOCT,
TaIaKTO3eMHS HIH [IIOKO3€H/TAJIAKTO3¢H CHHAPOM Ha MaiabcopOms.
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4.5 BaaumoneiicTBHE ¢ APYTH JeKAPCTRENH NIPOIYKTH i ADYTA GopmHA Ha Baagmou;eiicmne

Ipu cbBMECTHO IPHIOKEHHE HA CHIMMAPUHH H OPAJTHH KOHTPAllEIITHBH H NPOAYKTH, KOHTO C& M3MON3BAT
TIPH ECTPOre€H-3aMECTHTENHA TEPAItis € BB3MOKHO HAMANABAHE HA EEKTHTE Ha MOCHEAHUTE.

CunHMapHH MOXe /a 3acuny e(ieKTHTE Ha nekapcTra kato: diazepam, alprazolam, ketoconazole, lovastatin,
vinblastin mopaau naxuGupaioTo My neiicTBHe BEPXY cHCTemaTta Ha IuToxpom P 450,

4.6 BpeMeHHOCT H KbpMEHe

EkcriepEMeHTATHHTE MPOYYBAHMA MPH KUBOTHH HE NOKA3RAT MPAKO MM HEMPAKO BPENHO Bh3AckcTaue
BLPXY OpEeMEHHOCTTa, eMOPHOHAIHOTO/GeTaNHO pasBHTHE, PKIAHETO WIH NOCTHATATHOTO pa3BHTHE. IIo
BpeMe Ha OpeMEHHOCT W B MEPHOJA HaZ KhPMEHE MOXKe [a ce MpIIara 1o MEeOWIMHCKH [OKajaHHsd M akKo
TOJI3aTa OT JIEMeHHE ¢ IPONYKTa HAAXBBPIIM PHCKA 3a oA,

4.7 Edextn snpxy cuocoGrocrra 38 modupane n patora ¢ MAIAREA
Kapcnn se nopmusea cnocofHocTTa 3a ModupaHe B paboTa ¢ Mali#HH.
4.8 HewenaMn NeKAPCTBEHH PCAKTHA

JlekapcTBEHUAT NPOIYKT HMa Jobpa NOHOCHMOCT. Paako Morat na ce Habmonaear CleIHHTE HexXenar
peaKImu:

Hapymenus Ha YXOTO ¥ BBTPEIIHOTO YXO: PAIKO MOKe Ja ce HabmoaBa 3acHIBaHe Ha CHILECTBYBAIIH
BECTHOYNIAPHH HapyLICHM.

CroMamHo YpeRHH HAPYIIEHWS: rajeHe, TUCISTICHS, AHapHi.

Hapymienys Ba kKo:KATa M MOJKOMKHATA TEKAH: B SMHHYHY CITY4aH Ca BB3MOXHH KOXHH aePriHIHH
PeaKkiMH - Chpbek, oOpus.

Hexenanure peakiiH ca MPeXOIHH W NPeMHHABAT cJIe/ TIPEKpATABAHe IPHEMa Ha IPOXYKTA.

4.9 IIpenozmnpane

Hama crobienns 2a cliyqan Ha npeao3upane.

Tpu HHLEISHTHO IpUeMaHe Ha BHCOKA J103a € HeoOXO0IHMO N1a ce IIpeIu3BHKA MOBPLLIAHE, CTOMAIIHA
[IPOMHEKA C IIPHEMAHE HA aKkTUBEH BBIVIEH H CUMITOMATHYHO Je€UeHHe TIpi HeoOXOMIMOCT.

5.  ®APMAKOJIOTMYHHA CBONCTBA

5.1 -dPapMaxolnAaMHYHH CBOHCTBA

dapmakoTepaneBTHIHA IPyna: JIEKapCTREHH IPOXYKTH 34 JIEYEHHE Ha YepeH Npod, THTIOTP v
ATC xon: AOSBAO3 :
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Kapcun npuHamiexu KM TPyiaTa Ha T. H, XeMaTONPOTEKTHBHM NEKapCTBEHH cpeficTBa. Chabpxa
NeKapcIBEHOTO BEeMecTRO silymarin, koeTo € cMec o 4 PraBoHOIMTHAHOBH momepn CHTHOHHMH,
HM30CHIHOHHHE, CHIIHIHAHHH M CHJIHKPHCTHH.

MexanuiMeT EA gelicTBMe Ha NpoAykra € Bee owle HG,IIOCT&'I'L'-H—IO H3ICHeH. VCTAHOBEHO €, ue
XeMaTOMPOTEKTHBHOTO JNEHCTBHE HA CHTMMAPUH ¢ ADDKW Ha KOMICTWIMBHO B3auMmopelicTeHe c
PELENTOPHTE 33 CHOTBSTHHTE TOKCHAH B XeraTOUMTHATA MeMmOpaHa, KaTo IO TO3H HAYMH HPOABSBA
MeMOpagocTabunH3upalno Jeicrede.

CwiHMAapHH TPHTEXKABA METaGONHTHY W WICTHUHO-PeryMupainy edexTH, Kato peryampa nepmeabuwinrera
Ha KJIeTh4HaTa MeMOpaHa, HHXHOHpa 5-THIOOKCHIeHa3HAS BT, ocobero Ha neBkoTpHeH By (LTBs), a chimo
H ce CBEp3Ba CBC CBOGOAHMTE PEaKTHBHHM KHCIOpPONHM panukamd. CTMMymHpa CHHTE3a Ha NpPOTEHHH
{cTpykTypHH B dyHKUIHoHATHH) W ocdomMnuay B YRpeASHATE XENATOUMTH, KATO 110 TO3H HAYMH yCKOPABa
perenepaTHBHUTE nporiecH. JelicTBHeTo Ha (IABOHOMAMTE, KbM KOHMTO MPHHAMNCKH CHIHMAaPHH, CHIIO
TaKa Ce AB/KH HA TEXHHTE aHTHOKCHAAHTHH H 1onobpaeay MUKPOIHPKynamuaTa epext. Kmunaano Tesu
etheKTH ce H3pasfBaT B MogoOpenHe HA cyOeKTHBRHATZ ¥ O0CKTURHA CHMITTOMATHKA M HOPMAMH3UpaHe Ha
MOKA3aTENHTE 34 (PYHKIHOHANHOTO CBCTOSHHE HAa depHus Apo0  (TpaHcamMHHasH, TaMarnoOyiHH,
Oummpyoun). Tosa Boau 10 nonobpABaHe HA OOIIOTO CHCTOAHME, HAMAILIBAHE HA OIUIAKBAHKATA, CBBP3aHH C
XpPaHOCMHJIAHETO, 4 NpH TALMEHTH ¢ HAMAJEHO YCBOMBAHE HA XpPAaHATA BCICACTBHE Ha HepHOXPOOHO
3aboaABane BOAM 10 noJo0psaBaKHe Ha aNeTHTA H yBellHYaBane Ha TerNoTo.
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52 (DapMaKOKHH¢THYHH CBOHCTEA

Pezopbumsi: cien mepopaliHo OpeIOKeHHe CHIAMAPHH ce pesopbupa 6aBHO B CTOMALIHO-9PEBHHA TPakT.
Iomnara ce Ha eATepoxenaTanya HpKyIaund. He kymynapa.

Paznpejeaenne: npH uacaeapannsd ¢ *C Genssan cunuGHuHUH Hal-BHCOKH KOHIEHTPAIHHE CE YCTAHOBABAT B
yepHus Apod ¥ CHBCEM HE3HAUMTENIHH KodecTsa B Os0pewyte, Genus 1pod, chpleTo H APYTH OpraHy.
Meratoaniem: MeraGomdaupa ce B 9yepHAS Apol upes xomrorammsa. Kato merabonuru B xirbukata ca
OTKPHTH TTIIOKYPOHHIH H CY/I(aTH.

Exckpennsi: Bpemero na nomyxuBor ¢ 6 h. Exckperdpa ce riasHo 4pes xInukata {oxono 80%) moa
(bopmata Ha rmOKYpOHHIM M cybaTH H B He3HaUMTeNTHA cTeneH (okoyto 5%) upes ypHHara.

5.3 MpepkamBEMYHE AAHEHN 3a fezomacHOCT

Kapcunm npHHaIuIes KbM IPYTIaTa Ha NPakTHUSCKH HETOKCHYHHTE BEUIECTBa.

He ce yeTanoBasa JETANMTET NPH eAHOKPATHO NIEPOPANHO NpHTIOKenue Ha Ao3A Ao 2000 mg/kg T.M. BEpXY
MHIOKH M IITbXO0BE.

CyGakyTtHara (90 OHH) TOKCHYHOCT, H3CNEIBaHA BbPXY IUIBXOBE, TPETHPaHH nepopanuo ¢ go3u 50, 200 u
1000 mg/kg T.M. He UOKA3RA OBHHM 33 TOKCHYHM NMPOMEHY B MICISABANHMTES KIMHMKO-NabOpaTOpHM
napaMeTpH 1 B MOPQOIIOrHATa Ha H3C/ICIBAHHTE BETPELIHH OpTaHH.

Pesynrarire oT xponuuHata (180 AHM) TOKCHYHOCT, H3CIE[BaHA BBPXY TUTBXOB¢ H Ky4eTd, Tpempa}m
nepopanHo ¢ Ao3u 10, 50, 100 u 200 mg/kg, He moxazBaT JAHHH 33 TOKCHYHO AeHcTRHE.

Kapcwn He mokassa JaHHHM 33 eMﬁpnorroxcmeH M TepaToreHeH e(eKT IPH H3IHTBAHE BBPXY ILTHXOBE,
TPeTHPaHH MEPOPANHO Ipe3 lieIMs TecTalMoHeH neprox ¢ o3 1000 u 2000 mg/kg u 3aifmy, Tpe'mpafm
nepoparHo ¢ go3a 100 mg/ke.

Hsama naHHW 33 MyTrareHHo nelicTeHe mpH TEPOPATHO NPHIOKEHNE BBPXY TUIBXOBE B JO3H IO 50 1 200

mg/kg.

6. OAPMAT[EBTHUHH JAHHHN

6.1 Cpacnk Ha FOMOINHHETE BEIECTBA
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JlakTo3a MOHOXHIPAT, MHKPOKDHCTAIIHA LETY/I03a, IMNEeHHYHO AnluecTe, noBuaoH K25, nomicopbar 80;
CHUIMITHEB JHOKCHJ, KONOKIEH Ge3BOReH; MaHHTON, KPOCTIOBHAOH, HATpHEs XHIPOTeH KapOoHaT, MArHe3HeB
cTeapar. '
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6.2 HechrBMECTHMOCTH

He ca H3BECTHEL

6.3 Cpox Ha rogaoct

3 (Tpu) roaMHu.

6.4 Chenmansn yc/JOBHA HA ChXpAHEHHE

To3n nekapcTeBeH NPOXYKT He HIHCKBA CIIEIHATHHE YCIOBES HA CEXPAHEHHE.
6.5 ,[I;almﬁ 33 ONaKOBKATAa

Tlo 6 xancymm B GimcTep oT TBBPAO, HesnBeTHO Mpospaunc PV C/anymunneso dommo; o 5 biaHcTepa B
KapTOHEHA KYTHA 3a€1HO C JIHCTOBKA

6.6 CnenrajHH npeana3HA MePKH NPR HIXBLPJIARE

Hama CIICITHa/IHH H3HWCKBAHWUA

7. NOPHUTEXATEJ] HA PAIPEITEHWETO 3A VIIOTPEBA
CODAPMA AN

yi1. Huencko moce 16, 1220 Codmsa, benrapus

8. HOMEP HA PASPEITEHHETO 3A YIIOTPEBA

Per. Ne 20020742/20.08. 2002

9. JATA HA ITHPBO PA3SPENIABAHE/TIOJHOBSBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

20.08. 2002

10. JHATA HA AKTYAJTH3HPAHE HA TEKCTA

Mait, 2017 r.



