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1. HME HA JJEKAPCTBEHHA ITPOJAYKT

Kapcun 22,5 mg dunmupans tadnerku
Carsil 22,5 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH CLCTAB
Beaxa dunmepana rtabnetka chaspka 40,90 — 50,00 mg npeyHCTeH M CTAHAAPTH3HPAH CyX
eKCTpakT oT 01 TphH (Milk thistle dry extract, refined and standardised), exsnBanenten na 22,5

Mg CHIIHMAPHH, H3pa3cH KaTo CHITHOWHHH,

IToMOIHK BEUIECTBA ¢ H3BECTHO AeHCTBHE: TAKTO33 MOHOXHAPAT, MIICHHYHO HHIIECTE, MAHHTOI
H 1p.

3a TBNHHSA CMMCHK Ha IOMOIHHTE BEIIECTBA BIDKTE TOUKA 6.1,

3. JEKAPCTBEHA ®0OPMA

dunmupana TaboeTka.

Kadsasn kpbriw ¢prnmMupaus TaGIeTKH.

4. KIHHWYHH JAHHHA

4.1. TepaneBTHYHH MOKAZAHUA

CHMITTOMATHIHO NIEYEHNE HA XPOHHYHH TOKCHYHH YEPHOAPOOHH yBpek/IaHMA. 3a MOAXbPHKAII0
JIeYeHHe MIPY NAlWUEHTH ¢ XPOHUIHH Bh3IATHTEIHH 3a001MBaHUA Ha SEPHUA Apo0 HwiK
yepHOApoOHA THpOo3a.

4.2. Jlo3upoBKa H HAYHH HA PHIOKEHAE

Jozapoeka

BL3pacTAH H WOMOIIH

Hpenopruwrennara n03a NPH NO-TEXKKH CHCTOSHAA € TI0 4 GHUIMHpaHu TabneTkH 3 MHTH JHEBHO.
IIpn no-nexku CIIy4aH H KaTo TIOABPKAII0 JIEHeHHE 103aTa € Mo 2 (IJHJ]MHpaHH TabneTKH 3 IILTH

THEBHO.

IlequaTpayHa NONYyAALNA
Hama 10CTaThuHO KIHHHIHY JAHHH 33 TPHIOKCHHCTO MIPH Jela o7 12 roauiEa Be3pact.

Hauun Ha npHIoKeHHE
TabneTkuTe ce npHEMAT Mpe3 YCTATa HE/H, ¢ JOCTATHYHO KOJHIECTBO TETHOCT.

KypchT Ha NleueHHe NpoABIKaBa He 10-MAJIKO OT 3 Mecelia.




43. IlporuBonokazanus

- CRPBXYYBCTBHTETHOCT KBM AKTHBHOTO BEIIECTBO HIIH HAKOE OT OMONIHHTE BEIIECTBA
H30pOCHH B TOYKa 6.1;
- Hena non, 12 roaunn.

4.4. Cuennajuu npeaynpesieHHa H IPEINAIHH MEPKH

Jledenuero ¢ To3u JICKApPCTBEH IIPOAYKT HE MOXKeE [12 3aMECTH THETA HIIH BE3AEPKAHHC OT
NpHEMAaHe HA aMKOXO0JL.

C sumuManHe TpAGBa a Ce NPHUIIAra NpH NAUHEHTH ¢ XOPMOHAJIHH HapyIIeHHA (€HIOMETPHO3a,
MHOMA Ha MATKaTa, KapIMHOM HA I'bPIaTa, AHYHHIHTE H MaTKaTa, KapIIMHOM Ha IIpOCTaTaTa)
NOPaaH BE3IMOXKEH eCTPOreHONoA0DeH eeKT Ha CHIIMMADHH.

JleKapCTBEHMST OPOLYKT ChABLPXKA KATO IOMOLIHO BEIIECTBO NIIEHHMIHO HHIIECTE.
TTIeHHYHOTO HUIIECTE ChABPKA TIIYTEH, HO CaMO B HEIHAYHTETHH KOJIHYECTRBA H TIOPAJH TOBA Ce
CYUTa MANIKO BEPOATHO Ja NPSAH3BAKA [IPOOIEMH IPH XOpa ¢ LHONMHaKHA (TIyTEHOBA
eHTeponarus). Enua tabnerka cbappika He moBeue ot 3,95 MUKporpama riyTeH.

INameHTH ¢ NenAtHEAa aneprasd (pa3TH4HA OT LOIHAKKMATA) He TPAOBa 1a B3eMaT TOBA
JEKAPCTRO,

JlexapeTBeHHAT IPOYKT CHIBMIKA KATO IIOMOILHO BEILECTRO JIAKTO3a MoHOXHApaT. [lanuentn
¢ PeKH HAC/IEICTREHH MPOOIEMH HA HETIOHOCHMOCT KbM TallakTo34, IBJIEH JAKTA3€H ReQUIAT
HJIH TIII0KQ30-TalakTo3Ha MagabcopOuns He TpAdBa A IPHEMAT TOBA JIEKAPCTBO.

JIcKAPCTBEHMAT MPOIYKT ChABPHKE KATO IOMONIHO BEIECTEO MAHMTO/, KOHTO MOXe J1a HMa
c1abo H3pas3eHo CNaGHTeNHO AeHCTEHE.

4.5.  BzaumopneficTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTA H APYTH B3aHMOJeHCFBHS

Hsma gokasatencTra 3a KIHHAMHO 3HAYHMH B3aHMOEHCTBHS HA CHITHMAPHH ¢ NPYTH
JICKapCTBEHH MPOIYKTH,

In vitro wicieBaHYS MTOKA3BAT, Ye CA BE3MOKHH (apMaKOKHHSTHIHH B3aHMOICHCTBHA C
TeKapCTBEHH NIPOAYKTH, MeTaGoNH3HpaHy oT quToXxpoMuuTe esumu P450, CYP3A, CYP2C9.
[TamyeRTH, NPHEMALIM CHIIMMAPHH H JIEKAPCTBEHH NPOLYKTH, MeTA00MH3HPaHH OT €H3HMHTE
CYP3A, CYP2C9, Tpstsa aa 6baaT HabMoAaBaHK 33 BE3MOXHH B3aMMO/ISHCTBILS.

CHMMapHH MOXe /Ta 3aciIH e(eKTHTE Ha JIEKapCTBa KATo JHA3CIlaM, ANMpa3eiaM, KeTOKOHAI0,
NOBAcTaTHH, BUHO/IACTHH, MOpaaAH HHXHOGHPAOTO MY JICHCTRIE BBPXY CHCTEMATA IIHTOXpoM P
450,

TlpH CEBMECTHO NPHIIOKEHHE HA CHIIMMAPHH ¢ HEPOPATHH KOHTPALIEHTHEA H TPOTYKTH 34
XOPMOHAJIHO-3aMECTHTE/THA TEPAIHS € Bh3MOKHO HaMalIfBaHe Ha €)EKTHTE HA TTOCTIEIHHTE.

4.6. ®eprnaurer, GPeMEHHOCT H KbpMeEHE

BpeMeHHoOCT
Hama janEu 32 npgxo wim HENMpAKO HeGIaronpHATHO BJINAHAE HA HPOLYKTA BB
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Henoctarbund. Ilo BpeMeE Ha G]JCMEHHOCT I[IPOXYKTHT MOXE [a CC IIpHIIara nof ICKapcki
KOHTPOJ CaMO B COYHaH, Y€ I10J13aTa OT JISUEHHETO H3JXBBPIA PHCKA 3a ILIoAa.

Knpmene
B neprosia Ha KEPMEHE IPOZYKTET MOKE [fa C& MPHIAra Mo ACKapCKH KOHTPOJI CaMo B CITydait,

4¢ [10/13aTa OT JICYCHHETO HAJXBBPIA PHCKA 33 KRPMATETO.
4.7.  EdekTH BbPXy cnocoGHocTTA 32 ModHpaHe ¥ paGoTa ¢ MAITHAHN

Kapcnn He oka3sa HeOnaronprsATHO BJIMsSHHE BBPXY CHOCOGHOCTTA 32 wodupane H pabora ¢
MaAIIHHH,

4.8.  HexeaaHH 1eKapCTBEHH PEAKIHH

HexenannTe nekapcTBeHA peakiiu ce KIaCH(HIHPAT 10 4eCTOTA U CHCTEMO-OPTAHHH KIIacoBE,
KaKTO CJIe/IBA: MHOTO 4ecTH (> 1/10), uectn (= 1/100 0 < 1/10), Hewectn (= 1/1 000 1o <1/100),
peaxu (= 1/10 000 no < 1/1 000), muoro peaku (< 1/10 000), ¢ Hen3BecTHA YecTOTA (OT
HaJIM4YHHTE J2HHH HE MOXe 12 (bJe HallpaBeHa OLIEHKA),

Hapynienua Ha HMMyHHATA CHCTEMA:
Mnozo pedxu: KOXKHE alepriiHH PEakIMH - chpOexk, o6puB, ypTHKApHS;

C neuzgecmua yecmoma: anagrIaKTHIEH IIIOK.

Hapyinenus na yxoro n mabupunTa.

Pedku: 3aCHIBaHE Ha CHIIECTBYBANIA BECTHOYIAPHH HApPYILCHH.

CTOMAaNIHO YpeBHU HAPYINEHHS:
Pedxu: muapus, Tb/DKaNa ce HA 3aCHIIEHA (DYHKUHA HA YePHHS JPOD U MITHIKATA;

C neuseecmna yecmoma: TaJicHe, OBPBIAHE, TUCTICTICHA, HAMAIIEH ANeTHT, (IATYICHIIHA.
Hexenanure peakiini ca MPEXOAHW H NMPEMHHABAT CJIE/| MPEKPATABAHE NIPHEMA Ha TIPOJIYKTA.

Crofmanane Ha NOAO3APAHM HEXETAHN PEaKIHH

CpobmapaseTo Ha OJO3HPAHY HexeNAHH PEAKIMY Cile] pajpelmaBate 3a ynorpeba Ha
JEKAapCTBCHHY MPOOYKT € BAXKHO. Tora Ho3BoOIgBa Aa NMpoabsInKH Haﬁmonenue'ro Ha
CBOTHOMICHHETO TOJ13a/PHCK 32 NEeKapCTBEHMA NPoAyKT. OT MeJUIMHCKUTE CIICIHAIHCTH Ce
H3HCKBA Aa choOMaBaT BCAKa NOX03HPAHA HEXKEITaHA PEAKIIHs dpes;

W3meHATENHA aT€HIHA MO NeKapCTBaTa

yi. ,Jamsau ['pyes™ Ne §

1303 Codusn

Tes.: +359 28903417

yebcafiT: www.bda.bg

4.9, Ipenoszupane

Crvrrromu
HaMa naHHY 3a Mpeo3HpaHe HA MPOAYKTA.

Jleuenne




Ilpn MHIHIEHTHO IPHEMAaHE HA BACOXA 1032 € HEOOXO0IHMO /1a ce TIPEIN3BUKA TOBPBILIAHE,
H3BBPIIEA Ce CTOMAIIHA IPOMHBKA ¢ IPHEMAaHE Ha AKTHBEH BBINICH H CHMITOMATHIHO JICUCHHE
IpH HeoOXO0HMOCT.

5. ®APMAKOJIOTMYHH CBOHCTBA
5.1. dapMakoIHMHAMM4YHH CBOHCTBa

DapMAKOTEPaneBTHYHA TPYAa: JleKapCTBEHH NPOIYKTH 32 JIEYEHHE Ha YepeH Jpod,
manotporsu. ATC xon: AO5SBAQ3

Kapcun npuHagaexku KbM I'PyIIaTa Ha T. H. XeTaTONPOTEKTUBHH JIEKAPCTBEHH CPEICTBA.

Toii € cMec o1 nonvdeHOMHY (HIABOHONIM, H3CIHPAHH OT PACTCHHETO Silybum marianum.
UspecThu ca 6 ocHOBHE (naBoHormMKany: CAHOMHNHE A | B, nsocumonans A 4 B,
CMITMIHAHMH, CHIHKPHCTHE U (IaroHOHTHT TakcupormH, OT TAX Hali-akTHBEH € CHITHOHHHH,
MexaHH3IMET Ha JeHCTRHE € BCE OMIE HEJOCTATHYHO HaAcHen, HaluawuTe JaiiHi HOKa3BaT
CBIICCTBYBAHETO HA HAKOIKO OCHORHH MEXAHH3MH Ha JeHCTRAE HA CHIHMADPHH H CHIIMOMHVH.

CrtHMapHH cTabMIH3Hpa KIeThYHATE MeMOpaHH H peryaHpa niepMeaCHINTETa, B PE3y.ITaT Ha
KOETO € [IPe0TBPATABA HABITH3AHETO HA XEMATOTOKCHIHNTE aTeHTH B XeHATOLUTHTE.
BrnusAHeTO Ha CHIMMAapHH BBPXY MeMOpaHHHS [lepMeabunuTeT e CBbP3aHo ¢ KaYEeCTBCHH H
KOJHUECTBECHH IIPOMEHH B MEMOpaHHHTE THIMAM — X0JecTepoll H HoconHmHIH.

YcraHoBeHo e, H¢ MeMOpaHOCTaOHTHIMPALIOTO NeHCTBHE HA CHIIHMAPHH C¢ AbJDKH Ha
KOMITETHTHBHO B3aHMO/ICHCTBHE C PELENITOPUTE 32 CHOTBETHHTE TOKCHHH B X€TATOLHTHATA
MemOpana.

CunuMapHH IpHTEXKaBa aHTHOKCHAAHTHH CBOHCTBA, KaTo Ce CRBP3BA ChC CROOOIHH pa/juKamH 1
pETyIIHpa BBTPEKICTEYHOTO ChOBPPKAHHE HA TIIYTATHOH. B 3aRHCHMOCT OT KOHLEHTpanHaTa
MHXHOHPa MEKPO30MAIHa MepOKCHAaIus, npeussuxana of NADPH-Fe**-ADP. [osnuasa
EH3HMHH CHCTEMH, CBBP3aHK ¢ TIYTATHOH H CYIIEpOKCH JucMyTasa. Uma nanun, ve
KOMIIOHEHTH HA CWIMMAPHH MTOTHCKAT IEPOKCHAALINATA HA THHOIEHOBA KHCEIHHA, KaTAIM3HpaHa
OT JIMIIOKCHI€Ha3a H IIPe/iNa3ka YepHOAPOOHHATE MATOXOHAPHH K MHKPO3OMH OT 0GpasyBaHeTo
Ha MHITHIHH NEPOKCHIH, MPEIN3BHKAHN OT Pa3IH4YHH AT€HTH.

INopHmaBsaHeTo HA MPOTCHHORATA CHHTE3IA OT CHIMMAPHH € Pe3yATaT OT CTHMYIHPAHETO Ha
aKTHBHOCTTA Ha AApeHHA ¢H3uM RNA nonumepasa 1. Tosa s0aH 10 yCHIeHO oOpasyBaHe Ha
puboszoMHa RNA M ChOTBETHO CHHTE3MpPaHE Ha [10-TOSIMO KOIHIESCTBO CTPYKTYPHHE ¢
OYHKLHOHATHHE NPOTEHAH. B pe3yiiTaT ce NOBHINARA KAIIAMTETA H PET€HEPATHBHHUTE
BB3MOXKHOCTH Ha YEPHHA APoG.

CHMMapHH OrpaHHYaBa HABITH3IAHETO HA H3BECTHH XENATOTOKCHYHH OTPOBHH BEIIECTBA B
kneTkure. MMa mafHm, 9e CHIHMapuH MHXHOMpPA TPaHC(HOPMALIHATA Ha YCPHOAPOOHHTE
CTEJIATHH KIETKH B MHOGUOpo6IacTy - IpoLec, OTTrOBOPEH 33 JHCIIO3HIINA Ha KOTAT€HOEH
¢ubpu, Bogeny 10 MHPO3A.

IIpoaBsBa NIPOTHBOBB3NANHTENHO ACHCTRHE BBPXY YCPHOXPOOHHTE THKAHH, IPH KOETO Ce
OTPaHHYABa YEPHOAPOGHOTO BRIMATIEHNE H HAMAIABAT Bh3nanuTenuute uurokuan (IL-1, IL-6,
TNF-a, IFN-y, GM-CSF) 1 nono6psga MUKpOIHpKYTALHATA. '




Knvanano Te3u eekTH ce uspasssat B no0fpeHne Ha cyGeKkTHBHATa i 00SKTHBHA
CHMITTOMaTHKA H HOPMaIM3HPaHe Ha NOKa3aTeNHTe 33 (PYHKIHOHATHOTO ChCTOSHHE HA YEPHHA
Apob (TpaHcaMuHa3H, raMarnoGynuy, Guaupy6us). Tora BoaM 10 nojobpABaHe Ha 06NIOTO
CBHCTOSHHE, HAMAIIABAHE Ha OTUTAKBAHHSTA, CBBbP3aHH ¢ XpPaHOCMHIAHETO, 4 1IPH NallHCHTH C
HapYLICHO YCBOABAHE HAa XpaHATa BCICACTBHE Ha Ye¢pHOApoOHOTO 3a00A9BaHE BOIH 10
MoI00pABaHE HA AlICTHTA M YBEIHYABAHE HA TETTIOTO.

5.2. ®dapmaxkoxkHHETHKA

Abcopbuun

Cuen nepopanno NPWIOKEHAE CHITHMApUH ce pe3opOnpa GaBHO B CTOMAILHO-IPEBHHA TPAKT.
IIukoBaTa nnasMeHa KOHLICHTPAIHA Ha CHIHOHHHHE e JOCTHra 2 uaca ciell IepopatHo
TIPHWIOKEHHE Ha CHIHMApHH. o 1ara ce Ha eHTepOXeNnaTamTHa ITHPKY AN

Pasnpenenenne

[lo-ronamara wacT ot cumiGuuns (75%) B IW1azmara e B KoHiorupana ¢opma. Ilpu Hacnensanns
¢ "C Genasan cunuOMHHH, Half-BECOKH KOHIIEHTPAIMHA C¢ YCTAHOBABAT B 4ePHHA Apob, Gemms
apo6, cToMaxa H NaHKPEaca M ChBCEM HE3HAYHTEIHN KOIHYeCcTBa B ObOpelHTe, ChPLETO H APYTH
oprani. KoHlIeHTpanpaTa B *mb4KaTa € okouo 100 mrbTH o-roisMa OT TasH B IUIa3MaTa M Hait-
BHCOKHTE H CTOHHOCTH Ce JoCTHTaT cnej 2-9 yaca.

brorpanchopmanun
Merabonuzupa ce B HepHIA Ipo6 upes KOHIOTanus Che Cyidar H [IIOKYPOHOBA KHeeTHHa, Karo
META0O0/IHMTH B HUTHYKATA €A OTKPHTH IIOKOPYHHUIH H CY.I(aTH.

EuMunHpane

EIMMUHAIMOHHAST [IONYXKHBOT H4 CEUIHOHMHHH € 6 Jaca.

Camo 1 o 5% (criopen apyru aBropH 3-8%) OT nepopaHo NPHIOKEHHS CHITMMAPHH Ce
€KCKpPETHpa B HeTipoMeHeHa Gopma B ypunara. 20-40% oT npunoxeHaTa K03a CHIMOHHHH 1101
dopmaTa Ha MIIOKYPORH/IM H KOHIOTHPAHH CYII(ATH Ce eKCKPETHPa Ype3 HKITBUKATA.

5.3. IlpearsMHuuHH xanny 3a §e30IaCHOCT

Hpenmmnwmme JTAHHH HE TTOKAZBAT 0cobeH PHCK 3a Xopa Ha 0a3ara Ha KOHBCHITHOHATTHHTE
(Dapmaxonormu NpOYUIBaHMA 32 6830H3,CHOCT, TOKCHYHOCT IMpH MHOTOKPATHO MIPHIaraHe,
TEHOTOKCHYHOCT, KapLUHHOTCHCH NOTCHIIAAJL, PEIPOAYKTHBHA TOKCHYHOCT H TOKCHTHOCT 34a
PA3BHTHETO.

6. DAPMAINEBTHYHU JAHHHU
6.1. CnichbK Ha IOMOIHHETE BEIeCTBA

Tabaemno adpo:

NaKT03a MOHOXHApAT
MHKPOKPHCTAJIHA 1lemy103a
INIEHMYHO HUIHECTE
HOBHIOH

nonucopbar 80

MaHHTOI

KPOCIIOBHIOH

MarHe3ues creapat




TalK
HATPHEB XHAPOTEH KapOoHaT
OpeYnCcTEHa Boua
Dunmoso noxpumue:
Omnanpaii AMB II 88A265025 xadss:
- MOJIABHHHUIIOB ANKOX01
- TaJK
- 9epBeH skesieseH okeuy (E 172)
- KBIT xkenezeH okcun (E 172)
- gepeH weneseH okcus (E 172)
- DIHLIEPOTT MOHOKAIIPEIIOKATIPAT
- THraHoB JuokcHa (E 171)
- HaTPHEB JIAypUIICyndaT

6.2. HecbBMecTHMOCTH

He ca m3BecTHH.

6.3.  Cpox Ha rogHoCT

3 (Tp®) roavHM.

6.4. Yca0BHA HA CHXpAHEHME

Ja ce cexpansba nozg 25°C.

6.5. BHAu cLIbLpKAHME HA ONIAKOBKATA

IIupruyna onakoska: 10 (gecet) dpunMupany TabreTku B GesrseTHH OMHCTEPH OT
PVC/PE/PVAC/AL doano.

Bropuuna onakeBka: 8 (oceM) OIHCTepa B KADTOHEHA KYTHS, 3a¢/IHO C IHCTOBKa 3a MallMeHTa.
6.6. CnenuajJHH NpeIna3HH MEPKH NPH H3XBbLP/IAHE

Hama crenmnaniy n3ncKBauus.

7. NPUTEXATEJ HA PAZPELIEHHETO 3A YHOTPEBA H ITIPOM3BOAUTEJL
CO®APMA AJl

yi. Hinencko moce 16,

1220 Codus,
Bbrirapus

8. HOMEP HA PAZPEIHEHHETO 3A YIIOTPEBA

Peructpammonen Ne 20210201

9. JAATA HA TBPBO PAZPEITABAHE! TIOTHOBSIBAHE
3A YIIOTPEERA



Hata ua mepeo paspemiapane:20.07.2021
10.  KATA HA AKTYAJIH3UPAHE HA TEKCTA

®eppyapu 2023.




