KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA
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1. UME HA JIEKAPCTBEHMUS ITPOAYKT mepUCTIIKE Ha 7

CHUJIUMAPHH IAHCOH 110 mg tBbpaAM Kancy.iu | Pasrisiiineass S gy
SILYMARIN DANHSON 110 mg hard capsules | 6 23& 02 -09- 7005

2. KAYECTBEH U KOJIMYMECTBEH CBbCTAB

Beska | kancyna ceabppaxa: 203,70 mg 041 TpBH, NPEYHUCTEH U CTAHIAPTHU3UPAH CYX eKCTpakT (24-27:1)
(Milk thistle dry extract, refined and standardised, DER 24-27:1), exBuBaneHnTeH Ha 110 mg cunumMapus

(silymarin); ekcTpakLIMOHEH pa3TBOpHUTEN: alleToH 95 % 06./06.
3a CMUCHKa Ha TTIOMOLIIHUTE BELECTBa, BUXKTE TOUKa 6.1.

3. JJEKAPCTBEHA ®OPMA

TBbpaa kancya.
TBBpaAH, UHITHHAPHYHH, JKEJTAaTHHOBH KarCyJIM CbC 3€JIEH LIBAT.
KancyiaHOTO ChABP)KUMO MpeEACTaB/IsBa KbJITEHUKABO-Ka(dAB npax.

4. KNIMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHSA

« TokcHuHHM yBpeKaaHHWs Ha YepHHs Apo0;

e Crearo3a Ha yepHUs ApoO (HeasKoXO0JIHa U AJIKOXOJIHA);

« Illopabpikalio ieyeHne Ha XpOHUYHH Bb3MAJIMTEIHH 3a00/1BaHUS HA YepHHUS J1po0;
« B komruiekcHa Tepanus Ha yepHoApoOHa LHpo3a;

« IlpodunakTuka Ha 4epHOAPOOHH YBpPEKIaHHUS NPH NPOABIIKUTENIEH NPHEM Ha JIEKapCTBa, aJKoXoJl, NpH
XpOHHYHA UHTOKCHUKALMA (B T.4. U NpodecHOHaJIHA);

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

KHHE}’J’IHTE CC MNIpHEMAT NEpopalHO C 10CTATBbYHO KOJIHYECTBO TCYHOCT.

Bu3pacTau M aeua Haa 12-roauuiHa Bb3pact

JleyeHHeTo Ha TEKKH YepHOAPOOHH YBpeKAaHHUs 3aMo4Ba ¢ J103a no 1 KarncyJjia 3 mbTH JHEBHO.
IIpy no-nekHu M CpeTHOTEKKH CiIydyaH 103UpoBKara e no | kancyna 1-2 mbTH JHEBHO.

3a npo¢uIaKTHKA HA XUMHYECKH UHTOKCHKALIUK — 1-2 KarcyJ/u JHEBHO.

KypchT Ha 1edeHHe npoabkaBa He Mo-MaJIko OT 3 Mecella.

Jleua noa 12-roauuiHa Bb3pact
Hsama noctaThb4HO KIIMHUYHYU JAHHM 3a NPHIIOKEHHETO MPH JIella.

4.3 IlporuBOnoKa3aHusa

° CBPBXH}/BCTBHTEIIHDCT KbM dAKTHBHOTO BCILICCTBO HJIM KBM HAKOE€ OT NMOMOLIHHUTE

T. 6.1:
« Jleua nox 12-roauiiHa Bb3pacT.




4.4 Coenuannn npeaynpexieHds H NpeAna3Hd MepKH Npa ynorpeba

JleyeHHETO ¢ TO3H MPOAYKT HE MOXE [a 3aMECTH CMa3BaHETO Ha AMETa U BB3ABPXKAHETO OT ynorpedara Ha
aJIKOXOJI.

[Topany BB3MOXMKEH ecTporeHonono6eH eheKT Ha CWIHMApHH € HeOOXOAUMO Aa ce MPHJIara ¢ BHHMaHUe TIpH
MaUUEHTH ¢ XOPMOHAJMHM HapylleHHs (€HOOMETpPHO3a, MHOMa Ha Markara, KapUMHOM Ha I'bpJara,
AWYHUIIHTE M MaTKaTa, KapLIMHOM Ha MpOCTaTaTa).

ToBa nekapcTBo ¢haAbpAKa NMo-Manko oT 1 mmol Hatpui (23 mg) Ha Kamcyna, T.e. MOXKE Ja C€ Kaxke, 4e

[NPAKTHYECKH HE ChAbPAKA H&T’pHr‘I.

4.5 BzauMoJelcTBHE ¢ APYTH JeKapCTBEHH NPOAYKTH H ApYra ¢opMH Ha B3anMoelicTBRE

(dapMaKoIUHAMHYHH JIEKAPCTBEHH B3aUMOICACTRUA
ChiMMapHH He oKa3Ba CBLIECTBEHO BJIHAHUE BBPXY PpapMakoaAMHAMHKATa HA APYTHUTE JIEKAPCTRA.

- HPH ChBMCCTHO TIPHITOXKCHHMC HAa CH/IMMApPHH H OPAJIHH KOHTPALCIMTHBHH NPOIAYKTH, KOHUTO CE€
H3MOJ3BAT NPH €CTPOIrCH-3dMECTHTCIHA TEPANINA HITH TﬂMGKCHd)&H, C BE3MOAMHO HAMAJIABAHEC Ha ECbEKTHTﬁ

Ha INOCJICAHHUTE.

DapMaKOKHHETUYHH JIEKAPCTBEHH B3aUMOIEHCTBUA
- CuiuMmapvH MOXe Ja 3aCHIM e(eKTHTE Ha TakMBa JIeKapCcTBa KaToO AMasenaM, ainpasonam,

KETOKOHa30J1, JIOBACTAaTHH, aTOPBACTATHH, BHHOJNACTHH B PE3yJTaT HA MHXUOUPAILOTO MY JEHCTBHE BHLPXY

CHCTEMATa Ha LIMTOXpOoM P450.

- PacTUTETHUTE MPOAYKTH, ChABPKALIH CHINMApPHH, LIHPOKO C€ M3MOJ3BAT KATO XENnaToNMpOTEKTOPH
€AHOBPEMEHHO C LMTOCTAaTHLUM B OHKONMOrHYHaTa MNpakTHka. KAMHUYHUTE nNpoy4yBaHHUd MNOKA3BAT
HE3HAYHTE/IEH PHCK OT Bh3MOXKHH (HapMaKOKHHETHYHH B3aMMOICHCTBUA HAa CUNTMMAPHUH KaTO MHHXHOWTOp Ha
n3oeHsuMa CYP3A4 u UGTIA v uMTocTaTHLM, KOUTO ca CYOCTpAaTH Ha TE3H H30EH3IHMH.

4.6 QeprunTeT, OpEeMEHHOCT B KEPMEHE

ExcrieppuMeHTaIHHTE NpOyYBaHHSA MPH XHBOTHH HE MOKAa3BaT MPAKO WIM HEMPAKO BpPEJHO BBH3ACHCTBUE
BbPXY OpeMeHHOCTTa, eMOPHOHANIHOTO/QETaNHO pa3BHTHE, PAKAAHETO HIH TOCTHATAIHOTO pa3BUTHE.
KnuHHYHHUTE Mpoy4BaHMA 3a 0€30MMacHOCTTa HA CHIMMapHH IpH 6peMeHHH ca orpaHuueHH. [lo Bpeme Ha
OpeMEeHHOCT M B MepHOa Ha KbPMEHE MOXe Ja ce NpWiara o MEAULMHCKH NOKA3aHUA W aKo MO3aTa OT

JACHYCHHETO C MMPOAYKTA HAAXBEPAA PHCKA 3a I171044a.

4.7 EpexTH BBPXY cnocoOHOCTTA 32 modHpaHe B padoTa ¢ MAIIHHA

Cvaumapun JIAHCOH 110 mg TeepaM kancynu He noeaussa criocoGHocTTa 3a wodupane M paboTa ¢
MALLIUHH.

4.8 Hesxxes1aHH JieKapCTRERH peaklHu

HexxenaHuTe JteKapcTBEHH PeakLUMM ca KiacMGHMUMpPaHU 10 CHCTEMO-OPTaHHM KIACOBE M B 3aBUCHMOCT OT
4YECTOTATa, KATO C€ H3MOJ3BA C/leAHaTa KOHBeHLMA: MHOro 4ecTH (> 1/10), uectn (>1/100 no <1/10), HeuecTH
(>1/1 000 oo <1/100), peaxu (>1/10 000 no <1/1 000), MHoro peaku (<1/10 000), ¢ HenzpecTHa yecTOTA

(wecToTaTa HE MOXKE Aa ObJe ONpeaAeneHa OT HATUYHHUTE AaHHH ).

JlexapcTBeHMAT NPOAYKT ¥Ma aobpa nodHocuMocT. Hexxenanm peakuuu ce HaGMoaaBaT MHOTO PSAKO H TE ¢a,
KaTo MPaBUIO, IEKH H NMPEXOIHH.

HapymeHBs HA HMYHHATA CHCTEMA

MHoro peakH KoxHu anepruyHu peakumn (o6pus, cppbex)




C HEeM3BECTHA YecToTa AHaHNaKTH4EH LLIOK

HapymeHns Ha yX0TO H Ja6HpHHTA

Penku 3acHJIBaHe Ha CBLIECTBYBAillH BECTUOYIAPHH HAPYIIEHHA.

CromMamHo-9peBHE RAPYIIEHHSA

Penkwu JnapHs B pe3ynTaT Ha 3acWicHa QyHKIMA Ha YyepeH Apob U AUThYKa.

C HeusBeCcTHA 4eCToTa ['anene, noppeilaxe, THCNENCHA, HAMAJIEH aneTHT, d1aTyIeHLHMA.

CrobimaraHe HA NONO3IUPAHU HEXKEJIAHW PEAKLIMH
Cho0l1apaHeTO Ha NOAO3HPAHHM HEXKENaHH peakUMH Cliefl pa3pelllaBaHe 3a ynmoTpeGa Ha feKapcTBEHHA

NpoayKT € BaxHo. ToBa no3possBa Aa NpPOOB/KH NPOCIEASBAHETO HA CHOTHOIIEHHETO NON3a/pUCK 3a
NekapcTBeHHd TpoayKT. OT MEIMLMHCKHMTE CNEUHATMCTH CE€ M3UCKBa Aa ChoOLIABAT BCAKA MOAO3MpaHA
HeXke/laHa peaklus Ypes:

N3bIHKTEHA areH1Ud 10 JeKapeTBaTa

ya. ,,JdaMsaH I'pyeB® Ne 8

1303 Codus

Ten.: +35928903417

yeGcaiiT: www.bda.bg

4.9 Ilpenosupane

CHMIITOMH
Hsama cbo01LeHns 3a cnydyau Ha Npeao3upaHe Cbe CHIMMapHH.

JleyeHue
IIpy HHUMOEHTHO MpHEMaHe Ha BUCOKA J03a € HeoOXONMMO Ja ce MpeAH3BHKA NOBPBILAHE, A CE HANMpPABH
CTOMalllHa MPOMMBKA C NPHEMaHe Ha aKTHBEH BBIVIEH W 14 C€ MPWIOXKH CHUMITOMATHYHO JICUECHHE IPH

HeOOXOIHUMOCT.

5. PAPMAKOJOI'NYHH CBOUCTBA

5.1 ©apMaAKOARHAMHYHH CBOHCTBA

@apmakoTepaneBTHYHA Ipyna: JIekapcTBeHH MPOAYKTH 32 JIeUeHHEe Ha YepeH Apob, THMOTPOITHH;
ATC xon: AOSBAO3

CHIMMApHH C€ OTHAacs KbM IPymnaTa Ha T. Hap. XeNaTONpPOTEKTUBHY JieKapcTBeHH cpeacTaa. Toit e cMmec oT
nonudenonnyd ¢GraBOHOHAK, W3ONUpaHH OT pacTenuero Silybum marianum. WsBecTHU ca 6 OCHOBHH
¢aaBoHornmHMKaHN: CWIMOHHHH A U B, usocunubuHiH A ¥ B, ciuanaHuH M CHITMKPRCTHH.

MexaHu3MBT Ha JNEHCTBHE € BCe OLIE HENOCTAThUHO W3ACHEeH. HanWyHUTe JaHHK A0Ka3BaT CHLUIECTBYBAHETO
Ha HAKOJIKO OCHOBHH MEXAaHHM3MH Ha JEMCTBHE HA CUIMMAPHUH H CHJIHOMHMHH. -
CuivMapuH cTabMnu3upa KilerbuHuTe MeMOpaHH M perynmupa nepmeabuWiIHTeTa, B pe3y
NpeNOTBPATABA HABJIH3AHETO Ha XeNAaTOTOKCHYHUTE ar¢éHTH B Xenmarouortore., BausHu
Ob/DKH Ha KOMIIETATHBHO B3aHMOAEHCTBHE ¢ PEUCMTOPHUTE 3a CBOTBETHUTE TOKCHH

MeMOpaHa.
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CunuMapuH MPUTEXaBa aHTHOKCHAAHTHH CBOMCTBA, KaToO Ce€ CBBP3Ba C¢bC CBOOOAHM paiHKalH U peryaMpa
BBTPEKJIETHYHOTO ChAbPKAHHE HA IMYTAaTHOH. B 3aBUCUMOCT OT KOHLUEHTpaLHATa HHXHOHpa MMUKPO3OMAIIHA
nepokcHaaumA, npeaususukada or NADPH-Fe?*-ADP. TlosnusiBa €H3UMHH CHCTEMH, CBBP3aHHU C ITYTATUOH
H CYNEepoKCHA AucMyTasa. MiMa fnaHHH, Y€ KOMIIOHEHTH Ha CWIMMapHH TOTHCKAT TEPOKCHIALMATA Ha
JIMHOJIEHOBA KHCEJIHHA, KaTalM3WpaHa OT JIMIOKCHIeHas3a M mnpeanasBa 4epHOAPOOHUTE MHTOXOHIADHH M
MHKPO30MH OT 00pa3yBaHETO Ha NTMIUIHH MEPOKCHIHN, NPEeAM3IBUKAHH OT Pa3IHuHHU ATeHTH.

IoBuillaBaHEeTO Ha MPOTEMHOBATA CHHTE3a OT CHJIMMAPHH € PE3YJITAT OT CTUMYJIHPAHEeTO Ha aKTUBHOCTTA Ha
sapeHus eH3uM RNA nonuMepasa 1. Tosa Boau a0 ycuneHo obpasyeane Ha pubozomua RNA H chOTBETHO
CHHTE3MpaHe Ha MO-TOIAMO KOJIUYECTBO CTPYKTYPHH U QYHKLMOHAIIHH NIPOTEeHHHU. B pe3yaraT ce nosuinasa
KarlalMTeTa ¥ pereHepaTHBHUTE BBE3MOXKHOCTH Ha YepHHA ApoO.

CHIHMAapHH OrpaHH4aBa HABJIM3aHETO Ha M3BECTHM XENATOTOKCHYHM OTPOBHM BellleCTBa B KieTkute. MMa
OaHHH, Y€ CHIHMapHH HWHXHOMpa TpanchopMauMdATa Ha YEPHOAPOOHMUTE CTEJaTHM KIETKH B
MHOGUOpobiacTH — npoLec, OTTOBOPEH 3a JHCIIO3ULMS Ha KolareHoBH GUOpH, Bodew A1 LIMpO3a.

IlpoaBsaBa NMpPOTHBOBB3NMANUTENHO ICHCTBHE BBPXY YEepHOAPOOHMTE TBHKaHM, MPH KOETO C€ OrpaHMYasa
UEPHOAPOOHOTO BB3NAJEHHE W HAMAJIABAT BL3NANUTENHHTE UMTOKHUHM IL-1, IL-6, TNF-a, IFN-y, GM-CSF)

M NOA0OpsABa MUKPOLIMPKYJTaLIMATA.

KiuanuHo Te3n edekrH ce u3pazsiBaT B NogoOpeHHe Ha CyOeKTHMBHaTa W OOEKTHUBHAR CHUMITTOMATHKA W
HOPMAIM3UPAHE Ha MOKAa3aTeaWTe 3a (QYHKUHOHATHOTO CBHCTOSHHE Ha 4YepHHA Apo6 (TpaHcaMHHaszH,
ramarno0ynud, Ounupybun). Tosa Boau 10 nogoOpsABaHe Ha OOIOTO CBCTOAHHE, HAMAJIABAHE HA
OTLIAaKBAaHMATA, CBBbP3aHH C XPAaHOCMHJIAHETO, a MPH TMNALMEHTH ¢ HApYyIIEHO YCBOSBAHE HAa XpaHara
BCJIEACTBUE Ha UepHOAPOOHOTO 3ab09BaHe BOOM 10 NOXOOpABaHE Ha aneTUTa M YBEIMYABAHE HA TETJIOTO.

5.2 PapMaKOKBHETHYIHH CBOHCTBA

Pe3opbuns
Crnen nepopanHo NMPHUIOKEHHE CHUIMMAapHH ce pe3opOHpa HEmbAHO B CTOMALUHO-YPEBHHMS TPakT (mo 23-
47%). Ilux Ba IUIa3MEHAaTa KOHLIEHTpaLMsA ce AOCTHra Ha 4-6 dyac ciiell MEPOPATHO TPHIOKEHHE B

CAHOKpaTHa n034. [lognara ce Ha CHTCPOXCIIATANTHA HAPKYaalHi.

PaznpeneneHue
[To-ronamara wact or cunHbHHUH (75%) B nna3mara e B KOHIOrHpaHa dopma. IIpu uzcnenpanus ¢ C

bensizaH CWIMOMHHH, HAl-BHCOKH KOHLIEHTpAlMK Ce yCTAHOBABAT B uepHUA Apob, Genus apob, cromaxa u
MaHKpeaca ¥ ChBCEM HE3HAYHTENIHH KONH4YecTBa B ObOpeunTe, chpuero U Apyru oprany. KoHLeHTpaumsra B
kKnbukara € okoso 100 mbTH no-rondMa oT Tasu B I1a3MaTa U Hal-BUCOKHUTE M CTOMHOCTHU c€ HOCTHraT el

2-9 yaca.

MeTabonu3nm
Merabonusnpa ce B uyepHuUa Apo6 upe3 KOHIOrauMs cb¢ CyngaTH M TIIOKYypoHOBa Kucenuna, Karto

MeTabOJIMTH B JUTHYKATA Ca OTKPHTH MIOKYPOHUIM U cydary.

Exckpelis
Bpemero Ha nonyxuBoT € 6 h. Exckperupa ce rnaBHo upes xnbykara (okono 80%) mon dopmara Ha

TTIIOKYPOHHMIHN U cyn(daTh W B He3HauWTeTHa cTeneH (0Kono 5%) upes ypUHaTa.

5.3 IlpeakTHHHYHH JaHHH 32 0€30MACHOCT

CuiMMapHH ce 0THacd KbM BeLLeCTBATa ¢ MHOTO HUCKA TOKCHYHOCT.
[IpeaxkTHHHYHHTE JaHHH He TMoKa3BaT ocoO0eH pHCK 3a Xopa Ha 0Gasata Ha
(papMakosOrHUHH mnpoyyBaHHs 3a 0e€30MacHOCT, TOKCHYHOCT, TMPH  MHOIO
FEHOTOKCHYHOCT, KAPLIMHOTCHEH NMOTEHUHAN, PENMPOAYKTHBHA TOKCHYHOCT U TOKCHUYHO
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6. ®APMALEBTHYHHU JAHHH

6.1 CouchbK HA TOMOIMHATE BEeIeCTRA

KancynaHo cbAbpKRUMO:

ManuTon

CunuumeB JHOKCHI, KOJIOMieH, 6e3B0eH
Hatpuer HHIUECTEH rIMKoNAT (TUn A)
Huiuecre, npexenaTUHU3IMPaHO
MarHe3neB cTeapar

Kancyna:
HKenatuH

XKeneszeH okcua XBIT

JKeneseH OKCUI YepeH
CuHbo Onectsuo FCF-FD&C Blue |

6.2 HechBMECTHMOCTH

Henpunoxxumo.

6.3 Cpok Ha rogHocT

3 rOIWHH.

6.4 CoenuajiHe YCJI0BRAl HA ChXPAHEHHE

[Tpy Temnepatypa noa 25° C, B opuruHanHaTa kKapToHeHa KyTus, 3a Ja ce NpeanasH oT CBeT/IHHa.

6.5 Bua H chABpKAHHE HA ONAKOBKATA

IHo 10 6pos kancynu ca onakoBaHH B 6nucTep oT Ge3uBeTHO, npo3paydo PVC/ anymununeso donmo; 3 6pos
bnucrepa (30 KancyinM) B kapToHEHa KyTHS, 3a€HO C JIMCTOBKA: HHGOPMALIMA 3a NOTpebUTENS.

6.6 CnenuaHH NpeANA3NA MEPKH NPH H3XBLPJIsAHE H padoTa

HsaMa cneuyanHy M3MCKBaHUA NIPH H3XBBPJIAHE.

7. IIPHTEXATEJ HA PABPEIIIEHHETO 3A YIIOTPEBA

HAHCOH-bI" OO0

yn. “Oten Hancuit” Ne 26
2400 rp. Panomup
bnarapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEEA

Peructpaumnonex Ne 20250102

9. JATA HA IIbPBO PA3PEIIABAHEMIONHOBSIBAHE HA PA3RKY

YIIOTPEBA

Jara Ha mupBO paspemasane: 20-03-2025
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10. JATA HA AKTYAJIMZBUPAHE HA TEKCTA

Aprycr, 2025 .




