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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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Kpamka xapakmepucmuka Ha npogyxma [lpusowexue 1

1. UME HA JIEKAPCTBEHMUS ITPOAYKT
KoM Pea. N-

_______________
................................
lllllllllllllll

CUJIMMAPHUH JAHCOH 110 mg TBbpaM Kancyiu
SILYMARIN DANHSON 110 mg hard capsules

Paspewerue N

| BG/MA/MP - o3 025 l3 -07- 2026

.............................
lllllllllllllll

 Jgobperue Ne .........

2. KAYECTBEH U KOJIMYECTBEH CbCTAB el - A e L L it

Beska 1 kancyna cbabpka: 203,70 mg Osu1 TpbH, MPEYUCTEH M CTAHAAPTH3UPAH CyX eKCTpakT (24-27:1)
(Milk thistle dry extract, refined and standardised, DER 24-27:1), ekBuBanenren Ha 110 mg cunumapun
(silymarin); ekcTpakLIMOHEH pa3TBopUTe: aueToH 95 % 006./00.

3a CrMChKa HA NMOMOLIHHTE BelllecTBa, BUWKTe Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

TBbpaa karicyJa.
TBBpAU, LUITUHAPUYHH, JKEJTATUHOBH KarCyJiH CbC 3€J1CH LBAT.
KancyiHOTO ChbaBPKHMO TNPE/ICTaB/sABa JKbJITEHUKABO-KapsB Ipax.

4. KIMHUYHHU JAHHH

4.1 TepaneBTHYHH NMOKAZAHUA

o TokcuuHHM yBpekaaHWs HA YepHUs J1po0;

« (Crearo3a Ha yepHHUs JApo0 (HeasIKOXOJIHA H aJIKOXO0JIHA),

o [lomabprkaiilo seyeHue Ha XPOHUYHHU Bb3MAIUTEIHH 3a00/19BaHNs HA YEPHHS npo0;
« B kommiekcHa Teparnus Ha 4yepHOApoOHa LMpO3a:

« [lpodunakruka Ha yepHOAPOOHHU YBpEKIAHHS MPU NMPOABILKHTENICH NMPUEM Ha JIEKapCTBa, alIkOXOJ1, MpH
XPOHHWYHA MHTOKCHUKaLUs (B T.4. U npodecruoHaiHa);

4.2 JlI03MpOBKA H HAYHH HA NPHJIOKEHHE

Karnicyaure ce npuemMar repopasiHo ¢ 10CTaTb4HO KOJTHYECTBO TEYHOCT.

Bb3pacTHu M jieua Haa 12-rojiMiuHa Bb3pact

JleueHHeTO HA TEKKH YEPHOAPOOHH YBpEKIaHHUs 3aroysa ¢ J103a 1o | kancyJjia 3 nbTH JIHEBHO.
[Tpu no-j1eku U CPeIHOTEKKH Cllydau J03MpoBKaTa € 1o |1 Kancysa 1-2 mbTH JHEBHO.

3a npoduiiakTHKA HA XUMHUYECKH UHTOKCHKALIUKU — | -2 KarcyJiu JIHEBHO.

KypchT Ha JiedyeHHe NpoAbJzKaBa HE MO-Majlko OT 3 Mecella.

Jleua noj | 2-roauinHa Bb3pacT
Hsama gocTaThbyHO KJIMHUYHH JIAHHM 3a NMPUII0KEHHUETO TMPH JeLa.

4.3 llporuBonokasanus

. CBDLKH}'ECTBHTEHHDCT KbM aKTHBHOTO BCILLUECTBO HUJIK KbM HAKOE OT INOMOIIHHUTE BCLICCTBA, H36pOeHH B

7. 6.1
e Jleua non 12-roamiuHa Bb3pacT.
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4.4 Cnenuauu npeaynpexieHus H NpeANazHd MEpKH NpH ynoTpeda

JleyeHueTo ¢ TO3U MPOAYKT HE MOJKe [1a 3aMECTH CMNa3BaHETO HA JHeTa M Bb3IbpPXKaHeTo OT ynorpebara Ha
AJTKOXOJI.

[Topaau Bb3MOMEH ecTporeHonoaodbeH egekT Ha CHNUMapHH € Heobxoaumo na ce npuiara ¢ BHHMaHHMe TNpH
NAalMEHTH C XOPMOHANHH HapylleHMA (EHIOMETpHO3a, MHOMa Ha MATKaTa, KapUWHOM Ha TrbpHara,
AHYHULIMTE U MaTKaTa, KapLLWHOM HAa NpOCTaTaTa).

Toea nexapcTBO cbabpxa no-mainko oT 1 mmol Hatpuil (23 mg) Ha Kancyna, T.e. MOXKe ja ce KakKe, ue
NPAaKTUYECKH HE ChAbPAKA HATPHIA.

4.5 BzanmopaeHcTBHE C APYrH JI€KAPCTBEHH NPOAYKTH H APYrH GOpPMH HA B3AHMO/AECHCTBHE

dapmaKkoAMHAMHWYHY JEKAPCTBEHU B3aUMOJEHCTBUA

CunMMapuH He 0Ka3Ba ChUIECTBEHO BIMAHHE BbPXY dapMaKoIHHAMHUKATA Ha APYFUTE JIeKapCTRa.

- [Ipy cBBMECTHO MPHIOKEHHE HA CWIMMApUH M OpPAJIHM KOHTPALENTHBHU NPOAYKTH, KOMUTO Ce
M3TOA3BAT NPH €CTPOre€H-3aMECTHTENIHA TEPanus UM TaMOKCH(EH, € Bb3MOXKHO HaMalsfBaHe Ha ePeKTHTE

HA MOCJIEAHUTE.

®apMaKOKMHETUYHH JIEKAPCTBEHU B3aHMOACHCTRHSA

- CunumapuH MOXKe fOa 3acMnM e(eKTMTe Ha TakWBa JIEKAPCTBa KaTo JMasenaM, annpasofiam,
KE€TOKOHA30JI, JIOBACTAaTHH, aTOpPBaCTaTHH, BUHONACTHH B Pe3yJITAT HAa MHXUOUPALIOTO MY AEHACTBHE BHPXY
chucreMara Ha uuroxpoM P450.

- PacTuTennuTe NpoayKTH, ChAbPXKALLM CHIIMMAPHH, LUMPOKO c€ HW3MOJI3BaT KATO XeNaTONpPOTEKTOPH
EHOBPEMEHHO € UWTOCTATULH B OHKOJOMMYHaTa npakTuka. KIIMHMYHUTE nNpoyyBaHMA MOKAa3BaT
HE3HAYHUTENEH PHUCK OT BB3MOXHH (PapMaKOKMHETHHHM B3aUMOJAEMCTBUA Ha CUNHMapPUH KATO HHXHOHTOP Ha
nioeusuma CYP3A4 u UGTIA u uutocratuum, KOHTo ca cyOCTpaTH Ha TE3H HIOEH3UMH.

4.6 @epTHINTET, OPEMEHHOCT H KhpMeHe

ExcnepMMeHTaNHWTE TIPOYy4BaHHUA MIPH >KMBOTHM HE MOKa3BaT MPAKC WKW HENPAKO BPEAHO BB3/ISHCTBUE
BbPXY OpeMeHHOCTTa, €MOPHOHANHOTO/QETANHO pa3sBHTHE, PAKAAHETO WM MOCTHATAITHOTO pa3BUTHE.
KnuHHYHUTE npoy4dBaHMA 3a 0€30MacHOCTTa Ha CUIMMAapHH NipH OpeMeHHH ca orpaHuvueHd. [1o Bpeme Ha
OpeMeHHOCT U B NEPHOIA HA KbPMEHE MOXE J1a Ce NMPHJIara no MeJULIMHCKH TIOKA3aHUsl W aKo NoN3aTa of
J€YEHHNETO C NMPOAYKTa HaAXBbPJd PUCKa 3a IJiona.

4.7 EdexkTH BBLpXY cniocoOHoCTTA 32 i1odHpane H paboTa ¢ MAILIMHH
Cunumapun JJAHCOH 110 mg t8bpau kancynd He moBausBa crnocoOHOCTTA 3a odupaHe U paboTa ¢
MALLIHHH.

4.8 Hexxenanu JexapcTBeHH pPeaKHu

HexxenaHUTe NeKapCTBEHH peaklUMH Ca KacHPUUUpaHH MO CHCTEMO-OPraHHH KJ1acoBe H B 3aBUCUMOCT OT
YeCTOTaTa, KaTo C€ W2MOJI3BA CledHaTa KOHBEHLUHA: MHOTO YecTH (>1/10), yectn (>1/100 o <1/10), HeuecTu
(>1/1 000 no <1/100), peakn (>1/10 000 mno <1/1 000), mHoro penku (<1/10 000), c HeusBecTHa 4ecTOTA
(yecToTaTa He MoXKe na 6bae onpeaeneHa OT HATHYHUTE NaHHH).

JlexapcTBeHUAT NpoayKT UMa 106pa NOHOCUMOCT. HexkenaHu peakilvi ce HabiioaaBaT MHOTO PAAKO H Te ca,
KaTo MPaBUIIO, JEKH H NPEXOAHH.

HapyiieHHs HA HMYHHATA CHCTEMA

MHuoro peaxs KoxHun anepruydu peakuuu (oOpus, copbex)
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C HeuszBecTHa 4eCcToTa AHabHUnaKkTHYEH LIOK

HapymeHRrA HA YXOTO H JAOHPHHTA

Penku 3acHiBaHe Ha ChHICCTBYBALLHN Becmﬁynapﬂn HapYILUCHHA.

CromamBo-upeBHH HAPYIICHHSA

Penxw Huapus B pe3yaTar Ha 3aciieHa QYyHKUHA Ha YepeH Apod U xbuKa.

C HEHU3BECTHA UYECTOTA raJIEHE, MNOBPBbLUAHE, JHUCIICIICHA, HAMAJICH AlICTHT, d)HaTyJ'IEH]_IHH.

Cro0iapade Ha NOAO3IWPAHH HEXKEJaHU PEaKUUK

CroblaBaHeTo Ha NOAO3HPAHM HEXENAHM peakLUMM clle] pa3peilapaHe 3a ynotpeba Ha JekapcTBeHuUS
MPOAYKT € BakHO. TOBa MO3BOJsABA Jla MPOIB/KM NMPOCIENSBAHETO HAa CHOTHOLIEHHUETO MOJI3a/PUCK 32
nekapcTeeHHa npoaykr. OT MEIUUWHCKHTE CMEUMANIMCTH C€ W3MCKBA 1a chOOLIABAT BCAKA NOAO3UpAHA
HEKeNlaHa peaKUMa Ypes:

M3nbaHKuTeNHa areHiiyUd no JeKapcTeara

yi. ,,JaMaH I'pyep*™ Ne 8

1303 Codus

Ten.: +35928903417

yeOcaiiT: www.bda.bg

4.9 IIpepozupane

CuMnTroMm
HaMma croliueHuns 3a citydad Ha Npeao3npaHe ¢bC CUIHMAapHH.

JleyeHue

[Tpy MHLIMAEHTHO NpueMaHe Ha BUCOKA 103a € HeoOX0aMMO Aa ce Mpean3BHKa MOBpLLIAHE, a C& HanparH
CTOMAlllHa MPOMMBKA C NMPHEMAaHE HA aKTUBEH BBIVIEH W 13 C€ MPWIOXKH CHMMTOMATHUHO JIEYEHHE NpPH
HEOOXOMUMOCT.

5. ®APMAKOJIOIT'HMYHU CBOHRCTBA

5.1 ®apMakoAHHAMHYHH CBOHCTBA

(dapmakotepanesTHYHa rpyna: JlekapcTeeHH NMpOAYKTH 32 JICUEHHE Ha YepeH Apod, MUNOTPOITHM;
ATC xomo: AOSBAO3

CUiMMapuyH ce OTHaca KbM rpyrara Ha T. Hap. XenaTonpoTEeKTHBHH JIEKapCTBEHH CpeAcTBa. Toi e cMec oT
nonudeHonH QIIAaBOHOMAM, H30MMpaHW OT pacteHuero Silybum marianum. W3BectHH ca 6 OCHOBHH
¢hnaBoOHOFTMKAHHW: cUTUOMHMUH A ® B, n3ocunubuHKH A U B, cMNUINAHWH W CUJTUKPHCTHH.

MexaHH3MBT Ha AeHCTBUE € BCE Ollie HEIOCTATHYHO M3sCHeH. HannuuuTe JaHHU QOKA3BaT CLLUECTBYBAHETO
Ha HAKOJIKO OCHOBHM MEXAHU3MH Ha ASHCTBHUE HAa CUITUMapUH U CHIUOUHHH.
CunnuMapuH crabunuszvpa KIeTbUHUTE MeMOpaHU W perynupa nepmeabuinureTa, B pe3
NPeAOTBPAaTARBA HARIM3AHETO HA XEMATOTOKCUYHMUTE areHTH B Xenarouorore. BnusHue
ObJ/IKM HAa KOMNETATUBHO B3aUMOJCHCTBHE ¢ PELENTOPUTE 3a CHOTBETHHTE TOKCH
memOpaHa.




CWIMMapHH NMpUTEXaBa aHTHOKCHAAHTHH CBOICTBA, KaTo C€ CBbP3BA ChC CBOOOINHH pAIHKANIH H PEryHpa
BbTPEKIETLUYHOTO CHABPIKAHHE Ha MNIYTaTHOH. B 3aBHCHMOCT OT KOHLEHTpaLUMATa HHXHOHpa MHKpO3OMaNHa
nepokcHaauys, npeansrHeukada ot NADPH-Fe’*-ADP. IToBaksBa eH3UMHH CHCTEMM, CBBP3aHH € ITyTaTHUOH
M CyNepoKcHa aucMmyTasza. MmMa naHHM, 4e KOMITIOHEHTH Ha CHIHMapHH TMOTHCKAT MepoKcuaalMATa Ha
NHHOJEHOBA KMCENMHA, KATAIHW3MpaHAa OT JIMIIOKCHIeHa3a W MpeanasBa 4yepHoApOOHUTE MHUTOXOHJPHH M
MHKPO30MH OT 00pa3yBaHETO Ha JIMIHIHH NMEPOKCHUIH, MPEANUIBHKAHN OT PA3/IMYHU AT€HTH.

[MoeuilaBaHETO HA MPOTEMHOBATA CHHTE3A OT CHIJIMMAPHH € pe3Y/TaT OT CTUMYJIMPAHETO HAa aKTHBHOCTTA Ha
aapeuns edsuM RNA nonumepasa 1. Tosa Boan no ycuneHo obpasyBare Ha puboszomHa RNA n ¢boTBETHO
CHUHTE3UpAHE Ha MO-TONAMO KOJIMYECTBO CTPYKTYPHH M (PYHKLHOHAIHH NpOTEeUHH. B pe3ynTart ce nosHilasa
Kanal{TeTa U pereHepaTHBHUTE BB3IMOXKHOCTH Ha vepHuUs NpoDd.

CunMMapuH orpaHMYaBa HaBJIH3aHETO HA M3BECTHH XEMaTOTOKCWYHHW OTPOBHH BELUECTBA B KIeTKUTE. MMa
NaHHHW, 4Ye CHIMMapHH UHXWOUpa TpaHchopmaumaTa Ha 4YepHOApOOHMTE CTENaTHH KJIETKH B

MuoduGpobnacTy — NMpoLec, OTCOBOPEH 3a AUCNO3UUMA Ha KoJlareHoBY ¢ubpu, Boaew A1 LHpo3a.

[IposBiBa MPOTHBOBBL3NANHUTENHO IAEHCTBHE BBPXY 4YE€pHOApPOOHHMTE TLKaHW, NMPH KOETO Ceé OrpaHH4aBa
YyepHOAPOOHOTO Bb3nasieHye U HamanasaT Bh3nanutenHute uutokunu IL-1, IL-6, TNF-a, IFN-y, GM-CSF)

H NoaoOpsaBa MUKPOLIMPKYJ/IALIMATA.

KnuauuHo Te3n edekTH ce u3pazdaeaT B nogobpeHHe Ha CyOeKTHBHAaTa W OOEKTHBHAa CHMITTOMATHKA U

HOpMAJIM3UpaHe Ha [oKa3zaTenuTe 3a (YHKLHUOHATHOTO CBhCTOSHHE HA HYepHus Npob (TpaHcaMMHa3H,
ramarno6ynuH, ounupyouH). Toea Boau ao nozoOpsBaHe Ha O0WOTO ChCTOAHME, HAMANABAHE HAa
OfUIaKBAaHHUATA, CBBLP3aHH ¢ XPaHOCMMJIAHETO, 4 [IPH MAUUEHTH ¢ HapYUIEHO YCBOABAHE Ha XpaHarta
BCJIE/ICTBHE Ha YepHOAPOOHOTO 3ab0NnsABaHE BOAY A0 NOA0OpABaHE Ha aneTuTa H yBeJMYaBaHe Ha TErIoToO.

5.2 PapMakoKHHETHYHN CBOHCTBA

Pe3opbuus

Cnen nepopallHO NMPUIOKEHHE CHUIHMAapUH ce pe3opOHpa HEMbIHO B CTOMALUHO-YPEBHUSA TpakT (Ao 23-
47%). Tluk Ha nnasMeHaTa KOHUCHTpauus ce JocTura Ha 4-6 uac cnei nepopanHo TMpUIOKEHHE B
eJlHOKpaTHa no3a. [loanara ce Ha eHTepoxenaTaiHa LHPKY/IaLus.

Paznpeaeaenue
[Mo-ronsMara uact oT cuaMOuHMH (75%) B mnasmara € B KoHtordpaHa dopma. [lpu uscneasanus ¢ '*C

GenszaH cHIHOMHHH, HAH-BUCOKH KOHIIEHTPALMH C€ YCTAHOBABRAT B YepHHUA Opod, denus npod, ctomaxa M
MaHKpeaca ¥ ChbBCEM He3HA4YMTETHH KOJIMYeCTBa B Ou0peLinTe, ChpUETO M APYIrH opraHid. KOHUEHTpalMsATa B
®IbukaTta € okoso 100 nbTH no-rojisMa OT TasM B [U1a3MaTa M HaH-BUCOKHUTE M CTOMHOCTH C€ JOCTHUTraT cliel

2-9 yaca.

MeTaboau3bM
MeTtabonusupa ce B 4HepHHUA ApoO upe3 KOHKTrauMs CbC cyndaty U IIOKYpoHOBa KucenuHa, Karto
METabOUTH B 2KTbYKATA €A OTKPUTH MNIHOKYPOHHUIH H CyndaTH.

Exkckpeuus
BpemeTo Ha nonyxuBor € 6 h. Exkckperupa ce rnasHo upe3s xuibukara (okono 80%) non ¢opmara Ha

IMIOKYPOHUAM W cy1(aTH U B HE3HAYKTENHA cTerneH (okono %) upes ypuHara,

5.3 [IpeaxaHHNYHH JAHHH 32 0€30NMacHOCT

CuiMMapHH ce OTHAcA KbM BELIECTRATA ¢ MHOIO HHCKA TOKCHYHOCT.
[MpeaxNMMHUYHUTE JaHHM He T[okasBar ocobeH pUCK 3a xopa Ha Oa3zata Ha
¢apMakonoOrHUHM  nOpoyusaHus 3a 0e30MacHOCT, TOKCHYHOCT, TfipPH  MHOro
reHOTOKCHYHOCT, KapLHHONEHEH NOTEHUMWA, PENPOAYKTHBHA TOKCUHHOCT U TORCHLIH(::I@
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6. PAPMAINNEBTHYHHA JAHHH

6.1 CnecbK HA MOMOINHUTE BEHleCTBA

KancviHo ¢hLAbDKUMO:
MauuTon

CUnuLueB THOKCKI, KONOHAEH, ODe3BOAeH
HaTtpuer HuluecTeH riankonar (Tun A)
Huwecre, npexenatiHU3IUPAHO

MarHes3ueB cTeapar

Karncya:
JKenatun

XKeneseH okcHI XKBAT

XKeneseH okcup uepeH
Cuubo 6nectaio FCF-FD&C Blue ]

6.2 HechLBMEeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

3 rOAHHH.

6.4 CnenpaiHu yCcjI0BHA HA ChXpPaHeHHe

[1pu remnepatypa noa 25° C, B OpUrHHanHaTa KapToHeHa KyTHs, 32 Ja C€ NPeAnasy oT CBET/IMHA.

6.5 Bua v cbaABpKaHHE HA ONAKOBKATA

ITo 10 6pos kancynu ca onakoBaHu B 61McTep oT OesBeTHO, npo3pauHo PVC/ anymunnero donmo; 3 6pos
bnurcrepa (30 kancynu) B KapTOHEHA KyTHSA, 3a€1HO ¢ JIMCTOBKA: HHGOpMaLMA 3a NallUEHTA.

6.6 CnenHanHHu npeana3ny MEpPKH NPU HIXBhLPJAAHE H pabdoTa

Hsima crniennanHy H3UCKBaHHUA pyY U3IXBBPIAAHC.

7. TIPHTEXATEJ HA PAJPEHIEHUETO 3A YIIOTPEBA

JNAHCOH-BI' OO/]

ya. ”Oren [Haucuii” Ne 26
2400 rp. Panomup
brnrapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIOTPEBA

PerucTpaunoneHn Ne 20250102

9. JIATA HA IIbPBO PA3ZPEINABAHE/TIOJHOBSBAHE
YIIOTPEBA

Hara Ha nmepBO paspewnaBane: 20-03-2025
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10. JATA HA AKTYAJ/IMZUPAHE HA TEKCTA

Maii, 2026 r.
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