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KuM Poz. Ne E‘z 9L -0/‘9/ ...........................

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

CUJINMMAPHUH JAHCOH 90 mg TBLpau xancynu
SILYMARIN DANHSON 90 mg hard capsules

2. KAYECTBEH U KOJIMMECTBEH CBCTAB

Bceska 1 kancyna ceappixa: 166,67 mg 641 TphH, IPEeUUCTEH U CTAHAAPTU3HPAH CYX ekeTpakT (24-27:1) -
(Milk thistle dry extract, refined and standardised, DER 24-27:1), ekBuBaneHTeH Ha 90 mg cuimumMapuH
(silymarin); eKCTpaKIHOHEH Pa3TBOPHUTEN: alleToH 95 % 06./06.

3a cNUCBHKa Ha NOMOILHHTE BelleCTBa, BIUKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Tebvpaa kancyna.
TeBpan, UUIHHAPUUHMY, JKENATHHOBH Kancynu pasmep 0, c opaHixeB LBAT.
KancynHOTO ChABPAKUMO NMPENCTABRIABA XKBJITEHHKABO-Kad B npax.

4. KJIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aHHA

o ToKcHYHH yBpeXAaHUA Ha YepHUs npod;

« Crearo3a Ha 4epHHA Apob (HeaNKOXONHA M AJIKOXOJIHA);

o [lloaabpikaio neveHUue Ha XpOHWYHY BBAIANNTEIHM 3a0019BaHUA Ha YepHHs ApoD,
» B xomruexcHa tepanus Ha yepHogpobHa UHpo3a;

o IIpodnnakruxa Ha YepHOAPOOHHM YBpeXKIaHUA NIPH NPOABI/DKHTENIEH NPHEM Ha JIeKapcTBa, aJIKOXo:, IPH
XpOHWYHAa HHTOKCHUKALMA (B T.4. U TpodeCHOHANIHAY;

4.2 /1o3MpoOBKA H HAYMHH HA MPHJIOKEHHE

KﬂHC}’J’IHTC CC NMpHEMaT NepopajHo € JOCTATBYHO KOJTHYECTBO TEHHOCT.

BoapacTHu ¥ geua Haj | 2-rouiiiHa Bb3pacT
JleyeHHETO Ha TeXKH YepHOAPOOHH YBpeKIaHUA 3aMnoyvBa ¢ 103a 1o 1 kancynia 3 mbTH AHEBHO.

ITpu no-nexu ¥ cpeaHOTEXKH CIIyHaH fo3upoeKkara e no 1 kancyna 1-2 mbTy AHEBHO.
3a npodunakTika Ha XUMHHECKH UHTOKCHKALIUK — 1-2 Kancy/iM JHEBHO.
KypchT Ha NeueHne NpoaRKaBa He N0-MaIKO OT 3 Mecela.

Jeua noa 12-roaumnHa Bu3pacT

HsmMa noctaTh4HO KJIMHHYHH OaHHH 3a NPHUIOXKCHHUETO TIPH Z€LA.

4.3 IIporuBonoka3zaHusd

o CBpBXUYBCTBUTENHOCT KBM aKTHBHOTO BELLUECTBO WIM KbM HAKOE OT MOMOLIHHTE Bellec
T. 6.1;
» Jleua noa 12-roguuiHa BB3pacT.




4.4 CneniHaIHN NpeaAynpeKIeHHN H NpeANa3HA MEPKH NPH ynoTpeda

JIeyeHHeTo ¢ TO3M MPOAYKT HE MOXKE 14 3aMECTH CNa3BaHCTO Ha AHCTa H Bb3ABPKAHCTO OT }'T[OTPESHTEI HA
ATKOXO0J1.

[opanu BB3MOXKEH ecTporeHonoaobeH edekT Ha CHIMMapHH € HEOOXOAHMO J1a C€ HpHJara ¢ BHUMaHHE TIPH
MAMEHTH C XOPMOHAIHHM HapylleHus (CHOOMETPHO3a, MHOMA HA MaTKaTa, KAapLUUHOM Ha TbpHaTa,
AHYHHLMTE B MaTKaTa, KAPLIMHOM Ha MpoCTaTaTa).

ToBa nekapcTBO chabpka Mo-mManko oT 1 mmol Hatpuit (23 mg) Ha Kancyna, T.€. MOXKE Ja ce Kaxke, Ye
NMPaKTHYECKH HE ChAbpPXKA HATPHH.

4.5 BzanmMoneiicTBHE ¢ JPYIH JeKAPCTBeHH NPOAYKTH U Apyr# ¢opMH Ha B3anNMOJEeHCTBHE

QapMaKoaHHAMHYHH JIEKAPCTBEHN B3aHMOIEHCTBHA

CWIMMapHH He 0Ka3Ba ChLIECTBEHO BIHAHUE BBPXY (DapMakoJHHAMMKATA HA APYTHTE JIEKapCTBa.

- [Ipy cHBMECTHO NpWIOKEHHEe HAa CHWJIMMAPUH H OpPallHH KOHTPAaLUENTHBHH TMPOIYKTH, KOHTO ce
H3MOA3BAT NPH eCTPOreH-3aMecTUTENHa TEPaNus MM TAMOKCH(EH, € Bb3MOXKHO HAMANABaHE Ha edeKTHTe

Ha MNOCJICIAHHUTC.

®apMaKOKHHETHUYHH JIEKapCTBEHH B3aUMOJECHCTBHA

- CunuMapvH MoO)e [a 3achnu edekTHTe Ha TakMBa JIeKapCTBa KaTO [MasernaMm, ajmpasofam,
KETOKOHA30J1, JOBACTATHH, aTOPBaCTaTHH, BUHONMACTHH B PE3YATAT HAa MHXHOMpALOTO My ACHCTBHE BBHPXY
CHUCTeMaTa Ha uMToxpom P450.

- PacTUTENHHTE APOAYKTH, ChbABPXAILH CHIHMAPHH, WIHPOKO €€ H3MOA3BAT KATO XEMaTONPOTEKTOPH
€[HOBPEMEHHO € LIMTOCTATHIA B OHKONIOFMYHaTa npakThKa. KJIMHMYHMTE NpPOY4YBaHHMA FOKasBar
HE3HAYMTENIEH PHCK OT BB3MOXKHH (HapMaKOKHHETHYHH B3aUMOIEHCTBHA Ha CWIMMAapHH KaTo HHXHOHTOD Ha
nzoeH3uMa CYP3A4 u UGT1A ¥ uMTOCTAaTHLIM, KOUTO ca cybCcTpaTH Ha TE3H H30€H3UMU.

4.6 ®epTanTeT, 6pEMEHHOCT H KbPMEHE

ExcnepyMeHTaTHUTE NPOYYBaHMs NpPH XUBOTHH He NOKAa3BaT MNpPAKO WIH HENPAKO BPERHO Bb3REHCTBHE
BEpXY OpeMeHHOCTTa, eMOpUHOHATHOTO/(eTalHO pa3sBUTHE, PAKIAHETO WIM MMOCTHATAJHOTO DPa3BUTHE.
KnuHuuHUTE npoyuBaHMs 3a 6e30macHOCTTa Ha CMIMMapHH NpH OpeMeHHU ca orpaHudcHH. [lo Bpeme Ha
6peMeHHOCT U B MepHoa Ha KbPMEHe MOXe Ja Ce Npujara rno MeIMLUMHCKM MOoKa3aHHsA M aKko fojsara ot
JleYeHHETO C MPOAYKTa HaAXBBLPJIA PUCKA 3a IJI0JA.

4.7 EdexTr BBpXY cnocobnocTra 32 modupane H pabora ¢ MAIINHA
Cunumapud JIAHCOH 90 mg TBbpaM kancysiH He MOBIWABA crnocobHocrTa 3a modupaHe W pabota ¢
MAaLlWHHU,

4.8 Hexxes1aHH IeKAPCTBEHH PeaKUHH

HexxenaHHTe J€KapCTBEHH peakUMy ca KiacupHLMpaHu MO CUCTEMO-OPraHHK K1acoBe H B 3aBUCHMOCT OT |
4YEeCTOTATA, KATO Ce M3MOJI3Ba CleaHaTa KOHBeHLHA: MHOro YectH (>1/10), uect (>1/100 no <1/10), HeyecTH
(>1/1 000 mo <1/100), peaxu (>1/10 000 xo <1/1 000), muoro peaxu (<1/10 000), ¢ HeM3BecTHa HecTOTa
(yecToTaTa He MOXKe J1a 6bJle OnpeAeeHa OT HAIMYHHTE JJaHHH).

HeKEpCTBEHHHT IIPOAYKT UMa ,uoﬁpa noHocuMocT. Hexxenanu PE€AKLIHH CC HabNJaraT MHOTO PAOKO U TEC Ca,
KaTo NpaBWIO, JICKH U NNPCXOJHH.

Hﬂp_ﬂ]]ﬁlll!ﬂ Ha HMYBHATA CHCTEMA

Muoro peaku Koxuu anepriuyny peakinn (o6pus, crpbex)
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C HEW3BECTHA YECTOTA AHadunakTUYEH 10K

Hapymerus HA yX0T0 H Ja0OHPHHTA

Penkwu 3acuiBaHe Ha CBIIECTBYBALUK BECTHOYAAPHU HapYLUEHHA.

Cromamno-4peBHH HAPYIICHAA

Penku Huapuys B pe3yaTaT Ha 3acuiieHa QyHKUHA Ha YepeH Apod H HIbuKa.

C HeH3BeCTHA YeCTOoTa ["aneHe, noBpbllaHe, AUCNIETICHA, HAMAJIEH aneTHT, (IaTyICHLIMA.

CrobliaBane Ha NOJ03MPAHU HEXKEJIAHW PEaKLIUH
CrofmaBaHeTo Ha MOJO3MPAHH HeXXeJaHH peaklUWH ciej paspelllaBaHe 3a ynorpeba Ha JeKapCTBEHUS

NPpOAYKT € BakHO. ToBa MO3BONAABA [a NPOALIDKH NPOCNEAABaHETO HA CHLOTHOLUEHHETO NOJA3a/PHCK 3a
nexapcTBeHHA npoaykT. OT MEQULMHCKHUTE CNEeLWATIMCTH Ce€ M3MCKBa Ja C¢hOoOLlaBaT BCAKA NOAO3MpaHa
HEXKETaHA peaKilus Ypes:

H3nbnyuTeNiHa areHi|d Mo JEKapcTBara

yn. ,,JJaman I'pyep® Ne 8

1303 Cogus

Tel.: +35928903417

yebcaiT: www.bda.bg

4.9 Tlpexo3zupane

CuMnoToMH
Hsama crobuieHns 3a cnydau Ha [Ipefo3NpaHe ChC CUIMMapHH.

JleyeHue

[Ipy MHLUMAEHTHO NpYeMaHe Ha BUCOKA 033 € HeoOX0AUMO Ja c€ NMpeau3BHKa MOBpbIAHe, Ja ¢e HanpaBH
CTOMallHa NPOMHBKA C NMPHEMAHE Ha AKTUBEH BBIVIEH H Aa C€ NPWIOXKH CHMITOMATHYHO JIEYEHHE TNpH
HeO0OXOOUMOCT.

5. @APMAKOJOI'MUYHM CBOUCTRBA

3.1 ®PapmMaxoqHHAMHYHH CBOHCTBA

(PapmakoTepaneBTHYHa rpyna; JlekapcTBeHH NPOAYKTH 3a JeYeHHe Ha YepeH Apob, MTUNMOTPONHH;
ATC xon: A0SBAO3

CunuMapHH ce OTHacs KbM rpyrnara Ha T. Hap. XenaronpoTeKTHBHYU JIeKapCTBEHH CpeacTBa. 1ol € cMec oT
nOANGPEHONHN (QIaBOHOMAM, H30NIHpPAaHH OT pacTeHueTo Silybum marianum. HU3BecTHH ca 6 OCHOBHHM
(IaBOHOITHKAHM: CWIHOMHHH A ¥ B, n3ocunubuunH A ¥ B, cHIMAKMaHUH H CHIMKPUCTHH.

MexaHU3MBT Ha JeHCTBHE € BCE OLIE HEAOCTATHMHO M3ACHEH. YCTAHOBEHO €, Ye XENaTONPoPCKTURNQTO
AcficTBUE HAa CWIKMApHH CE€ ABJDKH Ha KOMIIETHTHBHOTO B3aWMOACHCTBHE C pPELEITTOp / WBON
TOKCHHH B X€MaTOUUTHaTa MeMOpaHa, KaTo o TO3H HaYKH MposBsiBa MeMOpaHocTabHIH} ﬂ(: o AehcTEng Yy
CunuMapyH fipuTeKaBa MeTaOONIMTHH U KIETBUHO-peryaupaniu edexru, KaTo perysk ;,g-@" ML
Ha KneTb4YHaTa MmeMOpaHa, HHXUOHPA S-TMNOOKCUreHazHus BT, OCOOEHO Ha IEBKOTPHS i H A
H C€ CBbp3Ba ChHC CBOCOAHMTE pEAKTUBHM KHUCIOpPOAHH panukamd. Ctumynupa cHifese
(CTPYKTYpHH M QYHKLMOHATHH) W GOCcHONUNUIN B YBpeAECHHTE XENATOLMTH, KaTO Mo TYGE
pereHepaTHBHUTE npotieck. MelicTBuero Ha (IaBOHOMAUTE, KBM KOMTO npuﬂamemu
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TAKa c€ ObJIXKU Ha TEXHUTE aHTUOKCHAAHTHH U NOROOpABall MMUKPOLIMPKYTaLMATa epexTH. KIIMHHYHO Te3n |
edexTn ce uzpasaear B nogobpeHne Ha cybekrvBHaTa W 0OEKTHBHA CHMNTOMATHKA M HOpPMalNM3HpaHe Ha
nokasaTejMTe 3a (YHKUMOHATHOTO CBCTOAHWE Ha uepHHs fApo® (TpaHcamMMHa3H, TraMariaoOyiuH,
6uwmpyouH). Toea Boau 10 noaodpsiBaHe Ha OOLIOTO CHCTOAHUE, HAMANIABAHE HA OIUIAKBAHWATA, CBbP3aHH C
XpaHOCMHJIAHETO, a TPH MALMeHTH ¢ HaMaleHO YCBOSBAHE HA XpaHara BCNIEJCTBHE Ha 4ePHOAPOOHO
3abonsgBaHe BOOH A0 NOJ0OpABaHE HAa ANIETHTA U YBEIMYABAHE Ha TETJIOTO.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Pe3opbuius

Cnea nepopaiHo NPHUIOKEHHE CHIMMAapHH ce pe3opbupa HEMBIHO B CTOMALIHO-YPEBHHMA TPAaKT (10 23-
47%). Mk Ha nnasMeHara KOHLEHTpaLWsa ce JocTura Ha 4-6 yac cnel NepopalHO NPMUIIOKEHHE B
eIHOKpaTHa Ao3a. [loanara ce Ha eHTepoxenaTaiHa LMpKyaaLus-.

Paznpenenenue
I[To-rongMara uact ot cuwiMbunuH (75%) B rutasmara e B KoHiorupada ¢opma. Ilpu uscnensanus ¢ C

fenssadH CHWIMOMHHH, Hal-BHCOKH KOHLEHTPALUMWH Ce€ YCTAHOBABAT B YEpHHUA Apod, benua apod, ctomaxa v
naHKpeaca U ChBCEM HE3HAUWUTEJIHM KOJTHUYECTRA B 6v6peumre, CHPLETO H APYrH opraHy. KoHlieHTpaLusTa B
sKITBUKaTa e okono 100 mpTH NoO-ronsMa OT Ta3U B IU1a3MaTa U Hai-BUCOKHUTE M CTOMHOCTH C€ OOCTHraT cliel

2-9 yaca.

Merabonusbm
MeTabonusnpa ce B uepHus Opol upe3 KOHKrauua cbe cyadar¥ U IMOKYpoHoBa KHcenuHa. Karto

MeTabOJIHTH B 3KTHUKATA Ca OTKPHTH TIIIOKYPOHHAM U CyndaTy.

Exckpenus
BpemeTro Ha moayxueot ¢ 6 h. Ekckperupa ce rnaBHo upes »xipukara (oxono 80%) moa dopmara Ha
rIOKYPOHHIN H CyNdaTH U B HE3HAUMTENHA cTeneH (okono 5%) upe3 ypuHara.

5.3 IlpeaxnuaHEYHER JadHH 32 6e3omacHOCT

Cui¥MapHH ¢e OTHACA KbM BeLlecTBaTa ¢ MHOIO HUCKA TOKCHYHOCT.

[MpeaxiHHUYHUTE AaHHH He mnokasBaT ocofeH pHek 3a Xopa Ha 6aszata Ha KOHBELUHOHATHHTE
$hapMakoNOrHYHKM  MpOYYBaHHA 3a OE30MACHOCT, TOKCHYHOCT, NPH MHOFOKPAaTHO MPHIAraxe,
reHOTOKCHYHOCT, KAPLIMHOTEHER NOTEHUHA1, PENPOAYKTHBHA TOKCHYHOCT K TOKCHYHOCT 32 Pa3BHTHETO.

6. ®APMAIIEBTUYHM JAHHU

6.1 CnuchK HA NOMOIHEATE BEIECTBA

KancynHo cbABPHUMO:
MaHuTon

Cuinuyes JHOKCH, KOJlonaeH, 6€3BoeH
Harpuer HuwecTen rnukonar (tun A)
Humecre, npexxenaTMHU3IUPAHO
MarHe3neB cTeapar

Kancyna:

Kenatun

XKeneseH OKCUT XKBIIT
JKeneseH okcua yepBeH

6.2 HecbBMeCTHMOCTH

Henpunoxxumo.

Tmal S . .




6.3 Cpoxk na roanoct

2 TOOMHH.

6.4 Cnenua/THH YCJIOBHSA HA CHXPAHEHHE

[Ipy Temneparypa nox 25° C, B opuruHanHaTa KapTOHEHa KyTH4, 3a Jia Ce Npeanasy oT CBETIHHA.

6.5 Baa 4 ¢chabpKaHHE HA ONAKOBKATA

1o 10 Oposa kancynu ca onakosaHH B Osiuctep ot 6e3useTHE, npo3pauno PVC/ anymuHueBo gonmo; 3 6pos
omuctepa (30 KancynK) B KAPTOHEHA KyTHA, 3aeHO C JIMCTOBKA: HH$OpMaLuMs 3a norpedutens.

6.6 CnennajHu npeana3sHH MEPKH NPH H3XBLPJIsHe H paboTa

Hsama cmenyanHy U3UCKBaHKA NPH U3XBBHPJISHE.

7. NMPUTEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA
AJAHCOH-BI' OO
yn. ”Oren [Tancuit” Ne 26

2400 rp. Pagomup
bbarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

PeructpauuoneH Ne

9. JATA HA IIbPBO PA3ZPEIIABAHEMIOIHOBABAHE HA PA3ZPEIIEHHETO 3A
YIIOTPEBA

HET& HAa ITBPBC pa3pCllaBaHe.

10. JATA HA AKTYA/IU3IHPAHE HA TEKCTA




