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1. MME HA JEKAPCTBEHHS TPOJYKT  Kom ol D2 SO0/

CHUJIMMAPHH JIAHCOH 90 mg TBbpM Kancy.iu & 83,7 2 -09- 7025
SILYMARIN DANHSON 90 mg hard capsules g renneanes A i

2. KAYECTBEH 1 KOJIMMECTBEH CbCTAB

Beska 1 kancyna epabpika: 166,67 mg 041 TpbH, NPEYUCTEH U CTAHAAPTH3UPAH CYX eKCTpakT (24-27:1)
(Milk thistle dry extract, refined and standardised, DER 24-27:1), ekBuBaneHreH Ha 90 mg cuiuMapuH

(silymarin); eKcTpakLUMOHEH pa3TBOpHUTEN: aleToH 95 % 00./00.

3a CrMchKa Ha MOMOILIHHTE BellleCTBa, BUKTE To4Ka 6.1.

3. JJEKAPCTBEHA ®OPMA

TBbpaa kancyna.
TBbpau, UHITHHAPUYHH, KEJTATUHOBHU KarncyJiv pasmep 0, ¢ OpaHKeB UBST.
KancyaHOTO chabpKUMO NMpeacTaBisiBa KbJITEeHHKaBO-Kad B nmpax.

4. KNIMHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3aAHHA

e TOKCHYHHM yBpexIaHUs Ha YepHHUS Apo0:;
o Creato3a Ha yepHHs Apob (HeaJKOXO0JIHA K aJIKOXOJIHA);

« [lopabpkalio neyeHue Ha XpOHUYHH Bb3MNAJIUTETHH 3a001BaHKS HA YepHHS JIpo0;

e B xomrmiexcHa Tepanus Ha YepHOIpoOHa LIMPO3a;

« IlpodunakrTruka Ha yepHOAPOOHH YBpEKIAaHUA MPHU MPOIABDKUTEIEH MPUEM Ha JIeKapcTBa, aJIKOXO0J, MPH
XPOHUYHA HHTOKCUKALMA (B T.4. U NpodeCHOHAJIHA);

4.2 /103HpOBKA H HAYHH HA NPHJIOKEHHE

KHHC}’HHTE CC NNpHEMAT NEpOopaiHO € JOCTATHbYHO KOJTHHECTBO TEYHOCT.

Bb3pacTHH U geua Han 12-roauiiiHa Bb3pacT

JleueHHeTo Ha TEeXKKH YepHOAPOOHHU YBpEKAaHHUS 3aro4Ba ¢ 103a no | kancyna 3 nmbTH JIHEBHO.
[Ipy no-s1eku ¥ CpeHOTEKKH ClIy4Yau J03UpoBKaTa e no 1 kancyna 1-2 mbTH JHEBHO.

3a npo¢uIaKTHKa HAa XHMHYECKH MHTOKCHKALMU — |-2 KarcyJiu JHEBHO.

KypcbT Ha 1edyeHue npoIb/KaBa He 10-Majiko OT 3 Mecella.

Heua non 12-rojiMiliHa Bb3pacT
Hsama 1ocTtaThyHO KIMHMYHH JIAHHU 33 NPHI0KEHHETO MPH Jella.

4.3 IlporuBonoKa3aHus

= CBP'!:X'—[}/BCTBHTEHHGCT KbM dKTHBHOTO BCUICCTBO UJIH KbM HAKOE OT INOMOIIIHHUTE BE

T.0.1;
o Jleua noa 12-roauuiHa BB3pacT.
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4.4 ConenBajing npeaynpexacHas H NPEeANAIHA MEPKH NPH ynoTpeda

JleyeHuneTo ¢ TO3H NMPOAYKT HE MOXKE Aa 3aMECTH CMa3BaHETO HAa JAWETA M BB3IbPXKAHETO OT ynorpedaTa Ha
ATKOXOJI,

[Topanu Bb3MOXEH ecTpOreHonoo0eH edekT Ha CUIMMapHH € HeoOX0AUMO Zia Ce NpHiara ¢ BHUMaHHe NpH
MallUeHTH C XOPMOHAJHHM HapylIeHHs (EHAOMETpHO3a, MHOMA Ha MATKaTa, KAapUMHOM Ha IbpAara,

AHYHHIIMTE U MaTKaTa, KapUHHOM Ha MpocTararta).
ToBa nekapcTBO chABPkKA No-Manko OT 1 mmol HaTpwii (23 mg) Ha Kancyna, T.e. MOXKE Ja ce Kaxe, 4e

[MPakKTHYCCKH HE CbADbpP2Ka HﬂTpHﬁ.

4.5 BzaamopeiicTBHE ¢ JAPYrH JJeKAPCTBeHH NPOAYKTH H APYrH ¢opMH HA B3aHMOAeHCTBHE

(DEQMEKDQHHEIMHIIHH JCKAPDCTBEHH B3aUMOJIEHCTRHUS

CunuMapHMH He OKa3Ba CBUIECTBEHO BIMAHHE BLPXY dapMakOAUHAMHUKATA HA JIPYIMTE IeKapCTBa.
- Ilpy CBLBMECTHO MPHUICKEHHE HA CHIIHMAPHH W OPaJHH KOHTPAUENTHBHH NPOAYKTH, KOHTO Ce
M3IIOI3BAT TIPH €CTPOT€H-3aMECTHTEIHA TEPanus WiIH TaMOKCH(EH, € Bb3MOKHO HAMa/IIBaHe Ha edeKTuTe

Ha [TOCIIE€AHHTE.

QDapMaKOKHHETHYHH NEKAPCTBEHU B3aUMOAEHCTBHS
- CuniMapuH MOXe Ja 3acunu edekTHTe Ha TakKuMBa JIeKapcTBa Karo JAMa3eraM, aimpaionam,

KeTOKOHAa30J1, IOBaCTaTHH, aTOPBACTATHH, BUHOIACTHH B pe3yaTaT Ha HHXHOHpaLLOTO MYy AEHCTBHE BBPXY

CHCTEMAaTa Ha LUTOXpoM P450.
- PacTHTeTHHTE NPOAYKTH, CHOBPXKALLM CHUTUMAPUH, LIMPOKO CE€ U3MNOI3BAT KATO XENMATONPOTEKTOPH

€JHOBPEMEHHO ¢ LMTOCTATHLUM B OHKOJOrMYHAaTa npakTHKa. KJIHHUYHHTE TMpoy4YBaHHUA [1OKa3BaT
HE3HAYMTENIEH PUCK OT BB3MOKHH PapMakOKHHETHYHH B3aUMOAEHCTBHA HAa CHIMMAPHH KaTO HHXMOHTOp Ha
n3oeH3uMa CYP3A4 u UGTI A n usrocTaTHIid, KOUTO ca cyOCTpaTH Ha T€3H H30€H3UMH.

4.6 ©epTHIAHTET, OpEeMEHHOCT H KbPMeEHE

ExcnepuMeHTaTHUTE MPOYYBAHHA TMPH KUBOTHH HE TIOKA3BaT NPSKO WM HENpAKO BpeAHO Bb3IeiCTBHE
BLPXY OpeMeHHOCTTa, eMOPHOHANHOTO/(eTaTHO pa3BUTHE, PAKAAHETO WIM TOCTHATATHOTO pPa3BHTHE.
Knunuanure npoyuBaHisa 3a 6e30MacHOCTTa HA CHIMMAapHH INMpH OpeMeHHHU ca orpaHuyeHH. Ilo ppeme Ha
OpeMeHHOCT H B IIepHOAa Ha KbpPMEHE MOXKe Jia Ce Mpuiara no MeAMLHHCKH NOKAa3aHWd M aKo [OJI3aTa OT

JCHCHHETO C [TPOAYKTA HAAXBDBPJIA PHCKa 34 1L1044.

4.7 EdexTn BLpXy cnocobHOCTTA 32 modrpane H pabora ¢ MAIIHHNA

Cunnmapin JAHCOH 90 mg TtBBpaM kancynu He rnopinusBa crnocodbHocrTa 32 LiogupaHe u pabora c
MaLlHHH.

4.8 Hexenann JeKapCTBeHH peaKNHH

HexxenaHure neKkapcTBEHU peaklUMM ca KIacHPUUUPAHH MO CHCTEMO-OPraHHU KJIACOBE H B 3aBHCUMOCT OT
YeCTOTAaTa, KaTo Ce M3N0JI3Ba C/IeIHaTa KOHBeHUHA: MHOro yectH (>1/10), yectu (>1/100 go <1/10), HeuecTH
(>1/1 000 ao <1/100), peaxn (>1/10 000 no <1/1 000), muoro penku (<1/10 000), ¢ HeusBecTHa HecTOTa

(yecToTaTa He MOXKe Na 6be onpelie/ieHa OT HATHYHHTE JAHHM).

HEKHPCTEEHHHT NpOAYKT HMa .H.Oﬁpﬂ NOHOCHMOCT. Hexxenanu PCAKIIHH CEC HﬂGJ’IIO,I[EIBHT MHOI'C PAAKO H TC €4,
KaTO NpaBHIIO, JICKH U TNPEXOIHH.

Hapymenns Ha HMYHHATA CHCTEMa

MHoro peaxu KoxHn anepruynu peakuum (o6puBs, crpbex)




C Heu3BecTHA YECTOTA AHadunaKkTH4eH LIOK

Hapymenns Ha yXoTo H JJabHpHHTA

Penku 3acujiBaHe Ha ChILNCCTBYBALLH B&CTHS}’HHPHH HapYLUICHHA.

CTroMainHo-YpeBHH HAPYUIEHHA

Penxu Huapus B pe3y/ITaT Ha 3aciieHa QYHKLMS Ha YepeH aApod U XKITbYKA.

C Hen3BeCTHA YeCcTOTa ["aneHe, noBpbLUIaHEe, IUCTIENICHA, HAMAJIEH aneTHT, (GAaTYICHLHA.

CrobliapaHe Ha NOJO3MPAHH HEXETAHU PEAKLIHHU
Cpo0l1araHeTO Ha MOAO3HPAHU HEXENaHH peaklUMH cliel] pa3pellaBaHe 3a ynorpeba Ha JeKapCcTBEHHA

MNpOOYKT € Ba)XHO. ToBa mo3BonABa Ha NnpoAdb/IAKH NpoCcACAABAHCTO Ha CBOTHOHICHHCTO nonsa/ PHCK 3a
JCKAPCTBCHHUA TIPpOAOYKT. Ot MCIAHLHAHCKHTE CIICHHAIIHCTH CC H3UCKBa Na CLOGI]J,&B&T BCAKA IMMOJ03HpaHa

HeKelaHa peakLia vype3:
HzmrpiHUTEIHA areHIMs Mo NeKapcTBaTa
yil. ,,Jdaman I ' pyeB™ Ne 8§

1303 Codus

Tena.: +35928903417
yebcaiiT: www.bda.bg

4.9 IIpeaoznpane

CHMIITOMH

Hsama cvoblieHns 3a ciaydad Ha ripeo3vpaHe ¢bC CHITHMapHH.

JleyeHue
[Ipy HHUMASHTHO NMpHeMaHe Ha BHCOKAa 103a € HeoOXoauMo na ce npeau3BHKA NOBPLILAHE, Ja C€ HanpaBH
CTOMAllIH&Z MPOMHUBKA C MpPHEMaHe Ha aKTUBCH BBIVIEH U A C€ TMPWIOKHA CHUMIITOMATHYHO JIEUEHHE I1pH

HeoOXOIUMOCT.
5. ®APMAKOJOIHYHH CBOUCTBA

5.1 PapMaKkoJHHAMHYHH CBOHCTBA

DapMmakorepaneBTUuHa rpyna: JlekapcTBeHH NPOAYKTH 3a JIeYeHKMe Ha YepeH Apob, TUNOTPOITHH;
ATC xom: A0OSBAQ3

CunuMapHH ce OTHAacA KM Irpymnata Ha T. Hap. XenaTonpoTeKTHBHU JIEKAPCTBEHH cpelcTBa. ToH € cMec oOT
nonideHoNHM (NaBOHOMAN, HW3OJMpPAHW OT pacteHuero Silybum marianum. V3BecTHH ca 6 OCHOBHH
¢naBOHOIIMKAHU: CUWTUOMHHUH A M B, H30CWIIHOHHUMH A ¥ B, CUTMAMAHHH U CHTHKPHUCTHH.
MexaHM3MBT Ha JCHCTBHE € BCE Ollle HeZOCTATBhYHO M3ACHEH. YCTAHOBEHO €, Ye x AE
NEeHCTBHE HAa CHJIUMApHH C€ AB/DKH Ha KOMIIETHTHBHOTO B3aMMOJCHCTBHE C peLemdc 2ot
TOKCHHH B XEMaTOLIHTHaTa MeMOpaHa, KaTo 110 TO3H HadKH MpoABsiBa MeMOpaHoCTaF/ARR
CUiMMapHUH NpHTe:Kara MeTabOJNIMTHH U KIIeTbYHO-peryiupainy epekTr, Kato pe ‘i

Ha KJeTb4YHaTa MeMOpaHa, UHXHOHpa 5-TMNOOKCHIeHa3HHUA MMbT, 0OCOOeHO Ha NeBKATPRE
M ce CBbp3Ba CbC CBODOJHHMTE PEAKTUBHH KHCIOPOJHM pagvkaiv. CTUMYIHp
(CTPYKTYPHH U PYHKUMOHANHU) U POocPOIUNUAN B YBPEAEHUTE XENATOLUTH, KATO
pPEreHEPATUBHUTE TpouecH. JIeHCTBHETO Ha (QraBOHOMIMTE, KBM KOMTO NPHHAAJIERY
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Taka ¢e JBIKM Ha TEXHHTE aHTHOKCHAAHTHH U NoaoOpaBaliy MUKpOUMPKynauuaTa epekTH. KITMHHYHO Te3u
edrekTH ce u3pazseaT B nopodpeHune Ha cyOeKTHBHATa M OOEKTHBHA CHUMITTOMAaTHKa W HOPMAaJIM3UpaHe Ha
nokaszaTenure 3a (YHKUHOHAIHOTO CBCTOAHHE Ha 4epHHUs JApod (TpaHcaMMHasM, raMarnoOynuH,
ounnpy6uH). Tosa Boau Ao noaobpsABaHe Ha OOIOTO ChCTOAHHE, HAMANSBAHE HA OIUTAKBAHMUATA, CEBP3aHH C
XpaHOCMIJIAHETO, a MPH MMalUHeHTH C HAaMaleHO YCBOsSBaHEe Ha XpaHaTta BCJAECACTBHE Ha 4YepHOAPOOHO
3a00NnsaBaHe BOAH A0 NoaoOpABaHe Ha aneTHTa U YBEJIM4aBaHE Ha TETIOTO.

5.2 ®apMaKoOKHHEeTHYHH CBOHCTBA

Pezopbiius
Crnen nepopaiHO MPUIICKEHUE CWIMMApHH ce pe3opOupa HEMbIHO B CTOMAILHO-YpPEeBHHUA TpakT (zo 23-
47%). Iluxk Ha nnasMeHaTa KOHUEHTpalus ce gocTthra Ha 4-6 4yac chnej MepopajHO NPHIOKEHHE B

eJHOKpaTHa fo3a. [lonara ce Ha eHTepoxXenaTanHa UUpKYJIaluA.

PaznpegeneHue
Mo-ronsMara yacT oT cuiMOHHEH (75%) B nnasmaTta € B KoHiorupana dopma. IMpu uscneapanus ¢ '“C

Oens3aH cHIMOMHKH, HaH-BUCOKM KOHLIEHTPALIHM C€ YCTAHOBABAT B depHUA apob, Oenusa npod, ctomaxa M
MaHKpeaca U ChbBCEM HE3HAYHMTENIHH KOJIHYECTBA B OBOpeLMTe, CHPUETO H APYFH opraHd. KOHLIEHTpanuaTa B
A1byKaTa € okono 100 meTy mo-rofisiMa OT Tasd B IL1a3MaTa U HAW-BHCOKMTE H CTOHHOCTH Ce JOCTHUraT cliel

2-9 yaca.

MeTtabonussm
MeTrabonu3upa ce B udepHHA Opo0 4pe3 KOHIOrauusa CbC Cyngard M [NIIOKYpPOHOBAa kucenuwHa. Karo

MeTabOJIHTH B JKJIBMKATA ¢a OTKPHUTH NTHOKYPOHHIU H CYAQAaTH.

Exckperug
Bpemero Ha moayxuBoT € 6 h. Exckperupa ce rmaBHO upes »rp4ukara (oxkono 80%) non ¢opmara Ha

[TIIOKYPOHUAY U cyndaTH U B HE3HAUKMTENHA cTeneH (okosio 5%) upe3 ypHHara.

5.3 lIpeaxnHHRYMHEN JaHHH 32 fe3onacHOCT

CHUnHMapHH ce OTHAacA KbM BELIECTBATA ¢ MHOIO HHCKA TOKCUUHOCT.

[lpeaknMHMYMHHATE JOaHHW HE TMNOKa3paT ocobeH pHCK 3a Xopa Ha 0Oazata Ha KOHBELUHOHAHUTE
(papMakonOrMUHH  Npoy4yBaHMA 3a  0e30macHOCT, TOKCHYHOCT, TpH MHOIOKpaTHO INpHiaraHe,
¢ HOTOKCHYHOCT, KAPLHHOI€HEH NOTEHLUHAN, peNpoAyKTUBHA TOKCHYHOCT U TOKCHYHOCT 32 pa3BUTHETO.,

6. PAPMAIIEBTHYHH JAHHH

6.1 CnHCBHLK HA NOMOIIHHETE BeHleCcTBA

KancyiaHo ceabppXKHMO:
ManuTton

CunuuMes IMOKCHI, KOJOUAEH, O€3BOEH
Hatpuer HulllecTeH raMkonar (tun A)
Hutecte, npexkenarHHH3IUPaHO

MarHe3ueB creapat

Kancyna:
KenaTuH

KeneseH OKCHUJ KBJIIT
/KenezeH OKCHI HEPBCH

6.2 HecLBMEeCTHMOCTH

Henpuaoxumo.
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6.3 Cpok Ha roaHOCT

3 rOAMHHU.

6.4 CnenaaIRH YCJIOBHA HA ChXPAHEBHE

[1pu Temniepatypa noa 25° C, B OpUruHaNHaTa KapTOHEHA KyTH4, 3a J1a ce NPeana3d OT CBETJIMHA.

6.5 Baa u cpabpKkaHHe HA OMAKOBKATA

[To 10 6pos kancyau ca onakoeaHu B Onuctep oT Oe3nBeTHO, nMpo3payHo PVC/ anymunuero donuo; 3 6pos
onucrepa (30 Kancynu) B KApTOHEHA KYTHA, 3a€/IHO C JIMCTOBKA: HHGOpMaLMA 3a noTpeburens.

6.6 Cnensaay zpeAna3iuy MepKH NPH H3XBBpJadHE H paboTa

Hama cneluanHy U3UCKBAHUA NIPHU U3XBLPIISHE.

7. IIPHTEXATE.I HA PA3SPEILLIEHHETO 3A YIIOTPEBA
HAHCOH-BI" OO/

yia. "Orew Ilaucuii” Ne 26

2400 rp. PapoMup
buarapus

8. HOMEP(A) HA PAZPELHIEHHUETO 3A YIIOTPEBA

PerucrpauporeH Ne 20250101

9. JATA HA IIbPBO PA3PEIMABAHEAIOJHOBIBAHE HA PA3PEHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha mbpBO pazpemaBane: 20-03-2025

10. JATA HA AKTYA/IM3ZUPAHE HA TEKCTA

ABrycr, 2025 .




