KPATKA XAPAKTEPHCTHKA HA TTIPOAYKTA

1. FIME HA JEKAPCTBEHHS IPOYKT TUaTLIHATERHA ATEHUMS N0 NEKAPCTBATA
- Jleranoxn 140 mg TBHPAM KANUCYAH KpamKa XapaKxmepucmuxa #a npogy m; " punoseie T |
| T T 88000C ..o
Legalon 140 mg capsules hard | /7 J’ / ﬁ"* €7 252/
, - ) Pagpewwenuo E ....................... S 4 vaseramssssrsonsersanes
2. KAYECTBEH ¥ KOJIHMECTBEH CBbCTAB "
- - _ | | OQOBPOHUA NE «..vvesevsrarssrirsacsinns Y 'Zm
1 Kancyna CpIBPKa AKTHBHOTO BEIMECTBO:. | - o Zem e s

173,0 - 186.7 mg Gan TPBH, cyx padHHUpPAH ¥ CTaHRPTH3HPAH EKCTPAKT 36-44:1 (Silybi mariani extractum
siccum raffinatum et normatum), oTroBapAn Ha 108 mg CHIHMApHH (HPLC), otroBapam Ha 140 mg
crmamapuH (DNPH), kankyInpaH KaTo CHIHOMHHH, (ExcTpaxmpal aresT: erwianerar >98% - 0OeMHH)

34 CIHCHKA Ha TIOMOUIHITE BEIIecTBa B, Touka 6.1, |

3. JEKAPCTBEHA ®OPMA
TBEpAM KallCyJIH

4. KIHHAYHA JAHHHA

4.1. TepaneBTHYHH nona_sﬁunn

32 MONNLEKALNO JeUeHWe B CAYYad HA XPOHWYHH BEINATHTEIHU 3a00onABaHMA HA YEPHHA APOD
JepHOAPOOHa LHPO3a M NMPH TOKCHIHH qepHOAPOSHH yBpEXKAAHHA (NPESAWIBHKAHH OT OTPOEH, 3acATAH

depHus Apod).

T03H NEKAPCTBEH MPOAYKT HE € MOAXOAAI] 32 JICUCHHE Ha OCTPH OTPABAHHA.
4.2. Jo3zHpoBKa H HAYHH HR DPHIOKEHNE

TIpu BE3pacTHH | Aena Hal 12 ropuum: 1 karcyna 3 MBTH IHeBHo, oTrosapamo Ha 324 mg (HPLC) unm 420
mg (DNPH) cHmiMapiH JHEBHO. .

Hauun na npuemane .

Kancymure Tpa6Ba na ce rRITAT HElH, HeCABBKaHH, C JOCTaTHYHO KOMMYECTBO TETHOCT.
T[IpoIsIHKHTETHOCTTA HA ICUSHHS Ce peiiasa OT Jekap.

4.3, ITpoTuBONOKA3AHMSA -

B AHCTOBKATA NALTHEHTHTe ce HHGOpMUPAT 38 CIEAHOTO!
Jleranor 140 He Tpa6Ba ja ce MpHiara B cIyva# Ha CBPBXTYBCTBHTENHOCT KbM INOAOBCTE Ha OenuA TPHH,
ApYrH pacTeHHs OT CNOKHONBETHN WIX KBM HAKOS 0T OMOIIHHTE BEILECTBa.

4.4, Cnenyaann npenynpemeunn'ﬁ npennaann MepKH npn ynorpeba

B nucToBKaTa MALMEHTHTS C€ HHPOPMHPAT 32 CIGNHOTO: | o
JleyenueTo ¢ TO3HM MPOAYKT HE CHAYXH Karo 3aMeCTHTEN Ha BB3ABPKAHKCTO B ciiyqail Ha YepHoOAPOGHO
YBpeXKAaHE (Hanp. oT alKkoXom). - |

[Tpy nposABeHa XBATSHHOA (CBETNIO- NO TBMHOXEITO OUBCTABAHE Ha KOXKATa, TIOXKHITABAHE Ha OYHTE)
TprOBa na 6Bae NOTHPCEH NEKap.

3a IPWIONEHHETO NPH Ael@ HAMA AOCTATHIRO JAHHM. Tlopanu ToBa Jlerasnon 140 He TpsOsa fa ce mpunara

npu zena noA 12 ronunu!

4.5. BaanmopeilicTBHe ¢ APYTH nmapcl"nenu NPOAYKTH R APYTH HopMH Ha p3auMoelicTBEe |

e

He ca n3pecTHH



4.6. epTuanTeT, SpeMEHHOCT B KbPMEHe

Jleranon 140 mg He Tpa6Ba a ce npHiara NpH GpeMeHHK H KbPMaYKU TIOPAIH TOBA, e HAMA AOCTATHIHO
JAaHHH, |

4.7. EdexTu BpXy cn0COGHOCTTA 32 l'noi]mpaue H paGoTa ¢ MATIHHH
HaMar mpakTH9eCKo 3HAYCHHE.
4.8. HexkeIanH JeKapPCTBEHH PEAKIMH

3a OLCHKA HA HEXXENAHATE JeKapCTBEHH PEaKiliH Ce H3MON3Ba CeAHATa HHpOpMallid 3a 1eCTOTa:

Muoro gecTi: 21/10 naupenTs

Yecrn: 21/100 - < 1/10 naupenTn

He yecrn: >1/1 000 - < 1/100 naupesTH

Penxcu: =1/10 000 - < 1/1 000 naumeHTH

Muoro peaku: < 1/10 000 naumenTH, B TOBa YHMCI0 H €THHHIHN CITyYad

B pemxd ciydad ca HamopAaBaHW -CTOMAWIHO-YPEBHH CMYIIEHWA, KaTO HAnpUMeEP JICKO cnabuTenno
pelictare. MHEOrO PAAKO MOTAT 2 HACTHINAT POAKIMH Ha CBPLXIYBCTBHTENHOCT, KATO QGPHEB WK 33TYX.

CrobiaBaHe Ha NONO3YPAHN HEXETAHH PeakIlHH

Cro6mAaBaHeTo HA MOAO3MPAHH HEXEIAHH DEAKIWH Clef paspellaBaHe 3a ynoTpeda HA JIeKapCTBCHHA
nponykr ¢ BaxkHo. ToBa mo3BondBa Aa MPOXBIDKH HaGIIONEHHETO HA CHOTHOICHHETO non3a/pHcK 3a
fieKapcTBeHs MPOAYKT. OT MEAIMHCKATE CTICUHATHCTH Ce H3HCKBA Jia choOIIABAT BCAKA MOAO3NpPAHA
HEeXENaHA PeaKIHa upe3 HAUMOHANHATA CHCTEMA 3a ChOOImABaHe:

VI3IBIIHATENHA areHIpA 110 JeKapeTBaTa
yn. Jdaman I'pyes” Ne 8

1303 Copma

Ten.: +359 2 8903417

Vebeaiir: www.bda.bg

4.9. IIpenosnpaHe

Belle3sn ¥ CHMITOMH HAa OTpaBiHE Aocera He ca HabmonasaHd, HexenaHwTe peakipy, ONMCAHH M0-Tope

moraT Ja OpaT 3aciIcHH.
Hama cnenudvden antaaot. [IpenopruBar ¢& CHMITTOMATHYHE MCDKH aKo © HeoOxoaumMo.

5. DPAPMAKOJOTHYHH CBOMCTBA
5.1. PapmMaxoIHHAMUHYHH CBOHCTEA

(apMakoTepaneBTHYHA rpyna; JlekapCTBeHH NPOAYKTH 3a JIEUeHHe Ha HepeH Apod.
ATC xon AOSBA | | |
ANTATOKCHYHOTO AelicTBME HA CIHJIMMApKHa ¢ AEMOHCIpMpAHO NpW ONWTH C XKWBOTHH NpH MHEOroGpoliEy
MOZIEJIM HA YepHOXPOOHO YBpesKIaHe, Hamlp. C ANKAIOHAH Ha 3€lN€HaTa MyXOMOpDKa (Amanita bulbosa) -
baNTONIMH H aMaHWTHH, ¢ JAHTAHWAH, BHIVICPOZCH TETPAXIophi,  TaNakTO3aMHH, THOAUCTaMHH H
XeraToToxcHInHa xabemky papyc FV3. |

TepanesTHUHOTO JelicTBHE HA CHIHMAapHHAa MOXE Ja ce obgcHu ¢ pakTa, 9e HMA HAKOJIKO MECTa HIIH
MEXeHI3ZMH Ha aeiicTeye:

[Mopamy CHAHATA CH CBBP3BAINA CHAA, CHIMMApPHHBET NPHTSXKaBa AHTHTICPOKCHIAHTHA aKTHBHOCT.
[laTodbu3HONOrHYHHAT NPONEC Ha MEPOKCHAAUMA Ha JIMIMAWTE, KOHTO € MpHiNHA 33 pa3kbCBAHO Ha
KIeThYIHATe MeMOpaHH, ¢& NPeKBeBa WIH MpeAoTBpaTsasa, Helo nosede - B uepHOAPOOHHTE KIEeTKH, KOHTO
~ ca Owin Bede yBpe/ieHH, CHIHMApHHET CTHMYHpa CHHTE3aTa Ha MPOTEHH H HOPMATA3HPA tbochonmuIHIA
MeTabonu3eM. LIAMOCTHHAT pe3ymTaT €, Y€ KIeThUHHTe MEeMOpaHH ce crabunusupaT u 34 T-‘E] 3

pasTnopeI-mTe B KIIETKAaTa ChCTABKH (Ha.l'lp. TpchaMI[Haam) oT ‘IﬁpHOI[pDﬁHHTe KJICTKH € &‘ I!"i qape
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CHAMMapHHBT OTPaHHYaBA JOCTHNA [0 KICTKHTE HA HAKOH XEMarOTOKCHIHH cy6cTaHiK (TOKCHIHHTE
BELIECTBA Ha OTPOBHUTE MbOH). | | |

VBeMYABaHETO Ha MPOTEHHOBATA CHHTE3a OT CHIMMapHHa ¢¢ ARIKH Ha CTHMY/HMpaHe Ha akTHBHOCTTA Ha
PHK-nonemepasa I, ensim, xofito ce Ramupa B stapoto. Toa BoiM 1o MoBMmeHo 00pasyBane Ha pubolomHa
PHK u mopaid TOBa C€ CHHTE3HpaT B NO-TONSAMO KOAHYECTBO CTPYKTYPHH H GyHKIHOHAIHN TIPOTEHHH.
PeaynTareT e HapacTBaHe Ha Bh3CTAHOBHTENHATA CIIOCOGHOCT H pEreHcPaTUBHNTE CHJIH Ha YepHHA
apo6. - .

5.2. PapMaKOKHHETHYHH ¢BOHCTBA

['TaBHATA CHCTABKA HA CHNMMApHHA ¢ CUIHOHANH. KUIMHIMHATE K3CTIEABAHMA [OKA3Bar, e cnen

abcopbLmATa My B XPaHOCMMJIATSNHMA TPakT, TOM Ce eKCKpeTHpa IIIaBHO Ypes HUTBHKATA (>80% ot
abcopOHpPAHOTO KOJNIHYECTRO). |

Karo MeTaboTMTH B THUKATA CA OWIM OTKDHTH INIokopoHoMzM ¥ cyndard. llpenponara ce, w4e
CHNHOGMHHHEBT ce peaGcopBnpa cnef ACKOHIOTALMA H NOMaja B eHTepOXenaralHud Kpbl, KaKTO © Omwo

JEMOHCTPHpAHO NpH eKCTIEpHMEHTANHH KHBOTHH. Kakro 61 MOINO na ce 04akBa OT npeobnagapamoTo |

eNMMVHMpaHE Ypes KITbUKaTa (MACTO He geticTane - ueprus Apo6), KPEBHUTE HHBA €A HUCKH H H3ILYBAHETA
ypes 6s6penure e cnaGo. Bpemero Ha nonyabcopbums € 2.2 yaca, 2 HA MONYCTHMHHUPAHE - 6.3 qaca.

Koraro Jleranon 140 mg xamcynu ce Aasa B TepameBTHYHA posu (140 mg cuiiMMaphH 3 IBTH JAHEBHO),

HHBATA HA CHIMOMHMH, OTKPHTH B YOBEIIKATA %JIbYKa ClIeJl MHOIOKDATeH IMPHEM Ca CHIIUTE, KaKBUTO Ca ¥
cliel eAHOKpaTHA N03a. Te3u pesyITaTH N0Ka3paT,9¢ CHTHOMHUHET HE C¢ HAaTPYNBA B OpraHi3Ma.

Cnex NOBTOpHO MpHJaraHe Ha CHTAMApHHE B Zo3H 140 mg 3 mhTH JHEBHO, CTMMHHUPAHCTO HPE3 HIIBIKATA
IOCTHTa IIOCTOAHHA CTOHHOCT,

5.3. IIpeaxciuHAYHN AaHHA 33 (e30HaCHOCT

CHIMMapHHBT C& XapaKTepH3upa ¢ M3KAIIHTEHO HICKaTa CH TOKCHYHOCT M NIOpay TOBA © Ge3omacHo ga

ce MPUJIara B TEPaNeBTHYHH JIO3H JBJIIO BPEME.

OcTpa TOKCHYHOCT

IlaBaH B €JHOKPAaTHM JO3M MEPOPATHO HA [UIBXOBE H MHIUKHM, CHIIHMAPUHBT C¢ € OKa3al IPAKTHHCCKH

HeTokcHaeH u LDs; Moxce na 6bae onpenenena Ha > 2000 mg/kg.

XpOHHYHA TOKCHYHOCT

IIp ALATOBPEMEHHH ONMTH, NPOTBDKWIM 20 12 Mecena, Ha ITBXOBE M KY1UCTa € JaBaH CHIHMAapHH
nepopanHo B MAaKCHMANHH J03H chotBerHo 2500 M 1200 mg/kg. Huro maboparopHuTe pesynTaTd, HHTO
AYTONCHORHHTE HAXOJKH Ca MOKA3AH KaKBUTO H A3 GHI0 AOKa3aTENCTBA 32 TOKCHIHO NCHCTBHE.

PenpogyKTHBHA TOKCHYHOCT

WacnenpaHus BEPXY IUIOAOBMTOCTTA NPH IUTBXOBE H 3aiiuy, a4 CBINO M H3CHEABAHHA Ha npeAponoBara,
pOIOBATA W CIEOpPONOBATA TOKCHYHOCT He CA NOKaswIH HHMKAKBH HEXCIaHH edexTH B HHMTO €QUH OT
 CTauMMTe Ha BHIMPOMIBOACTBOTO (MaKCHMANHA KsmomssaHa nosa - 2500 mg/kg). Ilo-crenHamHO
CHIHMAapHHBT HE € MOKA3A/l JaHHH 38 KaKEBTO U Ja 6110 TepaToreHeH NOTeHUHAL.

MyTareHHoOCT
Uscnenpanua in vitro # in vivo CbC CHIIHMAapHH Ca JAJIH OTPHLATENCH PE3YIITAT.

KaHueporeHHOCT | |
Omle He ca MPOBEASHM CHOTBETHH H3C/IeBAHMA in Vivo NpH rpu3ayH.

6. PAPMALEBTHYHH JAHHA

6.1, Cnnchk HA NOMONIMNUTE BeIeCTRA

ITapeBH4HO HHLIECTS, MMKPOKPHCTAITHA /Ty 033, HATPHEB HMIIECTEH [IHKOJIAT, HATPUCB [ofeLMACy ndar,
MATHE3UEB CTEAPAT, JKENaTHH, THTaHwe AHokcHA E 171, xenesnn okcumu E 172

6.2. HecbBMECTHMOCTH
He e npuinoxumo




6.3. Cpox Ha roanocT
5 ronHAN

6.4. CriclHATHH YCIOBHS Ha ChHXpaHeHHe
Hﬁma o ' .

6.5. Bun v cuappKaHHe HE ONAKOBKATA
OpHTHHATHH ONAaKOBKH [0 20, 30, 60, 100 u 180 xadsBH KancynH
(He BeHUKM ONAKOBKH Ca Ha TIa3apa)

6.6. CrieuMalHH npeana3HH MepKH IPpH HIXBBHPAAHE
Hama | -

7 IPHTEJKATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

Maitnan EOOH

Oduc crpana ,,Cepanka opucu™

Gy, CurnsikoBo Ne 48, eT. 7

1505 Codua

boarapua

8. HOMEP HA PA3PEHNIEHHETO 3A YOOTPEBA

Per. Ne 9800056

9. IATA HA IBPBA PEIACTPANASINIOAHOBABAHE PAIPEIIEHHUE 3A YIIOTPEBA:

Jlara Ha WEPBO paspelnaBase:23.02.1998r.
Hata Ha MOCIEAHO MOAHOBABAHE! 13.08.2008 .

10. JATA HA AKTYAJTH3UPAHE HA TEKCTA.

Hoemepu 2018




