KPATKA XAPAKTEPUCTHKA HA IIPOJAYKTA

1. AME HA JIEKAPCTBEHHS ITPOAYKT

TMACKJIEJIHUH 100 mg/200 mg kancynu
PIASCLEDINE® 100 mg/200 mg capsules

2. KAHECTBEH U KOJIMYECTBEH ChCTAB

AKTHBHH BewecTa: Eana kancyna csaspxa 300 mg ToTaleH eKCTPaKT Ha HeocanyHaeMH
(pakiau Ha Macna ot Asokago u Cos (dvocado u Soybean unsaponified fractions), BKIOYBaIL;
Heocanyusiemu $ppakiim Ha Maciio oT ABokalio (unsaponified fractions of Avocado oil) 100.00 mg
Heocanynsemu ¢paxuun Ha Macno ot Cos (unsaponified fractions of Soybean oil) 200.00 mg
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4. KIMWHUYHU JAHHHA PaspeweHue Ne
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4.1. TepaneBTaYHH HHAHUKALKH

Peemamonozusn: CHMIITOMATHYHO JISYEHHE HA OCTCOApPTPHTH Ha Taanﬁenpwa H KQJISHHA CTaBa.
Cmomamonozun: noanmoMaraliloe Je4CHHC Ha MEPHOJOHTHTH.

4.2. {o3upoBKA H HAYMH HA NPHJIOKEHHE

Hauun Ha npunoxenue: [fepopanso.

Karnicynara TpsibBa aa ce npreMa ¢ roisMo KOJMYECTBO BOJA.
Ho3npoBka: EfHa xaficylla THEBHO IO BpEME Ha XpaHEHE.,
[IpoapnkuTenHOCT HA NeueHHeTo: 3 Mecela

4.3. IIporuBomOKA3AHHSA

[Ipe1XOAHH NPOSBH HA aNIEPrHYHM PEAKLIAN KbM HAKOS OT ChCTABKHTE HA JIEKapCTBEHMS NPOAYKT,
JlexapcTREHMAT NPOAYKT € NPOTHBOIIOKA3aH NMPH GPEMEHHOCT H KbPMEHE.

4.4. ChnenuajiHn npeaynpexaeHHs H NPeANa3HA MEPKH OPH ynorpeba

Ha ce B3eMa 1o BpEMe Ha XpaHEHE,

Kancynara Tpa6Ba ja ce morsHe 6e3 Aa ce CABBKBA ¢ TONIMa 4alla BOJA.
[lnackneaus npuHaanexxu kM HOBHUf Kiac SYSADOA (cuMOTOMAaTHYHM OaBHO JeiicTBalUH
JIEKapCcTBa 3a OCTEOAPTPHUT), KOUTO CE XapaKTepu3upaT che 3abaBeHOTO cH jelicTBue. Tlopaau Tazm
NpUYMHA, MOXeE Ja Obae HeobxoaumMo Ja ce npeanuine komGunanusa ot HCTIBC w/unm aHanreTHiy
B HAua/IoToO Ha jeyeHuero ¢ IluackieuH, KaTo Ao3ara UM ce HaMajlgBa ¢ yBeluuyaBaHe Ha edexra
Ha [ Inacxieun.

[TomomHoTo BemecTBo HyTmixuapokcuronyon (E 321) uma apasHelr edekT Bb
M IMraBMLATA.

4.5. BzauMopaeiicTBHe ¢ APYrH JIEKAPCTBEHH MPOJAYKTH U APYru dopMm
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4.6. DbpemenHocT H KLpMeHe

Hannu om uscredsanun nposeoenu ¢ Hueomnu:

HsaMa naHHH 3a TepaTOTEHHOCT TIPH KUBOTHHTE.

Kaunwanu oannu: o MoOMeHTa HsiMa [OCTATBYHO J[JaHHH, 33 Ja ce TIpEUeHH BB3MOXEH
¢peToTOKCHUEH edieKT UMK NodBa Ha MandopMalvH, BCleNCTBHe nipHeM Ha TTHacKiIeauH 1o BpeMe
Ha OPEMEHHOCT.

3aroBa He ce npenopbyra npuemae Ha IluackneanH mo BpemMe Ha 6peMeHHOCT H KbPMEHE.

4.7. EdexTn Bbpxy cnocobHOCTTA 32 ModHpane # paéoTa ¢ MAILHHM
He oka3pa Bnusiaue

4.8 Hexenanu JekapcTBeHn peaklnn

Peaxu perypruraldii ¢ NUMHAEH MHUPUC, KOWTO MoraT Aa ObjaT M30erHaTH KaTo Kancynara ce
TpHEMA 10 BpeMe Ha XpaHEHe.

Penxu cnyqau Ha riposiBa Ha CBPBEXYYBCTBHTENHOCT.

H3KmoYMTENHO peaKH clydad Ha CMYIIEHHA Ha depHUs Jpo0 (IOBHMINEHH TPAHAMHHA3U H
OMNHpYOMH).

lacTpouHTECTUHANIHY peakiiumi: UapHa ¥ OOKH B enHracTpuyma (HAMa JaHHA 3a YeCTOTa).
CrobinaBare Ha NOJO3HPAHU HEXETAHH PeaKLMuy

CooblaBaHeTc HAa [MONO3MpPAHH HEXKENAHH peakiMM Cclell paspellaBage 3a ynoTrpeba wua
JICKApCTBCHHA TNPOJAYKT € BaKHO. T0Ba TMo3BojsABa Ja TPOABLDKM  HaOMIOJEHUETO Ha
CBOTHOIICHHETO TIOJI3a/PUCK 3a JICKapCTBEHUA MpOAYKT. OT MEIHLMHCKHMTE CHEUHMANMCTH Ce
U3NCKBA Jla CHOOLIABAT BCAKa TOAO3MPAHA HEKeNaHa peakluusd 4pe3 HALHOHAIHA CHCTEMa 3a
crobinarade: MamenHUTeNHa areHuus mo Nekapcrara, yi. ,Jlamsaa I'pyep” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebcaiit: www.bda.bg.

4.9  Ilpeaosupane

Hsma.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1. PapmakoaHHAMHYHH CBOHCTBA

OCTEOAPTPHTH (M: apuratenua cuctTeMa)

[TEPHOJIOHTOITATHH (A: xpanocMuUNaTenHa cMcTeMa H MeTaboNU3BM)

JlexapeTBo ¢ TpohUHA HACOYEHOCT.

HauvnbT Ha felicTBHE Ha HEXUAPONH3UPAHHUTE areHTH OT aBokAno W cos (ASU) e npoyuen upes

M3CHCABAHHA In Vilro W in vivo Ha OCTe0apTPHTa, KOMTO [IOKa3BaT CJAEIHUTE OCHOBHM

(hapMaKOJIOTHYHM CBOMCTBA:

- ASU nmoanomarar oOpasysaHeTo Ha KoJareH OT CTaBHHTE XOHAPOLMTH M HAMANABAT
obpazysaneto Ha IL1 oT xoHgpouuTHTe,

- ASU nosumuapa ekcrpecusta Ha PAI-1 (dpaxuusa, sanspsxarmma HHMMHHGBWO \
CBLP3aH ¢ XPYLIAITHUTE YBPEXKIAHUS NIPH OCTEOaPTPHTA), 'c?. P>

- ASU npoBuiara excrnpecusita Ha TpaHCHOpPMHpAIMS pacTexeH cbarcmp; @J(f’f 9?

FOBEKIUTE XOHJPOLUTH, KOUTO HMa aHaboNHU CBOMCTBA BLPXY XPYIUAA. [ f WA




Team cpoiicTBa BOAAT OO0 3aKMOYeHHETO, Ye ASU BepoATHO croMarat 34 BBH3CTAHOBIBAHE HA
BBHINHOKJIETBYHATA MAaTPHLA B cTaBHUA Xpyiaa ¢ nomoiura Ha TGFP.

5.2. @apMakoKkHHETHYMHMH CBOlicTBRA

5.3. Ilpeaxknuna4yHM JaHHH 32 0€30MACHOCT

O6uiMTe TOKCHKONOrMYHH CBoicTBa HA IlMackne i ca M3CIeABaHH NP PasIMYHH KUBOTHHCKH
BHIOBE, BKIIIOYHTEIIHO MPH3aYN, 3aiiiid W Ky4eTa, IpH OCTPH, cYOAKYTHH U XPOHHUYHM YCIIOBHS Ha
AO3UpaHe.

H3cnenpaHusaTa Ha aKkyTHaTa M cyDakyTHa TOKCHYHOCT [MOKA3BAT MHOTO HMCK2 TOKCHMHOCT HA
[Tnacknegun, xato He MoXe Aa ce uzurcau LDso, mopaau OTChCTBHETO Ha CMBPTHOCT MPHA AO3H A0
1 000 reT MO-BHCOKH OT YOBEMIKATA TEPATIEBTHYHA J1034.

H3cnenBaHuaTa Ha XPOHHYHATA TOKCHUHOCT TIpH TUIHXOBE MOKA3BaT HANMBIHO Oe30macHa go3a OT
Jo 200 mg/kg Ha aeH, T.e. oxono 40 mBTH MO-BMCOKA OT 4YOBELIKATa TEPANEBTHYHA J03a.
JABATOCPOUHHTE TOKCHUKOMOTHYHHM M3CNIECARBAHHA BBLPXY IIIBXOBE W Ky4yeTa MNOKARBAT HAKOU
YepHOAPOOHA aHOMAJIMHM NPU BHCOKH JO3H, CBBP3aHH TIIaBHO C HAMeca B IMNUIHHA MeTaboIN3BM.
ITuackneguH He HHAYIMpA META00IM3LM B IUTHXOBETE.

TIpeAKNIMHUYHHTE U3CHECIBaHHMS noKa3BaT, ude [luackneauH BB3jelicTBA BBPXY TNpoLeca Ha
UMILTaHTHpaHe W/MIM MHOTQ PaHHOTO OLEeNidBaHe Ha eMOproHa mpu gosza or 750 mg/kg npwu
miexoBeTe. He e orueren edext popxy deprummurera. [luacknenH He € TepaTOreHEH, HUTO
eMOpPHOTOKCHYEH, HO ca HaOmoJaBaHu JICKM CKeJleTHH HM3MEHeHus npu no3a ot 750 mghkg npu
mrbxose U 300 mg/kg — npu zaium.

Hacneapanuara Ha [THackne v He MOKA3BaT MyTareHHH eekTH.

6. PAPMAIIEBTHYHH JAHHHU

6.1. ChnHchk HAa MOMOINHHTE BellleCTBA
bezpozieH xonouaaneH cUnuupes AByokHE (Aepo3ni)

/(Anhydrous colloidal silica(Aerosil)/ 7,00 mg
byrunxuapoxcutonyon (Butylhydroxytoluene E 321) 0,03 mg
Kancynna obeueka: xenatus, nomucopbar 80, THTAHOB NBYOKHC, EPUTPO3KH, JKBJIT JKEIE3EH OKHC.
6.2. HecbBMecTHMOCTH

Henpunoxumo

6.3. Cpox Ha rogHocT

3 TOAUHU

6.4. Coenuajany yCJI0BHS HA CHLXpAHEHHE

Jla ce cexpansira npH TeMneparypa nog 25°C

6.5. [lanHH 3a oNaKOBKATA

KyTuu ¢ enxun umi aga PVC/anymunueo gonuo Gnuctepa, chabpxainm 15 v 30 kancynu.

6.6. Hucrpyknuu 3a ynorpeda

Bux 1.4.2.




7. NIPUTEXKATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

LABORATOIRES EXPANSCIENCE
1 place des Saisons

92048 Paris La Défense Cedex,
(Dpanuus

Ten.: +33(0)1 43 34 60 00

Maxc: +33(0)1 43 34 61 006

8. PETHCTPAIITMOHEH HOMEP
20030561

9. JATA HA IIBPBO PA3BPEIIABAHE /MOJHOBABAHE HA PA3PEHIEHUETO 3A
YIIOTPEBA
01.08.2003 r./25.11.2008

10. TOCJEXHA PEJAKIIUSI HA TEKCTA




