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KpaTka XapaKTepuCcTHKa HA NPOAYyKTa

1. Tnprogcko uMe HA JeKapCTBEHHNs NPOAYKT

Cefasel® 100pg - Lledacen 100pg

2. KonxuuecTBeH H KauecTBEH ChCTAB

1 TabneTka ChAbPIKA:
Jlexapcmeeno eeugecmeo: Sodium selenite pentahydrate 0,333 mg (oTrosaps Ha 100 ng
selenium )

3. JlekapcreeHa gpopma
TabneTku

4, KiauHHYHKH AaHHAHN

4.1.. Ylokazanun
flpy noxasan nedUUUT Ha CLIEH, KOITO He MO3Ke Jia Obe KOMIEHCHPaH Ype3 Noaxoasil
xpanuTeseH pesxum. CeneHos IedMUUT MOIKE A3 HACTBHIIN NMpY CIYYau Ha HapylieH!s B
xpaneneTo 1 abcopOumsiTa (Npu 3a60NMARAHNUS HA XPAHOCMUIATEIIHUA TPAKT —
fraHKpeaTuT, Sonect Ha Kpo, yALepO3eH KONUT, KaKTO M ApH ObOpeuHa
HEAOCTATLYHOCT) UAY NPH HENPABHITHO 1 HEOCTATLYHO XPAHEHE (M3LAN0 NapeHTepanto
XpaHeHe XeMOAHaNNu3a).

4.2 Jo3npoBKa u H2HIH Ha ynorpeba
AKO He € TIpe/NK1cano Apyro, ce npyema no 1 TabneTka Cefasel® 100pug nueBHo. Tosa
orroBaps Ha aHesHa fo3a oT 100 pg cenet. Tasy 103MpOBKa Moxe fa Obie NoBvLIeHa 32
KpaTbK NeProj Ao 3 TabneTky JHeBHO,0TrosapAIlo Ha 300 pg cenex.

TaGneTxuTe ce npuemar 6e3 1a ce KbBYAT, ¢ MAJKO TEUHOCT. [poabIKUTENHOCTTA HA
NEYEHNETO He € OrpaHnuena.

4.3 IlporusopoxKa3anis
VIHTOKCHKAUMHN Cbe cenet. (BPbXUYBCTBUTENHOCT KbM HAKOE OT MOMOIHHUTE BELIECTRA.

4.4 CpennajiuH NPOoTHBONOKA3AHNSA H CHEUHANHH npeaynpeKacHUs 38
ynorpeda.
HaMa u3BECTHH.

4,5 JlexapcTBeHu 11 APYTH B3aHMOAeHCTBUS!
CLBMECTHOTO NPUEMAHE HA BUTAMUH C Tpabea Jia ce u3bArea, 3alli0TO HE MOXKE 1A ce
w3BerHe NPeLMNNUTALMS HA eeMEeHTapeH ceneH. EneMeHTapHHUAT CelleH € g,egéﬁfr%ﬁf@'
BBE BOJIHA CPEsia M HAMa GHOHANMYHOCT. ST E Ty




4.6 BpemeHHOCT H KbpMeHe
AKO e NPHEMA KaKTO e YKasaHo, HIMa CrelHaiHyi NPOTUBONOKa3aHks NpH GpeMeHHOCT
M KbpMEHE.

4.7 EdexTn Bbpxy cnocoGHOCTTA 32 iodupane 1 paboTa ¢ MalIMHH
Hsawma.

4.8 Hexenany JeKapcTBEHH peaKHHH
Hsima y3BecTHU, NpH YNoTpeda Kakro € yKa3aHo.
ChIUECTBYBa BBIMONKHOCT 33 Pa3sBUTHE HA CBPbXHYBCTBUTENHOCT KbM HAKOSA OT
ChLCTaBKHTE HA NPOAYKTA.

4.9 TIpeno3npane
OcTpa celeHOBa HHTOKCHKAUKS TIPH X0pa Ce OUCEa PAAKO. I[Tpu3HaLy Ha OCTPO
Npeo3upaHe ca bX C MUPH3Ma Hanof06sBalia YECHH, YMOPACMOCT, FaACHE, Anaphs 1
KopemHa donxa.

5. DapmMaKONOrHYHH AaHHH
5.1 PapMakOAHHAMNIHH CROIICTRA
Daprraxomepaneemusna pynd: CeneHoB AepUNT.

CesneH e OCHOBEH MUKPOENEMEHT H € ChLIECTBeHa ChCTaBHa YacT Ha eH3UMa MMy TaTHOH-
nepoKcunasa v cenenos npotent P. M 8 apata npoTeHHa CenicH ¢ TIPOTERHO-CBBP3aH MO
¢opmaTa Ha aMMHOKMCENMHA CENEHIUMCTENH.

ChIbpiKaliaTa cesieH MiyTaToH-NEpOKCHAA3a € HacT OT aHTHOKCHAATHEHATA
NPOTEKTHBHA CHCTEMa Ha KAETKaTa. B MpuCHCTBUETO Ha JOCTATHYHO cyberpar, T. €.
peAyLMpaH TYTATHOH, TilyTaTHOH-NEPOKCHA3aTa NPEBPbilla MHOTO pasiniHy
XHOPONEPOKCHAN B CLOTBETHH AJIKOXONHU. B KNeTs4HU H cyBKICTBYHM CHCTEMM, HH
BUTPO € NOKA3aHO, Y& LANOCTTA Ha KAEThHHNTE U cyOKReTBUHMTE MEMOpaHH 3aBUCH OT
eeKTUBHOCTTA Ha [NYTAaTHOH-MIEPOKCHAA3HATA CHCTEMA. CeneH, KaToO CbCTABKa HA
FRYTATHOH-NEPOKCHAA3ATA, MOKE Ja HAMAIN CTENEeHTa Ha TUNMHA NEPOKCHAALMAA 1
nocnegpauinTe MemMOpaHiy YBpeXKIaHus. ’

[ JlyTaTHOH-IEPOKCYA3aTa NOBNHMABA META00IU3MA HA TPOMOOKCAH M APOCTALMKIAWH.

CeneHoBUT JeDULMT Ce ALY Ha HAMANEHO ChbPIKAHHE HA CeNCH B XpaHara. OcseH
Npu HeGanaHCHPaHO XpaHeHe MOXKE Aa ce HaGnloAaBa 1 B PE3yATaT Ha 3abonsBaHUA Ha
XpaHOCMHUNATENHaTa CHCTeMa (T. €. NAHKPEeaTuT, Gonect Ha KpoH, yiLepo3eH KOIHT) Uik
6BGpPEHA HEAOCTATBYHOCT. KAKTO 1 NPU H3UANO MAPSHTEPanHo Xpatehe u XeMOAHann3a.
JlatenTen ceneHoB AedhHLMT YECTO HACTBIIBA NPH NPEXACBPEMEHHO PONCHH, OpemMeHHH
M KbPMENiH, BB3PACTHH M aNKOXOMMLA. TexKUTe MeTany Morar 1 IPUUMHAT CECHOB
ZedMLHT MHAMPEKTHO, YPE3 HAMANABAHE KOJMYECTBOTO HANUUEH CEEH.

CeneHoBUAT Ae(ULIAT NOBNHARA UMYHH}TE PEAKLAHN, NO-CNIELHANH0 HecneuHPHYHNTE,
KIEeTLUHO-CBBLP3AHU M XYMOpPaNnHHU peakuyu. Okaspa BiHAHUE BbPXY aKTHBHOCTTE Ha e
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KATO JKUBAK W KkaaMuil. OLeHKa Ha enMISeMHONOFMYHH JAHHM NOKa3Ba Kopenaunsa Mexty
AOHIKEHO KPbBHO-CEPYMHO HUBO Ha CelIeH 1 NosBaTa Ha ChPAEUHO-CHI0BH
3a60nsBaHus {KapAMOMHOINATHA, aPTEPHOCKIIEPO3a, MUOKAPACH HHGAPKT), KaKTO H
TyMOpHH 3a60/1ABaHNA (MPEAUMMHO HA XPAHOCMUATENHHA TPAKT, rbpAata H yepHuA

Ipob).

FlonoxurenHuTe GU3HONOrUHHN BAKSHUA Ha CENeH C¢ U3pa3fBaT B paspylllapane Ha
XHAPOKCUTHUTE W NIEPOKCHAHY PAAMKANY, AHTUMYTAreHHO i AHTHANEPTHYHO
BL3gEiicTBYE, CTUMYAALKA HA UMYHHATA 3a1lUTa HA OpraHusMa.

5.2 PapMaKOKHHETH'HH CBOHCTRA
Tlpy repopanto NPHNOKESHUE CONEHNT €O pezopOHpa OCHOBHO B THHKUTE uepBa. B
KpbBTA CEfIeH OCHOBHO ce abcoplupa OT EpUTPOLIMTHIE 1 Ce peayunypa €eH3UMHO 10
cenen-xuaporer. [loa dopmaTa Ha ceneH-XHAPOreH Ce ChXpaHiba 3a EKCKpETHPaHe niK
crieuMHHO BKAKOUBAHE B CENEHOBH MPOTENHH. _
M3 ML HHAT CeneH-XApoTell ¢e MeTaboAU3HPa Npe3s METHICENEHON i AHMETHICENCHUA
JO TPUMETHIICENEHOB HOH, KOHTO & OCHOBHMAT SKCKPET.

OBLOTO KOMHYECTBO CENEH B HOBELIKOTO TANIO € MEXKRY 4 n 20 mg. ['lpu xopa cenex ce
OTAENs, B 3aBUCHMOCT OT 103aTa, uypes Aedexanys, C ypHHaTa niiit upes Genure apobobe.
Haii-Hanpes ceeH ce eKcKpeT#pa Mok gopmara Ha TPHCENEHOB 1ioH W ppyru
meTaboNIuTH upes ypuHata u upes nedexanus.

BuoHanuuHocT: AGcopbLyATa He ¢ perynupa XoMeoCTaTHHHO. Tsa nocrtura, B
3aBUCHMOCT OT KOHLIEHTPALIMATA U ChiTbTCTBALIHNTE BELIECTBA, MEHAY 44% .1 89%,
noHskora Hag 90%.

5.3 IIpeaxnuHH4HA A2HHY 32 Ge30macHOCT
OCTpa TOKCHYHA 1033 HATPUEB CEASHNT MPH Pa3IMIHM KUBOTHHCKH BUROBS € 4 no 5
mg/kg TeNEeCHO Terno.
BenencTeue ua axeseH npuem or 3200-6700 pg cenel ca HabMOAaBAHH, KATO KIHMHWUHY
NpOsABY HA EHAEMUYHO HACTLIIMAA CENCHO3a, NOPAXKEHHS Ha Kocara, YyMAKBOCT Ha
HOKTHTE. NPOMEHH Ha KOXKATa ¥ HAPYUICHYA HA HEpBHATA CHCTEMA.

Tpu HaBrOAEHKA BHPXY XPOHUHHA CENIEHOBA TOKCHUHOCT Ha Xopa e ycTaHOBeHa
MaKcuManHa Gezonacta JHeBHa J1o3a 0T 550 pg ceneH.

[NpesKAMHAYHKTE ARHHY HE PA3KPUBAT CHIELMATHN PUCKOBE 32 X0pa, Ha Haszara Ha
KOHBEHLMOHANHH NPOYUBaHua 3a (apMaKoNoryyHa 6e30nacHoCT, TOKCHUHOCT MpH
HAKOMKOKPATEH [PUEM. F€HOTOKCHHYHOCT, KaHUEPOreHeH NOTEHUuaN, TOKCUHHOCT 34
pENPOAYKTHBHOCTTA.

6. PapmaleBTHYHH XAHHH
6.1 Cnucbhbik HA NOMOIHHHTE BeLIECTBA
Povidone, mannitol, microcrystalline cellulose, magnesium stearate.
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6.2 Ou3znxo-XUMHYHH HECHLBMECTHMOCTH
Hsama H3BECTHM.

6.3 Cpok H2a FORHOCT
5 roaMHY!,

6.4 Cnenupaanu yeJOBHS HA CHXPAHEHHE
He ce w3KCcKBar Creumantn ycnoBHs Ha ChbXPaHeHHE.

6.5 Hdamnu 33 oNnaKoBKaTa
KaprotieHa kytus ¢ 2, 5 uau 10 6nucrepa ¢ no 10 TaONETKH BCEKH.

6.6 Hpenopbkn npn ynopeda
Hama cneuuanHi W3KMCKBaHHA.

7. Hime W ajgpec Ha npuTexaTeNd Ha PA3pEIHEHHETO 33 yiioTpeba
Cefak KG :

Ostbahnhofstr. 15

D-87437 Kempten, Germany

MeauMHCKO NPEICTABUTENCTRO B bharapus:
Jupa A

8. Perncrpaunonen Homep B Perncrbpa no 4. 28 ot 3JAXM
9, JlaTa H2 WHPBO pa3pemiapaHe 3a ynorpeda Ha JEKaPCTBEHHA MPOAYKT

10. lara Ha YacTHUYNA AKTYAJH3ANUA HA TEKCTA
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