KpaTKka xapakTepucTHKA HA NPOAYKTA

1. Toproecko HMe Ha JleKapCTBEHHA NPOAYKT

Cefagil® - Lledarnn®

2. KoauyecrBeH H Ka4YeCTBEH CHCTAB
Enna TabneTka ChabpiKa:
Axmusno eewgecmeo: Turnera diffusa @ 25 mg

3. JlekapcreeHna popma
Tabnetku

4. Kanau4yHH NAaHHU
4.1 IMoxkazanuyu

[Tpu pyHKIHOHATHH CEKCYAIHH HapyHIEHHA.

4.2 Jo3upOBKA H HAYHH HAa yroTpeba
AKO He e npeAnucaHo Apyro, Npyd OCTPH ClIY4aHu ce B3UMa Mo e€4Ha TabieTKa Ha BCEKH
[I0JIOBHH WJIH €JIMH Yac, Han-MHoro g0 12 mpuema. Ilpu XpoHHYHM Ciyyad C€ B3uMa 110
enna tabnerka 1 10 3 eTH JHEBHO.

4.3 IIpoTnBonokasaHus
Cefagil® Tablets He ce npunara npu xeua.

4.4 CnenHalHH NPOTHBOIOKA3ZAHKA H CNIEHHANEH HpelynpekIeHHd 3a
ynoTpeba
HsiMa H3BEeCTHA.

4.5 JlexapCTBeHHU H ZPYTH B3aHMOACHCTRHA
JIeHCTBUETO HA XOMEONIATUYHOTO IEKApCTBO MOXKe J1a ObJe OTPHULIATEIHO HOBIHIHO OT

o610 yBpexaaiy (hakTopy B HAUHHA HA »KHBOT Ha NALIMEHTA HIK OT CTUMYJIaHTH.
[Tpu npreMaHe Ha APYry NSKapCTBa € HeoOX0AuMa KOHCYIITAUKA C neKap,

4.6 bpeMeHHOCT H KbpMeHe
Cnopen obmjata MEAMLIMHCKA NPAKTHKA [IPOAYKTHT HE TpsiOBa Ja ¢€ U3M0J/13Ba O BpEME
Ha OpPEeMEHHOCT U KbpMeHe 0e3 KOHCylITauus OT JIeKap.

Hsama.




4.8 HexelaHH 1eKAPCTREHH peaKIiHH
Hsama u3Bectam.

4.9 Ilpeapo3upane
FHsaMma cpo0lueHn cayyau Ha Tipeao3HupaHe.

d. PapMaxkoJAOrHYHH AANHH
3.1 @®@apmaxkogHHAMHUYHH CBOICTBA
XOMEONAaTHYECH JICKAPCTBEH MIPOAYKT.
DapMaxkoIMHaAMUYHHTE CBOHCTBA ca CAIOPE/ XOMEOMATHYHNTE NPHHLIMIM Ha JIeUYeHHE,

3.2 @MapMaKOKHHETHYHH CBOHCTBA
Hsama mannamu.

3.3 IlpeaKIHHHYHH AAHHH 32 6€30IIACHOCT
[IpeAKTMHWMYHETE NaHHHU He PA3KpHBAT CIIELMAIHN PUCKOBE 3a X0Opa, Ha Oa3aTa Ha
KOHBEHUMOHATHHA MPOYYBAHMA 32 (PapMaKoIOTUYHE O€30MMaCHOCT, TOKCHYHOCT NPH
HEKOJKOKpPATEH IIPUEM, TCHOTOKCHYHOCT, KaHIEporeHeH noTeHiMall, TOKCUHYHOCT 32
PENPOAYKTHBHOCTTA.

6. PapMalleBTHYHH JaHHH
6.1 ChnHcnLK HA DOMOUIHMTE BELIECTBA
L.actose monohydrate 259 mg , Magnesium stearate 1 mg.

6.2 PHIMKO-XHMHYHH HECHLBMECTHMOCTH
HsaMa u3BecTHHU,

6.3 Cpok Ha rogHoCT
3 TOAUHH,

6.4 CnenuajaHHu YC/JI0BHS HA ChXpaHEHHUE
He ce u3nckaar criennanHy yCJIOBUA 33 ChXPAHEHHUE.
Jla ce chXpaHsABa Ha MSCTO, HEAOCTBIIHO 3a aeLal

6.5 /laHHH 32 OMaKOBKATA
KaproHeHa xkyrus ¢ 5/ 10 bimcrepa, Bcexkd ¢ 110 20 TaOIeTKH.

7. Hme H ajipec HA NPHTEKATEIA Ha pa3pelIeHHeTO 32 ynoTpeda
Cefak KG

Ostbahnhofstr. 15
D-87437 Kempten, Germany
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yi1. ,Hukonai JIunues” Ne 18
1421 Codus

8. Perncrpaumonen Ne B Pernerspa no 4yi. 28 or 3JIAXM
Ne 20020226/13.03.2002

9. /JlaTta ha nBpBO pa3peiiaBaHe 3a ynorpeda Ha JeKapCTBEHHS NPOAYKT

(MOAHOBSIBAHE HA pa3peLIEHHETO)
13.03.2002

10. JaTa na (uacTuYHA) aKTYAJAH3AIMSA HA TEKCTA
Anpun 2001




