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KPATKA XAPAKTEPHUCTHKA HA ITPOJIYKTA

5409///9 13.06 L%
1. HAMMEHOBAHHUE HA JEKAPCTBEHUA HPO;[J KT QZ—-//

FLUDITEC 2%
CARBOCISTEINE 2%
Crpor 3a 6ebeta u nena

2. KOJIMYECTBEH A KAYECTBEH CHCTAB
B 1 6yrunka FLUDITEC 2% (125 ml) ce ceaspixat 2 g/100ml CARBOCISTEINE
Konnenrparms Ha akTuBHOTO BemecTBo — 100 mg/5 ml.

3. JEKAPCTBEHA ®OPMA
Cupo

4. KJIMHUYHHU JAHHH

4.1. TEPATTIEBTHYHU IIOKA3AHWA
Jleuenue na pascTpoiicTa Ha OpoHXHaHaTa CEKpelys, 0COOEHO B CIIyday Ha OCTPH
OenoapoOHY GONECTH: OCTHP OPOHXUT U OCTPH KPH3M Ha XPOHMUYHA OpOHXONHEBMONIATHS

4.2. JO3NPOBKA 1 HAYMH HA HPUJIOKEHHUE
5 ml ot cpona B FO3HpPORERYHATA HamIKa ceaspkar 100 mg kapborucTens.
Jena mag 5 rof.: 3 OBTH AHEBHO IO 5 ml B JO3HPOBLYHATA JAUIKA.
Jena oT 2 1o 5 rop.: 2 IeTH JHEBHO 110 5 Ml B J03HPOBEYIHATA YamIKa.
Bebera ot 6 Mecenla Ao 2 romuHu: NO3HPOBKAaTa TPsOBa Ja ce HariaacH KaTo (PYHKLHS OT
TErJO0TO Ha AETeTO ¥ He TpaOBa xa npeBrmana 5 ml 0T JO3UPOBBYHATA YalTKa JHEBHO.
JlekapcTBeHUAT HPOAYKT TpaOBa ia ce IpHeMa 10 BpeMe Ha XpaHa.
Jleuenuneto nponsikasa 8§ no 10 mam.

4.3. MPOTHUBOIIOKA3AHUSA
CBpEX4yBCTBHTENIHOCT KbM KapOOIHCTEHH HITH HAKOE OT IOMOIIHATE BEINECTBa, 0CODEHO
METHINapaxuaApOKCUOEH30aT ¥ APYIH IapaxuapokcueH30aTHH COMH.

4.4. CIEHHMAJIHH NPEAYTIPEXAEHWA H NPEIIIASHHA MEPKH ITPA
YHOTPEBA

IPEAYIIPEKNEHHSL.
HPO,HYKTHBHB.T& KallllIFila € OCHOBHa 9acT OT 3allliTHaTa 6pOHXOHYIINIOHapHa CHCTCMA Ha

opraEusMa H T4 TpAOBa Jia ObJe oA EPKAHA.

He e paumonanno xa ce xomOuaupa GpoHxuaneH Moar(HIEpaIl ar¢HT ¢ aHTHTYCHBHHA
TPORYKTH v/ iiH TIOACYIIABAINY CYOCTa UM (aTPOTIHH). :\«f, ST,

nedumr.




IIPENITA3HA MEPKI
Ja ce nmpunara ¢ MOBHINEHO BHEMAHHE HpPH NAIWEHTH ¢ aHaMHe3a 3a CTOMAIlHA K
IyOJicHAJIHA 53Ba.

Crubpikannero Ha 3axap Tpa0Ba Ja ce B3eMe OpeIBHA IpH Jiella ¢ ABabeT Wiy Ha JueTa,
H3YCKBAallla HAMANSH IIpHeM Ha 3axap: 3,5 g B 5 ml cuporr.

4.5.JIEKAPCTBEHH B3AUMOIEHCTBUS
He ca #3pecran.

4.6. BPEMEHHOCT I KbPMEHE

BPEMEHHOCT

TIpu H3OUTBaHKATA BEPXY €KCHEPHMEHTANHN JKUBOTHHU JUIICBA TEpAaTOreHed edeKT.

IIpu goxasaHO OTCHCTBHE Ha TepaToTeHeH e(eKT IIPH JKHBOTHY He MOXE JIa Ce 0YaKBA TAKLE
IpH XOpa.

Knuangso nocera He ca HadirofapaHK HEKAKBYH Man(OpMaIiy WiH GeToToOKCHIHE eeKTH.
HesaBrcumo or ToBa, H3non3baHeTo Ha Fluditec o Bpeme Ha OpeMerHOCT clienBa Ja ce
u304rBa, THI KaTo PUCKET HE MOXE HAITBIHO Ja ce u3kimoun. Crenosarento Fluditec ce
ImpueMa 10 BpeMe Ha OpeMEHHOCT, caMo ako € abCOTIOTHO HeOOX0MuM.

KLPMEHE
He ce npenopsusa u3non3saneTo Ha Fluditec o BpeMe Ha KppMeHe.

4.7.BB3JAENCTBHE BbPXY CHOCOBHOCTTA 3A NIO®UPAHE ¥ PABOTA
C MAHITHHA
He ce gabaronaga.

4.8 HEXKEJAHHA JIEKAPCTBEHU PEAKIINHA
HeskeNaHUTE Peakildy ca PelIKH H CE H3gBABAT IMaBHO KaT0 CTOMAINHO-4YPEBHH CMYUICHHS:
OoNku B cTOMaxa, rafeHe, [Uapys, KOUTO M34e3BarT Clle]| HamMalsipaHe Ha fo3ara.

4.9.1IPENJO3UPAHE
IMpossuTe MpH JIpeNO3UpaNe H3UCKBAT CAMIITOMATHYHO JieyeHHe.

5. ®PAPMAKOJIOI'MYHA AAHHI

5.1. PAPMAKOTAHAMUYHI CBOMCTBA
MyKOJHTHK.
KapOonucTers e MyKOTHTHK OT THIIA MyK0O30 MOAHGHIMpan] areHT. 1o nelicrsa na resuEaTa
(haza Ha MyKyca, BepOsITHO Upe3 pa3pylIaBaHe FIHKOIPOTEHHOBHTE JUCYII(DHIHN MOCTOBE H
10 TO3Y HaYyHH CE YCHJIBa EKCIIEKTOPALIUITA.

5.2. PAPMAKOKHHETHYHH CBOUICTBA
Fluditec ce abcopOupa 6Bp30 clienl opaiHe NPUIOKEHNES;, TNA3MEHHTE KOHUSHTPaLHy
JOCTHIaT NuK crex 2 yaca. BHOHAMHYHOCTTa € HUCKa, o-Maika oT 10% oT HasHayeHaTa ™
o3a. Beposrrﬂo upes HETpaNyMHAHANCH MeTaCONHIbM ¥ ,3HaunTeneH eeKT Ha HEpBus
nacax” (npe3 wepuus npoG). Bpemero Ha momyenuMuHHpane e 2 Jaca. Kap6o, ﬁéTeHH )7 GO
MeTabONMHUTHTE OCHOBHO Ce eKcKpeTupar npes 6s6penure. :




6. PAPMAINEBTHYIHM JAHHA

6.1. HIOMOIIHH BEINECTBA — glycerol, methyl parahydroxybenzoate,
sucrose, sunset yellow FCF, sodium hydroxide, caramel flavouring, purified water

6.2. HECBBMECTHMOCTH
Hsa :

6.3. CPOK HA TOAHOCT
JiBe romuHM.

6.4, OCOBEHHU YCJIOBHUS HA CBXPAHEHUE
HaMa crenuaiay YeIOBHS 3a ChXpaneHue,
Jla ce TIasy Ha MecTa HeIOCTHIIHY 3a JCA.
Ja He ce ¥3M0N3Ba CIIe] CpoKa Ha FOJHOCT, 0003HAYCH Ha ONIAKOBKATA,

6.5. OITAKOBKA

Ipospaunn, 6e3nBeTHH CTHKICHN OyTHIKY oT 125 ml ¢ mo3upaina yamxa 20 ml.
6.6. HAUYMH HA OTIIYCKAHE

Ilo sexapcko mpeanucaHue

7. MPOU3ZBOJUTEJL
Laboratoires Innotech International
7-9 avenue Francois — Vincent Raspail BP 32
94111 ARCUEIL CEDEX
FRANCE

8. IIPUTEXXATEJ HA PASPEINEHUETO 3A YIIOTPEBA
Laboratoires Innotech International
7-9 avenue Francois — Vincent Raspail BP 32
94111 ARCUEIL CEDEX
FRANCE

9. ITbPBA PETHCTPAIIMS HA JEKAPCTBEHIM HHPOOYKT
20010914/ 29.08.2001

Jata Ha mocnenua penaknus: sayap 2006 r.




