KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA J» 0 /9 375

1. HME HA JIEKAPCTBEHMUS ITPOAYKT
OJIYJIUTEK 20 mg/ml cupon

FLUDITEC 20 mg/ml syrup

2. KAYECTBEH 1 KOJITHYECTBEH CHCTAB
OJIYIUTEK 20 mg/ml cupon cuabspxka 2,00 g kapbouucrens 3a 100 mn cupon.

[ToMOIIIHM BELLECTBA C U3BECTHO JACHCTBHUE: 3aXap0o3a, HaTpUK, METHJI napaxuapokcubensoar (E218).

3a MBJIHUS CIIUCBK HA NMOMOIIHUTE BEllleCTBA BHXKTE TO4YKA 6.1

3. JIEKAPCTBEHA ®OPMA

Cupor.
[Ipo3pauna, Oe31BeTHA WK 0J1€A0 KBATA WIH KbITA TEHHOCT

4. KJIMHHUYHHU JAHHHU
4.1 TepaneBTHYHH NMOKA3aHUA

JleueHue Ha pa3cTpoHcTBa Ha OpOHXHATHATA CEKPELMs MPHU Jela OT 2 roJUIIHA Bb3PacT,
0COOEHHO B CJIy4aHu Ha OCTpH 0€10ApoOHH 001ECTH: OCTBP OPOHXHUT M OCTPH KPU3H HA
OpPOHXOMMHEBMOHHS.

4.2 J103MpOBKA U HAYHH HA NPHJIOKEHHE

CAMO ITPH JIELIA (ot 2 roauiiiHa Bb3pacT)
J103UpOBKa
Enna MepuTesiHa yalka HambjaHeHa 10 Mspkara oT S ml ceaspxka 100 mg kapbouucreuH.

Jleua ot 2 1o S roaguuu: 200 mg AHEBHO, pa3ae/IeHU Ha JBa MPHEMa T.€. €JHA MEPUTEJIHA YalllKa
HarrbJIHEHA 10 MApPKaTta OT 5 ml, ABa MbTH JHEBHO.

Jleua Haza 5 rogunu: 300 mg aHEBHO, pa3/ie/IeH! Ha TPH MpUEMa T.€. €JHa MEPUTE/IHA YalllKa
HalbJIHEHA 40 MApKaTa OT 5 ml, TpH MbTH IHEBHO.

I1poABLJ2KHTEJHOCT HA JIECYEHHETO 7.
He npeBuiuaBanTe gedyeHue no-asuiro or 8-10 quu, 06e3 iekapcka KOHCYJITauus / WA
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HaydH HA NPHI0KEHME
[Tepopanno

4.3 [IpoTHBONOKA3ZAHHSA

o (CBpPBXYYBCTBUTEIHOCT KbM KapOOLHCTEHH HIH KbM HAKOE OT IOMOLIHHTE BEILECTRA
130poeHu B Touka 6.1 (BKIIOYMTENIHO KbM METHI MapaxuAPOKCHOSH30aT H IPYTH
NapaxuAPOKCUOCH30aTHY COIIH).

¢ B ciayyal Ha aKTUBHa NNENTHYHA A3Ba

¢ Jleua oz 2 rogumiHa BB3PACT (34 NoBeue HHGOPMALIUA BHXTE T. 4.4).

4.4 CnenHa/JHH npeaynpexaeHHA K NpeNna3HA MEPKH NpH ynoTpeba

Coenuajay npexynpexacHns

B cyyaid Ha NpOAYKTHBHA KalUIMIA C THOWHH XpayuKH, B CTy4ail Ha TPeCKa WM XPOHHYHO 3ab0isBane
Ha OpoHXHaNHOTO XBpBO U Henure ApoboBe, KIMHHYHATA CHTYauus TpAOBa fa ObAe rnpeoleHeHa.
[IponyKTHBHATA KAULUIHIA € OCHOBHA YacT OT 3aUIMTHATa OPOHXONMYIMOHAPHA CHCTEMA HA

opraHusMa ¥ T4 TpAOea na Opae moaabLpKaHa.

He e paunonanHo na ce koMOMHHpa OpoHxuaneH MoaA(pHUMPALL areHT ¢ AHTUTYCHBHH ITPOAYKTH
W/WNM NOACYUIABAINH CyOCTaHIIMH (aTPOIHH).

MyKOIUTHUHHATE areHTH MOraT Ja NPEaU3BUKAT OpOHXHATHATA KOHIeCTHS Tpu Oebera.
BenmnocT HeroBus kananureT Aa ApeHUpa OPOHXHAIHUTE CEKPETH € IMMHTYPaH, Nopaay
0COOEHHOCTH Ha (PU3HONOINATA HA PECIIMPATOPHHS TpakT. MykonuTHyHY areHTH He TpsOBa Ja
ce npuiarart rpu bebera (Buwx 1.4.3 u 4.8).

JleyenueTo TpsadBa Aa ce IPEOLCHH B ClIyYaH Ha IIEPCHCTHPAHE M YCIOXKHABAHE HAa CUMIITOMMTE
WIH 11aTOIOrUATA.

Topa nexapcrBo ChABPXKA 3axapo3a. [TaumeHTH ¢ peKH HacAeACTBEHH MPOOJIEMH C HETTOHOCUMOCT
KbM (pyKTO3a, Manabcopbums Ha rIIOKO3a-rajJjakTo3a MM HEAOCTATBUYHOCT HAa CyKpa3a-H30MalTasa
He TpAOBA 21a MpHEMAaT TOBa JIEKAPCTERO.

IIpeanasuu Mepkn npd ynorpeba

[IpeniopnuBa ce NOBUILIEHO BHHMaHHE TPH JIMLA B CTAPYECKa Bb3PACT M IIPH TAKHMBA C aHAMHE3a 32
[EITHYHA A3BAKNIM ITPH €THOBpEeMEHHa ynoTpeba ¢ jexapcTBa, KOUTO MOTAT Aa MPHYHHAT
CTOMAIIHO-YPEBHO KbPBEHE. AKO CE ITOABH CTOMAIIHO-YPEBHO KbpPBEHE, NALHEHTHTE TpsaOBa 1a
CITpaT JICYCHMETO.

Tosa nexapcTBo chABpKa MO-MaKo OT | mmol HaTpuit (23 mg) Ha 5 ml 7033, T.e. MOXKe aa ce
Kaxe, 4€ ITPaKTHYECKH HE ChAbPKa HaTPHH..

ToBa neKapCTBO ChABPXKA METHI Napaxuapoxcubensoar (E218), xoiTo MoXKe 1a NPHYKHH
aJlepru4Hy peakuuy (BeposaTHO OT 3abaseH Tn). “
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4.5 BiauMoaelcTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrE GOpPpMH HA B3aHMOJEHCTBHE
He ca n3BecTHU.

4.6 ®epTHANTET, OPpEMEHAOCT H KbEPMEHeE

bpeMennocr
[Ipu M3NUTBAHHATA BHPXY €KCIIEPUMEHTAIHH KUBOTHH JIMIICBA TEPATOreHEH e(eKT.

IIpu 0Ka3aHO OTCHCTBUE HA TEPATOICHEH €(PEKT NPH KHUBOTHH HE MOXKE JIa C€ O4aKBa
ManpopMaTuBeH eeKT npu xopa. KpM AHelHa naTa BCUYMKH BEILECTBa, OTTOBOPHH 3a MalthopMalMu
IPH X0pa, ¢a ¢€ OKA3AIH TEPATOreHHH [IPH *HBOTHH [0 BpeMe Ha no0pe mpoBecHH NMPOYYBaHHA TIPH
IBaTa BUAA.

KnuauuHo aocera He ca HaOmoAaBaHH HUKaAKBH MallpopMalMi WK GEeTOTOKCHYHHU €(EKTH.
HezaBucumo o1 TOBA, HAMA JOCTATHYHO J2HHM OT HPOCAEAABaHe Ha OpeMEHHH MITIOXKEHH Ha
KapOOLIMCTEHH, 32 Aa C€ H3KIIOUYH HAITBIHO PUCKDT..

Crnenosarentdo kapbouucredn TpsOBa aa ce B3eMa no BpeMe Ha OpeMEHHOCT, caMo ako € abComoTHO
HEeo0XOaAUMO,

KnpMene
Hsama gaHHM 33 IpeMUHaBaHeTO Ha kapOdouucrenH B KbpMaTa. Bepeku ToBa, npeaBua HHCKaTa My

TOKCHYHOCT, IIOTCHITHATHUTE PUCKOBE 3a JETETO HATIEXKAAT HE3HAYMUTEIHH B CIy4aid Ha JIEYEHHE C
TO3H JIeKapcTBeH NpoAyKT. Crne10BaTenHO KbPMEHETO € Bh3MOXHO.

4.7 EdextTn BLpxy cnocobHocTTA 38 Wodupane H pabora ¢ Mamuan

He nosnussa cnocobHocrTa 3a iodupane ¥ pabora ¢ MalIUHH.

4.8 HexxeNnaHH JJeKAPCTBeHH peaKIHH

(Muoro uectu (=1/10), Yectu (>1/100 no <1/10), Heuectn (=1/1 000 po <1/100), Peaxu (>1/10 000
7o <1/1 000), Muoro peaku (<1/10 000), ¢ Hen3BeCTHA YECTOTA (OT HAUIMUHUTE HAHHHM HE MOXKE 13

OBbac HanpaBeHa OLICHKA).

C Hen3pecTHa YecToTa (OT HAIMYHUTE JAaHHHM He MOXe Aa Obae HanpaBeHa OLieHKa):

- Puck ot OpoHXuanHa KOHrecTHs Iipy KbpMadeTa (BX. TOUkH 4.3 u 4.4),

° HuckomdpopT B enuracrpuyma

. CromaiHo-4ypeBHM HapylieHHus (Ooska B cToMaxa, rajeHe, MoBPhIIAHE, NHAPHA).
[IpenropbunTENHO € Aa C€ HaMaJlK J103aTa.

o CroMaiiHo-upeBHO KbpBeHe. [IpenopruBa ce npexparasade Ha JIEUEHHETO.
o ANepruyHy KOXKHH 0OpHBM H aHadWIaKTHYHM peakiliiHi KaTo Chpoex,
EpHUTEMATO3¢H O0PUB, YPTHKAPHA B AHTHOEAEM.

o JiekapCcTBO-CBBP3aH JOKAIM3KpaH 0OpuB.

¢ Cro01maBar ce HAKOMKO cTy4as Ha JIOKaJIHU3UpaH IMTMEHTHPaH €pUTEM

. Hzonupany cny4am Ha 6yno3HH KOXHH 3a00/ABaHKA KaTO CHHAPOM Ha Ste
MYJITH(HOPMEHA €EPUTEMA.




CrobmasaHe HA MOJO3HPAHH HEXKENAHM PEAKIHHA

ChofmasaHeTo Ha NOAO3UPAHU HEXKEAAHH PeakLMM clie] pa3pellaBaHe 3a ynorpeda Ha
JICKapCTBEHHUA MMPOAYKT € BaXXKHO. TOBa MMO3BOJIABA Ja NMPOALIDKH HabmoaeHHeTo Ha
CBOTHOLLIEHUETO MOJI3a/PUCK 34 JIEKAPCTBEHHA POAYKT. OT MEIHLMHCKHUTE CIICLIHANTHUCTH CE
U3HCKBA Ja ChOOLIABaT BCAKA NOJO3MPAHA HEXellaHa PeakijHs Ha;

M3rbIHHTETHA areHIEs 110 JIeKApCTBaTa
vi. ,,Jlamsax I'pyes” Ne 8
1303 Codus, brirapus

Tel.: +35 928903417
yebcaiiT: www.bda.bg

4.9 Mpeno3upane
Bairpeku ue paako ce cxo0l11aBa, MOXe Ja ce IMOSBH IIPEAO3HPAHE.
[IpexomepHUTE AO3H MOraT Ja JOBEJAT JO CTOMAIIHO-4YPEBHHM CMYIIIEHHA, KaTO rajcHe.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 PapMaKoAHHAMAYHH CBOHCTBA

PapmakoTepanesTHYHa rpyna: MyKoanTnk, ATC xkoa:RO5CB03 (R: AMXATEJIHA CHCTEMA)
KapborucTrenn € MyKOIMTHK OT THII2 MYKO30 MOAM(DHIIMPALU, areHT.

Toit neiicTea Ha rejaHara ¢a3a Ha MyKyca, BEPOSTHO 4pe3 pa3pyllaBaHe IIMKOIPOTEMHOBUTE
JUCYIPHIHK MOCTOBE U MO TO3H HAYMH C€ YCHIBA €KCIIEKTOpaLlHITA.

5.2 PapMAKOKVMHETHYHH CBOHCTBA

AOcopbuus

Kapbonucreun ce abcopbupa 0bp30 ciiesi opanHo MPIIOKEHHE, IUIA3MEHHUTE KOHLICHTpALIHH
NOCTUTrAT MMK ciien 2 Jaca.

bRoTpanchopManus

buonanuuHocTTa € HHCKa, mo-mainika oT 10% ot HasHaueHaTa Ho3a. BepoaTHo ypes
MHTpaJlyMHHaNEH MeTaboIM3BM H ,,3HAYHTEICH eEeKT Ha MBPBUA Nacax” (Tpe3 uepHus apob).

El1nMHBEHpaHE

BpemeTo Ha nonmyenumuHHpane e 2 aca. Kapbouucreun u MeTaboauTHTE My, OCHOBHO C€ eKCKPETUPAT
npe3 6HBOpermTe

5.3 IpeakIuHEYHA KaHHH 32 6ezomacHoeT




HpeﬂKJIHHH‘IHHTE JAaHHH €a 20CTa OI'paHHYICHH. HekoHBeHLIMOHAIHHTE [NIPOYYBaHNUA CBbP3aHH C
PENPOAYKTHABHA H HA PA3BUTHCTO TOKCHHHOCT IIPH ILTBXOBE, HC PA3KPUBAT ocobeH PHCK 34 XOpaTa.

6. ODAPMAINIEBTHYHHA JAHHHA
6.1 ChnHChK HA NOMOIIHHTE BEeIIeCTRA

[Cmmitepon,

MeTi napaxuapookcubensoar (E218),
3aXapo3a,

HAaTpPHEBa OCHOBA,

banaHoB apomar *,

NpEYUCTEHA BOAA.

*banaHOBUS apOMAT € ChCTABEH OT:alleTAACXHA, OCH3UIOB AlleTAT, TPAHC-XEKC-2-€HUIAleTaT, XeKCHIIOB
alieTaT, H30aMHJIOB aleTaT,H300yTIIOB aLeTaT, alleTOHH, OLICTHA KUCEIHHA, H30BAIIEPHAHOBA KUCEIUHA,
2-MeTHNOYTHPOBA KUCENUHA, PALIEMUYHA CMEC, aMIWIOB a/KOXOJI, H30MPONAHOMI, M30aMIIIOB aJIKOXOII,
¢eHun eTaHoJI, IPONMOHOB ANAEXUA, n-OyTaHoi, OyTHpanaexua, OyTrioB OGyTupar, aMIIOB/H30aAMHJIOB
Oyrupar, eTwnoB OyTHpar, H30aMUIOB OyTHPAT, H300yTWIOB HyTHpAT, METHILIMHAMAT, €yreHoJ, OyTHIOB
¢opMuaT, TpaHC-XEeKCEH-2-al1, LIUC-3-XeKceHon, 4-xunpokcu-2,5-aumetun-3(2H)-dypanon, PG,
NMUHATWIM300YTHPAT, H30aMWIOB H30BAJICPAT, 2-0KTaHOM, H300YTWIOB IPONHOHAT, MPONHICHIIHKOIL,
BaHHJIUH.

6.2 HecpBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

2  TroauHM,
Crnen mepBOTO OoTBapsHE: 2 Mecela

6.4 CrneunanHu yCo10BHE Ha ChXPaHEHHe

Ha ce cpxpansBsa rmpH Temieparypa noxa 25°C.

3a yCJIOBMATE HA CHXPAHCHUE CIIA NbPBOTO OTBAPAHE HA NEKAPCTREHUA OPOAYKT BWXTE TOUKa 6.3,

6.5 By ¥ cbIbpAKAHHE HA ONAKOBKATA

OITIaKOBKa C AO3Hpalla IIOJKRIIPONKUICHOBa Yamka ot 20 ml.

6.6 Cnenuannn npeana3sHy MepKH NPHA H3XBLpJaAHe u paboTa
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HaMa cnelaaHy H3UCKBAHUA

7. INIPHUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

LABORATOIRE INNOTECH INTERNATIONAL
22 avenue Anstide Bnand
94110 ARCUEIL

OpaHLnA
8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA
Per Ne 20010914

9. JATA HA ITBPBO PAZPEIIABAHE/TIOJHOBABAHE HA PAZPEINNIEHHETO 3A
YIIOTPEBA

Hata Ha mepBO pa3peuiasane: 29.08.2001
JlaTa Ha nmocaeaHo noguoBsaBaHe: 28.12.2006

10. OATA HA AKTYA/IM3UPAHE HA TEKCTA

06/2025




