1. UME HA JJEKAPCTBEHUA MPOAYKT

BPOHXOCTOII 59,5 mg nacmunu
BRONCHOSTOP® 59.5 mg pastilles

2.  KAYECTBEH M KOJMYECTBEH CBCTAB | pospenut W wupsn

1 mactn BPORAXOCTON nacmusu chappxa:
59,5 mg I'paauucka Mawepka {Thymus vulg./Thymus zyg.) cyx ekcrpakT ot crpbkose ((7-13:1) ekcTpareHT:
BOJA).

[Momoumu BelecTa ¢ u3BecTHo Aeiicteue: 300 mg gpykroza, 523 mg copburon (E420)

3a NBIHMA CIHUCHK HA MOMOLIHHUTE BEMECcTBa BHIKTE TO4KA 6.1.

3. JIEKAPCTBEHA ®OPMA

[TacTunm.
IlecTorrbaHn KaQaBy NACTHIM 34 CMYyUEHE.

4, KJIUMHNYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

TpaauuponeH pacTUTENCH IEKapCTBEH MPOAYKT, KOHTO €€ H3MO03Ba KaTO EKCNCKTOPAHT IPH KallTHLA,
CBLP3aHa ¢ MPOCTYAHH 3a00NgBaHKA.

[IponYKTBT € TPAAHUMOHEH PACTHTENCH JISKAPCTREH NMPOOYKT 3a yNoTpeda nNpy OnpenesicHUTe OKa3aHUd,
OCHOBaBalllH CE U3LAIO0 HA ABATOCPOYHA yrnoTpeba.

4.2 [do3HpOBKa H HAYMHH HA MPHIOKEHHE

Jo3npoeka

BuapacThu 4 roHomn Haa 12 roaMinHa BB3pact:
Koraro e HeoOxoaumo, 1 A0 2 nacThNa B ycTaTa 3a CMyUeHe Ha BCeKH 3 10 4 vaca (4 A0 6 mMbTH AHEBHO).

Jeua Ha Bp3pact 0T 6 10 12 ronuny:
Koraro ¢ Heob6xoaumo, 1 nacrun B ycrara 3a CMyueHe Ha BCekH 3 710 4 vaca (4 10 6 NbTH AHEBHO).

Jeua Ha BB3pacT noa 6 roAWHKM:

[Topaau auncata Ha JaHHH K NOPAaAX PHCK OT CAYYAaHHO TIOTNTBILAHES HA HEJIMA NacTHi, ynorpedara npu aeua
noa 6 roayIIHA BH3PACT HE Ce npenopbysa.

IMpOdBIDKMTEAHOCT HA NPUIAOKEHUE |
AKO CHMOTOMHTE C€ BJIOIHABAT WK HE ce nogo0dpsarart A0 7 AHM, € HEOOXO0AHMA KOHCYJITALHS C JISKap.

4.3 IlpornBomoxazauus

CBpPBLXYYBCTBHTENHOCT KbM AKTHBHUTE BELIECTBA, KbM JAPYrH pacTeHHd oT ceMelicTBo
HAKOE OT MOMOLIHKTE BELLecTBa, H30pOeHH B Touka 6.1.



44 Croempannn npeaynpexIeHus H NPeNa3HE MePKH NIPH YHOTpeda

B ciyyvaii Ha noBHIIEHA TeMINiepaTypa, 3alyX HWIH FHOHHA eKCNEKTOpaliHa, € HeoOXoaHMa KOHCYITaLHA ¢
neKap.

BPOHXOCTOIT nacmunu chrepika Gpykrosa H copburon. ITalueHTH ¢ peAKH HACASACTBEHN NpobieMH Ha
HEMOHOCHMOCT KbM QpYKTO3a, He TpAOBA Ja NPHEMAT TOBA JIEKAPCTRO.

Jleua Ha ppapacT noa 6 ToguHM:

[Topann nuncara Ha ZaHHHU U NOPAJH PHCK OT CAYYANHHO MOTIIBUIAHE HA UENMUA aCTUM, ynotpedaTa npu aena
noA, 6 rogMilEA BB3PAacT HE CE NPenophYBa.

4.5 BiaumogelicTBHe C IPYTH JeKapCTBEHH NPOAYKTH H APYIH (JOpMH HA BIAHMO/EHCTBHE
He ca npopexaHH Npoy4YBaHHA 34 B3aHMOJEHCTBHATA,
4.6 @epTHAHTET, OpeMEHHOCT H KhpMEHe

ITopasn nunca Ha NOCTATEYHO JaHHH, yrioTpebara o BpeMe Ha OPEMEHHOCT H KbpMEHE He CE IIPenophUBa.
HsMa NaHHH 33 ePEKTH BbpXY QEepTHIHTETA.

4.7 EdexTn BbpXy cnoco0HOCTTA 32 Wohnpate B pabora ¢ MAIIHHH
He noenusasa cnocobHocTTa 3a wiodupase u pabota ¢ MaIIHHHK.
4.8 Hexenanm JeKAPCTBEHY PLaknA

HabsronaBaHu ca peakUHH Ha CBPBXYYBCTBHTEIHOCT M CTOMAUIHH HapyUISHUs npH ynotpeba Ha
NeKApCTEEHH NPOAYKTH, ChAbPKALIK MamepKa. HecToTara He € H3BeCTHA.

Crobuiapate HA MOIOIMPAHN HEIKENAHA PLAKIIHN

Cro0masaHeTo Ha NOAO3IHPAHK HEXKENAHH PEAKIWH Clej] paspelliapaHe 3a ynoTpeda Ha eKapCTBEHHNA
NpOAYKT ¢ BaxHO. ToBa Mo3BO/IABA Aa NPOABIKH HabMIOAEHHETO HA CHOTHOIIEHHETO NOMN3a/PACK 34

AeKapCTBEHUA NPOAYKT. OT MEANUMHCKHTE CNIELUMARACTH Ce UIHCKRA 112 ChODLIABAT BCAKA MTOA03UPAHA
HEKEJIAHA PEAKLIHA Ypes

H3ITBTHHTEIHA areHUMA 10 JISKapCTRATA
yi. ,Jdamsu I'pyer” Ne 8

1303 Copus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 TIlpenosupane

He ca ¢cbobinaBanu cnyyau Ha npeno3upane.

5. ®APMAKOJOIWIHH CBOHCTBA

5.1 PapmakogAHAMHYHH CBOHCTBA

MapmaxoTepanesTuuHa rpyna: Excnexropanma, ATC xop: ROSCA

CpCTaBKHTE Ha MAIEPKATa MOANMOMArarT eKCIeKTOPALMATA HA XUIaBa, BUCKO3HA CIy3

CEKPETOJIHTHYHH, CEKPETOMOTOPHH U BPOHXOCIA3MONHTHYHH cBOHCTBa. ETepHunoTo
KOETO CBLIO C¢ CHABPHKA B CYXHA €KCTPAKT, HMa aHTHCENTHYHM CBOMCTBA.




3.2 PapMaAKOKHHETHYHH CBOHCTBa

He ce M3UCKBAT.

5.3 IlpeaxinBEHYHE AAHHE 33 fe30macHOCT

He ce ouakpa ocobeH puck 3a Xopa NPH NPaBAIHO MPHIOKEHHE,

6. ©OAPMAINEBTUYHH JAHHH

6.1 ChnHcbK HA DOMOIMHHTE BEIMECTBA

Apabcka ryma (E 414), dpykrosza, copburon (E 420), manTogexrpuu, tuMoHeHa kucenusa (E 330), saxapun
Hatpuii (E 954), apoMaT Ha apoHHs, apOMAT Ha FOPCKH IUI0J0BE, NapaduH, TeUeH, ueneH BochK, 641 (E
901), npeuucresa soaa.

6.2 HeecbBMecTHMOCTH
Henpunoxumo

6.3 Cpox na roguoCT
3 roauByU

6.4 CrnenHajJnH yC/I0BHA HA ChXPAHEHHE

Ha ce cpxpaHsBa npu remneparypa noa 25°C,
Jla ce chxpaHsBa B OPUrMHANIHATA OMAKOBKA HA 3aLIHTEHO OT CBETJIMHA W BJIAara MACTO.
Jla ce chbXpaHaBa Ha MACTO HEZIOCTHITHO 32 NMOrJe A M J0Cera Ha Jena.

6.5 Bua n chabpKanne HA ONAKOBKATA

PVC/PE/PVAC/Alu 6auctepnn onakoBkd ¢ 20 wiaH 40 nactiniy. He Bcuukd BHIOBE ONMAKOBKM MOTaT Jia
ObaaT mycHaTH B npoaaxkoOa.

6.6 Cpennannm npegnazHu MepKH NPH H3XBLPJIAHE H paboTa

HaMa crieuHMasIHH H3HCKBAHMA,

7. ITPHTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Kwizda Pharma GmbH

Effingergasse 21

1160 Vienna

ABCTpHA

8. HOMEP(A) HA PASPEINEHHUETO 3A YIIOTPEBA

11-17351/30.03.2012




9. JATA HA IBPBO PASPEHIABAHEAIOJHOBSIBAHE HA PA3PEIIEHUETO 3A
VIIOTPEBA -

30 mapr 2012 T.

10. JIATA HA AKTYAJH3HPAHE HA TEKCTA

15 cenrempu 2015 .,




