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1. HME HA JJEKAPCTBEHHSH INTPOAYKT v it HATENHA ATEHUMS NC NEXKAPCTBATA
KDAIMKA XaPeXmepucmuKka Ha NPOGYRM - FIpuAOKeHLS |

BPOHXOCTOIT HAHWT 187,5 mg/136,4 mg/150 mg nepopancH pastsop . 0
BRONCHOSTOP NITE 187.5 mg/136.4 mg/150 mg oral solution i KoM Poa. M ..........& DALCLZDD..o..
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o 20379  31-1- 1
2. KAUECTBEH M KOJHUECTBEH ChCTAB BG/MA/MP - ..o, [everenrrniricnisissinnronaneas
¢ FOOpeHUE O ../ ...............................

15 ml (= 16,3 g) nepopaneH pa3TBOp CLALPNKAT:

187,5 mg cyx ekcTpakT oT KopeHH JleueOHa pyxa (Althaea officinalis L., radix), (7-9:1), ekcrpareHt: Boaa
136,4 mg cyx excrpaxT ot uesar Jluna (7ilia cordata Miller, Tilia platyphyllos Scop., Tilia x vulgaris Heyne,
flos wniu Texnu cMecH) (3-8:1), eKcTpareHT: Boja

150 mg cyx ekcTpakT oT 1McTa TecHONUCT xkuBoBnek (Plantago lanceolata L., folium) (4-6:1), ekcTpareHr:

BOJla

[1oMOIITHH BEILECTBA C H3BECTHO NEHCTBHUE:

6enznnos ankoxon (E 1519) 0,002 mg
MeTi-4-xuapokcubenzoar (E 218) 11,3 mg
nponun-4-xuapokcudensoar (E 216) 6,6 mg
npormunenriaukon (E 1520) 13,6 mg
kcwnuron (E 967) 2,76 g

3a NTBLJIHUA CITMCHK HA TIOMOLIIHHUTE BEIecTBa BUXKTe Touka 6.1,

3. JEKAPCTBEHA ®OPMA

[lepopaneH pa3TBop.
Kadasa Henpo3pavHa TEYHOCT.

4. KJHHAUYHHU JAHHH

4.1 TepaneBTHYHH NOKAZAHUSA

TpaaHLIMOHEH PACTUTENEH JIEKapCTBEH NMPOAYKT, KOHTO ce M3non3Ba 3a obsnexkuasaHe, kakTo Ha Cyxa
KalUTULIA, TAKA U Ha HOLIHA KalUTHLA, (PapHHIeATHO ApasHeHe, ¥ MOANOMaraHe Ha H3MOTABAHETO MPH JIEKO
[IOBHILIEHA TEMITEPATYPa, KATO pAHHH CHMITTOMH Ha OOMKHOBEHA HACTHHKA.

To3u NpoAYKT € TpaAHLHOHEH PACTUTENICH NCKAPCTBEH MPOAYKT 32 MPIWIMKEHHUE IIPU OTIPEACTICHUTE
NoKa3aHHUA, OCHOBABAILK ce H3LI0 Ha ARIrOCpOYHa ynorpeda.

BEPOHXOCTOI HAHT e npeanasHaueH 3a ynotpeda npH Be3pacTHH, IOHOIIY H AeLa OT 4 roauuIHa
BB3PAacT.

4.2 [Ho3npoBKa H HAMHH HA NPHJIOKERHE

o3upoBKa

Bvapacmru u ionowu om 12 eoduwna ev3pacm:
15 ml (mpenocraBeHaTa MEpPHTENHA HalllKa) A0 4 NbTH AHEBHO (MakCHManHa AHEBHA 103a 30 60 ml).
[Tocnennara no3a TpAdBa 4a c€ NPHEME HENMOCTPEACTBEHO MPEAU ISraHe.

[eouampuina nonyrayus

Heya na evapacm om 4 0o 11 2o0unu.




7,5 m] (u3non3paiku npepocTaBeHaTa MEpUTENHA Yalika) 3 A0 4 MHTH AHEBHO (MakCHMaNHa JHEeBHa 103a A0
30 ml). ITocnenHara ao3a TpabBa Ja ce NpUeMEe HEMOCTPEACTBEHO TIPEaN NAraHe,

Heya noo 4 2o0uuna ev3pacm.
[Mopaau nuncara Ha JaHHK, ynoTpebaTa pH Aeua noxa 4 roaMiiHa Bb3pacT He e NpenopbhuBa (BXK. TOUKa
4.4).

Ha4yMH Ha NPUIQKEHHE
3a nepopanHo NpHIOKEHHE.

EPOHXOCTOIT HAHUT ce npueMma nepaspenet. [penopbusa ce Aa ¢e u361rpa NPUEMAHETO HA TEYHOCTH OT
30 muH 1o | uac cnen npueM. [IpenocraseHa e MEPHTENHA YallKa.

[TpoAB/DXKUTENHOCT HA MPWIQXKEHHE
AKO CHMITTOMHTE C€ BIIOIIABAT WK He ce noaodpaBar 1o 5 aHU (3 AHU OpH aeua), € HeobxoguMa

KOHCYJITAllHA C JIeKap.

4.3 [IpoTHBONOKA3aAHUS

CBpBXYYBCTBHTE/IHOCT KBM aKTHBHHTE BEILIECTBA, WIH KbM HAKOE OT MOMOIIHHTE BellleCTBa, H30POEHH B
TOouKa 6.1.

4.4 CroenHaJHH npeaynpexieHHs H NPeANa3HH MepKH nNpH ynorpeba

B ciayuai Ha BlOIIaBaHe HAa CHMITTOMHTE MO BpeMe Ha ynortpe6ara Ha TO3H JIEKapCTBEH MPOIYKT WIM [TPH
nosiBa Ha JUCIHEA, BUCOKa TEMIEPATYpa WIH FHOMHA eKCNEeKTOpalina, € Heo0X0AMMa KOHCYJITALIHA C JIeKap.

AbcopOmaTa Ha eAHOBPEMEHHO NpUWIaraHy ekapcraa Moxke Aa 6bae 3abasena. Karo npeanasHa Msapka,
TOBA JIEKAPCTBO He TpAbBa na ce npuema 30 MUH. 10 1 yac npeam WiH clied NPHEM Ha JPYTH JEKapCTBa.

[NeayaTpHyHa NOITYXALMA
YrnorpebaTa nipy aAciia noa 4 rogMiliHa Bh3pacT HE C€ NpenopbuBa, NopajH JMNCa HA JOCTaThYHO JaHHU,

To3u nexapcTBeH IPOAYKT chaAbpka 11,04 g KCWIMTON B MakcHMaNHaTa AHEBHA 103a (60 ml). Moxe 1a nma
cnabutenHo gelicreue. Enepruiina crofinocT 2,4 keal/g kcunuron.

To3u nekapcTBeH NMPOAYKT ChABPXKA METHWI NapaxUIpoKCHOCH30aT U Nponu napaxuapokcubensoar. Tesu
KOHCEPBAHTH MOTaT Jla NPHYHHAT ANNEPruiHH PeaKkluy (BeposTHO OT 3a0aBEH THII),

To3u nexapcTBeH NpoayKT chabprka 13,6 mg nponwieHrnukon ¥ 0,002 mg 6eH3M10B aNKoXo0n BBB BCAKA
1032 (15 ml). BeH3UNOBUAT ANIKOXON MOXKE AA NPHYKHH aNepruyHH peakLyH.

4.5 BiaumopelicTBue ¢ APYrH JeKapcTBEHH NPOIYKTH H APYrH GOpMH Ha B3aHMoAelcTBHE

He ca u3BecTHH B3aUMOJEHCTBHS.
He ca nmpoBeXnaHH Mpoy4YBaHUs 3a B3aHMOAEHCTBHA,

4.6 DepTHANTET, OPEMEHHOCT H KbPMEHE
BpEMEHHOCT K KbDMEHE

Be3onacHocTTa no BpeMe Ha GpeMEHHOCT ¥ KbpMEHE He € ycTaHoBeHa. [Ipu IMnca Ha A0CTATBYHO AaHHH,
yriorpebara o speMe Ha OpeMEHHOCT U KbPMEHE He Ce Npenopbhysa.

depTHanTET
He ca npoBexnaHu Mpoy4BaHUs 32 €PeKTHTE BLPXY PECPTHIHUTETA.

4.7 EdexTH BbpXY cnocobHOCTTa 38 IModPHpaHe H padoTa ¢ MAIIMHH




He ca npoBeXaaHy Npoy4YBaHyuA Ha ePESKTUTE BrPXY CNOCOOHOCTTA 3a odHpaHe U paboTa ¢ MALIMHY,
4.8 Hexenanu JeKapcTBEeHH peaKilHH
He ca u3BecTHH.

C1r00111aBaHe HA NOJO3UPAHHA HEXEAHH PEAKLIMH

CrobLaBaHeTo Ha NOAO3UPAHH HEXENAHH PEaklivy CNeH pa3peliaBaHe 3a ynorpeba Ha eKapcTBEHNHA
MPOAYKT € BaXXHO. T0Ba NO3BONARA Aa IPOALDKH HAOIIDISHNETO HA CHOTHOLHEHMETO MOJT3a/PHCK 34

NeKapCTBEHHA NPOAYKT. OT MEIMLIMHCKHTE CNELIMANTUCTH C€ H3UCKEBA Ja choOllIaBaT BCAKA [Mono3INpaHa
HEXKCJIaHa PCAKLIHA YpPE3.

M3meIHUTENHA areHUMs 1o IEKapCcTBaTa
yi. ,,JlamsH 'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg.

4.9 Ilpenozupane

He ca cpo011aBaHH CTY4an Ha NIPEAO3HPaHe.

5. ®OAPMAKOJOIHYHH CBOHCTBA

3.1 OapmMakoAHHAMHYHH CBOHACTBA

dapmakoTepaneBTHYHA rpyna: dpyru ¢cpeacTea NOTHCKALUM KalUTHIIATa
ATC xox: ROSDB

[TonuzaxapuauTe, ChABPXKALlY CE B KOPEHa OT euye0Ha pyxa U XXHBOBJIEK, 00JIEKYaBaT OPaTHOTO WIN
bapuHreanHoTo Apa3HeHe U CHOTBETHO NPUCTBNMTE HA KALUIHALIA pe3 JeHsA, KaKTO M Mpe3 HOLITA.
CbCTaBKUTE Ha IMNATA MOANOMAraT U3NOTABAHETO U NO TO3H HAYHH 001eK4aBaT HACTUHKHUTE, NPOTHYAILM C

NOBHILICHA TEMIIEPATYPA.
5.2 DapMAKOKHHETHYHH CBONCTBA
He ca npoBexaaHn GapMakOKMHETHYHH NPOYUBAHUA.

53 [peaxIHHHYHH JAHHH 33 0€30MACHOCT

B recrose 3a reHOTOKCHYMHOCT (TecToBe Ha EMMC) ¢ pacTuTeNnHUTE NpenapaTu, ChABbPKAILH Ce B
JIeKapCTBEHMA NPOAYKT, HE € HabnioaaBaHa MYTareHHOCT.

He ca npoBexaHn TECTOBE 3a penpOAYKTHBHA TOKCHYHOCT H KAHLIEPOT€HHOCT.

6. OAPMAIEBTHYHH JAHHH
6.1 CnHcbK HA NOMONIHHTE BEeIleCTBA

ManTonekcTpuH

CunuinHeB JHOKCHI, KOJIOHAeH Oe3BofeH
[ mmuepon

Kcennuton (E 976)
Methun-4-xuapoxcubensoar (E 218)




[Tpomun-4-xuapoxkcudenzoar (E 216)

JIMMOHEHAa KHCeNTHHA MOHOXHApAT (3a Kopekius Ha pH)

KcanraHosa ryma

Apomar aroaa (csanpkaul 6eH3nioB ankoxon (E 1519), nponunenwrnukon (E 1520)),
[IpeuncteHa Boaa

6.2 HechrBMeCTHMOCTH

HenpuwroxumMo

6.3 Cpok na rogHocT

3 roasHu
CpoK Ha rOgHOCT CJIeA TbPBO OTBapaHE: 2 MECelia.

6.4 CrhneunajaHu ycJ10BHS HAa ChXpaHeHHE

Cnea nbpeo OTBApPAHE, A HE C€ ChXpaHABA IIPH TEMIEpaTypa Han 25°C.
CrxpaHsaBaiite OyTunkaTta ITBTHO 3aTBOPEHA Clie yroTpeba.

Ja ce cbXxpaHsABa B OpUrHHANTHATa ONMAKOBKA, 34 A& C€ NpeAnasH OT CBETIMHA.
6.5 BHAH cBALPAKAHHE HA ONAKOBKATA

ByTHNKH 0T Ka(gaBO CTHKJIO CHC 3aALUMTEH MTPBLCTEH, ¢ HAKPAHHHUK H MONETHWIEHOBA Kanayka Ha BHHT.
[TomunmponiieHoBa MEPUTENHA Yallika ChC CKaya ot 2,5 ml g0 20 ml.
OnakoBkH: 120 mi, 200 ml u 240 ml.

He BcHUYKH BHAOBE ONAKOBKK MOTaT Aa ObAaT MycHATH B npoaaxoda.
6.6 ChneudanHu npeaANna3sHH MePKH NpH H3XBLPJHe H pabora

HaMma cneumManay N3UCKBAHUA.

7. NPUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

Kwizda Pharmma GmbH
Effingergasse 21, 1160 Vienna

ABCTpHA

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA

20210200

9. JAATA BA ITBPBO PAZPEHIABAHE/TIOAHOBABAHE HA PAZPEHIEHHETO 3A

YIIOTPEBA

Jlara Ha mppBO paspeniapane: 20 onu 2021 r.
Jlata Ha MocCnexHo NOAHOBRABAHE:!

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

10/2025




