NMPHIAOKEHHE 1

KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA




ks UME HA JIEKAPCTBEHHUA ITPOAYKT

BPOHXOCTOII YO 51,1 mg/4,5 mg nacTuiu
BRONCHOSTOP DUO 51,1 mg/4,5 mg pastilles

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

EMH MacTUi CbAbpika:

51,1 mg cyx eKCTpakT OT cTpbKoBe ['paauHcka mawepka (Thymus vulg./Thymus zyg.), ((7-13:1); ekcTpareHt:
BOJA)

4,5 mg cyx eKcTpakT oT KopeHH JleueOHa pyxa (Althaea off.), ((7-9:1); ekcTpareHT: Boaa)

[loMOLIHM BeLIEeCTBA C U3BECTHO AEHCTBHE:
210 mg copouron (E 420)

615 mg manturon (E 965)

6,42 mg nponuiaenrnukon (E 1520)

0,01 mg Gen3unos ankoxoi (E 1519)

A0/50/015

3a MbJIHUA CIIUCHK HA NMOMOILIIHUTE BEILECTBA BUKTE TOUKa 6.1.

6620 11-0-um

3. JIEKAPCTBEHA ®OPMA
[lacTun
Kpbroba, kagas nactun (amamersp 19,0 mm, BucourHa 6,5 mm) ¢ 1jio0B BKYC.

4. KJJUHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHHA

TpaanuMOHEH pacTHUTENIEH JIEKAPCTBEH NMPOAYKT, KOWTO Ce€ M3MoJI3Ba 3a 00JieK4aBaHe Ha JPa3HEHETO B
bPJIOTO M CHITBTCTBALLIATA IO CYyXA KALUIMLA U KaTO €KCIIEKTOPAHT IPH KalllJIiLla, CBbp3aHa ¢ NMpoCTy/1HH
3a00/19BaAH N,

[TponyKThT € TPaAHLIMOHEH PACTUTEJIEH JIEKAPCTBEH MPOAYKT 3a ynorpeda npu onpeaeaeHuTe nokazaHus,
OCHOBAaBAlllH C€ H3LAJIO Ha AbJIrocpoyHa ynorpeba.

bponxocmon [[yo nacmuiu € NOKa3aH MpH Bb3pacTHHU, IOHOLLH U Jela Hal 6-roauiliHa Bb3pacT.
4.2 /lo3upoBKa H HAYHH HA NPHJIOKEHHE

Lo3npoBkKa

Bwv3pacmuu u tonowu nao 12-coouwna ev3pacm:
2 nactuia Ha Bceku 3 10 4 yaca (4 1o 6 nmbTH JHEBHO; MaKCHMaJIHATA JIHEeBHaA /103a e 12 nacTuia).

Heya meoxncoy 6 u 11-co0umuna ev3pacm:
| nacTun Ha Bceku 3 10 4 yaca (4 10 6 mbTH IHEBHO; MAaKCUMaJIHATa JIHEBHA 7103a € 6 nacTuia).

[Teouampuuna nonynrayus
Ynorpebara npu aeua noja 6-roJMiHa Bb3pacT He ce npenopbysa (Bk. Touka 4.4).

HayuH Ha NpUIIOKEHHE
[lepopaHO NpUIIOKEHHE.
OcTaBs ce J1a ce pa3TBOPH B yCTaTa 4ype3 CMy4YeHeE.




[MpoaBLMKUTENHOCT HAa NPHIOKEHUE:
AKO CHMIITOMMTE Ce BNOLIAT WM NPOADbJKABAT CNen 5 AHH, TpAdBa fa ¢e€ KOHCYNTHpATE C JieKap.

4.3 IlpoTHBONOKAa3aHHA

CBpbXUyBCTBHTENHOCT KbM aKTHBHUTE BELLECTBA, KbM APYI'H PacT€HHA OT CeMeNCTBO Lamiaceae WK KbM
HIKO€ OT NIOMOIUHHTE BElLeCTBa, H30POSHH B TOUKa 6.1.

4.4 CpeunaJHH nDpeaynpexaeHifl H NPpeAna3Hd MePKH NpH ynorpeba

B ciayuaii Ha noBHileHa TeMNepaTypa, 3ayX WK FHONHA EKCTIEKTOpaLMs, € HEOOX0AHMa KOHCYITAlHs C
aekap.

[leauaTpy4Ha nonyains
Ynorpebara npH Aela noj 6 roJAHHE HE Ce NPENnopb4Ba NOpaaH PUCK OT HEBOJHO MOTTBLUIAHE HA LIETH

[MaCTHJII.

ToBa nekapcTBO ChbAbPKA MAJITUTON U COpPOHUTOIL.
[TaureHTH ¢ HacIenCTBEHa HEMOHOCHMOCT KbM (pyKTO3a He TpAOBA a NpHeMaT/oy4asar TOBA
NEKapCTBO.

Tosa nexkapcTBO Cbabpaka 6,42 mg NPONHUAEHINIMKON BbB BCEKH NACcTHI.

JlexkapcTBoTo chabpxa 0,01 mg GeH3KI0B ANKOX0N BbB BCEKH NACTHIL.
beH3UIOBUAT aTKOXO0J MOXKe Aa NMpeAU3BUKa aIEPTHUYHH PEaKLHH.

ToBa nexapcTBO ChABPKA MO-Manko oT 1 mmol Hatpuil (23 mg) BbB BCEKH NAacTHI, T.€. MOXE Ja C€ Kaxe, ue
NMPAaKTHYECKHU HE ChAbPXKA HATPUIA.

4.5 BsaumoaeiicTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H APYrd GOpMH HA BIAHMOACHCTRHE
He ca npoBexxaHK MpoyuBaHHa 3a B3aNMOACHCTBHUATA.
4.6 @epTHAHTET, GPEMEHHOCT H KbPMEHE

[Topanu nAnca Ha A0CTATbYHO AAHHM, yroTpedara no BpeMe Ha OPEMEHHOCT H KbPMEHE HE C€ NPEeEnopbhYBa.
JInnceaT AaHHK 32 ePeKTH BLPXY PEePTUIUTETA.

4.7 Edextn BLpXY cnnocofHOCTTA 34 1MopHpaHe H paboTa ¢ MALIIHHH
He ca npoBexaaHu NpoyuBaHis 3a eeKTHTE BbpXY criocobHocTTa 3a WwogupaHe U paboTta ¢ MALINHM.
4.8 Hexenand JeKapcTBeHH peaKUHH

HabmonaBaHu ca peakuii Ha CBPbX4YBCTBUTEHOCT, KAKTO H Ha CTOMAILIHH HApYLIEHHKA NpH ynoTpeba Ha
NEKApPCTBEHH NPOAYKTH, ChABPXallM Malllepka. UecToTaTa € HEH3BECTHA.

CrobmaBane Ha NOAO3ZHPANM HEXENAHH peaKLHN
CoobimaBaHeTo Ha NOAO3ZUPAHU HEXENaHU peaKLMU ClIE] PErHCTPUPAaHE Ha TPAAULIMOHHHS pacTUTENEH
JIEKapCTBEH MPOAYKT € BaKHO. ToBa 1MO3BONABA A2 NPOABIKHA HAONIOACHHETO Ha ChOTHOLLIEHHETO
MOJI3A/PHCK 3a JIEKAPCTBEHUA NPOAYKT. OT MEAULIMHCKUATE CMELHATUCTH CE W3MCKBA Aa chOOLUABAT BCAKA
NoAO3HpaHa HEXKENaHa peaklus Ypes




HM3nbaHHTENHA areHLHs Mo NeKapcTrBara
yA. ,,Jlaman ['pyeB’” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaliT: www.bda.bg

4.9 [Ilpeno3upane

He ca cpoluiaBaHi ciyyan Ha npeao3upaHe.

5. GOAPMAKOJOITrHYHU CBOUCTBA

5.1 dapmMakoaHHAMHYHH CBOifcTBa

dapMakorepaneBTH4HA rpyna: EkcnexropadTd, komOunaumn, ATC koa: ROSCA10
BPOHXOCTOI!I JIYO nacmuau e TpaJULIMOHEH PACTUTENEH NIEKAPCTBEH IIPOAYKT.

CbCTaBKHMTE Ha MAIllepKaTa MOoANOMAraT eKCNeKTopalaTa Ha )K1iaBa, BACKO3HA CIIy3 Upe3 CBOMTE
CEKPETOJIUTHYHH, CEKPETOMOTOPHY ¥ GPOHXOCTIA3MONHTHYHH CBOMCTRA, KaTO M0 TO3H HAUWH W3UHCTBAT
6poHxute. ETEPHUHOTO MAC/IO OT MallEPKa, KOETO ChILO CE ChAbPXKA B CyXHs €KCTPAKT, MMA AHTHCENTHYHH

CBOHCTBA.
[Tonu3axapuauTe OT KOpeHHUTE HAa neqedHa pyka obdneKyaBaTt Apa3HEHETO M BB3MAJICHHETO HA JIMraBHLaTa H
HaManNABaT NepudepHaTa KallleuHa aKTHBHOCT.

5.2 @apMaKOKHHETHYHH CBOHCTBA

He ce u3uckBear.

5.3 [lpeakauHRYHH JaHHH 34 GezomacHOCT

TectoBe 3a reHOTOKCHYHOCT €& M3BBPLICHH C HAKONIKO EKCTPaKTa OT MallepKa ¥ eTEepUYHO MAacIo OT
MalllepKa, KaKTO 4 CbC CyX €KCTPaKT OT KOpeH OT JeuedHa pyxa. He e HabmoaaBaHa MyTareHHOCT B
MPOBEACHUTE AMEC TECTOBE.

He ca npoBexaaHy TECTOBE 32 PENPOIAYKTHBHA TOKCHYHOCT M KAHLEPOTEHHOCT.

6. GOAPMALEBTHYHH JAHHH
6.1 CnuchbK HA NOMOUIHHTE BELLECTRBA

Apabcka ryma (E 414)

Mantuton, redeH (E 965)

Cop6uron, TeueH (Hexkpuctanusupaii) (E 420)
MantoaekcTpus

JInMOHeHa KUCeanHa

3axapuH HaTpul

ApoMar Ha apoHus (nponunedrnykon (E 1520))
ApoMar Ha ropckd ruioaose (nponuieHrnukon (E 1520), 6en3nnos ankoxon (E 1519))
[Mapadmuu, nek TeveH
Flpeunctena Boaa




6.2 HechLBMECTHMOCTH

Henpuaoxumo

6.3 Cpox Ha roaHoct

3 ronuHM

6.4 CrnenHa.J HH YCHAOBHA HA ChHXPaHEeHHE

Jla He ce cbXpaHaBa NpH TeMnepatypa Haa 25°C.

6.5 Buan chAbLPXKaHHE HA ONAKOBKATA

Bavcrepuun onakoexu oT PVC/PE/PVAC Alu, chaspxawmu 10, 20, 30 wig 40 nactuna.
He BcHUKH BHAOBE OMaKOBKH MOTAT Aa ObaaT nycHATH B mpoaaxoa.

6.6 Cneunajanu npeanasHH MepKH NpH H3IXBbpJasHe

HamMa cnenaiHy U3NCKBaHUA.,

7. NMPUTEXATEJ HA PAZPELIEHHETO 3A YIIOTPEBA
Kwizda Pharma GmbH

Effingergasse 21

1160 Vienna

ABCTpHS

8. HOMEP(A) HA PAZPEUHIEHHUETO 3A YIIOTPEBA

PerncrpannoneH Ne 20190134

9. JATA HA ITBHPBO PAZPEUNABAHE/NOJHOBABAHE HA PAZPEIHEHHETO 3A
YHOTPEBA

JlaTta Ha bpBO pa3peliaBaHe:; 28 Mait 2019 r.
JlaTa Ha nocnenHo nonHoBaABaue:11.02.2022

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

11/2023




