b. JHCTOBKA



JIHcTOBKA: HHpOpPMAlLIHA 32 MOTPEONTENH

BPOHXOCTOII HAWT 187,5 mg/136,4 mg/150 mg nepopaJieH pasTBop
BRONCHOSTOP® NITE 187.5 mg/136.4 mg/150 mg oral solution

CYX eKCTPAKT OT KopeHH JleueOHa pyxa/CyX eKCTpaKT OT LBETOBE JIMna/cyx eKCTpakT OT nucTa TECHONMUCT
YKHBOBJICK

Althaeae radix extractum siccum/Tiliae flos extractum siccum/Plantaginis lanceolatae folium, extractumm
siccum

I[IpoyeTeTe BHHMATENHO HAJIATSE JHCTOBKA, IPEeAH 1A 33M0YHETE A8 MPHEMATE TOBA JEKAPCTBO, THH

KaTO TH CHLABPKA BaxXHAa 3a Bac uHpopmanus.

BuHaru npueManTe TOBa JIEKAPCTBO TOYHO KAaKTO € ONMMUCAHO B Ta3H JIMCTOBKA WM KakTo By € ka3zan Bamms

neKap My papManesT.

- 3anaszere Tazu NUCTOBKA. Moxke Ia ce HAJIOKHU [1a 4 IIPOYETETE OTHOBO.

- AKO ce HyXJaeTe OT AOITbJIHHUTE/IHA MHHGOpMAaLlME HWIH ChBeET, IonuTalite Bamusa ¢gapMauenT.

- AKO NojayvHTe HAKAKBH HEXKEIAHH JIEKAPCTBEHH PEaKLIny, yBeaoMeTe Bammua nekap win ¢apMaleBT.
Topa BKIFOUBA H BCUYKH BE3MOKHU HEXENTAHHN PEaklMU, HEOTIMCAHM B TA3H JIMCTOBKA, BIKTe Touka
4.

- AKo cnen 5 aHM (3 AHM NpH Aeia) HE ¢e UYBCTBATE MO-A00pe WK CheTOoAHUETO BH ce Biomu, TpaOBa
Ia MOTBHPCUTE JIEKApCKa MOMOILL,

B 1231 JHCTOBKA:
Kakso npeacrannasa EPOHXOCTOIT HAHIT u 3a xaxnd SURGRMIENHA ATEHLAH MO NEKAPCTBATA
Kakpo TpaOBa na 3HaeTe npeau ga npueMere S5POHXOGNOTPIR JPpusomenie 2

Kak ma npuemate BPOHXOCTOIT HAHUT 20210800

BL3MOKHH HEXETAHH peaKLHy L e srraanrannrras araues
Kax na cbxpaussare BPOHXOCTOI HAHUT

CoabpixaHHe Ha ONaKoBKaTa ¥ JONBIHUTENHA UHPOPMLEES

Dk LN

1. Kaxso npeactasanasa BPOHXOCTOIT HAHT u 3a kakBo ce H3M0a3Ba

[TonuzaxapuauTe, CbXBPKAIIY c€ B KOPEHa OT JieyefHa pyxa M :KUBOBJIEK, 00eKyaBaT Apa3HEHETO B yCTaTa
HNH PaprHHKCa U CHOTBETHO MIOPHBUTE HA KALLITHLIA IpE3 JeHA, KAKTO U npe3 Holura. CheTaBKUTE HA TUNaTa
MOATIOMAraT H3MOTABAHETO U MO TO3H Ha49HH 00NEeKYABAT HACTHHKUTE, MPOTUYALIH ¢ MOBHIICHA
TEMIIEpaTypa.

TpaguUHOHEH PACTUTENEH IEKAPCTBEH MPOAYKT 3a 00/IcKYaBaHE HA CyXa KalULIULA, KAKTO U Ha HOLHA
KAIILIKIA, Apa3sHEHE Ha (papHHKCA H 33 NOANOMAaraHe Ha H3NOTABAHETO MPH JIeKO MOBHIIEHa TEMIIEPATYpa,
KaTO paHHH CHMITTOMH Ha 0OMKHOBEHA HACTHHKA.

To3n npoayKT € TPaAHLIMOHEH PaCTHTEJICH JIEKAPCTBEH NIPOOYKT 32 ynoTpeda npH onpeaeicHUTe TI0Ka3aHuA,
OCHOBABAaNIH{ Ce M3LIATO HA ABIrOCpOYHA ynorpeba.

FPOHXOCTOIT HAHT e npenHa3HadeH 3a ynoTpeba MpH Bb3PacTHH, IOHOIIH H JEUA OT 4 roAuliHa
BB3PACT.

Ako cien 5 nau (3 IHU NpH AeLia) HE C€ YYBCTBATE MO-200pe WM ChCTOAHMETO BH ce oy, Tpabdea ga
NOTBHPCHUTE JEKapCKa HOMOLIL.

2. Kaxpo TpaGBa aa 3Haete npeaH Aa npuemete BPOHXOCTOII HAUT
He npnemaiite FPOHXOCTOIT HAHT

- aKo CTe aJICPrH™MHH KBM JicdeGHa pyXa, JIUMa WIH TECHOIUCT KHBOBJICK W
OCTAHAJIMTE CHCTABKU Ha TOBA JIEKApCTBO (M30POCHH B TOUKA 6).




[pexynpexIeHAs H NPEANA3HH MEPKH
INoBopere ¢ Bawua nexap wny dapMaLeBT, npeay aa npuemere SPOHXOCTOI HAUT,

AKO CHMITTOMHTE €€ BIOLIAT 10 BpeME Ha ynoTpebara Ha TOBA JIEKAPCTBO, WIH aK0 C€ MOABH 3adyX, BHCOKa
TeMIepaTypa Win THONHH XpaukH, TpAOBa Aa ce KOHCYJITHpATE C NeKap.

Ab6copbuusaTa Mpy €AHOBPEMEHHO NIPWIAraHH eKapcTBa MOXeE Aa c¢ 3abaBu. Karo npeanasHa Mapka, To34
JIeKapCTBeH NPOAYKT He TpAdBa Aa ce npuema 30 MUHYTH A0 1 9ac npean WM ciiel NpHeEMa Ha ApYry

JCKApPCTBA.

Hena
Ynotpebarta npy Acua noa 4 roaMiliHa Bb3PaCcT HE ¢€ NPENOpHYBA, NOPAAH NUINCA HA NOCTATLYHO JAHHH.

Apyru aexapersa u BPOHXOCTOII HAHT
Hudopmupatite Baluna nexap unu papMauesT, ako NMPUEMaTe, HACKOPO CTE NMPUEeMATHA HITH € Bh3MOXHO Ja
npHeMETe APYTH NeKapCTaa.

He ca w3BeCTHH B3auMOAeHCTBUA.
He ca mpoBexaaHH Mpoy4BaHHA 38 B3aUMOIECHCTBHA.

bpeMeHHOCT, KhpMeHe H QepTHAHTET
AKO cTe OpeMeHHA WK KBPMUTE, CMATATE, Y€ MOXKE 1a CT¢ OpeMeHHa WM IJIaHHpaTe OpeMeHHOCT,
nochBETRANTE ce ¢ Banms nekap wnn ¢apMmaLeBT rnpeny ynorpedara Ha TOBA NEKapCTBO.

bezonacHoCTTa 10 BpEME Ha OpEeMEHHOCT M KbPMEHE HE € YCTaHOBEHa. [1pH nunca Ha 1O0CTATBYHO NAHHH,
ynorpebara mo BpeMe Ha OPEMEHHOCT H KbPMEHE HE C€ IPeTophYBa.

lllodupane n pabora ¢ MAIIHHM
He ca npoBexaHHn Npoy4BaHuA Ha €PEeKTHTE BEPXY CIIOCOOHOCTTA 3a WodHpaHe H paboTa ¢ MAILHHHA.

BEPOHXOCTOI HAHT chabpxa KCHIHTO
Tosa nexapctbo cpabpka 11,04 g xkeunuron B MakcHManHara gHeeHa nosa (60 ml). Moxe na uma
cnaburenno aeicteHe. EHepruiina croliHoct 2,4 keal/g xcunuron.

BEPOHXOCTOIT HAHAT cvaupxa meTna-4-napaxnapoxcubensoat n nponua-4-napaxuapokcubensoar.
Te3H KOHCEPBAHTH MOIaT Ja MPHYNHAT AICPrUYHH PEaKIMH (BEPOATHO OT 3a6aBeH THN).

BPOHXOCTOIT HAAT ¢babpa NponnuieHrInKos i GeH3HN0B 2IK0X0.1.
Tosa nexapcTBo cvabppxa 13,6 mg nponmunendrnikon u 0,002 mg 6eH31N0B ankoxon BbB BeAKa A03a (15 ml).

beH3WIOBHAT aNKOX0a MOXE a2 NMPHYHHH aJICPrHiHH PCaKLIMH.

3. Kak aa npuemate EPOHXOCTOIT HAUT

BHHaru npueManTe ToBa JIEKApPCTBO TOYHO KAKTO € OIMCAHO B Ta3H JIMCTOBKA WIH KakTO BH e kazan Bawruar
aexap wiu ¢apmalleBT. AKO HE CT€ CHTYPHH B HellO, onATaiTe Bamua nexap unyu gpapMalieBr.

[IpenopbYHTEHATA A034 €:

Bw3pacmuu u onowu om 12 2o0uwuna evapacm:
15 ml (m3non3Baliku npeaocTaBeHaTa MEpUTEITHA YaluKa) 10 4 IbTH AJHEBHO (MaKCHMAIHA JHEBHA J103a JI0
60 ml). Ilocnennara no3a TpsaOBa Aa ce npHeMe HEMOCTPEACTBEHO NMPEH JAraHe.

Heya na evzpacm om 4 do 11 zo0unu.
7,59 m] (m3non3Baiiku npeaocTaBeHaTa MEPUTENIHA Yallka) 3 10 4 MbTH JHEBHO {MaKCHj
30 ml). [Tocneauara no3a TpAOBA Aa C¢ NpHEME HENIOCTPEACTBEHO NMPEAH JIATAHE.

HauyuH Ha NpUIOXKEHHeE:



3a NepOpasIHO NPUITOKEHHE. .
[Mpuematite BPOHXOCTOIT HAHT nepa3peneH. Ilpenopreysa ce Aa ce W304rBa NPUEMAHETO HA TEYHOCTH OT

30 muH. o 1 4yac cnen mpUeM.
[IpenocrapeHa € MEPHUTENIHA YAIlIKA.

[TpoABLIHKMTENHOCT HA MTPHIOKEHHE:
AKo cien 5 aam (3 AHH NpH Aela) He ¢e YYBCTBaTe Nno-a100pe wnM coeTosHneTo Bu ce pnomw, Tpsdea na
NOThLPCUTE JIEKAPCKa TOMOLLL,

Ynorpeba npu peua
[Topanu nunca Ha AOCTATLYHO AaHHM, HE CE MPenopbyBa ynorpedarta Npu Aeua noj 4 rooHHH.

AKO cTe npHe/IH noBeYe oT HeobGxoaumara noza BPOHXOCTOIT HAHT
He ca noknaasaHy ciryday Ha Mpeno3MpaHe.

AKO cTe NPOMYCHAIH A2 NpHuemete EPOHXOCTOIT HAHT
He B3emaiire apoiiHa n03a, 3a Aa KOMIEHCHpATE MPOTyCHATaTa A03A.

AKO HMaTe HAKAKBH AOMBIAHMTEIIHN BBIIPOCH, CBBP3AHH ¢ ynoTpedara Ha TOBA JIEKAPCTBO, MONMHUTAATE
Bamiua nekap win papMalesT.,

4. DBb3iMOXKHH HEXKEJAHH PEKIHH

KakTo BCHYKH eKapCTBa, TOBA JIEKAPCTBO MOXKE 1a NPEIH3BHKA HEXENAHN peaKlMi, BBIIPEKH Ye He BCEKH
r'd NOJy4ana.

He ca n3peCTHH HEXETAHH PEaKLIMH,

Cro6maBane HA HeXXeJRHH PeaKLNH
AKO MONyYHTEe HAKAKBH HEXENAaHH JICKAPCTBEHH PeaKUHH, yBenomere Bamna nekap win ¢papmanest. Tosa
BKJIIOYBA BCHYKH Bb3MOXXHH HEOTIHCAHH B Ta3H JINCTOBKA HEXKENMaHK peakuu. Moere Chilo Ja crobumunTe

HCXKCIIaHHN pCaKIIHH JHPCKTHO Hpe3.

AszmpaHuTenHa areHuys no Jekapcreara
ya. ,,JJamaH I'pyer” Ne 8
1303 Codpun

Ten.: +359 2 8903417
yebcalit: www.bda.bg.

KaTo chobluaBaTe HexenaHd peakuMu, MOXKETE Ja NaJeTe CBOA NPUHOC 3a NOJTyYaBaHe Ha oBeye
uHbOpMaLIHA OTHOCHO D€30MACHOCTTa Ha TOBA IEKapCTBO.

5. Kak aa chbxpanssate BPOHXOCTOIT HAHT

Cnen oTBapsHe, 1a HE Ce ChXpaHsBa npH teMneparypa Haa 25°C. CexpahsBalite OyTuikara rIsTHO
3aTBOpeHa cnen ynorpeda. Jla ce cbxpaHsaBa B OpHIHHANHATA OTIaKOBKa, 32 1a ¢ MPEeAna3H OT CBETIIHHA.

Ha ce cpxpaHsBa Ha MACTO, HEOCTBITHO 3a Aela.
He u3non3paliTe TOBA JIEKAPCTBO CIIEA CPOKA HAa FOAHOCT, 0TOENA3aH BHPXY €THKETA H KAPTOHCHATA

onakoBka ciea “I'ogen a0:”. CpoKbT Ha rOAHOCT OTrOBapA HA MOCHEAHMA AE€H OT MOCOUCHHUA MECELL.
Cnen oTBapsHe, H3MON3BaNTE B PAMKHTE Ha 2 Mecela.

He u3xBLpAsATE JIEKAPCTBATA B KAHANMH3ALMATA MK B KOHTEHHEpa 3a AOMaIlH "
Baiuna papMaLeBT KaK Ja UIXBBLPIATE JIEKAPCTBATA, KOMTO BEYE HE H3NON3BATA
3a Ola3BaHe Ha OKOJIHATA cpeAa.




6. CouappkaHHe HA ONMAKOBKATS H AONBbJAHKTEIHA HHPOPMALKA

Kakso csaspxka BPOHXOCTOIT HAHT:
- AKTUBHHTE BelIIECTBA ca.
15 ml (= 16,3 g) nepopaneH pa3TBOp CbABPKAT:
* 187,5 mg cyx excTpakT oT KopeHu JleuebHa pyxa (Althaea officinalis L., radix), (7-9:1),
E€KCTpAareHt: BoJA
. 136,4 mg cyx exctpakT ot usst Jluna (Tilia cordata Miller, Tilia platyphylios Scop., Tilia x
vulgaris Heyne, flos nnu Texuu cmecu) (3-8:1), ekcTpareHrt: Boaa
) 150 mg cyx ekcrpakt ot aucra TecHonuct xuBornex (Plantago lanceolata L., folium) (4-6:1),
€KCTpAareHT: BoAa
- Jpyr# CbCTABKH Ca: MATOAEKCTPHH, KOMOUACH 0€3BOACH CHIHUMEB JHOKCHI, MTHLEPOI, KCUIHTOI
(E 976), MmeTun-4-xuapoxcudensoar (E 218), nponun-4-xunapoxkcubenzoar (E 216), niMoHeHa
KHCETHHA MOHOXHpAT, KCAHTAHOBA I'YMa, apoMar froaa (Crappxatl deH3unoB ankoxon (E 1319),
npormneHraukon (E 1520)), npeuncrena soaa.

Kax n3rnexna BPOHXOCTOIH HAHT n kakBo ¢babpKa ONaKOBKATA

BEPOHXOCTOI HAHT e xadap, HenpospadeH nepopaieH pastsop. [pemnara ce B kadpABH CTHKICHH
OYTHIKH ¢ Kanadka ¢ BUHT B ortakoBku oT 120 ml, 200 ml u 240 ml. He BcH4yku BHAOBE ONMaKOBKH MOIar 1a
OBJAT MyCHATH Ha nasapa. [IpuioxeHara MEPUTEIHA YallKa CbC ckana Mexay 2,5 ml ¥ 20 ml ynecHsasa
NPELN3HOTO H3MEPBAHE HA MPENOPBUYUTETHOTO KOJHYECTBO.

TlpuTexkaTenl HA pa3pellieHHETO 3a yNnoTpeba ¥ NPoU3BOAHTEA

IpATexaTesa Ha pa3peilleHHETO 38 ynorpeda:
Kwizda Pharma GmbH

Effingergasse 21, 1160 Vienna

ABCTpHSA

IlIpoussoauTea:
Kwizda Pharma GmbH
Effingergasse 21, 1160 Vienna

ABCTpHiA

ToBa nekapcTBO € pa3pelleHo B AbPKaBHTEe-4NeHKH Ha ERponefickoTo HKOHOMHYECKO ITPOCTPAHCTBO NOA
CNEXHHUTE HMEHA:

ABCTpHSA: BRONCHOSTOP Erkiltungs- und Hustensaft

Brarapus: BPOHXOQCTOIT HAHUT 187,5 mg/136,4 mg/150,0 mg nepopanen pasTteop
Yexus: Bronchostop Trio

EcTroHns: Broncophen Nite

XbpBaTua: Bronchostop Trio oralna otopina

YHrapus: Bronchostop Trio khbgés és megfazas elleni belsdleges oldat

PyMBHHA: Bronchostop Trio pentru Tuse si Raceald solutie orald

CnoBeHHUA: Slez, trpotec in lipa Bronchostop peroralna raztopina

CrnoBakus: Bronchostop deii a noc peroralny roztok

3a nonbaHKHTeNHA HH(pOpPMALMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPXKETE Ce C NOKANHHA NIPEACTABUTEI Ha
NPUTEXATENA Ha pa3pellieHUeTo 3a ynorpeda.

Marna®apm bearapus EA /] )
TenedoH: +359 2 890 39 13 RN

JlaTa Ha mocJjeaso NpepasriaexiaHe HA IHCTOBKATA oxkToMBpH 2025 1.



