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KPATKA XAPAKTEPHCTHKA HA IIPOJAYKTA



| U3NbIHUTENHA ATEHUMSR o JIEKAPCTBATA

1. HME HA JIEKAPCTBEHMS IMTPOAYKT Kpamxa xapaxmepucmuka na npogyxma  Mparomaenve

BPOHXOCTOII 59,5 mg nacmunu
BRONCHOSTOP® 59,5 mg pastilles

2. KAYECTBEH U KOJINYECTBEH CHh(CTAB
| mactun SPOHXOCTOIT nacmunu chabpxa:
59,5 mg I'paauucka mawepka (Thymus vulg./Thymus zyg.) CyX eKCTpaKT OT cTphkoBe ((7-13:1)

eKCTpareHT: BO/a).

[MoMOLLLHH BeLLeCTBA ¢ U3BECTHO AeiicTBHe: 523 mg copburon (E420), 300 mg dpykTo3a, 5,53 mg
nponuiaenrnrkon (E1520) u 0,0018 mg 6ensnnos ankoxon (E1519).

3a NbAHUA CMTUCHK HA MOMOLLHUTE BeLUeCTBa BUXTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

IMTacTuau.
[HecTobreaHu kahaBU NACTHIH C MNOAOB BKYC.

4, KJMHHYHHN JAHHH
4.1 TepaneBTHUYHH NOKAZAHHSA

TpaaUUMOHEH PACTHTENEH JIEKAPCTBEH MPOAYKT, KOHTO C€ H3N0/3B& KATO €KCIIEKTOPAHT NPH KAULTHLA,
CBBLP3aHa ¢ NpOCTYAHH 3a00NaBaHUA.

IIpoAYKTHT € TpadHLUHOHEH pacTHTENEH eKapCcTBeH NPOAYKT 3a ynoTpeba npy cREUH(pHUYHH
MoKa3zaHWA, OCHOBAHH M3LANIO HA ABJroroaMilHa ynorpeba.

4,2 do3HpOBKA H HAMHH HA NPHJIO0KEHHE

Ho3upoBka:

Bn3pacTHH ¢ 1OHOWHW Haa 12 roamiiHa Bb3pacT:
Korato e HeobxoauMmo, | 10 2 nacTuna B ycraTa 3a CMyUeHe Ha BCekd 3 10 4 vaca (4 00 6 MbTH AHEBHO,

MaKCUMaJIHATa NHEBHA A03a € |2 nacTuna.

Heua Ha Bb3pacT oT 6 a0 12 roauHu:
KoraTto e Heo6xoaumo, | nacTun B ycrara 3a cMyueHe Ha Bcekd 3 a0 4 4vaca (4 10 6 nbTH JHEBHO
MaKCHMaJTHATa AHEBHA 034 € 6 nacTuia,

Jleua Ha Bb3pacT noj 6 roAnHH:
[Topaav nuncaTa Ha AaHHKW W NOPaAX PUCK OT Cy4alHO NOrNbLWAHE HA LUENNS nactul, yrotpebara npu
aeua rnofs 6 ro/iMiliHa Bb3pacT HE Ce MpenopbuBa.

HauyuH Ha 0pUAQKEHHE
3a OPOMYKO3HO MPUJIOXKEHHUE,
OcTaBeTe [a ce pa3TBOPH B YCTATa UpPe3 CMYUCHE.

HpOﬂ’hﬂ}KHTEﬂHOCT Ha NpHAGKCHHUC
AKO CHMNTOMMTE Ce BJIOLLABAT HITH HE Ce HDHOGPHB&T no 7 AHH, C HeobX0oa1Ma KOH




4.3 [IIpormBonokazanus

CBpBXYYBCTBHTENMHOCT KbM aKTHBHHTE BELLLECTBA, KbM JPYrH pacTeHHa OT ceMeitcTBo Lamiaceae unu
KbM HAKOE OT MOMOLIHHUTE BELLECTBA, M30pOoeHH B TOuKa 6.1.

4.4 CneunaaHH NpeayNpeKACHHA H NPEANAZHH MEPKH NPpH ynorpeba

an NOBHUICHA TCMIICPATYPAa, 3adyX HIIH rHOMHa CKCNCKTOpPdLUHA, € HeoOXoaHMaA KOHCYJ/ITAllUA C JICKAP.

[TeanaTpuuda nonynauus
He ce npenopbusa ynorpebdara ripu acua noa 4 rOAKLIHA Bb3PacT NOPaaM PUCK OT HEBOTHO NOTNTbLIAHE

Ha UAJTUAT NMacTHJL.

Tosa nekapcTeo cbaAbpka 523 mg copbuton v 300 mg GpykTO3a BHB BCEKH MMACTHI, CHOTBETCTRALLM HA
npubnuzurento 0,1 rernexuaparHy eauHULMU. Toa Tpabea na ce UMa NpPeABHI NPU NALMEHTH CbC
3axapeH avaber. To3u nekapereeH npoaykT He TpabBa aa ce npuema OT NaLMEHTH ¢ HaceACTBEHA
HENOHOCUMOCT KbM (pykTo3a. Tpabera na ce Ma NpeaBya aAWTUBHUAT €(EKT Ha CHITBTCTBALLO
npuiaraHu npoAyKTH, ChaAbpKaILU COPOHTON (WK (PpYKTO3a), KAKTO H XPAHHTEIIHUAT NPUEM HA
copbuTon (UM PPYKTO3a).

CbAbpxaHHETO Ha COpOUTON B IeKAPCTBEHW NPOAYKTH 3a NEPOPATTHO NPUIOKEHHE MOXKE /14 NOBJIUAE
GHOHANHMYHOCTTA HAa APYIrH NMEPOPAHH JICKAPCTBEHH MMPOAYKTH, KOHUTO CE€ TIPHJIAraT ChIrbTCTBALIIO.

CopbUutonsT MOXKE Aa MPUYHHK CTOMALLKO-4YPEBHO HEPa3noaoKeHHe U ciabo U3paseHo cnaburenHo
nefcTBRUE,

ToBa nekapcTBO CbaAbpkKA 5,53 mg NPONKIEHTTHKON BbB BCEKH 11aCTHI.

Tora nekapctso cbabpxa 00,0018 mg 6eH3nnos ankoxon (E1519) BB Bceku nactui. bensunoeusar
AJIKOX0J1 MOYX<E 1a NPHUYHUHU aJiepruyHy peakimH.

Toea nexkapcTBO CbaAbpKa No-mManko or | mmol Hatpuit (23 mg) Ha nacTH, T.e. MOXKe [1a CE KaXKe, He
MPakTHYECKHU HE CbIbpKa HATPHH.

Peaxy cnyuan Ha peakUHH Ha CBPBXUYYBCTBHUTENIHOCT, BKIIOUYMTEIIHO TEXKKH PeaKLUH C AaHTHOE/EM,
AWCTTHEA M LIOK, KOUTO MOXE [1a U3UCKBAT ClMELlHa AoMoll, ca Habmopasauu cneq ynorpebara Ha
MPOAYKTH, CbABPKAWM Mallepka. JleueHneTo Tpabea aa ce NpeycTaHOBH MPH MbPBUTE MPU3HALK HA
CBPBXHYBCTBHTEIHOCT (BHKTE CBLIO TOUKa 4.8 HexxenaHn nekapCTBeHy peakLnu).

[TaumeHTn ¢ aHaMHE3a 32 acT™Ma WK ANIEPriyHK PEAKLMK MOYKE 14 UMAaT NOBHUILEH PUCK OT PeaKLMK Ha
CBPBX4YBCTBUTEIHOCT, KOMTO ChUIO MOraT Aa Obaar TexxkH. Tesu nauueHTH TpabBa ga ce KOHCYyaTHpar
C JieKap Npeay Aa U3N0/3BaT TO3W NPOAYKT.

4.5 BianmopeicTBHE ¢ APYIH JIeKaPCTBEHH NPOAYKTH U APYrH GOpMH Ha B3auMo/eiicTBHe

He ca nposexxaaHW NpoyusaHus 3a B3aUMOAEHCTBUATA.
Jlocera He ca M3BECTHH B3aMMOIACSHCTBHS.

4.6 DepTHAHTET, OPEMEHHOCT H KbPMEHE

[lopaau nunca Ha AoCTaTHHHO AaHHM, ynoTpebaTa No BpeMe Ha OPEMEHHOCT U KbPMEHE HE C€

npenopbYBa.
He ca npoeexxaaHu npoyvBaHus 3a edeKTHTE BbPXY (hepTHIHTETA,

4.7 EdexTi Bbpxy cnocobHocTTa 32 modupane u pabora ¢ MAIIHHH

He ca nposexaanu npoyuBaHus 3a egeKTuTe BbPXY CNOCOOHOCTTA 3a WodHpaHe U paboTa
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4.8 Hexe/laHH JEKAPCTBEHH peakliny

Hexenanure peakunu ca u3dbpoenu no MedDRA cucremo-opraHeH Kiac M 4eCTOTa, KATO Ce H3NOA3Ba

Cl1eAHATa KOHBEHLIUA:
MHoro uectu (= 1/10); uectn (= 1/100 no < 1/10); Heuectu (= 1/1 000 go < V/100); peaxku (= 1/10 000

no <1/1 000); muoro peaku (<1/10 000), ¢ Hen3pecTHa qecToTa (OT HATMYHHUTE JaHHH HE MOXe fa Obie
HanpareHa OUEHKa).

CucTeEMO-0OpraHeH knac no Hexxenanure peakyuu YectoTa

MedDRA

HapyiieHus Ha UMYHHaTa AHadunakTH4Ha peakLus, C HeusBecTHa yecToTa
CUCTEMA CBPBXYYBCTBHUTEIHOCT

(BKJIFOUUTENHO aHTHOEAEM,
AUCTHEA U WOK) (B2 CbLUO TOUKA

4.4)
CToMallHO-4YpeBHH ["aneHe, noppwbllaHe, 1napus, C HEHU3BECTHA YecToTa
HApYLIEHNS KOpeMeH AUCKOMMOpPT, KOpeMHa

fosika, CTOMALHO-YPEBHO

pascTponCTBO
HapymeHus Ha koxaTa U O0pus, yprvkapus, npypuTyc C Heu3BeCTHa yecToTa

NodKO>KHaTa TekdH

Hexcenanume peaxyuu, uzbpoenu 8 COK Cmomawno-upesnu napywenus u Hapywenua na xosxcama u
ROOKOJICHAMA MBbKAH CHI0 MO2an 0a ce ROABAM KAMO CUMIIOMU HAQ C8PBXUYECMEUMERHOCH.

CrobliasaHe HA NOAO3UPAHY HEXENAHH PEaKLIHU

CrobulaBaHeTo HA MOAO3UPAHH HEXKENAHH PEAKLMH CNER pa3peLlaBaHe 3a ynoTpeba Ha nekapcTeeHMs
MPOAYKT € BaxKHO. TOBRa (103B0OJIABa Aa NMPOABINKH HabMIOAEHHUETO HA ChOTHOLIEHHETO NON3a/pHCK 34
JIEKAPCTBEHHA NTPOAYKT. OT MEANLIMHCKHTE CIIELHATUCTH CE M3UCKBA Ja ChoOLIaBaT BCAKA NMOAO3MPaHa

HCXKCJIaHa pCaKUMA HPC3!

U3nbnHUTENHA areHuUns no JeKapcTsara
ya. ,,Jlaman ['pyeB” Ne §

1303 Codpus

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

4.9 IIpeao3upaHe

He ca cvofiiasanu cnyuan Ha npeao3upaHe.

5., ®APMAKOJIOrHUYHHU CBOUCTBA

5.1 QPapmMakoaHHAMHYHH CBOHCTBA

MdapmakoTtepanesTuuHa rpyna: Excnekropantu, ATC xoa: ROSCA

ChCTaBKMTE Ha MalllepKaTa MOANOMAaraT eKCIeKTOPaLMATA Ha XKU11aBa, BUCKO3HA CNY3 4pe3 CBOUTE
CEKPETONIMTHYHH, CEKPETOMOTOPHHU K OPOHX0CNA3MONIUTHYHH CBOHCTBA. ETepryHOTO Maco oT
MalllepKa, KOETO ChLUO C€ ChAbPXKA B CYXHUA €KCTPAKT, MMa AHTHCENITHYHY CBOHCTRA.

5.2 @dapmMakoKHHeTHYHH CBOHCTBA

He ce u3uckBar.

5.3 IIpeaknHHH4YHH JAHHH 34 Oe3onacHocT




HM3BbpLUEHH Ca TECTORE 32 FEHOTOKCHYHOCT Ha JIEKAPCTBEHHS NPOAYKT, CbC ChABPKALLHS CE B
MPOAYKTA CYX EKCTPAKT OT MaLLepKa, HAKONKO APYTH OUNKOBH EKCTPAKTH OT MaLUEPKA H ETEPHYHO
Maco oT Matlepka. He e HabnrogasaHa MyTareHHOCT NPHU NPOBEACHUTE TECTOBE HAa Ames.

He ca npoBex1aHH TECTOBE 33 PENPOAYKTHBHA TOKCHYHOCT ¥ KaHLIEPOreHHOCT C JIEKapCTBEHHUS
[MPOAYKT.

[IpeAKNHHUYHHTE JAHHHW HE PAa3KPHUBAT PHUCK 3a XOpaTa.

6. PAPMAILEBTUYHHA JAHHU
6.] ChnHcbK HA TOMOLIHHTE BEllIECTBA

Axkaunga (Apabcka ryma) (E 414)

DpyKTO3a

Cop6uron, TeueH (Hekpuctanusvpain) (E 420)
MantoaekTpuH

JInmMoHeHa kucenuHa, oezsoaHa (E 330)

3axapuH Hatpui (E 954)

ApoMat Ha apoHus (ceabpkall nponuneHrnukon (E1520))

ApoMar Ha ropcku mogose (Cbabpkaul nponuieHrnnkon (E1520) u 6ex3nnos ankoxon (E1519))
[lapagdun, nek TeueH

[IpeuncTena Boja

6.2 HecbBMECTUMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

3 ronMEH

6.4 ConennajnH YCJ10BHA HA CLXPAaHEHHE

Ja ce cbxpaHsaBa npu remneparypa noa 25°C.
Ha ce cbxpaHsaBa B OpMrMHaNIHATA OMAKOBKA Ha 3alllMTEHO OT CBETJIMHA WU BJara MACTO.
Jla ce ¢bhbXpaHsABa Ha MACTO, HEAOCTBLNHO 34 AelA.

6.5 BuancbanpikaHHe HA ONAKOBKATA

PVC/PE/PVAC/Alu 6aucrepun onakoeku ¢ 20 uau 40 nactunn. He sBcyukn BUAORE ONAKOBKH MOrarT aa
ObaaT mycHatTn Ha nasapa.

6.6 ChoenHaAJHH NpeANAZHK MEPKH NPH H3XBbLPJsAHe H pabora

Hsama crieuanHy H3MCKBaHUA.

7. IIPHTEXATEJI HA PAZPELIEHUETO 3A YIIOTPEBA

Kwizda Pharma GmbH A
Effingergasse 21 MR




1160 Vienna
ABCTpHA

8. HOMEP(A) HA PAZPELIEHHUETO 3A YIIOTPEBA

Nell - YP - 38085/07.06.2017
Per. Ne 20120188

9. JAATA HA TbPBO PA3PEINABAHE/TIOJHOBABAHE HA PAZPEHIEHHMETO 3A
YIIOTPEBA

Hara Ha nbpBo pazpeiwnaBane: 30 Mapt 2012
Hara Ha nocsneaHo noaHosasaHde: 07 1onu 2017

10. JTATA HA AKTYAJ/IH3UPAHE HA TEKCTA

08/2024




