JIacTroska: nadopmanus 3a ZoTpebuTeIs

Bpomxexcnn AxraBnc 8 mg TabaeTku
Bromhexin Actavis 8 mg tablets

6pomxekcuHoB xuapoxnopua (bromhexine hydrochloride)

IlpovueTeTe BHEMATEHO NANATA JHCTORKA, HPeH A2 3AN0YHETE /12 NPHEMATE TOBA JIEKAPCTBO,

Thi KATO TA ChALPKA BaxkHa 34 Bac undopmanas.

- 3anazere Ta3m JHCTORKA. MoJke Ja ce HalmOXKU A A TPOYETETE OTHOBO.

- AKO MMaTe HAKAKBM AOITEIHHTENHH REIIPOCH, Nomuralite Baniug nekap wix dapManiesT.

- Tora NeKapeTBO € mpeAnucaHo HuHO Ha Bac. He ro npeotcrsnBaiite Ha ApyTH xopa. To moxe
Jia MM HABPEH, HE3ABUCHMO Y€ MPHU3HALMTE Ha TAXHOTO 3a6oABaHe ca CHINHTE karo Baimre.

- AKO NONy9HTE HAKAKBH HEXKENAHK JIEKAPCTBEHH PEaKiMK, yBenoMmeTe Bamud nekap unm
tapmarieBT. ToBa BIJIFOUBA M BCHYKH BB3MOKHH HEKEJIaHH PEaKLiMH, HCOIMHCAHH B TasH
JIUCTOBKA. Binkre Touka 4.
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1. KakBo npeacrapinsa BpoMxekcns AKTABHC B 3a xa:é:?iic 3@”&5%%3&._%_,,/09022021

BpoMxeKcHH NPeACTaR/IsgBa CHHTETHYEH aHAJIOT HA AJIKAJIOMI H30/IMPaH OT HHAHHCKOTO pacTeHHe
Adhatoda vasica. Pasrpaxia MyKOTIPOTeHHHTE B OpOHXHANTHHA CEKPET, BOAH J0 TAXHOTO BTCUHABAHE
H OMEKOTABAHE, KATO 110 TO3H HA4YKH YJIeCHABA TAXHOTO OTXpa4uBaHe. CTHMYJHPA ASHCTBHETO Ha
MIIE3NTE, PA3TIONIONEHH B THTaBHIIaTA Ha GPOHXHTE, B PE3YJITAT Ha KOETO Ce NOCTHIa ob/leKkyaBaHe Ha
OTXPAaYBAHETO HA I'BCTHTE OPOHXHATHH CeKPeTH B AMIIAHETO. YIECHABA NNPOHHKBAHETO HA HAKOH
aHTUOMOTHLIH B XpaukuTe B OpoHXHaNHKHA CeKpeT.

BpOMXEKCHH AKTABHC C€ H3TO/I3BA 34 JISYeHUe Ha NPOAYKTHBHA KALLIHUA NPH clIeAHKTE 3a008aHHA
HA AHXATENHHTE NETHILA U Geid Apob: TpaxeoOpOHXHT, BK. CIACTHYEH OPOHXHT, THEBMOHHH,
XpoHHueH OPoHXHT, GenoapobHa TyOepKyo3a H THeBMOKOHHO3H (3abonsaBannd Ha Geua Apob
npeH3BHKaHA OT crelMpHYHA IPHYHHHTENH).

2.  Kaxso Tpaisa Ja 36aeTe, IpeJn qa npueMeTe Bpomxexcan AxTaBne

He npremaiite Bpomxexkcan AkraBue

- aKo CTe aJeprHYHH KbM OPOMXEKCHHOB XHAPOXJIOPHJ HIH KbM HAKOA OT OCTAHAIHTE CECTABKH
Ha TOBa JekapcTBO (H30POCHH B To4Ka 6).

- aKo CTPajaTe OT PAAKO CPeIUAHMN MATHIHEH HIWIHAPEH CHHAPOM (3aTPYAHEHO OTAC/IAHE Ha
obHitHaTa 6poHXHaNHa ceKpelus).

- Topazau Be3pacTOBH 0COGEHOCTH HA AMXATEHHTE ITHTHIIA NIPH Aella Noj 2 roAuHy, ynotpebara
Ha NIeKapcTBa, Kato OPOMXEKCHH, MOXKe 1a JOBeNe 10 3amyiueaHe Ha Oponxute. Ero 3aumo
OpoMxeKkcHH He TpAOBa a ce ynoTpeOABa B Ta3H Bb3PacToBa FPYIA. :
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IIpeaynpexaeHAs B NpeJna3sHE MepKHA

T'oBopete ¢ Bamus nekap Win papMauesT, npeau aa npuemete bpoMxexkcns AKTaBHC, ako HMaTe
43Ba Ha CTOMAxa HJId JIBAHA/IECETONPBCTHHKA;

[Tpu neua nox 2 roaMHY, NopaaH ocobeHOCTH BEB (PH3HONOTHATA HA ANXATE/IHHTE THTHINA
ynotpebara Ha AeKapcTBa KaTo OpOMXEKCHH MOXKe Ja JI0BEE A0 3alylIBaHe Ha JHXATEIHHTE ITHTHINA
0T OpOHXHAIHH CEKPETH, KOHTO HE MOTAT J1a ce OTAeNAT. BpOMXeKCHH He TpabBa Ja ce npHiara npH
JEeLa 0oj 2 rOHHH.

Hma chobLieHus 3a TEKKH KOKHA PeakLiui, CEbP3aHN ¢ NPIIOKEHHETO Ha GpoMxeKkcHH. Ako
MOMYYHTE KOKeH OOpHE (BKIIOYHTENHO JIE3MH Ha IMCABHLMTE, HAI[PHMED Ha YCTaTa, MbpII0TO, Hoca,
OYHTE, TCHHTATHHTE), cripeTe ynorpebara Ha OpoMxekcHH H HezabaBHO ce obanere Ha Bawowns fiexap.

Apyra aexapcersa H Bpomxekcan AxTaBnc

Hudopmupaiite Bams nexap wid hapMalleBT, aKO MpHEMATe, HACKOPO ¢Te NPHEMAaJIH HIH €
BH3MOMKHO J1a NpHEMETE APYTH JIeKapCTha.

JlexapeTBOTO MOKE Aa Ce MpHiara ¢AHOBPEMEHHO ¢ aHTHOHOTHIIM. BpoMxekcuH nosuinasa
KOHLEHTPALMITE HA ePUTPOMHLIMH, Le(aICKCHH, OKCHTETPALMKIHH B OpOHXHAIHHA CEKpeT.
BpomxexcuH He TpA6Ba Jla Ce NpuIara ¢THOBPEMEHHO C JIEKaPCTBA, KOHTO ChABPKAT KOACHH H
MOTHCKAT KAIUIHLATA, Thil KaTo MOXe Ja ce HapyIIH OTXpavBaHETO Ha OPOHXHANHHA CEKperT.

BpomiekcrH AKTABHC ¢ XPAHA, HAATKH H AJIKOX0JI

Hama gaHn# 338 HEOGX0AHMMOCT OT ClIeHANIEH XPAHUTEIICH PEXMM HIIH OrpaHMYEHHs Ha ONpeAeieHH
BHAOBE XPaHH H HANTMTKH 10 BPeMeE Ha JIEYEHHETO ¢ TO3H MPOAYKT.

[Tpunara ce He3aBHCHMO OT BPEMETO Ha XpaHeHe ¢ JOCTATHYHO KOIHYECTBO TCYHOCT.

BpemMennoCT, KbpMeHe H diepTaaAnTET

AKo cTe OpeMeHHA HWIH KBPMHTE, CMATaTe, 4e MOXKE Jia cTe OpeMEeHHA KT IUTaHuparTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamns nexap wiM $apmanert npenu ynorpedara Ha TOBA EKapCTBO.
bpeMenHoct

IpoaykTsT He TpaAGBa Ja ce NMpiiara no BpeMe Ha OpeMeHHOCT.

KnpMeHe
[IponyxrsT He TpaOBa Ja ce Mpuaara Mo EpeMe Ha KbPMEHE.

Mo¢upane u paboTa ¢ MAMAHK
BpomxeKkcuH AKTABHC He 0Ka3Ba BIMAHHE BEPXY M3BBLPIIBAHETO HA ASHHOCTH, U3HCKBAIIM NOBHIICHO
BHHMaHHe, KaTo 1wogupaHe WK paoTa ¢ MalllHHN.

BpoMxexcHH AKTABHC CBABP:AA NIeHAYHO HAMIECTE H JIAKTO03A MOHOXHAPAT

TTIIeHHYHOTO HHIBECTE B TOBA JIEKAPCTBO CHABPHKA CaMO MHOTO MAJIKH KOJIHYeCTBa MIyTeH {CUHTa C¢,
Ye He CHABLPXKA [YTeH) H € MANKO BEPOATHO Ja NpeJH3BHKA pobieMH, ako HMaTe LLONHAKMS
(HEIOHOTHMOCT KBM rilyTeH). IIpoayKThT € NoAXOIALL 3a XOpa € UbONHAKMA (TITyTEHOBa
eHTepomnaTus).

AKO MMaTe anepruia KbM MIEHHNA (CECTOAHHE, PAzIHMYHO OT HbOJIHaKui), Bue He Tpabsa xa
OpHEMAaTe TOBA JIEKAPCTRO.

Ako BamnsT nexap Bu e kazan, ye MaTe HelIOHOCHMOCT KbM HAKOH 3aXap#, CEBPKETE ¢e ¢ Hero,
TIPEAH 13 PHEMETE TO3H JNEKAPCTBEH MPOAYKT.

3. Kakaa npuemate BpoMxekcun AxraBnc

Bunarn npuemaiiTe ToBa JiekapcTBo TOYHO KakTo BH e kasan Bauiuar nekap win dapys
CTe CHTYPHH B HELIO, NonuTaiTe Bamma nekap niu gapmauesr.

NDO3



B 3aBHCHMOCT OT OIIaKBaHHATA JICKapAT e onpeacii HeobXogHMata 3a Teuerne Ha Bamero
3abonaBaHe no3a u NPOABIDKHTCITHOCTTA Ha JICICHHCTO. TlopnmusArane OT JICKapCTBOTO 00HKHOREHO
HACTEIIBaA 3a 2 A0 5 IHM OT HAYAIOTO HA JICHEHHETO.

O6nuaiinaTa g03a e:
Bb3pacTHH ¥ Aena Han 14 roAunn
Ot 3 1o 6 TabeTKN AHEBHO, KOMTO C€ pasnpeaenat Ha 3 npuema (T.e. wiH 3x1 Tabnetka win 3x2
TabNeTKH JHEBHO) .
£Ua Me 6 u 14 rogunan
Ilo 1 Tabnerka oT 4 mg TPH TBTH AHEBHO.

era Me 3 u 6 rognHM
[o 1 raGnerka ot 4 mg nea mbTH AHeBHO. Ha Ta3u pE3pacT € no-noaxoAdilo H3noi3BaHeTo Ha
cupomnHara gopma.

Hpu Hannure Ha 6pOpeuHO WIN 9epHOAPOOHO YBPeK/aHe JIeKapAT 1Ie MOHIKH J03aTa KM 1ie
YABIKH HHTEPBAIATE MEXAY MTPHEMa B 3aBHCHMOCT OT CTEIICHTa Ha YBPEXKIAHETO.

He e HeoGxonHMo kopHrupaHe Ha 103aTa MPH NAUHEHTH B CTapyecka BE3PACT, KOHTO HAMAT
O16peuno WHnN YepHOAPOOHO yBpEXKIaHE.

TIpoAYKTBT Ce MpHJIAra IPe3 YCTaTa ¢ AOCTATHYHO KONMHUYECTRO TEUHOCT HE3ABHCHMO OT BPEMETO Ha
XPaHEHe.

[Ipu xpoHu4HH 3a60NABaHMS NPEMOPBUHTETHATA NPOTBDKHTETHOCT Ha IEUEHHETO € MEXKIY 3 H
5 ceAMMIH NpH BB3PACTHH | 2 A0 3 CEIMMLUM NPH JELA ¥ IOHOIIH.

AKD CTe IpHEJH NOBede 0T HeoOxoxuMaTa n03a BpoMxekcHE AKTaBHC
IIpu nprem Ha Mo-BUCOKA 032 OT NPSATMCAHATA BeOHara ¢¢ 0OBpHeTe 3a ChBET KBEM JIEKap.
Hsama cvobimenn cyuan Ha MpeAo3HpaHe ¢ MPOAYKTA.

AKO cTe IponycHam aa npaemere BpoMxekcHR AKTaBAC

AKo cTe NpONyCHAIH eHH MPHEM, B3eMeTe Tabaerkara (TabneTkure) BbB BPEMETO HA CleABALLHA
peryaapeH npueM. He Biemaiite NBoiiHa No3a, 32 Ja KOMICHCHPATE MMPOMYyCHATATA AO38.

AKO MMaTe HAKaKEH AOMBIHHTEHH BHIPOCH, CEBP3aHH ¢ YHOTpebaTa Ha TOBA JIEKApCTBO, NOMHTaiTe
Bammps nekap WIH GapMaleBT.

4. Bn3MOXUM ReXeJAHH PEAKIHH

KakTo BCHUKH JIEKapCTEa, TOBA JIEKAPCTBO MOXE A2 NPSIU2BHKA HeXeENaHH PeakliH, BLIIPEKH Y€ He
BCEKH H NOy4Yasa.

IIpu Aevenne ¢ mpoIyKTa MOraT Aa ce HabIOABAT CIEIHHTE HeKe/IaHH PEaKLHH:
Peoxu (Morar pa 3acerdat a0 1 Ha 1 000 naumenTn)

PeakiMy Ha CBPBLXYYBCTBHTEHOCT

O6pus, ypTukapus

I'agene, noepuinaHe

Mnozo pedxu (Morat na 3acersat fo 1 va 10 000 naument) Otok Ha HLeTo

C neussecmua yecmoma: 0T HANHYHATE TaHHU He MOke Aa Oble HanpaBeHa OLICH
AHahpHNAKTHYHY peaKiFH, BKIIOYHTENHO adaHNakTHYEH WOK, aHTHoexeM (Obp3
Ha KOXATA, OAKOKHATA THKAH, THFABHIUTE HITH TIOAJIMFABHYHHSA CJ10i) H CHpO
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TeKKH KOKHH HEXENaHH PEaKUHH (BKITIOMHTENHO epHTEMa My THOOpMe, CHHAPOM Ha CTHBDBHC-
JKOHCHH/TOKCHYHA eNuAePMalHa HEKPOJIH3a M OCTPa eHepaiM3HPaHa eK3aHTEMHa ITyCTy/03a).

Cro0maBaHe HA HEXKENAHH peaKnAH

AKO TIOTY4HTE HAKAKEH HEKENTaHH JIEKAPCTBEHH PeaKiiH, yseaomeTe Banna nexap win dapmanesr.
ToBa BKIIOYBA BCHYKH BEEMOKHK HEOMCAHH B TA3H JIMCTOBKA HEMXKeNaHH peaki, Moskerte ChIlo aa
cHOOIMTE HEKENAHH PeaKUMH THPEKTHO upe3 M3ambiHnTeHa areH1Ha N0 NekapcTeara, ya. ,,[laman
'pyer” Ne 8, 1303 Codwus, Ten.: 02 8903417, yebeaiit: www.bda.bg. Karo chobmagare HexenaHH
peaKLus, MOXeTe a afieTe CBOS NPHHOC 3a NOJy4aBaHe Ha NoBede HHGOPMALIHS OTHOCHO
6e30MacHOCTTA Ha TOBA JIEKAPCTBO.

5.  Kax jaa chbxpannBare BpoMxekcan AKTaBAC
Ha ce cbxpaHaBa Ha MACTO, HEAOCTEIIHO 3a Jelia.

He uznon3eaiite ToBa NexapcTEO ciel CPOKa HA FOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATA OMAKOBKA.
CpoKbT Ha TORHOCT OTTOBapA Ha MOCIEAHHA AEH OT NOCOUCHHSA MECELL,

He usnosnseaifte ToBa 1€KapCTBO, ako 3a5eleKHTE NPOMAHA BHB BbHIIHHA BHA HA TabneTkara.

He m3xpbpnaiiTe TekapceTBaTa B KAHAMM3ALMATA WK B KOHTeHHepa 33 JOMAIIHH OTIIAAbLH.
[Tonuraiite Baums papMaLieBT Kak Ja HIXBBPIATE JIEKAPCTBATa, KOMTO BEYe HE m3monapare. Tean
MEpKH LIE CIIOMOTHAT 3a OlasBaHe HAa OKOJMHATa cpeja.

6. CbabpxaHHEe HA ONAKOBKATA H XONBLIHATEAHA HEdOpMAT KT

Kakpo ¢baup:xa BpoMxexcnn AKTaBnc

- AKTHBHOTO BEIIIECTBO B eiHa TabieTka € 8 mg HpoMXeKCHHOB XHIPOXIIOPHI

- JIpyrure ChCTABKH Ca: JAKTO32 MOHOXHAPAT, NIUEHWYHO HUILIECTE, JKeNaTHH, MarHE3HEB
creapar.

Kak nirnexaa bpomMiexcHH AKTaBHC H KAKEO ChALDXKA ONAKOBKATA
Kpbrnu nsofiHonsmekeany tabnerku ¢ 6471 i moyrd 6an 1BaT, ¢ AMaMeTsp 7 mm
[To 20 6pos TabneTtky B 6ucTep, Mo | M no 2 GHcTepa B KAPTOHEHA KYTHA.

[puTexaTe] HA pa3pemeHEETO 32 YHOTpe6a
Tera ®apma EAJ]

yi1. ,.Jlio6a Benuukosa® Ne 9, 1407 Codus
brarapus

IIpouzsoanTe:

Bankangapma-dynanua AJJ

ya. ,,CamokoBcko moce” Ne3, 2600 lynuxua
Briarapus

JaTa na mocneqHO Npepasriekiane Ha gacropkata 01/2021
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