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Flavamed Effervescent Tablets
60 mg effervescent tablets

3a BB3pacTHN 4 I0HOLIH Hajl 12 ro/iHHH
aMBpOKCONIOB XHAPOXAOpHI (ambroxol hydrochloride)

HpoueTeTe BHUMATENHO UANATA JHCTOBKA, PEAH A3 3al0YHeTe Ja MpHEMAaTe TOBA JIEKAPCTEO,
Tbil XaTo TH CBABLPXKa BaKHA 32 Bac nadopmanus.

BuHaru npHemaiiTe ToBa IEKapCTBO TOMHO KAKTO € OTIMCAHO B Ta3H JIMCTOBKA MK kakTo BH ¢ ka3an
BaumaT nexap KM (papMaresT.

- 3anazeTe Ta3y nHCTOBKA. MoOXKe Aa ce HAJOXKH Ja A IPOHETETE OTHORO.

- Ako ce HyxaaeTe OT ZOITbAHMTENHA HHDOPMALINI HAH CHBET, NonuTaiiTe Bawns
dapmanerr.

- AKO NONYYHTE HAKAKBH HEXENAHHM JIeKapCTBEHH Peakumy, yBeaomeTe Bawns nekap niH
tpapmaiierT. ToBa BKJIFOYBA H BCHYKH BB3MOXKHH HEXEIaHH PEaKLIHH, HEOMUCAHH B Ta3H
mactoBka, Bibkre Touka 4.

- Ako cne 4-5 JHHM He ce 9yBCTRaTe To-106pe WM CheToAHMeTO BH ce aomy, Tpabpa Aa
NOTBPCHTE JieKapcka MomMol.

Kakpo cbABpAa Ta3H AHCTOBKA:

Kakso npeacraenssa nasamen edeprecieHTHH TAONETKH K 32 KAKBO CE H3TTON3Ba
Kaxso TpsOBa Jja 3HaeTe npeiy na npieMete MnaBamen edepseclieHTHH TabJIeTKH
Kak na npuemare dnasamen edepseclieHTHH TabneTku

BB3MOXXHH HEXENAHHN PEaKLMH

Kak aa ctxpauseare dnasamen edeppectieHTHH TabneTku

ChAbpKaHie Ha ONIAKOBKAaTa M AOMBLIHHTE/IHA HHOpMaLHs

R

1. Kakso npeacrapaapa Onansame] edeppeclieHTHH TabneTKH H 33 KAKBO ¢¢ H3T0/I3E2

MDnasamen edepeecneHTHH TAONETKH ChIbPXKA AKTHBHOTO BEIECTBO aMOPOKCOIO0B XUAPOXIIOPHA,
KOETO TIPHHAUTEKH KBM TepaneBTHYHA rpyna Ha DPOAYKTH 3a e4cHHE HA Kallula i HaCTHHKA,
MYKOAHTHLH. AMOPOKCONOB XHAPOXNOPHA Ce H3NON3BA 3a IEUeHHE Ha BAa)KHA Kauyivla npH OCTpH
HH XpoHHynM 3aboapanya Ha Genus npob 1 BpoHXHTE.

®dnapamen edepBecueHTHH TabNeTKH BTe4YHABa GPOHXHATHHA CeKpeT (MYKYC) ¥ [103BOJIABA NO-
JIECHOTO MY OT/E/iHE Ype3 KallHLA.

dnasamen eQepBeCUEHTHH TAGNETKH Ca MOKA3aHK MPH BB3PACTHH H IOHOWIH HAA 12 rofiMHu.

2. Kakso TpsibBa ga 3naete npean aa npuemerte Puasamen edeppecnentiu TadNeTKn

He npunaraiite ®aapamen epeprecuenTnH TabjieTkn
- 8KO CTe aJIEPruuHy KbM aKTHBHOTO BELECTBO WK KbM HAKOA OT OCTAHAJIMTE CHCTABKH Ha TORA

AeKapcTBO {BWKTE TOUKa b);
- mpH neua noa 12 roauHn.

IIpeaynpexacHus K npeAnasHA MEPKH

ToBopete ¢ Baua nekap unu dhapmauest npenu aa npuemere dnapamen edep

- aKO CTe HMAJI¥ MHOTO TEXKKH KOXKHH PaKLHK HAa CBPLXYYBCTBHTEHOCT {CHHA
JKOHCBH, chHApOM Ha Jlaiien).




e CrHipom Ha CTHBBHE-JKOHCHH ¢ 3a00NABaHe ¢ BUCOKA TEMIICpATYpa H 0OpHBH MO KOKATE H
JHUraBuUMTE ¢ 0Dpa3yBaHe Ha MeXypH.

e Cunzpom Ha JlaHen e x1MBOTO3acTpalaBAIl0 CHCTOSHHE, H3BECTHO OIHE KaTO CHHAPOM Ha
nonapeHata koxka. [pu3Hak e nossara Ha roneMH MexypH, mnoao6HO Ha M3rapsHe.

HMa cbobllieHHA 32 TEXKKH KOKHH PEaKIlHH, CEBP3aHH C IPHIOKEHHETO Ha aMbpokcon. Ako
NoJy4HTe KOXKeH OOPHB (BKITIOUHTENHO JIe3HH Ha JIMraBHLMTE, HANPUMEP Ha ycTaTa, MbpiIoTO, Hoca,
OUYHTE, FEHHTAIMKTE), clipeTe ynotpebara Ha dnasamen edepsecleHTHH TabNETKH M He3abaBHO ce
obagere Ha Bawus nekap.

- aKO CTpajiaTe OT HEMOHOCHMOCT KBM XHCTaMuH, Tpabea na H30Srpare NpOJL/IKHTE/IHOTO JICYSHHE,
Thii KATO aKTHBHOTO BelllecTso Ha Dnasames ediepeciieNTHH TabneTkH MoBIMABa MeTaboIH3Ma Ha
XHCTaMHH H MOXE Na JOBCIC A0 CHMITOMH Ha HEMOHOCHMOCT (Harp. rasofoimie, Teval Hoe,
CcEpOeK).

- aKO cTpajare OT HapylieHa 6LOpeuHa dyHKUHA HIH OT TEXKO YepHOApobHo 3abonsasane. B To3u
cnyyaii dnapamen edeprecuenTar TabIeTKH MOXKe ia ce MPWIAraT caMo ¢ oco0eHO BHUMaHHe
(Hamp. mpe3 No-ABNTH MHTEpBAIM IWIH B HaMaleHa 103a — KOHCYITHpaiiTe ce ¢ Bamsa nexap 3a
ToBa). [Ipu TekKO HapyuieHa 6p0pevHa yHKUMA MOXKE [1a HACTHITH HATPYNEBAHE Ha pasNainH
MPOAYKTH Ha AKTHEHOTO BellecTrO Ha dnapamen edepBeclieHTHH TabneTky,

- aKO CTpajate OT paako 3abonseane Ha GPOHXHTE ¢ NOBUIIEHO 00pasyBaHe Ha MYKYC (Halp. CUHOPOM
Ha HEMOABHXHHTE pecHUuKH). Torapa MyKYcHT He Moxe Aa Gbiie oTaeneH ot 6emua apob. B tosu
ciyyail Onasame) edepBecnieHTHR TabIETKH MOXE N1a ¢ TIPHIAra caMo MOJ JIeKapcKo HaboaeHue.

- aKO CTe WMaJIH NMeNnTHYHa A3BeHa Gonect, TpsOBa na ce nockBeTBaTe ¢ Balnus iekap kak aa
npueMare Onapamel edeprecueHTHH TabNeTKH, 3aIIOTO MYKOJHTHIIHTE MOTAT A4 Pa3fpasHaT
cromaiuHata mrasuia. Koncynrupaiite ce ¢ Bawns nexap npeay aa npuemere ®nasamen
eepBeCLICHTHH TabneTkH. ' - oo

Hena w ionomu
Onasamen edepBeCUEHTHH TAONETKH MOXKE J1a Ce MPHEMA CaMO OT IOHOLIH Ha BB3pacT Hal 12 roauHu.

Apyra nexapersa u ®napamen edepBecueHTHE TabJeTKH
Mona, nHopmupaiite Bamus nexap wiH $apMaleBT, ako NpHeMaTe HAH HACKOPO CTE NPHEMAaNH
JPYTH NIeKapCTBa, BKJIIOUMTENTHO W TAKHBA, KOHTO ce OTIycKar 6e3 peuenta.

Jlexapcmea, nomuckawu xauinuyama (aGHmumycusu)

Tlo Bpeme Ha npuema Ha Pnaeamen ediepBeclieHTHH TaONETKH He TpAGBa 1a npHeMaTe ieKapcTsa,
KOMTO NOTHCKAT KaUINHYHUA pediekc (T. Hap. aHTHTycuBH). KalHYHEAT pediekc e BaxeH, 3a ia
MOXe BTEUHEHHAT OponXHaiieH cekpeT (MyKyc) Aa ce OTKalIA K 110 TO3M Ha4YHH a ce OTAeNH OT
fenwre ApoboBe.

BpemerHOCT H XLpMeHe
Ako cte GpeMeHHa HAHM KhPMMTE, CMSTATE, Y€ MOXKE J1a CTe OpeMeHHa MM TuiaHnpate OpeMeHHOCT,

nockBeTRakTe ce ¢ Banms nekap wnu apmatieBT npeau ynorpebata Ha TOBa JIEKAPCTBO.

Mo BpeMe Ha GpeMEHHOCT WM KbpMeHe MpHemaiiTe OnasaMen edeprecUeHTHH TabneTKu caMo

na Pnapamen edepBeclCHTHH TabNeTKH He CE TIPENOPHYBA.

Habnoaasato e, ye aKTHRHOTO BemecTeo Ha MnasBamen edeppecueHTHH Tabn
MaH4YMHOTO Mnsako. Prasamen edepeeclieHTHH TAONETKH HE CE NPENOPBYBa
KhpMeHe,



[lpoyuBaHuATa C JKUBOTHH HE NIOKA3BAT BPEHH eekTH Ha aMBpOKCOI 110 OTHOUIEHHE Ha
eprunmTeTa,

IHodupane # paboTa ¢ MALUHHU
Dnagamen edeppecieHTHH TaONETKK He MOBAMABA WM MOBIHABA NpeHedpexkuMo cnocobHocTra 3a
mwodyHpaHe 1 paboTa ¢ MalIHeY.

PnasaMen efepBecneHTHH TaleTKH CBLABPKA J1aKTO3a, COPONTON, HATPRIA B Gensnios
AAKOXOJL.

Jlakrosa

Axo Bawmusr nexap Bu e ysepomun, ve ctpagare oT HENOHOCHMOCT KbM HAKOH 32XapH, NOCHBETRANTE
ce ¢ Hero npexu ynorpebara Ha Gnapames edepreciieHTHH TabneTKH.

Toau nexapcTBeH NpoAYKT ChAbpka 5,5 mmol (126,6 mg) HaTpuii Ha edepBeciieHTHa Tabnerka. [la ce
HMa NpcaABHA IpH NAUHASHTH, KOMTO Ca Ha JUETa C OrpaHHYCH IIPHEM Ha Ha'rpm‘i.

Copburon
Tosk NiekapcTheH NPOAYKT ChABPAa 29.29 me copbuTon BB Beaka ediepBeciieHTHA TabneTKa.

Hatpwit

Tosa nekapcTeo ChABpXKA 126 mg HaTpwit (OCHOBEH KOMIIOHEHT Ha roTBapcKaTa/Tpane3Hara COM) BBB
scaka edepeeclieHTHa Tabnerka. Toea ce paHABa HA 6,33% OT NPeNOPBLYHTENIHHA MAKCHMATIEH
JIHEBEH XpaHHUTENeH NPHEeM Ha HATPHI 2a BE3pacreH

benznnos amkoxon

Tosa nekapcTteo chabpika 0,78 mg GeH3UMOB aNKOX0JI BBB BCgKa eepBeciieHTHa TabieTka.
BeH3uIOBHAT a1KOXO0N MOXE 1a TPHYHHH alleprHuHH peakunH. [TockBeTnalite ce ¢ Bamms fiekap wiH
¢apMalierT, ako cTe GpemMeHHa WM kbpMuTe. ToBa € Taka, 3alllOTO roieMH KOJHYECTRBa GEH3HIOR
AJIKOXOA MOTAT Aa Ce HATPYNBAT B TAIOTO BH K MOFAT /1a IPHYMHAT CTPAHHYHH eekTH (HapeHueHH
»MeTabonuTHa anHmo3a“). :

Tlocneersaiite ce ¢ Bawns srexap unu $apMalieBT, ako HMaTe YepHOApOoOHO WK GBGpeuno
3abonapare. ToBa e Taka, 3aIOTO TOJICMH KOITHYECTRA OEH3HMIOB ANKOXOJ MOraT Ja ¢¢ HATPYMNBAT B
TANOTO BH ¥ MOTAT Ja MPHYHHAT CTpasi4Hy edexTn (HapeyeHd ,,MeTrabGonuTHa anpaosa“).

3. Kak pa npuemarte @naBames edepsecieHTHH TableTKH

BuHars npuemaiiTe TOBa JIEKAPCTBO TOYHO KAKTO € ONHCAHO B Ta3H JIMCTOBKA. AKO He CT¢ CHTYPHH B
HEWo, nonHTaiite Bawua nekap wid gapmManenT.

OcBeH ako JieKap He € NPSATHCaAN JIpYTo, TpAOBa Aa ce UMaT NPEeABHA ClEeHHTE YKa3aHHA 32
(OnaramMen edepBecUcHTHH TabneTkn. Mons, cnaspaiire yka3saHHsTa 3a NpUIOXKEHHE, 3a110TO B
npotuseH cnydail @naramen edepreclieHTHH TabNeTKH MOXKE 1A HE OKKE OUakBaHHA edekT.

Hpenopbqn're.ﬂna'ra Ao3a e:

Brapact EanHH4HA foza MakcumManda JHeBHa J03a
KOnown nan 12 ropuun | [Mo ¥ edeppecuentna Tabierka 3 neTH 1Y2 epepeecueHTHH
H BB3PACTHH JHEBHO (€KBMBANIEHTHO Ha 3 mbTH no 30

mg aMGPOKCONOB XHAPOXJIOPHA) MO
BpeMe Ha MbpBHTE 2 A0 3 AHA, cliel
KOETO ce [IPObIKaBa C /2
edieppectieHTHa Tabnerka ABa NbTH
nHEBHO (EKBHBANEHTHO Ha 2 rruTH no 30
mg aMOPOKCOMOB XHAPOXIOPHIL).




3abenexxa:
T1pH BL3PACTHY MALMEHTH AHEBHATA [j03a MOKe A2 Obje yBENHUEHa 110 e/iHa TabneTka 2 IbTH AHEBHO.

Be3onacnocTTa H edukacHocTTa Ha Dnasamen edepBecuerTHr TabneTku npy fenia noa 12 roauuHa
BL3pPAacT BCE CLUC HE € YCTAHOBEHA.

Hauyun na npuioxkenne
3a ntepopanno npunoxkenue. EdepsecuentnnTe TabneTku ce pa3sTBApAT B 4alla ¢ BOJa M pasTBOPET Ce
NpHeMa ciiefl XpaHeHe.

EdeppecueHtHHTe TabNETKH MOraT fa 6bpAaT pasfie/ieHH Ha ABE PABHH 103H.

IIpoab/oKATEIHOCT HA NPUACGKEHHe
Mnapamen edeppeclieHTHH TabneTky He TpabBa Aa ce npusara nopeye ot 4-5 AHK He3 KOHCY/ITalHA ©
nekap.

AKO oItakBaHHATA By He ce MOBNHaBaT ciied 4-5 AHEBHO JIEUEHHE WK JAOPH C€ BIOLUABAT, NOCETETE
BefHara yekap!

Mons, cniojienere ¢ Baunis nexap iin gpapMaleBT, aKo HMaTe 4YBCTBOTO, Ye edekThT Ha Pasamen
edepBecieHTHH TabIETKH € TRBEPAE CHIeH HIM TBBpAE cnad.

AKo cTe npHens noseve 0T Heobxonumara ao3a Prapamen edepeecuenTaA TADIETKH

B12 ocHOBa Ha CIIy9aifHATE HHLMAEHTH HA TPEeAO3HpaHe WHITH ChO0LISHHA 32 IPEIKH [P
neKapcTBeHa ynorTpeOa, HabnonapaHUTe CHMIITOMH CHOTBETCTBAT Ha Bb3MOXKHUTE HEHKENAHH ederTH
Ha Onasamel ePepPBECLSHTHH TabneTKn B TPENOPBYHTETHH NO3H.

B cnyuaii Ha npesio3Hpake, cBbpikeTe ce ¢ Bamnsg nekap, KOMTo 1Ue 3anoyHe Je4CHHE B 3aBHCHMOCT
OT MpospeHuTe Oeresn Ha Npeo3HpaHe.

Ako cTe mpomycHain Aa npiemere Paasamen edpepsecuenTrn TabneTky

HAH CTE NPHETH MHOTO MallKa 4034, B3EMCTE JICKaApPCT BOTO B MpEATIACAHATa A03a Ha cnenBalamA
nipuem. He npuemMaiite npoiina noza, 3a fa koMAeHCHpaTe NpoiTycHaTara Ao3a.

AKo uMare OITBIHATEIIHH BBIIPOCH 32 NPHIIOKEHHETO Ha TOBA JICKapcTBO, KOHCYNTHpaiiTe e ¢
Bawnus nexap nin (apmMauest.

4. Bp3MOoXKHEM HEXKEeRaHH PeaKIHR

Kaxro Beiuku JieKapcTRa, TOBA AEKAPCTBO MOXKE 1A [IPpEAH3BHKA HEKENAHH pCaKIli, BBIIPEKH Y€ HE
BCEKHM I'i IONMy4aBa.

Hexenann peaknnn
Yecmu (moxce Oa 3aceznam Oo 1 Ha 10 dywn):

- MHAcrey3ud (NPOMEHH BLEB BKYCa)
- rafiene, XONoecTe3ns (HaManeHa YyBCTBHTENHOCT) B YCTaTa H BBB (JapHHKCa

Heyecmu (moxce 0a zacezinam 00 1 ua 100 o).
- MOBpPbIIAHE, HAPHA, IMCTIENICHA (HAPYIICHO XparHoCMuUaKe), croMaliia Goka ¥ cyxoTa B ycTara
- BUCOKA TEMIEPATYpa

Peodxu (moxce 0a zaceznam 0o I na 1 000 oyuu).
- peaKLHH Ha CBPBXYYBCTBHTEHOCT
- oOpHE, ypTHKapHA

C nesugecmua wecmoma (Om nalnyme OaunL He Moce 0a bvde Hanpagena ou




- aHa(UNAKTHYHH peaKLIH, BIUIIOYHTENHO aHa(HIaKTHYEH WoK, aHrnoeaeM (0bp30 pazeuBail ce OTOK
Ha KOXKATa, MOAKONHATA THKAH, NMIABUIHMTE HIH NTOJJTHIABHYHUA CNOit) H IPYPHTYC

- TEHKH KOXKHHM HEXeNaHH peakuMH {BKIHOUHTENHO epHTeMa MynTH(opMe, cHEAPOM Ha CTHRBHC-
JKOHCBH/TOKCHYHA enHaepMaliHa HEKPONH3a M 0CTpa TeHepaliu3HpaHa eK3aHTeMHa NyCTynosa)

- CYXOTa B IbPAOTO

Crobiapane Ha HeXReJIAHH peakItHH

AKO MOTYyUMTE HIKAKBM HEXKE/aKH AeKapcTBeHM peakuMy, yeenomere Bawna siekap, dpapmanesT wau
MEeQHLIMHCKA cecTpa. ToBa BKIIFOUYBA W BCHYKH BB3MOMKHH HEXe/IaHH peaKiiuy, HEONMMCAHH B Ta3H
JHCTOBKa. MokeTe chllo Aa ¢hOOIINTE HEXENaHH PeaKlHH AUPEKTHO Ypel:

HsnennurenHa areHnUA 0o Je¢KapcTBaTa

yn. . Jlaman ['pyes™ Ne §

1303 Codusa

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo cnhobliasaTe Hexxenann peakiiy, MOXKETE Na JafeTe CECA TIPHHOC 34 NOIYyYaBaHe Ha MOBEUE
HH(thpMal],P[ﬂ OTHOCHC Oe30nacHOCTTa Ha TOBa JCKApCTBO.

5. Kax ga chxpanasare @nasames edepoecuentnn Tablierkn
Ha ce cexpaHABa Ha MACTO, HEJIOCTHIHO 32 Jela.

He n3nonzeafite ToBa NekapcTBO ¢NEA cpoka Ha TOAHOCT, 010€IIA3aH BLPXY €THKETA HA MHOTONO30BHH
KOHTEHHED H KapToHeraTa KyTHA cliell “T'ofieH A0:”. CpoKbT Ha rofiHOCT OTTOBapA Ha MOC/eAHNs teH
OT IIOCOMEHHS Mecel,.

Ja ce cexpanaea nog 30°C.

CoxpangpaiiTe MHOTOLO30BHA KOHTCHHED TUIHTHO 3aTBOPCH, 34 Jia NPCANasHTC TabICTKHTC OT
CRCTJIMHA H BJIara.

He nsxpbpnatite nekapctsata B KaHaMM3alMAT2 HIH B KOHTeHEpa 3a JOMAIHH OTIAABUH.
[Monutaiite Bamina QapManerT Kak Ja H3XBBPIIATE ISKAPCTBATA, KOUTO BEUE HE M3NON3BaTe. Te3n
MCPKH lile CIOMOTHAT 3a OTa3BaHE HA OKOJHATA Cpefa.

6. CobabpxkaHde HA ONAKOBKATA H JONBJIHHTENHA HHpOpMANHS

Kaxgo cpabpixa Oaasamen edeppecueHTHH Ta0NETKH
AKTHBHOTO BEHECTBO € aMOPOKCOIOR XHIPOXJIOPH.

Enna edepeecuentHa Tabnerka cuappka 60 mg aMOpOKCOIOB XHIAPOXIOPHA.

JpyruTe crcTaRKH Ca:
JIumoneHa kucennHa, GessoaHa
Harpmeer xuaporenkapbounar
Harpues kapbonar, Gezpoaen
3axapuH HaTpwit

Harpuer umknamar

Harpuer xnopug

HaTpues umtpar

Jlakrosa, be3soaHa

Mauwvron (E 421}

Copburon (E 420)




Apomar uepeina “ALH”; kon 801, k0HTO Chabpxa COPOMTOIN, HATPHH, PONKIICHTIIHKON K OeH3HI0B
ANKOXON.
CHMETHKOH

Kak usrnexna OnasaMen ediepBeceHTHH TAGIETKH H KAKBO CHABPAKA OMAKOBKATA
Kptrau, 6enu rabnerkn ¢ apamersp 18 mm 1 aenurenna Yepra OT ¢OHATA CTpaHa.
EdepeecuenThata Tabnerka Moxe aa 6ule pasneneHa Ha ABe pasHH A03H.

®nasamen edeprecuenTry Tabnerku ¢ B onakoekH 1o 10 1 20 edeppecuenTH TabaeTkn.
He BCHUKM BHII0BE OIAKOBKH MOTaT Jia Ob1aT mycHaTu B ipoaaxa.

IIpaTeRaTE] HA PA3PEmICHHETO 32 YNOTpe6a H HPOH3BOIHTE
BERLIN-CHEMIE AG (MENARINI GROUP)

Glienicker Weg 125

12489 Berlin, I'epmanus

To3u JIeKAPCTBEH NPOLYKT € paspenieH 3a yaoTpeba B crpanuTe-wi1eHky na EHII che caequnre
HMeHa ‘

Brarapus Flavamed Effervescent Tablets
Ecronus Flavamed 60 mg

dunnangns Flavamed Effervescent Tablets
TepMannn Flavamed 60 mg Brausetabletten
JlaTeus Flavamed 60 mg putojo8as tabletes
JluTtBa Flavamed 60 mg snypsciosios tabletes
Tosawma Flavamed

Cnoeaxus Flavamed $umivé tablety

Cnosenns Flavamed 60 mg Sumede tablete

JaTa Ha NOCJIeHO RPepasTIeKAaAHe HA JIUCTOBKATA
Centemepy, 2020 r.




