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Flavamed® Cough Tah]etg_ %mgstabm_@/
aMbBpoKkcoioB XMapoxyiopua (ambroxol hydrochloride)

IIpouereTe BHAMATEIHO HAJATA JIHCTOBKA, NP 1A 3A004HETE 1A NPHEMATE TOBA JEeKAPCTBO, Thil

KaTo T ¢hAbpika BaxkHa 3a Bac nudopmanmsn.

BuHaru npHeMaiTe TORa NeKapCTRO TOYHO KAKTO € OTIHCAHO B Ta3H THCTOBKA MK KakTo Ba e kazan Bawus

nexap Ui apMaLeBT.

- 3anaseTe Ta3H JHCTOBKA. MOJXKe 1a ce HATMKH Ja 1 IPOYETETe OTHORO.

- AKO ce HyKIaeTe OT AOIThJHHTETHA HH(OPMALIHA ¥IH chBeT, nonurakite Bamna dapMaienT.

- AKO NOJIyYHTEe HAKAKBH HEXKeNIaHH NEKApCTBEHH peakuuH, yBeaoMere Bamua nexap unu ¢papmaliesT.
Toea BxiFOYBa ¥ BCHUKH RB3MOKHH HEXKENaHH PEakllHH, HEONIHCAHH B Ta2H JTHCTOBKA.
Bmkre TOUKa 4.

- Axo crea 4 o 5 IHH He ce YyBCTBAaTE Mo-100pe HIH ChCTOAHHETO BH ce BIIOWIH, TpaOBa Aa
TIOTHEPCHUTE IEKAPCKa IOMOLL,

Kakso CBABPXKA TA3N JHCTOBKA

Kaxso npegcrasnasa Onasamen® TabieTkiA NPOTHB KALUIHLA H 38 KAKBO CE H3M0J3Ba
Kaxgo Tpsa6Ba fia 3Haete, npeay Aa npremere Gnapamen® TabNeTKH MPOTHE KallTKIa
Kak na npuiemare ®nasamen® TaGneTxkn NpoTHB Kalliuma

B13MOMHH HexXenanH peakiuHH

Kak n1a crxpanssare ®nagamen”™ TabneTku POTHR KalUIHIA

ChbappskaHue Ha ONakoBKaTa W JONbHUTETHA HHpOpMAIHA

A o e

1. Kakgo npeacrapnaea ll)ﬂasamen® TabaeTkn OPpOTHB KAILTHIA H 33 KAKBO Ce H3N0.I3BAa

MDnapaMen®™ TabieTKH NPOTUB KAlTHIA € MYKOJIHTHYHO JTeKapcTBO (BTE€UHABA IbCTHA GPOHXHANIEH CEKPET)
npH 3ab0JIABAHHS HA JAHXATEHUTE THTHILA.

Dnasamen”™ TabneTKH NPOTHE KALIIKLA € IOKA3aH 33 BL3IPACTHH, IOHOILA H JIeLa Hajl 6 TOJHHH.
(Masamen”™ TabeTKM MPOTHE KAILIMLA Ce NIPHNAra NPH OCTPH WIIH XpOHHYHH 3aGonasanus Ha Geaus apob
1 BpoHXMTE, CHIPOBOAEHH C 0BpazyBaHETO HA I'bCT BpoHXHaNeH cekpeT (Mykyc). Dnaramen® Tabnerkn
NPOTHB KallUIMIA BTeHHsBa I'bCTHA OPOHXHANEH CEKPET H MO3BOJIABA MTO-IECHOTO MY OTAeNSHE upes
KanumLa.

2, Kakgo TpsiGea 1a 3naere, npenn ga npuemere Guasamen® Tab/1eTKH NPOTHB KAIIHLA

He npuemaiite daasames”® TabreTkH NPOTHB KANLTHNUA

- AKO CTe AIepPrUYHH KbM aMOPOKCOIIOB XHAPOXJIOPHE HIH KbM HIKOS OT IPYTHTE ChCTABKH HA TOBA
JIEKapcTBO (BIIKTE TOUKa 6);

- Ilpn geua noa 6 roguuH.

IIpeaynpexaenns # HpeaNa3sHH MePKH

I'oropere ¢ Baums nekap unu apmaugest, npeay na npuemere dnapamen” TabneTku NpoTHR KaluNMIA.
- AKO CTe HMAJIH MHOIO TEXKH KOKHH pPeaKiiHi Ha CBpPBXYYBCTBHTENIHOCT (CHHJ],pOM Ha CTHBBHC-

JIKoHCBH, CHHApPOM Ha Jlafien);

¢ CvnnpoM Ha Cruebhe-JKOHCHH € 3ab0naBaHe ¢ BUCOKA TeMnepaTypa W oGpHBH No
JHTaBHLMTE € 0Opa3yBaHE HA MEXYPH.

* CHHApoM Ha Jlaiien e #1BOTO3aCTPALUABALIO CHLCTOMHHE, H3BECTHO OLLE KATO CH
koxka. [IpH3Hak € noABaTa Ha roJieMu MEXYPH, NOZOOHO HA W3rapaHe.




HMma crobLiuenta 3a TeXKH KOXKHH Peakiii, CBBP3aHy ¢ TIPHIOKSHHETO Ha aMOpokcon. AKO ITONy4HTe
KO3EH OOpHB (BK/IKOYHTENHO NIE3UH Ha JTMTaBHLMTE, HAIIPHMEpP Ha YCTaTa, MbpJIOTO, HOCA, OUHTE,
reHUTANMKTE), cupeTe ynoTpeGata na GnasaMen® TabneTk NPOTHE KAUIIMLA H HesabaBHO ce obageTe Ha
Bawmus nexkap.

- AKo cTpanarte oT HapyileHa Ob0peuHa QYHKIHA WM OT TexKKo yepHonpobHo 3abonasane. B To3n
cyyaii Onasamen”™ TabNeTKH MPOTHE KalIMLA MOXE Ja Ce NIPKJara camo ¢ ocobeHo BHEMaHKe (Hanp. npe3
NO-ABITH HHTEPBATH HIIM B HAMAJIEHa 103a — KOHCYJITHpaiiTe ce ¢ Bawma nexap 3a Topa). IIpH Texxo
HapylleHa ObOpetHa GyHKUHA MOXKe 1a HACTBITH HATPYNBAaHE HAa PAa3NaJHH TIPOTYKTH HA AKTHBHOTO
BemecTso Ha Pnapamen®™ TaGneTkH NPOTHB KALLTHIA;

- Axo cTpaniate oT paaKko 3a00ngBaHe Ha OPOHXHTE ¢ MOBHILEHO 00pa3yBaHe Ha MyKyc (Hanp. CHHEPOM
HA HENOABHIKHHTE PecHHUKK). Torasa MyKyCchT He MOke Aa Obae oTneneH ot Gemua apod. B To3m cnyyaii
M®rasamMen® TabneTKH MPOTHB KAIITKLA MOXKE [a Ce TpHnara caMo 0] JeKapcko HabJoneHHe;

- AKO cTe UMaiT¥ IENTHYHA A3BeHa Gonect, Tpabea na ce nocybersaTe ¢ Bawma nekap kak ga npueMarte
®nasamen”™ TabAeTKM POTHB KaINMLA, 3AIOTO MYKONHTHIIMTE MOTAT Ja Pa3apasHAT CTOMALIHATA
nwuraeuna, KoncynTHpaitte ce ¢ Bawmusa nexap npenu aa npuemere ®nasamen® TabaeTke npoTHB KaluTHLQ.,

Hena
Dnasamen® TabreTKH NPOTHB KANJIALIA MOYKE A3 C& MPHEMA ¢aMo OT JeLa Haa 6 TOIMHH.

Jpyru aexapersa ®aasamen® TabneTkd NpoTEE KAWLIHNA
He ca cnobmarany KIIMHHYHO 3HAYMMH HEXEIAHH B3aMMOACHCTBHA © APYrH NE€KApCTBRAa.

bpeMeHHOCT, KbpMeRe H PePTHIANTET
Ako cTe OpeMeHHa MIIH KbpMHTE, CMATATE, Y€ MOKe J1a cTe GpeMeHHa HAH IUIaHHPaTe OPEMEHHOCT,
nochLBeTBaiTe ce ¢ Banns nekap unu gapmalieBT npeau ynotpebara Ha TOBA JIEKApCTBO.

Ilo Bpeme Ha GPeMEHHOCT WITH KbpMeHe MoKe Na npueMare Onapamen® TableTky NpOTHB KAUITHLIA CaMO
CNope] TOYHUTE YKa3aHug Ha Bamms nekap!

OcobeHo npe3 MBPBHA TPHMECTHP HE ce NPENophYBa NpuioxkenneTo Ha Onabamen® TaGneTk npoTHs
KaULTALA.

YcTaHOBEHO €, ue aKTHBHOTO BemecTBo na ®naBamen®™ tabnerku NpOTHB KaillHIa NPEMHHABA B KBPMATA.
VYnorpebara Ha Onabamen™ tabieTku IPOTHB KalUTMLA He c€ NPENopBYBa IIPE3 EPHOA Ha KbpPMEHE.
[poyusanuaTta npy XKHBOTHM HE TI0KA3BaT BPEAHH eekTH Ha aMOpPOKCOII O OTHOLIEHKE HA PepTHIHTETA.

Mlogupane 1 padoTa ¢ MAaRILHN
Hama nokasatencrsa 3a edexta sbpxy wogHpane 1 pabora ¢ MmawrHH. He ca nposexkaadyn npoyvBanng 3a
edextrTe BBpXY Wothipate 1 paboTa ¢ MallHHK.

®rapamen® TabaeTKN NPOTHE KAULTHUA CHABLPKA HATpHIE

Tosa nexapcTeo cbabpka no-Maiiko or 1 mmol Hatpui (23 mg) Ha Tabnerka, T.e. Ha MPaKTHKA HE CHLABbPKA
HATPHH.

DaaBamen® TabneTKH NPOTHB KALLTANA CHABPIKA TAKTO3a (MJ€UNA 3axap).
Axo Bamuar nexap Bu e yeenoMun, ue ctpanate OT HeMOHOCHMOCT KbM HAKOHW 3aXapH, NOCHBETBAlTE ce ¢
HEro NpeAH ynoTpebaTa Ha TOBA JIEKAPCTRO.

3. Kak aa npuemare ®iasamen® Tabierc DPpoTHE KaMIIKIA

Bunarn npuemaiite ToBa NekapcTBO TOUHO KAaKTO € ONIHCAHO B TasH THCTOBKA MIIH Kakto Bu e K3
nexap wiam hapManesT. AKO He CT€ CHIYPHH B HElwo, onuTaiite Bawus nekap wid hapMangp

Oceen axo nexap He Bu e npeanucan apyro, TpaGea na ce vMat npeaBHA CIEXHUTE YKa3
TabneTku NpoTHe Kanuua. Mona, cnaseaiite yKazaHuATa 3a NPHIIQXKEHHE, 3aLIOTO B TP
Ppapamen™ TabneTKH NPOTHE KallMLE MOKE 1A HE OKAXKE 0YaKBaHHA eekT,
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IpenopbunTtennara aoza e:

Bb3pact EnMHRuHa no3a MakcHManHa THEBHA A03a
o 2 Tabnetka 2-3 nbTH AHEBHO 1 ¥ Tabnerkn

Jena 6-12 ronuuu (exemBanenTHO Ha 2-3 NuTH N 15 mg {exBuBaneHTHO Ha 45 mg

aMOpPOKCONOB XHAPOXJIOPHA) amMOpOKCOIIOB XHAPOXJOPHA)
o 1 Tabnerka 3 meTH AHEBHO 3 Tabnerkn

(exBHBaAeHTHO Ha 3 mbTH No 30 mg (exerEaneHTHO Ha 90 mg

HOnomn nan 12 amM6poKCOI0B XMAPOXIOPUA) MO BpeMe HA | aMOPOKCONOB XHAPOXIIOPHA)
rOAMHH H BB3PACTHH nepsrTe 2 10 3 nHH,

clell KOeTo ¢e Npoasbkasa ¢ 1 Tabaerka 2
IbTH JHEBHO (€KBHBAJICHTHO HA 2 ITHTH MO
30 mg aMOpOKCONOB XUAPOXIIOPHA ).

Jabenexka
IIpu BBE3paCcTHH NALMEHTH AHEBHATA 1032 MOKe Nla OBe YBEeIHUYCHA 10 2 TabMeTKH 2 ITbTH JHERBHO.

Haunn na npuiioxenne

3a nepopanHo npunokeHne. Hail-no6pe e dnasamen®™ TabneTky NpoTHE KaUWTHI@ 14 Ce IPHEMAT LIENH ClieA
XpaHeHe ¢ OOMTHO KOAMYECTBO TEUHOCT (HATIP. BOAA, Yai WM IJIOA0B COK).

Tabnerkara Moxe fa OBlIc pa3AeNicHa Ha B PaBHH JO3H.

IMpoaLKATEIHOCT HA NPHACKEHNE

®napamen® TaGMETKH MPOTHB KALLINLA He Tpa6Ba Aa ce MpHNara nobeye o 4-5 nHu 6e3 KOHCYITALMA ¢
Jexap.

Axo onnaksaHnATa Bu He ce noBnuaBaT cren 4-5 XHEBHO NeveHue HIM JOPH Ce BIIOLIABAT, NOCETETe
BeHara nekap!

Mons, cnonenete ¢ Balns jiekap win GpapMaitesT, aKo MMaTe 4yBCTBOTO, 4e edekTsT Ha ®nasamen®
TAONETKH NPOTHB KalllTHNA € TBBPJE CHICH WM TBLpAE cnad.

AKO CTe npHe/IH NoBeYe OT HeoGxoAuMara a03a Pnasamen® TabIeTKH NPOTHB KalLIHUA

Ho MomenTa He ca IOKIaJBalH crneurbHIHH CHMATOMH Ha NpeAo3upaHe npH xopa. B3 ocHora Ha
cnyvyaitHO Npefo3HpaHe MWK ChOOLIEHHS 34 JIeKapCKK MPeNiky, HabmoAaBaHHTEe CUMITTOMM Ca B
CHOTBETCTBHE C U3BECTHHTE HEXKENIAHH PEaKLMH Ha aMOPOKCONIOB XMAPOXJIOPHA NIPH MPENOPBYHTE/IHKTE
HO3H H MO3KE JIa H3HCKBAT CHMIOTOMATHYHO neyenue. KoHcyntupaiite ce ¢ nekap.

Axo cre nponycxanu Aa npuemere Oaasamen® TabieTKy HPOTHB KAMAKUA
HIIM CT¢ DPHEJIH MHOTO MaJIKa /103a, B3€MeTe IeKapcTBOTO B NpeATicalaTa Ao3a Ha clelBaluus npHeM. He
B3eMaliTe BOFHA 71034, 34 Ja KOMIIEHCHpATe NpoNycHAaTaTa 103a.

AKO MMaTe NOITbAHHMTC/IHH BBIPOCH 3a NPHIICKEHHETO Ha TO3H JIeKapcTBEH NPOAYKT, KOHCYITHpaiTe ce ¢
Bawma nexap unu papmanest!
4. B13moxknn HeXxenaHH peaknHy

Kaxro Bcuuxu JIEKapCTBa, TOBA JICKAPCTBO MOXKS Na MPEOH3BHKA HEXE/IaHH PCAKIIHH, BBIIPEKH He HE BCEKH
A nony4vasa.

Yectn: (mozam Oa saceznam ool na 10 oyuu )
- ragexe

Heuectn: (mozam da saceznam oo 1 na 100 dyuiu )
- cToMauiHa 6071Ka, IOBpbILAHE, AMapus, KopeMHa O0nKa W AMCnencus
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Penkn: (moowce da zacezrnam oo 1 na 1000 oyuuu)
- PeaKUMH Ha CBPBXYYBCTBUTEIHOCT
- 0OpHB, YpTHKapHL

C Hem3BecTHa YeCTOTA: (O HaAWuHUmMe daniil He Moxce Od Gvde HANPaseHa oYyeHxa)
- aHaPUNAKTUUHY PeakLKy, BKIIOYUTENHO aHaGWIaKTHYEH 1WOK, aHruoeneM (61p30 pazBHBaIl ce
OTOK Ha KOJKaTa, NOAKOKHATa THKaH, NHIABHLHWTE WIH NORAUTABHEHHIA c/loH) H IpypHTYC
- TEIKKH KOJKHH HexeNaHH peakUti (BKIIOYMTENHO epuTema MynTHdopme, cuiapoM Ha CTHBBHE-
JKOHCHH/TOKCHYHa €MHAEPMANHa HEKPOITH3a B OCTpa reHepalH3IupaHa eK3aHTeMHa IycTyno3a).

Ipeanasan mepkn

Axo 3abenexuTe, Y€ HMaTe €1HAa HITH MIOBEME OT ropeu3OpOeHHTe HEXKeNaHH PeaKiiiH, IPEyCTAHOBETE
neveHneto ¢ Gnapamen® TabneTkH NPOTHB KAILTMLA BEIHATA.

Crofinapane 1a HeskelaHH PeakLHK

AKO NonyHHTe HIKAKBH HEXEIAHU NICKapCTBEHH peakiuH, ypeaoMmere Bamusg nekap, gapmauest. Toea
BKJIIOYBA H BCHYKH BBE3MOKHH HEXENAHH peaKLii, HEONHCAHH B Ta3H NTHCTOBKA. Moxere CBIIO Oa
chOOIIMTE HEXKENIAaHNW PeaKLiH IMPEKTHO Ype3 HALMOHAJIHATA CHCTEMA 38 ChobIaraHe:

HsnpnHurenna areHnns No neKapcTBaTa

yi. . Jlaman I'pyer” Ne §

1303 Codun

Ten.: +359 28903417

yebcaT: www.bda.bg

Kato chobuiasare HexenaHH peakiMi, MOXETe 1a AaJieTe CBOs NPHHOC 3a NONTy4aBaHe Ha NoBeYe
HH$pOpMaLMs 0THOCHO ©e30MaCHOCTTA HA TOBA JIEKAPCTERO.

5. Kax na coxpanspare ®nasames® Tabnerkn npoTns KamiaMmoa

,Ha Ce CBEXpaHAaABa Ha MACTO, HENOCTEINHO 34 JcLa.

He u3nonzpaiite ToBa NekapcTBO CEN CpoKa Ha roaHoct, orfesssad BbpXy GJAHCTEPa M KapTOHEHaTa
onakoBka cnex “Fonen po:”. CpoKBT HA FTOMHOCT OTIOBaps Ha MOCICAHHA AEH OT NIOCOYMEHHS Mecell.
Ha ce cexpanaea noy 25° C

He n3xprppnaiite mekapeTsara B KaHAJH3aLUATa WIH B KOHTeHHepa 3a JOMAIIHK oTraasuy. [Tonutaiite
Bawma dapmauesT Kak fa H3XBBLPIIATE IEKapCTBATA, KOHTO BeYe He M3NoN3BaTe. Te3n MEpKH LUe CIoMOrHaT
34 OMasBaHe Ha OKOHATA CPENa.

6. CbAbpikaHHe HA ONAKOBKATA ¥ JONBJIHHTEINA HHpOpMATIHS

Kakgo cpabpxka ®nasamen® rabirerku npoTHE KamIHIA

AKTHBHOTO BEILECTBO € aMOpoKkconoB xuapoxnopua (ambroxol hydrochloride).

Enna tabnetka ceaspaxa 30 mg aMOPOKCONIOB XHAPOXIOPHA.

JpyruTe CBHCTABKM Ca: N1aKTO2a MOHOXH/PAT, LIAPCBHYHO HHLUCCTE, LIENTYN03a Ha MpaX, KpockapMeno3a
Hatpnii, noeyacH K 30, marnesnes creapar.

Kaxk usriexaa ®nasamen® radnerkn NpoTHB KANLJIMNA H KAKBO ChILKa 0RAKOBKATA
benu, xpbriy, NnockH TabneTkH che CKOCCHH KpaMila H JEJHMTENHA 4ePTa OT CAHATA CTpapg====:
dnasamen® TabACTKYM POTHB KallMIA € B onakoskH no 10, 20 u 50 TabneTkn.
He 8cHYKkH BHIOBE OIIAKOBKM MOrat Aa GbAaT MyCHATH B MPoAax6a.

ITpurexaren na paspereHHeTo 32 YHOTpeGa H NPOH3IBOIHTE /
Berlin-Chemie AG (Menarini Group) “



Glienicker Weg 125
D-12489 Berlin
Fepmanun

To3u JiekapeTBer NPOAYKT € pa3pellieH 3a yHoTpeda B cTpanaTe-'wieHKH Ha EBponefickoTo
HKOHOMBYeCKO MPOCTPAHCTBO ChC CACHHTE HMeHa:

Bbwarapus Flavamed Cough Tablets
EcTtonus Flavamed 30 mg
@uHnanaus Flavamed 30 mg Tablets
lepmanus Flavamed Hustentabletten
JlatBua Flavamed Cough Tablets
JIutea Flavamed Cough Tablets
Monma Flavamed Cough Tablets
Cnoraxus Flavamed Cough Tablets
Cnoeenun Flavamed 30 mg Tablets

JdaTta Ha nocieIHO MpepasriexKaaHe HAa JHCTOBKATA
0972020




