JIMCTOBKA: UHOOPMALIMSA 3A INOTPEBUTEJIA

®nasamen® edepsecueHTH TabneTkn
60 mg edeppeciienTH TabaeTKH

Flavamed® Effervescent Tablets
60 mg effervescent tablets

AMOpOKCONI0B Xuapoxnopua (ambroxol hydrochloride)

IIpouerere BHUMaTeHo UsIaTa JIHCTOBKA, Thil KATO THl CHbABPKA BaxkHa 3a Bac HHpopmanus.
Toga nexapcrso ce ornycka 6e3 JIEKapCKo Nnpeanucanue. Bonpeku ToBa, 3a na noJy4uTe Haii-no6pu
Pe3yTaTH OT NeveHnero, Bue Tpsabsa BHMMAaTeHO Na npuemare ®nasamen® edepBecUEHTHH TabIeTKA,

- 3anasere Tasu ucToBKa. Mosxe 1a mMare Hy’K[a 1a 1 IpoYeTeTe OTHOBO.

- AKO ce Hyxaaere ot JOMbIHUTEHA UH(OpPMaLWs WK chBeT, nonuTaiite Bawus dapmanest.

- Bue Tpaba na norepcure JIkapcka oMo, B cy4ai ue Baiuvte CHMNTOMH ce BnowWaBaT WK He
ce noxobpsear cnen 4-5 auu.

- AKO HSKOS OT HeXellaHWTe JICKAPCTBCHU DPEAKLMH CTaHE CEPUO3HA WITH 3abellexcure JAPYTH,
HCOMHCAHU B Tasd JIMCTOBKA HEXENAaHH peakLuw, MoJs, YBENOMETE,

$apmaresr. NAMBLIHWTENHA ATEHUNA NGO NEKAPCTBATA

TIICMOtKa ~ FIPUADKOHIE 2 .
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KaxBo npencrasnspar ®nasamen® edepBecienTHH TaONETKMM, 3% KAKBO 66 MATOIIZBAT 1 cvrvvorerrenreresseraeessns
[1penu na npuemere ®nasamen® edepBeclieHTHY TabReTRY o 23 07 2010
® 7 1039 v. U/
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Kax na coxpanseare Gnasamen™ eepsecieHTHH Tab 65§H6psﬁue NE s irvrecsisiissenssasinne Seosreesiressoseassinstssas
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1. Kakso l'g)C}lCTaBJlﬂBaT ®aapamen® eepBeCHEHTHH TabIeTKH M 332 KAKBO ce H3M0./13Ba
®naBamen” edepBecHeHTHH TaBNETKH ce M3MON3Ea 32 JICCHHE Ha BJIaYKHA KALUTHLIA NpU 3a60NnSBaHAs
Ha Genus apo6 u 6poHxuTe.

®nasamen® edepBeclieHTHH TabNeTKH BTeuHsBa OpOHXHATHHA CeKpeT (Mykyc) ¥ no3BonsiBa mo-
JIECHOTO My OT/ETsIHE Ype3 KalUIHIA.

2. Mpean na npuemere ®aasamen® edepBecueHTHH TabeTKH

He npunaraiire ®aasamen® edepBecueHTHH TabueTKn
- 8KO CTC ajlepruiHu (CBPbXYyBCTBUTENHH) KbM aKTUBHOTO BELIECTBO Ha ®napamen® edepBeceHTHH
®
TabneTkH  (aMOGpoKcoNoB XHAPOXJIOPHA) HIH KBM HAKOS OT OpYTUTE CbCTaBKHM Ha dDrnaBamen

eepBecuenTHy Tabnerku (BuxTE TOUKA 6, “Kakso ceappka Onasamen” edeprecueHTHH TabneTKI”).
- TpH geua noxa 12 roguudm.

Ob6npuHeTe cienHaiHO BHEMAHHe npu ynorpedara na ®aasamen” eepBecueHTHH TaGaeTKH
- AKO CTe MMald MHOTO TEXKH KOXHH PCaKuMu Ha CBPBXYYBCTBUTENHOCT (CHMHAPOM Ha CTUBBHC-
JDKOHCBH, CHHAPOM Ha Jlaiten);

* Cunzipom Ha CrupbHC-JDKOHCEH € 3a60NsIBaHE ¢ BHCOKA TEMIepaTypa U OOpHBH TO KOXaTa U
JUTaBUUHMTE ¢ 00pasyBaHe Ha MEXYPH.

* Cunapom Ha Jladien e MBOTO3ACTpAIIABALIO CBCTOSIHME, M3BECTHO OLIE KAaTO CHMHAPOM Ha
fonapenara koxa. [TpusHak e mostisata Ha ronemu Mexypu, ogo6HO Ha U3TapsiHe,

Eto 3amo, ako 3a6enexure HPOMEHH M0 KOXKaTa U JIMraBULUTE, TpAOBa BeaHAara 1a CripeTe MpUeMa Ha
®napamen® edepsecuentHu Tabnerky. [Tocerere HesaGasHo Jiekap!




- AKO cTpajaTe OT HEMOHOCUMOCT KbM XHCTaMUH, Tpsi6Ba 1a U3GArBaTE MPONBIKUTENHOTO JICUCHHE,
Tbif KaTo aKTMBHOTO BELIECTBO HA ®napaven® edeppecUeHTHH TabieTKd MOBIHABA meTabonu3Ma Ha
XMCTAMEH ¥ MOXKe J1a IOBE/IE 10 CHMITTOMH Ha HEMOHOCHMOCT (narip. rnaso6oiue, Teall Hoc, cbpbex).

- AKo cTpajaTe OT HapyuieHa GbOpeuHa QyHKLMSA WM OT TEXKO yepHoApOGHO 3abonsBate. B To3U
cnyvau ®nasamen® edeppecueHTHI TabIETKM MOXE /2 €& Nprarat camo ¢ 0co6eHo BHUMaHKE (Harp. 1pe3
HO-IbJICH WHTEpBAM WIM B HaMajeHa 1033 — KOHCyJITUpaliTe ce ¢ Bamus jekap 3a tosa). [Ipn TeXKO
HapyuieHa OpOpeuna QYHKUMA MOXKE [@ HacCThIiH HATpyMBaHe Ha DPa3MaiHM MPOAYKTH Ha aKTUBHOTO
BewecTBo Ha Ddnasamen” edepBECUCHTHH TabneTKy.

- AKO CTpajaTe oT psaKko 3a6onsBate Ha GPOHXUTE C MOBUIICHO o6pasyBaHe Ha MYKyC (Hanp. CHHAPOM
Ha HEMOABWKHUTE pecHuuky). ToraBa MyKyCsT HE MOXE la Gbae oTaeneH oT Genus Apob. B To3u ciyyait
dnapamen® edeppeclieHTHY TabNETKU MOXE [1a Ce Ipuiara camo 1o JIEKApCKO HabMoAEHHE.

- AKO cTe UMaTH MenTu4Ha A3BeHa Gosect, Tpabsa 1a ce NOCbBETBATE C Bawus Jiekap Kak Aa npuemare
dnapamen® edepBecleHTHH TAGNETKH, 3LIOTO MYKOIHUTHIIMTE MOTAT Ja pa3/pasHAT CTOMAIIHATA JIMraBUia.
Koucyntupaiite ce ¢ Baums nekap npeau fa NpueMeTe dnasamen® eepBeCLIEHTHH TaONEeTKHU.

Heua

®napamen” epepBeclieHTHH TabIETKH MOXe [ia Ce PUEMa CaMo OT /LA Hajl 12 roauH.

IIpuem Ha ApYrH JIeKapcTBa
Monsi, uadopmupaiite Bamys fiekap win (papMauesT, ako npueMare WIN HACKOPO CTE MpHeMaId
HAKAKBU APYTH JIEKAPCTBA, BKIIOUMTENHO U TAKUBA, KOUTO CE OTITyCKat Ge3 peLenTa.

Jlexapcmea, ROOMUCKAWU Kaunuyama (anmumycueu)

Tlo BpeMe Ha mpuema Ha ®napamen® edeppeciieHTHH TabNeTKH HE TpsA6Ba fa MpUemare JIeKapcTBa,
KOHMTO MOATHUCKAT KauuiuyHus pedrexc (T. Hap. aHTUTycHBH). KalmYHUAT pedieke € BaXKeH, 32 /ia MOXKE
BTEUHEHHMAT GPOHXHUANEH CeKpeT (MYKyC) [a e OTKalUIA i 1O TO3W HauHH Aa ce oTAenH ot Genute apobose.

BpeMeHHOCT H KbpMeHe
TochBeTRaiTe ce ¢ Balms fekap Wi GapMaueBT Mpefu ynoTpedara Ha KoeTo U /ia € JIEkapeTBo.

Tlo Bpeme Ha GPEMEHHOCT WM KbPMEHE MOXE Ja NMpHeMare ®napamen”® edepsecieHTHH TabneTKHU
caMo CTIope] TOUHUTE ykasaHus Ha Bawms nexap!

JIo MOMEHTa HsMa JOCTAaTh4HO ONUT MPH XOpa 1o BPEME Ha 6peMeHHOCT ¥ KbpMeHe. [Ipu XHBOTHH
obaye e HaONoJaBaHo, Y€ AaKTUBHOTO BEIIECTBO HA ®napamen” edepBeclEeHTHH TaONeTKH MpEeMUHaBa B
MaiYMHOTO MIISIKO.

Iodupane 1 padora ¢ MANIHHM
dnasamen® epepsecueHTHH TabIETKH HE MOBJIMABA WM MOBIUABA He3Ha4YNTEIHO CMOCOOHOCTTa 33
wodupane 1 pabora ¢ MalIUHU.

Baxxa HadopManHsi 0THOCHO HSIKOH OT ChCTABKHTE HA ®aasamen” edpepBeceHTHH TabJeTKH

To3u JieKapCTBEH MPOAYKT CbIbpa JaKTO3a (Mneuna 3axap) M copOHMTON (noacnaguren). AKO
BamusT Jexap Bu € yBefoMu1, ue cTpagare oT HeMOHOCHMMOCT KbM HAKOM 3axapH, IOChBETBANTE ce C HEro
npeau ynorpebara Ha ®nasamen® edepBecLleHTHH TabNETKH .

To3u nekapcTBeH MPOAYKT ChABPXkA 5,5 mmol (126,6 mg) HaTpHii Ha epepBeCLICHTHA Tabnerka. [la ce
Ma npeiBHI IPH NALMEHTH, KOUTO Ca Ha IMeTa ¢ OrpaHu'eH fnpHeM Ha HaTpuil.

3. Kak na npuemare dnasamen® edepBecueHTHH TabJETKH

BuHaru npuemaiite ®nasamen® edepBECLEHTHH TaGNETKM TOHHO CMOPed YKasaHuiTa B Ta3n
JMCTOBKA, AKO HE CTe CUIYPHM B HELIO, monuTaite Baiins nekap Wik dapmanesrt.




Ocgen ako nekap ne Bu e IpeAnucan npyro, TpsOBa na ce MMaT NPeNBHA ClENHUTE YKa3aHus 3a
®nasamen® edepsecuenTHr Tabnerkn. Mons, cnassaiite YKa3aHWsATa 32 NPUIIOKEHHE, 3aLOTO B MPOTUBEH
cityyait @nasamen® edepeecuenTHI TaGneTKH MOX€ J1a HE OKaXKe OYaKBaHUs e(eKT.

Ocsen ako sexap ue Bu e npeanucas npyro, oou4aiiHata no3a e:

Bw3pacr Enunnuyna noza Maxkcumanua gHeBHa no3a
tOHowH Han 12 rogunu Ilo V2 eeppecuentra Tabnerka 3 moru 12 edepBecuenTuy Tabnerku
Y BB3PACTHU AHEBHO (€KBUBAJICHTHO Ha 3 IIETH o 30 (exBUBaJIEHTHO Ha 90 mg
mg aMGpOKCONOB XMAPOXIOPHA) 110 aMOpPOKCOJIOB XUAPOXTOPUL)

BPEME Ha bpBUTE 2 N0 3 [HH, el KOETo
C¢ NpoabiKasa ¢ V2 edepBecLEHTHA
Taberka 1Ba ILTH THEBHO
(exBUBaNEeHTHO Ha 2 eTH 110 30 mg
aMOPOKCOI0B XHAPOXIOPHN).

3abenexka:
IIpy BB3pacTHH nauMeHTH AHEBHATA 1033 MOMXe na Obie yBesveHa 10 eaHa TabaeTka 2 sTH JIHEBHO.

Besonacuocrra u edukacnocrTa Ha ®nasamen® edeprecueHTHH TabIeTKH npy aeua nox 12 roguimba
BB3pACT BCE OILE HE € YCTAHOBEHA.

Hauun nHa npunoxenue
Edepaecuentaure tabnerku ce PasTBApAT B 4allla € BOJIa M pasTBOPBT CE NMpHeMa Clle]| XpaHeHe.
Edepsecuentaure tabnerku morar na OBIaT pasfe/eHH Ha JBE PaBHH MMOJTOBHHH.

IpoasxurentocT Ha npuaokenne
®iapamen® edeppecLieHTH TabneTky He Tps6Ba a ce npwiara noseye ot 4-5 Hu Ge3 KOHCYTalus
C JIeKap.

Ako omrakBanusTa Bu He ce nopiussar cnes 4-5 HEBHO JICYEHHE WU JIOPH Ce BJIOLLIABAT, MOCETETE
BeliHara Jjekap!

Mons, cnonenere ¢ Baums nexap um (apmauesr, ako uMare 4yBCTBOTO, ye edexTsT Ha Onasamen®
edepBecLeHTHH TabeTky e TBBPJIE CUJICH WIH TBBPJE cal.

AKO CTe IpHeH noBeye oT HeoGxoaumara n03a daapamen® edepBecueHTHH TabeTKH
Mo mMoMeHTa He ca Ha6GmoxaBaHu CCPUO3HM CUMIITOMH Ha MHTOKCHMKaUMA. Bu3MoxHU ca BPEMEHHO
0e3M0KONCTBO U AMapus.

le/I MHOTI'0 TroJIsMO Npeno3upaHe MOXKe 1a ce MosBU MNOBHLICHO CIIIOHOOTAECNSIHE, raacHe, NoBphLIaHe
M Crraga”e Ha KPBBHOTO HaJisiraHe ¢ HapylmeHus Ha Kp’bBOOﬁpaI.IICHI/IeTO.

Koncynrupaiite ce ¢ Bamus nekap! CrieLiHl MepKH Kato IIpeIM3BHKBAHE Ha MIOBPBIIAHE H CTOMAIIHA
IMPOMHBKA, OOMKHOBEHO He ca HEOOXONUMH, OCBEH MNPH MHOTO FOJISMO npenosupane. Ilpenopbvusa ce
JICHCHHUE B 3aBUCUMOCT OT NPOSBEHUTE Gele3H Ha npefo3upaHe.

AKo cTe nponycHaM aa npuemere MaaBamen® edepBecuenTHN TabaeTKH
WK CT€ MpHEIM MHOIO Majika 71033, B3eMeTe JICKapCTBOTO B MpeANuCaHaTa 1032 Ha ClleBalys
npuem. He npuemaiite npoiina nosa, 3a na KOMIICHCHPATE NpOoMmycHAaTaTa 1034,

AKO ¥MaTe I0MbIHUTETHH BBIPOCH 32 NPUITOKEHHETO HA TO3U JIEKAPCTBEH MPOLIYKT, KOHCYJITHpaiTe
¢e ¢ Bawuwus nexap unu dapmauesr.



4. B1b3MOKHHM HEXKEJIAHH peakluH

KakTo BCHYKHM JIEKapCTBa, dnapamen” edepBecLEHTHH TabIeTKH MOXE 1a Npeau3BhKa HeXeNaHu
peakLMH, BbIIPEKH Y€ He BCEKHM [ MOTyHana.

3a OLEHKA HA HEXEJIAHUTE PEeaKLu ce NpUeMa ClieHaTa HecToTa.

Mmuoro yectd 3acarar noeeye oT | Ha 10 morpeGurens

YecTH sacarar ot 1 g0 10 Ha 100 noTpeburens

HeuecTH sacsirat ot 1 10 10 Ha 1 000 noTpeGurens

Peaxu sacsarar ot | no 10 ua 10 000 morpebuTesns

MHoro peaku sacarar no-manko or 1 Ha 10 000 morpebuTens, HEM3BECTHH (uecroTara He
MOYXe [1a Ce M3YUCH OT HAIMUHUTE NAHHH)

HesxkeJaHH JIEKAPCTBEHH PeaKUHH

CToMAaILHO-YPEBHU HAPYIICHNA
Heuecrn: rajgeHe, cromaiiHa 00JIKa, NOBPBLUIAHE

HapynieHus Ha_KOXaTa W [ONAKOXKHATA ThKaH

MHOro pefiku:  TEKKH KOXHM peaKliiH, KaTo CHHIOpM Ha Jlaiten u cunapoM Ha CTHBBHC-[DKOHCBH
(BwkTe Touka 2, “O6bpHETE CMECUMAIHO BHUMAHNE TIPU ynoTtpebara Ha ®nasamen”
e(epBecLeHTHH TabNeTKn”).

061 HapyueHds H eexTy Ha MACTOTO HA NPUIIOKCEHHE

Heuecrtu: peaKiy Ha CBPbXYyBCTBHTENHOCT, KAaTO KOXHH peaKiti, JIMIEB OTOK (€1eM),
3adyX, CbpOekK, BUCOKA TeMNEpaTypa.

MHoOro pefky:  TEXKHU alepruiHy (aHaMIaKTUYHK) PEAKLUMH [0 LOK.

IIpexna3Hy MepKH

AKO 3a6eIexuTe, e UMaTe ¢IHa WK T0BEUe OT ropeH30OPOSHNTE HOXENAHU Peakiini, NpEyCTaHOBETE
neuenuero ¢ ®nasamen” edepBECLEHTHN TabNETKH BeHAra.

AKO HSKOS OT HEXEJaHWTE JICKapCTBCHHU peakudu CTaHC CEepHO3Ha, WIH 3abenexure APYry,
HEOMMCAHH B Ta3M JIMCTOBKA HEXKE/IAHH peakuuy, MOJid, YBEOOMETE Baumd nekap unu (bapmaueBT.

5. Kak na cbxpanaBarte Mdaapamen® epepBecleHTHH TabIeTKH
Jla ce cbxpaHsBa Ha MACTO, HCNOCTBIHO 33 neua!

He usnonssaiite ®nasamen® edeppecueHTHH TabieTKu Ciief cpoka Ha roaxocT, or6ensa3aH BbPXY
eTuKeTa Ha Ty0aTa B KapTOHeHaTa KyTus CIICA “[omeH 10:”. CPOKBT Ha FOJHOCT OTroBaps Ha MOCICAHU
JICH OT MOCOUCHHs MECeLL.

Ja ce cuxpansisa ox 30°C!

Cobxpanssaiite Ty6ara ITbTHO 3aTBOPEHa, 33 1 MPEINasuTe tabneTKuTe OT CBETJIMHA U BJIara.

JlexapcTBara He TPiOBa a C& U3XBBPIAT B KaHATH3AIHUATA WK B KOHTeliHepa 3a JOMAIHHM OTHATbLH.
[Monuraiite Baims dapMaLeBT Kak A2 YHHILOXHTE HCHYXHNTC Bu nekapersa. Tesn MEpKH 1€ CIIOMOTHAT
3a OMa3BaHe Ha OKOJIHATa cpefa.

6. JlonbanutenaHa uaopmanus

KaxBo cbaAbpKa daapamen” edepBecueHTHH TabieTKH
AKTHBHOTO BELIECTBO € aMOPOKCOJIOB XHIPOXTOPHAL.

EnHa edepBecueHTHa TabeTka Chabpxka 60 mg aMOpOKCONIOB XUAPOXAOPHIL.




Hpyrure cherapku ca:
JIumorena kucenuna, 6essonna
Harpues xuaporenkap6onar
Harpues kap6ouar, 6e3ponen
3axapuH HaTpuii

Harpues unknamar

Harpues xnopun

Harpues uurpar

JlakTo3a, 6e3Bogna

Manuron (E 421)

Cop6uron (E 420)

Apomar yepema

Cumerukon

Kak usrnexaa ®aasamen® edepBeceHTHH TaGAETKH U KaKBO CbAbpPiKa ONAKOBKATA
Kpbrou, 6enu tabnerku ¢ nenurenna 4EPTa OT €AHATa CTpaHa.

Edepsecuentnara tabnerka mosxe na 6ue pa3fieyieHa Ha 1B PaBHH ITOJIOBHHH.
®naeamen® edeppecLenTHU TaGeTKY € B onakoBkH 1o 10 u 20 epepsecueHTHY TabaeTKY.
He Beuuku BuzoBe onakoBku mMorar na Obaar nycHaru B nponax6a.

Hpuremxaren na paspewmennero 3a Ynorpebéa u npousBoauTen
BERLIN-CHEMIE AG (MENARINI GROUP)

Glienicker Weg 125

D-12489 Berlin, l'epmanus

To3u siexapeTBen NpoaykT e paspewen 3a ynotpe6a B crpanuTe-uinenkd Ha EMI che caexnute
HMeHA

Benarapus Flavamed Effervescent Tablets
Yexus Flavamed Effervescent Tablets
Hanus Flavamed Brusetabletter

Ecronus Flavamed 60 mg

OuHIaHIUA Flavamed Effervescent Tablets
lepmanus Flavamed 60 mg Brausetabletten
JlatBus Flavamed 60 mg putojosas tabletes
JIutea Flavamed 60 mg snypsciosios tabletes
IMonma Flavamed

PymbHus Flavamed Comprimate Efervescente
CrnoBakus Flavamed $umivé tablety

Cnosenus Flavamed 60 mg $umede tablete

Mata na nocaeano onobpenne Ha JIHCTOBKATA
Mapt 2010 1.






- Ako CTpaaare OT HENOHOCHUMOCT KbM XUCTaMUH, Tpﬂ6Ba Ia u3bsareare NPOABINKHUTCIHOTO JICUEHUE,
Tbil KaToO aKTHMBHOTO BELIECTBO HA @nasamen® Cq)epBeClleHTHH TalNeTku MNOBJIUABA METa0OAM3Ma Ha
XUCTaMHUH ¥ MOXKEC [1a JOBEC A0 CHUMIITOMH HA HEMOHOCUMOCT (Hal’lp. [“J'IaBO60J'll/le, T€4all HOC, c1>p6e>l<).

- Ako crpauaTe oT Hapyuena ObOpeuHa GYHKUMSA WM OT TEXKO 4epHOApoOHO 3abonssaHe. B To3u
ciyuaii dnasamen® edepBeclieHTHU TabNETKH MOYeE /1A Ce TPUIATraT CaMo ¢ 0COBEHO BHUMAHHE (nanp. mpe3
[O-IBJITH MHTEPBAH WIM B HamalleHa 103a — KOHCynTupaiite ce ¢ Bamms nekap 3a Tosa). [Ipu Texko
HapyueHa OnOpeuHa d)yHKuml MOXE€ [a HACTBIIM HATpyNBaHE Ha pa3MagHH TMPOAYKTH HAa aKTUBHOTO
BelliecTBO Ha MnaBamen” edepsecLeHTHN TableTKM.

- AKko cTpazate OT psaako 3abonsBaHe Ha GPOHXHUTE ¢ HOBHLIEHO 06pasyBaHe Ha MyKyC (Hamnp. CUHIPOM
Ha HCHOHBI/DKHI/ITC pecHuuku). ToraBa MyKychsT He Moxe na Obae otaeneH ot Genus apob. B To3u cayuaii
®napamen” edepBECUEHTHU TabNETKH MOXKE 1 C€ MPUJIATa Camo MO Jiekapcko HabnoneHue.

- Axo cTe MMann menTU4YHa A3BeHa Gosect, TpsOBa a ce nochBeTBaTe ¢ Balluus jiekap Kak 1a nmpueMare
®napamen® eepBecleHTHN TaBIETKH, 3aLOTO MYKOJUTHLIMTE MOTaT a pa3ipa3HsAT CTOMAIIHATA JIUraBHIIa.
Koncyntupaiite ce ¢ Bawms nexap npenu na npuemere ®nasamen” edepBecLEHTHH TaGNETKHU.

Heua

®nasamen”™ edeppecieHTHU TabneTKyu MOXe [a Ce PHEMa CaMo OT Jelia Hax 12 roauHu.

IIpuem Ha Apyru JekapcTBa
Mons, undopmupalite Bamuns nekap unu dapMaineBT, ako MpUeEMare WM HACKOPO CTe NpUeMaid
HSKaKBH APYTH JIEKAPCTBA, BKIIOYUTENHO U TAKUBA, KOUTO CE OTITycKaT 6e3 pelienta.

Jlexapcmea, nodmuckawju Kawauyama (Gumumycusu)

Ilo Bpeme Ha npuema Ha ®naBamen”™ edepBecueHTHH TabneTku He TpAGBa na TIpHeMAaTe JIeKapCTBa,
KOMTO MOATHCKAT KAUUTMYHHA peduiekc (T. Hap. aHTUTYCHBH). KalinuuHusaT pediekc e BaXeH, 3a 1a MOXKe
BTECUHEHUAT OPOHXHANIEH CeKpeT (MYKYC) a Ce OTKALINA H 110 TO3U HAYMH Jia Ce OTAETH OT Oenure Apobose.

BpemMeHHOCT H KbpMeHe
INocweeTBaiite ce ¢ Bamms stekap win ¢apMaleBT npeay yrnorpedara Ha KOETO U 14 € JIEKApCTBO.

o BpeMe Ha GPEMEHHOCT MM KbpMeHe Moxe Ja npueMare dnapamen” edepBECLEHTHH TabIeTKH
camo criopel TOYHUTE yka3aHuA Ha Bamius nekap!

Jlo MOoMeHTa HAMa JOCTATh4HO OMHT IPU XOpa Mo BpeMe Ha GPeMEHHOCT H KbpMeHe. [Ipu KHBOTHH
obave e HabNIONABAaHO, Y€ AaKTHBHOTO BellecTBo Ha Onasamen” etepBecLIeHTHH TabJIeTKN NpeMHHaBa B
Mai4YHUHOTO MJIAKO.

Illodupane u padora ¢ MAIIHHK
®nasamen® edepBeclieHTHH TaGlIETKH HE MOBIUABA WM NOBIMABA HE3HAYMTEIHO CMIOCOGHOCTTA 3a
wodupaHe u pabota ¢ MalUMHH.

BaxHa HHPOPMALKSI OTHOCHO HSIKOH OT cheTaBKHTe Ha ®aBamMen” eepBecLeHTHH TabaeTKH

To3n nexkapcTBeH NPOAYKT ChbAbpKa JakTo3a (Mi€4Ha 3axap) H copOuton (moacnaamren). Ako
Bammar nexap Bu e yBemomun, 4e crpagate oT HEMOHOCHMOCT KBM HAKOM 3aXapH, OCHBETBANTE CE ¢ HErO
npeny ynorpedara Ha ®aaBamen”® edepBecleHTHU TaONETKY .

To3zu nekapcTBeH NpoAYKT chabpxa 5,5 mmol (126,6 mg) Harpuii Ha edepBecuenTHa TabneTka. [a ce
UMa PEABU] IPH MAHUEHTH, KOUTO ca Ha AXeTa ¢ OrpaHWUYCH NMPHEM Ha HaTpuil.

3. Kak na npuemate ®nasamen” epeppecuedTHH Tab1eTKH

Bunaru mpuemaiite ®nasaMen” edepBeCUCHTHH TaGNETKH TOUHO CNOpe] YKAa3aHHATA B Ta3W
JIMCTOBKA. AKO He CTE CUTYPHH B HEllo, nonurtaiire Bawus iexkap unu papmauest.



JUCTOBKA: HH®OPMALIMA 3A IOTPEBUTEJIA

dnasamen® edepBeclieHTHH TaONETKH
60 mg edepBecLIeHTHH TabNETKH

Flavamed® Effervescent Tablets
60 mg effervescent tablets

Am6Gpokcoos xunpoxiopus (ambroxol hydrochloride)

IMpoyereTre BHUMATENHO LAJIATA JIMCTOBKA, Thil KAaTO TA ChAbPKa BakHa 3a Bac undopmauus.
ToBa jiekapcTBO e OTIycKa 6e3 Jiekapcko mpeanucaHue. Bunpeku ToBa, 3a Aa nosy4yute Hail-nodpu
pe3ynTarH oT nevyenunero, Bue TpsaOBa BHUMaTENHO Aa MpueMare ®nasamen® edepBecLEHTHH TaBNETKHU.

- 3amasete Ta3u JUCTOBKA. Moxe fa UMaTe Hy)KAa [a A IpoYeTeTe OTHOBO.

- AKO ce HyKAaeTe OT JOIIbIHUTENHA HH(OpMALIUS WK ChBET, nonuTaiite Baiuus gapmManesT.

- Bue Tpsb6Ba na noTbpCUTE Jiekapcka MOMOIL, B ciay4al ye Balite cuMIToOMH ce BJIOLIABAT WIH HE
ce nmoxobpsBar cien 4-5 OHU.

- AKO HAKOA OT HEXeNaHUTe JIEKapCTBEHH peakUHMH CTaHe CEepHO3HA WM 3abelexHTe Apyry,
HEONMHCaHW B Ta3M JIMCTOBKA HEXENAHH peakLMd, MO, YBENOMETC
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1. Kaxso rg)encTaBJmBaT ®aasamen”® edepBeclieHTHH TAa0JETKH H 32 KAKBO Ce H3M0/13Ba
®dnaBaMen edepBecueHTHH TabJIETKH Ce M3IMON3BA 32 JJeUeHHe Ha BJIKHA Kaluikia npy 3abonaBaHus
Ha 6enust Apob u GpoHxuUTE.
dnaBamen” edepBeclieHTHH TabNeTKM BTEYHABA OPOHXMATHHA CEKpeT (MyKyC) M MO3BOJABA MO-
JIECHOTO MY OTHEJIsHE Ype3 KalLTHLA.

2. Ipenm aa npuemere ®iaBamen” edepBeceHTHH Ta6IeTKH

He npuaaraiite ®aBamen”® edepBecieHTHH TabaeTKH
. - aKO CTe aneprudHM (CBPbXYyBCTBUTENHH) KbM aKTHBHOTO BemecTBo Ha dnapamen” e(bepBecueHTHH
Tabnetky (aMOpPOKCOJIOB XHIAPOXJIOPHI) WJIH KbM HAKOA OT npyrme cbcraBku Ha @nabamen”
edpepBecrieHTHY TabieTky (BHXTe TouKa 6, “KakBo chabpxa Onapamen’ edepseclieHTHH TabneTku”).
- npu geua nox 12 roquHu.

OGBbpHeTe cNeLHAIHO BHHMAaHKE NpH ynoTpe6aTa Ha ®aaBamen” edepBeclleHTHH TaGIeTKH

- AKO CT€ “Ma¥ MHOTO TEXKH KOXHH PEaKLHH Ha CBPBXTYBCTBHUTEIHOCT (CHHAPOM Ha CTHBBHC-
JIxOHCBH, cuHapom Ha Jlaiien);

e CunsipoM Ha CrTuBBHC-JDKOHCHEH ¢ 3a00ysBaHE ¢ BHUCOKA TEMIEpaTypa M OOpUBH NO KOXara W
JIUraBUIHTE C 00pa3yBaHe Ha MEXYPH.

e Cunapom Ha Jlaifel € >KMBOTO3aCTpaliaBall0 CBhCTOSIHUE, HM3BECTHO OIIE KaTo CHHAPOM Ha
rionapeHaTa Koxa. [Ipu3Hak e nosiBara Ha roJieMd MEXypH, IONOOHO Ha H3rapsHe.

Ero 3ai10, ako 3abeiexuTe NPOMEHH 110 KOXATa U JIMMABULMTE, TPsOBa BeHara a cripere pHeMa Ha
®napamen® edeppecuenthn Tabnerku. [locetere He3abaBHO Nekap!




4. Bb3MOXKHH HeMKeTAHM peaKiuu

KakTto Benukn nekapcrsa, dnabamen” edepBecLeHTHM TaGlIeTKH MOXe Aa NpeaM3BUKa HeXeNaH!
peaKkuUHH, BbIIPEKH YE€ HE BCEKU I'M N0Jly4aBa.

3a oueHKa Ha HeXENAaHUTE PeaklUy Ce puema CJICAHATa YeCToTa:

MHuoro Jyectu 3acqarat noseue ot | Ha 10 norpeburens

Yectn 3acdrar ot 1 go 10 Ha 100 norpeburens

HeuecTn 3acarar ot 1 g0 10 Ha | 000 noTpeGurens

Penknu 3acarar ot 1 no 10 na 10 000 notpeburens

Mmuoro peaxu 3acarat no-manko ot 1 #a 10 000 nortpeburesns, Heu3BeCTHU (UecToTaTa He
MOK€E 12 C€ U3YUCIIH OT HAJTUYHHUTE NaHHM)

Hexenanu Jjiexa PCTBEHH peaKUHUH

CToMauiHO-UYpEBHH HAPYIUEHUS
Heuecru: rajgeHe, croMauita 60Jka, noBphllaHe

HapyiieHus Ha KoxaTa ¥ IOJIKOKHATA ThKaH

MHoro pefku:  TEXKU KOXKHHU PEAKLHH, KaTo cuHaopm Ha Jlaiien U cuHapom Ha CTUBBHC-JIKOHCHEH
(BiKTE TOYKA 2, “OObpHETE CMENMANHO BHUMAHUE pH ynoTpebara va ®napamen”
ehepBecLeHTHH TabNeTKu™).

OO01y HapylueHHs U eQEKTH Ha MICTOTO Ha NPHIOKEHHE

Heuecrtu: PEaKUMH HA CBPBX4YBCTBUTEIHOCT, KaTO KOXKHH PEaKLIWH, JTHLIEB OTOK (e1eM),
3ayX, CbpOex, BUCOKA TEMIepaTypa.

MHoro peaku:  Texku alepruyHy (aHapUIAKTHYHH) PeakUuyy JO LIOK.

IMpeana3uu mepku

Axo 3abenexure, 4e UMaTe eHA WIIH NOBeYe OT FOPeU3OPOCHUTE HEXKENAH PEAKLINH, NPEyCTaHOBETE
neuennero ¢ Onasamen”™ edepBecieHTHI TabIeTKH BeHArA.

AKO HSIKOS OT HEXeJaHHUTe JICKApCTBEHH PpCaKIMHM CTaHE Ce€pyUo3Ha, WU 3abenexure APYTH,
HCONMUCAHU B Ta3H ITUCTOBKA HEXKEJIAHU pCaKLH, MOJIs, YBEIOMETE Baiuus JICKap UJin (bapMaueBT.

5.  Kak aa cexpansiate ®aaBamen” edpepBecLieHTHH TaGIeTKH
Ja ce cpxpaHsiBa Ha MACTO, HETOCTBITHO 3a nenal

He usnonssaiite ®napamen” edepBeclieHTHH TaGNETKH el CPOKa Ha FOIHOCT, OTGENA3aH BhLPXY
eTHKeTa Ha Tybara M KaproHeHata Kytus cien “T'omed mo:”. CpoKBT Ha OMZHOCT OTIOBaps HA NMOC/IEIHHS
JICH OT NOCOYEHHs MeCell.

Ja ce cexpansBa mog 30°C!

CoxpansBaliTe Tybara ILTBTHO 3aTBOPEHA, 3a Ja NMpearnasnTe TableTKUTe OT CBETIIMHA H BJIara.

JlekapcTBara He Tps6Ba 1a ce U3XBBPJIAT B KQHATU3ALWATA WK B KOHTEHHEpa 32 NOMAIIHH OTHAIBLIH.
INonuraiite Baimus dapmaneBT Kak ga YHUIIOKUTE HeHYKHUTE Bu JiekapcrBa. Te3u MEpKH e COMOTHAT
3a Oona3BaHe Ha OKOJIHATa Cpeaa.

6. dombianuteana uHpopManus

KakBo cbabpxa ®aasamen” edepBecleHTHH Ta0JeTKH
AKTHBHOTO BEILECTBO € aMOPOKCOITOB XUAPOXJIOPHL.

EnHa edepBecuenTHa Tabnerka cbappika 60 mg aMOpOKCOI0B XHAPOXIOPUIL.



OcgeH ako jnekap He Bu e npennucan apyro, TpsabBa ga ce UMaT NMpedBH] CICOHHTE yKa3aHWA 3a
®rnasamen”® edepseclieHTHH TabneTki. Mons, cria3aiiTe yKa3aHMATa 3a MPHIOXKEHHE, 3aIOTO B POTHBEH
cyqait dnapamen”® edepBECCHTHH TaBIETKH MOKE 1A HE OKAXE OYaKBaHHs e(eKT.

Ocsen ako aexap ne Bu e npeanucan apyro, oou4aiiHaTa 103a e:

Bw3pacr EnuHu4yHa no3a MakcumanHa IHeBHa 8032

KOnowm Han 12 ronuamu Mo %: edepBecuenTHa TabneTka 3 MbTH 1% edepBecrieHTHN TabNeTKN
U BB3pacTHH JIHEBHO (€KBHBaJIEHTHO Ha 3 1bTH 110 30 (exBuBaJteHTHO Ha 90 mg

mg aMGPOKCOIOB XUAPOXAOPUL) IO aMOpOKCOJIOB XUAPOXIOPUA)

BpeMe Ha MBbPBUTE 2 10 3 AHH, clle] KOETO
ce poab/okaBa ¢ V2 edepBecieHTHA
Tabnerka ABa NbTH AHEBHO
(exBuBaneHTHO Ha 2 mbTU Mo 30 mg
aMOPOKCOJIOB XHAPOXJIOPHLL).

3abenexka:
TMpu BB3pacTHY NALMEHTH JHEBHATA 103a MOXe Aa Obie yBeaudeHa 1o efHa tabnerka 2 mbTH THEBHO.

beszonacHocrTa U eduxacHocTTa Ha ®nasamen” edepBeClICHTHH TabJIETKH MpH Jaeua moa 12 roaviHa
BB3PACT BCE OLLE HE € yCTaHOBEHa.

HauuH Ha npunokeHue
EdepsecueHTHHTE TabNETKH Ce pa3TBApAT B Hallla ¢ BOJA U Pa3TBOPET ce IpUEMa ClIe/l XpaHeHe.
EdepecuenTaure Tabnetku Morar na 6b4at pa3ieneHH Ha B¢ paBHH NOJIOBUHHU.

IpoabAKHTETHOCT HA NPHJIOKEHHE
dnapamen® edepBecrienTHH TaGlIeTKH He TPAGBA a ce MPHUIara nopede oT 4-5 IHH 6€3 KOHCYTalus
C Jiekap.

AKo omnaksaHusTa BH He ce MOBAMABAT Clien 4-5 THEBHO JICUSHHE WJTH IOPH C€ BJIOLIABAT, MIOCETETE
BedHara Jiekap!

Mons, ciofenere ¢ Bammus jiekap Wid ¢GapMaLeBT, aK0 UMaTe YyBCTBOTO, Y€ eQEKTHT Ha dnapamen®
edepBeclieHTHH TabJIETKH € TBBPJIE CHIEH WU TBBpAE Ciial.

AKO cTe npHeJiH NoBeye oT HeobXxoxHMaTa 103a ®aBamen” elepBecHeHTHH TaGJETKH
Jo MomeHTa He ca HabmO#aBaHW CEPHO3HH CUMIITOMH HAa HMHTOKCHKALMA. BB3MOXKHU ca BpEMEHHO
6€310KOHCTBO U HHapus.

HpPI MHOT'O rojiaMo npeao3upane MOXe aa ¢ MOABH NOBUIIICHO CIOHOOTACIIAHE, ralCHE, MOBPBINAHE
H CragaHe Ha KPBBHOTO HAJISITAHE C HAPYLICHHA Ha Kp’bBOOGpaIlleHI/IeTO.

Koncynrupaiite ce ¢ Bammms nekap! CrelnH: MEpKH KaTo NpeHU3BHKBAHE HA TMOBPHINAHE U CTOMAIIIHA
NPOMKMBKA, OOUKHOBCHO HE ca HEOOXONMMH, OCBEH IIPH MHOrO TONAMO mpeno3upade. [IpemopbuBa ce
JIeueHUE B 3aBUCUMOCT OT NMPOSABEHUTE Oefie3n Ha Npeno3UpaHe.

AKo cTe nponycHaJu aa npuemere ®1apamen” eepBecueHTHH TabaeTKH
WIH CTE€ MpHETH MHOTO MAaJika 11033, B3€MeTe JIEKapCTBOTO B NpednMcaHara jJ03a Ha CledBalius
npueM. He npuemaiite nBoiina n03a, 3a 1a KoMneHcHpare MpoNycHaTara 103a.

AKO MMaTe JOMBIHUTETHU BHIPOCH 34 IPHIOKEHHETO HA TO3H JIEKAPCTBEH IIPOIYKT, KOHCYITUPaTE
ce ¢ Bamms nexkap unu hapManesT.






Jpyrure cheTaBky ca:
JIumoHena kucenuHa, 6e3BogHa
Harpuer xuaporeHkap6oHar
Harpues kapGoHar, 6e3BoneH
3axapuH HaTpUi

Harpues uuknamar

Harpues xnopun

Hartpues uutpar

JlakTo3a, Oe3BonHa

Masnwnron (E 421)

Copburon (E 420)

Apomar yepelua

CumerHkon

Kak nm3raexaa ®aapamen” edeppeciieHTHH TaGJeTKH H KAKBO ChAbPXKA ONAKOBKATA
Kpsrin, 6enu TabneTku ¢ nefiureaHa yepra oT eJHaTa CTpaHa.

EdepsecuenTHara TabreTka Moxe f1a Obe paszeieHa Ha ABE PaBHH MOJIOBHHH.
®nasamen® edeppectieHTHE TabneTku ¢ B onakoku no 10 u 20 edepBeCLEHTHH TabIeTKH.
He Bcuuky BUAOBE OMAKOBKY MOrar ia ObAar MmycHaTy B MpoAakoOa.

IIpuTexkaTes Ha pa3pelleHHETO 32 YyNOTPe6a H MPOU3BOAHTE
BERLIN-CHEMIE AG (MENARINI GROUP)

Glienicker Weg 125

D-12489 Berlin, ['epmanus

To3n JexkapcTBeH MPOAYKT € pa3peuieH 3a ynorpeba B cTpaHuTe-wienka Ha EUII cne caeanute
HMeEHa

Brnrapus Flavamed Effervescent Tablets
Yexus Flavamed Effervescent Tablets
Janus Flavamed Brusetabletter

Ecronus Flavamed 60 mg

Ounnangus Flavamed Effervescent Tablets
['epmanus Flavamed 60 mg Brausetabletten
JlatBusa Flavamed 60 mg putojo$as tabletes
Jlutea Flavamed 60 mg snypsciosios tabletes
[Monma Flavamed

PymBHUS Flavamed Comprimate Efervescente
CrnoBakus Flavamed $umivé tablety

CnoBeHus Flavamed 60 mg $umece tablete

JlaTa Ha mocjeaHo 0a00peHHe HA JHCTOBKATA
Mapr 2010 .



