JNCTOBKA: HHOOPMATIMA 3A HHATIHEH TA
a/,_j l0 03 /6
Mdiasame popre 30 mg/S ml nepopajien pazrsop '
Flavamed forte 30 mg/5 ml oral solution 773 -0k- 2078

- gvess IR

amMOpOKCOJIOB XuapoxJiopua (ambroxol hydrochloride)

IIpoyereTe BHMMATEIHO NSAIATA JIMCTOBKA, NIPE/H /1A 3alI0MHeTe /1a IPHeMAaTe TOBA JIEKAPCTBO,
ThH KATO TS ChAbPKa BaxkHa 3a Bac nndopmanus.
Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KAKTO € ONKCAHO B Ta3M JIMCTOBKA HJIH KAKTO Bu e kazain

Bamus nexap win apmanesrT.
- 3anazere Ta3u JIUCTOBKA. Moske 1a ce HaJIOXKH J1a 1 TIPOYETETe OTHORBO.

- AKO ce HY )/1aeTe OT JIOITbJIHUTENIHA MHOPMALHs HIIH ChBET, nonuTaiTe Baluus dpapmanesT.
- AKO NOJYYHTE HAKAKBH HEKEJIaHH JIEKAPCTBEHM peakliny, yBejloMeTe Baims nexap wiu
dbapmanent. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXXEJIAaHH PEaKMH, HEONTMCaHH B Ta3H JINCTOBKA.

BwxTe TouKa 4.
- Ako ciienl 4-5 IHU He ce YyBCTBaTe I10-100pe WiH CheTossHueTo Bu ce Biion, TpsaOBa na

NOTHPCUTE JIEKAapCKa MOMOILIL.

KakBo ¢cbabpka Ta3H JIMCTOBKA

Kakso npencrasnspa ®Mnasamen popre M 3a KAKBO C€ H3M0JI3BA
Kakgo Tpsa0OBa J1a 3HaeTe npeau na npremere Mnasame] Gpopre
Kak na npuemare dnasamen gopre

BB3MOKHHM HEXKEJ1aHH peaklH

Kak na cexpanssare dnaBame] gopre

ChabpKaHHe Ha OTIAaKOBKATa M JIOITBIHUTENIHA HH(OpMAaLIHs

v W B IRRe

1. Kakso npeacrasiasipa @uasamel popre H 3a KAKBO ce H3M0JI3BA

dnapames popre ChIABbPHKA AKTHBHOTO BELIECTBO aMOPOKCOJIOB XHAPOXJIOPH/L U TTPHHAJIEKH KbM

TepaneBTHYHATA IpyTia Ha JIEKapCTBEHHUTE MPOJYKTH 3a KalllyInla U NMpocTy1a, MYKOJIHTHIIH.
AMOPOKCOJIOB XHIPOXJIOPHL CE M3TI0JI3BA 32 JIEYEHHE Ha BJIaJKHA KallUIHLIA NPy 3a00/sBaHNs Ha

Oenus npobd u OpoHxHUTe.
dnapamen oprte € MokaszaH 3a Jela Hajl 2 ro/iIMHH, IOHOIIH H BB3PACTHH.

dnasamen® Gopre BreuyHsiBa OpOHXHATHUS CeKpeT (MYKYC) M TI03BOJIsIBA MO-JIECHOTO MY OT/I€JIAHE
ype3 Kauuidia. TpsaOBa 1a ce MochbBETBATE C JIEKap, ako clie/l 4-5 IHU He Ce NOYyBCTBATE no-nodpe

WK ChCTOSIHUETO BU ce BIIOIIH.

2. Kakso TpsioBa na 3uaere npean aa npuemere Oaasamen gopre

He npuemaiite ®nasame] gopre

- aKoO CT€ aJIepruvHH KbM aMOPOKCOJIOB XHJIPOXJIOPH MJIH KbM HAKOs OT JIpyruTe ChbCTaBKH Ha
TOBA JIeKapcTBO (ONUCAaHM B TOYKA 6).

dnasamen ¢opre He TpaOBa aa ce U3MOJI3Ba NPH Jiella 10/l IB€ F'OAMHH.

IIpeaynpexaennst 1 npeanasHiyu MepKH

I'oBopete ¢ Bawusa niekap unm papmanest npeau na npuemere dnapame)t popre

- aKO CT€ UMaJIM MHOI'O TE€KKH KOJKHH peakliii Ha CBPBXUYYBCTBUTENHOCT (
JxoHCBH, cuHapoM Ha Jlaken);

° Cunzipom Ha CtuBbHC-/DKOHCHH € 3ab0s1gBaHe ¢ BUCOKA TeMIiepaTypa 1
JIMraBULIMTE ¢ 00pasyBaHe Ha MEeXYpH.




. Cuatpost ia e ¢ smHBOTO3aCTPAtNABAILID ChCTOSHHAE. HSRCCTIHO O KATO CHILTPON Ha
NOTIAPCHATA hidhd. CHABPFOMI €A NORBATA HA TOJCMH MCNYPWY, I'IG,’lL']ﬁHﬂ Ha M3 apyHie.

MMa cboOl1eHns 32 TeXKW KOXHH peaklikii, CEbP3aHyu C NPUIOKEHUETO Ha aMOPOKCOII. AKO
nonyuyuTe KoxxeH oOpuB (BKAIOUMTETHO JIe3UH Ha IMTaBULIMTE, HanNpHMeEp Ha yCTara, I'bpJIOTO, HOCA,
OuMTe, FeHUTAIMMTE), cnpeTe ynotpebara Ha Onaeamen dopre B HezabarHO ce 0baaeTe Ha Balums
nexap. |

- AKo cTpajare oT HapylieHa 6b0pedna GpyHKIMS WM OT TeXxxo YepHonpobHo 3abonssane. B
TO34 cayyail Pnasamen GopTe MOXeE Na ce NpUilara camo ¢ 0cobeHo BHUMaHue (Hanp. npe3 Nno-AbArH
MHTEPBAIM WIH B HaMaJieHa [1o3a — KOHCYATHpaiite ce ¢ Bamns nekap 3a Tosa). [Ipy TeXko HapylueHa
Op6peuna yHKIIMS MOXE 12 HACTHIIU HATPYNBaHE Ha pa3NaJHU NPOAYKTH Ha aKTHBHOTO BELLIECTBO
na ®nasamen opre. |

- AKo cTpajare oT paako 3abosisBaHe Ha OPOHXHUTE ¢ MMOBHILIEHO ofpazyBaHe HA MyKYC (Hanp.
THPBHYHA LIMNHApHA JUCKHHe3Ks). Torasa MykychT He Moxke 1a 6bae oraenen ot 6enus apob. B To3n
cyvaii ®@nasaMen dopTe MOXe [a ce Npuiara caMmo Noj JIEKapcKo HaOoAeHHE.

- AKO cTe UMaiIM MNeNnTHYHA A3BeHa bonecT, TpAOBa fa ce NOCbhBETBATE ¢ Bainus nekap kak ga
npuemare Onapamen dopre, 3a10TO MYKOIMTHLNTE MOT'aT ia pasfgpa3HAT CTOMAIlIHATA JIMTaBHIa.

Koncyntupaiite ce ¢ Bawina nexap npenu na npueMere QnasaMen popre.

Hpyrn gexapcrea 1 Oaasamen gopre
Hndopmupaiite Bamns nexap nny gapmManesr, axo IpUeMare HIIM HAaCKOPO CTE NpUEMANTH WA €

BBb3IMOXHO 14 1IPHEeMATE APYTH JICKApCTBA.

Jlexapcmea, nomuckawju kauimuyama (GHMumycueu)

ITo Bpeme na npueMa Ha ®nasamen gopre He TpsOBa a Mpuemare JexapcTBa, KOMTO NOTHCKAT
KanuIHuHus peduiekc (T. Hap. aHTUTYCHBH). KamunuyHuaT peduiekc € BaxeH, 3a ja MOXe BTeYHeHHAT
6pouxuaien cekpeT (MyKyc) Jia ce OTKAILIA M 110 TO3M HauMH Ja ¢e oTaAeny ot denure apoboge.

BpeMeHHOCT, KbpMeHe H PepTHIRTET

Axo cTe OpeMeRHa HIIM KEPMHTE, CMATaTe, Ye MOXKE 11a CTe OpeMeHHa UM TnanHpaTe OpeMeHHOCT,
nocbhBeTBaiTe ce ¢ Balyg nekap win $papMalleBT npeam ynorpedata Ha TOBa JIEKAPCTBO.

1o BpeMe Ha OpeMEHHOCT UK KbPMEHE MOXeE Ja nIpueMare dDnasaMen GopTe caMo Criopel] TOYHUTE
ykaszauus na Baums nexap! OcofeHo npe3 NepBHA TPHMECTED, ynorpedara Ha OnaBamen gopTe He ce
IIpenopbyBa.

Habmoaagano e, 4e akTHBHOTO BelllecTBO Ha Pnapamen Gopre NpeMUHaBa B MaifyHHOTO MJISKO.
dnasamen dopTe He ce NIPENOPBUBA 3a YNOTpeda 1o BpeMe Ha NEPHOJIA Ha KbpMEHE.

[TpoyuBaunsa npH )XMBOTHH He II0Ka3BaT BpeAHH edekTH Ha amMOpokcon BepXy depTunnurera.

Illodupane 1 pabora ¢ MAIIHHH
Hsama nokasaTencrtsa 3a epekTa BBpXY cnocobHocTTa 3a wodupaHe U pabora ¢ MalHHM.

He ca nposexaany npoyuBanma 3a edekra BbpXy cnocobHOCTTa 33 modHpaHe H paboTta ¢ MauIuHH.

®nasamen Gopre cHALPKA COPOHTON H OEH30€HA KHCEIRHA

Tora nexapcTBo chabpxka 1,75 g copburon BeB Beska MEPHTENIHA ThXKKLa OT 5 ml nepopaieH
pa3Tsop. CopOMTONBT € U3TOYHHK HA (PpYKTO3a. AKO BaILIMAT JIEKAp BH € Kasall, ue BHE (WIH BalIeTO
Iere) UMaTe HETMOHOCHMOCT KbM HAKOM 3aXapH HAM aKO CT€ RHarHOCTHLHPaHY ¢ HacNneICTBeHa
HEMOHOCUMOCT KbM (ppyxkTosa (HFI), paako reneTHuHO pa3CTPOHCTRO, MPH KOETO YOBEK HE MOXeE Jia
pasrpaay ¢pyKro3ara, KOHCYATUPAHTE ce C BalllUg JieKap Npeau BUe (MK ASTETO BH) 4a B3EMETE HIH

Ja TIpHeMETE TOBA JICKAPCTRO.
CopOuToasT MOXKE /1a MPUUMHHA CTOMAIHO-YPEBEH JUCKOMQOPT M Jiek cnabUTeneH e

Tora nexkapcTBo cbabpxka 5,75 mg OeH30ena KucenluHa BbB BCAKA MEPHTENHA b
nepopaneH pasTBop



3. Kak aa nupnevare haasaven popre

BuHarn npueMaiite TO3M iEKapCTBEH NPOAYKT TOHYHO CROPEA YKa3aHWATA B Ta3H IMCTOBKA WJIM KAKTO
Bu e xazan Bauiuat nekap nan papmaiieBT. AKO He CTe CHIYPHH B HELILO, NonuTarTe Bawng nexap

WIH (papMaleBT. |
Ocsen ako nekap He Bu e npeanucan xpyro, Tpabsa Aa ce MMarT NpeABUJ CIeHUTE YKa3aHud 32
dnasamen dpopre. Mons, cnaspaiire ykasaHHATA 32 NPHIOKEHHE, 3al110TO B IPOTHBEH Clly4aH

dnapames popre HAMA J1a OKAKE OUaKBaHHA edekr!

IIpenopbunTEeNHATA 1032 €:

Ilenza mexcy 2-5 TOAHHN

4 MepHTeNHa Tkkuyka ¢ 1,25 ml nepopaneH pasTeop 3 NIbTH JHEBHO (EKBHBANEHTHO Ha 3 NbTH 7,5
mg aMBpPOKCOIIOB XUAPOXNOPHA = 22,5 mg aMOpOKCONOB XHIPOXJIOPHI/AER).

Hena mexny 6-12 roniHu
l, MEPHTEJIHA AbKHUKA ¢ 2,5 ml nepopasneH pasTBoOp 2-3 ITHTH AHeBHO (€KBBBAIEHTHO Ha 2-3 NIBTH MO

15 mg am6pokconos xuapoxyopua = 30-45 mg aM6poKcONOB XMAPOXIOPHA/IEH).

IOnom# Han 12 roAMHMU U Bb3PACTHU

ITpes mppsHTE 2-3 IHU MO eiHA MEPHUTENTHH JIBKHYKK ¢ 5 ml NepopalieH pasTBop 3 NBTH JHEBHO NO
BpeMe Ha NbpBuTe 2 10 3 AxM (exBUBaNeHTHO Ha 3 mbTH no 30 mg amEpokconos xuapoxuopua = 90
mg aMOpOKCONOB XMAPOXJIOPHIY/IEH), Cie/l TOBA IO €AHA MEPUTENHA JIBXKHUYKa ¢ 5 ml nepopanen
pa3TBOp 2 ITLTH AHEBHO (EKBHBANEHTHO Ha 2 IbTH No 30 mg amMGpoxconos xuapoxnopun = 60 mg

aMOPOKCOJIOB XHAPOXJIOPHI/ACH).

3abenexka:
TTHepHaTa N03a Moxe Aa Ob/ie yBeHdeHa 10 2 MEPHTETHH JIbXHYKH, BCAKA ¢ 110 5 ml nepopaieH

pasTBOp, 2 I'LTH JHEBHO, 33 [ia CE MOCTUTHE M0-1065p edekT (EKBHBANEHTHO Ha 2 1BTH 1O 60 mg
amGpokconos xuapoxiaopul = 120 mg aMbpoKconoB XHAPOXJIOPHI/AEH).

Haunn Ha nprIoxkKeHne
3a nepopanno npuinoxenne. [Ipuemere Gnasamen opre cnex XpaHeHe € NOMOLITA HA MEPUTENHATA

JIBIKHYKA.

IIpoaBIXKUTETHOCT HA NPHJIOXKEeHnE

dnasamen dhopre He TpabBa Aa ce nMpunara noseye or 4-5 KRH €3 KOHCYNTALIMS C feKap.

AKo onsakBannaTa BH He ce noBaugBar cnel 4-5 AHEBHO JIEUeHHe WM NOPH C€ BIOLIABAT, IOCETETE
BeIHara jiekap!

Mons, ciogenete ¢ Bamua nexap wnu ¢apManeBT, ako HMaTe YyBCTBOTO, e edekThT Ha (dDrnaBamen
(opTe € TBHPAE CHIEH MU TBBLPJE cnad.

AXo0 cTe npHe/In noseuye oT nHeobxoaumara no3a Puaasamen gopre

B33 ocHOBa Ha CHOOLWEHHA 32 C/Iy4yaiiHO Npeo3upane W/HIN IpelliHa IeKapceTBeHa ynorpeba,
HabNOAABAHHTE CHMNTOMH CHOTBETCTBAT HAa U3BECTHHTE HesKeNaHH peakumu ot (diasamen opre
MPH NPENoOpBLYUTENHM 1034, B cayyaii Ha npeno3upaHe ce CBbpXKETe C Jiekap, KOHTO LIE 3aN04He
JleuyeHKte B ChOTBETCTBHE C MOSBUAMUTE C€ CHMIITOMH Ha Npe03Hpane.

Axo cte nponycHanu xa npuemere Onasamen gopre
WM CTe NPUENH MHOFO Majlka 1033, B3EMETE JEKApCTBOTO B IpEANMcaHaTa 03a na cne
npreM. He B3eMaiire ABOHHA 11032, 32 1a KOMIICHCHpATe NPOIycHaTaTa no3a.

AKO UMaTe JONMBIHHTEIHH BBLIIPOCH 32 NPHNOXKEHNETO Ha TO3HM JIEKAPCTBEH Npoj
ce ¢ Bamusg nekap Wiy ¢gapMauesrT.




4. Buivosknn pese1anin peakmin

Kakro BCHYKM JIEKApCTBA, TOBA JIEKAPCTBO MOXKE 1A NPeAM3BUKa HEXE1aHH peaKUUH, BLINIPEKY HC HE
BCEKH I' NoJIyuaBa.

Hexenann peaknHu

Yecmu (Mooice 0a 3acezram 0o 1 na 10 oywu):

- raneHe |
- NpOMJHA BbB BKYCa

- W3TPBHIIBAHE Ha YCTAaTa W FbpNoOTO (XHINOECTE3UN)

Heuecmu (mooice 0a 3aceenam oo 1 na 100 oywu):
- NOBpBLIIaHE

- CYXOTa B yCTaTa

- IapHs

- mpo6neMH ¢ XpaHOCMHJIAHETO (AHCTIENCHA)

- KopeMHa Honka

- BACOKA TeMneparypa

Peowxu (mooce 0a 3aceznam 0o 1 na 1000 oywu):
- peaKlHH Ha CBPBXUYBCTBHTEITHOCT
- oOpHB, YpTHKapHs

C neuseecmna wecmoma (om HanuuHume OGHHU He Modice 0a bvOe Hanpasena oyeHKa):

- anaQWIAKTHYHM PeaklMH, BKIIOUHTENHO aHapuaakTHieH MoK, aHrnoeneM (6bp30 paseuBail ce OTOK
Ha KOJKAaTa, NMOAKOMKHATA THKAH, TUraBHITHTE WIH NOUTHTaBHYHHA CIIOH) H MPYPHTYC

- TEXKHA KOXKHHM HeXeNlaHHM peakliMd (BKIIOUMTENHO epHTeMa MynTHdopMme, cCHHApoM Ha CTHBBHC-
JTbXOHCHH/TOKCUYHA €NMIEPMAlIHA HEKPOJIW3a W OCTpa reHepau3ypana €K3aHTeMHa NyCTyJ103a).

- CYX0Ta B I'bpPNOTO

CrpofllaBaHe Ha HEXENaHH peaklivK
AKO TIOTTyuYMTE HAKAKBH HEXKEJIaHM JIEKAPCTBEHM peaKkuuy, yBenomere Bauiua nexap, papmauesT vy

MEeAMHMHCKa cecTpa. ToBa BKIIIOUBA M BCHYKHM Bb3MOXKHH HEXKeJlaHH PEaKIMH, HEONTUCAHH B Ta3H
NUCTOBKA. MoxKkeTe ChlIO Ja ChoOIMTE HEKENaHH peakLidy AUPEKTHO Ype3 HaUMOHANTHATA CHCTEMA 32

choOIlIaBaHe:

M3anbwaHuTenHA aresuuA no jJexapcTeaTta

yn. ,,Jdaman ['pyes” Ne &
1303 Codns
Ten.: +359 28903417

yebcaiiT: www.bda.bg

KaTo crobmaBare HexellaHy peakli, MOXKeTe a AaAeTe CBOs [TPHHOC 33 NojIy4aBaHe Ha NoBeye
WHPOpMalMa OTHOCHO DE€30NaCHOCTTa Ha TOBA J1IEKAPCTBO.

S. Kaxk pa chxpanasate @nasamen popre

I[El C€ ChXpaHABa Ha MACTO, HCAOCTBITHO 3a ACla.

He u3nonz3BsaiiTe ToBa N€KapcTBO CNell CPOKa Ha TOAHOCT, 0TOENA3aH BbPXY €THKET
KyTHs ciren, “Toaen go:”. CpokbT HA TOAHOCT OTrOBaps Ha IOCJIEAHHA ACH OT NoC
Tora nekapCcTBO He U3NCKBA CIIELHANIHY YCIIOBUA 3a ChXPAaHEHHKE.




CPpoK Ha rogHoOCT cJiel WbPBO OTBapsAHe
CrabunHocT cnen oteapsaHe Ha OyTunkara: 6 mecela.

He u3xsbpnsaTe nexapcTparta B kKaHaNU3aLUUATA WIH B KOHTeHHepa 3a gomauiHy ornaasuu. [onuTaiite
Bawmsa dapmanesT kak fa W3Xbp/IATE A€KAPCTBATA, KOMTO BEYE HE H2M0N3BaTe. Teru MEPKHU Llie
CMIOMOTHAT 33 Oa3BaHe HA OKOJTHATA Cpe/a.

6. CourabpxkaHHe HA ONAKOBKATA H AONBLJIHHTEIHA nadopmanns

KakBo cbabpxa Ouaamen ¢opre
AKTHBHOTO BELIECTBO ¢ aMmOpokconos xuapoxnopua. | ml nepopanen pa3TBoOp ChALPKA 6 mg
aMOPOKCOIOB XHAPOXIOPHA.

Besika mepuTteniHa nbxnuka ¢ 5 ml nepopanen pa3TBop chabpia 30 mg aMOPOKCOI0B XHAPOXNOPHA.

JApyrure ¢beTaBKH ca:

Copburon (E 420), Teuen (Hekpucranusupay) (Ph.Eur.), 6en30eHa kucenmna (E 210), rnuuepon (E
422) 85 npoueHTeH, XHOPOKCHETHIILIENYI03a, APOMAT MATHHA (CbabpaKaLl BaiepHAHOBO Macio,
€TUNALETAT, ETHIOYTHPAT, p-XHAPOKCH(EHUN BYTaHOH, anda HOHOH, 6eTa HOHOH, H30aMHIT aLeTar,
H30amMun OyTupart, po3oBo Macio U |,2-nponunenraukon [E 1520]), npeuncreHa Boaa.

Kaxk usrnexna ®@aaBamen hopre u KaKBo ChbAbLPMkKA ONAKOBKATA

buctbp, 6e3useTeH 10 61e40 KbAT pasTBOp.

Onasamen ¢opre ¢ B onakoBka ot 100 ml nepopanen pasTsop.

B onakoBkata e npunoxxeHa MEpUTENHa ThKHYKa. MepUTeTHATA TbYHYKa € OT NOJUIMPONUIEH H UMa
MepUTEHK auHuH oT 1,25 ml, 2,5 ml u S ml (pv6obT Ha nbxuukara).

IlpuTexaren ua paipemennero 3a ynorpeda
Beriin-Chemie AG

Olienicker Weg 125

D-12489 Berlin, ['epmanns

IponsBoanren
Berlin-Chemie AG

Glienicker Weg 125
D-12489 Berlin, ['epManus

To3u ekapcTBeH NpoaykT € paspeuled 3a ynoTpeda B crpannTe-uienkn Ha EUTI cne caeannTe
HMeHa

bwarapusg dnasamen gopre

EcToHus Flavamed forte

Ounnanans Flavamed 6 mg/ml oraaliliuos

["'epManHus Flavamed Hustensaft 30 mg/5 ml Losung zum Einnehmen
JlaTBua Flavamed 30 mg/5 ml $kidums iek&kigai lietoganaj

JluTea Flavamed 30 mg/5 ml geriamasis tirpalas

[Tonua Flavamed max

ChoBakus Flavamed forte peroralny roztok

Cnosenus Ambroksolijev klorid Berlin-Chemie 6 mg/ml peroraina raztopina

Hara Ha nocsleqHO npepasraexaane Ha JucToBkartal2/2024




